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Kak npouutarb 332 cTpaHuubr?

Officul [ouroal of the Buropean Unwo

Offictal Jouroal of the Buropesn Unwn

(Legiclarhwe acx)

REGULATIONS

REGULATION (EU) 2017)745 OF THE EUROFEAN PARLIAMENT AND OF THE COUNCIL

of 5 April 2017

on medical devices, amending Directive 001831C, R
Regudation (EC) No 1223{2009 sad repeating Council

(Texs wih EXA relevanior)

thon (IC) No 1782002 amd
es 90/ 385 /EEC and 934 2EEC
THE BUROPEAN PARLIAMENT AND THE COUNOIL OF THE BUROPEAN LN,

Hwvieg regand 1o the Treaty oo the Runctioning of the Burcpean Unia, and m patculer Aticle 114 &
Asticle 1684)(<) thereof,

Havieg regand to the peoposal from the Buropean Comemission,
Aftee tranummaion of the draft lagslitive a2t 1o the naticoal pardaments,
Havieg regand to the opinion of the Burcpean Econcense and Soaal Comamties ('L

After cormulang the Committes of the Regions,

21.02.2019

(Lagiclathve acs)

EGULATIONS

REGULATION (EL} 2017745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 5 April 2017
on medical devices, smending Directive 0018YIC, R
Regudation (EC) No 12232009 sad repealing Coundil

(Texr with EFA relevance)

ton (EC) No 178/2002 amd
s 90/ 385 EEC and 93(4 JEEC
THE CUROPEAN PARLIAMENT AND THE COUNCOIL OF THE BUROPEAN UN KON

Hivieg regand 1o the Treaty oo the Functioning of the Burcpean Unon, asd in patcular Aicle 114 &
Asticle 16848)(<) thereof,

Havig regand to the proposal from the Buropean Comemission,
Aftee tranummsion of the draft legeslitive 221 1o the naticoal pardaments,
Having regand to the opwion of the European Econcente and Soaal Comanties (')

After cormalng the Committes of the Regions,
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Ctpyktypa (EU) 2017/745

101 nyHkT
- TTOYEMY ...

10 nas., 123 ctatbu
- yTO..

16 TTpunoxeHuw

- KAK...



Ctpyktypa (EVU) 2017/745

L. Copepa npumeHeHUa U TepmuHel

<<q l O>> I1. PaameneHue Ha pbIHKe U BBEAeHUE B 3KCMIyataluko. ..

I1I. MgeHTumukaLnag U NPOCNexXuBaemocTb U3gerniuii, perucipalus
U3genuil u cybLeKToB X0IAUCTBOBAHUA. .

IV. HotuguLuposaHHbIe opraqer

V. KﬂﬂCCMqDMKﬂLEMﬂ M OLieHKA COOTBETCTBUA

10 Mnas,
123 cTaTbu

VI. KnuHu4eckaa oLueHKka U UccnegosaHing

VII. Hogsop nocne pasmeweHua Ha peIHKe, cuctema bauTensHocTu,
PbIHOMHBIN Hog30p

VIIL. CotpyaHuuectso mexay “neHamu EC, koopanHALNOHHBIMN
rpynnamu...

IX. KoHhuaeH inanbHocTh, 3aUTa GaHHBIX, (PUHAHCUPOBAHUE U WITPAET

X. 3aknrovuTenbHeIe NonoxeHus
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Ctpyktypa (EVU) 2017/745

I. OcHoeHbI2 TpebosaHua 6230NacHOCTU U PYHKLUOHUPOBAHUA

II. TexHuueckas AoKymeHTalua

£ KA K)) III. TexHuueckas AOKymeHTaliug 0 Hag3ope Nocre pasmelieHUAa Ha phIHKe

IV. Oexnapalina coorsercisusg

V. MapkupoBka o cooTBeTCTBUU
VL. UHpopmaliua ana peructpalium nsgenus...
VIL. TpeboBaHua K HOTUPULIMPOBAHHLIM OpraHam
o VIIL. TTpasuna knaccutpukam
16 T[pv!flO)KeHMM LX. Ouenka cooteerciBus - CMK 1 TexHuveckas gokymeHTaliva
X. OLieHKka cOOTBETCTBUA - NpOBEPKa TUNa
XI. OueHka cooTBeTCTBUSA - Bepugukaliua cooTBeTCTBUA U3genus
XII. CepTUgURATHI, U3gaBaembIe HOTUMULIUPOBAHHEIM OpraHOM

XILI. TTpoueaypa ana U3genuid USroTaeNMBaEmMbIX UHAUBUAYATIbHO

XIV. KnuHuveckas oLeHka U conpoBoxgeHue nocne pameleHUa Ha peIHKe

XV. KnuHuueckue uccnegosaHus

XVI. TTepeueds rpynn usgenuin 6es meguiiuHCKoro HasHaveHus

XVII. Tabnuua conocrtaeneHuii
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BHeapeHue PernameHtos
2017/745 v 2017/746 B YkpauHe

MIHICTEPCTBO EKOHOMIYHOT'O PO3BUTKY I TOPI'IBJII YKPAIHH
(MiHeKOHOMPO3BHTKY)

HAKA3

/fﬂ/ aZQ/dV Ne /ﬂg‘

Kuis

IIpo 3aTBepaKeHHs IaHY Po3po0JeHHsl TEXHIYHHX
peraamenTiB Ha 2018-2019 poknu

21.02.2019 Pernamedter 2017/745u 2017/746



BHeapeHue PernameHtos

2017/745 v 2017/746 e YxpauHe

18

1| 2

3 |

54  Texuiynuii pernaMesT moa0
MeAHYHUX BUpOoOiB (neperyan
TexniyHoro pernamMesTy mwoa0
MEINIHHX BHPOOIB, 3aTBEPIKEHOTO
nocranosoio Kabinery Minictpis
Ykpaiuu Big 02.10.2013 Ne 753
Ta TexHiyHOro pernaMexTy moa0
AKTHBHHX MEIHYHHX BUpODiB, siKi
IMILTAHTYIOTB, 3aTBEPIKEHOr0
nocrasosoto Kabinery Miuictpis
Ykpainu Big 02.10.2013 Ne 755)

55  TexHiunwuii perlaMeHT o0
MEHYHHX BHPOOIB A/ AIarHOCTHKH
in vitro (neperasn Texuiynoro
PerinaMeHTy Woa0 MEAHIHHX
BUpOGIB 1A IarHOCTHKH in vitro,
3aTBEPDKEHOrO NOCTAHOBOIO
KaGisery MinictpiB Yxpainu
Bia 02.10.2013 Ne 754)

21.02.2019

Pernament (€C) 2017/745 €sponeiichkoro MO3
[Napnamenty ta Paau Bia 05 ksitha 2017 p.

040 MeAMYHHX BUPOGIB, 10 3MiHIOE

Jupextupy 2001/83/€C, Pernament (€C)

Ne 178/2002 ta Pernament (€C)

Ne 1223/2009 Ta cxacosye J{upexrusu Pajau
90/385/€EC 1a 93/42/CEC

Pernament (€C) 2017/746 €sponeiicskoro MO3
[Tapnamenty Ta Paau Bin 05 ksiths 2017 p.

010 MEAHYHUX BHPOOIB JUIA AIarHOCTHKH

in vitro Ta ckacyBauus Jlupexrusu 98/79/EC

Ta Pimenus Komicii 2010/227/€C

Pernamedter 2017/745 1 2017/746

I kBapran
2019 poky
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2019 poky



BHeanpeHue PernameHrtos
2017/745 w 2017/746 B8 EC

2008

+ Hauano KoHcynbTaLuii
o cogepxaHumu MDR

2012
+ TTy6nukaLus

npeanoxeHua nnad
HoebIx MDR

2014

+ OgobpeHue nonoxeHuia
HoseIx MDR

2016

+ TTybnukalua npoektoe

MDR u IDVR

2015

+ Hauano TpexciopoHHuX
neperosopoe {Coser-
Komuccua- TTapnameHt)

2015

+ TTpuHaTUE nonoxeHui
Cosevom EC

05/2017

+ Tybnukaiina s
oguLiuancHom XKypHane

EC

27.05.2025

+ OKOH4aHWe nepexoaa:
OTCYTCTBUE HA PbIHKE
NPOAYKLUAU NO CTAPLIM
ANPEKTUBAM



BHenpeHue PernamexTos
2017/745 v 2017/746

|UDI (Unique Device Identifier)

* CUCTEMG NPUCBOBHUS YHUKGNBHOMO MAEHTUPUKATOPG

EUDAMED (European database on medical devices) -> MDR EUDAMED

/7

* VIH(POPMALIMOHHAA CUCTEMA ANSt OBMEHA UHPOPMALIMEN 0 NpumeHeRun JupeKkTue ans
MU

* Ctatbh 35-50
* 9 cTpaHuLy

21.02.2019 Pernamedter 2017/745 1 2017/746 Q




BHenpeHue PernamexTos
2017/745 v 2017/746

UDI (Unique Device Idenftifier)

\
+ Cuctema NpUCBOEHUA YHUKANbHOIrO naeHTu@uKaTopa

* Habop uncnosbix uny 6yKeeHHLIX CUMBOSIOB, KOTOPbIN
(POpPMUPYETCS B COOTBETCTBUM € BCeoblle Npyu3HAHHOW
CUCTEMOM UOEHTUPUKALINU U KOAUPOBAHWS

« 3ammcTeosaHouns FDA

21.02.2019 Pernamedter 2017/745u 2017/746 10



BHenpeHue PernamexTos
2017/745 v 2017/746

- UDI DATABASE
- AIDC

+ HRI

- UDI-DI

- UDI-PI

+ RFID

+ UDI carrier

21.02.2019 Pernamedter 2017/745u 2017/746 11



UDI (Unique Device Identifier)

Brand Name

—— CompuHyper GlobalMed®

[GMDN Description i

lDevice Count

—

Production Identifier:
Expiration Date

[

Storage and Handling

- Qty:

1 each

234567

ad

;2 2014-01-02 LOT| ABCD SN| F1234+—
t
45C "
—~ - T.m.. @
TEMPERATURE

CompuHyper GlobalMed, LTD

101 Innovation Drive,
Manufacturer | New Sales, MD 20999-0000

* Unique Medical Device

Size:

20mMm x 12.5mm «——

24321 «——

MTRRTL VRN

102(10)A (21)FE71238

Size

—{Catalo; Number ]

1

Unique Device Identifier
(DI & P1)

Production Identifier:

Serial Number

XXX-867-5309 (USA)
XXX-555-3226 (Outside USA)
http://www.compuhypergm.com

.
b

Production Identifier:
Lot Number

—{For Single Use

21.02.2019

Labeler

Physical Address

Name & Customer Contact

Information

Pernamedter 2017/745u 2017/746
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BHenpeHue PernamexTos
2017/745 v 2017/746

( EUDAMED (European database on

medical devices)
&

; MHqDOpMGLlMOHHGSI cuctema Ans obmeHa
MHcpopMaumeM O npumeHeHun dupektue ans

1998:

2009: 2012:
EUDAMED 1 EUDAMED 2 . MDR EUDAMED

»

21.02.2019 b1 2017/745u 2017/746




EUDAMED -> MDR EUDAMED

CocTtas:

EUDAMED

EBpokommuccuns

HaunoHansHsIe perynaTopsl

21.02.2019

MDR EUDAMED

EBporomuccus

HaumoHansHs1e perynarops:

KoopawHaumoHHaa rpynna no MU
(MDCG)

HOTUPULUMPOBAHHbLIE OPTGHSI

CybbeKTsI XO39MCTBOBGHUS
(NpoussoguTeny, HaUWOHGMbHbIE
NpescTaBUTENN, UMMOPTEpSI...)

2KCMepTsI, HAUWOHANbHbIE
perynatopsl sHe EC

ObtyecTBeHHOC TS

eHTr 2017/745 1 2017/746 14



EUDAMED -> MDR EUDAMED

CopepxaHue 6a3bI AQHHLIX:

YuactHuku (Perynatoper, npouzsogutenu,
npencTapuTenu, AUCTpubuloTOpLI, OpraMel
OLeHKU COOTBeTCTBMA...)

YuactHuku (Perynatoper,
Npou3IEoaUTENU, nNpeacTaBUTenu
AUCTpUbLIOTOPEI, OpraHL oLeHKK
COOTBETCTEMA...)

f

OaxHere UDI

Meausgenua

Menuznenus OpraHbl akkpeguTaLun/ HasHaveHus

Cucrema 6auTenbHOCTU U HOA3op Nnocne

PA3MeleHUA HA PLIHKE
UHLngeHTer (NCARS)

CEPTM@MKOTbI A 304BKUA HaA OLi@HRY
COOTBETCTBUAA , BLIBOALI O 6e30NacHOCTU U
KITUHUMECKOU 3MOPEKTUBHOCTU

EUDAMED

CepTugukaTel

MDR EUDAMED

KnuHuueckue nccnegoBaHAa KnuHuaeckue MCCJ'I&AOBGHMH/ MSYHQHHE

Bq:)q.')EKTMBHOCTIA

PeIHOUHBIN Hag3op

(AN
.
-
Ny
N
—
O
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BHeapeHue PernameHros
2017/745 w 2017/746

» Cratey 35-50 n 9 ctpaHuy B Pernamente 2017/45
* NBOG - Notified Body Operations Group

* NBOG BPG 2017-1 «Ha3sHayeHne n HoTngpukaums opraHos
OLIEHKUN COOTBETCTBUS»

+ Koanopukauma NBOG

* NBOG BPG 2009-3 «YkaszaHwa Ansg opraHoBs, KOTOpbIe
HA3HAYaroT, NO ONpeAeneHnto cpepbl HOTUPUKALUY .. »




TMTocneacteus

KnuHu4eckue aaHHbIe - - bonblue AaHHBIX HQ 3TAMNe BROAQ HA
PbIHOK U BO-BpPEmMsa 3KCMNyaTauum
- - Tly6nukaums aaHHLIX 0 6€30MNacHOCTU U

3PPEKTUBHOCTU
TTocTosHHOe obHOoBNeHWe - Hoeoe conepxaHue, a TaKxe
TEXHUYECKOro qamna ¢ WHPOPMALIMOHHAA CUCTema,
Nerkum NOUCKOM - AGHHbIE B peanbHOM BpPemeHu, B T.4.
TTocTaslumKK
TpebosaHua k cybbektam VIHTErpaums B CUCTEMBI MEHeIKMeEHTa
XO3AUCTBOBAHUA Npou3BoAMTENEN UK Ay6nUpoBaHUe
DeATenbHOCTU

21.02.2019 Pernamedter 2017/745u 2017/746 17



TMTocneacteus

QbocHoBaHWE - QueHKa KOMNOHEHTOB U3aenus
3anpelyeHHbIX BelyecTe - CUCTema NPOCNEeXUBaemMoOCTH U 3Tan
pa3paboTku

HasHa4eHHbIe opraHbr

Bonee xecTkme KpUTEpUU Ha3HAYEHUA

- CoemecTHbIe ayauTsr (EBpokomuccua u
CTPAHbI-YI1EHbI)

- AyauTbr 6e3 npeaynpexaeHus

TTpoueanypbr OueHKU KOHCYNbTQUUOHHGA Npoueaypa
COOTBETCTBUA KIUHUYECKOU OLIEHKM HEKOTOPLIX U3Aenui
Knacca Iib
- KnuHu4eckas oueHKa UMNNGHTUPYEMbIX
uigenurt Knacca ITT He3aBUCUMBIMU
3KCNEepTamm
- Hoeasa knaccugmkaumsa msaenum

21.02.2019 Pernamedter 2017/745u 2017/746 18



TMTocneacteus

SNemMeHT CUCTEeMbL TTocneacteua

Eudamed / UDI -

I"apmoHU3UpOBaHHbIE
CTAHAQPTHI -

AOMUHUCTPATUBHAA
Harpyska =

21.02.2019

NT-pelueHus

AaHHbIE A0 BLIBOAA HA PLIHOK U Nocne
ONNATa 3a perucTpaumio

ITUKETKMU

B3AQUMOAEUCTBUE C HALIMOHANBHBIMMU
CUCTEMAMM

HenocrarouHo
Heobxoaumsr «oblume cneumgukalmm»,
npuHUMmaroTca Espokomuccuen unu MDCG

Kaxaaa aTMKeTKa A0JUKHA ObITh OOHOBNEHA
KapTouku ans UMnNNaHTOB

Pernamedter 2017/745u 2017/746 19



Cnacubo 3a sBHUMaHuel
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