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rapMOHI13aIlisl 3aKOHOJJaBCTBA, OPTaH OIIIHKHU BiJIIMOBITHOCTI.

OO0’eKTOM JOCHIJKEHHSI € TPOLEC TEXHIYHOTO PETYIIOBaHHS MEIUYHUX
BUpOOIB B VYKpaiHi B KOHTEKCTI il TapMOHi3alii 3 PETyIsSTOPHOIO MOICILIIO
€porneiicekoro Corosy.

Metoro  OCHIKEHHA €  PO3pOOJEHHS ~ KOMIUIEKCHUX — MPaKTUYHHUX
pEKOMEHIalli 00 TapMOHI3alli CUCTEMU TEXHIYHOTO PETyIIOBaHHS YKpaiHH 13
3akoHosaBcTBOM €C y cepi MenuuHuX BUPOOiB.

Y  poboTi AOCHIIKEHO MepexiJl €BPONEUChKOT CHUCTEMH PEryJIHOBaHHS
MEIMYHUX BUPOOIB BiJl JUPEKTUBHOI 1O PErIIaMEHTHOI MOJIENI Ta BUSHAYEHO KITFOUOBI
BIIMIHHOCTI MDX jupektuBamu 1 MDR, 3o0kpema y cdepi KIiHIYHOI OIIHKH,
MICJISIPUHKOBOTO  HaIsIAY, IM(POBOi MPOCTEKYBAHOCTI Ta POl  EKOHOMIYHUX
oneparopiB. [IpoaHanizoBaHO HalllOHAJIbHY CHCTEMY TEXHIYHOIO pEryIIOBaHHS
MEANYHUX BUPOOIB B YKpaiHi, BCTAHOBJIEHO ii MEpeXIAHUI XapakTep 1 0OMEKEHHs,
3yMOBIICHI 3aCTOCYBAaHHSIM 3acTapiyioi JAWpeKTHBHOI Mmozem. Oxpemy yBary
MPUAUICHO TibHOCTI oprany omiHky BianoBiaHOCTI «IIOJIITEXME]l» Ta npaktwuii
iHTerpauii BumMor MDR y  JisbHICTE BHPOOHMKIB MEAMYHHUX BHpOOIB. 3a
pe3yapTartaMu  JIOCHI/DKEHHST  pO3pOOJICHO  MPAKTUYHI ~ PEKOMEHMAIii Moo

rapMoHIi3aIlii TEXHIYHOTO perymoBanHsa Ykpaiau 3 MDR Tta 3akonomasctBom €C.



Abstract

Vizer A. M. Development of Practical Recommendations for the
Harmonization of Ukraine’s Technical Regulation with EU Legislation. Specialty 175
“Information and Measurement Technologies”, Educational Program “Quality,
Standardization and Certification”, Ukrainian State University of Railway Transport,
Kharkiv, 2026.

The qualification work consists of 16 presentation slides and 89 A4 pages of
the explanatory note, including 7 figures, 7 tables, 2 appendices, and 37 references.

Keywords: technical regulation, conformity assessment, MDR, harmonization
of legislation, conformity assessment body.

The object of the research is the process of technical regulation of medical
devices in Ukraine in the context of its harmonization with the regulatory model of
the European Union.

The purpose of the research i1s to develop comprehensive practical
recommendations for harmonizing the technical regulation system of Ukraine with
EU legislation in the field of medical devices.

The paper examines the transition of the European system of medical device
regulation from a directive-based to a regulatory model and identifies the key
differences between the directives and the MDR, in particular in the areas of clinical
evaluation, post-market surveillance, digital traceability, and the role of economic
operators. The national system of technical regulation of medical devices in Ukraine
is analyzed, and its transitional nature and limitations caused by the application of an
outdated directive-based model are identified. Particular attention is paid to the
activities of the conformity assessment body “POLITEKHMED” and to the practice
of integrating MDR requirements into the activities of medical device manufacturers.
Based on the results of the study, practical recommendations for harmonizing the

technical regulation of Ukraine with the MDR and EU legislation are developed.
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Beryn

Y cydacHMX yMOBax €BpPOMNEHCHKOI IHTErpaiii YKpaiHa TOCIIJOBHO 3/1HCHIOE
rapMOHI3all1}0 HALlIOHAJIBHOI CUCTEMH TEXHIYHOIO PETYIIIOBaHHS 3 HOPMAMH T4 BUMOTaMH
€poneiicbkoro Coro3y. Takuil mporec € KIYOBUM IHCTPYMEHTOM 3MIITHEHHS JOBIpH 10
YKpalHChKOI MPOAYKLII HAa MIDKHAPOJHUX PUHKAX, YCYHEHHS TEXHIYHUX Oap’epiB y
TOPTiBNi, MIABUIICHHS KOHKYPEHTOCIPOMOXKHOCTI HAIIOHAJIBHUX BHUPOOHHKIB Ta
3a0€e3MeueHHs] BUCOKOTO PiBHsI O€3IeKH MPOYKIIIi JAJIsSI CIIOKHUBAYiB.

[licns mignmucands Ta HAOYTTS YMHHOCTI YTOAM TIPO acOoIliaIiio MK YKpaiHOMO Ta
€C nuTaHHSA IMIUIEMEHTAIlli €BPOIENWCHKOr0 3aKOHOAABCTBA y cdepi TEXHIYHOTO
pETyJIIOBaHHS CTaJM TMPIOPUTETHUMHU. YKpaiHa MOCTYHNOBO MEPEXOAUTh BIJ 3acTapiioi,
(dbparMeHTOBaHOI CUCTEMHM CTaHJApPTHU3AIlli Ta OLIHKHU BIJMOBIIHOCTI IO CY4acHOI, PU3HUK-
OpIEHTOBAHOI Mojeni, 3acHoBaHOi Ha mpuHIUNax Hosoro Ta Hooro migxomy €C.
Bognouac, monpu 3HauHUN TPOrpec, 3alIMUIIAEThCA HU3KAa MPOOJIEMHHUX AacleKTiB, sKi
YCKJIQIHIOIOTh TIOBHY Ta €()eKTUBHY rapMOHI3aI[i}0 HOPMATUBHOT 0a3H.

AKTYallbHICTh JOCHIIKEHHSI MOCWIIOETHCA HEOOXIAHICTIO 3aBEpIICHHS MOOYIOBU
HAI[IOHAIBHOI 1HQPACTPYKTYPH SKOCTI, Y3TOMKEHOI 3 €BPOIEHCHKOI0, PO3UTUPEHHIM
MEepeNiKy TEXHIYHUX pErIaMeHTIB, aJanToBaHUX J0 JaupektuB €C, a Takox
IMIJIEMEHTAITI€10 TOPU30HTAILHUX Ta BEPTUKATHLHUX aKTiB €BPOIEUCHKOTO 3aKOHOJJABCTRA.
Uumaso nmutaHb MOB’s3aH1 3 TPaBO3aCTOCOBHOKO MPAKTUKOIO, AiSJIbHICTIO OpraHiB OIIHKU
BIJIIIOB1THOCT1, pPUHKOBUM HAIVISIIOM Ta (DYHKI[IOHYBAaHHSIM CUCTEMH CTaHIapTIB.

Maricrepcbka po6oTa cCipsiMOBaHa Ha pO3POOJICHHS MPAKTUUHUX PeKOMEHAAIIN, K1
COPUATUMYTh TONAJBINKM TapMOHI3allli TEXHIYHOTO pErylioBaHHA YKpaiHu 13
3akoHogaBcTBoM €C. VY wMexax NOCHIDKEHHS TIpOaHai30BaHO Cy4YyaCHUM CTaH
HOPMAaTHUBHO-TIPABOBOI 0a3u, ii BIMOBIIHICTh €BPONEHCHKUM BUMOTaM, BUSBIICHO KJIFOUOBI
npobiemMu Ta Oap’epu, a TaKOXX BHU3HAYEHO HAIPSIMHU BIOCKOHAJICHHS 3aKOHOJABCTBA Ta
MpaKTUKA ¥oro 3actocyBaHHs. lle mo3Bomuth chopMmyBaTu KOMIUIEKCHE OadeHHS
TpaHchopMallli CHUCTEMH TEXHIYHOTO PEryJIIOBaHHS 3 YpaxyBaHHSM €BPONEHCHKHUX

IIXOAIB 1 MDKHAPOIHUX TCHACHITIN.



Metoro nociizKeHHs1 € PO3pOOJICHHS KOMIUIEKCHUX MPaKTUYHUX PEKOMEHAIlln
1010 TApPMOHI3allli CUCTEMU TEXHIYHOTO PEeryitoBaHHs YKpaiHu 13 3aKoHO/aBcTBOM €C y
cdepl METUUHUX BUPOOIB.

JI71s1 mocATHEHHS MOCTaBJICHOI METH Y poOOTI OyJI MOCTaBIICHI TaKl 3aBJaHHS:

1. JlocnmiauTh TEOpeTHYH1 3acaid pPEryjaloBaHHS MEIMYHHUX BHUPOOIB Yy
€poneiicbkomy Coro3i, 30kpeMa mepexia BiJl TMpekTuBHOI Moxeni 1o Permamenty (€C)
2017/745 (MDR), Ta BH3HauuTHU CTaH 1 OCOOJMBOCTI TapMOHI3AIlll HaI[lOHAIBHOIO
pETyItOBaHHS MEIMYHUX BUPOOIB B YKpaiHi 3 Bumoramu €C.

2. OxapakTepusyBaTu TISUTBHICTD oprany OILIIHKH BIJIMOB1HOCTI
«IOJIITEXME]l» sk cki1amoBoi HAIIOHAIBHOI CHUCTEMU TEXHIYHOTO PETYIIOBaHHS
MEIUYHUX BHUPOOIB Ta BU3HAUMTH HMOTrO poJib y 3a0e3MedeHHl BIAMOBITHOCTI MPOAYKIIIT
BHMOT'aM YHHHOTO 3aKOHOJIaBCTBA.

3. [IpoananizyBaru piBeHb iHTerpaiii BuMor Permamenty (€C) 2017/745 (MDR)
y IISUTbHICTh BUPOOHUKIB MEIMYHHX BUPOOIB, a TAKOXK BHUSBUTH OCHOBHI MPOOJIEMH Ta
Oap’epu iX TPAKTHIHOTO BIPOBAKECHHS.

4. Po3pobutn mpakTHyHI peKOMEH1allii M0/I0 TapMOHI3allii CHCTEeMH TEXHIYHOTO
pETryJIOBaHHS MEIWYHMX BHUPOOIB YkpaiHu 3 Bumoramu MDR Ta 3akoHOmaBCTBOM
€poneiicbkoro Cor3y 3 ypaxyBaHHSM HAIIOHATBHUX 0COOJIMBOCTEH.

IIpeameTom pociaigzkeHHss € ocoOauBOCTI iHTerpaiii Bumor Permamenty (€C)
2017/745 (MDR) y naimioHanbHEe HOPMATUBHO-TIPABOBE PETyTIOBAHHS, JAiSUTBHICTh OpraHiB
OLIIHKH BIJITIOBITHOCT1 Ta MPAKTUKY BUPOOHUKIB METUUHUX BUPOOIB.

O0’€KkTOM JOCTITKEHHSI € TPOLIEC TEXHIYHOTO PETYIIOBAHHS MEIUYHUX BUPOOIB B
VYKkpaiHi B KOHTEKCTI i rapMOHI13allii 3 peryasTopHoo Monesuto €Bponeiicbkoro Corosy.

HaykoBa HOBHM3HA POOOTH TONATAE y PO3POOJICHHI KOMIUICKCHUX MPAKTUIHUX
pEeKOMEHJAIIA 00 TapMOHI3allil HAI[IOHAJILHOI CUCTEMH TEXHIYHOTO pPEerytoBaHHS
MeAUYHUX BUPOOIB Ykpainu 3 Bumoramu Permamenty (€C) 2017/745 (MDR) nuisixom
MO€IHAHHS. HOPMATUBHOI'O aHaJ3y Ta MPAKTUYHOIO JOCBINY AISJIBHOCTI OpPraHy OLIIHKH
BIJIMTOBITHOCTI.

I[IpakTnyHe 3Ha4YeHHsl OJCPXKAHUX PE3YJAbTATiB IONSATa€E B  MOXJIMBOCTI

BUKOPUCTAHHS PO3POOJECHUX MPAKTUYHUX PEKOMEHMAIIl OpraHaMH Jep>KaBHOI B,
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opraHaMy OIlIHKH BIJTOBIJHOCTI Ta BUPOOHHKAMH MEIWYHUX BHUPOOIB JUIsI MOETAIHOT
rapMoHi3allii HaI[lOHaJIbHOI CUCTEMHU TEXHIYHOTO PETYJIIOBaHHS 3 BUMoramu PermameHty
(€C) 2017/745 (MDR), ymockoHajeHHsI MPOLEAYp OIIHKH BIAMOBIIHOCTI, MiABUILECHHS
e(eKTUBHOCTI PUHKOBOTO HAINIAY Ta PIBHS PErYISTOPHOI TOTOBHOCTI BHUPOOHHKIB JI0
BITPOBAPKEHHS HOBUX BUMOT.

ArmpoOartisi pe3yabTaTiB AOCTIHKEHb. 3a TEMOIO JOCIIHKEHHS OMYOIIKOBAaHO TE3U
JOTOB1I1 Ha KoH(pepeH1ii [36-37].

Crpykrypa Ta o0car kBamidikamiitaoi podoru. Keamidikariina podoTta CKIagaeThCs
13 BCTYITY, YOTUPHOX PO3/ALTIB, BUCHOBKIB, CIIMCKY BUKOPHUCTAHUX JKEpET Ta 2 J0JaTKiB.
[ToBHu#t oOcsar pobGotu ckiagae 88 CTOPIHOK KOMIT IOTEPHOTO TEKCTy. Marepianm
KBaTiGiKaIiiHOi poOOTH MPOUTIOCTPOBaHI 7 PUCYHKaMH, 7 TAOIMIIMH, Ta 2 JOAaTKaMHU.

[epenik BUKOpUCTAHUX JHKEpeI Hamiuye 37 HailMeHYBaHb.
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