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1. ETaniy BUKOHAHHS

Homep eTtamy: 1

HasBa eramy: BuaHaueHHs iHCTUTYLIiOHaIbHOTO Ta (PiHAHCOBOTO TArapsl MPOLEyPH OLiHKY BiANIOBiIHOCTI BUPOGiB MEAUYHOTO

NpU3HAYEeHHS B [TPOLieCi 3a11poBa/ixKeHHS HOBUX TEXHIYHUX PerJaMeHTiB
IToyaTok erany: 03-2016
3akinueHHs erany: 11-2016

Bup, 3BiTHOTO ZOKyMeHTa: OCTaTOYHUH 3BiT

2. BukoHaBeupb

Ha3sBa opranisanii: TepHONiIbCbKHUIT HAalliOHATIbHII €KOHOMIYHUI YHIBEPCUTET
Kom €IPIIOY /IIIH: 33680120

MigmopsaxoBaHicTh: MiHiCTEpCTBO OCBITU i HAyKu YKpaiHu

Appeca: 46020, M. TepHominb, ByJ1. JIbBiBCbKa, 11

Tenedon: (0352)47-50-59

E-mail: ndi_ird@tneu.edu.ua

WWW: www.tneu.edu.ua

3. Bnacuuk peayabtatiB HIJIKP (mpoaykiiii)

Hasga oprani3saii: TepHONibChbKUIT HalliOHATbHII €KOHOMIYHUI YHIBEPCUTET

Kog, €IPIIOY /IIIH: 33680120

Agnpeca: By. JIbBiBCBKQ, 11, M. TepHominb, TepHONinbChKUI p-H., TepHONiNBCBKA 0671., 46009, YKpaiHa
MignmopsaxoBaHicTh: MiHiCTEpCTBO OCBITU i HAyKU YKpaiHu

Tenedon: 380352475051

E-mail: rektor@tneu.edu.ua

WWW: http:/ /www.tneu.edu.ua/

4. JI>xkepeJia Ta HanpsiMu piHaHCYBaHHSA

IlizcraBa o1 mpoBeAeHHs PoOiT: 52 - TOTOBIp 3 BiTYM3HSIHOIO OpraHisalieio (opranamu Micuesoi pagu, GoHAOM, acoljaliero,
KOHILIEPHOM TOIIIO)

KIIKBK:

Hamnpsm ¢inancyBaHHs: 2.7 - iHIIe (TOCIIOAAPChKUIL IOTOBIP)

J>kepesia piHaHCYBaHHS



IkepeJio diHaHCyBaHHS: 7722 - KOLITY IiMIPHUEMCTB, YCTAHOB, OpraHi3auiil YkpaiHu

dakTuunnii o6csr pinaHcyBaHHS 3a 3BiTHMH eTam: 15 THC. IPH.
5. HaykoBo-TexHiYHa po6oTa

Hasga po6oTH (YKp)

BusHaveHHs iHCTUTYLiOHaIbHOTO Ta (iHAHCOBOTO TSrapsl MPOoLELypPHU OLiHKY BiAMOBiIHOCTI BUPOGIB MEJUYHOTO IPU3HAYEHHS B

NIpOLEC] 3alPOBAMIPKEHHSI HOBUX TEXHIYHUX PETJIAMEHTIB

Ha3sBa po6oTH (aHrJ1)

Definition of institutional and financial burden of conformity assessment procedures of medical devices in the introduction of
new technical regulations

Pedepar (ykp)

O6'eKT mOCTiIXEeHHS - TPOLleC 3alpOBAIPKEHHSI HOBUX TEXHIYHUX pPErJaMeHTiB HAa PUHKY BUPOOIB MEOUYHOTrO MpU3HAYEHHS.
MeTta pob60TH - OOIPYHTYBAaHHS TEOPETHKO-METOOJIOTIYHUX 3acaji Ta BUPOOJIEHHS MPAKTUYHUX peKOMeHZAllill Mmozjo
(popMyBaHHS ONTAMAJIbHOI MOZEJi OLIIHKM BifTIOBiZHOCTi BUPOGiB MEOMYHOTO NPU3HAYEHHS B YKpaiHi HA OCHOBI 3allpOBaKEHHS
TEXHIYHMX PErJIaMEHTIB, IO PO3INAJAETLCA AK OJMH i3 MPIOPUTETHUX HAIpPSAMKIB PEryjloBaHHS B KOHTEKCTI peasisalii
€KOHOMIYHOi 4acTuHM Yroau mnpo Acorjaniio mixk YkpaiHoio Ta €Bpormneiicekum CoiozoM.MeToau poOOTH - HianeKTU4Hi Ta
¢opmanbHO-JI0TiYHI MeToAM (aHamlidy i cUHTe3y, abCcTparyBaHHS, y3arajJbHeHHS, iHAyKLii i memykuii, aHasorii, momenoBaHHS);
KOHKPETHO-HAayKOBi (BUMIipIOBaHHS, MOpPIBHSIHHS, €KCIIEpUMEHTy, Qopmarisalii, rinoTeTUKO-[IelyKTUBHUIN, CXOMAKEHHS Bif
abCTpPakTHOTO [0 KOHKPETHOTrO) Ta CIeliaJbHO-HAyKoBi (EKOHOMIKO-MaTeMaTH4Hi, CTaTUCTU4YHI, €KCIIePTHI) MeTonu
€KOHOMIYHOTO JIOCJIiZPKEHHS.Y3araJbHEHUM HAyKOBUM pPe3yJIbTaTOM pOOOTH € METONWYHI peKOMeHJalii momo omnTumisanii
MIpOLENyP OLIHKU BifIIOBIZHOCTI BUPOOIB MEIVUYHOrO IPU3HAYEHHS B IPOLECi 3alpoBaKEHHS! HOBUX TEXHIYHMX PEerjaMeHTiB.
HaykoBa HOBM3Ha POGOTH IOJISITa€ y BUPOOJIEHHI HAyKOBO OOIPYHTOBAHUX IMigXOiB 1mono0 (GOpPMyBaHHS ONTUMAaJbHOI Mopjesi
OI[iHKM BiANOBIZHOCTI BHUPOGIB MeNUYHOrOo MpH3HAYEHHS B YKpaiHi Ha OCHOBI 3alpoOBaipKEHHS TEXHIYHUX pEerjlaMeHTiB
€C.IIpakTryHe 3HaYeHHs! AOCiIKeHHs. Po3po6ieHi y X0Oii LOCipKeHHsI HAyKOBO OOI'PYHTOBaHI peKOMeHaNii o0 onTuMmisarii
MIPOLEYP OLHKY BiAMOBIZHOCTI BUPOOIB MEIUYHOrO MPH3HAYEHHS B MPOIECi 3alpoBaKeHHs] HOBUX TEXHIYHMX PErjaMeHTiB

MO>XYTb OyTY BUKOPUCTaHi ONlepaTopamMy pUHKY BUPOOiB MEIMYHOTO NMPU3HAYEHHS Ta OPraHAMU PETYJIIOBAHHS IIbOTO PUHKY.
Pedepar (aHr1)

The object of research is the process of introducing new technical regulations on the market of medical products.The purpose of
the work is to substantiate theoretical and methodological principles and develop practical recommendations for the formation
of an optimal model for assessing the conformity of medical products in Ukraine on the basis of the introduction of technical
regulations, which is considered as one of the priority directions of regulation in the context of the implementation of the
economic part of the Association Agreement between Ukraine and the European Union .Methods of work - dialectical and
formal-logical methods (analysis and synthesis, abstraction, generalization, induction and deduction, analogy, modeling);
Concrete-scientific (measurement, comparison, experiment, formalization, hypothetical-deductive, ascent from abstract to
concrete) and special-scientific (economic-mathematical, statistical, expert) methods of economic research.The generalized
scientific results of the work are methodical recommendations for optimization of procedures for assessing the conformity of
medical products in the process of introduction of new technical regulations. The scientific novelty of the work is to develop
scientifically grounded approaches to the formation of an optimal model for assessing the conformity of medical products in
Ukraine on the basis of the introduction of EU technical regulations. The practical value of the study. The research-based
recommendations developed in the course of the research to optimize the procedures for assessing the conformity of medical
products in the process of introduction of new technical regulations may be used by operators of the market of medical
products and regulators of this market.

Ingekc YIK: 339.5, 339.5

Kozu remaruunux py6puk HTI: 06.51.65

6. HaykoBo-TexHiyHa npoaykuis (HTII)



HTII 1

HasBa npoaykii (yKp): MeTonnyHi peKoMeHAallil o0 ONTHMi3allii nponeayp OLiHKY BigIOBiZHOCTI BUPOGIB MEIUYHOTO

MIPM3HAYEHHS B [IPOLEC] 3alIPOBAPKEHHS HOBUX TEXHIYHMX PErJIaMEHTIB

HasBa npoaykuii (anri): Guidelines for the optimization of procedures for assessing the conformity of medical products in the
process of introduction of new technical regulations

OuiKyBaHi pe3yJIbTaTH: METOANYHI peKoMeHaanii
T'anyss 3acrocyBaHHs: M 72 HayKoBi JOCTIIKEHHSI Ta pO3POOKHU

Omnuc npoaykiii (ykp): Y mpotuieci focifskeHHINIpoBeAeHa OlliHKa coljianbHoro eeKTy BBeJleHHs! HOBOI IPOLielypy OLiHKM1
BiIMOBiIHOCTi HAa OCHOBI TEXHIYHUX PETJIAMEHTIB; 37iliICHEHE €EKOHOMIUHE OOI'DYHTYBaHHS JOLIBHOCTI 32CTOCYBaHHS IPUIHATHOI
Moz el peryai0BaHHs 32 MPUHIUIIOM ABOCTOPOHHBOTO BU3HAHHS; pPO3PO0JIeH] MPONO3uliii 1040 361VDKEHHST MOJIeJIel OHO- Ta
JIBOCTOPOHHBOI'O BU3HAHHS NPOLIEAYP OLiHKMU BifOBigHOCTI om0 BMII, o 34ilicCHEH] €éBpONEICbKUMU iHCTUTYLiSIMU, ITIOBHICTIO
ab0 4aCTKOBO.

ConianbHO-eKOHOMIYHa cripsimoBaHicTy HTII:

Cragis 3aBepmenocti HTII: 3it o HIAJIKP

BnposazykenHsa HTII: BipoBazkeHO

Crpoku BrpoBagyKeHHs: 2016

Bupo6uuk npoaykuii: THEY

CnoskuBayi NpoAyKuii: iMIopTepy Ta BUPOOHUKY CTOMATOJIOT YHOI POAYKILii
IlepcneKTHUBHI pUHKH: YKpaiHa

IpaBa iHTeE/IEKTYaNIbLHOI BJIACHOCTI: 3a 0rOBOpamMU

®opmu Ta ymoBH nepegayi npogykuii: CriinpHi HIJKP
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8. 3BiTHa JOKyMeHTauis
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