JOBI/JIKA
1010 BiAnmoBigHOCTI 3060B'A3aHHAM YKpainm y cdepi eBponeiicbKoi iHTerpauii Ta
npaBy €sponeiicbkoro Coio3y (acquis €C) npoexkry nocranosn Kabinery
MinicTpiB Ykpainu «IIpo BHecenHs 3Min 10 [lopsaaky nep:xkaBHoi peecTpauii
(mepepeecTpaitii) JiKapcbKHUX 32c00iB»

IMpoext mocranosu Kabinety MinicTpiB Ykpainu «IIpo Baecenns 3min no Iopsaxy
HepikaBHOI peectpauii (mepepeecTpamnii) JIKapchbKHX 3aco0iB» (Jalll — IPOEKT aKTa)
po3po0sieHO MiHICTEpCTBOM OXOPOHH 340pPOB° S YKpaiHHU.

1. HasexHicTh NPOEKTY aKTa 10 cep, NPaBOBIIHOCHHHA B AKUX Pery/II0I0ThCA
npaBoM €sponeiicexoro Corosy (acquis €C)

Ipo€eKT aKTa 3a MpeAMETOM IPABOBOT'O PETyJIFOBAHHS YaCTKOBO HAIIEKHTB J10 CHEPH,
o oxomuroerses JupextuBoro 2001/83/€C €rponeiicskoro Ilapiamenty ta Pagu Big 06
mucrornana 2001 poky mpo Komekc CmiBToBapmcTBa MO0 JIKAapChbKUX 3aco0i1B
NPU3HAYCHUX 7S 3aCTOCYBaHHS JiroauHoOo (nani — Jupextusa 2001/83/€C).

Bingmnosiano 10 noioxeds ctarti 6 Jlupextisu 2001/83/€C xoneH nikapcbkuii 3acid
He MOke OyTHu BBeeHV il B 00Ir y JepikaBi-wieHi 0e3 J03B0JIy Ha peasi3anilo, HaJaHoro
KOMIIETEHTHUMH OpraHaMH TaKoi Aep)KaBU-WICHA BIANIOBIIHO /10 Li€l [{upeKTHBH.

Cratrero 62 Pozminy V [upektusu 2001/83/€C Bu3Ha4eHO, L0 30BHILIHE
[aKyBaHHS Ta JIMCTIBKA-BKJIaIKa MOXKYTh MICTUTH CUMBOJIH a00 MIKTOI'paMH, IPU3HAYEH]
IUIA YTOYHEHHs esikol iHopmauii, 3a3HaveHoi y crartax 54 1 59(1), Ta 1HmYy
iHpopMallito, NPUPIBHAHY 0 KOPOTKOI XapaKTepUCTUKH 3ac00y, fKa € KOPHCHOIO s
HAIi€HTA, 32 BAHATKOM Jy/Ib-SIKOTO €JIEMEHTY PEKJIAMHOI'0 XapaKTepy.

IMpoekt axTa po3pobJIeHO 3 METOK TapMoHi3amii BHMOI HAIIOHAJIBHOIO
3aKOHOJIaBCTBA [IOLO MAapKyBaHHSA JIKapChbKUX 3aco0iB 10 BHMOT JIMpEKTHBH
2001/83/€C, a Takox IS MiIBUIIEHHS PiBHA 3a0€3MEUYECHHS HACENICHHA JIIKAPCHKUMHU
3ac00aMu, 3aKYIUICHUMH 32 KOIUTH CPHKABHOTO OFODKETY, Ta [UIA MPUBEIECHHS aKTIiB
MiHicTepcTBa OXOPOHHM 3A0pOB’S YKpPaiHM Y BIAMOBIIHICTH 10 BUMOI 3aKOHOJABCTBA
Ykpainu.

2. 3000B's13aHHs YKpaiHu y cdepi eeponeiicbkoi iHTerpamii (y ToMy 4YHCII
MIiDKHAPOJIHO-NIPABOBI)

[TpoexT axTa 3a MpeAMETOM NMPABOBOIO PEry.;IFOBAHHS HE CTOCYETHCS MIKHAPOIHO-
paBoBHX 3000B’s3aHs YKpaiHH y cepi €BpONEenchKOl IHTErpamii, BU3HAUYCHUX YTOHOI0
po acomamniio MbDK YKpaiHoio, 3 ogHI€l cTopoHH, Ta €Bponeicskum Cor030M,
€ppornelicekuM CriBTOBApUCTBOM 3 aTOMHOI €Heprii 1 IXHIMU Jep)KaBaMH-WICHAMH, 3
1HIIIOT CTOPOHH.



3. IIporpamMHi JOKyMeHTH Y c(epi eBpomneiicbkol iHTerpauii

[IporpamHui nokymeHTH y cdepi eBponeiicbkoi iHTerpaiii IIpe3mnenra Ykpainu
ta/ab6o Kabinety MiHicTpiB YKpaiHU 100 IpeaIMeTa IPAaBOBOTO PErYIIOBAHHS MPOEKTY
aKTa BIACYTHI.

4. IlopiBHSVIbHO-IIPABOBHH aHAJII3
BpaxoBytouu nyHkTH 1-3 JI0BIAKH NOPIBHAILHO-TIPABOBHI aHAJII3 HE MPOBOINUBCA.

5. OuikyBaHi pe3y/ibTaTH

[IpulHSTTS NPOEKTY aKTa JO3BOJIUTH 3a0€3MEYUTH PO3IIMPEHHS JOCTYIY MAI[IEHTIB
JI0 HaWOUIbII SKICHUX, €(DEKTUBHHUX Ta O€3MEHYHHUX JIKAPChKHX 3ac001B, B TOMY YHCII
3aKyIUICHHX 32 KOIIITH JIePKABHOTO OIOIKETY.

6. Y3arajibHeHU# BUCHOBOK

[TpoekT akTa 3a MPeAMETOM ITPABOBOTO PErYTIOBAHHS YaCTKOBO HAJICKHUTH 10 chepu,
mo oxoroethest dupekturoro 2001/83/€C, ta nHe cynepeuuts ii. IIpoexT akrta
CIPUATHME MPUBEACHHIO Y BIAMOBIAHICTh JO BUMOT 3aKOHON2BCTBAa YkKpainu llopsaaky
JIep>KaBHOI  peecTpauii (mepepeectpamii) JIKApCBKUX  32c001B,  3aTBEPAYKEHOTrO
nocraHoBoro KaGinety MinicTpiB Vkpainm Big 26 tpaBas 2005 p. Ne 376 “IIpo
3aTtBepmkeHHs [lopsaky aepkaBHOI peectpallii (1epepeectpailii) JiKapchKuX 3aco0iB 1
po3MipiB 300py 3a iX [ep)kaBHY peecTpauiio (mepepeectpanitoo)”’ (B peaakiii NoCTaHOBU
Kab6inety MinictpiB Ykpainu Big 26 kBiTHA 2024 p. Ne 529). [IpoekT akTa HE CTOCYEThCS
MDKHAPOIHO-NIPABOBUX 3000B's13aHb YKpaiHu y cepi eBpOIeHChKOi 1IHTErpaiii.
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