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Vkpainu 3 JikapcbKHX 3aco0iB
TA KOHTPOJIIO 32 HADKOTHKAMH

I'yass H. 51.
Hlanosna Hamanie Apocnasieno!

O6’eqHaHHs opraHizamiii po60TOZaBLiB MEIMYHOI Ta MiKpOGIOIOrI4HO]
npomucioBocti Ykpainu (mani - OOPMMII VkpaiHu) BHCIOBIIOE CBOIO IIUPY
NoBary Ta 3BepTA€ThCS 3 HACTYIIHUM.

Ha caiiti [lepsaBHoi city0u YKpaiHy 3 TiKapChKMX 3ac00iB Ta KOHTPOIIO 32
mapkotukamu 18.10.2017 p. Ol'IpHJI}OJ:LHeI-IHH Ui TPOMAaJCBKOTO 06FOB0peHHH
npoekt 3akoHy Ykpainu «IIpo BHeceHHs 3MiH IO JeSKHX 3aKOHONABYMX aKTiBy,
SKAM, 30KpeMa, MponoHyeThcs BHecTd 3MiHM 10 Komekcy VkpaiHn 1po
anMiHICTpaTHBHI mpaBonopyuleHHs, 3akoHiB Ykpainu «IIpo nineHsyBaHHs BHIIB
roCII0IapChKOi AisTBHOCTI», «IIpo NMiKkapchKi 3ac00m».

JlaHHM 3aKOHOMPOEKTOM IMpONOoHyeThes y 4.1 ¢1.2 Ta y 4.1 c1.12 3akony
Yxpairu «IIpo nmikapcbki 3aco6u» BBECTH BUMOTH 100 000B’I3KOBOr0 MapKyBaHH:
KOXHOI OKpeMOi YNaKOBKH JIKapChKOro 3aco0y yHiKaJbHMM CEpIHHHM HOMEpOM
(inentudikaniinuit Homep GS1).

Ha poswupeHoMy 3aciganni npasiainas OOPMMII Vkpainu 3a y4acTi
npencTaBHUKiB JlepxaBHoi ciyxOu YKpaiHH 3 JIKapChKHX 3aC00iB Ta KOHTPOJIIO
3a HADKOTHKaMH KJIIOYOBUM TMHMTaHHSM [/ OOTOBOpeHHs CTana iHilliaTHBa
JlepKTiKeTy:kOH IIOZO 3alpoBa/pKeHHS O00OB’S3KOBOrO MapKyBaHHA KOXHOI
YIIaKOBKH JIIKapChKOTo 3ac00y yHiKalbHUM CepiifHuM HomepoM (imeHTHiKaLliiHuH
Homep GS1).

VYaCHUKM OMCKycCii MigTpUManu JaHy iHIiNiaTHBY, NPOTE HAaroJOCHIA Ha
HACTYIHUX MPOOIEeMHKX MUTaHHAX:

- NpolecC 3anpoBaUKEHHS MapKyBaHHA JiKiB Mae OyTH CHCTEMHHM, i3
3aly4eHHSAM BCIX JIaHOK IOCTa4yaHHs JiKiB— Bl BUPOOHMKIB [0 anTeYHMX
3aKJIa/iB;

- 3anpoBaKeHHs 0GO0B’S3KOBOrO HAHECEHHS iHAMBINYalbHOIO MapKyBaHHs
mpusBeqe A0 IIABMINEHHS  BapTOCTI HlKapCBKOFO 3aco0y Ui KiHIIEBOIO
CMOKHMBaya, y 3B’A3Ky i3 3HAYHUMH BUTpaTaMH NiANPUEMCTB Ha NPHUAOAHHS
HEeOOXiIHOro 06JIaHAHH, AKE BiI0Opa3uThCs Ha piskoMy 30imbmeHHi cobiBaprocTi,
M0 € My)Ke HEeraTHBHOIO Ta CYTTEBOI0 OOCTaBMHOW, 3 OMVIsAy Ha Cy4acHHH
COLIiaIbHO-eKOHOMIYHMI CTaH rpoMalsH Y KpalHH,



- BIPOBaI)KeHHsI 000B’I3KOBOT0 MapKyBaHHS IIOBUHHO MPOXOIUTH MOETAMHO:
CTIIOYaTKy Ha IMIOPTHI JiKapchKi 3aco0M, Ha peLenTypHI Npenapartd, 1 KiHLIEeBHH
eTall - Ha Ipernaparty 0e3pelenTypHOro BIAMYCKY;

- HeoOXiAHO MependaynTH HaHeCeHHs ineHTUikauiliHoro HoMepa GS1 Tinbku
Ha KIHIeBe (30BHILIHE) MaKyBaHHS — BTOPUHHY YIIaKOBKY;

- HeoOXiOJHO BpaxyBaTH Ta BperyJiOBaTH IUTAaHHS BHECEHHsS 3MIH Yy
peecTpauiiiHe JOChE JIKapchKOro 3acoly, a caMe BHUPIIIUTH MUTaHHS HEOOX1IHOCTI
BHECEHHS 3MIH Yy PpO3Ii1 MapKyBaHHA  JIA BCIX pEECTpalifHHUX  JOCHE.
BpaxoByrouu, 1o ekcrepru3a maTepialliB peecTpaulifiHUX [JO0ChE€ € IUIATHOK Ta
IOCUTh TPHUBAIOK TMPOLEAYPOI0, MOKe BHHHUKHYTH IpoOieMa SK 3J0pOKYEHHS
JTiKapchKUX 3aco0iB, Tak i medikTypu mpemnapaTiB Ha PHHKY. BpaxoByrouw Haii
3acTepeXeHHs, BBa)KAEMO 3a HeoOXigHe Iepen0ayuTH  HOpMY, SKOow Oyze
BperyjiboBaHe MHUTAHHS 00 HAHEeCeHHs IHAMBIAYaJlbHOIO MapKyBaHHS  0e3
BHeCeHHsI 3MiH y peecTpauiiiHe J0CheE.

3a pe3ynbTaTOM OOTOBOpPEHHS BHIE3a3HAUEHOr0 IMTAaHHSA BClI YYaCHUKH
3aciIaHHs OQHOT0JIOCHO MIATPUMAIKM HACTYIIHI IPOMO3MLII:

1) BiakJacTH BHeceHHs1 3MiH 10 3akony Ykpainn «lIIpo jikapebki 3aco0u»,
SKHUMH TIPOTIOHY€ETHCSI BBECTH BHUMOTH ILI0J0 OOOB’S3KOBOIO MapKyBaHHS KOXHOI
YIIaKOBKH JIKapChKOTO0 3aco0y imeHTUGiKaliiHuM HomepoM GS1;

2) crBoputH Tipu [epkiikcmyxOi BIANMOBIAHY pobouy rpymy i3 3aly4eHHsIM
npenctaBHUKiB  OOPMMII  VkpaiHu, Ha gKiff pO3MISHYTH Ta MiArOTYBaTH
IIPOIIO3UIIiT II0/0:

» CTBOpPEHHS JepKaBHOI IPOTrpaMH 3anpoBalKeHHs 000B’sI3KOBOT0 MapKyBaHHS
i3 3aJly4eHHsIM BCiX JIaHOK 3a0e3le4YeHHs HacelleHHs JIIKapChbKUMHU 3aco0amu
— BHUPOOHUKIB, IUCTPUO IOTOPIB Ta aNTeYHUX 3aKIa/A1B;

« BHM3HAuYEHHS IIOETAITHOTO 3alpOBa)KEHHS MeXaHI3My MapKyBaHHs JIiKiB,
MOYUHAIOYM 3 [IpernapaTiB  IMIOPTHOTO  TOXO/DKEHHS, Ta IIOCTYIOBOTO
MOIIMPEHHS Ha BCl JIIKAapChKi 3ac00U pelenTypHOI IpyIiH;

« BH3HAYEeHHS DKepel ((iHAaHCYBaHHS 3alpOBAXKEHHS  BUIIE3a3HAYCHOI
NpOrpamy;

¢ BHU3HAYEHHS JEP)KaBHOI CTPYKTypd, siKa OyJe BOJOMITH IPOrpaMHUM
3a0e3reyeHHsIM 11010 360py Ta 30epiranHs iHGopmauii To1o;

3) BusHauuTH mepeXinHWi Mepion AN BIPOBAIKEHHS AaHOI MpOrpamMu y TepMiH
He MeHlIe Hi’K 5—7 pOKIB.

Y 3B’S3Ky i3 BHIIEHABEIEHUM, IPOCUMO Bac, manoBna Harauie
SIpocaaBiBHO, MIATPUMATH HAIli TPOMO3ULII Ta CTBOPUTU INpU JlepxiikcayxOi
Vkpaiau pobody rpymy LOA0 3alpoBaKeHHs B YKpaiHi CUCTEMHU IHAMBIAYaJlbHOIO
MapKyBaHHs JIKapCbKUX 3aco0iB, 13 3aJy4yeHHSM IIpPeICTaBHHKIB IHCTUTYTIB
rPOMaJSHCHLKOTO CYCHIIBCTBA, IMIOPTEPiB, BHUPOOHHUKIB, AUCTPUO’IOTOpIB Ta
anTeYHUX 3aKJajiB.
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