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No Ha Ne Bix

HepxxaBHa peryJisiTopHa cj1yx0a
Ykpainu

Hepxikemyx6a qoonpalioBaia 3ayBaXeHHs 10 IPOeKTy nocTaHoBH Kabinety
Minictpis Vxpainu «IIpo BHeceHHs 3MiH 10 JlileH3IMHMX yYMOB IPOBaDKEHHS
TOCIIOAAPCHKOI JisIBHOCTI 3 BUPOGHHIITBA JIIKapChKUX 3ac00iB, ONITOBOI Ta po3ApiOHOL
TOpriBii JIKApCBKMMH 3aco0aMM, iMIIOPTY JKapchKuX 3aco0iB (KpiM aKTHBHHX
dapManeBTHYHMX iHrpemieHTIB)», BUKIafeHi y Pimenni JlepxaBHOI perynaTopHOL
cyx6u Vkpainu Big 14.02.2024 Ne 39 Ta, micis HoromkeHHs mpoexTy MiHicTpoM
OXOpOHH 310poB’s YKpaiHu HaJcuinae Horo Ha po3riisaji Ta IOrOKEHHS.

Jlonatku:

. IlpoekT akTa Ha £ apk.

. TTosicHIOBaNIBHA 3aMKCKa Ha _J apK.

. ITopiBHsIbHA Ta6NHIS Ha o~ apK.

. IToromxenns MO3 Ha/_/ apK.

. JloBiaka m0Z0 BiAMOBiAHOCTI 30060B’sM3aHHAM YKpaiHU y cdepi €BpONeichKol
inTerpanii Ta mpaBy €Bponeticbkoro Coro3y (acquis €C) Ha ngx.;

. AHaj1i3 peryasTopHOro BILUIMBY H apk.

. TToBimoMIE€HHS PO ONPUIIOAHEHHS HA 7 apK.

. CkpiH 3 BeGcaiiTy Jlepxiikcinyx61 npo ONpHIIOAHEHHS Ha %px.

.Hakaz «IIpo 3aTBep/KeHHS pO3NOAIILy OOOB'A3KIB Ta IMOBHOBaXEHb MiX
I'onosoro Ta 3acTymauKoM ['onoBu Jepxotikemy Ou» Ha 1 apk.

10. Haka3s «IIpo 3akopaoHHe BimpspxkeHHs» Big 11.04.2024 Ne 47-Binp Ha 1 apk.
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AHaJi3 peryJsiITOpHOro BIUIUBY
no npoekry nocraHoBu Kabinery MinictpiB Ykpaiuu «Ilpo BHeceHHS 3MiH 10
JlineH3iiiHMX yMOB NPOBaJKeHHA rocnoJapcbKoi JiIbHOCTI 3 BUPOOHHUIITBA
JikapcbKHX 3ac00iB, ONTOBOI Ta po3ApiOHOI TOPriBJi JiKapchbKHMH 3aco0aMHu,
iMImopTy JikapchbKHX 32c00iB (KpiM aKTHBHUX (papMalleBTHYHHX
iHrpegieHTIiB)»

I. Buznauenusi npoGemMu

BignosigHo 10 wactuHM Aecsaroi ctarti 19 3akony Ykpainu «IIpo mikapceki
3acobm» (y pemakuii 3akony VYkpainu Big 17.09.2020 Ne 904-IX) cy6’exr
rOCIOJApIOBaHHs, SKHH Mae JIIEeH3110 Ha IPOBaKeHHS rOCIONapChKOl JisIBHOCTI
3 po3ApiOHOI TOpriBmi JiKapchbKUMH 3aco0aMM, Hece BiAIOBIAAIBHICTH Mepen
KIiHLIEBUM CITOJKMBayveM 3a 30eperkeHHs SKOCTI JIIKapChKOro 3aco0y Ta JOTpUMaHHS
BU3HAYEHUX BUPOOHUKOM yMOB Horo 30epiraHss, y TOMY YHCIi MiJi 4ac JOCTaBKU
KiHIIEBOMY CIIOXXHBa4y JKapChbKOro 3aco0y, peajli3oBaHOTO AMCTAHLIAHUM
criocoboM, He3aIe)XHO BiJl TOTO, 3AIMCHIOE BIH HOCTaBKY BJIACHOIO CITyX000
IOOCTaBKH Y 3aUTy4a€ I I[OTO HIIMX cy0’ €KTIB TOCIIOaPIOBAHHS, a TAKOX Hece
aJMiHICTpaTUBHY Ta KpUMIHQJIBHY BIJMOBIJANBHICTh 3a MOpPYIUEHHS TpPaBHII
BIMyCKY Ta MHOCTaBKH JIKApChbKMX 3acobiB BiIMOBIZHO [0 3aKOHOIAaBCTBA.
Cy6G’extu rocmomapioBaHHs, $IKi Ha JOrOBIPHMX 3acajaX 3aJyqaloTbCsi IO
3MIACHEHHS MOCTAaBKH JIKapChbKHX 3aco0iB KIiHIIEBOMY CIIOXHBaudy, HECYTh
aZIMiHICTpaTHBHY Ta KpUMiHAJIBHY BiAMOBiJAIBHICT 3a OPYLUEHHS BCTAaHOBJIEHMX
BUMOT JIOCTaBKHU JiKapChKUX 3aco0iB BiIOBIAHO 0 3aKOHOIaBCTBA.

3 npuMHATTAM MpoekTy nocraHoBu Kabinery MinictpiB Ykpaiau «IIpo
BHeCEeHHs 3MiH 70 JlineHsiHUX YMOB MPOBaPKEHHS TOCMONAPCHKOL MisIBHOCTI 3
BHUPOOHMIITBA JIIKAPCHKUX 3ac00iB, ONTOBOI Ta po3ApiOHOI TOPriBIIi JiKAPCHKUMHU
3aco0aMu, IMIOPTY JiKapchKMX 3aco0iB (KpiM akTHBHMX (apMaleBTHYHHX
iHrpenieHTiB)» OyayTh BAOCKOHAJIEHI BUMOTH Ta BPeryJbOBaHi MPaBOBiIHOCHHH Y
cdepi mucTaHLiiHOI TOPriBii JiKapchKUMU 3aco0aMu Ta 3a0e3MeYeHHS 3aXHCTY
KIHIIEBOTO CIIOXHBa4a BiJf TAKUX PU3MKiB, SK HeIOTpUMaHHS yMOB 30epiraHHs Ta
IIEpeBE3CHHA JIIKapChKUX 3aco0iB; MOPYIIEHHS NpOULEAypH OOIry miKapChbKMX
3aco0iB.

Yacrurolo verBepToro crarti 19 3akoHy Ykpainu «IIpo nikapchki 3acoGu»
BCTaHOBJICHO, IO Cy0’€KT rocrojjaploBaHHs, KU Ma€ JIIeH31l0 Ha IPOBaKEHHS
rOCIIOapChKOi MiSIBHOCTI 3 PO3APIOHOI TOPriBil JIKAPCEKMMHM 3aCO0aMH, MOXKE
3MIHCHIOBATH PO3APiOHY TOPTIBIIO JKAaPCBKMMH 3acCO0aMH 3 BHKOPHUCTAHHIM
iHhopMallifHO-KOMYHiKaIlifHUX CHCTEM MAWCTAaHLIHHUM CIOcOGOM (eNeKTpOHHA
po3zpibHa TOPriBisA JIKapCHKMMM 3aco0aMM), a TakoX 3AiMCHIOBATH JOCTaBKY
JIKapChKHX 3acO6iB KiHIIEBOMY CIIO)KHBa4dy 32 YMOBH BUKOHAHHS, 30KpeMa, TaKOi
BHMOTH: HasBHICTh BJIACHOI CIIy>kOH HOCTaBKH, OOJaqHAHHS Ta YCTAaTKyBaHHS, 1O
3a0e3neuyloTh JOTPHMaHHS BH3HAYE€HMX BUPOOHMKOM yMOB 30epiraHHs
JiKapChKUX 3aco6iB Mmif yac iX mocTaBky, abo 3aly4eHHs Ha JOTOBIpHMX 3acajax
IHIMX Cy6’€KTiB IOCIIONAPIOBaHHS - OTIEPATOPIB IIOLITOBOTO 3B’ A3KY.



Bumoramu crarri 19 3akony Yxpainu «IIpo snikapchki 3aco01» BCTaHOBJIEHO
TaKOX, IO TUIOBA (OpMa JOrOBOPY MHpO 3MiMCHEHHSA [NOCTaBKH JIKApCHKHX
3aco0iB KiHIIEBOMY CIIOXXHMBady 3aTBepKyeThest KaGinetom MinicTpis Vkpainu.

TakuM 4YuHOM, Ha CBOTOIHI He BpEryJhOBaHi IPABOBIHOCHHHM MiX
Cy0’€KTaMH roCIOJapioBaHHs, SKi MaTHMyTh NPaBO Ha 3MiMCHEHHS €IeKTPOHHOL
po3npiOHOi  TOpriBAi  JiKApCBKMMH 3aco0aMM  Ta iHIIMMH  Cy6’e€KTaMu
rOCIIOJIApIOBaHHA - OIEpaTOpaMH MOIITOBOTO 3B’3KY, Y pasi 3aly4eHHS OCTaHHIX

IS 30iACHEHHS JOCTaBKH JiKapChbKUX 3aC0O0iB KiHLIEBOMY CIIOXHBA4Yy.

HopmarusHi akTH, B fKi
BHOCSTHCS 3MiHHU

Jlirodi mocraHoBu
Kabinetry Minictpis
Ykpainu

3anponoHOBaHMIA
IIPOEKT MMOCTaHOBH

JlineH3iifiHi yMOBH
IPOBaKEHHS
rocnoAapchKoi
IISJIBHOCTI 3
BUPOOHMIITBA JIiIKAPCHKHX
3ac00iB, OIITOBOI Ta
po3npibuoi Topribdi
JTiKapChbKUMHU 3ac00aMH,
IMIIOPTY JiKapCBKUX
3ac00iB (KpiM aKTHBHHX
dbapMaleBTHYHHX
IHrpeIi€HTIB),
3aTBEpIXKEHI
nocra”HoBoro Kabinery
MinictpiB Ykpainu Bif
30 nucronaga 2016 poky
Ne 929

Iloctanosa KaGinery
MinictpiB YkpaiHu Bij
30 nmuctomazna 2016
poky Ne 929 «IIpo
3aTBEPIKECHHS
JlineH3iHUX yMOB
IIPOBaKEHHS
rOoCIIOHapChKO1
IISIIBHOCTI 3
BUpOOHMIITBA
JKapchKHX 3aco0iB,
OIITOBOi Ta po3apiOHOT
TOPTiBIi JTiKapCHKHUMHU
3acobaMu, iMIopTy
JIKapChKUX 3ac00iB
(xpiM aKTHBHHUX
(bapManeBTHYHHX
iHrpemieHTiB)»

IIpoexToM nocraHoBH
IIPOIIOHY€THCA
IpUBEACHHS
JlineH3idHUX yMOB
IIpOBa)KEeHHS
rOCIIOapChKOl
IiSIBHOCTI 3
BUPOOHMIITBA
JIKapCchKUX 3aco0iB,
OIITOBOI Ta PO3apiOHOT
TOPTiBJIi JTIKAPCHKAMH
3acobaMu, iMIIOpTy
TiKapchKHX 3ac00iB
(KpiM aKTHBHHUX
(hapMaleBTUYHUX
IHrpeli€HTIB) Y
BIAMOBIIHICTE 0O
3akoHy Ykpainu Bix 02
x0BTHA 2019 poxy Ne
139-1X, 3akony
Vkpainu Big 17 6epesns
2020 poky Ne 531-IX Ta
3akoHy YKpaiHH Bif
17.09.2020 Ne 904-IX
Ta 3aTBEPI)KEHHA
Tunosoi bopmu
JOTOBOPY MPO
3MIMCHEHHS JOCTABKH
JiKapCchKUX 3ac00iB
KiHIIEBOMY CIIOXHBaYy

Pearizalisl npoexTy akTa BIUIMHE Ha:



I'pynu (niarpynu) Tak | Hi
['poMangHu ‘ n
Hepxasa +
Cy6’€xTH rocnojaproBaHHs +
Y TOMY YHCIIi Cy6’€KTH BEIIMKOTO i CepeIHBOr0 i AIPHEMHALTBA* +

I1. Hini nepaaBHOro peryoBaHHs

Meroo NpUHAHATTA aKTa € BHOCKOHAQJIEHHS BHMMOT LIONO 3abe3meveHHs
HaceJIeHHs JIKapChbKMMM 3ac06aMM Ta CYIyTHIMH TOBapaMH 3 BMKOPHCTaHHIM
iHbOpMaliiHO-KOMYHIKaIlifHIX CHCTEM HMCTAaHLIHHUM CHOCOGOM (eNeKTpoHHa
po3npiGHa TOpriBiIs JiKAapCHKMMH 3aco0aMM), JOCTaBKA JKAapCBKHUX 3acobiB
KiHLIEBOMY CITOXKMBady.

3aBskM 3MiHaM, IO 3aIPONIOHOBAHi IPOEKTOM IIOCTAHOBH, GYAYTh
B/IOCKOHAJICH] MMUTaHHS 0RO 3a0e3NedyeHHs HaceJeHHs JiKapChKMMHM 3acobaMu Ta
CYIyTHIMM TOBapaMH 3 BHKOPHUCTaHHSAM iH(QOPMAIiMHO-KOMYHIKaI[iHUX CHCTEM
JUCTAHUIAHUM  croco60M  (€NeKTpOHHAa po3ApiOHa TOPriBAA  JiKApCHKAMH
3acobamu), JOCTaBKa JiKapChKUX 3ac06iB KIHLIEBOMY CIIOXHBAY.

Peautizarist 3anportoHOBaHUX HOPM 3a0€3I1€YUTh:

- MOKpAIUEHH] MOXJIMBOCTI JOCTYIIy IO JIKapChKUX 3aco0iB JId KiHIIEBOTO
CIOXWBa4a;

- HaleXHe JIUeH3yBaHHA MUCTAHUiMHOI TOpriBiai JiKaMM U aITeuyHHX
3aKiafiB, 3a YMOBH BHKOHaHHA BHUMOTr [0 30epiramHs, BiImycKy Ta
TPaHCIIOPTYBaHHS.

- Ji€BICTh MEXaHi3My HallLTy Ta KOHTPOIIO y cdepi aucTaHmiitHoro obiry
JIKapChKUX 3acobiB i BiamoBigampHOCTI 0Ci6 3a MOpYINEHHS 3aKOHOAABCTBA Y Liiif
ctepi, BUXonI4H i3 HeoOXinHOCTI 3a6e3MeYeHHs MPaB CII0XKUBAYIB.

ITpoekTOM aKTy BCTAaHOBIIOIOTBCS BHMOIH 10 3[iMCHEHHS MisBHOCTI 3
€JICKTPOHHOI poO3ApiOHOI TOpriBimi JKapChKUMM 3acOo0aMH Ta iX HOCTaBKH
CIIOXXMBa4yaM, 30KpeMa BCTaHOBIIOETHCH, IO JIIIEH3iaTH, SKI MAlOTh JIILIEH3iI0 Ha
NPOBAJKEHHS TIOCHOAApPCHKOI MisIBHOCTI 3 po3ApiGHOI TOpriBmi JHiKapChKMMM
3ac00aMu, MOXYTb 3iHCHIOBATH ENEKTPOHHY PO3APIGHY TOPTIBIIO JiKapCHKUMM
3aco0amy, 3 ZOTpuMaHHsM BuMor Jlinensiiinux ymoB Ta 3akony Ykpainu «IIpo
TiKapchKi 3ac00M», a TaKOX OPraHi3oBYBaTH i 3[iliCHIOBATH CAMOCTIHHO JAOCTaBKYy
JIKapChKUX 3ac06iB KiHIEBOMY CIIOKHBAa4y 3 NOTPMMAHHAM YMOB 3GepiraHHs
JKapChKUX 3ac00iB, BU3HAYEHNX BUPOGHUKOM IiJ 9ac iX TpaHCHOpTYBaHHS, Ta/a6o
13 3aJly4eHHsM Ha JOTOBIPHHX 3aCa[aX OLePaTOPiB MOIITOBOTO 3B’ A3KY.

Enextponna po3apiOHa TOpriBnsg JiKapcEKUMH 3aco0aMu  3MiMCHIOETHCS
Cy0’eKTaMi TOCIONAPIOBAHHSA, 3a YMOBH HAasBHOCTI BilNOBIAHOI MaTepiajbHo-
TeXHIYHOI 6a3u: anTevyHUX 3aKiafiB po3Api6HOT TOPriBMi JiKapCHKHUMH 3acobami,
00MalTOBaHMX MPUMIIeHb Ta/abo 30HH B MarepianbHil KiMHaTi K1 36epiranns
oopmieHnX 3aMOBJIEHb, BJIACHOTO BeO-caliTy B 1HpopMaiiiHo-



TeJeKOMyHiKalli#iHii Mepexi "InTepHer", 3apeecTpoBaHOro B YKpaiHCBKii
JOMEHHIN 30HI, BIacHOi Cioy»0Gu jgocTaBKM, 3abe3meyeHol TpchnopTOM Ta
obnagHaHHAM Ta/a6o JIOTOBOPY 3 OIIEPATOPOM IOINTOBOTO 3B’S3Ky, AKUH Mac
BiATIOBiIHI TPaHCIOpT 1 obmamHaHHS Ta BHeceHMH 0 €IMHOrO  epXkaBHOro
PEECTpy oIepaTopiB MOIUTOBOIO 3B’A3KY, TOILO.

ITpo€exTOM aKTy BCTaHOBIIOIOTHCS, TAKOX, BUMOTH JO:

BeO-caliTy JilleH3iaTa, 10 Mae NpaBo Ha 3MiMCHEHHS eJeKTPOHHOI po3apiGHOL
TOPTIBIIi JIiIKAPCHKMMH 3ac00aMHu;

kBatiQikanifini BUMOrn Ko ocobH, sika oTpuMye, GOpMye 3aMOBIEHHS, Haaae
KOHCYJIbTaUii IMiJl Yac 3aMOBJIEHHS JIIKapCHKOro 3acoby yepes Be6-caiit;

3araibHi BUMOTH J0 po6iT INoJo MpHioMy, peecTpauii, (OpMyBaHHSI,
30epiraHHs, JOCTaBKH 3aMOBJIEHHS HA JIIKApPChKi 3acO0H, HaJaHHS KOHCYJIbTALlii a
TAKOX BilITyCK JIIKapCHKHX 3aC00iB KiHLIEBOMY CIIOXKHBaUY;

TPaHCTIIOPTHY Ta OOJafHAHHA, SKE BHKOPHCTOBYETHCA JUIL JOCTABKH
JiKapChKUX 3ac00iB KiHIIEBOMY CIIOXHMBAdy;

[IpaBa CIIOXXKMBa4Ya Ha OTPMMAHHSA KOHCYJbTAIil ITif 4Yac 3aMOBJIEHHS
NIKapChKUX 3aco0iB TOLIO.

Lo fepxaBHOTO PETyIOBaHHS € 30epexeHHs SIKOCTi JIKapChKOTo 3acoBy
Ta JOTPUMAaHHs] BU3HAYCHHUX BUPOOHMKOM yMOB Horo 36epiraHHs, y TOMY 4MCIIi Mif
Yac [JOCTaBKM KIHIIEBOMY CIIOXKHBAady JIiKapChKOro 3acofy, peari3oBaHOro
IOMCTAHIIMHUM CIIOCOOOM, HE3alIe)XHO BiJf TOTO, 3IIMCHIOE IiIleH3iaT JIOCTaBKY
BIACHOIO CHyXOOK JHOCTaBKM 4YM 3aly4a€ Uil IBOr0 iHIMHMX Cy6’€KTiB
rocroJaproBaHHA.

Ilpuituatras npoexty nocraHosu KaGinery Minictpis Ykpainu mpoexty
nocraHoBu KaGinetry MinicTpiB Ykpainu «IIpo BHeceHHs 3MiH mo JlineHsiiuux
YMOB IIPOBa)KE€HHS FOCIIOAAPCHKOI JisVIBHOCTI 3 BAPOGHHUIITBA JIIKAPCHKMX 3aC06iB,
onTOBOI Ta pO3APIOHOI TOPriBMmi JIKAPCBKHEMH 3acoGamu, iMIIOPTY INiKapChKHX
3ac00iB (KpiM aKTHBHUX (apMalleBTUYHUX {HIPEMi€HTIB), Ta 3aTBepIKeHHs TUmoBoi
dopMu HOroBOpy Mpo 3MifiCHEHHS NOCTAaBKH JIKAPCHKHMX 3acoGiB  KiHIEBOMY
CHOXHBady» 3a0e3Ne4nTs BHKOHAHHS Cy6’€KTaAMHM TIOCIOJApIOBAHHA, SKi Ha
JIOTOBIPHUX 3acajaX 3aly4aloThCs MO 3AIMCHEHHs MOCTaBKM JIKAPCHKHX 3acoGiB
KiHIIEBOMY CIIOXKHBAYy, HACTYITHUX iCTOTHHX YMOB:

HasBHICTb y Cy6’€KTiB rOCIOZApIOBaHHS, SKi 3aly4alOThCS A0 3iHCHEHHS
JIOCTAaBKM  JIIKapCBKHX 3aco0iB  KiHIEBOMy CIIOXUBady, oOJMagHaHHA Ta
YCTaTKyBaHHs, 11O 3a0e3MeYyloTh NOTPUMAHHA BU3HAYEHHX BHUPOOGHHMKOM YMOB
30epiraHHs JiKapchKMX 3aco0iB mix Yac iX JOCTaBKH, Ta 3060B’S3aHHA
JOTPUMYBATUCS IIUX BUMOT;

3[IACHEHHS KOHTPOIO 32 JOTPUMAHHAM YMOB 36epiraHHs JIKapChKUX 3acoGiB
mifl 4Yac iX JOCTaBKH, Cy0’€KTOM TOCHONApIOBaHHS, LIO 3MiHCHIOE €JIEKTPOHHY
po3apiGHy TOPriBIIO JiKapChKUMH 3aco0aMy, - He MEHIUE OIHOTO pasy Ha pik Ta
OpraHamu Aep>aBHOT'O KOHTPOJIIO SKOCTI JTIKAPCHKUX 3aC00iB - B MexXax 3IificHeHHs
3aXO0JiB IEpKaBHOIO KOHTPOJIIO SIKOCTi JiIKApCHKHX 3aC00iB.



IT1. Bu3Ha4YeHHs Ta OMiHKA aIbTEPHATHBHMX CIOCOGIB XOCATHeHHs uiJeil
1. Bu3HauyeHHS albTepHATHBHUX CIOCOOIB

Bun ansrepHaTHBH

Onuc ayibTepHaTHBH

AnbTepHatuBa 1
sanumeHHs Jlinensiiiuux
yMoB 6e3 3MiH

Jlinensiar  3rigHo 3  HirOYMMH  HOpMaMH
JlineHsiiHIX YMOB HE MOXe€ OTPHMYBATH JiKapchKi
3acobu y BonoxiHHS G6e3 mepexofy mpaBa
BJIACHOCTI Ha JiKapchKi 3acobu Ta 36epiratu Taki
MKapchKi 3ac0o0M, TPaHCIOPTYBATH, 3.iMCHIOBATH
KOHTPOJIb iX fKOCTI Ta peaJi3oByBaTd iHIII
¢ynxkuii, nepenbaveni JlineHsiiiHumMu ymoBaMu 10
JineHs3iara.

Jlirourmu JlineH3iiHUMU yMOBaMu nepenbadeHo, 1o
y pasi BcraHoBIeHHS KaGinetom Minictpis Vkpainu
KapaHTHHy a00 BBEJCHHS HaJ3BHYAMHOIO CTaHy H4
nepiof] 0ro BCTaHOBIIEHHS JIiLIEH3iaTaM, SKi MaloTH
TIEH31l0  Ha  TPOBa/KEHHS  IOCHOJAPCHKOI
NISIBHOCTI 3 po3ApiGHOI TopriBmi  JikapchKUMH
3ac00aMH, JO3BOJAETHCS 3MAIMCHIOBATH TOPTiBIIO
IlIKapChKMMH  3ac00aMH Ta CYIyTHIMH TOBapaMu
NVCTaHIItHO, OpraHi3oByBaTM Ta 3/iHCHIOBATH
JIOCTaBKy JIKapChKUX 3aco0iB Ta CYIyTHIX TOBapiB
Oe3nocepeJHBO CHOXKKMBaYaM 3 JOTPUMAHHIM YMOB
30epiraHHs  JIiKapChbKUX  3aco0iB, BH3HAYEHMX
BUPOOHHKOM MiJ 4ac iX TPaHCHOPTYBaHHSA, 30KpEM3|
i3 3aMyYeHHSAM Ha JOTOBIPHHMX 3acalaX OIepaTopiB
[IOLIITOBOTO 3B’SA3KY.

Bumoramm crarri 19 3akonHy VYkpaiuu «IIpo
JIKapchKi 3aco0W» BCTAHOBJIEHO, MIO THIIOBA
dopma moroBopy TMpo 3HiMCHEHHS [JOCTaBKH
JiKapChKMX  3aco6iB  KiHUEBOMY  CIOXHBauy
3aTBepIKyeThes Kabinerom MiHicTpiB Vkpainu.
TakuM uymHOM, y pasi 30epexeHHs CHUTyalii, sKa
icHye Ha CBOromHi, OyZyThb He BperyibOBaHi
IIPaBOBiTHOCHHH MiX cy0’exTamu
rOCIOJapIOBaHHs, fKi MaTHUMyTh IpaBO Ha
3MIACHEHHA eJNeKTPOHHOI po3xpi6HOI  TopriBmi
JiKapChKUMH 3aco6aMu Ta iHIIMMM Cy6’€KTaMu
TOCIIONApIOBaHHs - OMNEepaTOpamMHM IOLITOBOTO
3B°A3Ky, Yy pa3i 3alydeHHS OCTaHHIX JUIL
3MIMCHEHHS  JOCTaBKH  JIKApCBKHX  3aco0iB
KiHIIEBOMY CIIOXKHBawYy.

Hapasi, Takumiti cmoci6 He Biamosimae BuMoOram

3akony Ykpainu Bix 02 sxoBtHs 2019 poky Ne 139-




IX Ta 3akony Vkpainu Bin 17 Gepesus 2020 poxy
Ne 531-IX, 3akony Vkpaium Bix 17.09.2020 Ne
904-IX He 3abe3nedye OCATHEHHS IMOCTaBIEHOI
UiJIi PETYIIIOBAaHHS, Ta € HENPUMHATHUM.

AnprepHaTHBa 2

Inmmii Bin
3aIIPOITOHOBAHOTO CIIOCO0Y
(camoperyJsiis)

Po3po6ka iHIoro npoexTty
IIOCTaHOBH

ANBTEepHATMBHOIO € pO3po0Ka IHIIOrO MpPOEKTY
IIOCTaHOBH, SKHUM IepeadaydyacThCsl BCTAHOBHTH
nuiie oxkpemi GopM 3asB, NOPSAKY il JileH3iata
Oi 4Yac 3yMHHEHHA il JIeH3il ToWo, a TakoX
CKacyBaHHs] BHMOI [0 BHBICKM Ta 30BHIIIHIX
PeKIIaMHHX ~ KOHCTPYKIif amnTe4yHOro 3akiafy,
BCTAHOBJIEHMX MJIs JUEH3iaTiB, SKi MPOBAJATEH
rOCHOAApChbKy  AiNBHICTD 3  BHPOOHHLITBA
(BUrOTOBNEHHS) JIKapchKHX 3aco6iB B yMoBax
anTeKd, po3fpibHOi  TOpriBNi  JKApCHKHMMU
3acobamu.

[Ipy 1UBOMYy TakuM MpPOEKTOM TIOCTAHOBH He
BU3HAaYaTUMEThCS MOPANOK MiH JileH3iata y pasi
3yNMUHEHHS Ali JileHsii y HoBHOMy o6cs3i, SK Toro
BuMarae 3akoH Ykpainu Big 02 sxostHs 2019 poky
Ne 139-1X. _

Ilpu s3pilicHEHHi IOCTaBKM JKapchKMX 3aco0iB
OynyTh HE BU3HAUYEHi NIpaBa Ta 060B’SI3KK CTODIH, Y
TOMY YHCIIi IIONO 36epeXKeHHs AKOCTi JTiKapChKOro
3aco0y Ta NOTPHMAaHHS BH3HAaYeHHX BHUPOGHHKOM
YMOB #oro 30epiranHs, y TOMy 4MCIi HiJf 9ac
ROCTaBKH KIHIEBOMY CIIOXHBady JiKapCHKOTO
3aco0y, peai30BaHOroO AUCTAHIIHHHUM CIIOCOGOM.
Hapasi, Takmifi cmoci6 He  3abe3meunTs
BperyJIOBaHH]d  3a3HAYeHWX I[IMTaHh Ta He
BilNOBifa€ BHUMOraM 3aKOHy Vkpaian Big 02
x0BTHs 2019 poxy Ne 139-IX, 3akony Ykpaiau Bix
17 Gepesns 2020 poxy Ne 531-IX, 3akony Vkpaiuu
BiA 17.09.2020 Ne 904-IX me 3a6esmeuye
AOCSTHEHHS IOCTaBJIEHOI IiJIi pery/iOBaHHS, Ta €
HEIPUIHSATHHM.

AnprepHaTtHBa 3
Po3po6ka ta npuitHaTTS
IPOEKTY ITOCTAHOBH

AnbrepHatuBa Ne 3 € BHpilIeHHSM 3a3Ha4eHO]
npobieMH Ta  JacTh  3MOIy  BpETyJIOBATH
BUIIE3a3HAYECH] TUTAHHS.

Ilepesaramn  o6paHoro cmocoby IOCSTHEHHS
IIOCTaBJICHOI LiJli € IpuBeAeHHs HopM JlileH3iiHux
YMOB Y BIANOBIiAHICTE 10 3akoHy Ykpaiuu Big 02
k0BTHs 2019 poky Ne 139-IX, 3akoHy Ykpainu Bix
17 6epesns 2020 poxy Ne 531-IX, 3akony Vkpaiuu
Big 17.09.2020 Ne 904-IX.




Orxe, BCTaHOBNEHHS (GOPM 3asB, MOPAAKY Hilt
JineHsiaTa IiJ Yac 3ynMHEHHA Aii JileHsii Towmo, a
TaK0X CKacCyBaHHS BUMOT JO BUBICKHM Ta 30BHIIIHIX
PeKIaMHMX KOHCTPYKIi#f amTeyHOro 3akiany,
BCTaHOBJICHUX JUIs JIILEH3iaTiB, sKi IpoBamiTh
TOCIOAApPChKy  IisUIBHICTB 3 BHpPOOHHUIITBA
JiKapCBKMX ~ 3acobiB,  po3ngpiGHoi  TopriBmi
JIKapCEKMMH  3ac00aMH, IMIIOPTY JiKapchKHX
3aco6iB € GiNbII 3py4HOIO Ui 3100yBaYiB MileHs3il,
a OTXXe J03BOJIMTH NPUOIM3HO BABIYI CKOPOTHTH
yac 3100yBaya JIiIeH3ii, IO HagacTe 3MOry
3¢KOHOMHTH 4YaC, a TaKOX NpHOIH3HO BABIiui
3HU3ATBHCA BUTpaTH 3700yBada JLleH3ii Ha oruiaty
Tpani BilNOBiNANIBHOIO 33 HAIPSM CIiBPOOITHHKA.
Pospobka Ta NpPUIHATTA NPOEKTY NOCTAHOBH
TIOKPAIlUTh MOXXJIMBICTh JOCTYITy AO JIIKAPCHKHX
3aco0iB UM KIiHIIEBOI'O CIIOXMBada, 3a0e3Me4uTh
HAJIe)XHE JLEH3yBaHHA IHUCTaHUiAHOI TOpriBmi
JiKaMH  IJIS  anTeYHHX 3aKkiajiB, 3a YMOBH
BUKOHAHHA BHMMOr [0 30epiraHHs, BiAllycKy Ta
TPaHCIIOPTYBaHHs, Ta JI€BICTh MEXaHI3My HarJIsIy
Ta KOHTPOMIO y cdepi AuCTaHIiiHOrO 06iry
JKapchKUX 3aco0iB i BigmoBigansHOCTI oci6 3a
TIOPYIIEHHS 3aKOHOJIABCTBA Y 1Iikt cdepi, BUXOAIIH
13 HeOoOXiTHOCTI 3a6e3IIeYeHHs IPaB CIIOXKHBAYIB.

2. OuiHka BUOpaHHX aIbTEPHATHBHHUX CIOCO0iB JOCATHEHHS il

Ouinka BruTHBY Ha cepy iHTepeciB aepxaBu

Bun Buroau Butpatu
aJIETepHATHBU
AnsrepHatuBa 1 | MiHiMaibHi (ueBimmoBigHicTh | 36UTKHM MOB’A3aHi i3
BUMoraM 3akoHy VYkpainum Big 02 | BigcyTHicTio
xoBTHA 2019 poky Ne 139-IX, 3akoHy | mpaBoBoro
Ykpainy Bin 17 6epesns 2020 poky Ne | perymoBaHHS y
531-I1X, 3akomy  VYkpaimm  Bing | cdepi minensysanus
17.09.2020 Ne 904-IX). rocrnogapchbkoi
IISUIBHOCTI 3
BHPOOHUIITBA
JKapChKUX 3aco0iB,
OIITOBOL Ta

po3apibHoi TopriBii
JIiKapChbKUMH




3acobaMu, iMIOPTY
JIKapChKUX 3aco0iB
(xpiMm AKTMBHHX
(bapManeBTUYHIX
IHIpeNi€HTIB)
AnprepHathBa 2 | MiHiManbHi (B Jeskux Bumagkax | 36MTKM MOB’s3aHi i3
nependavaeTbCs HeJOTPUMAaHHS BUMOT | BiZICYTHICTIO
3akoHy Ykpainu Bin 02 xoBtHs 2019 | HaymexHOro
poky Ne 139-1X, 3akony Yxkpainu Bix | mpaBoBOro
17 6epesns 2020 poxy Ne 531-IX, | perymoBaHHs y
3akoHy VYkpainm Bim 17.09.2020 Ne | chepi niuensysanns
904-1X.) rocIofapchKoi
TISJIBHOCTI 3
BUpPOOHHUIITBA
JiKapChKHX 3aco0biB,
OIITOBOL Ta
po3api6HOi TOpriBii
JKapChKUMH
3acobamu, iMmIopry
JTKapChKUX 3acobiB
(xpim aKTUBHUX
bapMalieBTHYHHX
iHIpeHI€HTIB).
AnsrepHatuBa 3 | Bucoki (mamacThb MOXJTHUBICTh | BimcyTHi
NPUBECTH Yy BiATIOBIIHICTH J0 3aKoHY
Yxkpainu Big 02 xoBTHA 2019 poky Ne
139-IX Ta 3akony VYkpaium Big 17
Oepe3ns 2020 poky Ne 531-1X)
OuiHka BITMBY Ha cdepy iHTepeciB rpoMazsaH
Bun Buronu Butpatu
aJIbTepHATHBH
AnsrepHatuBa 1 | BigcyThi, OCKIJIbKH npobneMa | Butparu, moB’s3ani

SATMIIA€THCA HCBI/IpiIIIeHOIO

3 MOPYIIEHHSM IIPaB
CIIOXXMBAYiB Ha
OTpPHMAaHHA SKiCHHUX
JKapchKUX 3acobiB
y 3B’ SI3KY 3
HEBPETYJIHOBaHICTIO

BUMOT JI0 JisUTBHOCTI
3 €JIEKTPOHHO1
po3api6HOI TOpriBii




JiKapChbKUMH
3acobaMu Ta
BIACYTHICTIO BHMOT
010
B3a€MOBiTHOCHH
ocobn,
YIIOBHOB&)XXEHOI Ha
301CHEHHS
3aKynmiBenb y cdepi
OXOPOHHU 370pOB’S 3
JlileHs3iaTaMu y
BIJIMOBITHIH cdepi. .

AnpTepHaruBa 2

Bincyri, OCKIiJIBKH npoGaema
3aIMIIAEThCS He MOBHICTIO BUPIIIEHOO

Butparu, mnoB’s3ani
3 NOpYWIEHHAM IIpaB
CIIOXMBAYiB Ha
OTPUMAHHS SKICHUX
TiKapChKUX 3acoliB
y 3B’ SI3KY 3
HEBPETYJIHOBaHICTIO
BHMOT 0 HisUILHOCTI
3 eJICKTPOHHO1
po3apibnoi Toprismi
JTiKapChbKUMH
3acobamu Ta
BIZICYyTHICTIO BHUMOT
00
B3a€EMOBIJHOCHUH
ocobwu,
YIIOBHOBa)KE€HOL
31HiICHEHHS
3aKymiBelb y cdepi
OXOpOHH 3JI0pOB’S 3
nineH3iaTaMu y
BiJIOBIiIHIM cdepi. .

Ha

AnsrepHaTuBa 3

Bucoki (miABUINEHHS IOCTYIHOCTI
CIIOXXHBAYiB 10 SAKICHUX JIiKapChKHX
3aco0iB y 3B’S3Ky 3i yperyiboBaHIiCTIO
BHMOI' JI0 IiAJIBHOCTI 3 €JIEKTPOHHOI
po3api6HOI  TOpPriBNi  JIiKAPCHKUMHU
3aco0aMH Ta B3a€EMOBITHOCHH OCOOH,
YHNOBHOBOXXEHOI  Ha 3MiHCHEHHA
3aKyTiBeNnb y cepi OXOpOHH 370pOB’s
3 JlilleH3iaTaMu y BiANOBiaHil cdepi.)

Bincythi
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OuiHKa BIIIUBY Ha cdepy iHTepeciB Cy0’ €XTiB roCMOAapIOBaHHS

Ilokaznuk

Benuxki Cepenni Maui

Mikpo Pazom

KinpkicTb
cy0’eKTiB
roCroJaploBaHHs,
IO MiAIagaoTh
i Oiro
pEryOBaHHs,
(0MHULIB)

120 630 2297

3718 6765

IIutomMma Bara
TpYIH Yy 3araibHiit
KIIBKOCTI,
BIICOTKIB

2% 9% 34 %

55 % 100 %

13aranbHa KibKiCTh Cy6’€KTiB rocrnoJaploBaHHs, Kl € JilleH3iaTaMy, BKa3aHa

3rifHO 3 JILEH3ilHUM peecTpoM, po3MilueHHM Ha odiuiliHoMy caiTi
Jepxiikemyx6mu.
Bup Buroau Burtparu
aJIbTEPHATHBH
AnprepHatuBa 1 | MiHiMabHi (neBimnoBiAHiCTh | 30MTKM  mOB’sA3aHi i3
BUMoraM 3aKkoHy Ykpainu Bin 02 | BiICyTHicTIO mpaBOBOro
xoBTHA 2019 poxy Ne 139-IX, | perymoBanus y coepi
3akoHy VYkpainu Bix 17 GepesHs | nmilleH3yBaHHS
2020 poxy Ne 531-IX, 3akoHy | rocmomapchbkoi
Vkpainn Bix 17.09.2020 Ne 904- | misneHOCTI 3
IX). BUPOOHHIITBA JIIKAPCHKHX
3aco0iB, OmTOBOI Ta
po3apioHOT TOPTiBIII
TMKapchbKUMH  3aco0aMmu,
iMopty TMKapChKUX
3aco0iB (KpiM aKTHBHHX
¢bapMaleBTHYHUX
IHrpei€HTIB)
AnprepHatuBa 2 | MiHiManbeHi (B Jesdkux BHUmankax | 30MTKH  IOB’s3aHi i3

nependavaeTeCs  HEAOTPHMAHHS
BUMoOr 3akoHy Ykpaiuu Big 02
x0BTHA 2019 poxky Ne 139-1X,
3akoHy Ykpainu Bix 17 Gepesus
2020 poxy Ne 531-IX, 3akomy
Vkpainu Big 17.09.2020 Ne 904-
IX))

BiICYyTHICTIO HAJIEXKHOIO
IIPaBOBOTO PETYJIFOBAHHS

y cepi nineH3yBaHHS
TOCIIOIapCHKO1L

JiSTIBHOCTI 3
BUPOOHHUITBA JIIKAPCHKHUX
3aco0iB, ONTOBOI Ta
po3apiObHOT TOPTiBIIi
JiKapChbKUMH  3acobaMu,
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iMIIopTYy JKapChKUX
3aco0iB (KpiM aKTUBHHX

(dapMalieBTUYHUX
iHIPEAIEHTIB)
AnsrepratuBa 3 | Bucoki MinimaneHi (moB’sA3aHi i3
(3a paxyHOK BHpPOBAKCHHS | BUTPaTaMH Ha
HaJIE)KHOTO IpaBoOBOro | 3a0e3MedYeHHs BHUMOT
peryIoBaHHA cgepi | IpaBOBOTO PETYJIIOBAHHA

JIeH3YBaHHA
JISTIBHOCTI 3

TOCTIOAApCHKOL |y cdepi  JileH3yBaHHA
BUpOGHMIITBA | FOCIIOJApChKOI

NiKapchKUX 3aco0iB, ONTOBOI Ta | HisTIBHOCTI 3
pO3/piOHOI TOPriBIIi JTIKAPCHKUMU | BAPOOHUIITBA JIIKAPCHKUX
3acobaMu, IMIOPTY JiKapchKUX |3acobiB, ~ ONTOBOI  Ta
3acobiB (kpim
(dapMalleBTUYHHUX IHIPEJIEHTIB)) | JIKapChbKUMH  3acobamy,

aKTUBHUX | po3IpiOHOI TOPTiBIIi

iMnopty JKapChKUX
3aco0iB (KpiM aKTUBHHUX
bapmareBTHIHUX
iHIpeIieHTIB))

IV. Bu6ip Haii6iibml oONTHMAJIBLHOIO AaJbTEPHATHBHOIO CHOCOOY

JOCATHEeHHH Hijiel

Peiitunr ban KoMeHTapi 110,10 MPUCBOEHHS
pe3yJIBTATHBHOCTI | pe3yJBTaTHBHOCTI BigmoBigHOro 6ana
(mocsaTHEHHS (3a
mizel mix gac JOTUPUOATHHOIO
BUpIIlIeHHA CHCTEMOIO OL[IHKH)
npobieMn)

AnsrepHaTtuba 1

[Tpobnema MPOJOBXKUTH iICHYBATH.
BaymimedHs  cuTyanii  6e3  3MiH
npu3Bele O TOro, IO 3aMiCTh
JIeperyysauii Ta IOKpalleHHs Oi3Hec-
KiiMary B YKpaiHi, JineHsiatu Ta
3100yBadi JilIEH3id BUTPA4aTUMYTh
Oinplle dwacy Ta  pecypcy Ha
BpETYJIIOBaHHS MPaBOBIIHOCHH Yy cepi
JiSTTBHOCTI 3 BUPOOHHMUTBA JIIKApCHKUX
3aco0iB, ONTOBOI Ta  po3ApiOHO]
TOPTiBIi  JIKapchbKUMH  3acobamy,
iMIopty  Jtikapcekux 3acobiB  (KpiMm
aKTUBHUX ¢dapManeBTUIHNX
iHTpenieHTIB).

Takox, 3ayMiIeHHs cHTyauii 6e3 3MiH




12

HE JO3BOJIUTH C(HOpMYyBaTH Ii€Bi Ta
e(eKTUBHI MEXaHI3MHU peryroBaHHA
MPaBOBITHOCHH y cdepi
OUCTaHIIHHOTO  00iry  JKapChKHUX
3aco0iB.

AnsTepHaTHBa 2

IIpobnema He

IIOBHOMY O0CSI3i.
Hapasi, Takuii cnoci6 He 3a6e3neduTsb
BperyJIIOBaHHs 3a3HauYeHUX NMUTAHb Ta
He BiAmnoBigae BUMOraM 3aKOHY
Vkpaiuu Big 02 >xoBTHA 2019 poky Ne
139-IX, 3axony Vkpaimm Big 17
6epe3ns 2020 poky Ne 531-1X, 3akoHy
Vkpainu Bix 17.09.2020 Ne 904-IX, ne
3abe3rneyye AOCATHEHHS IOCTaBJIEHOL
IiJIi peryoBaHHs

Oyne BupimeHa Yy

AnbsTepHaTuBa 3

3a3Hayenuii crocid0 €  HaiOLIBII
IOOLITBHMM, OCKUIBKH  Iepeadavae
BpaxyBaHHS BCiX HOpM, nependadeHux
3akoHy Ykpainu Big 02 »xoBTHA 2019
poky Ne 139-1X, 3akoHy YkpaiHu Bij
17 Gepesns 2020 poky Ne 531-IX,
3akoHy VYkpainu Big 17.09.2020 Ne
904-1X.

y BUMAJKY
3aMpPONIOHOBAHOTO
nepenbavaeTscs, L0  peaisallis
MOJIOXKEeHh  IIOCTAHOBH  JO3BOJIUTH
3a6e3neuuT OOCTYH MO0 JIKapCHKHMX
3ac00iB JJIS KIHIIEBOTO CIIOXKHBAya;
HNi€BICTh  MeXaHi3My Harjsixy Ta
KOHTpoO y cdepi AucTaHIiiTHOTO
obiry JKapChKUX 3aco0iB i
BiJIOBIJAIBHOCTI OCi0 3a MOpYIIEeHHS
3aKOHOJABCTBA Yy Wil cdepi, BUXOAIIH
i3 HeoOximHocTi 3abe3meveHHs mpaB
CIIOXKUBaYiB.

MIPUMHATTSA
IIPOEKTY

PediTuHr
pe3yJIbTATHBHOCTI

Buroau
(nigcymok)

ButpaTn
(migcymok)

OOGrpyHTYBaHHHA
_ BiamoBixHOrO
Micus
aJlbTePHATUBH y

pedTHHrY
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AnsTepHartuBa 1 Buromu  uporo | Burpatu, nos’s3ani | PedThar
crocoby 3 MOpyIIEHHAM | HU3bKMH  dYepe3
MiHIMaJIBHI IpaB  CIHOXHBAYiB | BIICYTHICTh
OCKIJIBKM  OaHWii | Ha OTpUMaHHA | cIIoco0iB
crocib He | SIKiCHUX JIIKapChbKUX | BUPIiIIEHHS
Bimosigae 3aco0iB Ta BHUTpaTH | MpOOJIEMH.
BUMOTaM 3aKoHy | Cy0’€KTiB
Vkpainu Big 02 | rocnofapioBaHHA Yy
XKOBTHSA 2019 | 3B’s3Ky 3
poky Ne 139-IX | HeBperynboBaHICTIO
3akoHy VYKpaiHd | BUMOT bi (s}

Bim 17 Oepe3Hs | AiSUILHOCTI 3
2020 poxy Ne | eneKTpoHHOL
531-IX, 3akony | po3apibHoi
Ykpainu BiJl | TOPTiBi
17.09.2020 Ne | mikapcpkuMu
904-1X.) 3acobaMu Ta
BIICYTHICTIO BHMOT
1010
B3aEMOBITHOCHH
ocobu,
yHIOBHOBa)XXEHOI Ha
30iIiCHEHHS
3aKymiBenb y cdepi
OXOpOHHM 3A0pOB’s
3 JlilleH3iaTaMd Yy
BiJIMOBIIHIH cdepi.

AnsTepHaTuBa 2 Buromn Burparu, nos’s3aHi | PeiTunr
MiHIM&JIBHI, 3 NOPYLIEHHSIM | HU3BKUIA  4epe3
MOBHICTIO HE | OpaB  CIIOXHBadiB | HEJOCTATHICTh
BpPaXOBYIOThHCS Ha OTpUMAaHHS | 3aXOHiB JULS
HOPMH  3aKOHy | SKICHMX JIIKApChKUX | BUpillIeHHS
VYkpainu Big 02 |3acobiB Ta BUTpaTH | mpobieMu.

JKOBTHS 2019
poky Ne 139-IX,
3akoHy VYKpaiHu
Bix 17 Oepe3ns
2020 poky Ne
531-IX, 3axony
Ykpainu BiJ[
17.09.2020 Ne
904-I1X.

cy0’exTiB
rOCIOAapIOBaHHS y

3B’ 3Ky 3
HEBPETYJIHOBaHICTIO
BHMOT hi (4]
JiSTTBHOCTI 3
€JEKTPOHHO1
po3api6HOl
TOPTiBIi
JKapChKUMU

3acobaMu Ta
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BIJICYTHICTIO BHMOT
010
B32€EMOBIJHOCHH
0co0H,
YIOBHOBa)X€HOI Ha
301MCHEHHSA
3aKymiBenb y cepi
OXOpOHHM 3/I0pOB’A
3 JlileH3iaTaMu Yy
BIJIMOBITHIM cdepi.

AnsrepHaruBa 3

MakcuMaibHi
BUTOMH,
MPHUBEIECHHS
JlineH3ifinux
YMOB y
BIAMOBIOHICTE 1O
3akoHy VYkpainu
Binx 02 XOBTHA
2019 poky Ne
139-I1X, 3akony
Ykpaiau Big 17
OepesHs 2020
poky Ne 531-IX,
3akoHy VYKpaiHu
Big 17.09.2020 Ne
904-IX.

Y BUITAJIKY
IIPANHSATTS
3aIIpOITOHOBAHOIO
TIPOEKTY
nependadaeThes,
i (o} peastizaiis
II0JIOXKEHD
IIOCTAHOBH
JIO3BOJIUTH
3a0€e3MeYnTH
IOCTYII hilo]
JiKapChKUX
3aco0iB
KIHLIEBOT'O
CIIOXKHMBAYa;
JI€BICTH
MeXaHi3My
HarJIS Iy T4

JJIA

MiHiMabHI
(noB’s3aHi i3
BUTpaTaMHU Ha
3abe3rneyeHHs
BUMOT  TPaBOBOTO
peryJoBaHHS y
coepi
NiLEeH3yBaHHS
roCIoAapChKoil
IISUIBHOCTI 3
BUPOOHUIITBA
JKapChKUX
3ac00iB, ONITOBOI Ta
po3apibHOT
TOPTiBIIi
JKapChKUMHU
3acobamu, iMIOpTY
JiKapChKUX 3acobiB
(xpim aKTUBHHUX
dapManeBTUYHIX
IHrpeNieHTIB))

PeiiTunr
BHCOKHI,
OCKIIBKH
MIPUWHSATTA
TIPOITOHOBAHOTO
TIPOEKTY
IO3BOJISE
HaWOIIBLI TTOBHO
MOIATH JI0
pO3B’A3aHHSA
ICHyI04HX
npobiem.




15

KOHTPOJIIO y
cepi
IVCTAHLIAHOrO
00iry JikapcbKuX
3aco0iB i
BIZIIOBi NAJIBHOCTI
ocib 3a
OpYIIEeHHS
3aKOHOAABCTBa Y
uiit cdepi,
BUXOIIYH i3
HeOOX1THOCTI
3abe3neYeHHs
IIpaB CIIOXKHBAYiB.

PeiiTHHT

ApryMeHTH IIOAO NepeBaru
obpaHoi
aJbLTePHATHBU/NIPUYHHH
BiAMOBH Bil aJIbTepHATHBH

Oninka PH3HKY
30BHIIIHIX YHHHHKIB Ha
Ail0  3aMpONOHOBAHOIO
PeryJisiTOpHOro aKkTa

AnsrepHaruBa 1

ITepeBaru obGpaHoi
aJIFTepHATUBH BiJICYyTHI

Bonus 30BHIIIHIX
YUHHHUKIB BOadaeTnsCs
3HAYHUM, PU3HKH BHCOKI.

AnpTepHaruBa 2

[NepeBaru oGpaHoi
QIbTEpHATHBH HE3HAYHI,
[TOB’s13aHi 3 BperyJIIOBaHHIM
MIPAaBOBiJHOCHH Yy BiAIOBIiAHii
cepi uie YacTKOBO

Bmius 30BHINIHIX
YHUHHUKIB BOayaeThbCH
3HaYHUM, PU3UKH BHCOKI.

AnvsrepHaruBa 3

IIpunitnaTTs akty 3a6e3neyuTh

OanaHc iHTepeciB JepikaBH,
CHOXHUBa4iB Ta  CyO'eKTiB
rOCIIOAapIOBaHHA.

Bnus 30BHIIIHIX
YUHHHKIB BOavaeThCs
HE3HAYHHUM, PHU3HUKH
HHU3BKI.

V. MexaHnizM Ta 3axoaH, siki 3a0e3neyarhb

npobJjemu

pO3B’A3aHHS BH3HAY€HOI

PeanizyBaTi BCTaHOBIEHY MeTY HpPONOHYETHCS LUIAXOM 3aTBEPIKEHHS
npoekty nocraHoBu KabGinery MinictpiB Ykpainu «IIpo BHeceHHs 3MiH [0
JlineHsifHMX yYMOB NPOBAamKEHHSA TOCMOAAPCHKOI MiSNIBHOCTI 3 BHPOOHMIITBA
JiKapChKUX 3ac00iB, ONTOBOI Ta Po3apiOHOI TOPTiBii JiKAPCHKMMM 3acobaMH,
IMIIOPTY JIKapChKUX 3ac00iB (KpiM aKTHBHMX (hapMalleBTUYHMX iHIPEIi€HTIB)»,
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Ta 3aTBepJUKeHHs TunoBoi ¢opMu OOroBOPy MNpo 3HiMCHEHHS JIOCTAaBKH
JiKapChKHUX 3ac00iB KiHIIEBOMY CIIOXHBAYY».

EeKTHBHICT 3aIIpONIOHOBAHOTO PETyJIATOPHOIO aKTa 3a0e3euyBaTHMEThCS
32 PaxyHOK BCTAaHOBJICHHA YiTKMX BHMOT JO CY0’€KTiB TOCIONApPIOBAHHSA, IO
IUTaHY}OTh TPOBAJWTH TOCHOAAPCHKY MisNIBHICTE 3 BHUPOOHHLTBA JKApCHKHX
3ac00iB, ONTOBOI Ta pO31piOHOI TOPriBII JiKAPCHKMMH 3acobaMu, iMIOpPTY
JKapChKMX 3ac06iB (KpiM aKTHBHUX (papMalleBTUYHMX iHIPEJi€HTIB) Ta 33 PaXyHOK
BCTaHOBJEHHS YITKMX BHMOI JI0 CY0’€KTiB TIOCIIOJApIOBaHHS, IO IUIaHYIOTh
NPOBAUTH TIOCMONAPCBKY IiSUIBHICTH 3 eJIeKTPOHHOI po3apibHoi  Toprismi
JiKapChKUMH 3aC00aMH.

Y mNpoeKTi MOCTaHOBH mepenbavyeHa BHYEpHHA iHPOPMAIA CTOCOBHO
BHMOT [I0 NPOBA/DKEHHS I'OCHOAAPCHKOi HisTIBHOCTI 3 BUPOOHMLTBA JIIKAPCHKHX
3aco0iB, onToBoi Ta pO3APiOHOI TOPriBNI JIKApCHKUMH 3aco0amu, iMIOpPTY
NiKapChKHUX 3ac00iB (KpiM aKTHBHHX (papMalleBTHYHUX iHIPENi€HTIB).

HepxaBHuii  Hamag 3a  JOJACP)XKAaHHSAM  BUMOT  IIPOEKTY  aKTa
3AificHIOBaTUMEThCs JlepxKaBHOIO ciyx0010 YKpaiHu 3 JIiKapChKHX 3aco0iB Ta
KOHTPOJTIO 32 HAPKOTHKAMH.

VI. Oninka BHKOHAaHHS BHMOI peryjsiTOPHOrO AKTa 3aJIeKHO BiJ
pecypciB, AKHMH PO3NOPSIIKAIOTHCS OPraHH BHKOHABYOL BJIAJM YH OPraHH
MICIIeBOTO0 CaMOBpSiAyBaHHsSl, (i3H4Hi Ta HOPUAHYHI 0COOHM, AKi NMOBHHHI
BIPOBaA)KyBaTH a00 BUKOHYBAaTH Ili BUMOTI'H

PerynsatopHuii akT He moTpebye IONAaTKOBHX BHUTpaT 3 OIO/DKETIB Ycix
PiBHIB.

PospaxyHOK BHTpaT Ha BHKOHAHHS BHMOT PEryJATOPHOrO aKTa I
Cy0’€KTiB rOCHONApIOBAaHHA BENMKOTO Ta CEPEeAHBOTO MiANPHUEMHMITBA HE
IIPOBOJIMIBCS, y 3B’SI3KY i3 3/A1HCHEHHSM pO3paxyHKY BHTpaT Ha 3alpOBaDKEHHS
JIEpXaBHOIO PEryJIOBaHHA JUIsl Cy0’€KTIB MaJloro MiIIPHEMHHUIITBA 3TifHO 3
nomatkoM 4 1o MeToauMKu NpoOBeNeHHS aHalli3y BIUIMBY PEryJMTOPHOTO akTa
(Tect manoro miANpHEMHHUNTEA).

VII. O6rpyHTYBaHHS 3alIpONIOHOBAHOIO CTPOKY Ail peryJsiTopHOro aKkra

IlepenbavaeThes, WO peryaATOpHUI akT Habepe YMHHOCTI BiAUOBIAHO 10
3aKOHOAABCTBA. 3 METOIO 3alpOBaDKEHHS IMEepPeXigHOro mepiony, HeoOXimHOro
JileH3iaTaM JUI1 OTPHMaHHS IIpaBa Ha IPOBADKEHHS MiSIBHOCTI 3 €JIE€KTPOHHON
po3api6HOI TOPriBNi JIKAPCEKAMM 3aco0aMH TNPOMOHYETHCH BiATEpMiHyBaTH
CKACYBaHHS HOpPMH, SKa JO3BOJISE€ JIIEeH3iaTaM, fAKi MaloTh JLEH3il0 Ha
NPOBa/PKEHHS TOCHOAPCHKOI JISNIBHOCTI 3 pO3ApiOHOI TOPriBii JiKapCHKUMHU
3acobaMu, Ha IIepiofi BCTAHOBJCHHS KapaHTUHY, 3AIHCHIOBATA TOPTiBIIO
MiKapChKMMH 3aco0aMH Ta CYIyTHIMH TOBapaMH AWCTaHUiWHO, OpraHi3OBYBAaTH
Ta 3IiMCHIOBaTH JOCTaBKY JIIKapChbKMX 3acobiB Ta CyIyTHIX TOBapiB
Oe3nocepeHEO CIIOXKHBayaM 3 JOTPUMAHHSM YMOB 30epiraHHs JiKapchbKHX
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3ac00iB, BH3HAYeHMX BMPOOHMKOM Mif 4Yac iX TpaHCTIOPTYBaHHSA, 30KpeMa i3
3aJTy4eHHIM Ha JOTOBIPHHX 3aCajiaX olepaTopiB MOIUTOBOIO 3B’ A3KY.
CTpok Zii peryIaTOpHOro aKTa pOMOHYEThCS He OOMEXYBaTH B Yaci.

VIII. Bu3nayeHHS NOKa3HHKIB pe3yJbTATHBHOCTI Iii peryasropHoro
aKrTa

[TokasHuKaMM pe3yNbTaTUBHOCTI 3alPOBAIKEHHS PETYJIATOPHOTO aKTa €
KIIBKICTB Cy6'eKTiB rOCIONAPIOBaHHS Ta KUIBKICTh aNTedHUX 3aKNajiB, AKi 6yXIyTh
NPOBAJUTH JAiSNIBHICTE y cepi AUCTaHUiNHOI TOpPriBii JiKapchKMMH 3acobaMu, a
TaKOX KUIBKICTh Cy6’€KTiB roCIo[apiOBaHHS - OIEPATOPiB MOIITOBOTO 3B’A3KY, SKi
OymyTs 3amydeHi MO 3MifiCHEHHS MOCTABKM JIKapCBKMX 3acoGiB  KiHIIEBOMY
CIIOXUBaYY.

IToxasHMKOM pe3yNBTaTHBHOCTI TakoX Oyme cTabinbHa YHCENBHICTD
JLEH3iaTiB, 5Ki NPOBAKYIOTh MSUIBHICTH 3 TAakMX BHMIIB TOCHOAApCHKOL
MIsUIHOCTI, SK ONTOBAa Ta PO3ApiOHa TOpriBis JIKApCHKAMH 3aco6aMm, iMIOpPT
NiKapChKHX 3ac006iB (KpiM aKTMBHUX (apMalleBTHYHUX iHIPEIIEHTIB).

Pipen» moindopMoBaHOCTI Cy6'ekTiB rocmnofaproBaHHs i (isM4HHX OCI6 -
BUCOKMH. IIpoekT axra Ta BIANMOBIAHMI aHaNi3 PEryJATOPHOrO BILIMBY
OnpuOAHeHo Ha odiniiHoMy Bebcaiiti JlepxkaBHol ciyx6u Ykpainu 3 miKapchKuX
3ac00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH.

HaliMmeHyBaHHs NOKa3HUKa Po3mip mokasumka

PiBenp indopmoBaHnocTi | [ToBHHIA, TPOEKT MOCTAHOBM PO3MilLieHHI Ha BeG-
Cy0’€KTiB rociojaproBaHHsa caiTi JlepxaBHOi ciryx0Ou YKpaiHd 3 JIKapChKUX
3ac00iB Ta KOHTPOJIIO 338 HADKOTHKAMU

KinbkicTb cy0’ekTiB | 6765
rocroJaploBaHHA, o
MiANagaloTh i o
eryJIFOBaHHA
Po3smip gacy Ta xomriB, mo | Burpaturu cy6’ekTiB rOCIOIaprOBaHHs
BUTPa4aTHMYThCS (frineHsiaTiB), U1 BHUKOHAHHA BHMOI aKTa —
Cy0’€eKTaMM TOCIOAApIOBaHHA | pa30BO OPi€HTOBHO CKJIAAAIOTh:
Ha BUKOHAHHS BUMOT aKTa - 30 XBHJIMH AN BiAIOBiJAIBHUX MpPAIliBHUKIB HAa

O3HAalOMJICHHS 3  HOBHMH  3MiHaMH JI0
JlineH3iHUX YMOB;

- 1o 60 oHIB AN MpUBEOEHHS JILEH31aTaMU CBOET
OiBHICTE Y Bigmosigwicts 3 JlineHsiiHuME
YMOBaMH;

- 3aIOBHEHHA JIOJATKOBUX MiITBEPIHUX
NOKyMeHTIB (30 XBHIHH);

- 3aIIOBHEHHS 3as1B PO nepeodOopMIIeHHS JTileH3i1
(Y pa3i nepeodopmiienns) 15 XBUIHH.

Posmip  HamxomxeHs  mo | 3028 rpH crara 3a JineHsito
JEpXaBHOIO Ta  MiCIIEBHX
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OIOIKeTiB 1 Jep)KaBHHX
IiTBOBHX ¢oHziB,
IIOB’I3aHUX 3 M€K0 aKTa

Jo1aTKOBUMH MOKa3HUKaMH pe3yJIbTaTHBHOCTI PEryJISTOPHOIO aKTa €:
- KUIBKICTB JIII€H31aTiB, O JOAEPXKYIOTHCA JLIEH3IMHIX YMOB;
- KIJIBKICTB JIilIEH31aTiB, IO HE NOAEPXKYIOThCA JIIEH3IHUX YMOB.

IX. BuzHayeHHs 3axodiB, 3a JONOMOroI SIKMX 3JiHCHIOBATHMETBHCSH
BIICTEe;KEHHS Pe3yJIbTATHBHOCTI Jii peryJiiTOpHOro akrTy

Ba3oBe BIACTEXXEHHS Pe3yJIbTaTHBHOCTI PEryJISTOPHOTO aKTa Oyje 3/ilCHEHO
nicis HaOpaHHA YHHHOCTI MM aKTOM, aje He II3Hillle JHS 3 SKOro MOYHUHAETHCS
NPOBEJICHHS IOBTOPHOT'O BiJICTEXXEHHS pe3yJIbTATUBHOCTI I[LOTO AKTa.

IToBTOpHE BiACTEXKEHHS pE3YJBTATHBHOCTI pEryJATOPHOTO akra Oyxe
IPOBEACHO Yepe3 piK 3 JHS HaGpaHHA HUM YUHHOCTI, ajle He Ii3Hille ABOX POKiB 3
IHs HaGpaHHS YMHHOCTI LIUM aKTOM.

IepioguyHi BiACTEXEHHS IUIAaHYETHCS 3MiMCHIOBATH pa3 Ha KOXHI TPH POKH
NOYMHAIOYM 3 JOHA 3aKiHYeHHs 3aXOJiB 3 IOBTOPHOIO  BiJICTEXEHHS
PE3yJIbTaTUBHOCTI LILOTO aKTa.

J1s NpoBeIeHHs BIICTEXXEHHS pe3YIbTaTUBHOCTI PETYJIATOPHOTO aKkTa OyIyTh
BHKOPHCTOBYBATHCh [TOKa3HUKU, HABEACHI Y MOMepeIHEOMY PO3IilTi.

BincTexeHHsS pe3yNbTaTHBHOCTI perylATOPHOrO akta Oyie 3AiCHIOBATHCH
HepxaBHolo ciy0or0 VkpaiHM 3 JikapchbKHX 3aco0iB Ta KOHTPOIO 32
HapKOTHKaMH.

3actynnuk I'osioBu IepaxaBHoi c.ﬂymﬁu YKpamn
3 JiKapcbKHX 3ac00iB Ta KOHTpOJII0 77

32 HAPKOTHKaMH
« » 20 p. ( /

0] Bondunmnp KOPOJIEHKO
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Honmatox mo
AHai3y peryJnsSTopHOro BILTUBY

TECT
maJioro nianpueMHunTea (M-Tecr)

1. KoncyabTanii 3 npeacTaBHHKaAMH MIKpPO- Ta MaJIOro MiANPHEMHHITBA
11010 OIiHKM BIJIMBY PeryJIl0BaHHS

3MifCHIOETBCS ~ ILIAXOM  KOHCYNBTAliil IIOJO BH3HAYEHHS BIUIUBY
3allpONIOHOBAHOTO DETYJIIOBaHHSA Ha Cy0’€KTiB Majoro mMigIpUEMHHITBA Ta
BU3HAYEHHs JETANbHOIO MEPENiKy Ipoledyp, BUKOHaHHS SKHX HeOOXiZHO s
JOTPUMAaHHS BUMOT PETYJIIOBaHHS.

Tabmuus 1

Ne 3/mBun  koHcynpTanii  (my6mivHIKiIBKICTH OcHOBHI pe3yJIbTaTH

KOHCYJIbTaIlil MpsiMi (KPYIJTi CTOJIH,)yJaCHHKIB IKOHCYJIBTaMii (ormuc)

poboui 3ycTpidi TOLIO), IHTEPHET-KOHCYJIbTAIiH,

KOHCyJNbTalii mnpsmi (iHTepHET-0CI0

(bopymH, coliaJibHI Mepexi TOIIO),

BANIUTH (mo HiATPUEMIIIB,

€KCIIEpTiB, HAyKOBLIiB TOIIIO)
1.  [KoHcynpramii 3 rpoMaacbKiCTIO 30 B 1i1oMy IIPOEKT aKTa

MiOTPUMaHO

2. BumiproBaHHs BIJIMBY peryJjioBaHHs Ha cy0’ekTiB MaJioro
NiANpHEMHHITBA (Mikpo- Ta MaJri)

2.1. KinpkKicThb Cy0'€KTIiB TOCIIOAapIOBaHHSA, Ha SKUX IOUIHPIOETHCA
perymooBaHHA - 6765, y ToMy YHCIII MaJIOTO Ta MiKpOIiApueMHUITBa — 6015.

2.2. ITmtoma Bara cy0’€KTiB MaJIoro MiAMPUEMHHUITBA Y 3araibHii KiTLKOCTI
cy0’€KTiB rocTIOIapiOBaHHs, Ha SIKUX po0ieMa YHHUTH BIUTUB, 89 % (BifcoTKiB).

3. Po3paxyHok BHTpPAT CcY0’€kTiB MajJoro mniANPHEMHHUTBA, IO
BHHHKAI0Th HA BHKOHAHHSI BUMOT peryJiloBaHHsA
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0 3/11

HaitMeHyBaHHS OLIIHKH

Y mnepmmii pikllepioguuni (33
(crapToBHii piKHACTYNHMI piK)
BIPOBAKEHHS
perynOBaHHS)

Butpatu 34

I1’ITh POKIB

OLiHKa «IpAMHUX» BATPAT Cy0’ €KTIiB MiAPHEMHUIITBA HA BAKOHAHHSA PETYIIIOBAHHS

1.

[IpunbGaHHs HEOoOXiIHOr o)
oOmagHaHHS (npuctpois,
MalllH, MEeXaHi13MiB)

[Tpouenypu moBipKH Ta/abo
[IOCTAHOBKH Ha BiJTIOBITHHI
o6k y BHU3HAYEHOMY OpraHi
mepKaBHOL BJIaIH g
MiCIIEBOTO CaMOBPSIIy BAHHS

eKcILTyaTalli
(excrutyaTarliitti

[ Ipouenypu
00JIaqHAHHS
BUTPATH — BUTPATHI MaTepiajiu)

001aIHAHHSI (TexHIYHE

00CITyroBYBaHHS)

[Tpouemypu OGCJIyI‘OBYBaHHﬂ

IHmi mpoueaypu (YTOYHUTH)

Pa3oM, rpuBeHb

KinbKicTh cy0’eKTiB
TOCIIOAAPIOBAaHHS, IO ITOBHHHI

6 015
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BUKOHYBAaTH BHMOTH
peryoBaHHs:, OUHHIb

CyMapHO, rpHBEHD

O1iHKa BapTOCTi aJMiHICTpPATUBHUX HpoUENyp Cy0’€KTiB MaJoro IiANPHEMHHUNITBY
MI0A0 BUKOHAHHS PEeryJIIOBaHHS Ta 3BiTyBaHHS

9.

[Tpouexypu OTpHMAHHS]
nmepBuHHOI iHGOpMamii mpo
BUMOTH pPeryJIIOBaHHS

Ompumanna  ingpopmayii  ma
ONPAYIOBaAHHS 8UMO2
pe2yN08aHHs AK YNPAGIIHCLKULL
npoyec — 3 2o0uru (0,37 ous) *
65,91 2pH/Oenv * 1 npayisHux

24,4 rpH.

X

24,4 TpH.

10.

[Tpouexypn oprasizariii
BUKOHAHHS BUMOT]
peryoBaHHS

Ogopmnenns ma YKIAOAHHS,
0ozoeopy — 3 2o0unu (0,37 Ons)
* 65,91 epr/dens * 1 npayienux

24,4 rpH.

24,4 rpH.

11.

[Ipouenypu odimiitHoro

3BITYBaHHSA

Ogopmnenns ma  NOOAHHS
sidomocmell npo HaaeHicmb
Mmb ma nepcoHany 3a HOBOI
dopmoro — 3 200unu (0,37 ous)
* 65,91 2pn/oenv * 1 npayienux

24,4 rpH.

24,4 rph.

12.

[ Tponenypu 010
3abe3IeYeHHs IIpOLIECy
MepPEBIPOK
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13.  [Immi nponenypu (YTOYHHTH) | -
14. [Pa3om, rpuBeHb 73,2 rpH. X 73,2 rpH.
15. [Kigekicth cy0’ekTiB Majoro6 015
MiATPUEMHHUITBA, L0 ITOBHHHI
BUKOHATH BHUMOTH|
pErynOBaHHsA, OAUHHLD
16. |CymapHo, rpuBeHb 440 298 X 440 298

BroaskeTHI BUTPaTH HA aJAMiHICTPYBaHHS pPeryJiloBaHHA Cy0’€KTiB
MaJioro miAnpHEMHHUITBA

Po3paxyHok OIOKETHMX BHUTpPAaT Ha aaMIHICTPYBaHHS pETyJIOBaHHS

I

BiJIMIOBiTHOTO OpraHy Jep>aBHOI By YU OPraHy MiCIIEBOTO CaMOBPSAyBaHHS, IO
3ay4eHHd OO0 Ipolecy peryJjiloBaHHS He 3HiMCHIOBAaBCA, OCKUIBKHM JIOJAaTKOBHX
BUTpAT He nepeabdadacTbes.

IIpouenypa
peryJItoBaHHs
cy6’ekTiB
MaJIoTro
HiANPUEMHULITB
a (po3paxyHOK
Ha OJHOTO
THIIOBOTO
cy6’exTa
rocriogaploBaHH
s MaJIOTO
HiIIPHEMHULITB
a - 3a oTpebu
OKpEeMO IS
cy0’€eKTiB
MaJIoro Ta
MIKpO-
MiAIPUEMHULITB)

IInanoBi
BUTpPATH
Jacy Ha
npouenyp
y

Baprictb
qacy
CHiBPOOITHHK
a opraty
JlepXKaBHO1
BIaAH
BIMMOBIHOL
KaTeropii
(3apobiTHa
TjIaTa)

Ominka
KUIBKOCTI
IIpoUenyp
3a piK, 110

IIpUIaJAI0T
b Ha

OJTHOTO

cy6’ekTa

OmiHka
KIJIBKOCTI
cy6’exTiB,

110
MiAIIaJaI0Th

A Jito

IpOLEeAyPH
peryJroBaHH
o

Butpatu Ha
aJIMiHICTpyBaHH
s
perymoBaHHs*
(3a pix),
T'pUBEHb
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1. O6iik
cy6’exTa
rOCIIOapIOBaHH
s, 0 nepebyBae
y chepi
peryJoBaHHS

OnpayioeanHs
gidomocmeti npo
HaseHicMmb MmO
ma nepcoHany
3a HO8010
¢opmoro

20 xs.

36,11 rpH.

6 015

72 400 rps.

2. [Torounuit
KOHTPOJIb 32
cy6’exTOoM
rOCIIOJapIOBaHH
51, 10 repebyBae
y cepi
pEryJIIOBaHHS, y
TOMY YHCII:

KaMepaJibHi

BUI3HI

3. ITinroroBka,
3aTBEPIKEHHS
Ta ONPALIOBAHHS
OJHOTO
OKpEMOT0 aKTa
PO MOPYyIIeHHS
BHMOT
peryJIoBaHHs

4. Peanizartis
OJTHOTO
OKpeMOro
pillleHHS IIOA0
TIOPYLIEHHS
BHMOT
peryJiroBaHHs
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5. OckapxeHHS
OJJHOT'O
OKpeMOTo
pillleHHS
cy0’ekTaMu
rOCIOIapIOBaHH
st

6. ITlinroToBKa
3BITHOCTI 33 - - - - -
pe3yJIbTaTaMH
peryJIroBaHHS

7. T
aAMiHiCTpaTUBHI - - - - -

MpoLEaypH
(YTOYHHUTH):

PazoM 3a pik 20xs | 3611 rpH. 1 6 015 72 400 rpH.

CymMmapHo 3a
I’ SITh POKIB

* Bapricth BUTpaT, IOB’S3aHUX 3 aIMiHICTPYBaHHSAM IIPOLIECY pEryJIIOBaHHS
JIep)XKaBHUMH OpraHaMM, BH3HAYAETHCS IIUIIXOM MHOXEHHS (PaKTHUYHHX BUTPAT
Yyacy IepcoHaly Ha 3apoOiTHy IUIaTy cIelliajlicTa BiANOBigHOI KBajidikanii Ta Ha
KUIBKICTh CYO’€KTiB, IO MiAMAJalOTh Mi A0 NpolelypH peryliiOBaHHs, Ta Ha
KUTBKICTH IIpOLeAyp 3a piK.

Jlep>xaBHe peryJiloBaHHS He Iepen0adac YTBOPEHHS HOBOTO JEPXKaBHOIO
opraty (ab0 HOBOT'O CTPYKTYpPHOTO MiApO3AiTy OiF090T0 OpraHy).

IlopsaxoBuilt HOMep Hazga Butpatu Ha CyMapHi BUTpaTH Ha
IEP>KaBHOTO aZIMiHICTpyBaHHS aJIMiHICTpYBaHHS
OpraHy pEryJIIOBaHHA 3a PiK,/peryIiOBaHHA 32 I’ ATh
TPUBEHb POKiB, 'PUBEHb

CyMapHo GroKeTHi
BUTpATH Ha
aJMIHICTpyBaHHS

Hepxikciryx6a 72 400 rpH. --
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peryJIioBaHHS
cy0’€KTiB MaJIOro
i AMpUEMHHLITBA

4. PozpaxyHOK CyMapHHX BHTPAT cy0’€KTIB MaJIOro miinpHEMHHUTBA, W0
BHHHMKAaIOTh HA BUKOHAHHSI BUMOT Pery/l0BaHHSA |

[lopsnkoBuii [Toka3Huk Iepumii pik 3a ’ATh POKiB
HOMep peryJroBaHHs
(cTaproBuit)
1 OmiHka “ipAMUX” BUTpaT
cy0’€KTiB MaJIOTO
y 0,00 0,00
iAIpUEMHULITBA Ha
BUKOHAHHS peryJIroBaHHSI
: . 440 298 0,00
2 Ouinka BapTocTi
aqMiHICTPaTHBHUX TPOLIE
A Ffp . poHeayp (cy® ekt
111 Cy0’ €KTIB MaJIOrO
! MOBHHEH
i IPUEMHHULITBA IIOA0
BHUKOHYBaTH
BUKOHAHHS PETYJIIOBaHHS Ta
. BHMOTH
3BiTYBaHHA
peryJIIOBaHHS
JIUIIE B NIEPIIUiT
piK)
. 440 298 0,00
3 CyMapHi BUTpaTH MaJIoTo
HiAIPUEMHHUIITBA Ha ,
(cy6’exT
BUKOHAHHS 3aIlJIAHOBAHOT'O
HOBHHEH
peryJoBaHHS
BUKOHYBaTH
BUMOTH
- peryJIroBaHH
JIAIIE B NEPIIUN
piK)
. 0,00
4 bro/KeTHI BUTpaTH Ha ’
aZMiHICTpyBaHHSA
> ot (BUTpaTH Ha
peryoBaHHs Cy0’ €KTiB .
. MiHi
MaJIOro Ii JIPUEMHHIITBA 72 400 rpH. aAMIHICTpY BaHHA
peryJroBaHHS
JIVIIE B NEPIIUNA
piKk)
. 512 698 rpH.
5 CyMapHi BUTpaTH Ha 0,00
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BUKOHAHHS 3aIJTAHOBAaHOT'O
peryJroBaHHA

OOpaxyHKH BUTpAT 3a II’ATh POKIB HE IIPOBOJMIIMCEH, OCKIIIBKH Jii, OB’ A3aHi i3
3alPOBaKEHHS PETryJIIOBaHHS 3 OOKy Cy0’€KTiB rocriogapioBaHHs Ta OpraHy Biaau
€ OJTHOPA30BUMH i 3iMCHATHCS y HepIIUi piK 3alIpOBa/DKEHHS peryIlOBaHHA.




IMPOEKT

KABIHET MIHICTPIB YKPATHHA

NMNOCTAHOBA
BiJl 2024 p. Ne

Kuis

IIpo BHeceHHs 3miH Ao JlineH3iiHAX YMOB NPOBa’keHHs rocNoJapchKol
AiLTBHOCTI 3 BAPOOHMNTBA JiKapchKHX 32¢00iB, 0nTOBOI Ta po3ApiGHOi TOpriBi
AiKapCLKMMH 3ac00aMH, iMIOPTY JikapehKHX 3ac¢006iB (KpiM aKTHBHHX
(hapManeBTUYHHX iHrpelicHTIB)

KabineT MinicTpiB YKpaiHi NOCTaHOBJSAE:

1. Brectu no JlilieH31HHUX YMOB NpOBa/UKEHHS TOCHOAAPCHKOL JislBHOCTI 3
BHPOOHHMITBA JKApCHKMX 3acofiB, OITOBOI Ta po3ApiGHOI TOpriBdi TiKapChKUMH
3acob6amMM, IMIIOPTY JiKapchKUX 3aco0iB  (KpiM aKTHBHMX (apMaleBTHYHHMX
iHTpeNieHTIB), 3aTBepKeHUX MocTaHoBolo KabGieTy MiHicTpiB Vkpainn Bin 30
mucronana 2016 p. Ne 929 (Odiwiitauit Bicuuk Ykpainy, 2016 p., Ne 99, ct. 3217; 2021
p., Ne 67, ct. 4230, Ne 78, cT. 4933; 2022 p., Ne 40, cT. 2176), 3MiHH, 110 TONAKOTHCH.

2. Il moctanoBa HaGHUpae YMHHOCTI Yepe3 JBa MicsLl 3 JHA 1i omyOmiKyBaHHS.

IIpem’ep-minicTp YKpainu Henuc MHUT' AJIb

%g LA D



3ATBEP/DKEHO
noctanosoro Kabinery MinicTpiB YKpainu
BiJ Ne

3MIHU,
IO BHOCSITHCS 10
JlineH3iiiHHX YMOB POBasKEHHS TOCOAAPChKOT AiVILHOCTI 3 BHPOOHHITBA
JikapchbKHX 3ac00iB, ONTOBOI Ta po3ApiOHOT TOPriBJi JikapchbKHMHM 3ac06aMH,
iMnopTy JikapcbKHX 3ac00iB (KpiM aKTHBHHX (hapManeBTHYHHX iHIPeJicHTIB)

1. A63an mwoctyii myHkTy 7 JlineH3iiHIX yMOB BUKJIACTH y TaKii peAakiiii:

«JIJ18 eJIEKTPOHHOI po3ApiOHOT TOPTiBIIi TiKapChKUMH 3ac06aMH - BiIOMOCTI IIpO
HasBHICTh MaTepialbHO-TeXHIUHOI 6a3u Ta KBai(piKOBaHOTO NepCOHATy, HEOOXITHUX
1718 TPOBA/DKEHHS TIOCIOAAPCHKOI MisUTBHOCTI 3 eJeKTPOHHOI po3ApiOHOI TOpriBii
nikapchKUMM 3acob6amu, 3a (OpMOIO 3rifHO 3 JomaTKoM 24, KoIlid J0roBopy 3
OIlepaTopoM IIOLITOBOTO 3B’S3Ky IpPO 3MifiCHEHHS JIOCTaBKH JiKapChKMX 3ac00iB
KiHIIeBOMY CIIOXKMBady, 3aBipeHOro JinensiatoM (y pasi 3aly4eHHsS Ha JOTOBIpPHHX
3acafiaXx OIepaTopiB IMOIITOBOTO 3B’s3Ky), KOs JOTOBOPY IPO BHKOPHCTaHHs BeO-
caiiTa JilleH3iaTa, KK Mae IpaBo Ha 3[iMCHEHHS eJIeKTPOHHOI po3piOHOI TOpriBii
JNiKapchKMMHE 3acobaMu Ta iHdopManis mpo skoro BHeceHa no Ilepeniky cy0’ekTis
rOCIIOJAPIOBAHHS, [II0 MAIOTh MPaBO Ha 3J[iIHCHEHHS eJIeKTPOHHOI po3ApiOHOI TOPriBIi
NiKapchbKMMH 3aco0aMH, 3aBipeHOro JlileH3iaToM (y BHNAIKy BiICYyTHOCTI BJI4CHOIO
BeO-caiiTa); ».

2. JNomosuuty JlinewsiitHi ymoBu myrkToM 159! Takoro 3micty:

«159'. JlinemziaT, s#xkuMii Mae IIpaBO Ha 3HiMiCHEHHsS poO3ApiOHOI TOpriBmi
NiKapCBKMMH 3ac00aMHU MOXKE 3/IFICHIOBATH BiJITyCK JIIKAPCHKUX 3aC001B 3 alTekK Ta iX
CTPYKTYPHUX MiAPO3/IiMNiB 32 NONEPEAHIM 3aMOBIIEHHAM CIIOXHBaYA.

Po3MillleHHs OpOITO3MIIiH LMIOA0 MPOJaXy JIKapChKUX 3aco0iB 3a HONEpEeaHIM
3aMOBJICHHSIM CIIO)KHBada MOJKE 31MCHIOBATHCS BUKIIOYHO Ha BeO-caiiTi jJileH3iara,
SKMM Mae IpaBO Ha 3JiHCHEHHS eJEeKTPOHHOI po3ApiOHOI TOPriBiIl JIKapCHKMMHU
3acobamMu  Ta iHQopMamis 1po sKoro BHeceHa Jo Ilepenmiky cCy0’€KTiB
TOCIIONAPIOBaHHS, [[I0 MAIOTh NPaBO Ha 3/iiCHEeHHs elIeKTPOHHOI po3piOHOi TOPriBi
JKapCBKUMM 3aC00aMU.

PosmimenHs mpomo3uliiii JineHsiara, nependadeHux abd3anoM APYTUM ITyHKTY
159! JlimeHsiMHUX yMOB, 3MAIMCHIOETBCS 3a HASBHOCTI JOTOBOPY, YKJIaIE€HOTO
3 JimeH3iaToM, IO Mae€ MpaBO Ha 3IHCHEHHSA eJeKTPOHHOI po3apibHOI Toprisii
JTKapCHKUMHU 3ac00aMu.

VYV pasi po3MilieHHs TPOIO3MIii MO0 IpoAaxy JiKapchbKMX 3acobiB 3a
HomepeHIM 3aMOBJICHHSM Ha BeO-calTi JileH3iaTa, SKUH Mae NpaBo Ha 3AiHCHEHHS
€NIEKTPOHHOI pO3ApiOHOI TOPriBIi JTiKapCEKUMHU 3acobaMu Ta iHGopMaIlis Mpo SKOro
BHeceHa 10 [lepeliky cy0’€KTiB rOCIIOIapIOBaHHs, 1110 MAIOTh NIPaBO Ha 34iHACHEHHS
eJIEKTPOHHOI pO3/piGHOI TOpriBii JiKapchbKMMM 3acobaMu JilleH31aT 3000B’sg3aHHM
3a0e3meunTH JIieH31ara, 3 SKUM YKJIaJAeHo JOroBip BignoBigHO 1o JlineH3iitHMX yMOB,
aKTyaJsHOIO iHQOpMaIli€ro Ipo:



JKapchKi 3acOo0H, MOCTYIHI MO 3aMOBJEHHS Ta MPOJAXYy, i3 3a3HAUEHHAM iX
aKTyaJIbHOI I[iHM, a TaKOo)XX IIOBHOI Ha3BH IJiKapchKoro 3acoOy, iH¢opmauii mpo
BHUPOOHHKA, YMOBH 30epiranHs, iIHCTPYKILiil Ui MEIMYHOTO 3aCTOCY BAHHS JIIKapCHKOTO
3ac00y 3rifHo 3 HaHuMH J{ep)KaBHOTO PeeCTpy JiKapChKHUX 3aco0iB;

pPeXXMM pOOOTH alTeYHUX 3aKJaiiB JilleH3iaTa, 3 AKUX 3A1HMCHIOEThCS BiJITyCK
JiKapChKUX 3aco0iB 3a IOIepelHiM 3aMOBJIEHHSM CIIOXKMBauda i3 3a3HauyeHHIM ixX
azipec.

Jlinensiar, sAkuid 37iMCHIOE BIAMYyCK JKapchkuUX 3acob0iB 3 anTeKk Ta ix
CTPYKTYPHHX HiAPO3IiNiB 32 NONEepeAHIM 3aMOBIIEHHSM CII0)KHMBada, 3000B’ I3aHAN:

BECTH OO0JIiK TAaKUX 3aMOBJICHb;

3a0e3MeynT BiANyCK JiKapChKHUX 3ac00iB CIIOXKUBAdy 3a KUIBKICTIO Ta IIHOIO,
BHU3HAYEHUMH y 3aMOBJIEHI.».

3. A63an TpeTili myskTy 1842 BUKIAacTH y Takil pemaxiii:

«BJIaCHOTO BeO-caiiTa abo BeO-caiiTa iHIIOrO JIilleH31aTa, 0 BUKOPHCTOBYETHCS
Ha JOTOBipHHX 3acajaax, iHpopMalis mpo skwii BHeceHa no Ilepemiky cy0’ekTiB
TOCIIOAapIOBaHHS, LII0 MAIOTh IIPaBO Ha 311 iCHEHHS eJIeKTPOHHOI po3ApiOHOI TOpriBmi
JTIKapCBKUMH 3aco0aMM CTBOPEHOMY B apecCHOMY MPOCTOpl YKpaiHCBKOrO CerMeHTa
IaTepueTy;».

4. Tlynkr 184* BUKIacTH B Takii peaakuii:

«184*. Be6-caiit, iHdopMalis mpo sKuil BHeceHa go Ilepemiky cy6’ekTiB
rOCIIOapIOBaHHs, [0 MAIOTh IIPaBoO Ha 3Ai1MCHEHHS eJeKTPOHHOI po3ApiOHOI TopriBmi
JIKapCBKUMHU 3ac00aMU, TOBUHEH MICTUTH:

IIOBHe HaiiMeHYBaHHS IOpUAWYHOI ocobm abo mpi3BuIlle, BiIacHe iM’sl, IO
6aThKOBI (32 HAIBHOCTI) Gi3NIHOT 0COOH - IIAIPUEMILS;

[IOBHE HalMeHyBaHHS IOPHUAWYHOI ocobu abo Ipi3Bullle, BjacHe iM’s, IO
6aTbKOBI (32 HaIBHOCTI) Gi3HUHOI 0COOH — MIANPUEMI, KA BHUKOPUCTOBYE BeO-CaiT
IUIs opraHi3zamii eJIeKTpOHHOI po3apiOHOI TOPriBii JiKapChKUMHK 3acobamHu Ha
JOTOBIpHUX yMOBaX (3a HasiBHOCTI);

iHdopMaItio Irpo HAsIBHICTE Y JIilleH3iaTa, SKHii BHKOPUCTOBY€E BeO-CalT, JTiIeH3il
Ha IPOBAKEHHS TOCTIONAPCHKOI MISNIBHOCTI 3 po3ApiOHOI TOpPriBii (y TOMY YHCIHI
€JIeKTPOHHOT) JIIKapChbKUMHU 3aco0aMy;

iHdopmMarliilo po HasBHICTh y JilleH3iaTa, KU BUKOPUCTOBY€E BeO-callT IyIs
opraHizalii eeKTpOHHOI po3ApiOHOI TOPriBii JiKapChKUMH 3ac00aMy Ha JOTOBIPHUX
yMOBaXx, JleH31i Ha MpOBa>KeHHs rOCIOAapChKOi AISUIBHOCTI 3 po3apiOHOI TOpriBii
(Y TOMy 4HCIII €JIEKTPOHHO]) JIIKAPCHKUMH 3ac00aMu (3a HasBHOCTI);

JOTOTHN 13 TiNEpIOCHUIaHHAM, IO BifoOpakaeThcs Ha KOXHIM cTOpiHI BeO-
caiiTa Ta IepeBOAUTH CIIOKMBa4a Ha CcTOpiHKY Ilepeniky cy0’€KTiB rocroiaproBaHHs,
II0 MArTh IPaBO Ha 3[1MCHEHHS €JIEeKTPOHHOI pO3JpiOHOI TOPTiBIi JTiKAPCHKHMH
3acobaMu, po3MIIIeHOTo Ha odilifHOMY caitTi Jepxiikcayxou;

pexxuM poOOTH JlilleH3iaTa Ta amNTeYHUX 3aKJaliB, depe3 sKi 3OiHCHIOETHCA
€JIEKTPOHHA PO3piOHA TOPTriBIs JiKapChKUMHM 3aco0aMu Ta sKi BHeceHi 1o [lepenmiky
Cy0’ €KTiB rocIioJaploBaHHS, 1IJ0 MAFOTh IIPAaBO Ha 3]1iiCHEHHS eJIEKTPOHHOT po3apiGHOT
TOPTiBII JIIKAPCHKUMHU 3aco0amu, i3 3a3HadYeHHAM IX ajpec;



pexxuM poGOTH aNTeyHHX 3aKIafiB JilleH3iaTa, 3 AKUX 3JiHCHIOETHCS BIJITYCK
NiKapChKMX 3ac00iB 3a MoepeHiM 3aMOBIIEHHIM CIIOKHBAaYa 13 3a3HAUEHHAM iX afipec
(y BHnajxax, mepeadadeHux myHkToM 159! mux JlineHsifiHux yMoB);

inpopmarriro mpo HoMepH TeledoOHIB, aApecH €NEKTPOHHOI IOIUTH, 338 AKHMH
3IIMCHIOETHCS 3aMOBIIEHHS JIIKAPCHKUX 3aCO01B;

OILII0 HajaHHA KOHCyJbTamii (3a moTpeOM) ¢axiBueM JileH3iaTa, SKui
BigmoBigae kBamiikaliifHUM BHMOTaM, BCTaHOBIEHHMM IIyHKTOM 184-7 mnmx
JlineHsi¥iHMX yMOB, MiJ Yac 3aMOBIEHHS JiKapchKoro 3acoOy depe3 BeO-caiT i3
3a3HaYEHHAM HOMepaA TejieOHyY, aJipect eJIeKTPOHHOI IOIITH, PEXXUMY HalaHHs TaKol
KOHCYJIbTALIi;

indopmaltirto mpo JiKapchki 3acobu, HOCTYNHI [0 3aMOBIEHHSA, NPONAXY,
JIOCTAaBKH i3 3a3HAUYEHHsAM IX aKTyalbHOI IiHM, & TAKOX IOBHOI Ha3BHU JIKapChKOI'O
3aco0y, indopmarii mpo BUpOOHUKA, yMOBHU 36€piraHHs, iHCTPYKIil 11 MEMIHOTO
3aCTOCYBaHH JIIKapChKOro 3aco0y 3rifHO 3 TaHUMHU JlepKaBHOTO PEECTPY MiKAPCHKHUX
3aco0iB;

ingopMarnito mpo JiKapchKi 3aco0H, fKi 3a0OpOHEHi JO JOCTaBKH, - INOZO
JTiKapchKHUX 3aco0iB, BU3HAUeHHX ITyHKTOM 184° nux JlineH3iHHUX YMOB;

indopMaIlifo PO YMOBHM MPOAAXY JIKApCBKUX 3aco0iB, OIIIATy JiKapChKHX
3aco0iB, iX BapTiCTh, CTPOKH, YMOBH Ta BaPTiCTh JOCTaBKH, IIPO MOPsIOK 0QOPMIICHHS
Ta CTPOKH il JOrOBOpY po3ApiOHOI KyIiBIi-IIpoAaxy JiKapChKHX 3ac00iB, IIPO aKiil
Ta 3HWKKH Ha JIIKapchKi 3acobu;

YMOBH [IOBEPHEHHS JTIKAPCHKUX 3aC00iB HEHAJIEXKHO]I IKOCTI.

Indopmartiiiine 3abe3rnedeHHs €JIeKTPOHHOI po3ApiOHOI TOPriBiI JIIKAPCHKHMHU
3acobamM, OpPUMOM 3aMOBJE€Hb Ha MPOJAX JIKAPCHKAX 3aco0iB JUCTAaHIIMHO
3MIMCHIOETBCS 32 JOIOMOIOK  BjacHOro BeO-cafita abo BeO-caiira, 110
BHKOPUCTOBYETHCSI Ha JOTOBIPHUX 3acajax 3 iHIIUM JilleH31aToM, iHpopMalis mpo
sikuii HasiBHa y [epestiky cy6’ €KTiB rOCTIOAapIOBaHHS, 1110 MalOTh IIPaBO Ha 311 CHEHHS
eJIEKTPOHHOI po3ApiGHOI TOPriBil JIKApCEKUMH 3aco0aMu, HoMepa TenedoHy, Gakcy,
€JIEKTPOHHOI IOIITH.

Be6-caift mineHsiaTa, 110 Ma€ MpaBO Ha 3[AiHCHEHHS eJeKTPOHHOI po3ApiOHOI
TOPIiBJi JIIKApCBKUMK 3aco0amy, MOBHHEH OyTH [JOCTYIHUM AJisl KOPHCTYyBadiB 3
IOPYLIEHHSIMH  30pYy, CIIyXy, OIIOPHO-PyXOBOTO  amapary, MOBIEHHI Ta
IHTEIEKTYaIbHOTO PO3BUTKY, a TakKoX 3 pi3HUMH KOMOIHALliIMH MOpYLIEHb
Bigmosigno mo JCTY EN 301549:2022 (EN 301549 V3/2/1 (2021-03), SDT
«Iadopmarniiiai Texuonorii. Bumoru moao goctynHocti NpoayKTiB Ta mocayr IKT»
(nani - ICTY EN 301549:2022).

Jlng oprasizaiii egeKTpoHHOI po3apiOHOI TOPriBii JiKapCBKUMHU 3acobamu
3go0yBayamMu JtineH3ii a0o JilleH3iaTaMH, IO MalOTh JIIEH31I0 3 eIEeKTPOHHOI
po3apiObHOI TOPriBiIi JIIKAPCHKAMH 3aco0aMH MOXXe BHKOPHCTOBYBAaTHCH BeO-cailT
Jiuen3iara, iHgopMarlis mpo skui HasBHA y [lepeniky cy6’€KTiB rocioJapioBaHHS, 1110
MalOTh IpPaBO Ha 3MIMCHEHHS eJNeKTPOHHOI po3ApiOHOI TOPTiBIl JIKapCHKHUMH
3aco0aMu 3a HassBHOCTI JTOrOBOPIB III0JI0 BUKOPUCTAHHS TaKOro BeO-caifTy.
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Y BHIAJKY, IIepea0adeHoMy a63alioM 4eTBepTUM IyHKTY 184 rux JlineHsiitHux
yMoB iHdopMariline 3a0e3neueHHs eNeKTpOHHOI po3piOHOI TOPriBIi JTiKAPCHKUMH
3aco0aMuy, IpUilOM 3aMOBJIEHP Ha NPOJaX JIKApChKUX 3aco0iB JMCTaHIIAHO
3MIACHIOETBCS JIIIIEH31aTOM, SKOMY HAJEXUTh BeO-calfT, Ha IiACTaBi JOroBOpY 3
NilleH3iaToM, KM Ma€ MpaBO Ha 3AiMCHEHHsS pO3IpiOHOI TOPriBil JIKAPCHKUMM
3ac00aMH Ta BAKOPHUCTOBY€E TaKUi BeO-cailT.

Jlinensiar, skuil Mae NpaBO Ha 3IiMCHEHHS eNeKTPOHHOI po3/piOHOI TopriBii
NiKapCHKMMH 3aC00aMM Ta BHKOPHUCTOBYE Be0G-CaliT y MHOpAAKY, IepeabayeHoMy
a03a1oM II'ITUM IYHKTY 184* nuux JlineH3idHUX YMOB, 3000B’I3aHUiA, 3a0e3eINTH
NileH3iaTa, 3 SKMM YKJIaJIeHo JO0TOBIp, aKTyalbHOIO iHPOpMaIi€ro Mpo:

JiKapchKi 3aco0H, JOCTYIIHI 10 3aMOBIEHHS Ta IPOAAXY, i3 3a3HaUYEHHAM IX IIHH,
a TaKo)X ITOBHOI Ha3BM JIKapChKOro 3acoly, iHdopMarllil npo BHPOOHKKA, YMOBH
30epiranHs, IHCTPYKLUIIl [ MEIMYHOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y 3rifHO 3
naauMu JIep)KaBHOTO PEECTPY JiKapChKHUX 3ac001B;

peXUM poOOTH JiilleH3iaTa Ta aNTedHHWX 3aKiajiB, depe3 fKi 3/AiHCHIOETHCA
eJIEKTPOHHA PO3/piGHa TOPriBMsA NiKapChKUMU 3ac06aMu Ta sKi BHeCeHi 1o Ilepeniky
cy6’ €XTIB rOCIIOAAPIOBAHHS, 1[0 MAIOTh [IPaBO Ha 3/[iICHEHH eJIEKTPOHHOI po3api6HOl
TOPIiBIi JIiIKApCHKUMHU 3ac00aMy, 13 3a3HaYEHHAM 1X afipec.

Jlimenziat, sAxuii 3m;ilicHioe iHbopMaliiiHe 3a0e3nedeHHS EIEKTPOHHOI
po3apibHoi TOpriBii JiKapChbKUMH 3aco0aMM, PO3MILIEHHA IPOIO3UIIA 100
IPOJAXKy JiKapchbKuX 3aco0iB 3a IIONEepeHIM 3aMOBJICHHAM CIIOXHMBAYa, MPUHAOM
3aMOBJIEHb Ha IPOAAXK JIiKapChbKKX 3ac00iB AUCTaHIiHO, 3000B’A3aHuit 3a0e3ne4nTH
nepefady iHGopMalil o0 3aMOBICHHS JIiKapChbKUX 3aco0iB JiLeH3iaTy, 3 AKHM
YKJIQIEHO JOTOBIP BiANOBIIHO ITyHKTY 159! nux JlineHsi#Haux yMoB, abo 1o abzairy
1’ siroro myHKTy 184* nux JlineH3ifHUX yMOB;

JlineHsiar, 0 Ma€ IpaBO 3OiMCHIOBATH eJIEKTPOHHY pO3JApiOHYy TOPriBIIO
NIiKapChKMMM 3ac00aMu, MOX€ JOJAaTKOBO BHKOPHCTOBYBAaTH €NEKTPOHHI MeIW4YHI
indopmariitHi cucTeMy, MiIKIIOYEHI 1O LEHTpalbHOI 6a3sM IaHUX eIEeKTPOHHOI
CHCTEMH OXOpPOHM 3I0pOB’sS. Y pa3l BHUKOPHCTAaHHS €JIEKTPOHHOI MEIUYHOL
indopManifHOi cucTeMH, TIAKIOYEHOI A0 IEeHTpaJbHOI 0a3d AaHMX €JIEKTPOHHOI
CHCTEMH OXOpPOHH 3[I0pOB’S, IO HaJae 3MOIy OTPHUMYyBaTH 3aMOBIEHHS Bif
KOPHCTYBaJiB Takoi CHCTEMH, TaKa eIeKTpOHHa MeAudHa iHdopMaliiiHa cucTeMa
[IOBMHHA MICTUTH: ITOCHIaHHS Ha OQilliiiHuii BeO-calT opraHy JiIleH3yBaHHS, Ha
sKoMy posmilieHo Ilepermik cyG’eKTiB TocHofapioBaHHS, IO MaloTh IpaBO Ha
3MIACHEHHS €JIeKTPOHHOI po3ApiOHOI TOPriBii JiKapCBKMMH 3aco0aMM; OIILIiO
HAJaHHS KOHCyJbTalil QaxiBueM JileH3iara, IO Mae @paBO Ha 3A1HCHEHHSA
€JIEKTPOHHOI PO3IpiOHOI TOpriBil JKapchKUMH 3acob0aMu (3a motpebm), mijg dac
3aMOBJIEHHS JIIKapchbkoro 3aco0y depe3 BeO-caliT eJeKTPOHHOI MeAHYHOl
iHbOopMaLitHOL cCTEMU.».

5. Ilyukt 184% BukiacTy y Takiil peqakiii:



«1848. 3a zanuToM cmoXXHBaya MiJ Yac NMpHitMaHHA Ta/ab0 KOMIUIEKTYBaHHSI
3aMOBJIEHHS JIiKapChKuX 3acobiB ocoba, MpH3HAYeHa 3riJHO 3 myHKTOM 1847 mux
Jlinensiamx ymMoB, 30608’ s13aHa HAJATH BiIIOBIIHY KOHCYJIBTAIIO, II0IHGOPMYBaTH
CIIOXMBaya PO [IOKAa3aHHS O 3aCTOCYBaHHS JIKapChKOro 3acoly, L0 3aMOBIE
CIIOXXHBA4, MOro po3ApiGHy IiHY, TepMiH MPHOATHOCTi, YMOBU BiAITyCKy, yMOBH
30epiranss, B3a€MO/IiI0 3 IHIIMMH JTiKAPCHKIMH 3ac00aMH, aHAJIOTiB y MeXaX OJHiel
Mi>XHAPOIHOI HEMATEHTOBaHOI Ha3BH JIKapChKOTo 3ac00y, yMOBH IIOBEPHEHH:, YMOBH
OILJIaTH, YMOBH JOCTaBKH.)»

6. ITysxt 184° nonoBHUTH a(3aII0M TAKOT'O 3MICTY:

«Jlinensiar, sSxuil 30iHCHIOE €NEKTPOHHY PpO3APIOHY TOPTIBIIO JIKApCHKAMH
3acobamu, 3000B’s13aHUI 3a0€3IeYUTH BiAIYyCK JiKapChbKHX 3aco0iB CHOXHBady 3a
KiJIBKICTIO Ta LIiHOO, BU3HAYEHNMHU Y IPUAHATOMY 3aMOBJIEHL.».

7. TIyHKT mocTuit [oAaTKy 24 BUKJIACTH Y TaKill peakiii:

«6. Jlo IMX BiIOMOCTeM [OAAIOTHCS KOIIii 3aTBepPKEHUX JIIIIEH31aTOM MUChMOBUX
CTaHAApTHHUX POO6OYMX MeToauK (CTaHHAapTHHX OINepallifHuX IpOLENyp), Y SAKHX
ONMCYIOTBCS POBOTH 3 NpuiiMaHHS, peecTpalii, KOMIUIEKTYBaHHs, 30epiraHHs,
IOCTAaBKM 3aMOBJIEHHS Ha JIKapCbKi 3aco0M, HaJaHHA KOHCYJBTAllill, a TaKoX
BiMIIyCKy JIKapChKMX 3acO0iB KiHIIEBOMY CIIOXHBady (IpOIIUTI Ta 3aBipeHi
JilleH31aTOM) Ha apK., KOs JOroBOpY Ha BHKOPHCTaHHsA Beb-caiiTa Ay
eJIeKTPOHHOI po3/piGHOT TOpriBii JiKapChbKUMH 3aco0aMM iHINOro JileH3iaTa,
indopmaiiist mpo sikoro BHeceHa 110 Ilepeniky cy6’€KTiB rocroaproBaHHs, 0 MatOTh
IpaBo Ha 3/iHCHEHHs eJeKTPOHHOI po3ApiOHOI TOPriBIli JiKapchbKMMH 3acobamu (y
BUIIAJIKY BiJICyTHOCTI BIacHOTrO BeO-caiTa;)».
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ITOSICHIOBAJIBHA 3AITUCKA
ao npoekty nocranoBd KaGinery MinictpiB Ykpainu «IIpo BHeceHHsI 3MiH
a0 JlinensiiiHAX yMOB NpOBaJXeHHs rOCIOAAPCHKOI JiILHOCTI 3
BHPOOHHUTBA JIKAapPCHKHUX 32c00iB, oNTOBOI Ta po3apiGHoY TOpriBii
JiKapcLKHAMA 3ac00aMu, iMnopTy JiKapchKHX 3ac00iB (KpiM aKkTHBHHX
¢hapmaneBTHIHHX iHrpeaiceHTIB)»
1. Mera
BrnockonaneHHa BuMor uiofo 3abe3nedeHHs HAcelleHHd JiKapChbKUMHU
3acofaMM Ta CYNyTHIMH TOBapaMd 3 BHUKOPHUCTaHHAM iH(OpMaIiiHo-
KOMYHIKalliIfHUX CHCTEM [JUCTaHLUIHHHUM crnocoboM (eleKTpoHHa po3apiOHa
TOPIiBJIA JIKAPCHKUMH 3acobaMu), JOCTaBKa JIIKAPCHKHX 3aco0IB KiHIIEBOMY
CIIOXKHBAYY

2. O6rpyrTyBaHHA HeOOXIAHOCTI NPHHHATTA aKTa
ITpoekT akTa po3pobiieHo BiANOBiAHO A0 3akoHy Ykpaind Bin 17.09.2020
No 904-IX «IIpo BHeceHHs 3MiH no crarti 19 3akony Ykpainu «[Ipo nikapceki
3aco0M» INOJC 3AIMCHEHHA EJNEKTPOHHOI pO3ApiOHOI TOpriBiai JiKapCBKUMHU
3acobaMu»

3. CyTb NpPOEKTY aKTy

ITpo€EKTOM aKTy BIOCKOHATIIOIOTBCA BHUMOTH A0 3/iMCHEHHS MISAIBHOCTI 3
eleKTPOHHOI po3apiOHOI TopriBmi JiKapchKMMHM 3acobaMy Ta iX JOCTaBKH
COOXHMBauaM, 30kpeMa OO BeOcaliTy jineH3iara, [0 Ma€ MpaBO Ha 3AIHCHEHHs
€JIEKTPOHHOI po3ApiOHOT TOPTiBI JiKapChKUMHU 3aco00aMHu.

3okpeMa, NPOMOHYETHCA BCTAHOBHTH, IO JiljeH3iaT, AKHWH Mae IpaBo Ha
3nilicHeHHs po3apiOuHoi TOpTiBNI JIKapCchKUMM 3aco0aMu MOXKe 3[1HCHIOBATH
BIAIYCK JIiIKapChKHX 3ac00iB 3 anrTek Ta IX CTPYKTYPHHX MiApO3/iliB 32 OoNepeIHIM
3aMOBJIEHHSM CIIOXKHBada. [IpOEKTOM aKTy BCTaHOBIIOETHCH, L0 PO3MiLEHHA
HOpOMO3MIil MOA0 MpoJaxy JiKapchkuX 3aco0iB 3a MOMepenHiM 3aMOBACHHAM
CIIOXXKMBada MOXe 3/ ICHIOBAJIMCH BUKJIIOUHO Ha BeGcaliTi JTilleH31aTa, Mo Mae IpaBo
Ha 3MifiCHEHHSA eJIeKTPOHHOI po3ApiOHOI TOpriBii JiKapChKUMHU 3acobamu, a
iHdopMallis nmpo Takuii BebcailiT BHeceHa 0 Ilepeniky cy6’eKTiB rocrogapioBaHH,
IO MalOTh MPaBO Ha 3/IiMCHEHHS eIeKTPOHHOI po3ApiOHOI TOPriBii JiKapChKUMHU
3aco6aMu.

Kpim Toro, nponoHyeTscs BCTAHOBUTH, IO BeGcalT, iHGoOpMallis Npo SKuii
HasBHa y [lepeniky cy6’ekTiB rocronapioBaHHs, [0 MalOTh MPAaBO Ha 3MiHCHEHHS
eJIEKTPOHHOL po3opibHOI  TOPTiBi JKapCHKUMU 3acobamu, MOXe
BUKOPHCTOBYBAaTHCs KiJTbKOMa JIleH3iaTaMH [UIS OpraHizaimii eJleKTpOHHOI
po3apiOHOT TOPriBIli TiKapChKUMH 3acobaMH.

ITpoexT aKkTy BperynpoBye NOPANOK po3MimeHHs iHdopmMarii Ha BeGcaiiTi, AKiii
BHKOPHCTOBYETHCS IS 3/IHCHEHHS €eKTPOHHOI po3ApiOHOI TOPTiBIIi JTiKAPCHKUMH
3aco0aMu JIo JIeH3iaTiB, Y TOMY YHCIi OO0 HOCTKYT MONEepeaHbOTo 3aMOBJICHHS
JIKApChKHX 3aCODIB CIIOKHBAYEM.

4. IIpaBoBi acnekTH
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Y naniit cpepi CycHiNpHAX BiAHOCHH IilOTE:

TocroapchKuif KOAEKC Y KpaiHy,

3axoH Yxpainu «IIpo mikapcbki 3acobu»;

3akon Ykpainu «IIpo Jinen3yBaHHA BUAIB FOCIIONAPCHKOL JISTBHOCTI;

Tloctanora Kabinery Minictpis Yipaiuu Bix 30 micronana 2016 poky Ne 929
«[Tpo 3atBepmxenns JliLeH3iHHUX yMOB MPOBAKEHHA rOCTIONAPCHKOT JiAIBHOCTI 3
BUPOGHHIITBA MiKApCBKHX 3aCc06iB, onToBOI Ta po3ApiGHOI TOPriBili JiKapCHKUMH
3aco0aMy, IMIOPTY JIKapChKMX 3aco0iB (KpiM aKTMBHHX (DapMaleBTHIHUX
IHTPEIi€HTIB)».

5. ®inancoBO-eKOHOMiYHE OOIPYHTYBaHHS
Peajizalis o0XKeHb MMPOEKTY akTa He oTpedye GhiHaHCYBaHHA 3 IePXKaBHOTO
Ta /ab0 MicIIeBOTO OIOIKETY.

6. Ilo3uuis 3ainTEepecoBaHUX CTOPIH

IIpoeKT aKTa He CTOCY€ThCS INHTaHb (YHKIIOHYBaHHS MiCLIEBOrO
CaMOBpSLyBaHHs, [paB T4 IHTepeciB TepUTOPiabHUX TIpPoMajl, MICLEBOro Ta
PEriOHATBHOTO PO3BHTKY, COLIATBHO-TPYHoBOi cdepw, yHKHiOHYBaHHS 1
3aCTOCYBaHHS YKpAiHCHKOI MOBH 5K J€pKaBHOI, TOMy He MOTpPefye MOrOmKeHHs 3
YIIOBHOB2)KEHHMH IPEICTABHHKAMH BCEYKPaiHChKHX acolialii opraHis MicLeBoro
CaMOBDAAYBaHHS,  BiJlIOBIJHMUX  OpraHiB  MICUEBOIO  CaMOBpsARYyBaHHA,
YIIOBHOBKEHHMX IPEACTABHUKIB BCEyKpalHCBKUX HpoQCIiuIoK, ix 06’eIHaHb Ta
BCEYKpalHCBKHX 00’ eIHaHb opranizaniit poboToznaBuis, YpaaosuM
YIOBHOB)XKEHMM 3 IpaB oci® 3 iHBamifHICTIO BCEYKPAaiHCBKMX TI'DOMAJICBKHX
opraHizamiii oci6 3 iHBamigHicTIO, iX CHiNOK, YIIOBHOB&XEHOro i3 3aXHCTY
JepKaBHOI MOBH. |

[TpoekT axkTa He CTOCYEThesi cepH HayKoBOI Ta HAayKOBO-TEXHIYHOI
JisTBHOCTI, TOMy He notpefye noromxeHHs i3 HaykoBum xoMiTeToM HarionanbHol
paIy 3 IUTaHb PO3BUTKY HAyKH i TEXHOJNOTIH.

ITpoexT akra moTpebye MpoBefeHHA INyOMiYHUX KOHCYJBTALif MIJITXOM
pO3MILLIEHHS IPOEKTY aKkTa Ha otiuitHoMy BeGcaiiTi JlepxaBHoi ciryx6u Ykpaind 3
NiKapChKUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKaMU MiHicTepCTBa OXOPOHH 3[0pOB's
Ykpainu. '

Ilpoext akta mnorpebye mnoromkeHHs 3 MinicrepcTtBoM mudpoBoi
tparchopmanii YkpaiHu, MiHicTepcTBOM €KOHOMIKH YKpaiHH, MiHiCTepcTBOM
¢inanciB YkpaiHu, AHTHUMOHONOJNEHMM KOMITETOM YKpaiHH, YIIOBHOBAXXECHHUM
BepxosHoi Panu 3 npaB moguHu, YnosHoBaxeHUM [IpesupeHTta YkpaiHu 3 mpas
mozjel 3 iIHBaNAHICTIO Ta Jlep)XXaBHOIO PeryIATOPHOIO CIIy 0010 Y KpaiHu.

Ilpoekt axta morpedye IMpoOBeleHHS IPaBOBOI eKcnepTH3W B MiHICTepCTBi
focTHHil YKpaiHu.

7. Oninka BignosigHoCTI

IIpoexT axTa He MICTHTB MOJIOXKEHB, IO CTOCYIOTHCs 30008’ 513aHb YKpalHH y
chepi eBponeicrkoi iHTerpaiii, mpas Ta cBobon, rapaHToBanux KoHBEHLi€I0 TIpo
3aXHUCT IIpaB JIOAUHH 1 OCHOBOIOJOXHMX CBOOOJ, BIUIMBAIOTHh Ha 3abe3redeHHA



piBHHX 1paB Ta MOXJIMBOCTEMN XIiHOK i YONMOBIKiB, He MICTATH PU3UKH BIMHEHH]
KOPYIIHUX IIPABOMOPYLIEHb Ta PAaBONOPYILCHD, 0B’ A3aHKX 3 KOPYINIUI€w, He
CTBODIOKOTH MiZICTaB JJIS JUCKPUMIiHALI.

Y mnpoekTi aKTa BIACYTHI IOJOXEHHS, fKi MICTATH PHU3HKH BYMHEHHA
KOPYILUifiHKMX IIPaBONOPYILIEHB Ta IIPaBOMNOPYLIEHb, OB’ A3aHUX 3 KOPYILIEK.

AHTHKOpYTIIHE, rpoMajchbka aHTHKOpYMLIiiHa, rpoMazchKa
AHTHUOUCKpUMiHAIlfiHa Ta TPOMAajChKa TeHJEPHO-NPaBOBa EKCIEPTH3H He
IIPOBOZUNACE.

[Ipoekt axkTa mnOTpebye TpOBENEHHA aHTHKODYILIMHOI ~eKCIEePTU3H
HamioHansHMM areHTCTBOM 3 IUTaHb 3an00iraHHA KOpYIIii.

8.IIporuoz pe3y.abTaTiB

PeaJtizallist IIPOEKTY aKTa O3UTHBHO BILIHHE Ha pUHKOBE CepeloBHIIE Y chepi
rocIoJapchkoi AiSIBHOCTI 3 BHPOOHHLTBA JIIKAPCHKHX 3acobiB, omToBOl Ta
po3Ipi6HOT TOpriBM JNiKapCHKUMHU 33c00aMH, IMIIOPTY JIKapChKUX 3ac00iB (KpiM
aKTHBHUX (hapMaleBTHYHUX IHIDEIEHTIB).

Peamizallil NpOEKTy aKTa He MaTHMe BIUIHBY HA DO3BHTOK pETiOHIB,
MiIBAIIEHHA Y4 3HIDKEHHS CIIPOMOXHOCTI TEPHTOpialbHUX TPOMal, PHHOK Ipal,
piBeHp 3alHATOCTI HacelneHHs. Peanmizalis MONOXEHP MPOEKTY aKTa HE MaTHME
BIUTHBY EKOJOTIK0 T4 HABKOJMIIHE MPHUPOJAHE CepeloBHINE, OOCAI MPHPOIHKX
pecypciB, piBeHb 3a0pyIHEeHHs aTMOCHEPHOrO IOBITPS, BOJAM, 3eMellb, a TAKOX Ha

iBeHDb 3a0pyIHEHHs YTBOPEHHMH BiIXOaMH, Ta Ha iHINI CYCIiNbHI BiAHOCHHH.

BainTepecoBana | BrumuB peamizamii [TosicHeHHS O4YiKyBaHOTO BILUTUBY
CTOpOHA aKTa Ha
3alHTEPECOBAHY
CTOPOHY
Cy6’extH [To3uTuBHUHA BperyntoBaHHS  NpPaBOBIAHOCHHH Y
rocriofaproBaHHs chepl JLIEH3yBaHHA IOCNONAPCHKOL

IisUIGHOCTI 3 BHPOOHMITBA JIIKaPCHKUX
3aco0iB, OIITOBOI Ta po3ApiOHOI TOpriBii
JTiKapchKMMH ~ 3acobamu,  iMmopty
JHKapchKHX 3aco0iB  (KpiM axkTHBHHX
(hapManeBTHUHUX iHrpenieHTIB),
eneKTpoHHOI  po3apibHoi  Toprisii
MKapChbKUMKU  3aco0amH,  OCTaBKU

JKapCHKUX 3aco0iB KiHLIEBOMY
CIIOXKHBAYY.
I'pomansiau [TosuTuBHUN JocTtyn rpoManmsH OO0 HeoOXiZHHUX

JKAapChKHX 3aC00IB HAJISXKHOI AKOCTI

~
re

r//

I'osioBa JlepxaBHOT ci1y:k0H YKpaiHn
3 JiKapchbKHX 3ac00iB Ta KOHTPOJIIO
3a HAPKOTHKAMH

« » 2024 p.

Poman ICACHKO




IIOPIBHAJNBLHA TABJIUILIS
mo npoexTy nocranosu Kabinery MinicTpis ¥Yxpainu «[Ipo BHeceHHs 3min 10 JlineH3iHAMX YMOB HPOBaJUKEHHS roC0AAPCHKON
RIAIBLHOCTI 3 BHPOGHMITBA JiKAPCHKHX 32¢00iB, onToBoi Ta po3aApidHol TOpriBAi JiKapchKHMH 3ac06amu, iMNOPTY JIiKapchbKHX
3aco6iB (kpiM aKTHBHUX dapManeBTHIHMX iHrpeNieHTIB)»

3MiCT moNIoKEeHH aKTa 3aKOHOAABCTBA

_

3MicT BiZIOBIAHOr0 TIONOXKEHHA MPOEKTY aKTa

Jliuensitini yMOBU NpOBAMKEHHSt FOCHOAAPCHLKOT AiSILHOCTE 3 BUPOGHHLTBA JIiIKAPCHKUX 3acobiB,
iMmopTy JikapchKax 3aco6iB (kpiM aKTHBHHX GapMaleBTHHHHX inrpenicnTin), 3aTBEPAKEHI NOCTAHOBOIO

omrroBoi T2 po3apiGuoi Toprisni gikapchkumu 3acobamu,
Ka6iuery MinicTpie Yxpainu Bia 30 nuctonaga 2016

poxy Ne 929

7. Ao 3a4BH Npo OTpHMaHHA JILGH3IT J0JAI0THCA:

1) mnigTREpAHI MOKYMEHTH HIOAO KOXHOTO MiCL NPOBAKEHHS BHIY
rOCIONAPCHKOT AATBHOCT], MO MiINATAE JileH3YBAHHIO!

IS BAPOGHHITRA JiiKAapchKMX 3acoGiB (NPOMMCIIOBOLO) - KOMis 10CHE
BHUPOGHHYOT AUIBHVIN, 3aTBEPIUKEHOr0 Cy(’ €KTOM roCnojiaploBaHys, B nmanepoBiit
a60 B eIeKTpOHHIM (OPMi Ha eNEKTPOHHHX HOCIAX indopMaii;

I BUPOGHKIITBA (BHFOTOBJICHAS) NIKAPCEKHX 3ac00iB B yMOBaX anTeKH -
BiIOMOCTi 3@ HiANMCOM 3afABHMKAa - Cy6’€KTa rOCIOJAPIOBAHHA NPO HAABHICTH
MaTepiaTsHO-TEXHIYHOT 6a3H Ta Keanidikamiiauii piseHb NpauiBHAKIB, HEOOXiTHHX
1A TIPOBAKEHHS FOCTIONPCHKOI MiAMBHOCTI 3 BUPOOHHUTBA (BUTOTOBNICHH)
JiKApCLKHX 3aCOBIB B yMOBax allTeKH, 3a $OpMOI0, HaBeICHOK Y IO/IATKY 4;

JUIA po3piGHOT TOpriBi JliKApCHKHMH 3ac06aMH - BIIOMOCTI NP0 HAABHICTH
MaTepiabHO-TEXHIAHOl 6234 Ta KBaTi(hiKOBAHOTO MepCcoHaNy, HEOOXigHMX A
POBADKEHHS FOCMOAAPChKOi MIUIBHOCTI 3 po3mpibHOT TOpriBm mikapChKUMH
3acobamu, 3a HOPMOI0, HABSACHOIO Y AONATKY 5;

[UIS eNIeKTPOHHOT pO3APiGHOT TOPriBsi JlikapchKHMH 32C00aMH - BIIOMOCTI IIPO
HAsBHICTb MaTepialbHO-TexHiuHoi ©GasH Ta KBaliikoBaHOTO MNEPCOHANY,
HEOOXiZHMX I IPOBAMKEHHA TrOCMOAAPCHKO] [iANBHOCTI 3  €NEKTPOHHON
pPO3IpPiGHOT TOPriBi NikapchkuMH 3acobaMH, 3a GOPMOIO 3rifHO 3 ZONATKOM 24,
KOMisi JOrOBOPY 3 ONEPATOPOM MOMITOBOTO 3B’A3KY MpO 3MIHCHEHHA JOCTAaBKH
mikapehkux 3acoGiB KiHIEBOMY CIOXMBauYy, 3aBipenoro miuemsiaToM (y pasi
3amyYeHHs Ha JOrOBIPHHX 3aCajaX ONEPATOPiB MOMITOBOTO 3B’A3KY);

JUI% OMTOBOT TOPriBi MIKAPCHKHMH 3acofaMu - BiZIOMOCTi MpO HASBHICTH
MaTepialpHO-TexHiYHOi 6a3y Ta KBaNlidikoBaHOro MEpCoHay, HeoOXianux st

7. Jlo 3aABH IIpO OTPHMAHHA JIiIIEH31] NOJAIOTECA:

1) nigTeepaHi AOKYMEHTH MNOAO KOXHOIO MICIA TPOBA/DKEHHA BHIY
roCHOJAPCHKOT AATBHOCT, MO MMiJArac NileH3yBaHHIO:!

1A BHPOGHMITRA NiKapchKMX 3acoGiB (MPOMHACIOBOrO) - KOMis MOCHE
BHPOOHMIOT AiNBHULL, 3aTBEPIKEHOTO CY0’€KTOM roCIIONApIOBaHHA, B nanepopit
abo B eJeKTPOHHi#H $opMi HAa ENSKTPOHHHX HOCIAX indopmauii;

Wi BUPOOHHMITEA (BHTOTOBNIEHHS) MiKapChKUX 3acobiB B yMOBaxX amTeKkH -
BIIOMOCTi 33 MiANHCOM 3ajBHAKA - CY0'€KTa COCTOJAPIOBaHHA NP0 HAABHICTH
MaTepianbHO-TeXHiuHOT 6a3u Ta KBanidikanifnui piBeHb IpauiBHUKIB, HeoOXiAHHX
JUIA TPOBAJDKEHHS TOCHOAAPCHKO] MiANBHOCTI 3 BUPOGHHLTBA (BUroTOBACHHA)
NikapceKHX 3ac006iB B YMOBaX anTeKH, 32 GOPMOIO, HABEACHOIO ¥ A0JATKY 4;

JIA po3npi6HOT TOPriBii JiKapchkuMH 3acobaMH - BiIOMOCTI PO HasABHICTB
MaTepianpHO-TexHiuHOI 6a3sH Ta KpastidikopaHoro nepcoHanty, HeoOxigmux mns
NPOBA/KEHRS TOCMOAAPCHKOI MIUIBHOCTI 3 PpO3APiGHOT TOPriBI JIiKAPCEKHMH
3acoBaMH, 3a GOPMOI0, HABEICHOIO Y IQ/IATKY 3;

JUISL eNEKTPOHHOT PO3Pi61OT TOPriBii MiKapChKHMHU 32c00aMH - BIIOMOCTI
MpOo HASBHICTL MaTepiaibHO-TexHigHOi 6a3H Ta KeanidikoBAHOrO MEPCOHANy,
HEOOXiJHMX IS TPOBaMKEHHA TOCHOAAPCEKOl AIANBHOCTI 3  €eKTPOHHOI
pO3piGHOI TOpriRi NiKapChKHMH 3acobamy, 33 GOPMOIO 3rilHO 3 JOAATKOM 24,
KOIisfi AOrOBOPY 3 OIEPAaTOPOM MOWITOBONO 3B’A3KY OPO 3RIHCHEHHS NOCTABKH
NiKApCHKMX 3acoGiR KiHIEBOMY CrHoXuBady, 3apipeHoro mniuessiatom (y pasi |
3aTydeHHs Ha JOTOBIPHMX 3acajax OINCPATOPIB MNOMTOBOTO 3B'A3KY), Komist
JOroBOpY MNP0 BHKOPHCTAHMA BeG-caiiTa niueHsiaTa, AKui mMac npaBo Ha
spificHenHs eJeKTponHo! po3api6HOY TopriBai Jnikapcbkumu 3acobamu Ta
indopmanis npo sikoro eHecena 10 Iepeniky cy6’exris rocnonapiosanus, o
MalOTh TPaBO Ha 3ifiCHEHHs eEKTPOHHOT po3api6uol Topriai JikapchKuMH
3aco6amu, 3aBipenoro JiuensiaToM (y BHOAAKy BiICYTHOCTI BJIACHOrO BeG-
caiira);

A OITOBOI TOPriBNi JHKAPCHKHMH 3aco0aMH - BilOMOCTi MPO HAasBHICTH
MaTepianbHO-TExHIYHO] 6a3H Ta KBaJidiKOBAHOrO MEpPCOHANy, HeoOXinuux s
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OpoBaKEHAS TOCTIOABPCHKOI OUMBHOCTI 3 ONMTOBOI TOPTiBJi MiKAPCHKHMH
3aco6amu, 3a hopMOIO, HABEACHOKO Y AOJATKY 6;

g iMnopTy  mikapcekux 3acoGiB  (KpiM  akTHBHHMX  (apMateBTHIHHX
inrpemieHTiB) - KONiA AOCHE  iMIIOpTEpa,  3aTBEPIKEHOrO  CYG’€KTOM
TOCTIONIAPIOBAHHS, 3a (ODMOIO, HaBeJeHOW Y JomaTKy 7, B maneposit abo
eNeKTPOHHiN Jopmi Ha enexTPOHHMX HOCIAX iR opMAaILii;

2) komia nacnopra 3g06ysada JtineHsii 3 BiAMiTKOW BiATMOBiAHOIrO
KOHTPOJIOIOMOTO OpraHy Mpo BiIMOBY 4epe3 cBOI peiriliHi mepekoHaHHs Bilt
NPAAEATTA  peecTpalifHOro HoMepa o6nikoBoi KapTKE MUAaTHAKa TOAATKB
(noaeThCA TiNbKK QisMaHUMM 0cobamyt - MIAPHEMIAMH, AKi Yepe3 cnoi pemiriiui
NepeKOHAHHA BiIMOR/IOTLCA Bl NPHAHATTA peecTpauifiHoro Homepa obnikoBOY
KapTKH IJIaTHHKA MOJATKIB Ta OBIAOMEIM NPO LiE BiATIOBIAHOMY KOBTPOMIOIOYOMY
opray);

3) indopmallis Npo TATBEP/DKEHHS BiACYTHOCTI 3AIHCHEHHS KOHTPOIO 3a
RiSNBHICTIO Cy6’€KTa roCNOAaPIOBAHHSA Y 3HAYEHHI, HaBEICROMY Y cTaTTi | 3aKoHy
Vipainu “TIpo 3axHCT €KOHOMIYHOI KOHKYpeHI{i’, pe3nAeHTaMH Jepxkas, 1o
3/iiCHIOIOTS 36pOitHy arpeciio MpoTH YKpainu, y 3Ha4eHHi, HABEACHOMY Y CTATTi
1 3akony Vkpainm “Ilpo oGopomy Ykpainu’. Taka indopMmauis nojgaereca B
JOBiNBbHIN GOPMI 3 AOTPUMAHHAM BHMOT NYHKTY 9 tmx Jlinensifinix ymos.

IPOBaDKEHHS T[OCTOAAPCEKOT IAMBHOCTI 3 ONTOBOI TOPriBJi JIKAPCHKHMH
3aco6aMu, 3a GOpMOIO, HABEIEHOIO Y JOJATKY 6;

WA IMIOPTY JKAPCLKHX 3aco0iB (KpiM AKTHBHEX (apMaileBTHYHHX

iHrpemieHTiB) - Komis JOChE  IMIOpTEpa, 3aTBEPIKEHONG  CYH’ekTOM
roOCOAapioBaHAs, 33 (OPMOI, HaBeJeHOW y Jojatky 7, B mnaneposifi aGo

eIeKTPOHHi M GopMi Ha e7EKTPOHHUX HOCIAX iHGopMaLii;

2) komia macmopra 3100yBaya JueHsii 3 BiAMITKOIO BiATIOBIZXHOrO
KOHTPOIIOKYOT0 OpPraHy Mpo BLIMOBY dYepe3 CBOI peniriiimi nepeKoHaHHS Bil
MpUMHATTA peecTpalliiiHoro Homepa oOMiKOBOI KapTKH IUIATHHKA HOJATKiB
(nonaeTses TUMbKH GisHMHAME ocobaMy - N AMPHEMIIMA, AKi 9epe3 cBOi peniriiHi
NIEpPEKOHaHHs Bi AMOBJAIOTECA BiJ IPMIMHATTA PEECTpamiliHOro HoMepa 0GmiKoBOT
KAPTKH IUIaTHHKA NOJATKIB TA [IOBiZOMHNH PO U BiANOBIAHOMY KOHTPOIIOIOYOMY

oprasy},

3) indopMalia Mpo MATBEpIKEHHs BiACYTHOCTI 3MiMCHEHHA KOHTPONMIO 32
HiAMBHICTIO Cy6’€XTa NOCIOAAPIOBAHHS y 3HAYCHHI, HaBeIEHOMY Y CTaTTi 1 3akoHy
Vipaina “Tlpo 3aXHCT €KOHOMi4HOi KOHKYPEHILI’, PE3HACHTAMM epikaB, MO
IAIACHIONOTH 30pOiiHy arpecito npoTH VKpaiHH, y 3HAYEHHi, HABSIEHOMY Y CTATTi
1 3akony Vipaiuu “TIpo oGopoHy Vkpainn”. Taka indopmadis MOZa€TECH B
HOBUTBHIH $HOPMi 3 NOTPHMAHHAM BHMOT [IYHKTY 9 miax JIineH31HHAMX YMOB.

BincyTHe

159.. JlineHsiaT, AKHi Mac NpaBo HA 3nilicHenHst po3apibuol Toprismi
AiKapchbKuMK 3ac06aMHE MOXe 3NiHCHIOBATH BIANYCK JiKAPCLKUX 33C06iB 3
amTex Ta X CTPYKTYpHMX Oiapo3ainiB 33 NonNepeadiM 3aMOBJICHHAM
CNoXKABAYA.

PosmilieHns mnpono3muidi 11000 MNpoAAXy Jikapcbkux 3acobiB 3a
nonepeaniM 3aMOBJIEHHNM CMOXKHBA4a MoOXe 3MiACHIOBATHCH BHKJIKYHO HA
Be6-caiiTi niuensiaTa, sKuH Mac NpaBo Ha 3AINCHEHHS €J1EXTPOHHON po3apiGuoY
Toprisni Jikapcwkamu 3acobamu Ta inmdopmauis mpo sKoro BHeceHa 10
Iepeniky cy6’exTiB rocmogaptoBaHHs, W0 MalTL NPaBO Ha 3AificHeHHs
eJ1IeKTPOHHOT po3apibHoT Toprisai ikapenkumy 3acobamu.

Posmiliends npono3uniil JiuewsiaTa, nepegdayenux adsauom Apyram
nyaxty 159 JliuensifiuAx yMoB, 3AIAICHIETHCA 32 HASIBHOCTI 10roOBOpY,
YKIageHoro 3 JlUeH3iaTOM, IO MAc NpPaBO Ha 3AiHCHCHHH €1eKTPOHHOY
po3apitHoT Toprisii JikapcbKHMHY 3acobamu.

Y pasi posmimenns nponossuiil IoAe npoaaxy Jixapcskux 3acofis 3a .
nmonepeadiM 3aMOBJICHHSIM Ha Be0-caiiTi JiuneHsiaTa, axkmii mac npaso Ha
30ificHeHHsl eneKTpoHHol po3api6uol Toprieni Jixapchbkumu 3acobamu Ta
indopmauist npo sikoro BHeceHa a0 ITepeniky cy®’€xTiB rocnofapioBanus, o
MaloTh NPABO HA 3AifiCHEHHn eIeKTPOHHOI po3Api6HOY Topriei JikapcbKHMH




3acobamu JiueHsiaT 30608’ s13anmil 3a6e3neunTH Jinersiara, 3 AKAM YKIafAeHo
norosip eimmorimne go JlinensiiHux ymos, akTyasbHo indopmauicio npo:

Nikapenki 3aco6m, A0CTYNHI 10 3aMOBJIEHHS Ta TPOARKY, i3 3a3HAYCHHAM
X aKTYaTLHOY UiHA, & TAKOXK NOBHOI HA3BH JikapchKoro 3acoby, intpopmanii
npo BHpoGHuKa, YMOBH 306epiranus, iHCTPYKUil /151 MEWIHOr0 3aCTOCY BAHHR
Jikapebkoro 3acofy srimno 3 aauuMu JlepxaBHOTO peecTpy JiKapchbKHX
3acofbis;

pexum pofoTH anTeuHMX 3aKiafiB JileHsiara, 3 AKUX 3AiHCHIOCThEA
Bignyck nikapchKux 3acoGie 3a momepeJHiM 3aMOBJCHHSIM CIIOXKHBaYua i3
3a3HaYeHHRM X ajpec.

JineusiaT, scuil 3aificHioe Biloyck Jikapcbkux 3acobis 3 anTex Ta X
CTPYKTYpRMX OiIpo3Aifie 3a OOmepexHiM 3aAMOBJIEHHAM CNOXKHBAYA,
30608’ s13aHMii:

secTH 061K TaKHX 3aMOBJICHE;

3a6e3meyuTH BIIMYCK JiKapeLKUX 3ac06iB cNOKHBAYY 32 KUILKICTIO T2
1iHOI, BUHAYEHUMH Y 3aMOBJIEHI.».

1842, EnexTpoHHa po3apifHa TOpriBis NikapCHKAMH 3ac06aMH 3AiHCHIOETECH
Cy6’€KTaMH rocrofapioBaHBA 33 YMOBH HasBHOCTI:

o6/alITOBAHMX nNpMMilieHh Ta/abo 30HM B MaTepianbHili KimHaTi 1A
36epiranns 0QOPpMIICHHX 3AMOBJICHE;

BJIACHOTO Beb-caiiTa B aapecHOMY MPOCTOpPL YKPalHCHKOrO CErMeHTa
Intepuety, imopMamis mpo skuii  BHeceRa mo [Ilepeniky cy6’ekTis
rOCHOAPIOBAHHSA, MO MAIOTh MPaBO HA 3MACHEHHS €JIEKTPOHHOL po3api6uoi
TOpriB/H NikapchKHMH 3acobaMu;

BIaCHOI CIyx6H HOCTaBKH, OONAMHAHHA Ta YCTaTKOBaHa, 10 3abe3neqyroTs
JOTPHMAHH BH3HAY€HNX BHPOGHHKOM yMOB 3GepiraHHA NikapchKHX 3acobiB hihi|
gac iX JOCTaBKH, Ta/abo JOroBopy 3 OMEPAaTOPOM TOMTOBOrO 3B°A3Ky, AKHA Mae
BiZnoBinye obnaAHAaHHA Ta YCTATKYBaHHA Ta BHeceHHH m0 €aHMHOro JAepkaBHOro
peccTpy OnepaTopiB MOIWTOBOIO 3B’ A3KY;

€NEKTPOHHOI CHCTEMH PO3PAXYHKIB Ta/a6o MoGinsuux POS-tepMminailiB LA
3MiCHEHHA eNeKTPOHHMX [UIaTeXiB, B TOMy uYMCHi OaHKiBCHKMX KapTOK
fe3nocepeHbO 3a MiCLIEM HAAAHHA NOCIYTH.

18472, EnexTponHa po3apiGHa Toprims jikapcekuMu 3acobaMH 31 HCHIOETECA
cy6’eKTaMH rOCIIOAAPIOBAHHA 32 YMOBH HASBHOCTI!

OONAIITOBAHMX TNpUMilIeHs Ta/260 30HM B MaTepiambHill KiMuari JUId
36epiraHHg oHOPMACHUX 3aAMOBJICHb;

«BjlacHOro BeG-caiiTa a6o BeO-caiita immoro JjimemsiaTa, wio
BHKOPHCTOBYETLCS Ha IOrOBIpHMX 3acanax, indopmMauia mpo AKHiA BHECEHA 10
Mepeniky cy6’ekTiB rocnosaprBadHs, W0 MaKTL NPaBo Ha 3ailicHe HHA
ellekTpoHsol po3apibuol Toprieji JikapcbkumH 3aco0aMH  CTBOpeHOMY B
afpecHoMY NPOCTOPi yKpaiHChKOro cerMenTa InTepHeTy;».

BJIACHOT CTy&6H mOoCTaBKH, 0ONaZHAHHA Ta yCTATKOBaHA, WO 3abe3nevyoTh
JOTPHMAHHA BHIHAYEHUX BUPOOHMKOM yMOB 36epiraHHs nikapcpxux 3acobiB mia
yac iX JOCTABKH, Ta/a6o JOrosopy 3 OMepaTopoM MOUITOBOTC 3B’S3Ky, AKHH Mae€
Binnosiame obNagHAHHA Ta YCTaTKyBaHHA Ta BHeCeHuH o CAMHOro JepkaBHOTO
peEcTpy OnepaTopis MOWTOBOrO 38’:3KY;

€JIEKTPOHHOT CHCTEMH PO3PaXyHKIB Ta/abo MOGLIbHIX POS-TepMiHaniB A
3fifiCHEHHS eNEKTPOHHMX IUIaTexiB, B ToMy 4HCHi OaHKIBCBKMX KapTok
GeanocepeIHBO 34 MiCLIEM HaJaHHA MOCAYTH.

1844, Beb-caifT niuensiaTa, 10 Mac NpaBo Ha 3AifiCHEHHs eNEKTPOHHOT
po3api6uol Toprieni JikapchKHMH 3aco6aMu, OBUHEH MICTHTH!

noBHe HaliMeHyBaHHA IOPMAMYHOI ocoGH abo mNpi3pumie, BIAacHe IM’s, MO
6aThKOBI (3a HaasHOCTI) Gi3UuHOT OCOGH - MiATPUEMIA;

1844, Beb-caiit, ingopmania npo saxuii Bsecena no Ieperiky cy6’exris

TOCMONAPIOBAHNSA, 10 MAIOTL NPABO HA 3AiliCHEHHN eJleKTPOHHOT po3apiGuol

TOprisJi JikapcbKkumu 3ac06aMu, TOBUHEH MIiCTHTH:
NOBHE HaliMeHyBaHHs 10puAHIHOI ocobu abo Npi3BHlLE, BIACHE iM’s, MO
6aTbKOBI (33 HAABHOCTI) (i3udHOT 0COOH - NiANMPHEMLA, .




inpopmamito Tpo wHasBHicTE Yy JilleH3iaTa iUeHsii Ha [POBAKEHHA
roCroAapehkoi AAILHOCTI 3 Po3ApiGHOT TOpriBmi (Y TOMY 4MCHi €XEKTPOHHOI)
JikapcbKHMH 3ac06aMu;

NOTOTHI i3 rineprocHIaHHAM, O Bio6GpaKacTses Ha KOXHil cTopiHii Beb-
caiita Ta NEepeBONMThL CHoXuBaua Ha cropinky [Ilepemiky cy6’exTip
TOCMONAPIOBAHESA, WO MAIOTh Mpaso Ha 3MMCHEHHA ENeKTPOHHOI po3ApiGHOI
Topripni  nikapchkumu 3acobamu, posMmimesoro Ha odimitHomy caiTi
Hepratixcmyxon;

peXHM poGOTH JiLeH3iaTa Ta alTedHHX 3aKIajiB, Yepe3 fKi 3MHACHIOETECA
CNICKTPOHHA pO3ApiOHa TOprisng JikapchkHMH 3acofamMu Ta sKi BHeceHi 10
MMepeniky cy0’eKkTiB TOCHOAAPIOBaHHA, UI0 MalOTh IpaBo Ha 3AiACHEHHA
enexTposHoT po3api6HOT TOpriBii MiKapchKHMH 3acobaMH, i3 3a3HAYEHHAM iX anpec;

indopMauito mpo HoMepH TenedoHiB, aapecy eIEKTPOHHOT NOMTH, 32 AKHMH
3MIHCHIOETECA 3AMOBIIEHHS JIIKAPCEKUX 3ac00iB;

ONmil0 HagaHHA KOHCYNbTalii (3a notpe6H) ¢axiBnem mineHsiata, AKwH
BiamoBigac xpanidikanifinum BHAMOraM, BCTAHOBNCHHM ITYHKTOM 18477 uux
Jlinen3ifiHMX YMOB, NiJ 9ac 3aMOBJEHHS JiKAapChKOro 3acoly wepes BeG-caiit i3

NoBHE HalMeHyBaHHA IOpHmaHOi ocobu abo mpi3Bume, BIAcHe iM’'#, 11O
6aTbKOBi (32 HasBHOCTI) ¢i3HuHOT 0cO6U — NiANPHEMIM, SIKa BHKOPHCYOBYE BeG-
caif'T ans oprauizauil erexTponnol po3api6rol Toprisai likapecLKHME 3acobamMu
Ha JOrOBipHUX YMOBAX (33 HASIBRHOCTI),

indopMalifo Mpo HAABHICTH Y JiUeH3IaTa, KKK BHKOPHCTOBYE Beb-calT,
nineH3ii Ha MPOBADKEHHS TOCTIOAAPCHKOL MIAMBHOCTI 3 pO3ApiGHOT Toprisii (y ToMy
qHCITi €/IEKTPOHHOT) JIIKapChKMMH 3ac00aMu;

inopMaIilo Opo HASBHICTH Y JlilieH3iaTa, AKHI BUKOPHCTOBYE Beb-caliT 1A
opraHizanii enexTpouHol po3npiéuol Toprisii sikapchKAMA 3acofamu Ha
JOroBipHHMX YMOBAX, JiLeH3ii Ha IPOBAOKCHHS TOCIONAPCHKOL HiSnpHOCTL 3
po3mpibHoi Topriem (y TOMY WHCHI €NEKTPOHHOI) NKApCHKHMH sacobamu (3a
HasBHOCTI);

JIOTOTHI i3 FiNEPNOCH/IAHHSM, O BiNOOPAXAETLCA HA KOXKHIH CTOpiHI BeO-
cafffa Ta NCPEBOMMTH CTOXHMBada Ha CcTopinky [Ilepemiky cy6’€eKTiB
TOCTIOAAPIOBAHHSA, WO MAaloTh IIPABO HAa 3MIHCHEHH:A eNexTpoHHOI po3ApiGHOT
TOpriBNi  JiKapCHKMMH  3aco0amy, PpO3MillleHOTO  Ha o(iuiliomy  caffTi
Jepxikcmy x6u;

pexuM poGoTH JileHsiaTa Ta aNTEYHHX 3aKIAMB, Hepes fiKi 3AIHCHIOETHCA
e/ICKTPOHHA Po3/pi6Ha TOPriBs JiKapcekMMH 3aC00aMH T2 ki BHeceHi ao Ilepeniky
Cy6’cKTiB TFOCTIONAPIOBAHASA, WO MAlOTh MPaBO Ha 3AIACHEHHA €JIEKTPOHHO1
po3api6HOT TOPriBNi JIKAPCHKHMH 3aC06aMH, i3 323HAUEHHAM iX azpec;

pexknM poGoTH anTeYHHX 3aK/IafiB JNilleH3iaTa, 3 AKAX 30iIHCHIOETBCS
Biznyck nikapchkux 3acoGiB 32 ponepeaHiM 3aMOBICHHAM CMOKHBAYA i3
3a3HavYeHHSM X aapec (y BHNagkax, nepeabadeHHX MyHKTOM 159! umx
JliueusiiiHunx ymoR);

indopMaLito npo HoMepH Telne)OHiB, agpecn eNCKTPOHHOI NOMTH, 33 SKHMH
3MiACHIOETRCA 3aMOBEHHS JIIKapChKUX 3aC00iB;

OMIiI0 BAajaHHA KOHCYNETAlii (3a moTpeOM) ¢axiBuem niueHsiata, AKuH
Bimnmomimac xpamipixamifiHHM BHMOraM, BCTAHOBJICHHM IIYHKTOM 18477 wx
Jines3ifuux yMoB, Nif 9ac_3aMOBNeHHs nikapckkoro 3acofy depes BeO-cadT i3
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3a3HAYEHHAM HOoMepa TenedoHy, ajpecH €NCKTPOHHO! NMOIITH, PeXHMY HANAHHA
TAKOi KOHCYJILTAL;

inpopMailitc Tpo MiKapceKi 3acobu, AOCTYMHI MO 3aMOBJIEHHH, MPOIAXY,
JOCTABKH i3 3a3HaMeHHAM iX aKTyaJbHOT WHH, a TAKOX NOBHOI Ha3BH nikapchKOro
3acoby, indopManii mpo BUpoGHHKa, YMOBH 3Gepiranss, iHCTPYKIIT A MEANYHOTO
3aCTOCYBaHHA Jikapchkoro 3acofy 3rigHo 3 JaHEMH [IepXaBHOTO POECTPY
JKapchKMX 3acobiB;

ingopmanilo mpo Nikapchki 3acobW, AKi 3a6opoHeHi N0 NOCTABKH, - IMOAO
nikapChKHX 3ac00iB, BU3HAYCHHX [Ty HKTOM 1843 nux JlineH3iHHAX YMOB;

indopMaliio NPo YMOBH NPOJAXY JIKapChKHX 3aC00iB, OTUIATY MiKapcLKMX
3aco6iB, iX BapTicTs, CTPOKH, YMOBM Ta BapTiCTh NOCTAaBKH, NPO TDOPAACK
odopMIeHHs Ta CTPOKM Aii ZOTOBOPY PO3IPI6HOT KyTHBIi-NPONaXy MiKapCEKHX
3acoGiB, MPo aKIii Ta 3HIDKKH Ha NiKapchKi 3ac00H;

YMOBH TIOBEPHEHH JIKapChKuX 3aC06iB HeHaNeXHOT AKOCTIL

[nopmaniiine 3a6e3neUeHHs JIEKTPOHHOT pO3APIGHOT TOPTiBJIi JiKAPCHKAMHU
3acobaMH, NPHAOM 3aMOBICHE Ha IPOJAX JIKAPCBKHX 3acobie JHCTAHLIHHO
3iBCHIOETHCS NiEH3iaToM 3a IoNOMOroio Horo Beb-caiira, indopmalis mpo Axui
HaspHa y Tlepeniky cy6’eKTiB rocriofaploBaHHA, IO M2IOTH NPaBO Ha 3pificHeHHA
eNeKTPOHHOT PO3APIOHOI TOPriBii JIKAPCHKHMH 3acobamp, HOMepa TenedoHy,
dakcy, eIeKTpOHHOT TOMTH.

Be6-cajiT JlineHziaTa, 10 Ma€ OpPaBo HA 3IIHCHEHHS €JEKTPOHHOI
poznpiéuol Toprisii JiKapcLXuMH 3acoGamu, mosdHeH OYTH JOCTYyNHHM UK
KOPHCTYBa4iB 3 HOpYMEHHAMH 30PY, CIYXY, ONOPHO-PYXOBOTO anapary, MOBICHHA
Ta IHTENEKTYyATHHOr0 PO3BUTKY, A TAKOX 3 DI3HHMH koMOiHalAMH NOpYIICHB
pianosinso xo JCTY ISO/EC 40500:2015 “Inopmaniiini TexHonoril. Hacranosa
3 mocTynnocti Be6-kouTenTy W3C (WCAG) 2.0” He HIK1e piBHA AA.

Be6-caiiT nieH3iaTa, AKuit Ma€ NpaBo Ha 34i HCHEHHA €IEKTPOHHOT po3apibHoi
TOpriBAi JikapchKUMH 3aC00aMH, HE MOXKE BUKODHCTOBYBaTHCA imipM nideH3iaToM
V19 Opraki3amii eJIeKTPOHHOI po3api6GHOi TOPriB MKapChKAMH 3acobamu.

JIOMyCKAETHCA BHKOPHCTAHHA JIILEH3i8TOM IHIIAX BeG-caliTiB BHKIIIOHHO 3
METOI0 PO3MillleHHs aKTyalbHol iHpOpMalii Mpo HajfBHICTE Ta iHy NKapcLKOro
3aco6y B KOHKPETHOMY aNnTeyHOMY 3aKiaji 3 rineprocwiaHisIM Ge3nocepeaHbO Ha

3a3HAYeHHAM HOMepa TenedoHy, afpecH EIEKTPOHHOI MOMITH, PEXHMYy HANaHHI
TaKoi KOHCYILTaLLT; .

inpopmanilo npo Nikapceki 3acoGH, AOCTYMHI 1O 3aMORNEHHA, TPOAAKY,
JOCTABKH i3 3a3HAYEHHAM X aKTYanpHOT LiHH, @ TAKOXK MIOBHOI HA3BH NiKapChKOro
3acoby, inopManii npo BHPOOHHKA, YMOBH 36epiranns, iHCTPYKIIi A MeAHYHOTO
3aCTOCYBaHHA Jixapcbkore 3acofy 3rizHo 3 JaHWUMH IlepxaBHOTO  peecTpy
JixapchKHX 3acobiB;

ingopMaitito Tpo Jikapchki 3acobH, sKi 3a6opoHeHi A0 AOCTABKH, - IIOAO
NiKapChKHX 3ac06iB, BU3HAYEHUX ITYHKTOM 1847 upx JiueH3MHUX YMOB;

ingopMaliio Mpo YMOBH TPOJAKY JIKAPCHKAX 3ac06iB, ONIATY JIKAPCEKHX
3acofiB, IX BApTiCTh, CTPOKW, YMOBH Ta BapTiCTh IOCTaBKH, MPO MOPAROK
o)OpMIIEHHS Ta CTPOKH [ii JOTOBOPY pO3Api6HOI KyQiBJi-Impofaxy JKapChKHX
3ac06iB, Mpo axilii Ta 3HIDKKHA HA nixapchki 3acobu;

YMOBH TIOBEpHEHH: JIKapPCHKUX 3ac06is HeHaNeKHOT KOCTI.

Indopmauiiine 3aGe3nedcHHs eNEKTPOHHOT po3apibHoi Topribii JikapChKUMH
3acoGamMm, OpHMOM 3aMOBNIEHh HA OPORAX JHKApPChKHX 3acobiB  AUCTAHIIHHO
3MHCHIOETHC 3@ [JONOMOroOI  BJACHOTO peG-caiiTa a6o BeO-caiiTa, MmO
BHKOPHCTOBYETLCS HA AOTOBIPHHX 3acajax 3 imwmM JinensiaToMm, iHdopManis
npo sxuii HaseHa y Ilepeniky Cy6’ekTiB rocnonapioBaHHA, IO MalOTh NpaBo Ha
anificHeHH €NeKTPOHHOI po3apibHOi TOpriRmi NikapcekumH 3acobamu, HOMEpa
tenedoHy, pakcy, eNeKTPOHHOI NOLITH.

BeG-cajiT JineH3iaTa, MO Ma€ NpaBo Ha 34 HCHEHHA ECKTPOHHOT po3zpibuoi
TOPTiRNi JiKapCHKMMH 3ac00aMH, MOBMHEH OYTH NOCTYNHHM T4 KOpHCTYBAdiB 3
NOPYWICHHAMM 30Dy, CITyXy, ONOPHO-PYXOBOrO ~afapaty, MOBJeHHA Ta
iHTENIEKTYaNMEHOTO PO3BMTKY, @ TaKOXK 3 DI3HUMH koMmbiHalisM¥ DOpYLICHb
signosiaso go ACTY EN 301549:2022 (EN 301 549 V3211 2021-03), SDT
«JIadopmaniiini Texuonoril. Bumoru uoao HZOCTYIHOCTI MPOAYKTIB Ta MOCIYr
IKT» (nani- ACTY EN 301549:2022).

Js opranizanil esieKTpoHHO! po3apiGHoi Toprigni JikapchKHMH 3acobamn
3n06yBavamu Jiuersil a6o JiueHsiaTamMu, o MaOT: ninensiio 3 eJexTpoHHOl
po3api6uoi Toprisai JikapebkuMu 3acobamu Moxe BHKOPHCTOBYBAaTHCH Bel-
caliT - miuensiaTa, indopmaiis npo sAxuii HagBHA Y Ilepeniky cy6’ekTiB
rOCHOJAPIOBAHHSL, 10 MAIOTL NPABO Ha 3XIHCHEHHA eJIeKTpOHHOT po3apituol
ToOpriBJi JikapcLKHMHE 3acofamu 33 HASBHOCTI Z0TOBOPIB WOA0 BUKOPHCTAHHS
Takoro Beb-caiiry.




6

Beb-CaliT JIUEH3IATA, 3 AKOTO 3AIMCHIOETHCH ENEKTpOHHA pO3Api6Ha TOPriBiA
nikapchkuMu 3acobamp Ta indopMalis Mpo sKHH HagBHA Yy Mepeniky cy®'exris
TOCTIOAAPIOBAHEA, IO MAlOTh TPABO Ha 3HiACHCHHA CICKTPOHHOL po3apibnoi
TOPriBili MKAPCEKHMH 3ac00aMHU.

JTinewsiat, mo Mae MpaBo 3NIMCHIOBATH ENEKTPOHHY PO3APiGHy TOpPriBMIO
MiXapCEKAMM 3aC00aMH, MOXKe JI0J]aTKOBO BHKOPHCTOBYBATH eJIEKTPOHHI MeIHdHi
indopMaLifiHi cuCTEMH, MTUTOYEH] O LEHTPATBHOL 6asu JaHMX €NEKTPOHHOI
CHCTEMH OXOPOHH 370poB’s. V pasi BHKOPHCTAHHA eJeKTPOHHOI MequuHOi
indopMmaniiHOi CHCTEMK, MiAKIOIEHOI 10 HEHTpaTLHOi 6azu JaHHX €JCKTPOHHO!
CHCTEMM OXOPOHH 3O0POB’4, IO HAAAE 3MOry OTPHMYBAaTH 3aMORIICHHA BiA
KOPHCTYBadiB TaKoi CHCTEMH, Taka €NeKTPOHHA ME/MIHa iHpopManiliHa cucrema
NOBUHHA MIiCTHTH: MOCHIAHHA Ha odiuifuil Be6-calfT opraHy JNiNeHsyBaHHd, Ha
sKkoMy posmimeno [lepenik cy6’ekTip rocmojapioBaHHs, IO MaiOTh MpaBo Ha
3pificHeHHS €NeKTPOHHOI po3ApiGHOI TOPriBJi JiKAPCHKHMH 3aco0amMy; ONIilo
HAMAHHA KOHCYJIbTauii daxismem nineHsiaTa, W0 Mae npaBo Ha 3N HCHEHHA
€IIEKTPOHHOI po3api6HOI TOPriRfi JHKapCsKAMH sacoGamHu (3a norpe6u), mia yac
3aMOBJIEHHA JIKapchbKore 3aco0y depe3 BeG-caiT eNeKTPOHHOT MeauYHOl
indopmaniffHOT CHCTEMH.

Y Bunaaxy, nepenéauenomy aG3anmoM 4ETBEPTHM MYHKTY 184* unx
Jinersitianx ymos indopMauiiine 3abeinevueHHst eJIeKTPOHHO! po3aApibuoT
Toprieai JikapchKuMu 3acofamu, NpEHOM 3aMOBJIEHL Ha NPOAAK JikapenKHX
3aco6in AUCTAHIINHO 3aificHIOETECA JineH3iaToM, AKOMY HALEKHTL Beb-caliiT,
Ha mnigcraBi Jorosopy 3 JinensiaTom, SIKHH Ma€ nmpaso Ha apificHeHHst
po3apiuol Toprieui nikapchLKHMH 3ac00aME T2 BHKOPACTOBYE TakHii BeG-caiiT.

JlinensziaT, sxuii Mac MpaBo Ha 3filicHeHHs] eJeKTPOHHON po3npiéuoi
Topriai JikapchKUMM 3aco0aMi Ta BHKOPHCTOBYE pef-calit y nopsaaky,
nepenGaueHoMy a63anoM @’SITHM  OYHKTY 184* ommx Jlinemsifinux ymos,
jobop’sizaumii, 3aGeimeumTH JyiueHsiaTa, 3 AKAM YKJIAAEHO XOroBip,
aKTyanbHOIo indopmanicio npo: .

nixapebki 3ac00H, Z0CTYNHI 10 3aMOBJICHHA TA NPOAANY, i3 3a3HaYCHHM
X miAW, a TAKOXK NOBHOI Ha3BM .JiKapchbKoro 3acoby, indopmanii npo
supoGHuKa, ymosu 3GepiraHud, iHeTpyKuii ANA MeANYHOre 3acTOCYBaHHS
nikapebkoro 3acofy 3rigHo 3 JaHMMH JepxaBHOro peecTpy JiKapcLKHX
3acobiB;

pexuam poGoTH Jiuensiara Ta anTeYHHX 3ak/janiB, 4epe3 siKi
3iHCHIOETHCH eJICKTPOHHA Po3ApiGHa TOPriBs JiKapcLKuMA 3acobamu Ta axi
paeceni Ao Tepenixy cy6’exTiB rocnoaapioBanus, W0 MaTe NpPaBo Ha
spificHenns eIeKTpoHHOT po3fpiGHOl Toprieni JnikapchKuMu 3acobammu, i3
3a3HAYeHHSIM iX aapec.

Jlinensiar, axuf 3aiiicuioc indopmaniiine 3abesnevenus €/1eKTPOHHOT
po3/tpibHol Toprisai NiKapchKAMH 3ac06aMu, posMmillieHHs TPOMOIMMiH WION0

Mpofaxy Jixapchkux 3acobip 3a nomnepeAriM 3aMOBJICHHSIM CIIOXKHMBAYA,
MpuioM 3aMOBJICHL Ha MpPOJAXK JIKAPCHLKUX 3acofiB  AMCTARNIAHO,
3060B’si3aEnii  3a6eameuuTH nepeaady indopmauil W00 3aMOBJICHHS

JlikapebKAX 3ac06iB JinensiaTy, 3 AKHM yKJIaAeHO JAOroBip BiAMIOBIAHO MYHKTY
159! pux Jlinewsifinmx ymoB, aGo no afzauy WHTOro MyHKTY 184* unx
Jlinren3ilinux yMoB;

JliueHsiaT, WO Ma€ TPaBO 3JiACHIOBATH €NEKTPOHHY PO3APiGHY TOpTiBIIO
MiKapChKMMH 33C00aMH, MOXe [0JaTKOBO BHKODHCTOBYBATH €IEKTPOHHI MEHYHI
iHpopmariitHi CHCTEMH, MAKTOYCHI 10 UERTpaNbHOI 6a3d JaHHX ENEKTPOHHOU
CHCTEMH OXOPOHH 3/OpOB’s. VYV pa3i BHKOPHCTaHHA €NEKTPOHHO! MEIMIHO]
indopmauifitol cHCTeMH, MiAKTIOYEHOT 10 LEHTpanbHOi 623U JaHHX ENEKTPOHHOT
CHCTEMM OXOPOHM 3[ODOB’A, IIO HAJA€ 3MOTY OTPHMYBAaTH 3aMOBICHHS BiA
KOPHCTYBa4iB TaKOi CHCTEMH, TaKa €JISKTPOHHA MEIHIHA inopmanitina cuctema
OBMHHA MICTHTH: NOCHIaHHA Ha odimiituuil BeG-caliT opraHy NiLeH3YBaHHA, Ha
sxoMy poamimeno [lepenik cy6’€KTiB rocnofapioBaHis, WO MaioTh TpaBo Ha
3milicHEHHA eNEeKTPOHHOI po3ipibHOi TopriBmi NiKapCHKHMH 3acofamM; OMNILiKO
HajaHHd KOHCYNbTalii ¢axisuem miueHsiaTa, mO Mae MNpaso Ha 3aiiCHEHHA
eNeKTPOHHO1 po3api6roi Toprieii 1ikapchKHMHA 3acobamu (3a moTpeOH), mia yac




3aMOBNeHHs Jikapchkoro 3acofy uepes BeG-caifT €AeKTPOHHOT MeZudHOT
indopmaniitHoi cacTeMH.».

1843 3a samuTOM CHOKMBAYa MiJ 4ac NpHAMAHBA T3 KOMIUEKTYBaHHA
3aMOBJIEHHS JNIKAPCHKHX 33C00iB 0coGa, Mpu3HAUeHa 3riHO 3 NYHKTOM 18477 mux
Jinewsiltaux  ymoB, 3000B’A3aHa  HAZATH BiIDOBiAHY  KOHCYIBTAMIIO,
noiHGOpMyBaTH CIIOXHBa4a NPO MOKA3aHHA A0 3aCTOCYBaHHA nikapcekoro 3aco0y,
[0 3aMOBISE CMOXHBAY, Horo posapiuy miAy, TepmiH OpPHAATHOCTI, YMOBH
Bimycky, yMoBH 30epiraHHs, B3a€MOMI0 3 iHIAMY JTIKAPCHKMMHE 3ac00aMH,
AHANOIB Y MeXaX 0fHi€l MDKHAPOJHOI HeNATEHTOBAHO! HA3BH mixapcskoro 3acofy,
yMOBH TIOBEPHEHHS, YMOBH OILIATH, YMOBH AOCTABKH.

1842, 3a 3aMHTOM COOXKHBAYA Mij yac NpHHMaHHA Ta/a60 KOMIUICKTYBaHHA
3aMOBIIEHHSA JTKAPCHKUX 3acobis ocoba, NpH3HAYEeHa 3TiAHO 3 JYHKTOM 1847 mux
Jlinemsifiumx ~ ymoB, 30060B’f3aHa  HalaTH BiATIOBiAHY  KOHCYNLTAIIIO,
n0iH(OPMYBATH CHOXKYBAYa NP0 NOKA3aHAs [0 3aCTOCYBAHHA nikapceKoro 3acoby,
M0 3aMORJSIE CLIOXKHBAH, HOro pO3MPIOHY IiHY, TepMiH NpAATHOCTI, YMOBH
Bianycky, ymoBH 30epiramus, B3a€MOMI0 3 iNmEME JiKapcekuMH 3acobamu,
AHANOTIB y MeXaX OfiHi€l MDKHAPOHOT HETIATEHTOBAHOT HA3BH nixapceKoro 3acoly,
YMOBH MOBEPHEHHSA, YMOBH OIJIATH, YMOBH JOCTABKH.

184-°. Habip BimomocTeii Ipo 3aMOBIEHHA JIKAPCHKMX 3ac00iB DOBHHEH
MICTHTH:

HaiiMeHyBaHHA ninensiata, koa 3rinso 3 €JPIIOY, aapecy amreqHOro
3aknafly JminedsiaTa, 3 AKOro BiAllyCKaeThCs nikapcekni 3aci6, HoMep Tenedony,
eNeKTPOHHY ajpecy (3a HasBHOCTI), aApecy peb-caiita nineHsiara;

JaHi Tpo 33aMOBHHKA: Npi3BHINE, BIACHE iM’a, no GarskoBi (3a HasiBHOCTI),
agpecy eNeKTPOHHOT NomTH (32 HAsBHOCTI), HOMep TenedoHy;

JaHi PO OTpHMYBaya: NpIi3BHIIE, BACHE iM’S, MO 6aTbKOBi (32 HAfABHOCTI),
afpecy JOCTaBKH, aipecy eNCKTPOHHOI MOITH (3a HasBHOCTI), HOMep TenedoHy (y
pasi Kol JaHi He 36iraThCA 3 JAHAMH 3aMOBHHKA);

HaHi mpo NikapchKAM 3aci0 - Ha3By, NO3yBaHHA, KiNBKIiCTL B yIiakoBHi, HOpMy
BUIYCKy, HajiMeHyBaHHs BUPOOHMK, KUIbKICTB; '

HOMEP 3aMOBIEHHS, 1Ty, MPi3BHIIE, BIACHE iM’s1, Mo 6aTLKOBI (32 HAABHOCTI)
0cO0H, 7Ka CKOMIUIEKTYBala 3aMOBJICHHA,

CrOCi6 LOCTABKH 3aMOBJEHHA: CIyXG60i0 HOCTaBKH Hillen3iaTa abo gepes
ofiepaTopa NOWTOBOTO 3B’ A3KY;

JaTy i Yac BHKOHAHHA 3aMOBJICHHA.

VxiIazie HHS €IEKTPOHHOTO JOroBOPY Ha Ky MIBIIO-MPOaaX JKapChKHX 3ac0biB
HA MigcraBi 3AiHCHEHOrO KIiHIEBHM CIIOXKHBAICM 3aMOBJICHHA 3MiHCHIOETHCA
Ninen3iaToM 3 oTpEMaHHs BUMOT 3akoHy Ykpaiiu “IIpo enexTpotHy KoMepuio”.

184°. Ha6ip BimoMocTel NpO 3aMOBINEHHS JiKAPCHKHX 3aco0iB NOBHHEH
MICTHUTH:

Hal¥MEHyBaHHs JileH3iara, KOX 3TiAHO 3 €JIPTIOY, agpecy anredHOro
3aKIafy NileHsiara, 3 SKOTO BiAITYCKAETLCA nikapcekuit 3acih, Homep Tenedony,
eNeKTpOHHY apecy (3a HagBHOCTI), afpecy peG-caifra niuen3iara;

JaHi Mpo 3aMOBHFKA: MPi3BHINE, BUAcHE iM’#, HO GaThkoBl (33 HAABHOCTI),
anpecy eICKTPOHHOI MOIITH (32 HAsABHOCTI), HOMED TEIEPOHY;

JaHi Mpo OTpHMYyBada: Npi3BHIlle, BIACHE iM’s, o 6aTeKOBi (338 HAIBHOCTI),
aipecy HOCTABKH, aIpPecy €NEKTPOHHO! NOIITH (3a HAABHOCTI), HOMEP TeneqoHy (y
pasi konv AaHi He 361raloTeCA 3 NAHHMU 3aMOBHHKA);

[aHi npo NiKapchKHH 3acib - Ha3By, A03yBaHHA, KiNBKICTh B YIAKOBLH, GOpMy
BHITyCKy, HalilMeHyBaHRs BHpOOHHKa, KiIBKICTS;

HOMep 3aMOB/ICHHA, ATy, MPi3BHIle, BIACHE im’a, no 6aTbKOBI (32 HATBHOCTI)
0coby, AKa CKOMIUICKTYBaJia 3aM OBJICHHA,

crnoci6 AOCTABKM 3aMOBNEHHS: CTykG010 10CTapkH mineHsiara abo gepes
OTIepaTopa NOIITOBOTO 3B’A3KY;

AaTy i 9ac BUKOHaHHSA 3aMOBIEHHA.

ViulajieHHA eJIeKTPOHHOIO KOTOBOPY Ha Ky MiBIIIO-POIAX NiKapchKUX 3aC00iB
Ha mijcTaBi 37ifiCHEHOro KiHLUEBMM CIOXUBAUCM 3aMOBJICHHA 3AIHCHIOETECA
JileH3IaTOM 3 IOTPUMaHHA BEMor 3akoHy YxpaiHi “IIpo enexTpoHHy KOMepIIiio”.

JlinensiaT, sKuii  3MiicHI0E  €JEKTPOHHY  PO3ApiOHY TOPTiBJ10
JlikapcbKuMA  3acobamMH, 306op’s3anuii 3a6e3neunTH BIANYCK JiKAPCHKHX
3acobiB CnoKMBaYyY 33 KUIBKICTIO Ta HiHOK, BH3HAYMEHHMH Y NpUEHATOMY
3aMOBJIeHI.

Honatok 24
1o JliueH3iiHHX YMOB

Honatok 24
Jo Jliuensifinux ymoB




...«6, Jlo mux BimoMocTell JOAAIOTECA KONl 3aTBEP/KEHHX JtinieHiaToM
OHCHMOBHX CTaHAapTHEX poGounx MeTofuk (CTaHAapTHHX onepaui HHUX
Opolnenyp), Y AKX ONHMCYIOTeCA pobori 3 fpHEEManHg, peecTpauii,
KOMILTEKTY BaHH, 30epiraHHs, J0CTaBKH 3aMOBJIEHHS HA AiKapchKi 3acobH, HanawHs
KOHCY/IBTAllilt, 3 TakoX BiANycKy NiKapchKuX 3aco6iB KIHUEBOMY CHOXHBATY
(mpoutkTi Ta 3aBipeHi ileH3iaTOM) Ha apkK., »

...«6. o mux BimoMocTelt AOAAI0TECA KOTHI 3aTBEPKE HHX JileH3iaTOM NMHCEMOBHX
CTAHJAPTHAX pOGOYHX METOMMK (CTaHIAPTHHX omepaniifHuX OPOLENYP), ¥ AKHX
ONMCYIOTECA POGOTH 3 NpHiMAaHHA, PeeCTpailii, KOMILIEKTyBaHHA, 36epiraHHs,
JOCTABKH 3aMOBIICHEA Ha JHKapchKi 3acobW, HalaHHA KOHCYNBTAliii, 8 TaKoX
BiIycKy JiXapchKHX 3aco0iB KiHIEBOMY CHOXKHBAYY (npomwuti Ta 3aBipeHi
miueHsiaToM) Ha apK., KOMisi A0roBOPY HA BHKOPHCTAHHS BeO-caiiTa ans
e1eKTPOHHO po3api6HoT TOpriBi fikapcrkumu 3acobamu ivuoroe ninen3iara,
indopmanisi npo sxoro suecena ao Ilepenixy ¢y6’exTiB rocrnofapioBaHHs, o
MAlOTh MPABO Ha 3iHCHEHHS eJIEKTPOHHOT po3apibroT TopriBai JikapcbKHMH
3acobamu (y BUmAAKY BiACYTHOCTI BJacHOIO seb-caiira;)».

Ionosa Jdepxaruol ciyxOu Ykpaian
3 NiKApCLKAX 3ac06iB Ta KOHTPOIIO
32 HAPKOTHKAMH

«

» 2024 p.

Poman ICACHKO



HOBIIAKA
oa0 BignmoBiZHOCTI 3000B’A3aHHAM YKpaiHH y cdepi €BponeHcbKON
inTerpanii Ta npasy €sponeiicbkoro Cowsy (acquis €C) npoekTy nocTaHoBH
Ka6inery MiunicTpis Ykpainu «IIpo BHecenus 3min o JlineHsiiHuX ymoB
NpOBAJKEHHs] TOCMOAAPCHKOI AifABHOCTI 3 BHPOOGHMUTBA J1iKapCbKHX
3ac06iB, ONTOBOI Ta Po3aApiOHOI TOpriBiai JiKapcbKHMH 3acoGamu, iMIOpTY
JiKapcbKHUX 32¢00iB (KPiM aKTHBHHX (papMalNeBTHYHUX iHIPEiEHTIB)»

IIpoekT akTa po3poliieHo JlepkaBHOWO Clyk00i0 YkpaiHu 3 JiKapChKUX
3ac00iB T2 KOHTPOJIIO 38 HAPKOTHKAMH.

1. HajexxknicTh mpoekTy akra a0 cdep, NPaBOBIIHOCHHM B SKHX
peryoioTbes npasom €sponeiicbkoro Corosy (acquis €C).

[TpoekT akTa 3a MPEJMETOM IIPaBOBOIO PETY/IIOBaHHS HE HAJEXHUTh 10
MPiOpUTETHHX c(ep amanTauii 3akoHOJaBCTBA YKpalHM [0 3aKOHOJABCTBA
€sponeiicbkoro Cowo3y, Bu3HaueHuX 3akoHoM Ykpainu «I1po 3aranpHOAEpKaBHY
TIporpaMy ajanTailii 3aKOHOJABCTBA YKpaiHK 0 3aKOHOAABCTBA €BPONEHCHKOrO
Coro3y».

2. 306oB’s13aHHs YKpainu y cdepi eBpomeichkoi inTerpauii (y Tomy
Y CJIi MiZKHAPOIHO-NIPaBOBI)

BpaxoByroun myHkT | JI0BinKM, BiACYTHi [ukepesia MiKHAPOIHO-TIPABOBUX
3060B'13aHp YKpaiHu y cdepi eBporeiicbkoi iHTerpauii mono npeaMmera
MPaBOBOTO PEry/IIOBAaHHS MPOCKTY aKTa.

3. Ilporpamni 1okymenTH y cepi eBponeiicbKkoi inTerpauii
BpaxoByrour myHkT | JIOBiakH, BiICYTHI NMporpaMHi JOKyMEHTH y céepi
eBponeiichbkoi interpauii Ilpesnaenta Ykpainu ta/abo Kabinery MiHicTpis.

4. IlopiBHS/IBHO-NPABOBHIi aHAJII3

3 ypaxyBaHHaM IyHKTiB 1 Ta 2 J[OBiAKY, MOPiBHANBHO-NPABOBU aHalli3 He
MIPOBOJVBCSL.

5. OuikyBaHi pe3yJibTaTH

Pe3ysbTaToM peajizanii IpoekTy akta Oylae MO3UTUBHUM BIUIUB HA PHHKOBE
cepenioBuIe y cdepi rocnofapchkoi IisbHOCTI 3 BUPOOHMITBA JIIKAPCHKUX
3ac06iB, ONTOBOI Ta pO3APIOHOI TOpriBal JikapcbKMMM 3aco0aMH, IMIOPTY
JiKapchKUX 3aC061B (KPiM aKTUBHHX (apMaLEeBTUYHUX iIHTPEAIEHTIB).

6. Y3araibHeHHH BUCHOBOK

ITpOEKT aKTa He MPOTHPIYNTH 3000B'A3aHHAM YKpainnm y coepi
€BpONEMCHKOI iHTErpalii, y TOMYy 4YHCII MIDKHAPOAHO-MPAaBOBUM, Ta IpaBy
€sporeiicbkoro Corosy (acquis €C).

/
3actynuuk I'ostoBH Boaoaumup KOPOJIEHKO

«_» 2024 p.
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1o OWP AL“OB A H HA HepxaBHa ciry:x6a Ykpainu
3 JiKapchKHX 3ac006iB Ta KOHTPOJIIO
- 2014 32 HAPKOTHKAMH
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MiHicTepcTBO OXOpOHM 310poB’s VKpaiHH OIpPamIOBANO0 OONPALBOBAHMIA
npoexT nocraHoBu Kabinery Minictpie VYkpaium «[Ipo BHeceHHS 3MiH 10
JlineHsifiHUX yMOB TpPOBADKEHHS TOCIOAAPCHKOI [isMBHOCTI 3 BHPOGHMITBA
JKapchKUX 3ac06iB, ONTOBOI - Ta pO3apPi6HOI TOpriBMmi JTikKapchkUMH 3acoGamu,
IMIIOPTY JTiKAapChKUX 3ac06iB (KpiM akTHBHUX (GapMaueBTHYHUX iHTPETieHTIB)» (mani
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JTEPKABHA CJIYKFA YKPATHH 3 JIIKAPCHhKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMHU

HAKA3
171. 04 20254 Kuis Ne, 4’#‘&%%

INpo 3akopnoHHE BIAPSIKEHHS

l. Binbysato y BiApsmxeHHS i y4yacTi y MixperioHambHOMY
noniThyHoMy jiano3i «CTBOpPEeHHs CTIMKMX (apMaleBTHYHMX CHCTEM LLISXOM
perymoBaHHs y cdepi Jikapchbkux 3aco0iB Ta MeJUYHUX BUpoOiB», A0 M. Tpiecrt,
Itanificeka Pecriybika.

Tepmin BigpsmxenHs 8 16 — 3 15 kBiTHA no 22 kBiTHA 2024 poky.

2. Ha yac BigpsamxeHHs 3 15 kBiTHs 1o 22 xBiTHSA 2024 poKy BUKOHaHHS MO1X
000B’A3KiB MoKaanaw Ha 3actynHuka [omoBu [epxnikcnyx6u Bomoanmupa
Koponenxka.

3. Bigniny Gyxranrepcbkoro obniky ta nmnanyBaHHs (I'. Mpoxwuk) y3atu oo
BiZioMa, 10 BiJIIKOAYBaHHS BUTpAT Ha BIAPSMKEHHS 3MIMCHIOETHCS 3a PaxyHOK
NpUAMaro4ol CTOPOHMU.

[Tincrapa: 3anpouieHHs €Bponeicskoro perioHansHoro 61po BeecBiTHROL
oprasizauii oxoponu 310poB’s (€EPb BOO3) Ta perioHaneHOro yrpynoBaHHs KpaiH
Llentpanbuoi Ta Cxignoi €sponu LlenTpanbHoeBponeicbka ininiatusa (LIEI) 3a
mATpUMKH €Bpornelicbkoi ob6cepBaTOpil CUCTEMU OXOPOHH 310POB’S i MOMITHKH BiJ
08.03.2024 Ne WHO-CEI Trieste, Italy, TexuiuHe 3aBHaHH], MOroMXeHE
MiHicTepcTBOM 3aKOpAOHHHX cripaB Ykpainu Bij 26.03.2024 Ne 413/15-190-41803;
TOTOJKEHHST 3aKOPAOHHOTO BIAPS/UKEHHS MIHICTEPCTBOM OXOPOHHM 310pOB’s
Ykpainu  nucrom  Big  04.04.2023  No  23-04/14196/2-24; mnoromxeHHs
[Tpem’ep-minicTpa Ykpainn Jennca Hlmurans sig 10.04.2024 Ne 10798/1/1-24.

TonoBa Poman ICAEHKO
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JTEPKABHA CJIYVKBA YKPATHM 3 JIKAPCHKUX 3ACOFBIB
TA KOHTPOJIO 3A HAPKOTUKAMH

HAKA3
S cepritt 3080, wurs No f; 77

i

IIpo 3aTBepmKeHns posnoaiiy
060B’SI3KIB Ta NOBHOBAXKEHL MK
TosioBolo Ta 3acTynurkom
T'onosu JepaaixciryxGu

Bignosinro xo IMonoxenus npo epxasHy ciyx6y Vkpainu 3 gikapcekux
3aco0iB Ta KOHTDOJIIO 33 HapKOTHKaMH, 3aTBepikeHoro nocranosoro KaGinery
MinicTpiB Ykpainu Bim 12 cepmHs 2015 poky Ne 647, 3 METOIO HANECKHOIO
BUKOHAaHHA 3aBIaHb Ta ¢GyHKUi# Hepxmikcmyxbu

HAKA3YIO:

1.  3arsepautu Posnmoxin oGop'a3kis Ta IoBHOBaykeHb Mix ['onoBoro Ta
sactynmHuKoM I"ooBu Jlepxiikciyx0H, 10 AOAAETHC.

2. VeranoButd, 1o pasi  BigcytHocti TomoBu  HepxmikcmyxOu
(BiamycTka, BiAPSAIKEHHA TOIIO) - #Horo o6G0B’S3KM BHKOHYE 3acTYmHHK ['ooBu
HepxnikcmyxOu.

3. Busuatu Takum, IO BTpAaTHB YHHHICTE Haka3z JlepxaBHOI ciyx6un
YxpaiHa 3 JiKapchKUX 3aco0iB Ta KOHTPOMIO 3a HapKkoTHKaMH Bia 06 smoToro
2023 poxy Ne 129 «Ilpo 3aTBepmxeHHs po3nofiny 060B’13KiB Ta IOBHOBAXKEHb MiX
T'onosoro Jepxutikeny» 0u Ta foro 3aCTyHHUKAMM.

4.  KoHTpoiab 3a BUKOHaHHAM IbOr0 Hakasy 3ajIHIalo 3a co6oro.

TostoBa o Poman ICACHKO
L /




MMOBIIOMJIEHHS

PO ONPHIIOXHEHHS
npoekty nocranoBu Kabinery MinicTpiB Ykpainu Ykpainu «I[Ipo BHeceHHst
3MiH a0 JlineH3iiiHMX YMOB NpOBa’KEeHHS rOCNoAapCchbKOI AisJILHOCTI 3
BHPOOGHHITBA JiKapchKHX 3ac00iB, ONITOBOI Ta po3ApioHOT TOpriBi
JiKapchbKHMH 3ac00aMu, IMIIOPTY JikapcbKHX 32c00iB (KpiM aKTHBHHX
(¢papmaneBTHYHHX iHrpeai€eHTIB)»

Hepxiikcnyx000 Ha TrpoMaacbke OOrOBOPEHHS BHHOCHTBCA IIPOEKT
nocranoBu Kabinery MinictpiB Ykpainu «IIpo BHeceHHs 3MiH mo JlineH3iiHHX
YMOB MPOBaIXKE€HHS FOCOAaPChKO1 AisTTIBHOCTI 3 BUPOOHMIITBA JIiKapChKUX 3aC00iB,
ONTOBOi Ta pO3IApiOHOI TOPriBii JiKapchbKUMH 3aco0aMu, IMIOPTY JiKapChKHX
3ac00iB (KpiM aKTUBHUX (hapMalleBTHYHUX IHTPENIEHTIB)).

IIpoexT axTa po3pobieHo Jepxiikciyx6010 3 METOH BIOCKOHAJIEHHS BUMOT
moAo 3abe3neyeHHs] HaceNneHHs JIIKapChbKUMHU 3aco0aMH Ta CyIyTHIMH TOBapaMH 3
BUKOPHCTAaHHAM iHPOpMaLiffHO-KOMYHIKalifHMX CHCTEM JUCTAHI[IHHHM CIIocoOoM
(enexTpoHHA po3ApiOHA TOPriBIA JIKApCHKUMH 3aco0aMu), TOCTaBKa JIiKApChbKUX
3ac00iB KIHIIEBOMY CIIOXHBady.

ITpoekT akTa, 3MiHH, 1110 BHOCATHCS JO MIOCTAHOBH, MOSCHIOBAJIbHA 3aIIVCKa,
IOBiJIKa IIOAO BiNMOBIAHOCTI 3000B’s3aHHAM YKpaiHu y cdepi eBpomneichKol
iHTerpamii Ta mpaBy €Bpomneiicbko ro Coro3y, HOpiBHAUIBHA TabJMIA Ta aHATI3
peryJsSTOPHOIO BIUIMBY ONPWIIOAHEHI LUIIXOM po3MillleHHS Ha oddiliiHoMy
BeOcaiiTi Jlep>xkaBHOi ciyOu YkpaiHu 3 Jikapchbkux 3acobiB Ta KOHTPOJIO 3a
HapkoTukamu (dls@dls.gov.ua).

IIpono3uiiii Ta 3ayBa)keHHS OJ0 POEKTY MOCTAHOBU HAICHJIATH JI0:

— JepxaBHoi cimyx0Ou VYkpaiHM 3 JikapchbkuX 3aco0iB Ta KOHTPOJIO 3a

HapKOTHUKaMHu 3a aapecoro: M. Kuis, 03115, npocn. bepecreiicbkmii, 120-
A, e-mail: dls@dls.gov.ua.
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Mpoexr nocrarosu Kabinety Mirictpis Yipainn «[lpo sHecerna aMiH go
PliuensinHiux yMOB NpOBafXeHHS FOCNCAIPCHKOT AIRNLHOCTI 3 BUPOGHUYTRA
nikapeukux 3acobis, onTosoi Ta po3apibHOT TopriBni nikapcbkuMi 3acobamu,

iMROPTY Rikapcokux 3acobie (kpim akTMBHUX HapMaUeBTUHHIX
iHrpenieHTis)»




