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JEPXABHA CJIYXBA YKPATHH 3 JIKAPCHKHX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
(Jepacnikeny:x6a)
npocnext Bepecreiicbkuit,120-A, M. Kuis, 03115, Ten/daxc: (044) 450-12-66, e-mail: dls@dls.gov.ua,
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Ne Ha Ne Bin

JepxaBHA peryJsiTopHa ciayx0a
Ykpainu

Jepxuikenyx6a pospobuina npoekT nocraHosr Kabinety MinicTpis Ykpainu
«ITpo BHeceHHs 3MiH 10 JliueH3iiHMX YMOB IPOBADKEHHS TOCIIOAAPCHKOI AIAIBHOCTI
3 BUPOGHHITBA JIIKAPCHKUX 3ac00iB, ONTOBOI Ta poO3ApiOHOI TOPTiBMi JNIKAPCHKEMU
3acobaMu, IMIIOPTYy JKapchKMX 3acobiB  (kpiM aKkTHMBHMX (apMaleBTHYHHX
iHrpemieHTiB)» Ta HAJICHIAa€ HOTO Ha PO3VLA/L Ta MMOTOJKEHHS.

JonaTku:

1. TIpoekT akTa Ha _/K apkK.

2. IloacHiOoBaNbHA 3alIUCKa Ha é apx.

3. ITopiBHAnbHAa Ta6OHIA HA ¢ apK.

4. TToromkenas MO3 ua {apk.

5. JoBiaka 100 BiAMOBIMHOCTI 3000B’sA3aHHAM YKpaiHH y cdepi €BponeHChKOol
inTerpauii Ta npasy €sponeiictkoro Coro3sy (acquis €C) Ha 7 apK.;

6. AHani3 peryJsaTOpHOIO BILUIHBY Hgts apkK.

7. IToBiIOMJIGHHA TIpO ONPHIIOAHEHHS HA _7apK.

8. Ckpin 3 BeGcaiiTy depxmikciy0u po ONpuIoJHEHHS Ha 7 apk.

Ilonosa Poman ICAEHKO

Oxcana BaGiiivyk 422 55,065
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IMPOCKT

KABIHET MIHICTPIB YKPATHU

IMMOCTAHOBA
BiJT 2024 p. Ne

Kuis

IIpo BHecenns 3min 1o Jlinen3ilinux yMoB NpoBakeHHsI rocnoaapchKoi
HisIBHOCTI 3 BUPOGHHUTBA JTiKapchKHX 3ac06iB, onToBoI Ta po3api6uoi Toprisi
JiKapcEKAMH 3ac00aMH, iMNOpTY JikapcbKkux 3aco6iB (KpiM akTHBHHX
apMaueBTHYHHX iHrpegicHTIB)

Kabiner MinicTpiB Ykpaiun mocranopasie:

1. Buectu no JlineHsifHUX yMOB NpOBaKEeHHS T'OCHOAApChKOl HisIBHOCTI 3
BHPOOHMITBA NiKapchKMX 3aco6iB, ONTOBOI Ta PO3ApiOHOI TOpPriBMmi JiKApCHKHMH
3ac00aMH, IMIOPTY JHKapchKHX 3aco0iB (KpiM aKTHBHMX (apMaleBTHYHHX
IHrpeieHTiB), 3aTBepKEeHHX IOCTaHOBolo KaGinmery Minictpis Vkpainm Bixm 30
ndcronanga 2016 p. Ne 929 (Odinituuii BicHuk Yxpainu, 2016 p., Ne 99, cr. 3217; 2021
p., Ne 67, ct. 4230, Ne 78, c1. 4933; 2022 p., Ne 40, cr. 2176), 3MiHHM, 10 TORAOTHCA.

2. 11 mocraHoBa HabMpae YHHHOCTI Yepe3 3 AHA 11 oIy6iKyBaHHS.

Hpew’ep-minictp Yicpainn Jdeanc IIMHAT AJTb



3ATBEP/DKEHO
nocra”oBolo Kabinery Minictpie Ykpainu
BIiJ[ No

3MIHU,
10 BHOCATBLCS 10
JlinensiHAX yMOB NpPOBaJUKeHHS rOCNOAaPCHKOT AisVIbHOCTI 3 BHPOGHHITBA
JikapcbKHX 32c00iB, onTOBOI Ta po3apiGHoT Toprisi Jikapchkumu 3aco6amu,
iMmopry JikapchKHX 3ac00iB (KpiM aKTHBHHX apMaueBTHYHHX iHrpeIicHTIB)

1. JonoBuuru myHkT184! aG3aoM Takoro aMicTy:

«He BBaXa€ThCA €JIEKTPOHHOK po3ApiGHOI0 Toprisielr o6MiH indopMarieto
MiX JLEH31aToM, IKHH NPOBAJMTh IOCHOAPCEKY AISNBHICTE 3 po3piGHOI TopriBmi
MiKapChKUMHM 3ac06aMH, Ta KiHIIEBUMH CIIOXXHBa4aMH 3a AOTIOMOrol0 iHdopManiiiHo-
KOMYHIKaI[IfHMX CHCTEM, 30KpeMa IHOJ0 HasgBHOCTI JiKapChKUX 3ac06iB B anTeYHOMY
3aK71aji, iIXHBOro CKIIay, LiH Ha HHX, pe3epByBaHHs JIKapChKOro 3ac00y.».

2. A63an Tperiii mynxry 184 BuxnacTu y Takii penakmii:

«Beb-caliTa B anpeCHOMY IIPOCTOPi yKpaiHCBKOro cerMeHTa IHTepHeTY, 32 yMOBH
TiIepriocuiIaHHsa Ha CalT anTeyHoro 3akiainy aGo Be6-caiiT mineH3iaTa, SKuii Mae
npaBo Ha 3/lifiCHEHHA eIeKTPOHHOI po3ApiGHOI TOpriBii JIiKapCHKHMMH 3acobaMu,
indopmantia npo saxuit BHeceHa a0 [lepeniky cy6’exTiB rocnoaaproBasHs, o MaloTh
NpaBo Ha 3iHCHEHHA eJIEKTPOHHOI Po3ApiOGHOI TOpriBii AiKapCHKAMH 3aC00aMMU;».

3. Ilyukr 184° BuKiacTH B Takiit pefakii:
«184%. BeG-caifT niueHsiaTa, WO Mae NpaBo Ha 3IiCHEHHS eJEKTPOHHOL
po3apiOHOI TopriBii NiKapchbKUMHU 3acO0aMH, HOBUHEH MiCTHTH:

IIOBHE HaHMEHYBaHHA I0pUAUYHOI ocobu abo Tpi3BuIle, BIacHe iM’s, 110 6aTBKOBI
(3a HasBHOCTI) (izMYHOT OCO6H - MiIPHEMIIL;

iHpopMalil0 Opo HasABHICTE Y JiNeHsiaTa JiueHsil Ha [pPOBamKEeHHS
FOCMOAAPCHKOL MAIANBHOCTI 3 PO3APiOHOI TOpriBmi (Y TOMy YHCHi €IEKTPOHHOI)
HiKapChbKHMH 3aC00aMu;

JIOTOTHII i3 TINEPIIOCHIIAHHSIM, IO BiOOPaXKacTHCS Ha KOXKHIM cTopiHLi Be6-caiiTa
Ta NEpeBOAMTH CIIOXKHMBa4Ya Ha CTOpiHKY Ilepeniky cyG’ekTiB rocmomapioBaHHs, IO
MalOTh MpaBO Ha 3JiHCHEHHA €JIEKTPOHHOI pO3APIGHOI TOPriBiIi JiKapcEKUMH
3acobamu, posMinieHoro Ha odimiiinoMy caiiti depsxnikcny:x0u;

pexHM poOOTH JlleH3iaTa Ta aNTeYHUX 3aKIaliB, depe3 fAKi 3MiHCHIOETHCS
eIEKTPOHHA PO3ApiOHa TOPriBis MiKapchKHMH 3acobamu Ta sKi BHeceHi o [epemiky
Cy0’€KTiB rocnoaproBaHH, 0 MAOTH NIPAaBO HA 31 CHEHHS eeKTPOHHOI po3ApiGHOT
TOPTIBIi NiKapCEKUMH 3ac00aMH, i3 3a3HaYeHHAM iX afpec;



iHdopmariio npo HoMepu TenedOHIB, aAPECH E€NEKTPOHHOI IOINTH, 33 SKHMH
3IICHIOETBCS 3aMOBJIEHHS JIIKAPCHKMX 3aC00iB;

OMIIK0 HAaJaHHA KOHCYJbTaUii (3a moTpeGu) daxisueM ninensiara, sKkuii
BigmoBimae kBamidikauifHUM  BUMOraM, BCTAHOBJEHMM IyHKTOM 18477 nux
JlineHsifiHEX yMOB, HiJ 4Yac 3aMOBICHHS JiKapChKOro 3aco0y depes BeG-calft i3
3a3HaYeHHAM HOMepa TelleOHy, aipecH eJIeKTPOHHOI MIOIUTH, PeXHMY HaJlaHHS TAKOi
KOHCYJIbTAIlii;

iHopMalliro Npo JiKapchKi 3aco6H, ZOCTYIHI O 3aMOBJICHHS, NIPOJIAXY, JOCTaBKH
i3 3a3HAYEHHAM IX aKTyaJbHO!I IiHM, a TAKOXX IOBHOI Ha3BM JNiKapCBKOTO 3acoby,
inpopMmauii mpo BHPOOHHKA, YMOBHM 30epiraHHf, IHCTPYKUil Ui MeJHYHOIO
3aCTOCYBAHHA JIIK2PCHKOT0 3ac00y 3rifiHO 3 RaHUMHM J[epyKaBHOTO PEECTPY NMiKAPCEKUX
3ac00iB;

inpopMmanilo mpo Jmikapchki 3aco0H, fAKi 3a00OpoHEHI A0 MOCTaBKH, - MO0
MiKapceKuX 3aco0iB, BusHayeHnX nyHKToM 1847 nux JlineHsiiiHux ymoB;

iHhpopMallilo NP0 YMOBH MpOIaxy JIKapChbKUX 3aco0iB, OIUIATY INiKapChKHX
3ac06iB, iX BapTiCTh, CTPOKH, YMOBH Ta BapTiCTh JOCTaBKH, IIPO MTOPSIOK O0GOPMIIEHHS
Ta CTPOKH il JOroBOPY PO3APiGHOI KyMiBIi-NPOAAXY JiKapChKUX 3aco0iB, MO aKiii
Ta 3HH>KKM Ha JIIKapchKi 3aco0u;

YMOBH IIOBEPHEHHA JIIKAPCHKHUX 32C001B HEHANEXKHOI SAKOCTI.

Indopmauiiine 3abesnedeHHsA eNeKTPOHHOI po3Api6HOI TOpriBni JiKapCHKHMH
3acofaMu, NpHIIOM 3aMOBIEHb Ha TPOJAX JIKApCHKMX 3aco0iB JHCTaHUiiHO
3A1IHCHIOETRCS JTiLIEH31aTOM 33 JIONOMOroio Horo BeG-caiita, iH(popMaIlis npo sKuii
HasBHa y Ilepeniky cy6’eKTiB rocmo/lapioBaHHs, IO MAalOTh IPABO HA 3JMCHCHHA
eJIEKTPOHHOI po3apiOHOT TOPIiBII JiKapChKUMH 3aco0aMu, HoMepa TenedoHy, Gakcy,
€IEeKTPOHHOI MOIITH.

BeG-caiit niuensiara, 0 Mae MpaBO Ha 3AIHCHEHHS €JIEKTPOHHOI Po3LpiGHON
TOPTiBIi JIIKapCBKUMH 3aco0aMH, MOBMHEH OYTH AOCTYIHHM IJIs KOPHCTYBadiB 3
INOPYIIEHHAMH  30py, CIyXy, OINOpPHO-PYXOBOIO  amapaTy, MOBJIEHHS Ta
iHTEJIEKTYalbHOrO pPO3BHTKY, 4 TaKOX 3 pI3HHMH KOMOIHAIIIMH MOpYIIEHb
sianosigao ao JCTY EN 301549:2022 (EN 301 549 V3/2/1 (2021-03), SDT
«IndopmaniiiHi TexHomnorii. BuMoru mono goctynHocti npoaykTis Ta mocayr IKT»
(mami - ICTY EN 301549:2022).

Be6-caiiT nmineHsiaTa, SKMi Mae NpaBo Ha 3AiCHEHHSA eJIEKTPOHHOI po3api6HOL
TOPTIBJH JiKapchbKUMH 3ac00amMu, MOXKe BUKOPHCTOBYBATHCS iHIIHM JilleH3iaToM Ui
opraHisauii eneKTpoHHOI po3aApiOHOT TOPriBii JTiKapCEKUMM 3aC06aMH.

JlomycKkaeTsCsl BUKOPHCTAHHS JILIEH31aTOM IHIIMX BeG-CaiTIB BUKIIFOYHO 3 METOIO
pO3MillleHHs aKTyanbHOI iHGopMaLii Npo HaABHICTH Ta LiHY JIKAPCHKOTo 3acoby B
KOHKPETHOMY anTeYHOMY 3aKiajli 3 TileplocHIaHHAM Oe3nocepeaHko Ha BeG-caiir
JileH3iaTa, 3 AKOTO 3[iHCHIOETBCS eNeKTPOHHA pO3ApiOHA TOPriBJIA JiKAPCHKUMH
3acobaMu Ta iHpopmanis npo sxuit HasBHa y Ilepeniky cy6’eKTiB rocmoJapiOBaHHs,
IO MaloTh NPaBO Ha 3JIMCHEHHS eJNEeKTPOHHOI po3ApiGHOi TopriBiai MikapchKuMH
3acobamu.



Jlinensiat, MmO Ma€ NpaBo 3AIMCHIOBATH €JEKTPOHHY pO3APIGHY TOpriBMmO
JKapCBKMMH 3acobamu, MOXe TOJATKOBO BHKODMCTOBYBATH €JIEKTPOHHI MeId9H]
inpopManifini cHcTeMH, MiAKMOYeHI 40 LEHTpANbHO! 6a3d NaHUX €IEKTPOHHOT
CHCTEMM OXODOHH 3HOPOB’S. VY pasi BHUKOPUCTAHHA ENEKTPOHHOI MEIHIHOL
IH(POPMaNiHOI CHCTEMHM, MiJKIIOYEHOI JO LEHTPANBHOI 623M NAHHX eNeKTPOHHOL
CHCTEMH OXOPOHHM 34OpOB’S, IO HaJae 3MOI'Y OTPUMYBaTH 3aMOBJEHHS Bl
KODHCTYBa4iB Takoi CHCTEMM, TaKa eNEKTPOHHa MeJWYHa iH(opMaiiiiHa cucTema
IOBMHHA MICTHTH: IIOCHIAHHA Ha o¢iuilinmii Be6-caiiT OpraHy JiLleH3YBaHHJ, Ha
KoMy posMimeHo Ilepenik cy6’ekTiB rocnomaproBaHHs, IO MAaloOTh IpaBo Ha
3MIHCHEHHA €JIeKTPOHHOI pO3ApiOHOT TOpriBNi JiKApCBKHMH 3acoGaMu; OO
HaJaHHA KOHCYnbTallii (axiBmeMm JileHsiaTa, IO Mae NpaBO Ha 3ilCHEHHS
EIEKTPOHHOI pO3ApiOHOI TOpriBNi JiKapChKUMU 3acoGamu (332 moTpebH), mim wac
3aMOBJICHHA  JliKapchKoro 3acofy uepe3 BeG-caiiT eNeKTpoHHOI Memu4HOL
iHQOpManifiHOI CHCTEMMU.».
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IMOACHIOBAJIBHA 3AIINCKA
Ao npoekty nocraHosu KaGinery MinicTpie Ykpaiuu «IIpo BHecenns 3min
a0 JlineHsiiiHAX yMOB POBaIKeHHs rOCNOJAPChKOT MisLILHOCTI 3
BHPOOHHUTBA JIIKAPCLKHX 32¢006iB, 0NTOBOI T2 po3ApiGHoT TopriBi
JikapcbKHMH 3aco6aMu, iMIOPTY JikapcsKHX 32c00iB (KpiM aKTHBHHX
¢apManeBTHYHHX IHrpeaieHTIB)»
1. Mera
BrockoHaneHHs BHMOT ImoJ0 3abe3NedeHHS HaceNEHHA JiKapChKHMH
3acobaMM Ta CyINyTHIMH TOBapaMH 3 BHKODHCTaHHAM iHpopMamiiiHo-
KOMYHIKa[IHHAX CHCTeM IUCTAaHIIAHEM crocoGoM (eNeKTpoHHAa po3api6Ha
TOPTiBIA JKAPCBKHMH 3aco0aMHM), NOCTaBKa JIKapChKUX 3acobiB KiHieBoMmy
CNIOXKHBAYY

2. O0rpyHTyBaHHS He0OXiAHOCTI NPHIHATTS aKTa
IlpoexT axTa pospobneHo BianoBiAHO mo 3akoHy Ykpainu Big 17.09.2020
Ne 904-1X «IIpo BHeceHHA 3MiH no ctarti 19 3akoHy Vkpainu «IIpo mikapchki
3aco0M» WIOAO 3AiCHEHHS €NeKTPOHHOI po3Api6HOI TopriBm JiKapcEKHUMH
3acobaMu»

3. CyTb npoeKTy aKkTy

IIpo€kTOM aKTy BAOCKOHAMIOIOTHCH BHMOTH [0 3MiMCHEHHS IisUIBHOCTI 3
eIEKTPOHHOI po3Api6HOI TopriBmi NikapchKMMH 3aco0aMM Ta iX JOCTaBKH
CITOXXMBa4aM, 30KpeMa 0 Beb-caiiTy jilleH3iara, IO Ma€ NMpaBo Ha 3/iliCHEHHA
€JIEKTPOHHOI po3ApiOHOI TOPTiBIIi JMiKapCHKMMH 3aC00aMH.

30KpeMa, IIPOEKT MPOMOHYETHCSA JOMOBHUTH a03alloM TAKOTO 3MICTY:

«He BBaXa€ThCA €NEKTPOHHOIO PO3APiGHOIO TOpriBneio o6MiH iHdopMaIieio
MiX JIIEH3iaTOM, KMl TPOBa/IUTh rOCIOAAPCHKY HisUIBHICTE 3 po3apiGHOI TOpriBimi
TMKapChKMMH  3aco0aMH, Ta KIHIEBHMM CIOOXHBa4aMH 33  JIOIOMOTORO
indopMaliiHO-KOMYHIKaUifHHX CHCTEM, 30KpeMa IUOI0 HASBHOCTI JIKAPCHKHX
3aco0iB B amTeYHOMY 3aKkiali, IXHBOrO CKIagy, WiH HAa HHX, Pe3epBYBaHHS
JiKapcBKOro 3acody.».

Taxox, ab3ar TpeTiii myukTy 1842 BEKnacTH y Takill peaxuii:

«Beb-caiiTa B aZpeCHOMY IPOCTOpi YKpaiHCBKOro cermenta IHTepHeTy, 3a
YMOBH TiNI€PIOCHIIaHHS Ha caliT anTeyHoro 3aKnamy abo Be6-caiit minen3iaTa, SKuit
Ma€ IpaBO Ha 3AiHCHEHHA eJeKTPOHHOI poO3ApiGHOI TOpriBmi IKapCHKHMH
3acobamy, indopmartis mpo sikuit BHeceHa 1o Ilepeniky cy6’ exTiB rocnofapioBasHs,
IO MAKOTh NPaBo Ha 3/iHCHEHHA €JIeKTPOHHOI po3api6Hoi Toprisii mikapchkuMu
3aco0amu;».

Pa3zoMm 3 TUM, JI03BONAETHCSA BUKOPUCTOBYBATH BeG-caliT IrinieH3iaTa, Tkuif Mae
NpaBo Ha 3HIACHEHHA €NeKTPOHHOI po3apiOHOI TOpriBmi MiKapchKAMH 3acobamu,
IHIOMM ~ JilleH3iaTOM 1A opradisamii eneKTpoHHOi po3apibHOi TOpriBmi
JiKapchbKAMH 3aco0aMH.

4. IlpaBoBi acnexkTn
Y naniit chepi cycninbHUX BiTHOCHH HilOTh:



I'ocnopapcekuit kogexe Ykpainm;

3akoH YxpaiHu «IIpo nmikapceki 3aco6m»;

3axon Ykpainu «IIpo nilleH3yBaHHS BHIiB TOCIIOAAPCHKOI JisNbHOCTI;

Ilocranosa Kabinety Minictpie Yipainu Bix 30 mucronana 2016 poky Ne 929
«I1po 3atBepmxenns JlineH3iHAX YMOB IIPOBAKEHHSA FOCIIOAPCHKOL NisIIBHOCTI 3
BUPOOHMUTBA JiKapCBKHX 3aco0iB, onToBOi Ta po3ApiGHOI TOpriBii MiKapchKHMH
3acobaMH, iMIOpTY Jikapcbkux 3acobiB (KpiM aKTHBHMX (papMaleBTHYHHUX
IHrpemieHTIB)».

S. ®inaHCcOBO-eKOHOMiYHE 00T PYHTYBAHHS
Peanizartis nooxeHb MPOEKTY akTa He noTpebye GhiHAHCYBaHHS 3 IePKABHOTO
Ta /abo MicueBoro GrOIKeETY.

6. ITo3uuin 3aiHTepecOBAHUX CTOPIH

ITlpoekr akTa He CTOCYEThCS NHTaHb (YHKUIOHYBaHHA MIiCLEBOTO
CaMOBDSAIyBaHHA, NpaB Ta IHTEPECIB TEPUTOPIAIBHUX TIPOMal, MiCLIEBOrO Ta
PETIOHATBHOTO PO3BHTKY, COLI&IBHO-TPYZOBOI chepd, OYHKIiOHYBaHHA i
3aCTOCYBaHHA YKpaiHCBKOI MOBH SIK JIEPXKaBHOI, TOMY HE MOTpe0ye IMOTOMKEHHS 3
YIIOBHOBaXXCHHMMH IIPEICTABHHKAMH BCEYKPaiHChKMX acolialliii opradis MiCIIEBOTO
CaMOBpALyBaHHdA,  BIANOBIMHMX  OpraHiB  MiCIIEBOTO  CaMOBpALYBaHHI,
YIOBHOB&)XXCHHX TNpPEICTaBHUKIB BCEYKpaiHCBKUX MpoQCHioK, iX 06’e¢oHaHp Ta
BCEYKpPaiHCBKHX 06’ enHaHb opraHizalii ~ po6oroxaBlis, YpsanoBum
YIOBHOBR)XXEHMM 3 IpaB oCi0 3 iHBAIAHICTIO BCEYKPATHCHKHX I'POMAJICHKHX
opraHizaui#fi oci6 3 iHBamiamicTIO, IX CHiNOK, YHOBHOBaXEHOTO i3 3aXHCTY
AEP>KaBHOI MOBH.

IMpoekt akTa He cTOCYeThCA cpepH HayKOBOI Ta HAYKOBO-TEXHI4HOI
AiAIBHOCTI, TOMY He oTpebye norokenns i3 Haykosum komiteTom HarjionansHol
paau 3 MHTaHb PO3BUTKY HAYKH 1 TEXHOJIOT1H.

IIpoekr akra noTpebye mnpoBemeHHs MyONiYHMX KOHCYNLTALil IIIXOM
PO3MIIIEHHS IPOEKTY aKTa Ha odiliiiHoMy BeG-caiiti JepkaBHoi Ciyk6u Ykpaiuu
3 JIIKapChKHX 3ac00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH.

Ilpoext akta mnorpebye moromxeHHs MiHicTepcTBa OXOPOHM 3IOpOB'S
Yxpainu, MinicrepcTBa mudpoBoi Tpancdopmauii Ykpainuw, MinicrepcTsa
€KOHOMikM Ykpainu, MiHnictepctBa ¢iHancis VYkpaiHy, AHTHMOHOIIOIBHOTO
KoMiTeTy VkpaiHu, VYmnoBHoBaxeHoro BepxoBHoi Paau 3 mnpas momuHy,
YnosnoBaxxeHoro Ilpesunenta VYkpaiuu 3 mpaB Jogei 3 iHBamifHICTIO Ta
JlepaBHOIO peryATOpHOIO clyX6010 YKpaiHu.

IlpoekT akTa notTpeGye IpoBeNeHHs NPaBOBOi eKCHEPTH3XW B MiHicTepcTsi
ocTuii Ykpainu.

7. Ouninka BiamoBianocri

IIpoeKT akTa He MICTUTH MOJNIOXKEHB, IO CTOCYIOTHCS 3060B’s13aHb YKpaiHH y
cepi esponeiichkoi inTerpanii, npas Ta cBoGox, rapaHTroBaHuX KoHBeHIi€0 mpo
3aXHCT [IpaB JIIOJHHH | OCHOBOIIOJIOXKHHMX CBOGOJ, BIUIMBAIOTH Ha 3abe3nedyeHHs
PiBHHX IIpaB Ta MOXIHBOCTEH XiHOK i YONOBIKiB, He MiCTATh PH3HMKH BUHHEHHS



KOpYMIiHHMX IIPaBOIOPYMIEHb Ta IIPaBONOPYIIEHb, [I0B’I3aHUX 3 KOPYIILI€lo, He
CTBOPIOIOTE MIACTaB A JUCKPUMIiHaILi].

Y [poexTi aKTa BiJCyTHI TONOXEHHS, fAKi MICTATh PH3HUKH BYMHCHHS
KOPYNIIHHUX IPaBOIOPYIIEHE Ta MPaBOIOPYILeHb, OB’ I3aHUX 3 KOPYHILElO.

AHTUKOpYIIi[iHAa, rpoMajicbKa aHTHKOpYIIIliiiHa, rpoMaJIChKa
aHTUJMCKPHMMIHAIIHHA Ta TIpoMachka TIeHJEPHO-TIPaBOBA EKCIIEPTH3H He
IPOBOJNIIACE.

ITpoekr axra mnorpebye TIIpoBEeNEHHA AHTHKOPYMIINMHOI EKCIEPTH3H
HanioHanpHMM areHTCTBOM 3 MUTaHb 3ano0iraHHs KOPyIILii.

8.IIporuo3s pesyanraTiB

Peanizanis MpoeKTy aKTa MO3UTUBHO BIUIWHE Ha PUHKOBE CepedoBHLIE Y chepi
rocroJapchKoi  AiSUIBHOCTI 3 BHPOOHMIITBA JIiKApCHKMX 3acobiB, omToBoi Ta
po3zapibHOT TOpriBIi JMiKapchbKUMHK 3acobaMH, iMIOPTY NiKapchKHX 3aco6iB (kpiM
aKTHBHHX (JapMalleBTHYHHUX iH[Pe/IiEHTIB).

Peanizanis mnpoekTy aKkTa He MaTHMe BIUIMBY Ha pO3BHTOK PETiOHIB,
MiJBHINEHHS UM 3HIKEHHS CIPOMOXHOCT] TEPHTOpIaBHUX TpOMaJl, pHHOK IIpali,
piBeHB 3al{HATOCTI HaceleHHA. Peamizaiis NoJOXeHb NMPOEKTY aKTa HE MaTHMe
BIUIMBY €KOJIOTiI0 TA HABKOJNHIIHE NPHPOAHE CepEeAOBHLIE, OBCAT IPHPOTHHX
pecypcis, piBeHb 3a0py/IHEeHHS aTMOC(EpHOTO TOBITPs, BOAH, 36MeNb, 4 TAKOXK Ha

1BeHb 3a0pyAHeHHS YTBOPEHUMH BilIXOJaMH, T2 Ha iHINi CYCHiIbHI BiIHOCHHH.

3aiHTepecoBaHa | Bruus peamizamii INosicHeHHs 04iKyBaHOTO BILUTHBY
CTOpOHa aKTa Ha
3aiHTepecOoBaHy
CTOPOHY
Cy6’extH Ilo3uTHBHUIH BperymoBaHHS  IIpaBOBiIHOCHHH Y
TOCIIOIapIOBAHHS chepi mileH3yBaHHA TrOCHOAAPCHKOL

JISIBHOCTI 3 €JICKTPOHHOI po3npiGHol
TOPriBMi  JHKapCBKHMH  3acoGaMm,

JIOCTaBKH TKapChKHUX 3aco01B
KIHIIEBOMY CHOXHBaYy.
I'pomansgam ITosutuBHUI HocTyn rpoMazsH [no HeoOXigHUX

JTiKapchKHX 3aco0iB HAJIEKHOI AKOCTI

I'onoBa JepxaBHoi ciryx0m Ykpainu
3 JikapcbKHX 32c00iB Ta KOHTPOJIIO
32 HAPKOTHKAMH

« » 2024 p.
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;5;- HepxkaBna ciayx0a YKpainn

3 JIIKAPCBKHX 32C00IB Ta KOHTPOJIIO
3a HAPKOTHKAMH

MiHICTEPCTBO OXOPOHH 3J0POB’S YKpalHH OIpAIIOBAII0 MPOEKT MNOCTAHOBH
Kabinery MinicTtpiB Ykpainn «lIpo BHeceHHs 3MiH Jo0 JlineH3iiHMX yMOB
IPOBA/PKEHHA TOCNOAAPCHKOi JISIBHOCTI 3 BHUPOOHMITBA JIKApPCHKHX 3aco0iB,
ONTOBOI Ta PO3APIOHOT TOPTiBII TIKAPCEKUMH 3ac00amMu, IMIIOPTY MKapChKUX 3ac00iB
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) e—

g.9¢

O —

—
= —

Minictp Bikrop JIAIIKO

I'annna Cibratynina 200 06 85

BRI PERATEN CYDRON mgps‘wm K
ACYAHOK TTPOO 3 24-04/42388/2-24 5in 08.11.2024 ™2 Depxnikcriyx6a
MiniGTepC T80 OKOPOHY 330p08 "R Yipaliu = ' F Ne1349/0/04-24 sig 08.11.2024

i

Nigrucarns KEN Nswxko Biktop Knpuiosuy g

i)
W SFAAS288358EC00304000000108A200G0061CEBI0 ﬂl EH




JOBIIKA
o0 BiAmoBiAHOCTI 3060B’s3amHAM VYkpaium y cdepi eBponeiichkoi
inTerpauii Ta npasy €Bponeiicbkoro Colo3y (acquis €C) npoexkTy nocraHosu
KaGinery MinicTpiB Ykpaiuu «IIpo BHecenns 3min no Jlimensiiinux yMOB
NpPOBA’KEHHS] TIOCNOAAPCHKOT [isibHOCTE 3  BHPOOHMUTBA JiKApPCHKHX
3aco0iB, onToBOI Ta po3apiGHol TopriBii JikapehkumH 3acobamu, iMmopry
JiKapchbKHX 32c06iB (KpiM aKTHBHEX GapMalleBTHYHHX iHrpenienTin)»

IIpoext akta pospoGueno JlepxaBHOW clIyx6or0 YKpalHH 3 JiKapchKhx
3aCc001B Ta KOHTPOIIIO 32 HAPKOTHKAMH.

1. HanexHicTh mpoexty akra 1o cdep, NpPaBOBITHOCHHM B SAKHX
peryolTbes npasom €sponeficbkoro Comwsy (acquis €C).

Ilpoext akTa 3a NpeIMEeTOM IIPAaBOBOTO PETyIIOBAHHA HE HAJEKHTH IO
IPIOPUTETHHX cdep axanTanii 3aKkoHomascTBa YKpalHH [0 3aKOHOXABCTBA
€sponeiicbkoro Colo3y, BusHaueHnX 3akoHoM Yxkpainu «IIpo 3aralbHOJEPHKABHY
IporpaMy afanTtauii 3aKoHONaBCTBa YKpaiHM [0 3aKOHOAABCTBA €BPOMEHCHKOrO
Corozy».

2. 30008’ si3anus Ykpainn y chepi eBponeiichkoi inTerpanii (y Tomy
YHCJI MiZKHapOAHO-NpaBoBi)

Bpaxosyrouu mynkr 1 Jlosinku, BincyTHi [kepena MiKHapOZHO-TIPABOBHX
3000B'13aHb YKpaiem y cdepi eBponeiicekoi iHTerpamii woxo npeaMeTa
IIPABOBOr'O PErYIIOBAHHA IIPOEKTY aKTa.

3. Ilporpamui nokymenTn y cepi esponeiichkol inTerpauii
Bpaxosyioun myukr 1 [losinku, BincyTHi mporpamui nokymeHTH y cdepi
eBponeficekol inTerpauii [Ipesnnenta Vipainu 1a/a6o Kabinery Minictpis.

4. IlopiBHANBLHO-IPaBOBHIt aHAI3

3 ypaxyBaHHAM NyHKTIB 1 Ta 2 JIoBiaKku, NOpiBHAIEHO-IIPABOBHI aHATI3 He
NpOBOAUBCA.

5. OuikyBaHi pe3yJabTarn

PesynbraToMm peanisawii mpoekty akTa Gy/le NMO3HTHBHHI BILTHB Ha PHHKOBE
cepefjoBulle Y cdepi rocnomapchkoi IisSIBHOCTI 3 BHPOGHHUTBA JTiKapCHKAX
3aco0iB, omrToBoi Ta pos3apiGHOI TopriBm mikapchKEMH 3acoGamu, iMImopTy
JMKapCHKUX 3ac00iB (KpiM aKTHBHHX (apMalleBTHYHHX iHIpe/licHTIB).

6. Y3araJbHeHHH BHCHOBOK

IIpoext aKkTa He mNPOTHPiYMTE 3000B's3aHHAM VYkpainm y cobepi
€BPONEHCEKO] iHTerpauii, y TOMy wuHCHi MiXHapORHO-NIPABOBHMM, Ta IpaBy
Eeponeiicpxoro Corosy (acquis €C).

I'onosa y Poman ICACHKO

«__» 2024 p.




AHaJi3 peryJifiTOpHOro BIIHBY
Ao npoexty noctaHoBH Kabinery MinicTpiB Ykpainu «IIpo BHeceHHs 3MiH 10
JlineH3ifiHHX YMOB N POBaJ:KeHHS rocnojapcbKoi AisNIbHOCTI 3 BUPpOOHHNTBA
JikapchbKHX 3aco0iB, oITOBOI Ta po3aApiGHol TopriBai JikapcbkuMHu 3acobamu,
iMoopTy JikapchKHX 3ac06iB (KpiM akTHBHHX (papManeBTHYHHX
iHrpegieHTiB)»

I. Buznavenns npo0ieMu 7

Bignosinno 1o wactuHU necstol crarTi 19 3akony Ykpainu «IIpo mikapchbki
3acobm» (y pemakmii 3axkony VYkpainu Bixg 17.09.2020 Ne 904-IX) cy@’ekt
rOCIIONAPIOBAHHS, IKHI Mae JIIeH3110 Ha MPOBAKEHHS TOCMOAAPCHKOL isTBHOCTI
3 po3ApiOHOI TOPriBil JNiKapchbKUMH 3aco0aMH, Hece BIANOBITANBHICTh Ilepe]
KIHIIEBHM CITOKMBadeM 3a 30epexxeHHs AKOCTI JIitkapchKoro 3aco0y Ta JOTpUMaHHS
BA3HAYEHHX BHPOOHMKOM YMOB HoOro 30epiraHHs, y TOMY YHCII IiJ 9ac JOCTaBKH
KiHIIEBOMY CIIOXXHBa4dy JKapchbKoro 3aco0y, peam30BaHOTO AWUCTAHIIHHNM
crocobOM, HE3aIeXHO Bil TOro, 3MiHCHIOE BiH TOCTaBKY BIIACHOK CIYXXOOIO
JOCTaBKM YH 3aJIy4a€ IJII UHOTO iHIIMX Cy0’€KTIB rocnofaplOBaHHsM, a TAKOX Hece
aAMIHICTpPaTHBHY Ta KpHUMIHJIGHY BINIOBIJAJIBHICTh 3a IIOPYIICHHA IIpaBUII
BIIMyCKy Ta JMOCTaBKH JiKapchbKHUX 3aco0iB BIAMOBIZHO 10 3aKOHOJABCTBA.
Cy6’exTd roCIIOAapIOBaHHsA, sKi Ha JOTOBIpHHX 3acallax 3allydaloThCs [0
3/1ICHEHHS JOCTaBKHM JIIKAPCBKHX 3aco0iB KIHIEBOMY CIIOXKHBady, HECyTh
aIMiHICTpaTHBHY T4 KPHMIiHAJIBHY BiAMOBINANBHICTD 3a IOPYIIEHHS BCTAHOBIICHUX
BHUMOT JOCTaBKH JIIKapChKUX 3ac001B BIAIIOBITHO IO 3aKOHOIABCTBA.

3 npuiHATTAM npoekTy noctaHoBu Kabinety MinicTpiB Ykpainu «[lpo
BHECEHHA 3MiH Jo JlineH3iiHUX yMOB MPOBaKEHHS TOCIOAAPCHKOI MisTBHOCTI 3
BHPOOHMIITBA JIIKAPCHKUX 3ac00iB, OMTOBOI Ta PO3ApPiOHOI TOPTIiBNL JiKAPCHEKUMHU
3acobaMu, IMIIOPTY JiKapchKuX 3aco0iB (KpIM akTHBHUX (apMaleBTHIHHX
iHrpezieHTiB)» OyIyTh BOOCKOHAJIEHI BUMOTH Ta BPETryJbOBaHI IIPaBOBIAHOCHHH Y
cepi AMCTAHLINHHOI TOPriBIi JIKAapCBKAMH 3aco0ami Ta 3abe3NevyeHHs 3aXUCTY
KIHLIEBOTO CIOKHBa4a BiJ TaKMX pHU3UKIB, sSIK HeLOTpUMaHHA yMOB 30epiraHHd Ta
mepeBe3eHHs JIIKapChKUX 3aco0iB; TOPYIIEHHSA MpoUenypH 00Ty IiKapChKUX
3ac00iB.

YactuHOW 4eTBepToro cTarTi 19 3akoHy Ykpainu «IIpo mikapchbki 3acoOm»
BCTAHOBJICHO, IO CY0’€KT TOCTIOAAPIOBAHHS, SIKHI Ma€ JIILEH31I0 Ha IPOBaDKEHHT
rOCIIOAAPChKOl IAIBHOCTI 3 po3ApiOHOI TOPTIBII JIKApCHKAMHE 3ac00aMM, MOXe
3AificHIOBATH PO3ApiOHY TOPIiBIIO JNIKAPCHKUMH 3aco0aMH 3 BHKOPHCTAHHIM
iHpopMaliiHO-KOMYHIKAlIHHAX cHCTeM AMCTaHIIMHUM cliocoboM (elleKTpoHHa
po3npibHa TopriBius JiKapchKuMMM 3acob0amu), a Takoxk 3/iHCHIOBATH JOCTaBKY
JiKapChKHX 3ac00iB KiHIIEBOMY CIIOXHBavy 3a YMOBH BUKOHAHHS, 30KpeMa, TaKoi
BHMOTHU: HasBHICTh BJIACHOI CILy>kOM OCTAaBKH, 0OJIaIHAHHS Ta yCTATKYBaHHS, 110
3abe3neuyioTh JOTPUMAaHHS BH3HAUeHWX BHPOOHHKOM yMOB 30epirammg
JTiKapchKHX 3aco0iB mig yac iX ZOCTaBKH, a0 3amydeHHs Ha DOrOBIpHHX 3acaigax
IHIIKMX cy0’€KTiB rOCIOJapIOBaHHS - OIIEpaTOPiB MMOIITOBOTO 3B’ A3KY.



Bumoramu crarri 19 3akony Ykpainu «IIpo nikapcbki 3aco6m» BCTaHOBIEHO
TaKoX, IO THIOBAa (OpMa JOTrOBOPY INPO 3MIMCHEHHS [JOCTABKU JHKAPCBKHX
3aco0iB KiHIIEBOMY CIIOXHBauy 3aTBepaxyerhes Kabinerom MiHicTpiB YkpaiHu.

TakiM 4YHHOM, Ha CBOrOJHI HE BpEryJbOBaHI IIPaBOBIJHOCHHH MiX
cy6’€KTaMH T'OCTIOJ@pIOBaHHSA, SKi MATUMYTh IIPABO HA 3[IMCHEHHs €NeKTPOHHOI
po3pi6HOI  TOpriBii  JiKapchKMMH 3acobaMM Ta iHIOMMH  Cy0’eKTaMu
rOCIIOIAPEOBAHHA - OllEpATOPAMH ITOLITOBOTO 3B’S3Ky, Y pasi 3ally4eHHs OCTaHHIX
1UIst 371CHEHHA JOCTABKH JIIKAPCHKUX 3aC00IB KiHIIEBOMY CIIOKHBAYy.

HopmatuBHi akTy, B sKI Hirodi mocTaHoBU 3anponoHOBaHUM
BHOCSITBCA 3MIHH Kab6inety MiHicTpiB IIPOEKT IIOCTAHOBH
YKpainy
Jlinensiiini yMOBH ITocTanosa Kabinety IIpoexToM ITOCTaHOBH
NpOBaKEHHS MinicTpiB YKpaiHu Bifi | IPONOHYETHCS
roCIoIapChHKO1 30 nucromaga 2016 IIPHBEACHHS
TiSLTBHOCTI 3 poky Ne 929 «IIpo JlineHsiAHUX YMOB
BHpOOHHIITBA JIIKAPCBKHX | 3aTBEPKEHHA IIPOBaKEHHS
3aco0iB, ONTOBOL Ta JlineH3iIHHMX YMOB TOCIIOAAPCHKO1
posapi6HOi TOpriBii NpOBaKEHHA IiSTBHOCTI 3
JIKapCHKAMH 3aC00aMH, rOCIOIapChKOL BHPOOHHUIITBA
IMIIOPTY JiKapCHKUX JUATBHOCTI 3 JiKapchbKHX 3acoDiB,
3ac001B (KpiM aKTHBHUX BUPOOHHIITBA onToBOi Ta po3ApiOHOL
¢bapManeBTHIHUX JIKapChKUX 3ac00iB, TOPTiBIi JIiIKaPCBKAMH
iHrpe/lieHTIB), ONTOBOi Ta po3/piOHOT 3acobaMu, IMIIOPTY
3aTBEpIKEH] TOPTIBI JTIKapChKAMHU JIKapchKUX 3ac001B
nocta”HoBoro Kabinery 3acobaMu, iMITOpTy (kpiM aKTHBHUX
MinictpiB Ykpaisu Bij JHKapChKHX 3aco0iB dhapMaleBTUHHHX
30 nucromana 2016 poky | (KpiM aKkTHBHHX iHIpelieHTIB) y
Ne 929 bapManeBTHIHHX BiJTIOBITHICTE JI0
iHrpenieHTIB)» 3akoHy YKpainu Bix 02
xoBTHA 2019 poky Ne
139-IX, 3akony
Ykpainu Big 17 6epesns
2020 poky Ne 531-I1X ta
3akoHy YKpaiHH Bif
17.09.2020 Ne 904-1X
Ta 3aTBEPKEHHA
Tunosoi popmu
JOTOBOPY TpO
3a1fiCHEHHS JOCTAaBKH
JiKapChKHUX 3ac00iB
KiHIIEBOMY CIIOXHBaYy

Peaizatis IpoeKTy aKTa BILIHHE Ha:



I'pynu (miarpynn) Tak | Hi
[ pomaasiHH +
Hepxaa +
Cy6’eKTH rocroapioOBaHHs +
y TOMY 4HCIi Cy6’EKTH BEIMKOTO i CepelHEOro OiIOpHEMHHALITBA™ +

II. Ilini gep>kaBHOrO peryJr0BaHHA

MeTol0 TpPUHHATTA aKTa € BAOCKOHATEHHS BHMOT IIOKO 3abe3nedeHHs
HaceJIeHHsd MIKapChKUMH 3acobaMH Ta CYIMyTHIMM TOBapaMH 3 BHKOPHCTaHHAM
iHbopMaLiHHO-KOMyHiKaUiHUX CHCTeM MIUCTAHIIHHHUM crocoGoM (eleKTpOHHA
po3/ipibHa TOPriBiIs JKAapchKUMH 3aco0aMH), NOCTaBKA JIKapChKHX 3acodiB
KiHLIEBOMY CHOXHBayy.

3aBmAKM 3MiHaM, IO 3alpONOHOBaHI IPOEKTOM MOCTaHOBM, OyayTh
BIOCKOHAJIEH] ITUTaHHA IIoJ0 3abe3leyeHHs HacelleHHs JIiKapchbKUMH 3aco0aMHu Ta
CYIyTHIMH TOBapaMH 3 BHKOPHCTAHHSM inopManiiHO-KOMyHIKaUiiHIX CHCTEM
AMCTAHI[IMHUM  CIOCO60M  (€IEeKTpOHHAa po3ApiOHa TOPTIBIA  JIIKAPCHKHMH
3aco6amy), 10CTaBKa JIKapChKUX 3ac00iB KiHI[EBOMY CIIOXHBady.

Peanizaiis 3alpoloHOBaHUX HOPM 3a0€3ME4HTh:

- TIOKpAIIEHHA MOXIIMBOCTI ZOCTYILYy IO JIKapChKMX 3aco0iB /A KiHUEBOIO
CTIOKHBAYA;

- Hale)XHe JILEH3YBaHHA MUCTAHIIMHOI TOpPriBIl JIKaMH s amTe4HHX
3aK7a/iB, 3a YMOBHM BHKOHaHHS BMMOr Jo 30epiraHHs, BIIIycKy Ta
TPaHCIIOPTYBaHHSL.

- mieBiCTh MeXaHI3MY HarisfAy Ta KOHTpomo y cdepi muctanuiiinoro obiry
nikapchbKux 3aco6iB i BiANOBiZaMBHOCTI 0Ci6 3a MOpYIIEHHs 3aKOHOAABCTBA y Wii
chepi, BUXOA4YH i3 HeoOXiTHOCTI 3abe3TedeHH s NpaB COXKBAYIB.

IIpO€EKTOM &aKTy BCTAQHOBIIOIOTBCS BHMOTH HO 3H1HCHEHHS OSIIBHOCTI 3
eNeKTPOHHOI po3/piGHOT Topriem JikapchkKuMH 3acobamMu Ta iX JOCTaBKH
CNOXKMBAYaM, 30KpEMa BCTAHOBJIIOETHCS, LIO JILEH31aTH, AKi MAIOTh JiNEH3I Ha
NMPOBAKEHHsl TOCIOAAPCHKOI [isUIBHOCTI 3 pO3ApiOHOI TOPriBil JIIKapCHKMMH
3ac00aMH, MOXYTh 3AiMCHIOBATH €IeKTPOHHY PO3JpiOHY TOPriBIIO JIKapCBKUMH
3acobami, 3 JoTpuMaHHsM BuMor JlineHsiiiHuX yMoB Ta 3akoHy Ykpaiu «IIpo
JMKApchKi 3aco0m», & TAKOXK OPTaHi30BYBATH i 3/IHCHIOBATH CaMOCTIHHO JOCTaBKY
MKApCHKHX 3aco0iB KiHIIEBOMY CIOXHBa4dy 3 NOTPUMAHHAM YMOB 30epiraHHs
niKapchKHX 3ac06iB, BU3HA4YeHHX BHPOOHHUKOM IIiJ 9ac iX TpaHCIOpPTYBaHHs, Ta/abo
i3 3aTy4eHHAM Ha JOTOBIPHEX 3aca/iaX ONepaTopiB NOIITOBOTO 3B’ A3KY.

EnexTpoHHa po3apibHa TOpriBisd MKapChKUMH 3acobaMM  3AIACHIOETHCS
cy6’eXTaMM TOCIONAPIOBAHHSA, 338 YMOBH HasBHOCTi BiANIOBIIHOI MaTepialbHO-
TexHIYHOI 6a3zW: anTeYHMX 3aKIafiB po3apiOHOI TOprieii MKAPCEKUMH 3acobamwy,
061aMITOBAHMX NpHUMiLeHb Ta/abo 30HM B MatepianbHilt kiMHaTi A 30epiraHas
opOopMIEHUX 3aMOBIICHbD, BIIACHOTO BeO-caliTy B iH(popMaIliiiHO-



TeNeKOMyHiKaliiHiii Mepexi "IHTepHer", 3apeecTpOBaHOIO B YKpaiHCBHKiii
JIOMEHHiM 30Hi, BnacHol cinyx0u mgocraBKH, 3abe3redeHOl TPAHCIIOPTOM Ta
obaaHaHHAM Ta/abo JOTOBOPY 3 OMEpaTOpOM IOLITOBOIO 3B’A3KY, SKHH Mae
BiANIOBiHI TpaHCOOpT i oOmagHaHHA Ta BHeceHHH X0 €IOMHOIO IEp:KaBHOTO
PEECTPY OIlepaTOpiB IIOMTOBOTO 3B’ 3Ky, TOIIO.

[Tpo€xTOM aKTy BCTAHOBIFOIOTECS, TAKOXK, BAMOTH JI0:

BeO-caliTy JineHsiara, 0 Mae DpaBo Ha 3/iHCHEHH: eNeKTPOHHOI po3apiOHOl
TOPLiBI NTiKapCBKUMU 3acobamuy;

kBaniQikauiiini BUIMOTH 0 0co0H, sIKa OTpUMYe€, GOpPMy€E 3aMOBJICHHS, Hajae
KOHCYJIBTAIII il Yac 3aMOBJIE€HHA JTiKapchKoro 3aco0y yepe3 BeO-CcaiT;

3aranbHi BHMOTH [0 poObiT 1moxo mpHiioMy, peecTpaiii, (GopMyBaHHs,
30epiragHs, JOCTABKM 3aMOBJIEHHS Ha NiKapchbKi 3acobu, HANAHHA KOHCYJbTAlliH a
TAKOXK Bi[IyCK JIIKAPCHKUX 3ac00iB KIHIEBOMY CIIOKHBAYY,

TPAaHCIOPTHY Ta OONaHAHHA, K& BHUKOPHCTOBYETHCA JUIL JOCTaBKH
NiKapChKHX 32c001B KIHIIEBOMY CIIOJKHBAYy,

IpaBa CIOXHBa4a Ha OTPHMMAHHA KOHCYJBTAlll Mif 4Yac 3aMOBJIECHHA
NiKapChKHX 3aco0iB TOLIO.

Hinmo JepxaBHOrO peryJiioBaHHs € 30epexKeHHs SKOCTi JIKapChKOTO 3aco0y
Ta JOTPMMaHHS BU3HAYEHHX BUPOGHHKOM YMOB Horo 306epiraHHs, y TOMY YHCII ITij
yac IOCTaBKH KIHIEBOMY CIIOXKHMBA4y JHKapchKoro 3acoby, peaizoBaHOro
IUCTAHIlIMHAM CIIOCOOOM, HE3alIeXHO Bifi TOTO, 3IMCHIOE JileH3iaT IOCTaBKY
BIACHOIO CIyOOK JOCTaBKM 4M 3allyda€ JUIf LBOTO IHIIMX Cy0’€KTiB
rOCI0/apIOBaHHA.

IMpuitHaTrs OpoekTy mocraHoBn Kabinery MIiHICTpiB VYKpaiHu [POEKTY
noctaHoBu Kabinery Minictpis Yxpainu «IIpo BHeceHHs 3MiH 1o JlimeHsidHHX
YMOB TIPOBa/KEHHS TOCIOAAPCHKO] MisIBHOCTI 3 BUPOGHHUITBA JTiKapChKHX 3ac00iB,
ONTOBOI Ta pO3APIGHOI TOPTIBNI JTIKAPCHBKAMM 3ac00aMH, iMIOpTY NTiKapChHKHX
3aco6iB (KpiM aKTHBHHX (papMaleBTHYHHUX iHIPeMi€HTIB), Ta 3aTBEPHKCHHA THIOBOT
GopMH J[OTOBOpPY NpO 3HiMiCHEHHA MHOCTAaBKU JIKapChKHMX 3aco0iB KiHOEBOMY
CHOXHBady» 3a6e3leunTh BUKOHaHHS Cy0’€KTaMH TOCIIONApIOBAaHHS, sKi Ha
JOTOBIPHHX 3acajiax 3aly4aloThCs 10 3IiHCHEHHS JOCTAaBKM JIKapChKHMX 3aco0iB
KIHLIEBOMY CIIO)KHUBAYY, HACTYHHX iCTOTHHX YMOB:

HAsABHICTh y Cy0 €KTIB TOCIIOJAPIOBaHHA, SKi 3aIydaloThCA OO 3MIACHEHHA
JOCTAaBKH JKapchKHX 3aco0iB  KIHIIEBOMY CHOXHBady, OONagHaHHi Ta
yCTaTKyBaHHS, O 3a0e3nedyloTh JOTPUMAHHS BH3HAYEHHX BHUPOOHHKOM YMOB
36epiraHHs  JTiKapchKHX 3aco0iB MHim wac IX JOCTaBKH, Ta 3000B’s3aHHA
JNOTPHUMYBATHCH I[HX BUMOT; .

37ifiCHEeHHs KOHTPOJIXO 3a JOTPHUMAHHAM YMOB 30epiraHss JiKapChKHX 3ac00iB
O 49ac iX JOCTaBKM, Cy0’€KTOM TOCIOJApPIOBAHHA, IO 3JiMCHIOE €IEKTPOHHY
pO3ApPiGHY TOPTriBIO JiKapCEKHMH 3aco0amy, - He MEHIIe OHOTO pa3sy Ha piK Ta
OpTaHaMH JePKaBHOTO KOHTPOIIIO SKOCTI JIKapChKHUX 3ac00iB - B MeXax 3AiHCHEHHS
3aXO0JIiB JEPYKABHOTO KOHTPOJIIO SIKOCTI JliKApCHKHUX 3aC00iB.



I11. Bu3HaveHHs Ta ONiHKA aJ5TEPHATHBHAX CNOc00iB TOCATHEHHS HiJIeH
1. BusHaueHHs albTCPHATUBHUX CII0CO0IB

Buj ansTepHaTHBH

Onuc aJIbTepHATUBH

AnsrepHaruBa 1
sanumenns JlineH3iiHHux
yMOB 03 3MiH

Jliensiar  3rigHO 3 [IIOYMMH  HOpMaMH
JliueHsifHMX YMOB HE MOXKE OTPUMYBATH JTIKapChKi
3acobu y BonoxiHHA 0Oe3 mepexoly IIpaBa
BIIACHOCTI HA JiKapchKi 3acobm Ta 30epiraTd Taki
NiKapchKi 3aco0u, TpaHCHOPTYBaTH, 3[iHCHIOBATH
KOHTPOIb iX #KOCTI Ta peali3oByBaTH iHIMI
dyHk1ii, nepenbaveHi JIiINeH3IAHEMH YMOBaMH 10
TinedsiaTa.

Tirounmu JlineHs3iiHMMA yMOBaMU NepeAOaYeHo, M0
v pasi BcranosyieHHsa KaGinerom MiHicTpis Ykpaitu
KapauTHHy a0o BBelJeHHs HaA3BHYAHHOIO CTaHY Ha
nepiofi HOro BCTAHOBJIEHHS JIilleH3iaTaM, SKI MaloTh
meH3l0 Ha ~ OpPOBaKeHHS  TOCIOAAPCHKO]
MisUIBHOCTI 3 pO3ApiGHOI TOPriBml  JIIKAPCEKHMH]
BacobaMM, [O3BOJAETHCS 3IIMCHIOBATH TOPTIBIIIO
llikapchKUME  3acofaMH Ta CYIYTHIMH TOBapamH
MUCTAHLIHHO, OpraHi3oByBaTH Ta 34iHCHIOBAaTH
OCTABKY JIKApChKHX 3ac00iB Ta CyMyTHIX TOBApiB
GesrnocepeIHBO CIIOKUBadaM 3 AOTPHMAaHHAM YMOB
nOepiradHa  JIIKQpCBKMX ~ 3ac00iB,  BH3HAYECHHX
BUPOOHHKOM IIiji Yac iX TpaHCIOPTYBaHHS, 30KpeMa
i3 3aMyYeHHAM Ha HOTOBIPHHMX 3acalaX oOIepaTopiB
MIOIITOBOTO 3B’ S3KY.

To6ro, y pa3l 3aBeplieHHd KapaHTHHHHX
3axojiB JaHa HopMa Oyxe HeZOCTYIHO), IO Y CBOIO
yepry  OpH3Bede A0  HE  BperyinboBaHHX
npaBoBifHOCMHM y cdepi AMUCTAHIIHHOI TOPTiBI]
TiKApCBKMMHK 3acobamMy Ta 3a0e3leyYeHHs 3aXHCTY|
KiHITEBOTO CIOXKHBaya Bijl TaKHX PHU3UKIB, SK
HeJOTPUMAHHS YMOB 30epiraHHs Ta IepeBe3eHH!
NliKapchKMX 3aco0iB; IOpYyHIEHHS IpoLeAypu o0iry|
ITiKapCBKHX 3aC00iB.

Bumoramu crarti 19 3akoHy VYkpainu «IIpo
JiKapchKi 3aco0M» BCTAaHOBJIEHO, IO THIOBA
¢dopMa mOroBOpy Ipo 3JIMCHEHHA JOCTaBKH
MKapChKHX  3aco0iB  KIHLEBOMY  CHOXHBaqy
3aTBepKyeThesa KaGineTom MiHICTpiB YKpaiHu.
TakuMm umHOM, y pasi 30epeXxeHHs cHTyalll, sKa
icHye Ha cworoaHi, OyAyTh HE BpEryJbOBaHI
IIPABOBITHOCHHEH MIXK cy0’eKTaMu




rOCIOJapiOBaHHs, AKi MaTMMYyTh IIpaBO Ha
3ificHeHHS eJIEKTPOHHOI po3ipibHOI TOpriBmi
miKapchKuMu 3aco0aMi Ta iHIMMH cy0’exTamu
rOCIIONApIOBaHHA - OIEpPaTOpaMH  IIOIITOBOTO
3B’M3Ky, Yy pasi 3alydeHHA OCTAHHIX JUId
3MiiCHEHHS ~ JOCTaBKM  JIIKapchKMX  3acobiB
KIHIIEBOMY CIIOXKHBaYy.

Hapasi, Takuii cmoci®é He BiANOBIAaE BHMOTaM
3akony Ykpainu Biz 02 sxoBTHA 2019 poxy Ne 139-
IX ta 3akony Ykpainu Bin 17 Gepesns 2020 poxy
No 531-IX, 3axomy Vkpainu Bixm 17.09.2020 Ne
904-IX He 3abe3medye MOCATHEHHsS IIOCTABIEHOL
11iJTi peryJiroBaHHs, Ta € HEIPHAHATHHM.,

AJnbTepHaTHBA 2

[ummmit Bij
3aIPONIOHOBAHOTO CIIOCO0y
(caMoperynsuis)
Po3po6ka iHIIOTO IPOEKTY
IIOCTAaHOBH

ATIETEPHATHMBHOIO € pO3po0Ka IHIIOrO0 IIPOEKTY
[OCTAaHOBH, SKHM TMepeadadacTbcsd BCTAHOBHTH
nume okpemi GopM 3asB, HOPSAKY AiH JineHsiara
M 9ac 3yMHHEHHs [ii JileH3il TOIlo, a TaKOX
CKACYBaHHA BHMMOT [0 BHBICKM Ta 3OBHIlIHIX
PEKIAMHMX KOHCTPYKIIH aITeyHOro 3aKiamy,
BCTAHOBJIEHWX JUIA JilleH3iaTiB, #Ki IIpOBajAThH
rocrnofapckKy  AiUIBHICTE 3~ BHPOOHHITBa
(BUTFOTOBIEHHS) JIiKapChKUX 3aco0iB B yMOBax
anTeku, posipibHOl  TOpriBAI  JIKAPCHKUMH
3acobamu.

Ilpy 1BOMY TAKHM IIPOEKTOM IIOCTAHOBH HE
BH3HAYATUMETECS IIOPANOK il mdileHsiaTa y pasi
3yNMHEHHs [ii TinemHsii y moBHoMy 00cs3i, SIK TOTO
BHMarae 3akoH Ykpainu Bix 02 xoBrad 2019 poxy:
Ne 139-IX.

[Tpu 3pilicHEHHI JOCTaBKM JKAapCBKHX 3acobiB
6yayTh He BU3HAdYeHi TpaBa Ta 000B’A3KH CTOPIH, ¥
TOMY 4HCII 1100 36epexeHHs SKOCTi JiKapChKoro
3acoby Ta NOTPMMAHHS BU3HAYEHMX BHPOOHHKOM
yMOB iioro 30GepiraHHs, y TOMy 4HCHI Iif 4ac
IOCTABKM KiHIIEBOMY CIIOXXKHBady JIKapChKOIO
3aco0y, peai3oBaHoro AUCTaHIiHHHM crrocoboM.
Hapasi, Takmii cmoci6  He  3a0€3MEUHTH
BpEryJIOBaHHA  3a3HadeHMX IHTaHe Ta He
BinmoBimae BuMmoraM 3akoHy VYkpaimn Bix 02
xopeTHA 2019 poky Ne 139-IX, 3axoHy Yxpainu Bin
17 6epesns 2020 poky Ne 531-1X, 3axony Ykpaiuu
Big 17.09.2020 Ne 904-IX He 3abesneuye
OOCAIHEHHS IIOCTABJICHOI LiJl peryJlOBaHH:, Ta €
HEITPUHAHATHUM.




AnprepHaTuBa 3
Po3pobka Ta NpUAHATTA
IPOEKTY IIOCTAHOBH

AnbrepHatBa Ne 3 € BHpIlIEHHAM 3a3Ha4YeHOL
npobieMd Ta AacTb  3MOLY  BpEry/:OBaTH
BHIIE3a3HaYEH] TUTAHHS.

TMepeBaramMu  00paHOTO  CHOCOOY  JIOCACHEHHS
MIoCTaBIIeHO]I Ll € MpuBeAeHHs HOpM JlineH3iHHAX
yMOB y Bianosiguicts 40 3akoHy Ykpainm Big 02
oBTHA 2019 poky Ne 139-IX, 3akoHy Yxpainu Bin
17 6epesns 2020 poxy Ne 531-IX, 3axoHy YkpalHu
Bix 17.09.2020 Ne 904-IX.

Omxe, BcTaHOBIEHHS GOpPM 3aAB, MOPAIKY [Iii
nimensiaTa mij 4ac 3ynMHEHHS il JiteHsii Tollo, a
TAaKOX CKAacyBaHHs BUMOT O BUBiCKH Ta 30BHILIHIX
PEKIaMHHX KOHCTPYKUiH anTeuyHoro 3aKnany,
BCTAHOBJICHMX [UIS JILEH3iaTiB, SKi IIPOBAjSTH
rocrmojapchbKy — HISUTBHICTH 3 BHPOOHHITBA
JikapchKMX — 3acobiB,  po3dpibHoi  Toprimmi
TiKapchKUMH  3ac0o0amM, IMIOPTY  JIKApChKHX
3ac06iB € 6inpLI 3pyYHOIO s 3400yBadiB JiLeHsii,
a OTXe JO3BOJHUTH NPHUOIM3HO BABIYI CKOPOTHTH
yac 3m00yBaya JileH3il, IN0 HaJacTh 3MOTY
3eKOHOMHTH 9ac, a TaKoX NpHOIM3HO BJBiUi
3HU3SATHCA BUTpATH 3700yBada JIeH3ii Ha OrIaTy
npalli BiANOBiJaNEHOTO 33 HAIPSIM CIiBPOOITHHKA.
Po3poOka Ta TNpPHHHATTS NPOEKTY IOCTAHOBU
HOKPAalUTh MOXJIKHBICTE IOCTYIY M0 IKAPCHKUX
3ac00iB IUIS KiHIEBOTO CIOXMBaua, 3abe3leduTh
HaJle)KHe JiLEH3yBaHHA UCTaHUiitHOi TopriBii
JiKkaMM [ anTedHHX 3aKjaadiB, 3a YMOBH
BUKOHAaHHS BHMOI 1O 30epiraHHs, BINIyCKy Ta
TPaHCIIOPTYBaHHS, Ta Ji€BICTh MEXaHI3MY HarJAIy
Ta KOHTPOMIO y cdepi aucTaHUifiHOrO 00Iry
TiKapchkux 3acobiB i BigmoBimamsHOCTI 0C16 32
HOPYLIEHHS 3aKOHOJABCTBA y LiH cdepi, BUXOATIH
i3 Heo6xigHOCTI 3a6e3ne4YeHHS MPaB CIOKHBAYIB.

2. OriHKa BUOpaHKX aTbTEPHATHBHUX CIIOCOBIB NOCATHEHHA LJIEH

OmiHka BruMBY Ha cdepy iHTepeciB fepxaBu

Bun Buroau Burparu
aNbTepHATHBH
AnprepHaruBa 1 | MiHiManbHi (HeBianoBigHICTH | 30MTKM NOB’s3aHi i3

BUMoraM 3akoHy VYkpainun Bix 02 | BicyTHiCTIO
x#0BTHA 2019 poxy Ne 139-IX, 3akoHy | mpaBOBOTO




Ykpainu Bia 17 6epesns 2020 poxy Ne
531-IX, 3akoHy VYkpainu BiJX
17.09.2020 Ne 904-IX).

peryJoBaHHs y
chepi mNineH3yBaHHA
roCToAapchKol
IisTBHOCTI 3
BUPOOHULTBA

niKapchKHX 3acobiB,
OIITOBOIL Ta
po3apiObHOi  TOpriBiIi

AnpTepHaTHBa 2

MinimManeui (B [AeSKMX BHIQAKax
nepes0avyacThCs HeJOTPUMAHHS BUMOT
3akony Vkpainu Bix 02 >xoBTHA 2019
poky Ne 139-1X, 3akony VYkpainu Bix
17 6Gepesus 2020 poxy Ne 531-IX,
3akoHy VYkpainu Bix 17.09.2020 Ne
904-IX.)

JIiKapChbKUMU
3acobaMu, IMIOPTY
mikapchkux 3acoliB
(xpim aKTHUBHHX
dbapMaleBTHIHUX
iHIpeAieHTIB)
36MTKY MOB’A3aHI 13
BiACYTHICTIO
HaJIeXHOTO
IPaBOBOTO
PETyIIOBaHHS y
cepl nileH3yBaHHS
TOCIOAAPCHKOL
NisUTBHOCTI 3
BHPOOHHULITBA

JTiKapchKHX 3aco0iB,
OIITOBOI1 Ta
po3apibHOl TOpTiBiIi

JiKapCbKUMH
3acobamMy, iMIOPTY
JTKapChKHX 3ac00iB
(xpim aKTHBHHUX
(hapMaleBTHYHUX
iHrpeHi€HTIB).
Ansrepratusa 3 | Bucoki (HapjacTh MOXIHBICTh | BincyTHi
NPUBECTH Y BIIAMOBITHICTE 10 3aKOHY
Vkpainu Big 02 xosrast 2019 poky Ne
139-IX Ta 3akony VYkpaimm Big 17
6epesus 2020 poky Ne 531-1X)
OuniHka BIUIHBY Ha chepy iHTepeciB rpoMasid
Bun Burogu Burtparu
aJIbTePHATHBH
AnerepHatusa 1 | BigcyTHi, OCKIJIBKH npobiiema

Butparu, mnop’s3aHi




3JIMIIAETHCS HEBHUPIIIIEHOIO

3 MOpYLIEHHAM IIpaB
CTIOKHBAUIB Ha
OTPHMAHHA SIKICHUX
JiKapchKuX 3aco0iB
y 3B’ SI3KY 3
HEBPETYJILOBAHICTIO
BUMOI 10 JisTBHOCTI
3 eIEKTPOHHOL
po3apiOHOI TOpriBIi
JTIKapChKUMH
3acobaMu Ta
BiJICYTHICTIO BHMOT
MO0
B33€MOBITHOCHH
oco0H,
VIIOBHOB&XXEHOI  Ha
31HCHEeHHS
3aKymiBesib y cdepi
OXOpPOHH 3[0pOB’A 3
JineH3iaTaMu y
BiJIIIOBIAHIM cepi. .

AnbTepHaTHBa 2

BiacyTHi, OCKLITBKH npobrema
3a/IHIIAETHCS HE TMOBHICTIO BUPIIIEHOO

Butparn, noB’s3aHi
3 TOPYLUCHHSM IIpaB
CIIO)KHABAaYiB Ha
OTPUMaHHA SKICHUX
NiKapchKAX  3acobiB
y 3B’ SI3Ky 3
HEBpeTyJIEOBaHICTIO
BUMOT 10 IisNIBHOCTI
3 eNeKTPOHHO1
po3pibHoi TopriBmi
JKapChKUMH
3acobaMu Ta
BiJICYTHICTIO BHUMOT
11010
B3a€MOBITHOCHH
ocobn,
YIOBHOBAXEHOI Ha
3MifCHeHHS
3aKymiBeas y cepi
OXOpPOHH 3/I0POB’S 3
JineH3iaTaMu y
BiAmoBiaHI#M cdepi. .

AnwsTepHaruBa 3

Bucoki (UiABHINEHHS  JOCTYIHOCTI

BiacyTHi
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CIOXHBA4YiB A0 SAKICHUX IIKapChKUX
3aco0iB v 3B’A3KY 31 yperynboBaHICTIO
BHMOT 1O [iSUIBHOCTI 3 €IeKTPOHHOL
po3apiOHOI  TOPriBNiI  JIIKAPCHKMMH
3acob0aMy Ta B3a€MOBIZHOCHH 0CO0H,
YTIOBHOBAXXEHOI Ha 31CHEHHSA
3aKyIiBeNs ¥ c(epl OXOPOHH 3[0pOB’s
3 JileH31aTaMu Y BimOBigHiH cbepi.)

Omninka BILTMBY Ha chepy iHTepeciB cy6’ €KTIB TOCIOAAPIOBAHHS

Iloka3nuk Beauki Cepenni Maui Mikpo Pazom

KinekicThb 120 630 2297 3718 6765
cy0’exTiB
rocrmoaploBaHHs,
0 MiAnajarThb
mig giro
peryJroBaHHs,
(OTHUIE )

ITuToma Bara 2% 9% 34 % 55% 100 %
IPYIIH y 3araibHiH
KIIBKOCTI,
BIJICOTKIB

3aranpHa KiNBKIiCTH CY6’€KTIB rOCIOapIOBaHH, AKi € JIeH3iaTaMy, BKazaHa
3rigHO 3  JUCH3IHHAM  peecTpoM, po3MiumieHuM Ha  odiuiiHOMy — caiTi
Hepxnikeryx0u.

Bun Buroau Burpatn
AJIbTePHATHBH |
AnstepHatuBa 1 | MiziManssi (seBigmoBinuicTh | 36MTKM  NOB’A3aHI 13

BUMoOraM 3axoHy YKpainu Big 02 | BIACYTHICTIO NPaBOBOTO
xoptHA 2019 poky Ne 139-IX, | perymosanus y cbepi
3akony Ykpainu Bix 17 Gepe3Hs | HilleH3yBaHHS
2020 poxky Ne 531-IX, 3akoHy | rocrnogapcekoi

Vipainu Big 17.09.2020 Ne 904- | isnbHOCTI 3

IX). BHPOOHHLUTBA JIIKAPCHKUX
3aco01B, OIITOBOI Ta
po3napibnoi TOPTiBIi
JKApCBKUMH  3aco0aMH,
IMITOpPTY MIKApChKHX
3ac00iB (KpIM AaKTHBHHX
thapMalleBTUYHUX
IHI'PEIIEHTIB)

AnbprepHatipa 2 | MiniManeHi (B jiesikux Bunaakax | 30MTKM  TOB’A3aHi i3
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nepen0adacTbCs  HEIOTPHMAHHS
BEMOr 3akoHy Ykpaimu Big 02

BIJICYTHICTIO HAJIEXKHOTO
IPaBOBOTO PperyJIOBaHHA

sxoBTHA 2019 poxy Ne 139-IX, |y cdepi milleH3yBaHHA
3akoHy Ykpainm Bixg 17 Gepe3Hs | rocnojapchbkoi
2020 poxy Ne 531-IX, 3axoHy | AisAbHOCTI 3
Vkpaiuu Big 17.09.2020 Ne 904- | BupoGHMITEA JTIKAPCHKHX
IX.) 3aco0iB, onToBoi Ta
po3ipiOHoOi TOPriBIi
JTiXapChKUMH  3aco0aMi,
IMITIOPTY TiKAPCBKUX
3ac00iB (KpiM aKTUBHUX
(apMalleBTHYHHX
iHrpelieHTIB)
Anprepuatuea 3 | Bucoki MinimansHi (moB’sA3aH] 13
(32 paxyHOK  BIIPOBA/DKEHHs | BUTpPaTaMH Ha
HATIEXHOTO IIpaBOBOTO | 3a0e3MeveHHs BHMOT
perynioBaHH:A y cepi | mpaBoBoro peryrOBaHHSA
JIIIeH3YBaHHS rocrmogapchkol |y cdepl  mileH3yBaHHS]
aisutbHOCTI 3 BHPOOHMITBA | FOCHONAPCHKOL
MKapCBKMX 3aco6iB, OMTOBOI Ta | AisIBHOCTI 3
po31pi6HOT TOPriBiIi JiKApChKUMH | BUPOOHHMUTBA JTiKapCHKHX
3acobamu, IMIIOPTY JiKapchKuX |3acobiB,  omToBOI  Ta
3aco0iB (kpim aKTUBHHX | PO3XpiOHOL TOPTiBIi
dapMalleBTHYHKX IHTPENi€HTIB)) | MKapCchbKMMH  3acobamu,
iMIopTy JKapChKUX
3aco0iB (KpiM AaKTUBHUX
(dhapMaLIeBTUYHUX
iHrpeIicHTIB))

IV. Bu6ip Halifiibm oOTHMAJBHOrO AaJbTEPHATHBHOIO CHOCOOY
JOCSTHEHHA Iij1ei '

PeitTunr ban KoMeHTapi moao MprucBOCHHA
pe3yIbTaTHBHOCTI | Pe3yJIbTATHBHOCTI BiAmoBigHOTO Gana
(mocarueHHs (3a
e mig gac YOTHPHOATBHOKO
BHPIIICHHS CHCTEMOIO OIliHKH)
po0IIeMH )

AnbsTepHaTyBa 1

MIpU3BEE

3000yBadi

10
Jeperyisiii Ta HOKpameHHI Oi3Hec-
KIiMaTy B YKpaiHi, JileH3laTH Ta
JilleH3iii BHTPaYaTHMYTh

1 IIpobiieMa NpOOOBXKUTE ICHYBATH.
3aJIUIIeHHS

3MIH
3aMICTh

Oe3
10

CUTYyaIil
TOrO,
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Oinpime wacy Ta  pecypcy Ha
BperyIIOBaHHS TPAaBOBIIHOCHH Y cdepi
JISIBHOCTI 3 BUPOOHUITBA JIIKAPChKHUX
3acobiB, oONToBoi Ta  Po3ApiOHOI
TopriBmi  JiKapchbKUMH  3acofamu,
iMmopTy nikapcekux 3acobiB  (KpiM
AKTUBHUX thapManeBTHIHAX
iHTpEIiEHTIB).

TakoX, 3aJdlIeHHs cUTyanii Oe3 3MiH
HEe J03BONUTH CQOPMYBAaTH Ii€Bi Ta
eeKTHBHI MEXaHi3MH DEryIIOBaHHA
TIPaBOBITHOCHH y cepi
OWCTaHIiHHOTO  00iry  JKapChKHX
3ac00iB.

AnpTepHaTHBa 2

IlpoGnema He Oyze BHpileHa y
OBHOMY 00cCs3i.

Hapasi, taxuii cnoci6 He 3a0e3nevuTs
BPEryJIIOBaHHS 3a3Ha4deHHX [HTaHb Ta
He BiANOBiZae BHMoOraM 3aKOHY
Vkpainu iz 02 xosrHa 2019 poky Ne
139-IX, 3akonmy VYkpaiau Big 17
6epesns 2020 poxy Ne 531-IX, 3akoHy
Vkpaian Big 17.09.2020 Ne 904-IX, He
3albesmeuye AOCSATHEHHS IOCTaBJEHO]
LIl peryJIIOBaHHs

AnprepHaThBa 3

Jaspauenmii cmoci®d € HaiOinsm
JMOLUIBHUM, OCKIIBKH  Ilepembadae
BpaXyBaHHs BCiX HOpM, IepefbaueHnx
3akony Vkpaiuu Bim 02 xoBTHA 2019
poky Ne 139-IX, 3akoHy YkpaiHH Bin
17 Gepesus 2020 poxy Ne 531-IX,
3akony VYxkpaimm Bix 17.09.2020 No
904-IX.

Y BUIIAAKY IPHAHATTS
3aIIPOIIOHOBaHOTO TIPOEKTY
nependadaeThe, ife} peaizanis

[IOIOXEHL  MOCTAHOBH  JO3BOJIUTH
3a0e3MeYuTH JOCTYNI IO JiKApChKUX
3aco0iB I KIHIIEBOTO CIOXXHBaya,
Ii€BiCTH  MEXaHI3My  Haragy Ta
KOHTPOJI y cdepi AWCTaHLIAHOIO
0biry JTIKapChKHAX 3aco0iB i
BiAmOBiZaIBEHOCTI OCi0 3a IOPYLICHHS
3aKOHOJABCTBA y Ii#i cdepi, BUXoaI4H
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i3 meoOximHocTi 3a0e3nedeHHs I[IpaB

CTIOKHBAYIB.
PelATHHT Buroau Burpartn OOrpyHTYBaHHSA
pe3yJIbTATHBHOCTI (mincymox) (migcymok) BiAnoBiAHOIO
micus
aNbTEpHATHBH Y
pedTHHIY
AnbsTepHatuBa | Buromu  mporo | Burpartu, mos’s3aHi | PeHTHHT
crocoly 3 HOPYIIEHHSM | HU3BKHH  depe3
MIHIMaJTbHI IpaB CIIOXHMBadiB | BIACYTHICTh
OCKIJIbKA JaHWH | Ha OTpHMaHHsS | CIOCO0IB
crocid He | AKiCHHX JIKapChKUX | BUPIIICHHA
BiZIMOBIZAE 3aco0iB Ta BUTpaTH | MpoOaeMH.
BUMOraM 3aKoHy | cy0’eKTiB
Vkpaiau Big 02 | rocmogaproBaHHS Y
HKOBTHA 2019 | 3B’sA3KY 3
poky Ne 139-IX | HEeBperyIbOBaHICTIO
3akoHy VYkpaiHH | BUMOT 1o
Bix 17 Oepe3Hs | AISUIBHOCTI 3
2020 poky Ne | enekTpoHHOL
531-IX, 3akoHy | po3apiOHOI
Ykpainu Bix | Toprieii
17.09.2020 Ne | mikapchKUMH
904-1X.) 3acobamu Ta
BiJICYTHICTIO BHMOT
010
B3a€MOBIITHOCHH
ocobH,
YHOBHOBaKEHOI Ha
3IiACHEHH
3aKymiBenb y chepi
OXOpPOHH 3/I0pPOB’S
3 IlilleH3iataMHd ¥y
BiAOBiAHIH cdepi.
AnbTepHaTHBa 2 Buromu Butpatu, nos’s3asi | PeiiTuHr
MiHIMaJTBHi, 3 MOpYIIEHHAM | HU3bKHH  yepes
IIOBHICTIO HE | IpaB  CIIOXKHBA4iB | HEJOCTATHICTD
BpaxoBYIOThCA Ha OTPUMAaHHS | 3aXOJIB s
HOpDMH  3aKOHY | SKICHHX JMiKapChbKMX | BUpIIIEHHS
Vxpainu Bix 02 | 3aco0iB Ta BHTpaTH | IpobIeMH.

YKOBTHS 2019
poky Ne 139-IX,
3akoHy VYkpaiHH

Cy0’€KTiB
rocriofgaproBaHHsa y
3B’ I3KY 3
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Bigx 17 Oepe3ns
2020 poxky Ne
531-IX, 3axkony
Ykpainu Big
17.09.2020 Ne
904-IX.

HEBPETYJIBOBAHICTIO
BHMOT 1o
TiSIFHOCTI 3
eJIeKTPOHHOL
po3apibHoi

TOPTiBIi
JTIKapChKUMU
3acobamu Ta

BiZICYTHICTIO BHUMOT
111(i (]
B33€MOBIJHOCHH
oco0u,
YIIOBHOBa)KEHO! Ha
31HCHEHHS
3aKyImiBenb y coepi
OXOpPOHH 37I0pOB’A
3 JlIeH3iaraMd Yy
BiIIOBiNHI# cdepi.

AnsTepHaTHBA 3

MakcuManeHi
BUTOIH,
npHBeJeHHS
Jliuensifinux
YMOB y
BiIMOBIMHICTE IO
3akoHy YKpaiHu
Bix 02 XOBTHA
2019 poky Ne

139-1X, 3akoHy
Vkpaiau Big 17
OepesHs 2020

poky Ne 531-IX,
3akony VYxpaiou
Big 17.09.2020 No
904-1X.

v BHITaJKy
NPUHHSTTI
3aIIpPOITOHOBAHOTO
MIPOEKTY
nependadacThe,
oo peanizamis
MIOJIOXKEHD
TTOCTAHOBH
JIO3BOJTUTH
3a0e3neuynT

MinimanpHi
(ToB’s3aHi i3
BHUTpaTaMU Ha
3abe3nedeHHs
BEMOI'  MPaBOBOIO
perysIoBaHHA y
chepi
JiIeH3yBaHHS
rOCIIOAapChKO1
TIATBHOCTI 3
BUPOOHHIITBA
TIKapChKUX
3aco0iB, OIITOBOI Ta
po3apiGHOL
TOPTiBII
TKapCBKUMHU
3acobaMu, iIMIOPTY
JTKapchKUX 3aco0iB
(xpim AKTHBHUX
(dhapMalleBTUIHUX
iHpelli€HTIB))

PedTHHT
BHCOKHH,
OCKUIBKH
DPUMHATTSA
MPOITOHOBAHOTO
[IPOEKTY
JO3BOJISAE
HaHOIIBII TTOBHO
MIIATH 1o
PO3B’sA3aHHSA
ICHYyrOUHX
npobnem.
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JOCTYII hils]
JIKapChKHX
3ac00iB Jibit |
KiHIIEBOTO
CIIOKHBAYa;
II€EBICTH
MeXaHI3My
HarJsaLy Ta
KOHTPOJIIIO y
cepi
OHUCTAHIIHHOrO
00iry miKapchKUX
3ac00iB i
BiMOBiNANBHOCTI
ocid 3a
HopYLIIeHHS
3aKOHOJAaBCTBA Y
14151 cepi,
BHUXOITIN i3
HeoOX1THOCTI
3abe3nedyeHHs
IpaB CIIOXKHBAUIB.

PeliTHHT

ApryMeHTH IOAO0 NepeBard
obpanoi
aJbTePHATHBH/NIPHYHHH
BiIMOBHM BiX a/IbTepHATHBH

Ouinka PH3HKY
30BHIIIHIX YHHHHUKIB Ha
Ail0  3aNpONOHOBAHOIO
PEeryJsTOPHOr0 aKTa

AnbpTepHaTHBa ]

IlepeBaru obpaHoi
albTepHATHBY BiJICYTHI

Bruus 30BHINIHIX
YHUHHUKIB BOauaeThcH
3HAYHWM, PH3UKH BHCOKI.

AnbTepHaTHBA 2

[TepeBaru oOpaHOi
QJIbTEPHATHBU HEe3HAYHI,
110B’s3aHi 3 Bper'yIIOBaHHIM
[IPAaBOBiTHOCHH y BIIMOBIAHIN
cthepil TAIIE YACTKOBO

Bojvs 30BHILIHIX
YUHHUKIB BOayacThCH
3HAYHHM, PH3UKA BUCOKI.

AnpTepHaTuBa 3

IIpuitHATTA akTy 3a0e3Ne4uTh
OajaHc iHTepeciB JAepxaBH,
CIHOXHBauiB Ta  CyO'eKTiB
rOCIO/IapIOBAHHS.

BB 30BHIIIHIX
YMHHHKIB BOauaeThCs
HE3HAYHUM, PU3HKHA
HU3BKI.
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V. Mexanizm Ta 3axogM, siki 3a0e3meuaTh pPO3B’SI3aHHS BH3HAYEHOI
npoGaeMu

PeaisyBaTi BCTaHOBJIEHY METY NPONOHYETHCS LUIAXOM 3aTBEPIKCHHA
npoekTy nocraHoBu Kabinety MinictpiB Vkpainu «lIpo BHeceHHA 3MiH 1O
Jlinen3ifHUX YMOB IPOBA/DKEHHS T[OCIOMAPCHKOI HisNbHOCTI 3 BHPOOHHUIITBA
niKapchKEX 3acobiB, ONTOBOI Ta po3ApiGHOI TOpriBIi JiKapchKMMH 3acobamu,
iMIIOpTY JiKapchKkuX 3acobiB (KpiM akTHBHHX (papMalleBTUYHHX IHTPE/i€HTIB)»,
Ta 3arBeppkeHHs TumoBoi ¢opMH JAOroBOpy NpO 3MIMCHEHHA JTOCTABKH
TKapChKUX 3ac001B KIHLEBOMY CIIOKHUBAUY».

EheKTHBHICT 3alPOIIOHOBAHOTO PEryJIATOPHOIO aKTa 3a0e3nedyBaTHMeThCs
33 paxyHOK BCTAHOBJIEHHS YITKHX BHMOT 1O CyO’€KTiB IOCIOAAPIOBAHHA, IO
IIAHYIOTh IIPOBAJHTH TOCTIONAPCHKY HiSUIBHICTH 3 BHPOOHHITBA JIKAPCBKHX
3ac0o0iB, onToBOi Ta PO3APIOHOI TOpriBmi JiKApCHKUMM 3aco0aMH, IMIOPTY
NiKapCHKUX 3aco6iB (KpiM akTHBHHX (apMalleBTHYHMX iHTPE/I€HTIB) Ta 32 paxyHOK
BCTAHOBJIEHHSA UITKHX BHMOT 10 Cy0’€KTiB TIOCHOJapiOBaHHA, IO IUIaHYIOTh
MpOBAagUTH TOCTONAPCHKY JMiSUIBHICTE 3 €NeKTPOHHOI posapiGHoi Toprisim
NiKapChbKUMH 3ac00aMH.

Y mpoekTi mocTaHoBH MepenbateHa BHYepnHa iH(pOpMAalis CTOCOBHO
BUMOT JI0 IPOBAKEHHS TOCIMOAAPCHKOl MiSTIBHOCTI 3 BUPOOHHULTBA JTIKAPCHKUX
3aco6iB, ONTOBOI Ta po3ApiGHOI TOpriBmi MiKapCBKUMH 3ac00aMH, IMIOPTY
niKapchKHX 3ac06iB (KpiM aKTUBHHX (JapMalleBTHIHHX iHIPEIi€HTIB).

Jepxkaauii ~ Harypig 32 JOAEPXaHHAM  BHMOT  TIPOEKTY  axrTa
3nificHroBaTUMeThes JlepaBHOIO CiIyx000 YKpaiHdH 3 JiKapchKHX 3acobiB Ta
KOHTPOJIIO 38 HAPKOTHKAMH.

VI. OuiHka BHKOHAHHSI BHMOTr pEryJsiTOPHOTO aKTa 3ajle:KHO Bij
pecypciB, IKEHMH PO3NOPSIKAIOTHCA OPraHH BHKOHABYOL BIaIH “H OPraHH
MicOeBOro caMOBpAAYBaHHs, (izuyHi Ta OpHUAHYHiI oco0H, AKi NOBHHHI
BIPOBAKYBATH 200 BHKOHYBAaTH i BHMOTH

PerynsaTopHHi akT He MOTpeOye IONATKOBHX BHTpaT 3 OIOKETIB ycCix
PLBHIB.

Po3paxyHOK BHTpaT Ha BHKOHAHHS BHMOI DPEryJIATOPHOTO akKTa Iy
cy6’€KTIB TOCIIOAAPIOBAHHS BENHUKOTO Ta CEPEJHBOTO ITINPHEMHHITBA HE
IPOBOIMBCA, ¥ 3B’S3KY i3 3/iHCHEHHAM pO3paxyHKy BHTpAT Ha 3alpOBajRKCHHS
JEpKaBHOIO DETYJIOBaHHA I Cy6’eKTiB Majioro IiANPHEMHHLTBA 3TIAHO 3
gomaTkoM 4 1o MeToAMKHM NpoBeNeHHs aHajli3y BIUIMBY pETyJIATOPHOIO aKTa
(TecT Maoro migNpHUEMHUIITBA).

VII. OGrpyHTyBaHHs 3aNPONOHOBAHOTO CTPOKY /i pEryJIAaTOPHOro aKra
IepenbadaeThes, MO PETYIATOPHUNA akT HaGepe YHHHOCTI BiAIIOBIZHO JO

3aKOHOJABCTBA. 3 METOIO 3alpoBa/DKEHHS NEepPeXifHOro nepiody, HeoOXigHOTo
JiLleH3iaTaM [UI1 OTPHMAaHHS IpaBa Ha MPOBA/KEHHS OISUIBHOCTI 3 €IeKTPOHHOL



17

po3apiGHOi TopriBmi IKapchbKHUMH 3ac00aMH  IPOTIOHYETBCA BiATEPMiHYBaTH
CKacyBaHHS HOpMH, fKa [03BOJIIE JIEH3iaTaM, fKi MaTh JILEH3110 Ha
IIPOBA/KEHHA TOCTIOAAPCHKOI AISUTBHOCTI 3 po3/piOHOI TOpriBil JiKapChbKUME
3acobaMM, Ha Mepio[i BCTAHOBIEHHsS KApaHTHHY, 3IiHCHIOBATH TOPTIBJIO
niKapchKHMH 3ac0o0aMH Ta CYIyTHIMH TOBapaMH AMCTaHIHHO, OpraHi3oByBaTH
Ta 3IiHCHIOBAaTH JOCTaBKY JKapchKMX 3acobiB Ta CYIOyTHiIX ToBapiB
GesmocepeiHBO CHOXKHMBA4aM 3 JOTPHMAHHAM YMOB 30€piraHHs JIKapChKHX
3ac06iB, BH3HAYEHMX BUPOOHMKOM Mif Hac IX TPaHCIOPTYBaHHSA, 30KpeMa i3
3aly4eHHsM Ha JOTOBIpHHX 3acafiaX OnepaTopiB IOMITOBOTO 3B A3KY.
CTpoK Aii peryJaTopHOro aKTa IpOHOHy€EThCA He 0OMeXyBaTH B 4aci.

VIII. BusHayeHHS NOKA3HMKIB pe3yJbTATHBHOCTI Aii pPeryasiTopHoro
aKTa

[ToKkazHHKaMM Ppe3yJIBTATHBHOCTI 3allpOBaJDKEHHS PEryISTOPHOIO aKTa €
KUIBKICTh Cy6'EKTIB TOCIIOAAPOBAHHS Ta KUIBKICTH allTeYHHX 3aKNajiB, sAKi OyayTh
IPOBAJMTH AiAIBHICTE ¥ cbepi MycTaHUMHOI TOpTiBIi JiKapchkUMHU 3acobamy, a
TAKOX KiNBKICTB Cy0’€KTiB FOCIIO/IapIOBaHHS - OIIepaToOPiB MOLITOBOTO 3B’A3KY, fAKI
6yoyTh 3amydeHi nm0 3AiliCHeHHS [OCTABKM JKapCchKHX 3acobiB KiHIEBOMY
CIIOXKUBaY.

[ToKa3HHKOM pe3yJNbTaTHBHOCTI Takok Oylde cTabilbHa YHCENbHICTH
mimensiaTiB, SKi HpPOBAKYKOTh [MisUIBHICTE 3 TaKMX BHIIB TOCHOMAPCHKOL
JiSUTBHOCTI, SK ONTOBA Ta PO3ApiOHAa TOPriBIA JKAPCHKMMH 3ac00aMH, iMIOpT
nixapchKHX 3aco6iB (KpiM akTHBHHX (apMalleBTHIHHX iHTPEJIEHTIB).

PiBeHp MHoiH(pOPMOBaHOCTI CYO'€KTiB rocrnojaproBaHHA i QismdHUX ocib -
Bucokuil. [lpoexT akta Ta BIZNOBIJHHHA aHaNi3 PperyJsSTOPHOrO  BIUIUBY
OnmpHMOIHEHO Ha odililiHoMy BeGeaitti JlepikaBHOi ciTy0HM YKpaiHH 3 JTiKapChKHX
3ac00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH.

HaiiMmeHyBaHHS IIOKa3HHKA Po3Mip moka3Huka

TToBHHIL, IPOEKT IOCTAHOBY PO3MIIEHHH Ha BeD-
caiiti JlepxkaBHol cityx0H YKpaiHH 3 JIKapChbKHX
3ac00iB Ta KOHTPOJIIO 32 HAPKOTHKaMH

PiBeHb iHOpMOBaHOCTI
¢y0’€KTiB rocOJapIOBaHHA

KinpkicTs cy0’ekTiB | 6765

TOCIIOJIapIOBaHHA, 01 (4]

MiamaxaloTh mna TIi1o

peryIoBaHH]

PosMip udacy Ta komriB, mo | Burpaturtu Ccy0’€KTIB roCroIaprOBaHHsg
BUTpa4aTHMY TECS (nmineHziaTiB), I BHMKOHaHHS BHMOI aKTa —

cy0’€KTaMH TOCIoAaplOBaHHA
Ha BHKOHAHHS BUMOT aKTa

pa3oBO OPIEHTOBHO CKJIANAIOTE:

- 30 XBUJIMH I BiAIIOBiJAIbHAX NPaliBHUKIB Ha
O3HAMOMIEHHS 3  HOBHMH  3MIHaMH [0
JlineH3iHHUX YMOB;

- 1o 60 qHiB Ui pHBeXEHHS JiLeH31aTaMH CBOET
OiAABHICTE Y BigmoBignicte 3 JlinedsiHHUMEH
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YMOBaMH;

- 3aII0BHEHHS JOJATKOBHX ITiATBEpIHUX
nokyMmeHTiB (30 XBUIMH);

- 3a[I0BHEHHS 3a5B NMPO MepeohopMIIEHHS JTileH31]
(v pasi mepeodopmiteHHs) 15 XBUIHH.

JI0aTKOBMMH ITOKA3HMKaMH pe3yJIbTaTUBHOCTI PEryJISTOPHOIO aKT4 €:
- KIJIBKICTB MilleH3iatiB, IO JOAEPKYIOThCA JTILIEH31HHAX YMOB;
- KiTBKiCTh MILEH31aTIB, 10 HE H0AePXKYIOThCS JTilleH31HHIX YMOB.

IX. BuzHaudeHHst 3ax0JiB, 3a AOMOMOIOI0 SIKHX 3AiliCHIOBATHMETbHCH
BiICTE;KeHHA Pe3yJIbTATHBHOCTI Ail PeryJsiTOpHOro aKTy

Ba3oBe Bi[ICTEKEHHS PE3yJIbTATHBHOCTI PETYJIATOPHOTO aKTa Oyae 3AiicHeHO
nicns HaGpaHHA YMHHOCTI LIAM aKTOM, ajle He Ii3HIIIE OHS 3 AKOrO MOYHHAETHCH
[IpOBEJCHHS HOBTOPHOIO BIICTE)XEHHS Pe3yJIFTaTHBHOCTI IIbOIO aKTa.

[ToBTOpHE BIACTEXXEHHA pE3yNBTATHBHOCTI pEryJATOpHOro axra Oyne
TpoBeeHo Yepe3 pik 3 JHA HaGpaHHs{ HUM YMHHOCTI, ajie He Hi3Hillle TBOX POKIB 3
IHs HaOpaHHS YHHHOCTI LM aKTOM.

Ilepioauuni BiJIcTeXeHHs IUIAHY€ThC 3AiMCHIOBATH Pa3 Ha KOXHI TPH POKH
HouMHAIOYM 3 MHHA 3aKiHYeHHS 3aXodiB 3 IIOBTOPHOIO  BiJICTEXEHHs
pe3yJIBTATUBHOCTI LIBOT'O AKTa.

JI1s TIpoBeIeHH s BiCTEXEHHS pe3yJIbTaTHBHOCTI PETyIATOPHOro akra Oy ayTh
BHKOPHCTOBYBATHCH TIOKA3HUKH, HaBeJIeH] y IoTepeTHhOMY PO3JIilLi.

BifcTexeHHs pe3yIbTATUBHOCTI PETyJIATOPHOTO aKTa Oyne 3iHCHIOBATHCH
JepxaBsoro cmyxGor0 YKpaiHM 3 JiKapchKMX 3aco0iB Ta KOHTPONIO 32
HAPKOTHKaMH.

3acrynnnxk IosoBu JdepxaBHoi ciay:x0u Ykpainn

3 JTIKapCHKHUX 32c00iB T2 KOHTPOJIIO -

3a HAPKOTHKAMH / Boaogumup KOPOJIEHKO
« » 20 p-
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Jlonatoxk 1o
AHaJi3y peryJsaTOPHOro BIIHBY

TECT
majioro mianpuemanursa (M-Tecrt)

1. KoncynbTamii 3 npeacraBHUKaMu MIiKpo- Ta MaJIioro NiANpHEMHHOTEA
00 OHiHKH BIUIMBY PeryJIlOBaHHA

3nificHIOETbCA ~ UUTAXOM  KOHCYJNbTallii  [OJO0  BHM3HAYEHHA  BILTUBY
3aIPOIIOHOBAHOTO perymoBaHHar Ha Cy0’€KTiB Majoro MiJOPHEMHHUITBA Ta
BH3HAYECHHS JICTAJBHOrO IepefliKy Ipole[lyp, BUKOHAHHA SAKMX HeoOXinHO Myist
NOTPHMAaHHS BUMOT PETYJIIOBAHHI.

Tabmuus 1

Ne 3/mBun koHcyabTaumii  (my6niuRiKinbKicTh OcHOBHI pe3yIbTaT

KOHCYJBTAIl] mpsaMi (KPyTIli CTOJNH,yJaCHHKIB KOHCYJIbTalliil (onHc)

poGodi 3ycTpidi TOIIO), iHTEPHET-KOHCYJIBTalIl,

KOHCynbTamii mpsmi  (iHTepHeT-ocib

bopyMu, couiaIbHI Mepexi TOoMIO),

BAITUTH (no 1 JIPHEMILIB,

CKCIIEPTiB, HAYKOBIIIB TOLIO)
1.  [KoHcymsraifii 3 r(pOMaiChKICTIO 30 B miloMy TIIpOEKT axTa

MiATPEMaHO

2. BmmipoBannsi BIUIHBY peryJioBaHH Ha Cy0’ekTiB Majoro
HiAnpHEMHHUTBA (MiKpo- Ta MaJIi)

2.1. Kinpkicte cy0'eKTiB TOCIOJApIOBaHHSA, Ha fAKHUX [IOMHPIHOETECS
peryimoBasHs - 6765, y TOMy 4HCII MaJtoro Ta MikpomianpueMHuirsa — 6015.

2.2. [TutoMa Bara cy6’eKTiB Mayoro HmiANPUEMHHUIITBA Y 3araibHill KiTbKOCTI
cy6’€KTiB TOCTIONAPIOBAHHS, Ha IKHX [Po0lieMa HMHHTE BIUIKB, 89 % (BiACOTKIB).

3. PoszpaxyHok BHTpaT Cy0’€KTiB MaJIOr0 NiINPHEMHHOTBA, 10
BHHHKAIOTh HA BHKOHAHHA BUMOTI PeryJl0BaHHS
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INe 3/11

HalimeHyBaHHS OLIIHKH

pEryIOBaHHS)

HACTYMHHH PiK)

Y nepmmii pikllepiognyni (3aButpatun 34
(cTapToBHit piK
BIPOBAKEHHS

I’ ITh POKIB

OmiHKa «IpAMUX» BUTpAT Cy®’ €KTIB MANPUEMHHLTBA HA BAKOHAHHS PETyIIOBaHHS

1.

HpHHGaHHﬂ HeoOX1IHOrO|
001 THAHHS (mpHCTpOIB,
MAIIHH, MEXaHi3MiB)

[Ipouienypn moOBipku Ta/abo
MMOCTAHOBKM Ha BiOITOBITHHI]
00JiK Y BH3HAYEHOMY Oprasi
epKaBHOL BITAIIH ]
MICIIEBOTO CaMOBPSTyBaHHS

[Tporenypu eKCIUTyaTallii
o6nagHadHs  (eKcILTyaTauiiHi
BUTPATH — BUTPATHI MaTepiain)

[Mpouenypu oOcayroByBaHHS]
001aTHAHHS (TexHiUHE
00cIyroByBaHHs)

Ifuri npouenypu (YTOYHHTH)

PazoM, rpuBeHB

KinbkicTh cy0’€KTIB

rocrogaproBaHHsd, IO ITOBHHH]|

6 015
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BHKOHYBAaTH BHUMOTH
peryIoBaHHs, ONHHMIIb

8.  (CymapHo, rpHBeHb - - -

OwinKa BapTOCTi aJAMiHICTPaTUBHUX HPOLEAYP CYO’€KTiB MAJIOro IIiANPHEMHHIITEA
100 BUKOHAHHS pETyJIIOBaHHS Ta 3BiTYBaHHS

0.  [Tlpouenypu orpuMaHHs] 24,4 TpH. X 24,4 rpn.
MepBHHHOI  iHQopManii  1po
BHMOTH PETYJIIOBAHHS

Ompumanns  inghopmayii.  ma
onpayoeanHs BUMOZ
pezyno8ants AK YNpaeIiHCbKui
mpoyec — 3 coounu (0,37 oHa) ™
65,91 zpH/denv * | npayisHux

10. [pouenypu opramizauii 24,4 rpH. X 244 pH.
BHKOHAHHS BHMOT]
perymoBaHHA

OpopmaeHna ma YKIQOQHHS,
0ocoeopy — 3 200unu (0,37 Ousn)
* 63,91 epr/oenv * 1 npayisnux

11. [Ipouemypu odimifinoro, 24,4 rpH. X 24 .4 rpH.
3BITYBaHHS

Odopmnennn ma  nodawns
gidomocmeli npo HAABHICHb
Mm6 ma nepcoHany 3a HOB80I0
dopmoro — 3 2oounu (0,37 ous)
* 65,91 epu/dens * 1 npayisnux

12. [pouexypu IO/I0 - - -
sabe3nedeHHs Ipo1Iecy]
MepeBipoK
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13.  [Hmmi nporeaypu (YTOYHHTH) |- - -
14. |Pa3om, rpHBeHb 73,2 rpH. X 73,2 rpH.
15. [KinpkicTe cy0’ekTiB Mamorob 015
HiAMPHEMHHKIITBA, 110 MOBHHHI
BHKOHATH BHMOI'Y
peryaroBaHHs, ONUHUILID
16. CymapHoO, TpHBEHB 440 298 X 440 298

BiogskeTHI BATPATH Ha aAMiHICTPYBaHHA Pery/JIOBaHHA Cy0’€KTIB
MaJ10ro NiANPHEMHHITBA

Po3paxyHok OMOMKETHHX BHTpPAaT HAa AOMIHICTPYBaHHA pETryJIOBaHHSA IS
BiJINOBIJTHOTO OpPraHy JAep»aBHOI BIaJM UM OpPraHy MIiCIIEBOTO CaMOBPAIyBaHHA, IO
3aly4eHHH OO TIpOLecy perylioBaHHA He 3[iHCHIOBABCA, OCKIIBKM HOOATKOBHX
BUTpAT He NepeadadaeThes.

IIponenypa
peryJIOBaHHSI
cy0’exTiB
MAaJIOTO
MiATPUEMHUITB
a (po3paxyHoK
HA OTHOTO
THIIOBOT'O
cy0’ekTa
TOCIOIapPIOBaHH
sl MAJIOTO
i ATPUEMHULITB
a - 3a oTpedu
OKpeMo 11
cy0’€eKTiB
MaJIoro Ta
MIKpO-
[1AITPHEMHHIITB)

ITnanoBi
BUTPATH
4acy Ha
nponeayp
y

Bapricte
qacy
CHiBpOOITHHK
a Opraxy
JepXKaBHOI
BJIaAX
BIIOBIIHOT
Kareropii
(3apobiTHa
niara)

Oninka
KIJIBKOCTI
npouenyp
3a piK, 110

[IPUIafaloT
b Ha

OJIHOTO

cy6’exTa

Omninka
KinbKOCTI
cy0’€KTiB,

11 (0)
MOIagaoTh
mifg Jio
TIPOLIEYPH
PeryIoBaHH
i

Butpatu na
aAMIHICTPYBaHH
s
peryaroBaHHS*
(3a piK),
I'pUBEHD
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1. O6nix
cy6’ekTa
TOCTIOAPHOBAaHH
1, mo nepebyBae
y cepi
perymoBaHHSA

Onpayroearus
gidomocmei npo
HaseHicme Mmmo
ma nepcoHany
3a HOBOIO
gopmoio

20 x=.

36,11 rph.

6 015

72 400 rpH.

2. IloTouHuii
KOHTPOJE 32
cy0’eKTOM
roCHoAaploBaHH
51, 110 TIepebyBae
v chepi
peryJroBaHHS, y
TOMY YHCTII:

KaMepanbHi

BH13HI

3. ITlizroToBka,
3aTBEPKECHHS
Ta OTpaIiOBaHHs
OJIHOI'O
OKpeMOro aKTa
PO MOPYIIEHH
BHMOT
peryIOBaHHSA

4. Peanizamis
OHOTO
OKpEeMOTro
PIIICHHS LIOAO
NOpYIIeHHS
BAMOT
perynOBaHHsI
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5. OckapxeHHA
OJTHOT'O
OKpPEMOTo
pilIeHHA
cy6’ekTamu
rocro/iaproBaHH
5T

6. ITinroroBka
3BITHOCTI 34

pe3ynbTaTaMHu
PETYTFOBAHHS

7. Ianmi
aIMiHICTpaTUBHI

MpOUCHYPH
(YTOYHHTH):

Paszom 3a pix

20 xB

36,11 rpm. .

6 015

72 400 rpH.

CyMapHo 3a
II’ATh POKIB

* BapricTh BUTpaT, NOB’S3aHUX 3 aJMIHICTPYBaHHAM TIPOLECY PErYIIOBAHHS
AepKaBHAMH OpraHaMM, BHU3HA4a€ThCs LIIAXOM MHOXEHHS (QaKTUYHMX BHTpAT
4acCy IepcoHaly Ha 3apoGiTHy Iiary clienianicta BimmoBigHOI KBamidikaiuii Ta Ha
KUIBKICTh Cy6’€KTiB, 110 MiANaaloTh M il TPOLeXypH peryIiOBaHHSA, Ta Ha
KINBKICTH MPOLEAYP 32 PiK.

JepxaBHe peryiioBaHHi He nepeadadac yTBOPEHHS HOBOTO JEpPiKaBHOTO
oprany (abo HOBOI'o CTPYKTYpPHOTO HIiAPO3Iiny AiF0UYOro OpraHy).

BUTPATU Ha
a/IMiHICTPYBaHHS

IlopsakoBuit HoMep Hasga Butpatu Ha CyMapHi BUTpaTH Ha
Jep’KaBHOTO aIMiHICTpYBaHHSA aZAMIHICTpYBaHHSA
oprany PEryJIIOBaHHA 3a PiK,/pery/IHOBaHHS 3a I1°SITh
TPUBEHB pPOKiB, I'PHBEHb
CymapHo GlomieTH Hepxmixcnyxba 72 400 rpH. --
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peryroBaHHs
cy0’€KTIB MaJIOTO
MiANPHEMHHUIITBA

4. Po3paxyHOK CyMApHHX BHTPAT CY0’€KTiB MAJIOro MiANPHEMHHNTBA, L0
BHHHKAIOTH HAa BHKOHAHHA BHMOT peryJIl0BaHHS

[ lopsaaxoBuit ITokazHuK Iepmmait pix 3a I’ATh POKIB
HOMEDP peryiroBaHHA
(cTapToBHuii)
1 OuiHka “npsAaMHX” BHTpPAT
cy0’€eKTiB Majioro
4 0,00 0,00
iIpUEMHULITBA Ha
BUKOHAHHS pPeryOBaHHS
: : 440 298 0,00
2 Ouminka BapToCTi
aJAMIHICTPaTUBHHUX IIPOL(E
8 ',rp . POHEAYP (cy®’exT
151 cy6’ €KTIB Manoro
. IOBHHEH
TTi ATPHEMHHMIITBA 010
BHKOHYBaTH
BUKOHAHHS PeryJIIOBaHHA Ta
. BHMOTH
3BITYBaHHA
pETyIIIOBaHHS
JIHILIE B IIEPIIUIA
pik)
. 440 298 0,00
3 CyMapHi BUTpaTH MaJIoTo
MIPUEMHHIITBA HA ,
(cy6’exr
BUKOHAHHJ 3aIIaHOBAHOTO
HOBHHEH
perynrBaHHs
BHKOHYBATH
BHMOTH
peryoBaHHS
JIUIIE B TIEPLIHUNA
piK)
. 0,00
4 bropxeTH1 BUTpaTH Ha
aIMiHICTpYBaHHA
o (BUTpaTH Ha
perymoBaHHA cy0’eKTiB AIMHC
. i BaHHS
MaJIOTO I JIIPHEMHHIITBA 72 400 rpH. a Py
peryTIOBaHHA
JIHIIE B IEPILIHA
PiK)
. 512 698 rpH.
5 CyMapHi BUTpaTH Ha P 0,00
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BHKOHAHHS 3aIlIAHOBAHOTO
perynoBaHHS

OOpaxyHKH BUTpAT 3a II'Th POKIiB He IIPOBOAMIKCH, OCKUIBKHU Jii, OB A3aHi i3
3aIIPOBADKEHHA PETYIIIOBaHHA 3 00Ky cy0’€KTiB rocroJapiOBaHHs Ta OpraHy BiIald
€ OZIHOPa30BHMH 1 3MIACHATECS Y IepIuii pik 3alpoBaPKEHHS PEryIFOBAHHS.




w .. Fiogaris
*.g NOpYweH i 20Dy

" . In English

[epxasHa cnyx6a Ykpainu

3 nixapcexnx 3acobil Ta KOHTPOMID 33 HAPKOTHKAMH

Oepmaixcnyxba [Mocayrn  ismenicts  Hopmatheui aokyments Ins rpomapcsrocyi  [pec-yentp  Kowtaxta

Poaginn \:l

Toncsua / TlpoeKTn perymatops akrls / [RossT tocs

gry MBECTE YEpRTHI 9T IR0 SHeCHHNE 3K B0 THUEKIRMMY YMOB RPORARTHHE TOCTOREPCHKCT

FAEHINER o S I TEA BIGEDCRIHY FACE AR AT T AT ORI X ARORE M FRrCHRALM . BRTIOITY DIKATIORE aealin NI AR THI Y TAATIMENCRTRERNL
T i d it H H i P

R pERIEHTIR]

MpoekT noctanosu KabineTy MinicTpis Ykpaitu «[1po BHeceHHs aMiH
g0 JiueHsiiHMX yMOB NpOBagXeHHS rocrnofapCLKoi AiffbHOCT 3
BMPOBHMLTBA NiKapcbkMX 3acobis, onTosoi Ta po3apibHoi Toprisni
nikapcbkMMm 3aco6amu, iIMNOPTY NiKapCcbKUX 3acobis (KpiM aKTUBHMX
$apMauesTUHUX iHTPefieHTiB)»




MMOBIAOMJIEHHA

[P0 ONPHJIIOAHEHHS
npoekty nocrarosu KaGinery Minicrpie Ykpaiun Ykpainn «IIpo BHeceHHs
amin g0 JlineH3ilfiHHX yMOB NpoBaIKeHHs rocnoAapebKoi AifabHOCTI 3
BHPOGHHITBA JikapchKHX 3ac06iB, onToBoi Ta po3ApiGHOT TopriBai
JiKapchbKHMH 3aco0amMu, iMnopry JikapcbKHX 3aco0iB (KpiM aKTHBHHX
¢papMaleBTHIHHX iHIpeieHTIB)»

Jepaikcmy®60i0 Ha TIpoMajncbKe OOTOBOPEHHS BHHOCHTBCA HPOEKT
noctanoen Kabinery Minictpis Ykpainu «IIpo BHeceHHs 3MiH N0 JlileH3iiHmX
YMOB IIPOBAKEHHS TOCTIOAPCHKOI AiIBHOCTI 3 BUPOOHHIITBA JiIKapCHKHX 3aC00iB,
ONTOBOI Ta PO3APi6HOI TOpriBmi JiKapCBKUMH 3aco0aMH, iMIIOPTY JiKapChKHX
3aco6iB (KpiM aKTHBHMX (QapMaueBTHIHHX iHTPENi€HTIB)».

TTpoexT akrta po3pobneHo JepimiKcry0010 3 METOI0 BAOCKOHATIEHH BUMOT
oo 3abe3neycHHs HaceleH s JIIKapChKUMHE 3aco0aMy Ta CyIyTHIMH TOBapaMH 3
BHKOPHUCTAHHAM iH(pOPMALiHHO-KOMYHIKalliHUX CHCTEM JUCTaHIiHHEM CrI0co60M
(enexTpoHHA Po3Api6Ha TOpriBis JiKapCHKMMH 3ac0o0aMu), IOCTaBKa JiKapCHKHX
3ac00iB KiHIIEBOMY CIIOXXHBa4y.

[TpoekT axTa, 3MiHH, IO BHOCATECS 40 IOCTAHOBH, MOSCHIOBAIBHA 3aIIACKA,
JOBiZKa IIONO BIATIOBIAHOCTI 3000B’A3aHHAM YkpaiHu y cdepi €BpOIEHCHKOL
irTerpamii Ta mpaBy €spomneiickko ro Coro3y, NMOpiBHANGHA TabaMIA Ta aHam3
PETYJIATOPHOrO BIUIMBY ONPHIIOJHEHI IUIIXOM DO3MIIEHHs Ha ogiuiiHoMy
BeGcaiiti JlepxaBHoi cnyx6u VYkpalHH 3 TiKapchKMX 3aco0iB Ta KOHTPOINIO 34
uHapkotukamu (dls@dls.gov.ua).

Ipomo3uilii Ta 3ayBa)KeHHsI LOJAO POEKTY MOCTAHOBH HAJICHIIATH JI0:

—~ JepxaBHoi cryxOu VYkpaiHu 3 JikapchKMX 3aco0iB Ta KOHTPOIIO 3a

HApKOTHKaMH 3a anpecoro: M. Kuis, 03115, npocn. bepecteiicokuii, 120-
A, e-mail: dls@dls.gov.ua.




