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Jlep:kaBHa peryJsiropHa cayxoda
Ykpainu

MiHicTepCTBO OXOpPOHHU 370pOB’S YKpaiHU HaJCHIIa€ Ha PO3IJISJ MPOEKT
3akony Ykpainu «IIpo BHeceHHs 3MiH 70 cTaTTi 5 3akoHy Ykpainu «IIpo ocHOBHI
3acaJd JIep>KaBHOTO HArALy (KOHTPONO) y cdepi rocnogapchbkoi JiSTIBHOCTI
(https://bit.ly/3tGfI5N) Ta npocuTh MOTOAUTH HOTO B HAUKOPOTIIT TEPMIHH.
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Brocutbes
Ka6inerom MiHictpis Yipainu
A. HIMUT AJIb
“o 20 p.

34KOH YKPAIHH

IIpo BHeceHHs 3MiH /10 craTTi 5 3akony Ykpainn «IIpo ocHoBHi 3acamu
AIEPKABHOT0 HArJsay (KOHTPOI0) y cepi rocmoaapcenkoi AisabHoOCT

BepxosHa Payja YkpaintumocTtaH 0B I €

L. Buectw mo cratri 5 3akony Vkpainm «IIpo ocHOBHI 3acamu JEPIKaBHOTO
Harmwiay (KoHTpomo) y cbepi rocmomapeskoi mismpHOCTDY (Bimomocti BepxorHoi
Pamu Yxpainm, 2007 p., Ne 29, cr. 389; 2014 p., Ne 36, cr. 1189; 2017p., Ne 4,
cr. 36; 2019 p., Ne 51, cr. 377) taxi 3minu:

1) ab3an 1gBaHAAIATHH YacTHHW NEPIIOi JOMOBHHUTH PEYCHHSAM TaKOro
3MICTY:

«Onpwmonuennio Ha odiniliHoMy BeG-caiiTi Ta BHECEHHIO BimomocTeil 1o
iHTerpoBaHOl aBTOMATH30BAHO! CHCTEMH MEPIKABHOTO HATIANY (KOHTPOMIO) He
IiJUIATaloTh piuHi IUTAaHM 3MiHCHEHHA IUIAHOBHX 3aXOIiB JEPKaBHOIO HaTNISAIY
(koHTpOIIO) Y chepi KOHTPOIIIO AKOCTI Ta Ge3IeKH TiKapCHKHUX 3aC00iB.»;

2) acTuHy YeTBEPTY NONOBHHUTH a03aI{0M BOCEMAM TAKOTO 3MiCTY:

«[isx miei 9acTHHM He IONIMPIOETHCA HA 3MiliCHEHHS IUIAHOBHX 3aXOJiB
AEpIKAaBHOTO HAriny (KOHTpomo) y cdepi KOHTpomIO AKOCTi Ta Oesmekd
JIKapChKUX 3aC00iB).».

I et 3akon HabMpae YMHHOCTI 3 JIHA, HACTYIHOTO 3a JHEM MHOTO
OITyOIIiKyBaHHA.

T'osoBa
Bepxornoi Pagu Ykpainn
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OY 91HI 91KOJY BE MK INTHENI oH AYOXeS OJOSOHRII EHHATg0d1I
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XuHRId O OHIIEOMIIE KOILOIOIHOUIIS HITOXeS TOHRBI] ]
(orrrodrLaod) AUEBITIRH
oJoHARXdOY BHHIHOMIVE 1€ MYOXEE IOHRBIT] °S BLIEL)

"A7OXBE 010911 KHHOHOUIIE KHY O
9IHIY 91KJ0Y BE MK IIIHEII OH AYoXee oJogoHern Kuaaragodn odu kHERg0IdR 0001
BI3,040 KHHOIWOLTEON OIOFOWIONI UgOoNA e (omrodiHoN) ATKILIEH oloHgRNdoY
€ HIIOXBE I90HBITI ILOIOIHOYINE (owrodinox) ArkIIeH olongexdor umeidp

IHLADYIA
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IOSCHIOBAJIBHA 3ATIMCKA
A0 NPoeKTy 3axony Ykpainn «IIpo BHeceHHs 3MiH 00 c¢TaTTi 5 3akony
Ykpaiun «IIpo ocHOBHI 3acagu JepKaBHOr0 HATISIY (xonTpOIO) Y Chepi
rocrogapchbKoi AiITJILHOCTI»

1. Meta

IMpoext 3akony Ykpaiau «IIpo BHeceHHS 3MiH 1m0 CTATTi 5 3aKkoHy YKpainu
«IIpo OCHOBHi 3acany NepXKaBHOTO HAIIIAAY (KOHTPOIIO) y chepi rocmomapcrkoi
JisITBHOCTI» (Talli — IIPOEKT aKTa) PO3pOBIEHO 3 METO 3a0e3MeYeHES OJIepPIKaHHS
00’€KTMBHMX pe3ylbTaTiB MEPeBipOK NpH 3AIHCHEHHI ITAHOBHX 3axoxiB
JIepXKaBHOTO Harigy (KOHTpomo) y coepi KOHTPOIIIO SKOCTI Ta Oe3meku
TMKApCEKUX 3ac06iB KOHTPOIIO SIKOCTI Ta Ge3MeK JNIKAapCHKHX 3aCO0iB MITIXOM
BHECEHHS 3MiH JI0 CTaTTi 5 3a3HAYeHOro 3akoHy VYKpaiHH B dYacTuHi
ONPHUIFOZHEHHS Ha o¢imiiHoMy BeGcaifTi piYHMX IUIAaHIB Ta MOBiTOMICHHS
Cy06’€XTiB rOCIIOAPIOBAHHS TIPO TaKi 3aX 0.

2. O6rpynTyBanHS HeOOXiTHOCTI IPHIHATTS aKTA

IIpoexT axTa po3pobiieHo BiAmOBinHO 10 cTarTi 3 Koncrurynii Ykpainu, sxa
BU3HAYAE, IO JIOAWHA, ii XMTTS 1 3M0POB’S, YeCTh i TiHiCTS, HEJIOTOPKaHHICTE i
Oe3meKa BU3HAIOTHCS B VYKpaiHi Ha¥BHIIOIO COITAIBHOIO IIHHICTIO, a 3TiAHO 3
NIONIOKCHHSIMA  9acTHHU  Tiepmol  crarti 49 Koncrutyuii  Vkpaimm xoxen
IPOMAJIHAH Ma€ TIPaBO Ha OXOPOHY 310poB’s. KpiM IBOro, 3rigHo 3 BAMOramu
9acTUHH TpeThoi crarti 22 Koncturynii Ykpaiuw, Ipu IpHHHITTI HOBEX 3aKOHIB
abo BHECEHHi 3MiH /O YMHHHX 3aKOHIB He JIOIYCKAETHCS 3BYXXECHHS 3MICTY Ta
00CsIry ICHYFOUHX IIPaB i CBOGOA rpoMasaH YKpainu.

Oxpim Toro, 3 01 ciansa 2016 poxy Berymana B crry Konsermis Pann Caponu
PO MigpOOIEHHS METIIHOL OpoAykmii Ta moxibHi 3mOoYMHHM, mIO 3arpOXKYyIOTh
OXOPOHI 3710pOB’s, siKa patudixoBana 3axonoM Ykpainu Bix 07 yepBHi 2012 poky
Ne 4908-VI (gani — KorBeHrtis «Medicrimey).

3rizro 3i crarrero 1 Komsermii «Medicrimey MeToro niei Konsenmii e
3amo0iraHHs 3arpo3i oXopoHi 370poB’s Ta Gopotsha 3 HiIpOOIIEHHAM MEIMIHOT
npoxryknii. Crarreio 18 Komsenmii «Medicrimey nepen0adeHo, IO KOXHA
Cropora Mae BXHBaTd HEOOXiTHMX 3aKOHONABYMX Ta IHIIHAX 3aX0JiB JUIA
BCTAHOBJICHHA BHMOI' fKOCTi Ta Oe3leKd, B TOMy UHCI Ge3[IeYHOro
POSIOBCIOIDKEHHA MENMYHO! IPOAYKUii IWIIXOM 3amo0iradHs He3aKOHHOMY
IIOCTaYaHHIO MiAPOGIeH0] MeqUHOT IPOAYKIIil, aKTHBHIX PEUIOBHH, EKCLIHITIEHTIB,
YaCTHH, MaTepiajliB Ta akcecyapis.

3akoHoM Ykpainu «I[Ipo OCHOBHI 3acajy [epKaBHOTO HATILAY (KOHTpOMIO) ¥
chepi rocmomapcrkoi MiATHHOCTI» BCTAHOBJIEHO ITEBHMIM MIOPSIIOK TIPOBEIAECHHS
epeBipoK cy6’exTiB rocrmonapioBanHs abo X BiOKpeMIICHHX MiIpO3ALNB, SKHi
YCKJIQHIOE 3JiHCHEHHsS IEp)KaBHOIO KOHTPOJIO SKOCTI JKapCEKUX 3acobiB Ta
3HIDKYE iX e(eKTUBHICTE y 3B’A3KYy 3 HEOOXIJHICTIO OG0B’ I3KOBOTO MOIEPE/IKEHHS
CyO’€KTiB rocmonaproBanHs abo iX BiTOKpeMIEHHX IiApo3ALIB IIpo Jary i 4ac
IIPOBEJICHHS MepeBipku. TakuM YMHOM, Jif09a pefakmis cTaTTi 5 3aKkoHy VYkpainu
«IIpo OCHOBHI 3acany JepKaBHOTO HANNAXY (KOHTPOJIO) ¥ cdepi rocromapcrkoi
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JIUTBHOCTI» 3BYXKYye 3MIiCT Ta 0GCAr KOHCTHTYLHHHEX IpaB i cBOGOX IpPOMaJIsTH
YKpalHH y 4acTuHi 3a0e3MeYeHHs HANEKHOTO PiBHA X 3aXHCTy BiX LIKiJUTHBOTO
BIUIMBY Ha HMX ()aKTOpiB HABKOJHIIHBOTO CEPENOBHINA Ta GE3MEYHOCT] CIOMKHUTHX
JTKapCBKUX 3acO0iB y 3B’A3Ky 3 MOXKIIHBICTIO HeONepPKaHHd Ccy0’eKTaMu
TOCIONAPIOBAHHS BAMOT 3aKOHOJABCTBA IIOAO 3a0€3HEYeHHs SKOCTI JIKAPCHKUX
3aco0iB. A

1IpoexT akTa po3poOIIEHO 3TiTHO 3 HOPMaMU MIKHAPOIHOTO 3aKOHOJABCTEA, B
ToMy umc nonoxennsmu Korsernii «Medicrime». ITpu pospo6ui mpoekTy axra
MiHicTepeTBO OXOpOHH 370poB’s YKpaiHu BpaxOBYBaJO iHTEPECH HALIOHAIBHOT
Oesnexkn Ykpainu Ta Ge3locepelHBO KUTTS Ta 3IO0POB’S KOXKHOI JIOWHH, SKA
BXXHBA€ JIKapChKi 3aCO0M Ta Mae HpaBO PO3PaxOBYBAaTH Ha X' GE3MEUHIiCTH Ta
saKicth. OTKe, po3pobIeHHil IPOEKT aKTa CHPSMOBAHMI Ha NOTPUMAHHS BHMOT
cTarti 3 Ta yacTuHM Hepmoi crati 49 Koncrutynii Vipainu, a Takox OJlepXKaHHSA
00’€KTHBHUMX pe3yJNBTATiB IepeBIpOK TpHM 3JifiCHEHHI IUIAHOBHX 3aXOMiB
NEPXKABHOTO HarysiAy (KOHTpomo) y cdepi KOHTpomo sKocTi Ta 6esmexu
TiKapChKUX 3ac00iB.

3BepTaeMo yBary, Io MPOEKTOM aKTa He [epef6aieHO BUKIIOUEHHS cy0’€eKTiB
TFOCIONAPIOBAHHS, sKi 3AIACHIOIOTH TOCMONApCHKY ALLIBHICTE y cdepi obiry
MKapChKUX 3acO0iB 3 IUlaHy 3MifiCHEHHS KOMIDIEKCHHX 3aXOJiB ZIEPHKaBHOT'O
Harmgny (KOHTPONIO) Ha BiANMOBiNHWI IMaHOBMH mepionq s Beix Oprasis
HEPKABHOTO HArysfly (KOHIPONIO), 8 TAKMM YMHOM HE CTBOPIOETECS MiAIPYHTS
TIOPYIICHHS BEMOT' 3aKOHY IOJ0 KOMIUIEKCHOTO 3IHCHEHHS ILIAHOBHX 3aXOJIiB
OpraHamu Aep:KaBHOTO HariLiAy (KOHTPOIO) y cdepi rocmoaapeskol MisuiHOCTI.

3. OcHoBHI 10JI0KEHHSI HPOEKTY aKTa

ITpoextoM axTa NpPONMOHYeThCA 3aGe3MEdUTH ONEPXKAHHI 06’ €KTHBHHX
pe3yJbTaTiB IePEeBipOK MpH 3/ifCHEHH] INIAHOBUX 3aXOJiB JEPKABHOTO HarJsay
(xoHTpOMO) y cepi KOHTPOIIO AKOCTI Ta Ge3MeKH JTiKapChKHUX 3ac06iB KOHTPOJIIO
SIKOCTI Ta Ge3MeKH JTiKapChKUX 3aC06iB MUIIXOM BHECEHHS 3MiH 10 CTATTL 5 3aKkoHy
Ykpaisu «IIpo OCHOBHI 3acamy IepKaBHOTO HAITIAILY (koHTpOMIO) y cdepi
TOCITOAAPCHKOL MANBFHOCTI» B YaCTHHI ONPHIIONHEHHS HA odimiitHomy BeGcaiiTi
PivHEX IUIAHIB Ta MOBi TOMIIEHHS Cy6’€KTiB rOCIIOAPIOBAHHS IIPO TaKi 3aX0IH.

4. IIpaBoBi acnekTu

Ha crorogni B Ykpaini y naniit cepi mpaBoBoro peryimoBaHss miloTs Taki
HOPMAaTHBHO-IIPABOBi aKTH:

Koncrurynis Vxpainm, Konsennis Paxu €sponu mpo mimpo6iieHHs MeaaarHol
NPOAYKILI Ta NOAIOHI 3MOYMHM, IIT0 3aTPOKYIOTH OXOPOHi 370POB’S, paTudikoBaHa
3axonoM Ykpaiuu Bix 07 uepsus 2012 pokxy Ne 4908-VI, 3akon Vxpainu «IIpo
OCHOBHI 3acaj| HEepXaBHOTO Harmify (KOHTPOMO) y cédepi roCIIoAapChKOL
TISITBEHOCTI».

S. ®inancoBo-eKOHOMiYHE OOTPYHTYBAHHS

Peanizawis npoexty akra He moTpeGye (iHaHCYBaHHS 3 HepKAaBHOTO Ta/a6o
MiCIIeBOT0 OIOMIKeETY.



6. Ilo3umisi 3aiHTepecoBaHUX CTOPiH

Ilpoexr akra norpelye MPOBeleHHA MyOIYHMX KOHCYJIbTaIlif 3
TPOMAJCEKICTIO  IULIXOM Horo posmimienHs Ha odimiitHoMy BeGcaiiri
MinicTepcTBa OXOPOHY 340pOB’s YKpaiHmy.

Ilpoekt akra He CTOCYEThCA IHMTaHb  COMIAIBHO-TPYLOBOL chepm,
YHKIIOHYBaHH:A MiCIIEBOIO CaMOBDS/lyBaHHs, IPaB Ta iHTEpecis TEPUTOPiATBHIX
TpoMaj, MiCIIEBOTO Ta PEeTiOHANBHOTO DPO3BHTKY, IIpaB oCi6 3 iHBaJTi AHICTIO,
(QYHKI[IOHYBaHHS i 32CTOCYBaHHS YKPaTHCHKOT MOBH SIK JEPKaBHOI.

Ilpoexr axta He MOTpeGye MOrOMKEHHA i3  YIOBHOBAXKEHHMH
IPCACTaBHUKAMHU BCEYKPalHCBKHX acomiallilf opraHiB MiCLIEBOro caMOBpSTyBaHHS
9 Bi/IIOBIIHAMA OPTaHAMH MiCIIEBOIO CAaMOBPSIYBAHHS, YIOBHOBAKEHIMIE
IIpeICTaBHAKAMH BCEYKPaTHCBKHX podCITiioK, ix 00’ €IHAHHAMHE
Ta BCEYKPAIHCHKUMH 00’ €THAHHAME OpraHi3amili poGoToNaBIliB, YIIOBHOBAKEHAM
Ilpesunenrta Ykpaiuu 3 npas mrozeit 3 igBaNigHiCTIO, VpAnoBAM YIOBHOBAXE€HHUM
31paB 0Ci0 3 iHBATiZHICTIO Ta BCEYKPaTHCHKMMH TPOMAICHKAMH OpraHizalissMu
0cib 3 iHBaIiHICTIO, 1X CIiNKaMu, YIIOBHOBAYKEHHM i3 3aXHUCTY JEePKaBHOI MOBH.

llpoexr akTa He croCyeThCs cepu HayKOBOI Ta HAayKOBO-TEXHIGHOL
TiSITBHOCTI.

ITpoext akTa moTpebye moromxeHHs 3 MigictrepcTBoM PO3BUTKY €KOHOMIKH,
TOPTiBIi Ta CiIBCBKOrO rocmomapcTBa YKpaiHy, MinicrepctBoM dinanciB
Ykpainu, JlepkaBHOIO PerynsaTOPHOIO —CIYKGOk0 VYkpainu, MinictepcrBoM
nudpoBoi TparchopManii Ykpainn, VIoBHOBaKEHAM Bepxosroi Panu Ykpainu 3
IIpaB JIFOIUHH.

IIpoexT akTa motpebye MpOBENECHHS NMPaBOBOI €KCIEPTHU3H B MimnicrepcTsi

IOCTHIIi] YKpainu.

7. Oninka Bignosignocri

1IpoexT axTa HE MiCTATH TIOJIOXEHB, 1[0 CTOCYIOTHCS 3060B’3aHp YKpaiHy y
cepi eBpometicekol iHTerpanii, mpas Ta cBo6o, rapaHTOBaHNX KOHBEHIiEIO Ipo
3aXHUCT INIpaB JIFOAUHK i OCHOBOIOJIOXHHX CBOOOJ, BIUTHBAIOTH HA 3a6e3McUeHHS
PiBHMX IIPaB Ta MOXIIMBOCTEH KIHOK i YONIOBIKiB, He MIiCTSTDH PU3HUKN BUNHEHHS
KOPYIIIfHUX IPABONOPYIIEHb Ta IPABONOPYIIEHb, OB S3aHUX 3 KOPYIILIEIO, He
CTBOPIOIOTH MIJZICTaB JJIsL AUCKPHMIiHAITiI.

Y TpOeKTi aKkTa BifCYTHIi IIONOXCHHS, SKi MICTATh PH3UKH BYMHEHHS
KOPYNIiHHIX NPaBOMOPYIIEHb Ta IPAaBOIOPYIIEHB, OB’ A3aHUX 3 KOPYIILIEL.

AHTHKOpYMIITiHHA, rpoMazicbka AHTHKOPYIIIIiiHa, IpOMaJIChKa
AHTHIMCKPUMIHAiffHa Ta TIPOMANChKA TeHIEPHO-TPABOBA EKCIEPTU3H He
IIPOBOAMIIACK.

IpoekT axra noTpebye HanpasieHHs 40 HalioHAILHOTO areHTCTBA 3 TUTAHD
3amobiraHHA  Kopynmuii  Jug  BH3HAa4eHHI  HeoGximHocTi MIPOBEACHHS
aHTHUKOPYIIIiifHOT eKkcIiepTH3H.



8. IIporuo3 pesyasTaTis

HpoeKT aKTa He BIUIMBAC HA PHHKOBE CEpPENOBHINE, 3a0e3IedeHHs 3aXHCTY
IIpaB Ta iHTEPECIiB IepIKaBH.

Peamizanis mnpoekTy akrta He MaThMe BIUIMBY Ha DO3BHTOK perioHiB,
I ABUIUCHHS YA SHIDKEHHS CIIPOMOKHOCTI TEPATOPIaTbHHX IpoMaL.

Peasizarist MpoekTy akTa He MaTUMe BIUIMBY PUHOK npan;l PiBEHB 3aiHATOCTI
HACEJICHHS; TPOMAJICBKE 3[[0POB’sl, OKPAIIEHHs UM IIOTiPIIEHHS CTaHy 370pOB’S
HACeNeHHs a00 HOro OKpeMHX TpyT; EKOJNOri0 Ta HABKOJMIIHE MPHPOLHE
cepezioBHiIe, 00CsI NPUPORHMX pPecypciB, piBeHb 3a6pyaHEHHA aTMOCHEpPHOrO
TIOBITpsI, BOIH, 3eéMeJlb, 30KpeMa 3a0pyIHEHHS yTBOPEHEMH BiX0IaMI.

3ainTepecopana cropona| Boume peanizamii axta na Iosicuenns ovikyBaHoro.
3aiHTepecoBaHy CTOPOHY BILINBY
I'pomansauu Ilo3uTuBHMIA CtBOpeHHs YMOB, 110

rapaHTyIOTh HAJIXOKEHHS Ha
HaIliOHATBEHUH PUHOK YKpainu
TiIBKHU SKiCHUX, e(DEKTUBHAX
Ta GE3MEYHUX JIIKAPCHKUX
3ac00iB, mo BupoOIeHi
BIZITIOBiIHO IO BUMOT
CTaHJIaPTiB i € 3aTIOPYKOIO
3aXHCTY 3JI0POB’S i KHUTTH
IPOMaIdH Ta OE3IeKH IepKaBy

B IILIOMY
Cy6’exTH TlosuTHBHUL HenomymeHns
rOCIOapIOBAHHS PO3IIOBCIOKEHHS Ha
HaI[iOHATHHOMY PUHKY

VYkpainnu HesKiCHHUX,
danscudikoBaHuX JiKapCHKHAX
3ac00iB HETOOPOUECHUMH
cy0’€KTaMH rocrofapioBaHH

MiuicTp
OXOPOHH 310POB’sl YKpaiuy

Maxkcum CTEITAHOB

« »




AHAJII3 PETYJIATOPHOI'O BILIUBY
npoexty 3akoHy Ykpainn «IIpo BHeceHHs 3MiH 0 cTaTTi 5 3aKkony Ykpainn «Ipo
OCHOBHI 3aca/lu IePKABHOr0 HATJISAY (KOHTPOJII0) y cdepi rocmogapehkoi
AigabHOCTD

1. BuznauenHs1 mpoGiremMmu

OcHoBHuMY 3aBHaEHAME JlepxkaBHOI Ciyx0u VKpaiHH 3 JiKapchKHX 3aco6iB Ta
KOHTPOJIO 32 HAPKOTHKaMH (naiti — Jlepinikcmy:x6a) € peairisaris AepaBHOl HONITHKH Y
cepax KOHTPOMIO AKOCTi Ta Ge3HeKH JIKapchKHX 3acobiB, y TOMy UHCII MEMYHMX
iMyHOGiONOriYHUX TIpenapaTiB (Mami — Jikapchki 3ac0O6M), MeTMYHOI TeXHIKE i BHPOGIB
MEIMIHOTO MpHU3HAYEHHs (nami — MeAu4Hi BHpoOW), Ta 00y HapKOTHUHHX 3aco0iB,
IICUXOTPOIIHUX PEYOBHH i IPEKypCOpiB, MPOTHAIT IX HE3aKOHHOMY O0iTy.

3rigHo 3i crarrero 14 3akomy Yipaimm «IIpo nikapceki 3aco6m» (mami — 3axoH)
KOHTPOJIb 32 SKIiCTIO JIIKapCHKHX 3acO0iB Ta YMOBaMH iX BHpPOGHHWITBA 3MIICHIOETHCS
NCHTPAILHMM OPraHOM BHKOHABYOI BJaIH, IO peallisye AepikaBHY MONITHKY y cdepi
KOHTPOIIIO SKOCTi Ta Oe3IeKH JIKapChKHUX 3aC00iB.

Binmosinuo no crarti 15 3akoHy mocamoBi 0coGH IEHTPATEHOTO OPraHy BEKOHABYOL
BJIaJIH, III0 pealizye AepiKaBHy MOJITHKY Y cdepi KOHTPOIIO SKOCTI Ta Ge3IeKH TiKapChKIX
3ac00iB, B MeKaxX KOMIIETEHIIi1, BA3HAYEHOT 3aKOHOIABCTBOM, MAFOTh IIpaBo, B TOMY YHCIIi:

Hakmanatd mrpady Ha cy6'eKTiB rOCIONAPCHKOI MisNIBHOCTI HE3aJIC)KHO Bil bopm
BIIACHOCT] Yy pasi MOPYIIEHHs HIMY CTAHAAPTIB 1 TEXHITHMX YMOB, hapMaKOIeHHAX cTaTeit
i TeXHOJNOTiUHMX pernameHTiB Iix Yac BUPOGHMITBA, 36epiraHus, TPaHCIIOPTYBAHHS Ta
peanizarii JIikapCchKUX 3aco0iB;

CKIIaJaTH IPOTOKOJHK IIPO a[MiHICTPATHBHI IPaBOIOPYIICHHs Ta PO3IILAATH CIPAaBH
PO aAMiHICTPAaTHBHI IIPAaBONOPYIIEHHS Y BUMAIKaX, IepeI0aueHIX 3aKOHOM.

3rinHo 3 pospinom 2 ImcTpykmiil 3 odopmieHHs MarepianiB mpo amMiHiCTpaTHBHI
NPABOIIOPYIICHHS] 3aKOHOJABCTBA VYKpaiHH IIOAO 3a0e3MeueHHsT SKOCTI MKapChKUX
3aco0iB, 3aTBepmKeHO] HakazoM MiHicTepcTBa OXOpOHH 370pOB's YKpaiHu Bix 26 JKOBTHS
2001 poxy Ne 428, sapeectposarim B MimicTepetsi foctuuii Yipainm 18 ciurs 2002 poky
3a Ne 47/6335, opraHu Jep:KaBHOTO KOHTPONIO SIKOCTi Ta Ge3leKH JiKapchKHX 3acobiB
(llepxaBHa ciyx6a Ykpalim 3 IiKapchKuX 3aco0iB Ta KOHTPONIO 33 HAPKOTHKAME), ii
TepPUTOpiaybHi Opramm (Jam — TepHTOpiaNbHI OpraHd) PpO3MIANAIOTE CHPAaBH IIPO
aJIMiHICTPaTHBHI IIPaBOIIOPYIICHHS, TOB'I3aHi 3 MOPYIICHHAM OOMEKEHb, BCTAHOBICHIX
JULL MCAMYHHUX i (apManeBTHYHUX IIPaliBHAKIB I Yac 3AiHCHEHHS HAMHE HpodeciitHol
misuteHOCTI (cTarTa 44” Komekcy Yipainu PO aIMiHiCTpaTHUBHI MPABOMOPYILEHHS [Hami —
KVnAIl]), 3 mopyumleHHAM BCTaHOBJICHOTO IIOPSIKY B3STTSA, HepepoOKH, 30epirams,
pearnizanii i 3acTocyBaHHA JOHOPCHKOT KpoBi Ta (a6o) ii KOMIOHEHTIB i mpemaparis (cTarTs
45" KYmAIl), 3 mpomaxem JKapChKUX 3aco0iB Ge3 pemenTa y 3a60poHEHHX
3aKOHOIABCTBOM BHIIamKax (crarts 42° KVnAII), 3 Hefonep)kaHHIM BAMOI CTAHIAPTIB,
HOPM, MPABHII i TEXHIYHHX yMOB IIiJ 4ac BUPOGHHIITBA, 3GepiraHAs, TPAHCIOPTYBAHHS,
peaizallii Y1 BUKOpHCTaHHA JiKapchkuX 3acoliB (crarti 167, 168!, 170 KYnAIL), a TaKOXK
3 HEBUKOHAHHAM 3aKOHHMX BUMOT IIOCAI0BHX OCi6 OpraHiB JepyKaBHOTO KOHTPOIO SKOCTI

‘Ta (e3leKy JIKapChKAX 3aco6iB Ta yMOBaMH Ix BHPOGHHIITBA IIONO YCYHEHHS IIOPYIICHS
3aKOHOJABCTBA IIPO JIKapchKi 3aco6m abo CTBOPEHHsS MHEPEIIKof IS ALUIBHOCTI MHX
opramis (crarrs 188'° KYIALT).



2

CxiajiaTi IPOTOKOMH TIPO aIMiHiCTPATHBHI HPaBOIOPYIIEHHS (Jai — IPOTOKOT) Ta
HaKJIaJaTd aaMiHiCTpaTHBHi ITpahy MAIOTh IPaBO MOCAKOBi OCOGH OPraHiB epKABHOTO
KOHTPOMO AKOCTi Ta Ge3MeKW JiKapChKUX 3aco0iB (HepaBHi iHCIIEKTOPH 3 KOHTPOIIO
AKOCTI JIKapChKHX 3ac00iB) y Mekax KOMIIETEHIIIT, BU3HAYEHOT 3aKOHOMABCTBOM.

Posrisimata  crpaBu  1Ipo  aAMiHICTpaTHBHI NPAaBONOPYIICHHS 1 HAKIAMATH
aIMiHiCTPaTHBHI CTATHEHHS BiX IMeHi OpraiB Mep/kaBHOrO KOHTPONIO SKOCTI Ta Ge3meKH
MiKapchKHX 3aco6iB MaroTe IpaBo — [OJNOBHMI JepiKaBHMIA iHCIekTop VKpainm 3
KOHTPOJTIO SIKOCT] JIKapChKHX 3ac00iB Ta HOro 3aCTyNHUKH, HAYATLHAKA TEPHTOPIAIBbHAX
OpTaHiB, iX 3aCTyIHNMKH Ta JepKaBHi IHCIIEKTOPH 3 KOHTPOJIFO AKOCTI JHKAPCHKUX 3aC06iB.

Y Toit xe gac 3 01 ciuns 2016 poxy Berymuna B cuny KonBermis Pamu €sponu mpo
minpoGIeHHs MeMJHOl IPOAYKIHi Ta MOXiGHI 310umMHH, IIO 3arpoXyIOTh OXOPOHI
3I0pPOB’4, sika paThhikoBaHa 3aKOHOM Vxpaiuw Bin 7 uepsrs 2012 poxy Ne 4908-VI (maui
— Komnsennis «Medicrimey). _ F

‘3rigHo 3i crarrero 1 Konsennii «Medicrime» Meroro miei Konsenmii e 3aro0iragys
3arpo3i OXOPOHi 3710poB’°si Ta 60poThGa 3 IiApoGIeRHsM MemruHoi poxykuii. Ctarrero 18
Kongenmii «Medicrime» mepenbadeno, mo xoxna CTOpoHa Mae BXKEBATH HEOOGXiTHHX
3aKOHOMABYMX Ta {HIINX 3aXOAIB U1 BCTAHOBICHHA BHMOT SIKOCTi Ta GE3IeKH, B TOMY
qucii  Ge3eYHOr0  PO3MOBCIOKEHHS MENUYHOI IIPOAYKIil IUISXOM 3amo6iraHHST
HE3aKOHHOMY IIOCTa9aHHIO MifApo6ieHoi MeIMdHOI HPOAYKUil, aKTHBHHX pEdOBHH,
SKCIMILIEATIB, YaCTHH, MaTepiaiiiB Ta akcecyapis.

Binmosinao nmo Koucrutyrii Vkpaimm mopuna, T skurrs i 3I0pOB'S BH3HAIOTHCS
Ha¥BUMIOIO COLIaJBHOIO IIHHICTIO, a 3TigHO 3 MOJIOKEHHIMY YaCTHHH nepuroi crarti 49
Konctutynii Vkpainu KoxeH IpOMaisHUH Mae OpaBo Ha OXOpOHY 310poB's. Kpim 1poro,
3TiNHO 3 BAMOTaMM YaCTHHH Tpersoi crarri 22 Komcrurymii Vkpainu IpH TPUAHATTI
HOBHX 3aKOHIB 200 BHECEHHi 3MiH JI0 UMHHHUX 3aKOHIB HE JIOMyCKAEThCS 3By KEHHS 3MicTy
Ta 06CATy icHyIOUHX IIpaB i cBoGox rpoMasas YKpaiHm.

3a craracTHaHO iHdopMartiero, 3a epiox 3 1 ciums 2016 poky 1o 22 tpasus 2019
poxy JlepxiikeimyxGoro BHAAaHO 75 PO3IOpSUKEHb Mpo 3a60poHy o6iry 259 cepiit 243
HaliMEHYBaHb JIKapCHKUX 3ac00iB, BBE3CHHMX Ha TEPUTODiF0 YKpaiHW KOHTpaGaHIHHM
NIJTTXOM.

3amepiox 3 1 ciara 2008 poky mo 22 tpasus 2019 poky Jepximikciryx6oro:;

Bufano 1332 posmopsmxenns mpo 3abopoHy obiry 837 cepiit 2220 HaliMenyBaHb
HESKICHHX JIKapChKHX 3ac00iB;

BUflaHo 495 posmopsypkeHs Ipo 3a6opoHy o6iry 550 cepiit 301 HaliMeHyBamHS
¢anbcudikoBaHX NiKapCHKUX 3ac00iB;

BUfiaHo 1426  posmopsypkeHs mpo  3a60poHy 06iry 2556  HaiiMeHyBaHB
HE3apeeCTPOBAaHUX JIIKAPCHKUX 3aC00IB;

[0 CHOXHMBada HE IOMYINeHO NpuOmu3HO 20 MITH. YHaKOBOK JHKApCHEKHX 3aco0iB
HCHAIC)XHOI SKOCTi (HeAKiCHMX, (anbCHOIKOBAHMX, HE3aPEECTPOBAHMX, BBE3CHHMX 3
MOPYIIEHHAM 3aKOHOZABCTBA YKpPaiHU) Ha 3araibHy CyMy HpuOmusno 390 MiH. TpH.

CepenHst BapricTe Ha (apManmeBTHUHOMY DPHHKY VYKpalHH OfHiei YIaKkoBKH
3a00POHEHHX JIKApPCHKAX 3aC00iB cTaHOBUTH IpubGIm3HO 500 — 600 IpH., BomHOYAC cepen
3a60pOHEHNX JIIKAPCHKUX 3ac00iB € i Taki, BapTicTh AKMX CTAaHOBUTH Gimbime 20 000 TpH.

Curiyg 3a3HagnTy, mo y 2017 — 2018 pokax KinbKicTh yuacHMKiB pHHKY po3ipiGHOI Ta
OIITOBOI TOPTiBIIi TIKAPCHKUMHE 3aCO0aMU CTAHOBHIIA:
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Ilepion | KinpkicThk cTpyKTypHHX Hinpo3aiiiB, yepes ski 3ailicHIoeThcs BiamoBinna
AIIbHICTD
AnreuyHnii NyHKT AnrTexka AnTeuHi cknaam Bceboro
2017 4771 17 648 494 22913
2018 4690 17 937 470 ' 23097

Tax, cramom Ha 22 TpaBHa 2019 poKy KimBKicTH Cy6’eKTiB TOCTIOZIAPIOBAHHS, IO
MAloTh JileH3il Ha MPOBaKEHHS rocnonapcmcm JSUTBHOCTI 3 Bnpo6mmTBa nmapcmcnx
3aco0iB, onToBoi Ta po3Api6HOI Toprieimi JNiKapChKUMH 3aco6aM, iMIIOPTY JIlKapCBKHX
3acobiB (KpiM aKTHBHUX (hapMalleBTHYHIX mrpemeHTlB) CTaHOBHJIA:

KinekicTh cy0’exTiB rocmogaposanns, mo ManTh JileH3ii HA NPOBaXKeHHst
. rocroAapchLKoi AisJIbHOCTI 3 BUPOOHMITBA JIKAPCLKHX 32c00iB, OITOBOY Ta
B Po3apiGHOT Toprisii JikapcbKuME 3aco6amMu, iMIopTy JikapcbKuX 3aco6iB (Kpim
' AKTHBHUX (papMalleBTHYHHX iHIpeTicHTIB)

Bupo6aunrso OntoBa | Po3apiona (BupoGuuurso (8| Pasom

ImuoopT . .
(mpomuciaose) | TOpriBis TOPTiBJIsL | YMOBAX aNTEKH)

204 115 403 6990 248 7643

Y3aranbHeHi aHi moxo0 HapaxyBaHb Ta CTSTHEHHA mTpadiB 3a IOPYIIEHHS BAMOT
3aKkoHOMaBcTBa MpoTAroM 2017 — 2018 pokiB B pospisi crareit Komekcy VYkpaimm mpo
aMiHICTpaTUBHI IPaBONOPYIICHHS HABEAEHO B TAOIHIIi:

Pox | Cratra | Odopmaen | Buneceno | Hapaxosan | Coiagen | Kinbkicrs oci,
u KYnA o nocTaHoB | 0 mrpadis o AIKi Bepie
: I MPOTOKOJII npo Ha cyMy mrpagis | mpuraragnck Ko
S B CTATHEHH (rpm) Ha cymMy aaMiH.
s (rpn.) BiAmoBigaabHoOC
mrTpady Ti
12017 | 167 21 21 13311 13311 21
188" 3 3 1020 1020 1
42° 2 2 510 510 2
168’ 4 4 884 884 4
a Benboro: 30 30 15728 15725 28
- 2018 167 282 277 149243 150838 274
188" 57 55 16898 16898 53
42* 6 6 1309 1309 5
168" 78 78 18666 18666 78
Benoro: 423 416 186116 187711 | 410

Y3araipHeHI MaHi CTOCOBHO iHCHEKHiffHMX mepeBipok Jepxmikcayx6u Ta ii
TEPUTOpiaIbHAX OPraHiB IOM0 AKOCTI JTiKapchKuX 3acobis mpoTsrom 2017 ta 2018 pokis
HaBeJIeHO B TaOJIHIIi:
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Poxn KinbkicTs 3aificHennx nmepesipok Hapano | Hapamno o &
Cy0’exriB Micunb npunMcis | npumuci E g = ~
rocroAapoOBaHHS NMPOBA/I;KEHD npo B PO Z E § :g
RisVILHOCTI ycyHenHs | 3a0opoH =4sg
IUIAaH | M03aIUIaH | IVIAH | Ho3aIlIaH | MOPYIIeH yJ3 = A E E
b
2017 0 225 0 372 118 27 19 | 9197
Bcenoro: 225 ny 372 : L
2018 1525 | 149 | 3762 | 210 1316 564 407 | 179775
Bceboro: 1674 3972

* 3rigHo 3i crarTero 2 3akoHy Vkpaimm «IIpo THMYacoBi 0cOGIMBOCTI 3iiiCHEHHS
3aXOJiB NEP)KaBHOTO HATILANY (KOHTPONO) Y cdepi ToCIomapchKoi MisUIBHOCTD (stxmit
HabpaB umHHOCTI 1 ciunsg 2017 poky) BeraHOBIEHO MoOpaTopiit 1o 31 rpymus 2017 POKY Ha
IPOBCIACHHA OpraHaMH JEpPXKaBHOIO Haraany (KOHTPOIIO) IUIAHOBHX 3aXOMiB i3
3MiCHEHHS IEPXKABHOTO HAITLIAY (KOHTPOIO) y chepi rocofapesKoi IisiibHOCT.

AHaii3 MaTepialliB iHCIeKIIMHNX MEpPeBIPOK TKOCTI KapChKHX 3acoGiB, 3iliCHEHHX
TEPHUTOPialbHAMY opraHamu Jeparikciysx6u npotsrom 2017 — 2018 pokis, cBimants po
HAsSBHICTb CTPYKTYPH IIOPYILEeHb, HABEASHOT B TaBGIIHII:

Buau nopymensn 2017 2018
Beworo | Beworo Beboro Bceworo
CI'l,y | BusiBjIeH CIr'l,y | Busasien
SIKHX 0 SIKHX 0
BHSIBJIE | TIOpyIe | BHSBJIEHO | IOpyIe
HO Hb nopymeH Hb

nopy- HS
IIE€HHS

CroenianbHi NPOMYyKTH IS Ji€THYHOTO 14 18 100 170

xapuyBanHi (BA/lu) posmimeni Ha

BITPHHI pa3oM 3 JIKapCHKHMH 3ac00aMH,

BificyTHe HeoOXimmHe mosHaueHHSI "He €

JiKapCHKAMH 3aco0aMu”

Anteunnii 3aKJIan JIKBIIOBAHO, — — 6 10

HOBiTOMJICHHS 10 OpraHy JilleH3yBaHH:

He Haacunagocs abo Hafgicmame 3

HOPYLIEHHAM BCTaHOBJICHUX TEPMIHIB

bina dacany Oynisni BimcyTHs Gyap-sxa — — 4 5

indopMmarris Ipo cy0'ekta

TOCHOAAPIOBAHHS

B HakmagHUX Ha IOCTa4aHHS JiKapChKHX 5 6 27 42

3ac00iB He 3a3HAYaeThCs IX JIKapchKa

¢QopMa, 03yBaHHS, Ha3Ba BUPOOHHKA Ta

HOMep cepii




BincytHs "kapantuHHa 30HA" I
30epiragas  JI3, mo  mimmararoTs
THMYaCOBOMY BHIIYHYEHHIO 3 00Iry

16

17

Bun pissmeHOCTI  amreunoro  Ta/abo
BiZIOKpEMJICHOT'O CTPYKTYPHOT'O
HiApo3nily cyb'ekra rocmomaproBaHHS,
IO IEpeBIpsABCA, HE BiAMOBimAE BHIY
IisUIBHOCTI, BUSHAUEHOMY B JIileH3ii, a60
3[IiICHIOETBCS 3 MOPYIICHHIM

18

19

BincyTHii Hakaz Tpo OpU3HAYECHHS
YIIOBHOB)XKEHOI ocobm - Ta/abo

IIACEMOBHM BHCHOBOK 3a pe3yJbTaTaMU

BXiIHOTO

38

50

259

332

BincytHe oOnmamHaHHS 11 KOHTPOJIIO
YMOB 30epiranHs iz gac
TPaHCIOPTYBaHHS. IIpotoxomu
MOHITOPHHTY € HENOCTYNHHMH IS
nepeBipku. BincyTHi akTH npHiiMaHHS-
IepelaBaHHd 13 3a3HA4YeHHAM YMOB
30epiraHHs IIJ 9ac TPaHCIIOPTYBAHHS
JIKapChKUX 3aco0iB, SKi BHMAararoTsh
JOTPHMAHHS «XOJIOFOBOTO JIAHIIFOIa)

56

78

BincytHi abo He MalOTh IEPIKABHOTO
HOBipOYHOTO TaBpa TEPMOMETPH Ta
TIrpOMETPH, HE BEHNEThCH  JKypHAN
peecTpallii TeMIepaTypH Ta BOJIOIOCTi

58

81

119

162

BincyTHil moromxeHuit TepHTOPiaTbHAM
opranoM  [JlepxximikcnyxOu  meperik
BHYTPIIIIHBO-aNITEYHAX 3ar0TOBOK, IO
BHpOOGIIsie (BUTOTOBIISIE) alITeKa

Bincytns ~ [lepxaBHa  (apmakormes
VYkpaind, HOpPMAaTHBHO-TEXHOJIOTIUHI - Ta
HOPMAaTHBHO-IIpaBoBi axTtu MO3, sxki
perIaMeHTyIoTh BHPOGHHMIITBO
(BUTOTOBIIEHHS) Ta KOHTPOJb SKOCTI
JKapChKHX 3ac00iB B yMOBaX alTeKd

BincyTHs eQeKTHBHA CHCTEMAa SKOCTI
JIiKapchKUX 3acobiB i3 3aTBEepmKEHHM
IUTAHOM TEPMIiHOBHX Iill, 3 BU3HAUCHHIM
3aXOAiB, fKi 3a0e3neuylOTh BHKOHAHHS
Hakazie MO3  Vkpaimm  Ta/abo
_posmopsipKeHsb JlepKIikemyx6u

242

605

JIOKyMeHTH, INO TiATBEPIKYIOTH (akT
KyHiBii abo mpojaxy, i3 3a3HaYeHHSIM
JIaTH, Ha3BH, KLTBKOCTI, cepil Ta TepMiHy
MPUIATHOCTI OTPUMaHHUX Ta




| IOCTaBJICHUX  JIKApChKHX  3acobis,

iHpopmarii po TTOKYIIIS
(mocragasbHEKA) 30€piraroThess MeHIIIe 3
POKiB

| iHmIi cepif)’

Honyckaerbes BHIIPABICHHS Ta
OaraTopasoBe BHKOPHCTAHHS
HOBOCTBOPEHOI BTOPHHHOI  YIaKOBKH
(ymakoBka MICTHTh HamuC JEKUIBKOX
cepiif, Ha3Ba BUPOOHMKA BIACYTHS, a Ha
eTHUKETIi, KpiM BKa3aHOI, 3a3HaueHi i

42

52

165

226

3aKymiBns -+ JHKapchKHX . 3aco0iB
3MNHCHIOETBCS Y TIOCTAYaIBHYKIB, SKi He
MaOTh ~ UYMHHHMX  JIIeH3i  Ha
BHpOOHHIITBO  Ta/ab0  ONTOBYy  uH
po3mpibHy  TOPriBMIO  JKAPCHKUMH
3acobaMu

3acToCyBaHHS JIIKapChKHX 3acobiB 3
TEPMIHOM IIPHUAATHOCTI, 10 MUHYB

37

42

74

80

Jlikapcbki  3aco0m, 3a00pOHEHI 1O
peaisalii / MeIMIHOTO 3aCTOCYBaHHs

11

19

71

86

JI3, wo He BigmOBimaroTH BIMoram AHJI,
B TOMy YHCIi 3a IIOKa3HHKaMH, SKi
BH3HAYEHI Bi3yaJbHO —"MapKyBaHHS",
"ymakoBka", "30BHIHIM BUrIIIL" TOIIO

139

178

30epiragHd  JKapceKUX  3aco0iB Yy
BigpinenHsax JII3  (Mamimyssiidiemii
kabiHeT, MeAWYHWN [OCT  TOIIO)
IIPOBOMUTECA O€3 ypaxyBaHHS CIOco0y
BBEeHHA Ta/abo 0e3 JOTpUMaHHIM
BUMOT 30epiraHHs JIIKapChKHX 3ac00iB

15

15

3nilicHeHHs poGiT 3 BHPOOHMIITBA,
KOHTPOIIO  SKOCTi, 30epiraHHsa Ta
peamizanii JikapchKHX 3ac0o0iB ocobaMmH,
0 He MAalOTh BiMIIOBIMHOI cHEIAIBHOT
OCBITH

101

147

Jlixapceki 3acobu He 30epiraroTbes
OKpeMO 3a (hapMaKoJIOTiYHUMH TPYyIIaMHU
3QJIEKHO Bif cmocofy X BBemeHHS, 3
ypaxyBaHHIM Gi3UKO-XiMITHEX
BIIACTHBOCTEH  JIIKAPCBKUX  3aco0iB,
BIATIOBiMHO J0 BHUMOT iHCTPYKIii IIpo
3aCTOCYBaHHS JIKapChKHUX 3aco0iB, Oe3
YpaxyBaHHA  3aJMIIKOBOTO  TEPMiHY
HPHATHOCTI

35

48




Ha TKapCHKHX 3acobax, 1100
3aKyTIOBYIOTBCS 33 PaXyHOK OIODKETHHX
KOIITIB, BiZICYyTHE CHeliaibHe
IIO3HAYEHHs, IO € IITaMIIOM YEPBOHOIO
Kolbopy 3 HamucoM  «bromxerna
3aKyHiBJIsD» ab0 CTHUKEPY 3 HAIHCOM
YepPBOHOIO KOJIbOPY «bromxeTHa
3aKyIBILD»

A

49

Hapxoruuni  3aco0W,  IICHXOTpOIHI
PEYOBHHHU Ta HIpeKypcopH y
npumimenssax JII3, mpusHavyeHwx s
30epiraHes ~ JiKapcekEX  3acoGiB,
36epiraloThCs 3 IMOPYINEHHSIM BHMOT
IIFOYNX  HOPMATHBHHMX  aKTiB,  dKi
PETYIIOIOTH iX 00ir B YKpaiHi

He Bemerbca xypHanm oO6miky Ta
BUKODHCTaHHS iMyHOGiONIOTIYHIX
IpenapariB

10

13

He Bemerscs oxkypHanm o6miky Ta
peecTpariii TOBIfOMIICHB i TIPHUIIUCIB Bif
Hepsnikemy:k6n Ta i TepuTOpiaaBHHX
OpraHiB

21

23

189

275

He Bemerbcs mpeAMETHO-KiIBKiCHMIM
O0JIiK JTIKapChKAX 3aC00iIB

10

12

He 3a0e31e4eHo JIOCTYITHICTb
3a(iKCOBaHMX  JaHUX  MOHITOPHHIY
TEMIIEPaTypd Ta BiJHOCHOI BOJIOTOCTI
HOBiTpA JuId TiepeBipku. OOnamHaHHS,
1o BHKOPHCTOBYETHCS UL
MOHITOPHHTY, HE TiIJIrac IepeBipii 3
BH3HAYCHOIO MEePiOINUHICTIO;
pe3yJIbTaTh MePEBipoOK HE
IIPOTOKOJIIOIOTECS

54

149

He 3abe3mnedeHo NOTPUMAaHHI
BA3HAYCHUX BHPOOHUKOM YMOB
36epiranHs JiKapchKHUX 3aco0iB mix gac
TpaHCHIOPTYBaHHS (ipoBeneHHs
eKCIePTH3H INOKyMEHTIB, IO
MiATBEPDKYIOTh  NOTPMMAHHS  BHMOT
mono yMmoB 30epiraHHs Iy uac
TPAHCIOPTYBAHHS)

17

19

He 3a0e3neueHo JOTPHMAaHHS BHMOT [0
0co0HCTOI TirieHu mepcoHary. Bimcyrtai
3aTBep/KEHI MPOLIEAYPH ririean
IIEpCOHANY, fKi BKIIOYAIOTH BHUMOTH
IIOAO 3JIOpPOB'd, Tiri€HH, OmAry Ta

33

63




3IifiCHEHHS KOHTPOJIIO 33 iX BUKOHAHHIM

He 3abesnmedeHO HOTpUMAaHHS YMOB
30epiraHHs  JKapchKUX 3acobiB  Ta
MaTepiaiiB BiAIOBIOHO [0 3a3HaYeHO! y
MapKyBaHHi iH(opmamii, 3axucT Bim il
CBiTJIa, TEMIIEpaTypH, BOJIOTH, IHIIWX
30BHIMMHIX (akToOpiB Ta BimmoBigHOI
06GOPOTHOCTi TOBaPHOTO 3amacy

98

167

He 3abesmeueno 36epiraHmis mpoTOKOIIB
BiIIpaBKW, e  3a3HAaueHO:  Jary
HIOCTaBKH; Ha3By Ta anmpecy
IIOCTaYQIbHUKA 1 Ofep)KyBada; OIHC
OPOMyKIii, TOOTO HAas3By, JIKAPCHKY
(Gopmy Ta mo3yBaHHS (32 HEOOXiOHOCTI),
HOMED cepii Ta MocTaBJIeHy KilbKicTh

15

58

He 3a0e3neueHo inerTHbIKaII0
BiIOpaKoOBaHMX JKApCHKAX 3acobiB Ta
CYIYTHiX TOBapiB mix yac 30epiraHHd y
KapaHTUHI JIO NPUHHATTS OCTATOYHOIO
pilleHHs Moo X momaIbIIoro o6iry

34

73

He 3abesmeueno moBipky o6namHaHHd,
1o BUKOPHCTOBYETHCS TULS
MOHITOPHHTY, 3 BA3HAYEHOIO
HEePioITUHICTIO

39

67

He 3a0e3medeno CHCTEMAaTH3aIl1
IIOBiTOMIIEHb mpo TOGiuHi peakmii Ta
nobigni nil JikapchkuxX 3aco0iB A
BUSABJICHHA  HEAKICHMX  JIKapCHKHX
3aco0iB  Ta 3amobiragss mOmiGHUM
BHIIAIKaM

He 3nilicHIOETBCS HamaHHS J[03BOIY HA
Billyck  JiKapcbKWX  3aco0iB 10
CTPYKTYPHHUX HiJIPO3AUIB alITEKH

38

101

He 3MiACHIOETECS oopMITeHHS
BHCHOBKIiB BXiZTHOTO KOHTPOJIIO SKOCTi
JiKapChKUX 3aCO0IB MUIIXOM BiIMIiTKH Ha
npuOyTKOBIM HaKJIa HikH

261

364

He HaJAETHCI indopmarris
TEPUTOpiabHiM iHCIIEKIii Ipo BHUABIEHI
HEsKICHI JTikapChKi 3ac00u

HeBimmoBigHiCTh cHOpYAH, NPHMIINEHH
Ta yCTaTKyBaHHS BUMOT'aM HOPMAaTHBHHX
JTOKYMEHTIB 00 BUPOOHUIITBA,
36epiraHHs,  peamisaiii  JIiKapCHKHX

37

53




3aco0iB

HeBimmoBinuicTh  GakTMYHEX  [aHMX
NaHUM IIacIOpTa AaITeYHOrO 3aKiIary

(CTpyKTypHOTO Hinpo3miiy)

11

HemocrarHd KimbKiCTh MaTepiasbHMX
mad, CTeJIaXiB, i TOBapHUKIB,
BiZICYyTHICTF 200 HENOCTATHA KUIBKICTB
XOJIOMIILHHUKIB

14

18

25

27

Henotpumanus HAJIS)KHUX YMOB
30epiraHag

55

73

111

130

HemoTpumanus  mopsaky — Bimmycky
JiKapChKHUX 3ac00iB

107

200

Henanexxne BUKOHAaHHS yIIOBHOBAXXEHOIO
0co00r0 cBOiX 000B's3kiB. Bimmyck
JIKapChKUX 3aco06iB 0€3 IHMCHMOBOTO
BHCHOBKY YIIOBHOB&XEHOT 0COOH

31

48

353

620

Ilim d9ac TpoBemeHHS  IEPEBipKH
BCTaHOBIICHO, 1o JKyBaITbHO-
IpoGiTak THIHAM 3aKJIaJIOM
3aCTOCOBYIOTBCS, 30epiratotbesa JI3, sxi
HE MalOTh IO3UTHBHOI'O BHCHOBKY IIPO
AKiCTh BBE3CHHX B YKpaiHy JIiKapChKHX
3aco0iB abo BHCHOBKY po
BIIIOBiIHICTE MEIAIHUX
iMyHOGi0JIOTiUHNX Openaparis

Ilin wac mpoBeNeHHA  IepeBipKH
BCTaHOBJICHO, 1o cy6'exToM
TOCIIOJTAPIOBaHHS pearizyroThCs,
36epirarotecs JI3, TepMin mpumarHOCTI
KX 3aKiHIABCS

47

55

Ilin dwac TpoBemeHHS  IEPEBipKH
BCTaHOBIJICHO, mo cy0'ekTOM
TOCIIONAPIOBAHHS peai3yroThed,
3bepiratotees  JI3, ki He MaroTh
MO3UTHBHOIO BHCHOBKY IIpO SIKiCTB
BBE3E€HUX B YKpaiHy JNiKapChKuX 3ac00iB
abo BucHoBKY Ha MIBIT

Ilimx 4wac mpoBeleHHS  mepeBipKH
BCTaHOBIICHO, j18(6) cy6'ekToM
rOCTIO/{apIOBaHHS 3aCTOCOBYIOTHCH,
pealtisyroThe, 30epiraroTecs
He3apeectpoBaHi JI3 (kpiM BHIAIKiB,
nepenbadennx 3akoHoM Ykpainu "IIpo
TiKapchKi 3aco6u")
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IMprmimenss s 36epirauns JHKapChKUX 3 3 200 283
3aco0iB He 3abesmedeHi HEOOXiAHOIO

KLTBKiCTIO CTenaxiB, mad,
XOJIOAMIBHUKIB, I JIOHIB,
HiATOBapHUKIB, 3 OOTPUMAaHHIM

HEOOXITHUX yMOB OCBITICHHS TOIIIO.
Jlikapceki 3acobm 30epirarotbes Ha
migrosi. He minTtpuMyerbes Hamexsmii
TEMIIEPATYPHUI PEKIM.

IIprmintenns i 36epiranus TiKapchKuX 25 38 378 637
3ac00iB  mOTpeOYIOTh . PEMOHTY, '
TIOPYIIYFOTCS BEMOTH OO, CaHITAPHO-
OPOTUENIAEMITHOTO PEXKUMY

IlpoBemenns = BxigHOTO KOHTPOJIIO — — 124 213
JKapChKUX 3aco0iB, sKi HAIXOmATh B

anTeyHni 3aKJIaI, 3IIMCHIOETBCS

HECHAJICXKHUM YHHOM

peamizalis Ta MeIWYHE 3aCTOCYBAHHI 16 21 70 78

JiKapchKHX 3acobiB Ge3 ceprudikara
SIKOCTi BUPOOHHKA

Cy6’exTom TOCIIOJIapIOBaHHS 6 6 162 281
3z[i_1>icmoeTLcsI pearmizaliisi peHenTypHaX
TiKapchKUX 3ac00iB 6e3 pelenTa Jikaps

Bcrworo 134 526 1183 6146

Tax y 2018 poni nepesipero 1674 cy6’exTiB rocnogaproBaHHs Ta BCTaHOBIEHO 1316
HOPYIIEHb.

Otxe, BICOTOK CyG’€KTiB TOCIIONAPIOBAHHS, B SKMX BHSBIECHO HOPYIICHHS BEMOT
3aKOHOAABCTBA OO AKOCTI JIIKapPCHKUX 3ac00iB, CTAHOBUTH IIPHOIH3HO 79 Y.

3a 2018 pix cxmameno 414 mpoTOKOMB IO aaMiHICTPATHBHI NPABOIOPYIICHHS,
BrHeceHO 407 IIOCTaHOB 3a CHPaBOIO IPO aAMIHICTPATHBHE IPABOIOPYMIEHHS, CTATHEHO
179775 rpu. Tak, cepemsiit posmip mrpady craHOBUTH IprGm3HO 442 TPH.

BonHouac OroipkeTHi BHTpaTM Ha aIMIHICIpYBaHHS pErydIOBaHHA Cy6’€KTiB
TOCIONIAPIOBaHHA HAa OIHOTO CIEMialicTa TEPHTOpiaJbHOro oprany JlepimikcimyxOu
(3rineo 3 lomatkoM 3 mo MeTOOMKH LPOBENEHHS aHANI3y BIUIHBY PETYIATOPHOLO aKTa,
3aTBep/UKeHOI mocTtanoBor Kabinery Minmictpis Vkpaiuu Bin 11 Gepesmsa 2004 poky Ne
308) 322017 Ta 2018 poku HaBemEHO B TAOIMII.

2017 pix
Ipouneaypa IIna | Bapric | Ouin | Onin Burparun
peryJiloBaHHsi | HOBI Th Ka Ka Ha aAMiHI-
cy0'exTiB BHT | 4yacy | KUIb | KiIb CTPYBaHHS Pery.Jil-BaHHA*
BEJIMKOIO i pat | cmiBp | Kocti | KocT (3a pik), rpuBeHb
cepeAHbOro " o0iTH | mpon i
HiINPHEMHHITB | Yacy | HKa | eayp | cy6'e
a (po3paxyHoK HAa | opraH 3a KTIB,
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Ha OJHOIO npo y pik, 111 (1)
THIIOBOIO cy0'e | mexy | aepska | mo | minm
KTa py | BHOI | mpum | agaro
rocrnofapoBaHH BJAJH | aJal0 | Tb
1) Biamo Tb Imig o
‘pizHoi | Haox | iro
KaTer | HOFoO | MpoIl
opii | cyG'e | exyp
(3apo6 | kra 7
iTHa pery
| miaara | Jmro-
) BaHH
b ' 1 ’ _ﬂ
1. O6mix 24 | 48,44 1 7643 8885446,08
cy0'ekra po6o | TpH.
rOCHOJIapIOBaHH gi
s, o nepedyBae | roau
y chepi HH
peryJroBaHHs
2. Ilotounuit - - - - -
KOHTPOJIb 3a
cy0'exToM
TOCIOAAPIOBaHH
s, o nepebyBae
y cepi
peTryJIIOBaHHS, Y
TOMY YHCIIi:
1920 poboyux
200uH (0513
YHOBHOBAXICEHOT
ocobu CI)
KaMepabHi - — — — —
BHUI3HI 24 | 48,44 1 7643 8885446,08
pobo | TpH.
gi
roau
HU
3. ITigroToBka, 1 48,44 1 7643 370226,92
3aTBEpKeHH Ta | pobo | TpH.
OIpAIFOBAHHS 4a
OJTHOTO roau
OKpEeMOTro aKTa Ha
PO MOPYIICHHS
BAMOT
PETYIIFOBAHHS
4. Peamizaris 1 48,44 3 7643 1110680,76
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OJTHOTO pobo | TpH.
OKpPEMOro qa
PpIIEHHS IOKO TOH
IIOpPYIIEHHS Ha
BHAMOT
PETYJIOBAHHA
5. OckapxxeHHs - - - - -
OJTHOTO
OKpEMOT0
pimeHHs
cy6'ekTamu
TOCIOZIAPIOBaHH
s
6. IlinroroBka 1 48,44 12 | 7643 4442 723,04
3BITHOCTI 3a pobo | rpH.
pe3yibTaTamu ga
pETyIIOBaHHS roau
Ha
7. Tami — — — — -
agMiHiCTpaTHBHI
HpoLeRypH
(yTouHHTH):
Pazom 3a pix 23 694 522,88
2018 pik
IIponeaypa IIna | Bapric | Ouin | Ouin Butparn
peryJjiloBaHHsi | HOBI Th Ka Ka Ha aaMiHi-
cy0'exTiB BHT | 4Yacy | KiIb | Kijb CTPYBaHHS PeryJiio-BaHHS*
BEJHKOrO i part | cmiBp | KocTi | KocT (3a pik), rpuBeHD
CepeaHbOro U 00iTH | mpon i
MiINPHEMHUITB | yacy | wKa | exyp | cy0'e
a (pospaxyHok | Ha | opram | 3a | KrTiB,
Ha OJHOIO npo y piK, 111())
THIIOBOTO meay | Aepska | mo | mimm
cy0'ekra py BHOI | mpHn | aaaro
rocrnofAaprBaHH BJAAM | aJal0 | Th
) Bixmo | TH | migna
BigHoi | Haox | iro
KaTer | HOro | mpou
opii | cy0'e | exyp
(3apo0 | kra H
iTHa pery
miara JI0-
) BAaHH
s
1. O6mix 24 | 58,75 1| 7643 10 776 630
cy0'exra po6o | rpH.
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TOCIOAaPIOBaHH gi
s, 1o nmepebyBae | rom
y chepi HU
pETYJIIOBaHHS
2. Tlotounuit - - - - -
KOHTPOJIb 3a
cyG'ekToM
rOCHOAaPIOBaHH
11, o repedyBae
y chepi
PETyJIIOBaHHA, Y
TOMY 9HCITi;
1920 pobouux
200uH (011
YHOBHOBANCEHOT
ocobu CI)
KaMepalbHi — — — — —
BHUI3HI 24 | 58,75 1 7643 | 10 776 630

poGo | TpH.

i
roxu
HHI

3. ITigroToBKa, 1 58,75 | 1 | 7643 449 026,25
3aTBEp/KEHHs Ta | pobo | TpH.
OIIpaLFOBAHHS 4a
OJTHOTO roJu
OKpPEMOT0 aKTa Ha
IIPO IOPYHICHHS
BHAMOT
peryJIFOBaHHS
4. Peamizamis 1 58,75 3 7643 1347 078,75
OJXHOTO pobGo | TIpH.
OKpEMOT0 qa
PpiIeHHS TIOHO roau
HOPYIICHHS Ha
BHAMOT
pETYJIFOBaHHS
5. OckapxeHHS — - — - -
OJTHOTO
OKpEMOro
pimeHHs
cy0'ekTaMu
TOCHOAAPIOBaHH
A
6. ITinroroBka 1 58,75 12 7643 5388315
3BiTHOCTI 32 po6o | IpH.




g
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pesyibTaTaMu 4a
peryoBaHHS roJiu
Ha

7. Iammi — - — - —
aIMiHICTpaTUBHI

IPOIIENypPH
(yTo4HUTH):

Pazom 3a piK . 28 737 680

Cymapro . 32| ; ‘ 143 688 400
II'STh POKIB ' ”

Tak, OmomkerHi BHTpaTH Ha aIMIHICTpyBaHHS peryoBaHHA Cy6’€KTiB
TOCIOIAapIOBAHHA HA OJHOIO CIEIiaNicTa TepHTOpiaNbHOTO opraHy JlepKiiKciy:x6u
cradoBuiio y 2018 pomi 28737680 rpuBeHs Ha piK, IO 3HAYHO MEPEBUIILYE 3aTABHY CyMy
CTATHYTHX MTpadiB 3a aHaNorivyHmi epioq — 179775 rpuseHs.

Y Toii ke uac 3akoHoM VYkpainum «IIpo OCHOBHI 3acafid HEPXKABHOIO HAIJIAIY
(komTpomo) y cdepi rocmomapchkoi MiSTIBHOCTY BCTAHOBJIEHO IIEBHUH HOPSIOK
OPOBE/ICHHA IIEPEBIPOK Cy6’€KTiB rocmofapioBaHHs abo X BiMOKpeMIIEHHX IApO3ZIiNiB,
AKAH YCKIaJHIOE 3IMCHEHHS JIEp)KaBHOTO KOHTPOJIO SIKOCTI JIKapchKuX 3acobiB Ta
BHIKYE iX €(QEeKTHBHICT y 3B’A3Ky 3 HEOOXiTHICTIO 0GOB’S3KOBOTO IIOIEPEIKEHHS
Cy6’eKkTiB TrocmozaproBaHHA a0 IX BiNMOKpeMiICHHMX WiApO3AUNB Ipo pary i wac
OpoBe/icHHs nepeBipkd. ToO0TO UMHHOI PENaKIi€lo YaCTHHH ApYTroi crarTi 2 3akoHy
Vkpainu «IIpo ocHOBHI 3acaay JIep:KaBHOTO HarIimy (KOHTPOITO) y cdepi rocmonapcskol
IiAIBHOCTI®, fKa MOINMPIOE J{f0 3a3HaYeHOro 3akoHy Ha cepy AepKaBHOro KOHTPOIIO 32
AKiCTIO JKApCBKUX 3aco0iB, CTBOPIOETBCA MOXUIMBICTD YHHMKHEHHS Cy0’€KTaMH
TOCIIONAPIOBAHHA O0OB’A3KOBHX BHJIB JEpPXKaBHOTO KOHTPOIO Ta HAISAAY Ta
YHEMOXIIMBIIIOETECA OTPHMAHHSA 00 ’€KTHBHUX DE3yJbTaTiB IEpPEBIpOK IpH 3JiMCHEHHI
IEpXKaBHOTO KOHTPOIIO AKOCTI JTIKapCHKHUX 3aC00iB.

Taxym uyWHOM, AifoYa pefakIlis gacTWHH Ipyroi crarri 2 3akomy Vipaimu «IIpo
OCHOBHI 3acafii ep>KaBHOTO HAmIimy (KOHTPONMIO) y chepi rocoomapchkoi MisIBHOCTI»
BHUKJIFOYa€ MOXKIIMBICTH CIIOHTAHHOCT] IPOBECHHS TIePEBIPKH B YaCTHHI KOHTPOJIIO SKOCTI
JIKapChKHX 3ac00iB, IO Y CBOIO 4epry 3HIXKYE e()eKTHBHICTH 3IMIMCHEHHS IepKaBHOTO
HarsyTy (KOHTPOIIIO), YHEMOKIIMBIIOE BUSBICHHS JIKapCHKUX 3aC00iB HEHANEKHOT SIKOCTI
Ta K HACHINOK 3BY)Xye 3MICT Ta o0CAr KOHCTHTYIUMHHX IpaB i CBOOOJ HacCEIEHHS
VKpainn y 9acTuHi 3a0e3MeUeHHs AKiCHUMHE, e(EeKTHBHUMHE T4 Ge3MeUHAMH JIKApCLKAMHA
3acobaMu.

Pospobnenuit mpoekt 3akoHy Ykpainu «IIpo BHeceHHS 3MiHM 10 CTaTTi 2 3aKOoHy
Vxpaian «IIpo ocHOBHI 3acanu AepKaBHOTO HArLILy (KOHTPOIO) y chepi rocmomapchKoi
TisUIHOCTI» (Hayli — MpoeKT 3aKoHy) CIpsSMOBaHHM HA OTPUMAHHA BHMOI CTATTi 3 Ta
gactuHA nepmoi crari 49 Komcrtutynii Vkpaldw, a TakoxX OTpHMAaHHSA 06’€KTHBHHX
pe3ynpTaTiB IEPeBipOK INpH 3AiMICHEHHI IEep)KaBHOTO KOHTPOJIO SKOCTi JKapCHKHX
3aco0iB.

3anpoBa/DKEHHA 3a3HAYCHUX 3aX0/iB Oy/ie CIIPUATH IOCHICHHIO KOHTPOJIO 3a SIKiCTIO
JiKapChKUX 3ac00iB; HEIOIYIEHHs BUPOOHHIITBA i PO3IMOBCIOMKEHHS JIIKapCEKUX 3ac006iB
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HCHAIOKHOI  SIKOCTI  (HesKiCHWMX, (ambCcHDIKOBAHHX, BBE3EHHX 3 IOPYIICHHIM
3aKOHO/aBCTBA YKpaiHW (KOHTpaGaHma), HE3apeecTPOBAHMX); CTBOPEHHS YMOB, IIO
FapaHTylOTb HAAXO/KCHHS HA HAliOHANPHMH pHHOK YKpaiHM TiIbKH SKICHUX,
ebexTUBHEX Ta Ge3MEYHMX JiKapCHKHUX 3aco6iB, IO BHPOGIEHI BIANOBIXHO MO BHMOT
CTaH,I(apTlB IIO € 3aIIOPYKOIO 3aXHCTY 30POB'S i XKUTTA rPOMaIH Ta GE3EKH epiKaBH B
TJIOMY.

IIpHiHATTS UBOTO NPOEKTY 3aKOHY CIPHATHME BHPIIEHHIO PS/Ty TATAHb:

3MCHIIGHHA KUIBKOCTI JIiKApCHKUX 3acO0iB HEHANEKHOT SKOCTI (HEsKiCHEX,
QanbcudikoBaHMX, BBE3CHHX 3 TOPYIIEHH’AM 3aKOHOHaBCTBA YKpalHW (KOHTpaGaHma),
HE3apeECTPOBAHMNX ), M0 PeaTi30BYIOThCSA HACEIEHHIO;

HeJIOMyINEeH s BUpOOHUITBA i PO3TOBCIODKCHEL CyGCTaHHapTHI/IX tanbeudikoparmx
JKapCEKHUX 3ac00iB;

CTBOPEHHS YMOB, IO FapaHTYIOTB HA/XOIDKEHHS Ha HamoHanLHmI pHHOK Vxpainu
TIMBKH SKICHMX, e(I)eKTI/IBHI/IX Ta Oe3MeYHMX JKapchKUX 3acobiB, mo BHpPOGIEHi
BITIOBIJTHO IO BEMOTI' CTaHI[apTlB IO € 3aIIOPYKOIO 3aXHCTY 3I0POB'S i KUTTA TPOMAJIH
Ta Oe3MeKH epiKaBy B [IIOMY;

3a0e3MeYeHHs] HANEKHAX YMOB 30epiraHHA JiKapchKMX 3aco0iB mig wdac Ix
TPaHCIOPTYBAHHS Ta 30epiranHs;

MTOCHJICHHSA KOHTPOIIIO 32 AKICTIO JTIKapChbKUX 3aC00iB;

OTPUMAHHA O0’€KTHBHUX DE3yJIbTaTiB IepeBIPOK IpH 3IiMCHEHHI JepiKaBHOTO
KOHTPOJTIO SIKOCTi JIlKapCBKHX 3aco0iB;

3a0e3NeUCHHS IAIi€HTIB SKICHIMY Ta Ge3eTHIME JTiKapChKUME 3aCO0aMI.

OcHoBHi Ipyny (DiArpyTN), Ha SKi TUHATH BILUTHB IPOEKT 3aKOHY:

I'pynmn (miarpynum) Tax | Hi
I'pomansan +
Jepxasa +
Cy6’exTH rocroziaproBaHHs +
Y TOMy 4Hci Cy0’ €KTH MAaJIOTO MiAIpHEMHALTBA* +

II. ITini Aep:xaBHOTO peryJIFOBaHHSA

Meroro nmaHOTo mpoexTy 3aKOHY € Mif[BHINCHHS e(EKTHBHOCTI 3aXO/iB JIEP:KaBHOIO
KOHTPOJIFO AKOCTi JIiKapChKHX 3aC0O01B.

TIpHHATTA UBOrO MPOEKTY 3aKOHY CIPHATHME BUPIMIEHHIO PS/TY THTAHb:

3MCHIICHHS KUIBKOCTi JHKapchKHX 3aco0iB HeHaexHOi AKOCTI (HeSKiCHHX,
danbcrdikoBanux, BBE3eHMX 3 IOPYIICHHAM 3aKOHOJABCTBA VKpainm (KoHTpabaHsa),
HE3apPEECTPOBAHMNX ), IO PEATiI30BYIOThCS HACEIICHHIO;

HEJIOIYINCHHS BEPOOHUIITBA i PO3MOBCIOMKEHHS CYOCTAHIAPTHHX, (aThCch(iKOBAHIX
JIKapChKUX 3ac00iB;

CTBOPEHHS yMOB, IIO TapaHTYIOThb HaIXOJUKCHHs Ha HaNiOHATGHWI PHHOK YKpaiHu
TUIBKY SKiCHMX, e(DeKTHBHHX Ta Oe3leYHWX JKApChKEX 3aco0iB, IO BHPOGIEHi
BI/IIOBI/IHO 10 BMMOT CTaHJAPTIB, IO € 3aIlOPYKOI0 3aXWCTY 3MOPOB'S i JKMTTS TPOMaIsH
Ta 6e3eKHU JIep>KaBy B IIJIOMY;

3a0e3MedyeHH HAISOKHMX yMOB 30epirammsa jikapchkux 3acoGiB mim wac ix
TPAHCIIOPTYBAHHA Ta 30€piraHHs;

ITOCHJIEHHS KOHTPOJIIO 3a AKiCTIO JIIKAPCHKHX 3aC00iB;
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OTPAMaHHs O0’€KTUBHMX pE3yNbTaTiB IIepeBIpOK TWpH 3AiCHEHHI AepXKaBHOTO
KOHTPOJIIO SIKOCTi JIKApCHKHUX 3ac00iB;
3a0e3MeYeHH MallieHTiB SKiCHUMMY Ta Ge3MeYHIMH JTiKapChKAME 3ac06aMu.

II1. BusnaveHnns Ta oliHKa aJbTEPHATHBHUX CNOCO0IB OCSITHEHHS IiIeii

1) BU3HaYECHHS AJIBTEPHATHBHMX CIIOCOOIB

Bup Omnuc anprepHaTuBu
: AJIbTEPHATHBH
= |AnpTepHatHBa 1  BAaTBEPUKEHHS MPOEKTY 3aKOHY
AsnbTepHarBa 2  BHECEHHS 3MiH J0' ICHYFOUMX HOPMATHBHUX aKTiB
AJIbTEpHATHBA 3 BAIHINNTH CHTYAITiIO 6e3 3MiH ’

2) olliHKa BUOPaHMX albTepPHATHBHUX CIIOCOOIB IOCSATHEHHS ITiIei

Bun Buroan Burparn
AJIbTEPHATHBH
AnvrepratuBa | IlinBumnienHs ehekTHBHOCTI  3axofiB | BigcyTHi.
1 JISPKABHOTO  KOHTPOITIO. Heponmymenus
BHpPOOHUIITBA i PO3IOBCIOIKEHHS
CcyOCTaHIapTHHX, danmscrudikoBaHmx
JiKapchKuX 3ac00iB. CTBOPEHHS yMOB, IO
f rapaHTyIoTh HaIXOKSHHS Ha

HAlliOHATbHUN pPHHOK VYKpaiHM TilIbKH
AKICHAX, e(eKTHBHHX Ta O€3ICYHHX
JMKapCEKHX  3acobiB, ki  BupoOieHi
BINIOBIMHO O BHUMOI CTaHAapTiB, IO €
3alIOPYKOI0 3aXHCTY B3IO0POB'S 1 JKUTTH
o IpoMafissH Ta Oe3NeKH JIepXKaBU B IUIOMY.
3alesneycHHs HANEXKHUX YMOB 36epiraHms
JMKapCchKMX  3acobiB  mim gac  ix

- TPAHCIIOPTYBaHHA Ta 30epiraHHs.
IlocuneHHs  KOHTPOMIO  3a  AKIiCTHO
JKapChKUX 3aco0iB. 3abe3neueHHS
MAlli€HTiB  SKICHUMH Ta  O€3IeYHHMH
JKapCHKAMH 3aco0aMHu. Peamnizaria

Jep’KaBHOI IONITHKH y cdepi yIpaBiiHHs
AKICTIO JIiKapchKUX 3aco0iB. ['apanTyBaHHs
3abe3nevueHHs MaIfi€HTiB SKiICHUMH
JKapcBKUMH ~ 3aco0aMH.  3MeHIIeHHS
BUTpaT Ha JIIKyBaHHA Halli€HTiB BHACIIIOK
3MEHIICHHS PH3UKY 3aCTOCYBaHHS
HESKICHUX JIIKapChKUX 3ac00iB. OTprMaHus
00’€KTHBHUX pe3yJbTaTiB IEPeBipOK IpH
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3MiHCHEHHI JEpXaBHOI'O KOHTPOIIO SKOCTi

. JKapChKUX 3aC00iB.
AnprepHaruBa | BHecenHs 3MiH 5o 3akony Vkpaimm «IIpo | BHeceHHs Binmosimamx
2 JiKapchKi 3acobm», mocraHoBu KabGimery | 3min nependavac

Minictpis Vkpaimu Bin 12 cepmma 2015 | BeceHHs  3MiH  y
poky Ne 647 «IIpo 3aTBepKeHHS | AeKilbKa HOPMATHBHHX

IlomoxxeHHs Ipo aKTiB Ta JOJATKIB [0
HepxasHy ciryx0y YkpailHu 3 ITiKapchKux HHUX.
3ac00iB Ta KOHTPONIIO 3a HApKOTHUKAMM», | BimmoBimHo HasBHI

nocraHoBi KaGinery MinmictpiB Vkpaihu | nomatkosi BuTpatw y
Bix 30 smeromana 2016 poxy Ne 929 «IIpo | wacoBoMy BHpasi.

3aTBEPIKCHHS Jlinensiiaux YMOB
IPOBAUKEHHS IOCIIONAPCHKOI MifMBHOCT 3
BUPOOHUIITBA JIIKAPCEKHX 3ac00iB, ONTOBOT
Ta PO3ApiOHOI TOpriBNi  JIiKApCHKEME
3aco0aMy, iIMIOPTY JHKapCHKMX 3aco0iB
(xpim aKTUBHUX (hapManeBTHYHHAX
iHrpenienTiB)», Hakasy  MinictepcTpa
OXOPOHH 37I0pOB’A YKpaiHu Bif 26 >XOBTHS
2001 poxy Ne 428 «IIpo 3aTBepmIKeHHIT
Tnerpykuii 3 odopmieHHS Marepianis mpo
agMiHiCTpaTHUBHI IIPaBOIOPYIICHHS
3aKOHOJIaBCTBA Vkpairn 1010
3a0e3MeueHHs SAKOCTi JIIKapChKUX 3aco0iBy,
3apeECTPOBAaHOr0 B MiHIiCTEpCTEl IOCTHUITIT
Vkpaium 18  ciwmx 2002  poky

3a Ne 47/6335.
: AnprepuatuBa | Bimcytni. He mnpmsseme no mocsraenHs | Binmcyrwi.
3 IIOCTABJICHUX IILJICH.

3) ouinKa BIUTUBY Ha cepy iHTepeciB rpoMaisIH:

Bug Buroamn Burparn
AJIbTePHATHBH
AnbrepratBa 1 | 3abe3nedeHHs MAli€HTIB SKICHUMH Ta Oe3MeYHAMHE Bincyrsi.
TKapCEKAMU 3acobamMu; 3a0e3leUeHHS HATEKHUX
YMOB 30epiraHHs JiKapcbKHX 3acobiB Imim wac Tx
TPAHCIOPTYBaHHS Ta 30epiraHHS; HEJOIYIICHHT
3aCTOCYBAHHS JIKapChKHUX 3ac00iB HEHANIEKHOT SIKOCTI
Ta JIKapChKUX 3aco0iB, TePMiH HPHIATHOCTI SIKHX
MHUHYB; 3MEHILICHHS BUTpAT Ha JIKyBaHHS IAIi€HTIiB
BHACIIMOK  3MEHIICHHS  PHU3MKY  3aCTOCYBAaHHS
HESKICHUX JIIKapChKHX 3aC00iB.
AnprepHatnBa 2 | 3a0esleYeHHS NAIliEHTIB SAKICHUMH Ta Oe3ICIHUMH BigcyTHi.
TKapChKUMM 3aco0amu; 3a0e3lI€UeHHS HAICKHUX
YMOB 30epiraHHs JiikapchbKmx 3acobiB mij dgac Ix
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TPaHCIOPTYBaHHA Ta 30epiraHHsd; HeTOMyIICHHS
3aCTOCYBaHHA JIKapCHKUX 3ac00iB HEHANEKHOT IKOCTI
Ta JIKapChKHX 3aco0is, TEPMiH TIPUAATHOCTI SKUX
MUHYB; 3MEHIICHHs] BUTpaT Ha JIIKyBaHHS IALi€HTIB
BHACIZIOK  3MEHINCHHI  DH3WKY  3aCTOCYBAHHS
HESAKICHHX JIIKapChKHX 3ac00iB.

Opnak TprBaimmii TepMiH BIPOBAIKEHHSL.
AnprepHatuBa 3 | Bigcyri. Bincyrai

4) ouiHka BIUBY Ha chepy iHTepeciB cy6’€KTiB rocIoaproBaHHSs:

Iokasemk . | Bemmxi | Cepemmi | Mami | Mikpo | Pasom
- [Kinekicts cyG’ekriB | . ‘ o : _
TOCIIONAPIOBAHHA, IO 14 147 1273 6209 | 7643
IMONagaoTh Mg [diro
peryIroBaHHS,

OJVHUIE *

[IuromMa Bara rpymm Yy
3araypHii Kinekocri, | 0,183% | 1,923% 16,656% | 81,238% 100%
BIZICOTKiB
*Ipumimka: nasedena y yvomy APB xinokicme cy6’exmis 20CN00apIOBaHHs 00epiicana 3
‘ Memoi0 NPOBEOEHHs. YMOGHUX PO3PAXYHKIS, 3a danumu eidomocmeii Jliyensiiitozo peecmpy,
3 BUPOGHUYMEA NIKAPCHKUX 3aC06i6 (8 YMOBaAX anmexu), onmosoi ma po3opibHoi mopeieni
o JI3 cmanom na 22 mpaeus 2019 poky wodo xinvkocmi niyensiamis.

Bug Buroau Butpatn
AJbTePHATHBH
AnvrepHarmBa | CTBOpEHHS YMOB, IO TapaHTYIOTh HAJXOMKCHHS Ha Bincyrai
1 HAIliOHANbHME pPHHOK VKpaiHH TiNBKM  sIKiCHEX,

ebekTHBHMX Ta Ge3eYHMX JKapCHKHX 3acobiB, IO
BHPOOJIEHi  BiNNOBIMHO O BHMOI  CTAaHAAPTIB;
HEJIONYINIEHHs. ~ BHPOOHHITBA 1  PO3MOBCIODKEHHS
cyOcTaHIapTHHX, banscrdikoBanux JIKapCHKUX
3ac00iB; HeIOMyIIeH S pealizariii HesKiCHHX JIKapCHKIX
3ac00iB, a TaKOX JIKapCEKHX 3acoliB, TEPMiH
IPHAAATHOCTI SIKMX MHHYB; 3a0e3IMeYcHHS TaIli€HTIB
SKICHIMHE Ta Oe3NeUHIMH JIiKapchKuMH 3aco0amu. UiTke
PO3MEXYBaHHS IOPAIKY B3a€MOZii 3 KOHTPOJIOIOYAMH
OpraHaMH, YCYHEHHS HETOYHOCTe#l Ta IIOABiifHOTO
TIIyMadeHHs YUHHOTO 3aKOHO(ABCTBA.

AnprepHatiBa | 3abe3nedeHHA HATEKHMX yMOB 30epiraHHs mikapchkux | Bimcytwi
2 3ac00iB mix d9ac iX TPaHCIOPTYyBaHHS Ta 306epiraHHST;
CTBOPEHHS YMOB, IO TIapaHTYIOTh HAIXOIKCHHS Ha
HAaiOHAGHUHA PHHOK VYKpaiHM TiNBKM  SKiCHHX,
eeKTHBHIX Ta Oe3MeYHHX JIKAPCBKUX 3acobiB, IO
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BUPOONICHI  BiNIOBIZHO 70 BHMOI  CTAHJAPTIB;
HEJIONMYIIEHHs. ~ BHPOOHMIITBA 1  PO3IOBCIOKEHHS
CyOCTaHIapTHHX, danscudikopanmx TiKapChKUX
3ac00iB; HEIOMYIIEHHS peali3arii HesKiCHIX JTiKapChKUX
3ac00iB, a TakoX JHKapchKUX 3acobiB, TepMiH
HOPHOATHOCTI SKAX MHHYB; 3a0€3IICYeHHS MAicHTIB
AKICHUMH Ta Ge3[edHNUMH JIiKapChKUMH 3acobamu. TiTke
PO3MEXYBaHHS IOPAAKY B3a€EMOJIl 3 KOHTPOIIOIOYHMH
OpraHaMHd, YCYHEHHA HETOYHOCTeH Ta IIOABiffHOTO
TIIyMa4eHHs YUHHOTO 3aKOHO{aBCTBA.

OnHak TpuBasiIMil TEPMiH BIPOBAKEHHA.
AnprepratiBa | Bincytai B o ) Bincytni
3

- Hist mpoekTy 3aKkoHy BHOCHTH 3MiHM [0 9aCTHHH JPYToi cTaTTi 2 3akoHy YKpalHu
«IIpo OCHOBHi 3acamu Mep:XaBHOTO Harimy (KOHTpoNo) y cdepi rOCHOAapChKOl
IisUIBHOCTI» IIONO BHKJIFOYEHHSA C(epH BiXHOCHH, IO BUHUKAIOTH IiJ 49ac 3aidCHEHHS
3aXOMiB NIEPIKABHOTO KOHTPOJIO SIKOCTI JIKapchKWX 3acolis, 3 mim mil 3akoHy Ykpaiuu
«IIpo OCHOBHI 3acamu [AepKaBHOTO HAILILy (KOHTPOIO) ¥ chepi rocmomapchKol
TisTTBHOCTI.

Bracrmimok nii npoekry 3akoHmy BHTpaTH Ccy6’exTiB TOCIIOJIapPIOBAHHSA HE
nependavaroThed.

1V. Bu6ip Haii6ian1 onTHMaabLHOTO AJbTEPHATHBHOI'O CIIOCO0Y TOCATHEHHS Wijieit

PeiiTunr pesyabtatusHocti  Baj pesyabTaTnBHOCTI KomenTapi mopgo
(nocsirHenns mistei mix wac (3a 9oTHpUOLAIBLHOIO NPHCBOCHHAS BiXMOBiTHOIO
BHpIllICHHS POGJIEMH) CHCTEMOIO OLIHKH) 0asa

AsprepHaTtuBa 1 4

AnbTepHaTHBa 2 3

AnbTepHaTHBa 3 0

Peiitunr Buroaun (migcymox) Butpatn OOrpynryBanust
pe3yJIbTATHBHOC (mincymok) | Bimmomignoro micus
Ti aNbTePHATHBH
Y PeHTHHTY

AnsrepHatuBa 1 | ITigsumenss BincyTni 3anpoBaKeHHL
e(eKTHBHOCTI 3aX0/IiB ArpTeprarusm 1
JIEP>KaBHOTO KOHTPOJIIO. HalKpaIyM YHMHOM
Henonymenns CIIpUATHAME
BAPOOHHUIITBA i JIOCSITHEHHIO
PO3IOBCIOKEHHS BCTAHOBNIEHUX IIiJICH
cyOCcTaHIapTHHX,
¢danbcudikoBaHmx
JIiKapCHKUX 3acO0iB.
CrBOpeHHs YMOB, IO
rapaHTyIOTh
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HAJXOJKEHHS Ha
HalliOHATHHUI PHHOK
YKpaiHu TiTbKH SIKiCHMX,
eEeKTHBHHX T2
0e3MeYHnX JTiKapChKUX
3aco6iB, 110 BHPOOIIEH]
BiIIIOBiZHO JIO0 BUMOT
CTaHJIapTiB, IO €
3aIIOPYKOIO 3aXHCTY
3[0POB'S 1 JKHUTTSI
TpOMaJisH Ta Oe3MeKH
IEPIKaBy B IIIOMY.
3a6e3neueHHs HalleXKHUX
YMOB 36epirangs
JKapChKUX 3ac00iB iz
49ac 1X TPaHCIIOPTyBaHHS
Ta 30epiraHus.
IlocuneHHS KOHTPOIIO 3a
SIKICTIO JTIKAPCHKHX
3aco0iB. 3abe3neueHHa
HAIi€HTiB SKiCHUMH Ta
6e3neuHrMH
JIKapCHKAMH 3aCO0aMH.
Peanizaris mepxaBrOT
HOJITHKH y chepi
YIPaBIiHHA SKiCTIO
JIKapCHKHUX 3ac00iB.
I'aparTyBanHs
3a0e3leuYe s Malli€HTIB
AKICHAMM JTiKapCHKMMHI
3acob6aMu. 3IMEHITIEHHS
BUTpAT Ha JIIKyBaHHS
IaIi€HTiB BHACIIIOK
3MEHIIEHHS PH3HKY
3aCTOCYBaHHS HEAKiCHHX
JLKapChKUX 3aCO0iB.

AnprepHaTuBa 2

Brecenns 3min go 3akomy
Ykpainu «IIpo mikapchki
3ac00m», TOCTAaHOBH
Kab6inery Minictpis
Vkpainu Big 12 cepoas
2015 poxy Ne 647 «IIpo
3aTBEPDKEHHS
ITonoxenns mnpo
JepxaBHy city)0y
YKpaiHu 3 JiKapChKHX

Brecenna
BignoBinHU
X 3MIH
nependagae
BHECEHHS
3MiH 0
KIJIBKOX
HOpMAaTHB-
HUX aKTiB
Ta IOATKiB

3amnpoBaKeHHS
AnbrepHaTuBu 2
CIIPHATHME
JIOCSATHEHHIO Iiinei i3
3HAYHOIO 3aTPUMKOIO B
Jaci gepes
HeoOXimHICTE
JIOOTIPAIFOBaHHS Ta
BHECCHHS 3MiH JI0
KUTbKOX HOPMATHBHHX
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3ac00iB Ta KOHTPOJIIO 32
HapKOTHKAMH,
nocranoBu Kabinery
Minictpis Ykpainu Big 30
muctonana 2016 poky

Ne 929 «IIpo
3aTBEPUKCHHS
Jlinen3iitaux ymoB
IIPOBAKECHHS
TOCIIONAPCHKOL
AisUIBHOCTIZ
BUPOOHHUITBA JIIKAPCHKUX
3ac06iB, OITOBOT Ta
po3npibHoi Toprismi
JIKapChKAMHM 3aC00aMH,
IMOOPTY JiKapCEKMX
3ac00iB (KpiM aKTHBHHX
(bapmareBTUUHIX
iHTpemi€HTIB)», HaKa3y
MiHicTepcTBa 0XOpOHH
3J0pOB’s YKpainu Bix 26
»x0BTHA 2001 poky Ne 428
«IIpo 3aTBepmKeHHS
Incrpyxuii 3 obopMiteHHs
MaTepiaiB mpo
aaIMiHiCTpaTHUBHI
IIPaBOIIOPYIICHHS
3aKOHOJABCTBA YKpaiHu
o0 3a0e3neueHHs
AKOCTI JTIKAPCHKHX
3aco0iBy,
3apPEECTPOBAHOTO B
Minicrepctsi rocTurii
Vkpainu 18 cigms 2002
poKy 3a Ne 47/6335.

JIO HUX. aKTiB Ta JONATKIB 10
BinmosigHo | HuX, i € HeOIITEHIM.
HasBHI
JONaTKOBI
BUTPATH y
JacoBOMY
BHpas3i.

AnvrepHaTrBa 3

Bincyrni. He pussene mo
JIOCSTHEHHS ITOCTABIICHUX
Iieit.

Bincyrmi 3anpoBamKeHH
AnbrepHaTuBm 3
YKOIHUM YHHOM HE
JIO3BOJINTH
3a0e3meunT
JIOCATHEHHS
BCTAHOBJICHUX IIiJIEH.

L Peiitunr

AprymenTu

| Oninka pu3HKy 30BHIMIAIX
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L0710 IIepeBaru o0paHol YUHHHKIB HA Jil0
aJIbTePHATHBH/IIPHIHHH 3allpONOHOBAHOTO
BiIMOBH Bif aJIbTepHATHBH PeryJisiTOpHOro aKkTa
AnsTepHaTHBa 1 4 X
AnpTepHaTHBA 2 3 X
AnpTepHaTiBa 3 0 X

V. Mexanizmu Ta 3ax0aH, siki 3a0e3me4aTh Po3B’I3aHHS BU3HAYCHOT npodjaemMu

3asHawyeHa [UIb OCATAETECA MUITXOM IPUNHATTS MPOEKTY 3aKOHY, a caMe: BHECEHHS
3MiH 10 9acThHH apyroi crarti 2 3axoHy Ykpaimm «ITpo oCHOBHI 3acamu JIepKaBHOTO
Harisity (KOHTPOMO) y cdepi rocmomapchbkoi MiSIBHOCTI® IMONO BHUKIIOUCHHST chepu
BIHOCKH, IO BHHHMKAIOTH I 9ac 3/ifiCHEHHsS 3aXOJiB Jep:KaBHOTO KOHTPOIIIO SKOCTi
nikapceKux 3aco0iB, 3 mix ail 3akoHy Ykpainm «IIpo ocHOBHI 3acamu JIEPKaBHOTO HarJLIy
(xoHTpOIIO) y cdhepi roconapcsKoi AisTBHOCTI». 3anponoHOBaH] IIPOEKTOM 3aKOHY 3MiHH
CIIPHATHMYTD HiIBUIIEHHIO €QEKTHBHOCT] 3aX0AIB NeP/KaBHOTO KOHTPOJIIO.

3axomw, sKi HEOOXimHO 3MiMCHUTH LEHTpaTbHOMY OpraHy BHKOHABYOT BIAMH JUIL
PO3B’SI3aHHS IPOBIEMH:

IPOBECTH IIOTODKEHHA IPOeKTy 3akoHy 3 MinicTepcTBoM ¢inancie Vkpainm,
MiHicTepcTBOM €KOHOMIYHOTO PO3BHTKY i TopriBm Vkpainm, JlepXKaBHOIO PEryJISTOPHOIO
Cciry:x6010 YKpaiHu;

3alesneunTd iHQOPMYBaHHS IPOMAACHKOCTI NPO BCTAHOBJEHI HUM ITOJIOYKEHHS
LITXOM HOro ONPHITOAHEHHS Ha odililtHoMy BeG-caiiti MimicTepeTBa oxopoHu 3II0pOB’sI
YKpaiHH Ta IPOBECTH IPOMaJICEKe OGTOBOPEHHS IPOEKTY 3aKOHY;

TIOZ[ATH TPOEKT 3aKkOHy Ha po3rirx Kabinery Minictpis Vipalau.

Po3B’s13aHHs mMpoGIeMI MOXKIIHBE JINIIE MLIXOM IPHHHSTTS [HOTO IIPOEKTY 3aKOHY.

3axonu, sKi HeoOXimHO 3miliCHUTH Cy0’€KTaM TOCIIOapIOBaHHS:

1) 03HAHOMUTHCS 3 BCTAHOBIICHUMH [IPOEKTOM 3aKOHY [OJIOKEHHSIMI,

2) IpOBECTH HABYAHHS IIEPCOHANY INOAO HEIOIYILEHHS IIOPYHIEHHS BHMOT
3aKOHOMABCTBA y cepi 06iry JrikapchKux 3acobis;

3) 3abe3meunTr BUKOHAHHA BEMOT 3aKOHOABCTBA Y cdepi o6iry JIKapCHKUX 3aCO0iB.

VL. OniHka BMKOHAHHSI BHMOI PETYJSITOPHOTO AKTA 3aJIeXKHO BiI pecypcis,
SIKHMHA  PO3MOPSKAIOTLCSl OPraHd BHKOHABYOI BJAAM YH OPraHH MiCIEBOIO
CaMOBpsilyBaHHs, (isuuHi Ta fopuanuHi oco6u, siKi MOBMHHI mpoBamKyBaTH 260
BHKOHYBATH Ili BHMOIrH

Burparn Ha BUKOHAHHS BEMOT PETyJIATOPHOTO aKTa I OPraHiB BUKOHABYOT BIAIA
Y1 OPraHiB MiCIIEBOrO CAaMOBPSITYBaHHS HE IEpeGatIeHo.

BuTpaTy Ha BUKOHAHHS BHMOT PETYJLITOPHOTO aKTa Juisi (i3MUYHHX Ta FOPHIUUHIX
oci6, sKi HOBMHHI IIPOBa/pKyBaTH aG0 BHKOHYBATH I BHMOTH, BpaxoBaHi Mix dbac
OTPUMaHHS JIIEH3il Ha IPOBaIPKEHHS T'OCIONAPCHKOT MISNBHOCTI 3 MEMMIHOT IIPaKTHKH
Binmopimmo 1o JlneHsiiHMX yMOB IpOBaIKEHHS TrOCIIONAPChKOl  MisUIBHOCTI 3
BUPOOHHMIITBA JKapChKUX 3aco6iB, ONTOBOI Ta po3npi6HOT TOpriBm miKapcHKAME
3acobamu, IMITOPTY JiKapChKUX 3aco0iB (KpiM aKTHBHHX (apMaIieBTHUHHX iHTpenmienTiB),
3aTBEPIDKEHMX HocTaHoBoo Kabinery MinicTpis Vkpainu Bin 30 mucromama 2016 poxy No
929, 30KpeMa, W00 BHMOI 3aKOHOZABCTBA y c(epi 06iry JiKapchKux 3aco6is.
BinmosifHo, BATpaTH Ha OJHOrO Cy6'€KTa TOCHOJAPIOBAHHS BEIUKOTO, CEpeHbOTO Ta
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MaJIOTO MiANIPUEMHHITBA, AKi BHHHWKAIOTH BHACIIMOK il PEryIATOPHOTO aKTa 3TifHO 3
MlomatkoM 2 no Meromwku TpOBENEHHS aHAN3y BIUIMBY pEryIITOPHOTO aKTa,
3aTBep/KeHol rocraHoBoto Kabinery MimictpiB Vkpainu six 11 Gepesms 2004 poky Ne
308, He po3paxoByBaIHCH.

Boxzouac GromkeTHi BHTpaTH Ha aIMIiHICTPYBaHHS peryIIOBAaHHS cy0’exTiB
TOCIIONApIOBAHHA HAa OJHOIO CIEIjallicTa TepUTOpiansHOro oprary JlepIiKciIyk6m
(3rizeo 3 JlomatkoM 3 o MeTOMMKY NPOBEEHHS aHATI3Y BILIUBY PETYJISITOPHOTO aKTa,
3aTBEp/LKEHOI mocTaHoBol Kabinery Minictpis Vkpainm Bing 11 Gepesrs 2004 poKy Ne

308) 32 2017 Ta 2018 poku HaBeEHO B TabIHILI:

L 2017 pix ,
Ipoueaypa | Ilnano | Bapr | Ouin | Onin Burpatn
peryJIioBaHHs Bi | ictb | ka | Kka Ha agmigi-
* cy0'exTiB BHTpA | 9acy | Kixb | Kiib CTPYBAaHHS peryJjioBa-
BEJIMKOrO i TH cuiB- | KocTi | KocTi HHA* (32 piK), rpuBeHs
CEpeAHBOTO yacy | poOi | mpom | cy6'e
NignpueMHMIY Ha THHK | eIyp | KTiB,
TBa npoiue a 3a i1 (3
(pospaxynok | naypy | opra | pik, | migm
HA OJHOTO HY o | agaim
THIIOBOTO JAEpK | OpuIn | Th
cy0'ekTa aBHO | a- mig
rocnogapoBa | 1 | maror| miro
HHSA) BJIaJ | b HA | mpol
u OJHO | eayp
Bian ro |
oBix | cy6'e | pery
HOI | KTa | JIOB
KaTe a-
ropii HHSA
(3ap
o0iT
Ha
niar
a)
1. OGnix 24 48,44 1 7643 8885446,08
cy0'exta pobodi | TpH.
TOCIOZApIOBaH | TOOUH
Hi, IO ;1
nepedyBae y
chepi
pEryJIIOBaHHS
2. IoTounmii - - - - -
KOHTPOJIb 32
cy6'exToM
rOCIIOapIOBa-
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HHA, IO
nepeGyBae y
chepi
PEeTYIIOBaHHS,
y TOMY YHCIIi:
1920 pobouux
200uH (0ns
YNOBHOBANCEHO
i ocobu CI')

KaMepaabHi

BHi3HI

24
poboui

TOOHH |

48,44

TpH. |

7643

8885446,08

3. IlinroToBKa,
3aTBEpKEHHS
Ta
ONpaIfOBaHHSI
OIHOTO
OKPEMOT0 aKTa
Ipo
MOPYILICHHS
BHMOT

| perymoBaHHS

poGoua
TOAMHA

48,44
I'pH.

7643

370226,92

4. Pearnizaris
OJIHOTO
OKPEMOT0
pITIEHHS 00
MOPYIIEHHS
BHMOT
peryJItOBaHHs

poboua
TOIMHA

48,44

7643

1110680,76

5. OckaprxeHHs
OJTHOTO
OKpeMOoro
pimeHHs
cy6'ekTaMu
TOCITOTapIOBaH
HS

6. ITlinroroBka
3BITHOCTI 3a

pe3yibTaTaMu
PETYJIIOBaHHS

poboua
TOJHA

48,44
TpH.

12

7643

4442723,04

7. Iunmi
anMiHiCTpaTHB
Hi Iponenypu
(yrounutn):
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Pasom3apik | _ 23 694 522,88
2018 pik
IIpouexypa IIna | Bapri | Oni | Onin Burparn
peryJloBaHHsi | HOBi | ¢Thb | HKa | Ka Ha aaMiHi-
' cy0'exTiB BHT | vyacy | kix | Kiib CTPYBaHHA PeryiawBa-
BEJINKOIO i par | cmiB- | BKO | KocTi HHA* (3a piK), rpUBeHD
CepeIHbOro )7 podiT | cTi | cyb'e
HiIIPUEMHHITB | Yacy | HUKA | Ipo | KTiB,
a (po3paxyHoOK HA | opran | - 11100)
HA OJJHOT0 npo y nex | migm
THIIOBOI'O uexy | aep:xx | yp | amarwo
 cyf'exTa py | aBHOi | 32 | Tb
' TOCIOAaPIOBAHH | Baagm | pik, | min o
1) Bigmo | mo | irw

BixHOI | mpu | mpon
KaTer | ma- | exyp
opii | maro "
(3apo | T | pery
OiTHa | Ha | JgI0B

iaTta | oofH | a-

) oro | HHA
cyo'
€KT
- a
1. O6nik cyb'exkra | 24 | 58,75 1 | 7643 10 776 630

TOCIOAapIoBalHs | pobo | TpH.
, Mo nepeOyBaecy | i
chepi rogu
pEryIOBaHHS HHU

2. IloTounnii - - - - -
KOHTPOJIb 32
cy6'ekToM
rOCIOAAPIOBAHHS
, 0 IiepedyBae y
chepi
PETYIIOBaHHSA, Y
ToMy aucii: 1920

pobouux 200un
(ons
YHOBHOBANCEHOT
ocobu CI)
KaMepaIbHi — — - — —
BHI3HI 24 | 58,75 1 7643 | 10776 630
7 ' pobo | rpH.
'v gi

roau
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POKiB

HH
3. ITinroToBka, 1 58,75 1 7643 449026,25
3aTBEPIDKEHHA Ta | pobo | TpH.
OIpaIFOBaHH 4Ja
OJTHOTO roau
OKpEMOTO aKTa Ha
IIPO ITOPYIICHHS
BHAMOT
pEryJIOBaHHS
4. Peamizarnis 1 58,75 | 3 | 7643 1347078,75
OZIHOTO po6Go | TpH.
| oKpeMoro qa
| pimeHHs Mmoo | Tomm
HOpyIICHHS Ha
BHAMOT
PETYNIOBaHHS
5. OckapxeHHS - - - - -
OJTHOTO
OKpEMOTro
pinreHHs
cy0'exTamu
TOCHOAAPIOBaHHS
6. Ilinrorosxa 1 58,75 | 12 | 7643 5388315
3BiTHOCTI 3a poGo | TpH.
pesylbTaTaMu qa
perymoBaHHS rogu
Ha
7. Iami — - - — -
aZMiHiCTpaTHBHI
IIpoLeypr
(yrounuTH):
Pasom 3a pik 28 737 680
CyMapHo 3a m'sSTh 143 688 400

VII. O0rpyHTyBanHs 3aHPOIOHOBAHOIO CTPOKY il PEry/ISTOPHOIO AKTA
IIpOTIIOHY€ThCST BCTAHOBHTH HEOOMEXCHHH CTPOK Jii pPeryJasTOpHOTO aKTa, IO
CITIBBITHOCHUTBCS 3 IUTSIMA HOTO MPUAHATTS.
3MiHHM JI0 PETyIATOPHOrO aKTa BHOCATHCS B Pa3i MOTPeOH Ta y pasi BHECEHHS 3MiH 10
YMHHOIO 3aKOHOJABCTBA.
Tepmin HaGpaHHA YMHHOCTI PEryJISTOPHEM aKTOM — BiAIIOBiNHO O 3aKOHOAABCTBA 3
JHA Horo o¢imiffHOTO OIPHITFOHEHHS.
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VIII. BusHayeHHsl IOKA3HHUKIB Pe3yIbTATHBHOCTI Ail PerysiTOpHOro aKkTa

IIporHo3Hi 3HAYEHHS IIOKa3HKKIB Pe3y b TATHBHOCTI PETYIATOPHOTO aKTa:

30iNMBIIEHHS KUTBKOCTI IOPYIIEHbh BMMOT 3aKOHOIABCTBA INONO SKOCTI TKapChKHX
3aco0iB;

30iIbINEHHs KiTBKOCTI HESKiCHHX JIKapCBKHX 3aco6iB Ta BiITOBiHO 30iMbIICHHS
KIIBKOCTI PO3MOPSIDKEHB PO 3a60poHy 06iry JiKapchkoro 3acoGy;

TIOCHIICHHA JIEPIKaBHOTO KOHTPOJIO 32 BHKOHAHHAM Cy0’€KTaMM TFOCIO/apIOBAHHSI,
HE3aJIKHO Bim (OpM BIACHOCTI, BAMOI 3aKOHOJABCTBA IONO 3a0e3MeUeHHS SKOCTI
JiKapChKUX 3ac00iB;

KUIBKICTE  Cy0’eKTiB rocmomaproBadbs Ta/abo  dismummx  oci6, Ha  sKHX
TOWIMPIOBATAMETECA  Nisl  aKkTa, He oOMexeHo. Jlis  perymaaropHOro  akra
NOIIHNPIOBATUMETECA HA BCIX Cy0’€KTiB TOCIONApIOBAHHS, HE3ANEKHO Bif 1X (opM
BIIACHOCTI Ta HiOPSIKyBaHHS; ‘ A}

30IMBIIEHHS BIfICOTKA Cy6’€KTiB IOCIONAPIOBAHHS, B SIKMX BHSBJICHO MOpYINEHHS
BHAMOT 3aKOHOJTAaBCTBA OO SKOCTI JIIKAPCHKHUX 3aC00iB;

PO3MIp HA/IXO[DKEHb JI0 NEPKaBHOTO Ta MICLEBHX GIOKETIB 1 JepKaBHUX MiTHOBHX
(oHZiB, MOB’A3aHMX 3 [i€I0 aKTa, MPONOPIHHHO 3aleXHTh Bill BiICOTKA cy0’eKTiB
TOCIIONAPIOBAHHA, B SKHMX BHSBIEHO IOPYIISHHS BHMOT 3aKOHOJABCTBA INOMO SKOCTI
JKapCEKUX 3ac06iB, Ta po3Mipy mMTpadhHIX CAHKIIIH;

pO3Mip KOINTIiB i Yac, INO BHIPAYaTHMyThCS CY6’eKTaMu TOCIIONapIOBaHH Ta/abo
hisuuHEME OCOGaMM, IIOB’S3aHAMH 3 BMKOHAHHSM BHMOT aKTa, BpaxOBaHi I yac
OTPHMaHHs JIiIleH3ii Ha MPOBaPKEHHS rOCIIOAAPCHKOl ASUTBHOCTI 3 ONTOBOT Ta po3npi6uoi
TOPriBli JIKAPCHKAMHE 3aC00aMH, IMIOPTYy JKapchKHX 3acoGiB  BiTTOBIHO bi (o]
JlineHsifHIX yMOB IPOBa/PKEHHS TOCTIONAPCHKOL MisTIEHOCTI 3 BHPOOHUIITBA JIKAPCHKHX
3ac00iB, onToBOi Ta Po3ApiGHOI TOPriBmi NMiKapCHKEME 3aco6amm, iMITopTy  JiKapchKuX
3ac00iB (KpiM aKkTHBHEX ()apMalleBTHYHMX IHTPEicHTIB), 3aTBEPIKEHAX MOCTAHOBOIO
Kabinery Minictpis Yxpainu Bix 30 mmcromana 2016 poky Ne 929.

Pigenp moindopmoBanocTi cy6'ekTiB rocmomapioBaHHS Ta/a60 ¢ismuanx OCi6 3
OCHOBHHUX IIOJIOXKEHb aKTa BUCOKHM, OCKUIBKH IIOBiOMIICHHS HPO OIPHIIONHEHHS, Cam
IPOEKT 3aKOHY Ta aHaNi3 PEeryJITOPHOTO BIUIABY OyI0 PO3MIIEHO Ha opiriiftHOMY caiiTi
MinicrepcTBa 0XOpoHH 370pOB'St VKpaiHH (WWW.moz.gov.ua), a Takox Ha odimitinoMy
caiti  JlepikmikciyxGu (www.dls.gov.ua). OxpiM 1pOro, micas NPHHUHITII LBHOTO
HOPMaTHBHO-IIPABOBOIO JTOKyMeHTa Horo Oyne oodinifino omyGaikoBaHO 3rigHO 3
BaMoramu  Ykasy llIpesmienta Ykpainm «IIpo mopsnox odimifHOTO ONpTFOHEHHS
HOPMaTHBHO-IIPABOBUX aKTiB Ta HAOpaHHSI HAUMH YHHHOCTIY.

IX. Busnavennsi 3axo/iB, 32 [0IOMOI0I0 SIKAX 3XiliCHIOBATHMETLCS BilCTe:KEHHSI
Pe3yJIbTATUBHOCTI il peryJsiTOpHOro aKkra

3axony INONO BiJICTEXEHHSA PE3yNHTATHBHOCTI NMPOEKTy 3aKOHy 6asyroTbes Ha
Meronmuii  BifcTexxeHHS —pe3yNBTATHBHOCTI PEryJSTOPHOTO aKTa, —3aTBEPKEHii
nocranosoro KaGinery Mimictpie Vkpaiau Bin 11 Gepesus 2004 poxy Ne 308 «IIpo
3aTBEPIDKCHHS METOIUK IPOBEACHHS aHAli3y BIUIABY Ta BiJICTEXXEHHS Pe3yJIbTATHBHOCTI
PETYIITOPHOTO aKTay.
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BincrexenHs pesynbTaTHBHOCTI pEryISTOPHOTO aKTa Oyne 3miliCHIOBaTHCS 3a
IIOKa3HUKaMH Pe3yJIbTaTUBHOCTI OT'O PeryIATOpHOro akta MO3 Vkpainm.

Mertozx BifcTeXXeHHS Pe3yIbTaTUBHOCTI — CTATHCTHYHHI.

Bun  mamwx, 3a  JOIOMOTON  SIKMX  3MIiICHIOBATHMETHCS  BiICTEKCHHS
PE3YIILTaTABHOCTI, — CTATHCTHYHMIA.

basoBe BimcTexxeHna Oynme NpoBemeHe Michs HaOpaHHS YUHHOCTI PETYIIATOPHAM
aktoM. CTpOK BUKOHAHHS 3aXO/iB 3 6a30BOro BificTexeH s — 11 MicaIis.

IloBropre Ta mnepiommyHe BincrTexeHHs O6yne HPOBEACHO BiAIOBINHO gepes
1 pix 11 micauis 3 qHA HaGPaHHA YMHHOCTI PETYIIATOPHAM aKTOM Ta Yyepe3 KOXKHi TPH POKH
3 JHS 3aKiHYEHHS 3aXO07IiB 3 IIOBTOPHOTO Bi/ICTEXXEHHS PE3yIIbTATHBHOCTI.

JUis  BiNCTeXEHHS BHKOPHCTOBYBATHMYTHCS DPE3YJNBTATH IePEBIPOK cy0'eKTiB
TOCIOAAPIOBAHAA T2 TEPEBIPOK MisUIBHOCTI TEPHTOpIATBHIX OpraHis JlepimiKciyxGu 3
60Ky JIepiKITiKCITY*O6H, IIPOBENEHHS SKHX nependadeHo B IOPSIIKY, BCTAHOBICHOMY
YMHHMM 3aKOHOJABCTBOM YKpaiHu. |

Crenianbre 3amyJeHHs] HAyKOBHX YCTaHOB HE IIEPeN0avyacThCs.

Minictp
OXOPOHH 30pOB’sl YKpaiHu

Makcum CTEITAHOB

« »




TECT

maJjoro nmignpuemuunTea (M-Tecrt)

1. KoncyasTamii 3 mnpeacTaBHHKaAMH MiKpo- Ta MAaJjoro MNiXNPHEMHHLTBA IIOAO
OLIHKH BILIMBY peryJjiOBaHHS ’
Koncynpraiii moao BU3HAUEHHS BIUTUBY 3aIPOIIOHOBAHOTO PETYJIOBaHHS Ha CyO’€KTiB
MIKpO- Ta MaJoro IiJIPUEMHHUITBA Ta BU3HAUEHHS METABHOTO IEpENiKy IIpOoIeayp,
BUKOHAHHS KX HEOOXiJHO AJA 3[iliCHEeHHs peryJloBaHHA, [IPOBEIECHO PO3POOHUKOM Y
nepion 3 08 kBiTH: 2019 poxy mo 22 kBiTHS 2019 poxy.

Ne Bua koncyabTanii KinbkicTh OcHOBHI pe3yJabTaT

3/ (nmy0uivHi KOHCYAbTANIT YYACHHUKIB KOHCYJIbTalii (omuc)

1 npami (KpyrJi cTojiu, KOHCYJIbTAL

Hapaau, pododi 3ycTpiui , 0Ci0
TOIIO), IHTEpHeT-

KOHCYJIbTAall npsiMi

(inTepHeT-opymu,
comiajbHi Mepexi Tomo),
3anMTH (10 MiANPUEMUIB,

eKCIIepTiB, HAYKOBLIB
TOIIO)

1. | IIy6migamit  3BiT ['onoBm 1 22 mortoro 2019 poky B.o. I'onosu
Hepxiikemyx6u po Hepxmikcryx6u  P.  Icaenko
HiZCYMKH IisIBHOCTI BHUCTYNHB 3 ITyOIiYHUM 3BITOM PO
ciryk6u y 2018 pori Ha caliTi MiCYMKY MisIBHOCTI CIyxk6H y

2018 pomi. 3axim BigOyBcsa 3a
yd4acri MIPEICTaBHUKIB
I'pomazacekoi panu py
Hepxmikciyx6i, npobiTEHIX
IrpPOMaJICBKUX 00’€IHaHbB,
oprasizanii po6oTOHABMLIB,
BUPOOHMKIB JIiKapChKUX 3aco0iB,
eKCIIepTiB dhapMaleBTUIHOT
raJry3i.

2. | Poboua 3ycTpiu 3: 1 3anponoHoBaHe peryJtOBaHH:
I'onoBoto JlepxaBHOI CIry:K6U CIIPUNMAETHCA.
VkpalHu 3 JKapChKUX Otpumado indopmanirto mMoOI0
3aco0iB Ta KOHTpOJIIO 3a KiTbKOCTI  Cy0’€KTiB  Majloro
HapkoThKamu  — IcaeHKO HiANpUEMHUIITBA, Ha SIKUX
P.M. MOIIUPIOBAaTUMYThCS BUMOTH
IIpoBeneno 25 Gepe3ns 2019 3aIIPOIIOHOBAHOIO PETYIIIOBAHHS.
POKY

3. | 3acimaHHA 3: 1 3anponoHOBaHe PETYIIIOBAHHS




Ilinx ronopyBanHiM B.o.
T'omoBu [lepskaBHOI Cy:KOu
VKpaiHm 3  JKapChKHX
3ac00iB Ta KOHTPONIO 3a

HapkoTukamMu  — LlimmHu
B.B. Ta 3a  yd4acrTi
IIpeACTaBHUKIB
IPOMaJChKOCTI

IIposemeno 09 xBitHa 2019
POKY

Tema: oOroBopeHHs NHTaHb
YAOCKOHAIECHHSA

HOpMaTUBHO-IIPaBOBOi Oa3u
Ta TOJANbIIOi  cTpareril

CIIPUAMAETHCA.
IlixTpumano MIPOTTO3HULIIIO
Hepxmikcmyx6u ‘ o0

HeOOXiHOCTI BHeCEHHS 3MiH Y
Jifody pelakilifo 4acTHHH IpYyroi
crarti 2 3akoHy VYkpainu «IIpo
OCHOBHI  3acagud  JACpIKaBHOIO
Harmany (KoHTpoio) y  cdepi
T'OCIIOIAPCHKOT isITBHOCTI

KOHTPOJIIO SKOCTI
JTiKapChKuX 3aco0iB
4. | InTepB’ro dbaxiBrs IaTeps'ro taxiBig
TEPUTOPIATLHOTO oprasy TEPUTOPIATIBHOTO
Hepxmikcmyxou oprany Hepkiikenayxou B
mporpami
"LIVE HOBHWHU" (croxer 09
yepBHs 2019  poky) mono
HeoOXiHOCTI IIPOBEICHHS
CIIOHTAHHUX IIEPEBipOK B YACTUHI
KOHTPOJIIO  SIKOCTi  JIIKapChKUX
3ac00iB
5. | Inteps’ro (haxiBis Intepr'to daxiBsa Jepxiikciryxou
Hepxiikcryxou B mporpami "TCH tmxnenn"

(ctoxer 14 mumas 2019 poky)
OO0 HEOOXINHOCTI MiIBHINECHHS
piBHS e(DeKTHBHOCTI 3[iliCHCHHA
JepKaBHOTO HAarjsay (KOHTPOJIO)
IJITXOM TIPOBEJEHHS CIIOHTaHHHUX
IIEPEBIpOK B YaCTHHI KOHTPOJIIO
SKOCTI JTIKapChKMX 3ac00iB

2. BumipioBaHHY BILUIMBY PperyJjioBaHHSI Ha cy0'eKTiB MaJjoro mianmpHeEMHHITBA

(mikpo- Ta maJi):

KiJIBKiCTB Cy6'€KTiB MiKpONiAIPUEMHHITBA, HA SKUX OIMHUPIOETHCS PErymoBanHs: 6209;
KiJIBKiCTB Cy6'€KTiB Mayioro miANpPHEMHHIITBA, Ha SKUX HOIMPIOECTHCA Pery oBaHns: 1273;
NUTOMa Bara Cy0'eKTiB MIKpONiANPUEMHHUITBA Yy 3araibHill KimbKocTi Cy6'exTiB
rOCIIOZAPIOBaHHS, Ha SKHUX MpobieMa cIpaBiisie BIUIUB, 81,238 %.

IUTOMa Bara Cy0'eKTiB Majoro MiANPHEMHMLTBA y 3aralbHill KinbkocTi CyG'ekTiB
TOCIIO/IAPIOBAHHS, Ha AKX MpoOieMa CIpaBiiie BILIUB, 16,656 %.




3. Po3paxyHok BHTpaT cy06’€KTiB MaJjioro mianpHEMHMITBA HA BHUKOHAHHS BHMOI

peryJaroBaHHs
Ne HajimenyBaHHS OL[IHKH Y nepumii pik | Ilepiognumi | Butpartu 3a
3/m (craproBuii (3a n’Th POKiB
pik HACTYIIHUM
BIIPOBa/KEHHS PiK)
peryJIloBaHHS)

Ouinka «psIMUX» BHTPAT CY0’€KTIB MaJIOro MiANPUEMHMITBA HAa BHKOHAHHS

JepKaBHOL BJIQJIHN 9
MiCLIEBOTO CaMOBPSAYBaHHS
Dopmyna:

npsami sumpamu Ha
npoyeoypu nogipxu
(npoeeodenns NEPBUHHO20
obcmedicenHa) 8  opzaHi
0epaicaHol enaou +
sumpamu acy Ha npoyeoypy
oonixy (na OOUHUYIO
obnaounanns) X eapmicmo
yacy  cyb'ekma  manozo

nionpuemMHuymea (3apodimua

peryJIoBaHHS

1. | IIpunbannus HEOOXiIHOTO | He MeperdadeHo HE HE
obnaiHaHHS (1pucTpOiB, nependaveHo | mnependaueH
MallliH, MEXaHi3MiB) 0
Dopmyna:
KinvKicmo HeobXiOHUX
oOuHuyb  obnaonamus X
sapmicms 0OUHUYI

1.1 | ExBiBasieHT BUTPAUYEHOTO | He NepeidaueHo HE He
yacy Ha npuabdanss PPO nepenbadueHo | nependadeH
Dopmyna: 0
BUMPAMU YACy HA NOULYK Ma
kyniemo PPO X eapmicmuo
yacy cy6’exma manozo
nionpueMHuymea
(minimManvHa 3apobimua
nnama)

2. IMpouemypu mnoBipku Ta/abo 0,00 0,00 0,00
IIOCTAHOBKHM Ha BiAMOBimHuH (BuTparu (Butpatu (BuTpatu
00Kk y BU3HAUEHOMY OpraHi BIJICYTHi) BiICYTHi) BiJICyTHI)




nnama) X OYIHOYHA
Kinokicmo npoyedyp 00Ky

3a pix) X  Kinekicmo
HeobXiOHuX OOUHUYD
061a0HAaHHS OOHOMY
cy6'exmy Manoz2o
nionpuemMHuymea

2.1 | Baprictb peectpanii PPO (y | (Butpatu yacy | 0,00 0,00 rpu+
TOMYy  4YHCJi  OTpUMaHHA | Ha peecTparlio | (cy0’eKT 0,00
pesepBHOrOo  HOoMepa  Ta | PPO IIOBUHEH I'pH.(BUATpAT
peecTpartifinoro nepenbadeHo)X | BUKOHYBaTH u Ha
MOCBIAYEHHS) 23,71rpH. BUMOTH peecTpailito
Dopmyna: (BapTicTh perymoBanasi | PPO y
sumpamu yacy Ha | yvacy  poOOTH | TOCTiHHO) HaCTyIHUI
peecmpayiio PPO X | BUXOIAIHN i pik) X 4
eapmicme uacy cyb’ekma | HOPMHU POKH =
Manozo nionpuemuuymea | pobo4oro yacy 0,00 rpH.
(minimanvHa 3apobimna | Ha 2019 pik)
nnama) = 0,00 rpH.

2.2 | Paszora nigroroska IICO PPO 0,00 0,00 0,00
J0 poOOTH Ta BBEIEHHSI B (BuTparu (BuTparu (BuTpaTn
eKCILTyaTallilo, II0 BKIII0Yae: BiJICYTHI) BiJICYyTHI) BIJICYTHi)
poGOTH 10 BBEACHHIO B
eKCILTyaTario PPO,
¢ikcanizanis PPO, BBeneHHs
IIanky 4eKy, NporpamMmyBaHHs
20 HaliMeHyBaHb TOBapiB,

MiAroToBKa 10 poboTH OAHIET
ocobu, ommomOyBanHsa PPO
3aco0amMu KOHTPOMIO.

2.3 | Bapricth nepeaadi 0,00 0,00 - 0,00
inpopmarii JPOTOBUMU (BuTparu (BuTpaTtu (BuTpaTH
KaHaJIaMH BiJICYTHi) BiJICYTHI1) BiJICYTHi)
3B’ 513Ky/6€3pOTOBUMU
KaHaJaMH 3B’ 513Ky

3. IIpouenypu eKCILTyaTanii 0,00 0,00 0,00
obnagHaHHs (eKCIUTyaTalliiiHi (BuTparu (BuTpatu (BuTpaTu
BUTpATH - BUTpATHI BiJICYTHI) BifiCyTHI1) BiICyTHi)
Marepiaim)

3.1 | IlpunGaHHS KacoBOi CTPIUKH 0,00 0,00 0,00
Dopmyna: (BuTparu (BUTpaTu (BuTparu
Kinexicmo BUMPAMHUX BiJICyTHIi) BiZICYTHi) BiJICyTHi)




mamepianie HeoOXiOHuX
o0HoMy c¢/2 Ha pix X 12
micayie X cepednto eapmicmo
00uHuYyi

4. IIpouenypu ob6cimyroByBanss | 0,00 0,00 rpa. 0,00
o0nagHaHHS (TexHidme | rpH./Mic.(ceper rpH.+0,00
00CITyrOoByBaHHs) Hs BapTiCTh rpa. X 4
Dopmyna: MOCIyT 3 poxu = 0,00
oyinka eapmocmi npoyedypu | TEXHIYHOTO I'pH.
obcny208y8ants 061a0HAHHA | 0OCIYyTOBYBaHH
(Ha oounuyro obnaonanng) X | 1 PPO LICO B
KineKicmo npoyedyp | micames) X 12
mexHiyHo2o o06cnyeosyeanns | micamie X 1
Ha  piKk HA  OOUHUYIO | ONVHULIO
obnaonanns X  kinvkicme | (cepenHs
HeoOXIOHUX 00unuyw | Kimekictb PPO
00N1A0HAHHS oonomy | Ha ognoro C\I';
cyb'exmy manozo | 3a
nionpuemMHuymMea pe3yJibTaTaMu

KOHCYJIBTAIi})
0,00 rpH.

5. IHmi nponexypu:

5.1 |TlpupGanns kuurn ob6m;iky | 0,00 0,00 rpH. 0,00 rpH. +
KacOBUX oTiepariii I'pH.(BapTicTh 0,00 rpr. X
Dopmyna: ONHi€eT  KHUIHU 4 poKu
npami sumpamu Ha | oOJiKy = 0,00 rpH.
npuobanHa  KHU2u 007Ky | PO3PaXyHKOBHX
pospaxyukoeux onepayiti X | omeparii) X 1
Kinokicme HeoOXiOHUX KHU2 | KHUTa
o0HOMy cyb'ekmy manozo | (KiNbKICTh KHWT,
nionpueMHuUymeq. HeOoOX1THUX JUI

BeJIeHHS OOINIKY
PO3paxyHKOBHX
omepariiit B pik)
= 0,00 rpH.

5.2 | Peectpamis xHuru o0OmiKy | (HE 0,00 rpH. 0,00 TpH.
KacOBMX OIlepalliii B opraHax | mepeabadeHo (ButpaTu Ha
nmoxoniB i 36opiB BUTpAaTH  4acy peecTpamniro
sumpamu yacy Ha | Ha PEeCTpaLilo He
peecmpayito  Knueu o6bniky | PPO) X 0,00 nepeabadeH
pospaxyukosux onepayiti X | TpH. = 0,00 rpH. 0) +0,00




eapmicmes  yacy c¢yb’ekma IpH.
Manozo nionpuemMHuymea (BuTpatu Ha
(MinimanoHa 3apobimna peecTpallito
niama) Kauru  He
nependbadeH
0) X 4 poxu
= 0,00 rp=.
6. Pazom, rpuBeHb 0,00 rpH. X 0,00 rp=.
Dopmyna:
(cyma paokie I +2 +3 + 4 +
5)
7. Kinbkicts cy0’€KTiB 0,00 0,00
rOCIOJapIOBaHHS, Imo
MOBUHHI BHUKOHATd BUMOTH
PEryIIOBaHHA, OQUHULE.
8. CymapHo, IpUBEHb 0,00 rpH. X 0,00 rpH.

Dopmyna:

6i0N0GIOHU CHOBNYUK
«pazomy X KinbKicmo
cyb ’exkmie Manozo
nionpuemMHuUymeaq, wo
NOBUHHI BUKOHAMU GUMO2U

pezynioeanns (paook 6 X

PA0oK 7)

Oninka BapTOCTi aIMiHICTPAaTHBHUX HPOLeAyp cy(’€KTIB MaJI0r0 MiANPHEMHHITBA
{010 BUKOHAHHS Pery/JJIOBaHHS Ta 3BiTYBaHHSA

0.

IIpouenypu OTpUMaHHI
MepBUHHOT iH(pOpMalii Ipo
BUMOTH PETYJIFOBAaHHS
Dopmyna:

sumpamu yacy Ha
ompumanHs iHgopmayii npo
pezyntoeanus X eapmicmb

yacy  cyb’ekma  mManozo
nionpuemnuymea (3apobimna
niama) X OYiHOYHA

Kinvkicmo hopm

1 rog.
SIKAN
BUTPAYAETHCS
¢/T Ha TMOWYK
3aKOHY B
Mepexki
Iatepuer Ta
O3HANOMIICHH 3
HUM; 3a
pe3yapTaTtaMu
KOHCYJIbTaIlilt)
X 23,71 rpH.
(BapTicTh 1
yacy  pobotu
BUXOASIYHU i3
HOPMH

(gac,

0,00
(MpuryIneHo,
mo  CyO’eKkT
rocrogapiosa
HHSA
OJHOPa30BO
03HaMOMITIOET
bCs 3
BUMOTaMH
PETyIIOBaHHA)

23,71  rpH.
(BuTpatu Ha
MIOIITYK
3aKkoHy B
Mepexi
Iarepuet) +
0,00 TpH.
(Butpatu Ha
MONIYK
3akoHy B
Mepexi
Iateprer vy
HACTYIHUHI
pix) X 4
pOKH =
94,84 rp=.




pobodoro dgacy

Ha 2019 pik) =
23,71 rpH.

10. | ITpouemypu opramizauii | 3 roa. (wac, | 0,00 rpH. 71,13 rpH.
BUKOHAHHS BUMOT | KUl (BuTparu Ha
peryroBaHHA BUTPAYaETHCS po3pobieHH
Dopmyna: cy0’ekTaMu Ha A Ta
sumpamu yacy Ha | po3poONeHHs Ta BIIPOBAKEH
DpO3pobnenHs ma | BIPOBAKEHHA HA
8NPOBAODIICEHHS. GHYMPIWHIX | BHYTPIITHIX BHYTPIIIHIX
ons cyb exma Mmanoeo | mpouenyp) X npouexyp y
nionpuemuuymea npoyedyp | 23,71 rpa. X 1 nepiui pik)
HaQ  6MpoBAOJdCEeHHs  6uMoz | TPOLEeaypa + 0,00 rpH.
pezymoganna X eapmicmo | (IHCTPYKTaX (BuTparu Ha
yacy  cyb’ekma  manozo | TIpalliBHUKIB) po3pobiIeHH
nionpucmuuymea (3apobimua | = 71,13 rpH. A Ta
naama) X OYiHOYHA BIIPOBAIKEH
KilbKicmb BHYMPIWHIX HA
npoyeoyp BHYTPINIHIX

Iponenyp y
HACTYTHUA
pik) X 4
pOKH

= 284,52
TpH.

11. | ITpouenmypu odimifinoro 0,00 0,00 0,00
3BiTyBaHHSI ™ (BuTpatu (BuTpatn (BuTpatu
*Po3paxyHOK HE IPOBOJIUBCH, BIJICYTHI) BiICyTH1) BiJICyTHi)
OCKiJIbKH, 3BiTYBaHHSA
Cy0’€KTiB  TrOCIOJapiOBaHHS
He mepeadaueHo

12. | Ilpouenypu momo | 8 rox.(vac, skuit | 189,68 rpa. | 189,68 rpH.
3a0e3neyeHHs IIPOLIECY | BUTPAYaEThCS (Butpat; Ha
MepeBipoK Ha 3a0e3reyeHH

3a0e3rneueHHs s Tporecy
TIPOIIECY TIEPEBIPOK B

mepeBipku) X
23,71
rpH. (BapTicTh 1

yacy  pobotu
BUXOITIN 3
MiHiMaJIbHOL

3apo0iTHOL

nepiuii pix)
+ 189,68
rpH. (BUTpaT
u Ha
3a0e31eUeHH
s Tporecy
MepeBipoOK B




wiatu B 2019 HaCTyIHUI
poui)X 1 ocoba pik) X 4
X 1 mepeBipka B pOKU

pik  =189,68 =1517,44
T'pH. IpH.

13. | Inmi npouexypu:

14. | Pa3zom, rpuBeHb 284,52 rpH. 1
Dopmyna: 896,80 rpH.
(cyma psoxie 9 + 10 + 11 +
12 + 13)

15. | KimpkicTe CyO’€KTiB Maioro 7482 7482
MiAPUEMHUIITBA, 111 (]

MOBMHHI BHUKOHATH BHUMOIHU
peryJItoBaHHA, OAVHULI.

16. | CymapHo, I'pUBEHb 2 128 778,64 14 191 857,6
Dopmyna: TPH. TpH.
8i0N06ioHU CMOBNYUK
“pazom” X  «xinokicmo
cyb ’exmie Manoz2o
nionpueMHuYmaaq, wo
NOBUHHI BUKOHAMU BUMO2U
pezymoganns (padox 14 X
paodok 15)

ITpumitkn:

1. V pospaxyHky BaprocTi 1 yacy poOOTH BHUKOPHCTaHO BapTicTh 1 dacy pobotd, ska
BimmoBigHO 10 3akoHy Vkpaiuu «IIpo Hdepxapruii 6romker Ykpaiau Ha 2019 pix», 3 01
ciuns 2019 poky craHoBuTh — 23,71 rpuBHi. J[Kepeno OTpMMaHHA iHGbopMalli:
https://zakon.rada.gov.ua/laws/show/2629-19.

3. TlpumyIeHo, 1Mo KUTBKIiCTh Cy6’€KTiB TOCTIOapiOBaHHs, IO IOBUHHI BUKOHATH BUMOTH
peryaroBaHHA y TIepIiuii pik (CTapTOBHIl PiK BIIPOBA/KEHHS PEryIIOBAHHS), Ta HACTYITHUH
piK JOpiBHIOE KiBKOCTI Cy6’€KTiB rocmofapioBaHHs, sKi 3apeectpopaHi B JlileHsiiHOMY
peecTpi 3 BUPOGHMIITBA JIIKApChKUX 3aco0iB (B yMOBaxX amTeKH), OHTOBOI Ta po3ApiGHOL
toprisii JI3 cranom Ha 22 TpaBHsa 2019 poky.

Jlxepeno oTpuManHs inpopmanii: JlineHsifiHui peecTp 3 BHPOGHWIITBA JIKApCHKHX
3aco0iB (B yMOBaXx anTeKH), OTOBOI Ta po3api6Ho] Toprismi JI3 cranom Ha 15 xsiTHs 2019
poky (http://portal.dls.gov.ua/PublicSite/TradeLicense/TradeLicenseList.aspx).

5 IadopMaliia Ipo po3Mip Yacy, KUl BUTpadacThcs Cy6’eKTaMK Ha OTPUMAHHS 3a3Ha4eHO1
iHbopManil € OILiHOYHOIO, Ta OTPMMaHa 3a pPe3yNbTaTaMH MPOBEJECHMX KOHCYJbTaLlii
(naBezeHo y Tabnumni posaimy 1).

3. BomKeTHi BHTPaTH Ha aJMiHICTPYBaHHSl pery/ioBaHHs CyG'eKTiB MaJoro
NiNpUEMHHITBA



HepxaBHuil oprad, i1 SKOTO PO3PaxyHOK BapTOCTi aJMiHICTPYBAHHS PETyJIIOBAHHS:

HepxasHa ciyx6a YKpailu 3 JiKapCchKHX 3ac00iB Ta KOHTPOIIO 33 HAPKOTHKAMH.

IIpoueaypa
peryJroBaHHs
Ccy0’ekTIB
MaJIOro
miAIpUEMHHI]
TBa

(poéanyHoK 1

Ha OJIHOT'O
THIIOBOTO
cyb’exta -

rociroJaproBaH .

~ HS MaJoro
HiANPUEMHULT
Ba - 32
moTpedu
OKpEeMO IS
cy6’eKTiB
MAJIoro Ta
~ MiKpo-
i IIPUEMHHUIIT

B)

IianoBi
BUTPATH
yacy Ha

npoLeny

pY

BapricTs
yacy
cIiBpoOiTH
HKA OpraHy

- IepKaBHOI

BJIaan

BianmoBignol

‘Kareropir -
(zapobiTHa
IJIaTa)

Ouinka

- KUJIBKOCTI

 mpoueayp
3a pik, Mo

npUnajsa
I0Th Ha
OJHOrO

cy6’exra

Ouinka

KiJbKOCTI ¢cy0’e

KTIiB, IO

nmianagawTh mij

Qi npoueaypH

peryJIoBaHHsI

- ButpaTtun

Ha
aaMiHicT
py-BaHHA
peryJo-
BaHHA*
(3a pik),
rpUBEeHb

1. O6nix
cy0’ekTa
rOCTIOAApIOBaH
HA, o
nepebyBae y
chepi
peTyJIIOBaHHS.

24
TOJIUHHA

58,75 rpH.

7482

10 549
620

« Hapmanus
KOHCYJIbTaIilt
HAX  TOCIYT
/Ty

o [IpuiinarTs T2 | -

OTIPaLIOBAHHSA
3agBKH C/T Ha
peecTpaniio
PPO;
«Bugayga
JOBIIKM  TIPO
pe3epByBaHHS
dbickanpHOrO
HOMEPa;




o [Ipuiindarrda ta
OIIPalfOBaHHS

aKTa BBEICHHS |

B
EKCILIyaTaIliio
Ta JIOBLOKY
npo
omnoMOyBaHHS
PPO;

« Bunaga
peecTpaitiitHor
0 MOCBIIYEHHS
Ha ‘
3aCTOCYBaHHSA
PPO;

« [TpoBejeHHs
repcoHaizaii
PPO;

« Peectpania
KHUTA OOJIKY
KaCOBMX
orepartiii.

2. Ilotounuii
KOHTPOJIb 34
cy6’exToM
rOCIoIapioBaH
HA, mo
nepebyBae y
chepi
pEryJIOBaHHS,
y TOMY YHCIIi:

KamepainbHi — - — -

BHUi3HI 24 58,75 rpH. 7482 10 549
TOJIVHA 620

3. Migrotoska, | 1 rommsa | 58,75 rph. 7482 439 567,5

3aTBEpPIKECHHS
Ta
OTIPAIFOBAHHS
OJIHOTO
OKPEMOT0 aKTa
po
MOPYIISHHS




BUMOT
- PEryIOBaHHA -

4. Peanizanis
OJIHOTO
OKpeMoro
pillieHHS MO0
HOPYLICHHS
BUMOT
PeTyIIOBaHHS

1 roguna

58,75 rpH.

7482

1318
702,5

5. OckapxeHHS
OJTHOT'O
OKpEeMOro
piilleHHA
cy0’ eKTaMu

rOCIIOIapIOBaH

HAL.

6. IlinroToBKa
3BITHOCTI  3a
pe3yibTaTaMu
peTYIIIOBaHHS.

1 roguna

58,75 rpH.

12

7482

5274 810

7. Inmi
a/IMiHiCTpaTHB
Hi mpoHexypu
(YTOUHHUTH): KO
i,
niepeodopmie
HHS, XyOJliKaT.

Pazowm 3a pik:

28132320
TPH.

Cymapuo  3a
I’ SITh POKiB:

X

X

X

X

14066160
0 rpH.

* BapTicTh BUTPAT, MTOB’SI3aHMX 3 aJ{MiHICTpyBaHHAM IIPOLIECY PETYIFOBAHHS JePKaBHUMU
OpraHaMi, BW3HAUYAEThCS IUIAXOM MHOKEHHS (DaKTHYHHMX BHTpaT 4acy IIEpCOHAIly Ha
3apo6iTHy mary chemianicTa Bimmosimmoi kBamidikamii Ta Ha KiNbKicTh Cy0’€KTiB, IO
TiANafaI0Th I1if [0 IPOIieAypH PEryIIOBaHHs, Ta Ha KiIbKiCTh IIPOLEYP 32 PiK.

JlepxaBHe pETyIIOBaHHA He Iepenbadac YTBOPEHHA HOBOTO JEPXaBHOTO opraHy (abo

HOBOT'O CIPYKTYPHOTO ITi{pO3/IiTy if040ro OpraHy).

4. Po3paxyHOK CyMapHMX BHTPAaT cy0'eKTiB Majoro miANPHEMHHITBA,

BHHHUKAIOTh HA BUKOHAHHA BUMOI' PEryJ/JIlOBaHHA

mo




No IMokazuuk Iepmmii pix 3a I’ATb poKiB

3/ peryJaoBaHHSA
n (cTapToBuii)
1. | Ominka «mpsaMux» BHTpAT CyO’ €KTiB 0,00 rp=. 0,00 rpH.
MaJIOro MiANPHUEMHUIITBA HAa BUKOHAHHS
peryJoBaHHs ’
2. | Ominka  BaprocTi  aaMiHicTpatuBHuX | 2 128 778,64 tpr. | 14 191 857,6 rpH.
mpouenyp A CyO’€KTiB  Majoro
MiOPUEMHUITBA  IIOA0  BHUKOHaHHA
PEryIOBaHHSA Ta 3BiTYBaHH:A
3. | CymapHi BUTpATU Manoro | 2 128 778,64 rpu. | 14 191 857,6 rp=.
MiJIPHEMHUIITBA Ha BUKOHAaHHS

3aIJIaHOBaHOT'O PEryjrOBaHHA

4. | bromxeTrHi BUTpatu Ha aaMiHicTpyBaHHsa | 28 132 320 rph. 140 661 600 rph.

peryJroBaHHA cy0’€eKTiB Majoro
i ITPUEMHULITBA
5. | Cymapui Butpatu Ha  BukoHaHHd | 30261 098,64 rpH. 154 853 457,6
3aIJIJAHOBAHOI'O PEryIIOBaHHA TpH.
5. Po3poljieHHsT KOpUryw4Yux (NmOM'SIKINYBAJbHHMX) 3axo4iB JJId MAaJjoro
OiANPHEMHULTBA 010 3aNIPONIOHOBAHOTO PeryJIIOBaHHSA
Kopuryroui  (mom'skiryBaiibHi) 3axoiu Ui Maloro  HiAIPHEMHHUITBA  IIOJO

3allpOTIOHOBAHOTO PETYJIIOBAaHHSA HE pO3pOOsiucs Tak SK, 3alpOBaKEHHsS 3a3HA4YCHUX
3aXo/liB Oyle CHOpUATH TOCWICHHIO KOHTPOJIO 3a SKIiCTIO JHKapChKHX 3aco0iB;
HEJOMYIeHHS BHPOOHMIITBA i PO3IMOBCIOKEHHS CyOCTaHAApTHUX, GalbCH(IKOBaHUX
JKapChKUX 3ac00iB; CTBOPEHHSA YMOB, IO TAPAHTYIOTh HAJXOJDKEHHS Ha HalliOHAJIbHWA
PUHOK VYKpaiH¥ TiTbKM SKiCHHX, ¢(eKTUBHMX Ta O€3MeYHUX JIiKapChbKUX 3aco0iB, IO
BUPOOJICH] BiANOBIAHO IO BUMOT CTAHJAPTIB, IO € 3allOPYKOI0 3aXKCTY 3J0POB'd 1 HKUTTA
rpoMajisiH Ta Oe3MeKu Aep:KaBy B LILIIOMY.

TToxa3HHK

CymapHi BUTpaTH MaJIoro
MiANPpUEMHUIITBA HA
BHUKOHAHHS
3aMlJaHOBAaHOI0
peryJiroBaHHs 32 NepLuui
piK, Tp¥BeHb

CymapHi BUTPaTH MaJIoro
MiANPUEMHHUIITBA HA
BHKOHAHHH
3aIJIAHOBAHOIO
peryJiioBaHHs 3a I'ATh
POKIB, FPHBEHL

3aIuiaHOBaHE PEryIIOBaHHS

2 128 778,64 rpH.

14 191 857,6 rpH.

3a yMOB 3aCTOCYBaHH:A
KOMIIEHCATOPHHUX

0,00 rp=.

0,00 rpH.




MEXaHi3MIB i MaJIoro
HiANPUEMHUIITBA

CymapHo: 3MiHa BapTOCTi
pETyIIOBaHHSA MaJIOTO
HiATIPUEMHHIITBA

0,00 rp=.

0,00 rpH.




