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PIINEHHA

MPO BiIMOBY B NOTO’KEHHI MPOEKTY PeryJsiTOPHOI0 aKTa

HepxaBHa perynsTopHa cinyx0a Ykpainu (nam — J[PC) BianoBiiHO 10 3aKOHY
VYkpainu «IIpo 3acanu aep:kaBHOI PEryisTOPHOI MOJITUKH y cepl rocrnoaapchbKoi
TISUTBHOCTI» PO3IJIsHYJIa MPOEKT Haka3zy MIHICTepCTBa OXOPOHU 370POB’Sl YKpaiHU
«IIpo 3arBepmxenns [lopsaky 3amydeHHs MIAMPUEMCTB, YCTAHOB Ta OpraHi3aliil 1is
MIPOBEICHHS EKCIEPTU3U JIOKYMEHTIB Ta BHUKOHAHHS OKpPEMHX poOOIT MmiJ Yac
MIPOBEICHHS MIATBEPIKEHHS BIAMOBIAHOCTI YMOB BUPOOHMIITBA JIKAPCHKHUX 3acO0IB
BUMOTAaM HaJeXKHOI BUPOOHUYOI MPAKTUKW» (Jajli — MPOEKT Hakazy), a TaKOXK
JOKYMEHTH, IO JOJAIOThCA 1O HBOIO, MOJAaHl JUCTOM MiHICTepcTBa OXOPOHU
3nopoB’st Ykpainu Bijg 13.01.2021 Ne 24-02/676/2-21.

3a pe3yibTaTamMu pO3TJSAY MPOEKTYy Hakazy Ta BIAMOBIAHOTO aHATI3Y
PEryJSTOPHOTO BILTMBY Ha BIAMOBIAHICTH BUMOTaM cTarteii 4, 5, 8 19 3akony Ykpainu
«IIpo 3acamu Aep>KaBHOI PETYISITOPHOI MOTITUKH Y chepl TOCIIOAAPCHKOI TISITEHOCTI
(mami — 3akon), JlepaBHa peryisTopHa ciry»)0a YKpaiHu

BCTaHOBMHJIA:

MPOEKTOM  HaKa3dy TIPOIMOHYETHhCS  3aTBEPAUTH  MEXaHI3M  3aIydeHHS
Hepxmikcmyk0010 MiAMTPUEMCTB, YCTAHOB, OpPraHi3alliii, OKpeMHUX BYCHUX Ta (axiBIliB
(3a 1X 3rojor) IpH MPOBEICHHI CIICIIaTi30BaHOI EKCIEPTH3H, I1HCIEKTYBaHHS
BUPOOHUIITBA JTIKAPCHKHUX 3aC001B, JaOOPATOPHOTO aHAIIZY SKOCTI 3pa3KiB JIIKapChKUX
3ac001B, BUKOHAHHS OKpEeMHX BHUIIB poOIT BianmoBiaHO 10 I[lopsnky mpoBeaeHHs
M1ITBEP/PKEHHSI BIAMOBITHOCTI YMOB BUPOOHMIITBA JIIKAPCHKUX 3aC00IB BHUMOTaM
HaJEXKHOI BUPOOHMYOT MPAKTUKHU, 3aTBEPHKEHOT0 HaKa3oM MiHICTepCTBa OXOPOHU
3n0poB’s Ykpainu Big 27 rpyans 2012 Ne 1130 (mami — Haka3 Ne 1130).

OpHak, TPOEKT HaKa3y HE MOKe OyTH IMOTOKEHUH 3 OTJISATy Ha TaKe.

1. V npeamOysni 10 mpoeKkTy Haka3zy pPO3POOHHMKOM 3a3HAY€HO, IO MPOEKT
Haka3zy po3po0JeHO BIAMOBIIHO M0 3akoHy Ykpainu «lIpo mikapceki 3acobu» Ta
Haka3zy Ne 1130.

Crmin 3a3HaumMTH, 1110 3aK0H YKpainu «IIpo mikapchki 3aco0m» € npoghinvruil,
SKUAN pEryiioe TPaBOBIAHOCHHU, TIOB’SI3aHI 13 CTBOPEHHSIM, PEECTPAIIEIO,
BUPOOHHIITBOM, KOHTPOJIEM SIKOCT1 Ta peani3alli€lo JIKapChKUX 3ac001B, Y TOMY YHCITI
JIKapChbKUX 3ac001B, BUPOOJIEHHUX 3 KPOBI JIOJUHHU Ta IJa3MU KpOBI (mpemnapariB
KpOB1), IepepoOKOI0, TPAHCTIOPTYBAHHAM, 30€piraHHsSIM 1 PO3IMOiJIOM KOMIIOHEHTIB
KpOBI, III0 BUKOPUCTOBYIOTHCS JIJII BUPOOHUIITBA JIKAPChKUX 3ac001B, BU3HAYAE MPaBa
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-
i PILEHHA Ne 45 Big 26.01.2021

_: Kyuep Onekcin Bonogumuposuy

2 KEI Kyuep Onekcint Bonognmmposu

58E2D9E7F900307B040000003BF53000408B8E00



mailto:іnform@dkrp.gov.ua

zlolopotLezzoynoc

0

L|

iJ

‘iJ

Z

y 1K cepi opraHiB BUKOHABYOI BJIAJIN 1 MOCATOBUX OCIO, M A0 SIKOTO MiIanae
MIPOCKT HaKa3.

[IpoTe mpodinbHMii 3aKOH HE MICTUTh BHMOTH IIOJI0 PETYJIIOBAaHHS ITMTAHb
sairydeHHs Jlep KInKCeaykO0010 IMAMPUEMCTB, YCTaHOB, OpraHi3allii, OKpEMHUX BUCHUX
Ta (axiBmiB (3a iX 3rol0l0) MNpH TMPOBEACHHI CIEIiali30BaHOI EKCIEePTH3H,
1HCIIEKTYBaHHS BHUPOOHMIITBA JIKAPCHKUX 3ac001B, Ja0OpaTOPHOTO aHaII3y SKOCTI
3pa3KiB JIKapChKUX 3aC001B, BUKOHAHHS OKPEMHX BHUJIIB POOIT HAKa30M.

3a3HayeH1 QPyHKIT IbOTO KOHTPOJIIO HAJIEKATh 10 KOMIETEHIIT IIEHTPATbHOTO
opraHy BHUKOHAaBYOi BJaJH, IO pealli3ye€ ACp>KaBHY MOJITUKY y cdepi KOHTPOIIO
SIKOCT1 Ta O€3MEeKH JIIKapChKUX 3aC001B.

BpaxoBytoun BuUKIazeHe, nidcmasu Uil 3aTBEP/KEHHS  MEXaHI3MY
Jep>KaBHOTO peryitoBaHHs B 3akoH1 Ykpainu «IIpo nikapcbki 3aco0m» iocymiHi.

3a3HaueHe HE BIJIMOBIAA€ BUMOTaM Mepe10aueHrX cTaTTero 5 3aKOHY, B YaCTHHI
HEJOMYILIEHHSI MPUUHATTSA PEryJsSTOPHUX AaKTIB, SIKI € HEMOCIIAOBHUMHU ab0 He
Y3TO/KYIOTHCS 3 TIIOYMMH PETYJISTOPHUMHU aKTaMH.

Kpim Toro, aeneryBaHHsi (yHKIIH JepKABHOTO OpraHy IMiJANPUEMCTBAM,
yCTaHOBaM Ta OpraHi3allisiM, i Yac MPakTUYHOI peasizallli BiAMOBIHOTO MEXaHI3MY
MOX€ TPU3BECTH JO HAJaHHS TMPHUBUICIB MO BIJHOIIEHHIO JO CYO’€KTIB
roCIoJaprOBaHHs Ta BUHUKHEHHS KOPYMIIIHHUX CUTYAIlIH.

2. 3rigHo 3 BuUMoramMu crTaTTi | 3aKkoHy JIOKYMEHTOM, SIKMM MICTUTh
OOTpYHTYBAaHHSI HEOOXIHOCTI JAEpP>KABHOI'O PETYJIIOBAHHS LUISIXOM MPUNHATTA
PETYJIATOPHOTO aKTa, aHalli3 BIUIUBY, KU CHPABISTUME PETYISITOPHUNA akKT Ha
PUHKOBE CEpe/lOBHUILE, 3a0€3MEYEHHS MPaB Ta IHTEPECIB Cy0 €KTIB rOCHOJAPIOBAHHS,
rpOMajJsiH  Ta JIepXKaBW, a TaKoXK OOIPYHTYBaHHS BIAMOBIAHOCTI MPOEKTY
PETYJIATOPHOTO aKTa MPUHIUIAM JEP>KaBHOI PEryJasSTOPHOI TMOJITHKH € aHali3
perynsTopHoro BBy (aan — APB).

VY upoMy BuUMNanKy, HagaHuil po3poOoHHMKOM APB no0 mpoekTy Haka3y He
gionosioae gumozam Memoouku TPOBEJEHHS aHAII3y BIUIMBY PETYJSTOPHOTO aKTa,
3arBepKeHo1 moctaHoBolo KaGinery MinictpiB Ykpainu Big 11.03.2004 Ne 308
(31 3MiHaMu, BHECEHHMMH TlocTaHoBow0 Kabinetry MinictpiB Ykpainu Big 16.12.2015
Ne 1151) (mani — Metoauka).

Taxk, y po3nuni | «Buznauennst mpooiemmu» APB 3rigHo 3 Bumoramu MeTtonuku
PO3POOHMK TMOBHHEH YITKO BH3HAUYUTHU NPOOJIeMy, SKYy IMPOIMOHYETHCS PO3B’A3aTH
IIISTXOM JCPKABHOTO PETYJIOBaHHS, BU3HAUYNUTH TMPUYWHM ii BUHUKHEHHS, OLIIHUTH
BAXJIMBICTh 3a3HAYEHOI MNpOOJIEeMH, 30KpEeMa HaBeCTH JlaHi y UU(PpoBOMY UM
KUIBKICHOMY BHUMIpI, 1110 JOBOJATH (pAaKT ICHYBAHHS MPOOJIEMH 1 XapaKTepU3yroTh ii
MacimTad, BU3HAYUTU OCHOBHI TIpYIH, Ha SIKI BOHA CHpABISE€ BIUIMB, a TaKOX
oOrpyHTYBaTH, YOMY TpobJieMa He MOXe OyTHU PO3B’s3aHa 3a JOTIOMOTOI PUHKOBHUX
MEXaHI3MiB Ta JII0YMX PETYISTOPHUX aKTIB.

[Ipote, po3pooHUK a APB He miaTBepaKye HasBHICTh MPOOJIEMU Ta HABOJIUTH
pealibHI MPUKIAIH 11 ICHYBaHHS.

3a3HaueHe HE JO03BOJUTH AaJeKBaTHO OIIHUTH MPAKTUYHY HEOOX1IHICTh
BUPIIICHHS BUZHAYEHUX PO3POOHUKOM mpobiem (y pa3i iX HasiBHOCTI) Ta MiATBEPIUTH
JAOUUIBHICT 3MIHM MOJEN MiATBEPAKEHHS BIAMOBITHOCTI YMOB BHPOOHMIITBA
JIKapChKUX 3aC001B BUMOTaM HaJIEKHOI BUPOOHUYOI MTPAKTHKHU.
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Y pozauni V APB «Mexani3mu Ta 3axonau, Akl 3a0e3neyaTh pPO3B’sI3aHHS
BHU3HAUEHOI MpoOJIeMU» HE T0BEJCHO €(PEKTHUBHICTH 3alIPOIIOHOBAHOTO PO3POOHUKOM
pETyJIOBaHHS LbOTO MUTAaHHS Ta HE OMHUCAHO MEXaHi3M MOro Jii 3 ypaxyBaHHSIM
OCHOBHHX TPOIIECIB, SKi MOTPiOHO Oyie 3a0e3MmeunT Cy0’ eKTaM roCIoIapioBaHH i
qac peajizarii BUMOT PEryIsSTOPHOTO aKTa.

[Ipy oMy poO3pOOHHKOM HEOOXiTHO BpaxyBaTH, IO MEXaHI3M peaizalii
PEryJIATOPHOIO akTa Mae OyTu O6e3rmocepeHLO MOB’ I3aHMH 13 IIIJIIMU Ta O4IKyBaHUMU
pe3yibTaTaMu PEryJasiTOPHOTO aKTy, TOOTO SIKUM YMHOM OYIyTh JisiTU HOPMU MPOEKTY
HaKa3y Ta SIKOI MPOTHO3YEThCS CHUTYyallisl Micis HaOpaHHSA PEryJsTOPHUM aKTOM
YUHHOCTI.

[TincymoByrouM 3a3HaueHe, 3a pe3yJIbTaTaMHU PO3IJISAY IMOJOXKEHb MPOEKTY
Haka3zy Ta APB 10 HbOro, BCTAaHOBJIEHO, 11O HOro po3polieHo 0e3 JOTpUMaHHS
KJIFOUOBUX MPUHIUIIB JIEPKABHOI PETYJISATOPHOI MONITHKHU, 30KpEMa: 0OYilbHOCMI -
OoOTpyHTOBaHA HEOOXIAHICTh JAEP>KaBHOTO PETYJIOBAHHSA T'OCHOJAPCHKUX BIJHOCHH 3
METOI0 BUPIIICHHS 1ICHYIOYOI MPOOJIeMH, adekeamuocmi - BIANOBIIHOCTI GOpM Ta
PIBHSI JI€P>KABHOTO PETYJIIOBaHHS T'OCHOJAPCHKUX BIJTHOCUH MOTPeO1 y BUPILICHHI
icHyro4oi TpoOieMH Ta PUHKOBUM BHMOTaM 3 YypaxyBaHHAM YCiX NPUAHATHUX
anbTepHATHB;, egexkmusHocmi - 3a0€3MEUEHHs JOCSATHEHHA BHACHIIOK i
PETYJIATOPHOIO aKTa MAKCUMAaJIbHO MOXJIMBHUX IMO3UTHBHUX PE3YJbTATIB 32 PaXyHOK
MIHIMAJIbHO HEOOXIJHUX BUTPAT PECYpCiB Cy0’ €KTIB TOCIOIAPIOBAHHS, TPOMAJISIH Ta
TIEpKaBH; 30a1aHco8aHOCcmi - 3a0€3MEeUEHHs] y PEryJsSTOPHIA IiSILHOCTI OajaHCy
iHTepeciB Cy0’€KTIB rOCTIOIAPIOBAHHS, TPOMAJISH Ta JICPKABU, BU3HAYCHHUX CTaTTelO 4
3akoHy Ta cTaTTi 5 IOro 3K 3aKOHy, B YaCTHHI HEIOMYLICHHS NPUUHATTA
PEeTyJIATOPHUX AaKTIB, SKI € HEMOCIIAOBHUMH a00 HE Y3TO/DKYIOTHCS 3 IFOYUMU
PETYJISATOPHUMHU aKTaMHU.

KpiM 11p0ro, npoekT Haka3y TakoK HE BIAMOBIJA€ BUMOTraM CTaTTi 8 3aKOHY B
yacTuHi miarotoBku APB 3 ypaxyBanHaAM BUMOT MeTOIUKHU.

VYpaxoByroun BUIICHABEICHE, KEPYIOUHCh YAaCTHHOIO YeTBEpTOrO crarTi 21
3akoHy VYkpainun «IIpo 3acanmu aepkaBHOI pEryJisaTOpHOI MOJITHKH Yy cdepi
roCHOIapChKO1 AISTTLHOCTIY, JlepikaBHa peryasTopHa ciyk0a Ykpainu

BHPIIIKIA:

BIJIMOBUTU B TOTOJDKEHHI MPOEKTY Hakaly MiHIiCTepCTBa OXOPOHH 370pPOB’S
Vxkpainu «IIpo 3atBepmxenHs I[lopsaky 3amydeHHS NIANPUEMCTB, YCTaHOB Ta
oprasizailiii yisi TPOBEICHHS eKCTIEPTHU3H JOKYMEHTIB Ta BUKOHAHHS OKPEMUX POOIT
M1 9ac MPOBEJEHHS IMiITBEP/HKCHHS BiIMOBITHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX
3ac001B BUMOTaM HaJICKHOI BUPOOHHUOT TIPAKTUKU.

I'osioBa /lep:kaBHOI peryJisiTOpHOL
CJIy:K0H YKpaiHu Ouekciii KYUEP
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