MIHICTEPCTBO OXOPOHH 310POB’SI YKPAITHU

ByI. M. ['pymieBcekoro, 7, M. Kuis, 01601, ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kox €JIPIIOY 00012925

lep:xaBHA peryJsiTOPpHa CJIyx0a
Ykpainu

MiHICTEpCTBO OXOpPOHM 3/10pOB’S YKpaiHM Ha 3aMiHy IPOEKTY Hakasy,
HanpasieHoro JsuctoM Bix 12.09.2024 Ne 24-04/35490/2-24, wnancunae Ha
MOTOPKEHHSI JOONpPallbOBAaHUI MPOEKT Haka3dy MIiHICTEpCTBA OXOPOHU 310POB’S
Vkpainu «IIpo 3arBepmxenHs 3miH 10 Ilopsaky mNpoBeNeHHS EKCIEpPTH3U
peecTpaliiHuX MaTepiajiB Ha JHKapCchKi 3acoOu, IO TMOJAIOThCA Ha JEp KaBHY
peecTpalliio (mepepeecTpariiio), a TaKoX €KCIEePTU3U MaTepiajiB MPO BHECEHHS 3MiH
JI0 PEECTPALIITHUX MaTepiaiiB MPOTATOM JIii peecTpaliitHOro NOCB1AYEHH.

[IpoekT Haka3y CTOCYETbCS 3alpPOBAIKEHHS CKOPOUYEHHUX CTPOKIB NPOBEIEHHS
EKCIIEPTU3M PEECTpALIMHUX MaTepiajiB s MOAAJBIIOI JIepKaBHOI peecTpauii
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MIHICTEPCTBO OXOPOHH 3/10POB’A VKPAIHH

HAKA3

KuiB

IIpo 3aTeepxkeHHs: 3MiH /10 Tlopsi/IKy NPOBEICHHS eKCIepTH3H peecTpaninHAX
maTepiajiB Ha Jikapchki 3acodu, 10 MOJANTHCH HA Nep:KaBHY peecTpauiio
(mepepeecTpamiio), a TaK0X €KCIHEPTH3H MaTepiajiB NPo BHECEHHs 3MiH 10
peecTpaniifHIX MaTepialis NPOTAroM nii peecTpauiiiHOro MOCBiT4eHHS

BinmosiaHo 10 ctaTTi 9 3akoHy Ykpainu Bix 04 keiTHs 1996 poxy Ne 123/96-BP
«IIpo nikapceki 3aco0wmy, myHKTY 8 TTos10keH s PO MiHiCTEPCTBO OXOPOHM 3I0POB’s
Vkpainu, 3aTBEPKEHOr0 NOCTAHOBOKO Ka6inery MisicTpiB Yxpainu Big 25 6epesns
2015 poxy Ne 267 (B penakuii MoCTaHOBH KaGinery MinictpiB Ykpainu Big 24 CidHA
2020 poxky Ne 90),

HAKA3VYIO:

1. 3arBepauty 3mieu g0 [lopsaky HpOBENEHHS CKCIEPTH3H peECTpaIliMHKX
marepialiB Ha JiKapchKi 3acodM, IO [OAAIOTECA Ha JIEP)KABHY PEECTPALIIIO
(nepepeecTpaiiiio), a TaKOX EKCIEPTH3H MarepiagiB TpPO BHECEHHS 3MiH IO
peECcTpaliifHiX  MaTepialiB  MPOTATOM ;i  peecTpaliiHOTO  TOCBLIHCHHS,
3aTBEPXKEHOr0 Haka3oM MiHICTEPCTBA OXOPOHH 370poB’s YKpaiHu Big 26 cephHs
2005 poky Ne 426, 3ape€ecTpOBaHOTO B MigicTepeTsi focTruil Ykpainu 19 BepecHs
2005 poky 3a Ne 1069/11349 (y penaxumii Hakasy MiHicTepcTBa OXOPOHHU 310POB’ 5
Vxpainu Big 23 mumas 2015 poky Ne 460), 110 OOAXOTHCA.

2. dapmaneBTHYHOMY yrpas/iHHiO (Onekcanzapy I'pilleHKY) 3a0€3MeInTH:

1) momaHHS 1BOTO HaKasy B YCTAHOBJEHOMY 3aKOHOAZBCTBOM MOPSIKY Ha
epXKaBHY peecTpalliro 10 MiHicTepeTBa FOCTHUILIIT YKpaiHH,

2) ONpWIIOJHEHHs IOr0 Hakasly Ha odiniiinomy BebGcaiiti MiHicTepcTBa
OXOPOHM 37I0pOB'sl YKpaiHu micis HOro nepxkaBHOi peecTpalii MiHICTEPCTBOM
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KOCTHIIIT YKpalHu.

3. KOHTpOMb 3a BUKOHAHHSM IIbOT0O HaKa3y MOKIIACTH Ha IEPIIOTO 3aCTyIHUKA

Minictpa Cepris /lyoposa.

4. Ileit naka3 HabHMpae IAHHOCTI 3 THA HOTO OPINIHHOTO onmyOIKyBaHHS.

MinicTp

Bikrop JIALIKO



3ATBEP/DKEHO
Haxka3 MinicTepcTBa OXOpOHH
310pOB’s YKpaiHH

Ne

3miau
no Ilopaaxy npoBeJeHHs eKCNEPTH3H peecTpaniiHAX MaTepiatiB Ha JiKapcbki
3aco0H, 0 NOAAIOTHLCH HA JepPKaBHY peecTpanili (NepepeecTpamniio), a TAKOX
eKCHEPTH3H MaTepiatiB NPo BHECEHHN 3MiH 10 peecTpaliiHAX MaTepiajis
OPOTHIoM Ail peecTpaniiHoro NOCBiAY9eHHS, 3aTBEPAKEHOI0 HAKA30M
Minicrepcrsa oxopoHH 310poB's Ykpaiuu Bin 26 cepnua 2005 poxy Ne 426,
3apeecTpoBanoro 8 Minicrepcersi iocTrnil Ykpainu 19 sepecus 2005 poky 3a Ne
1069/11349 (y penakuil Haka3y MinicTepcTBa 0xopoHH 310poB’s Ykpaiuu Big 23
aunan 2015 poky Ne 460)

1. A63an neB’sTuil myHKTY 4 po3aury [V BHKIAcTH y Takidl pemakiii:

«Y pa3i OepxaBHOI peecTpalii JiKapChbKHX 3aco0iB, AKI HaNEXaTb OO TPyNH
«Menu4uHi rasu», TMONAXOTHCH: peecTpauidiHa (opma BIANMOBIZHO HO HOAaTKa 3,
MarTepiald PEeeCcTPalifHOro JOChE BIANOBIOHO A0 xoJaTka 12 Ta iHCTPYKUif I
MEIUYHOro 3aCTOCYBAaHHA, CKJIaJIeHa 3TiTHO 3 BUMOT'aMH JI0 IHCTPYKUIi IS MEIUYHOTO
3aCTOCYBaHHs JIiKapChKOro 3aco0y 3 TEKCTOM MapKyBaHHS NEpBHHHOI, BTOPHHHOI (32
HasBHOCTI) yIIaKOBOK I'OTOBOI'O JIIKAPCHKOro 3aco0y, CKIANEHUM 3TiJHO 3 BHMOTaMH
JI0 MapKyBaHHS yNIaKOBKH I'OTOBOIO JIIKAPCHKOTO 3ac06y.».

2. Y posaim VII:

1) ab3an TpeTidt nyHKTY | BUKJIACTH Y TaKidl penaxmii:

«He 6inpme 30 pobounx nHIB, NOYHHAIOYH 3 JaTH OGINIHHOrO HAAXOMIKEHHS 10
IleaTpy MarepiayiB peecTpalliiHOrO HOChE, TPHBAE EKCIIEPTH3a MaTepialiB INOAO
A®I, mo nopmaloThCI HA pEECTpalilo, Ta JIKapChbKMX 3aco0iB, 3a3HAYEHHX ¥
nigonyskTax 10.4, 10.5 myakty 10 posaury V [lopsaaxy.»;

2) ab3an 4eTBEpTHH MYHKTY 2 BHKIIOYATH.
Y 38’sa3Ky i3 num ab3amu n’STHE — ChbOMHM BBaXKaTH ab3allaMM 4ETBEPTHM —

IIIOCTHM.

B.o. HavaAbHHEKA "

PapmManeBTHIHOIO YNpaBIiHHA /?%,/ Onexcanap 'PIIEHKO
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AHAJII3 PEIYJIATOPHOI'O BILIUBY
1o mpoekty Haxasy MO3 Ykpainu «IIpo 3aTBepKeHHA 3min 10
Iopsiaky NpoBeNeHHsI eKCIIEPTH3H peecTpauiifHNX MaTepiamiB HA JiKapChKi
3aco0u, 110 M0JAI0THCS HA IepiKaBHY peecTpaniio (nepepeecTpanio), a TAKOXK
eKCIepTH3H MaTepiajiiB Mpo BHECEHHs 3MiH 0 peecTpauiiiHHX MaTepiaiB
NpoOTAroM Jii peecTpaniifHOro NOCBiIMeHHNA»

I. BuznaueHHs Npo0JieMH

I[poexT Hakazy MiHicTepcTBa OXOPOHH 310poB’st Ykpainu «IIpo 3aTBEpPIKCHHA
3min 10 [TOpsaKy MPOBEIEHHS SKCIEPTH3M PEECTPaLiHHHX MaTtepialliB Ha JIIKapChKi
3ac06H, IO MOJAOTBCS HA IEpP)KaBHY PEECTPALIIO (mepepeecTpaliiio), a TaKOX
eKCIIEPTH3H MaTepialiB PO BHECEHHS 3MIH [0 peecTpaLiiiHNX MaTepiaiiB MPOTATOM
mii peecTpalifHOTO MOCBIMYEHHS» (Hagl — TIPOEKT aKTa) po3poOJIEHO 3 METOH
CTBOPEHHS CIIPUATIMBUX YMOB /I PO3BUTKY BITYH3HAHOTO BUPOOHMIITBA JIIKAPCHKHX
3aco6iB Ta MPUTOKY IHBECTHUIIIH y cdhepy OXOPOHH 3710pOB's, a caMe [JIsi CKOPOYCHHA
CTPOKIB Ta YAOCKOHAJIEHHS NMPOBEACHHSA EKCIIEePTH3H peecTpalliiHiX MaTepialiB JUis
3MifiCHEHHS MOJANBIIOI JEpXKaBHOI peecTpauil aKTHBHOIO bapManeBTUYHOTO
inrpeaienty (nani - A®I).

Bignosigno mo nyskry 2 posainy VII Ilopsaky nNpoBENCHHS CKCIEPTH3N
peecTpalifiHux MarepialiB Ha JIKaPChKI 3acobu, IO IOJAI0THCA Ha JIEP)KaBHY
peecTpaliio (TIEpepeecTpaii), a TAKOXK EKCIEpPTU3H MaTepialiB MPo BHECEHHS 3MIH
0 peecTpalliiHMX MaTepialiB MPOTAroM i peecTpalifHOro IOCBIIYEHHA,
3aTBEPKEHOrO Haka3oM MiHICTepCcTBa OXOPOHH 3n0poB’s Ykpaiuu 26 ceprns 2005
poky Ne 426, 3apeectpoBaHoro B MiHiCTepCTBI roctriii Ykpainu 19 Bepecus 2005
poky 3a Ne 1069/11349 (y pemakuii Hakasy MiHicTepcTBa OXOPOHH 3/10pOB'S YKpalHH
23 mumas 2015 poky Ne 460) (nani — Iopsnok), CTPOK €KCIEPTU3H MaTepiaiB 11010
A®I, mo MOJAIOTECA HA PEECTPALilo, CTAHOBHTH HE OLIBIIE 90 pobouMx MHIB,
MOYMHAKYH 3 JaTH O(IifHOr0 HaIXOKEHHs 10 [IepKaBHOTO CKCIEPTHOTO LEHTPY
MO3 Ykpainu MaTepialliB peeCTpaliiHOro J0CkeE.

YV 3B’A3Ky 3 MOTIPIICHHSAM JOTiCTHKA TMiJ 9ac BOEHHOTO CTaHy B Vkpaini
TIPONOHYETHCS CKOPOYEHHS CTPOKY MPOBEIACHHS CKCICPTH3H marepianiB mozno A®I,
IO MOJAIoThCsA Ha peecTpamiio, 3 90 pobounx aHiB 10 30 po0OYNX [HIB LUISXOM
BHeceHHs 3MiH 10 po3auty VII Iopsiaxy.

OcHoBHi rpynH (MiArpymu), Ha fKi npodseMa CrpaBis€ BIUIUB!

['pynu (miarpymu) Tax Hi
I'pomansaHu +

JlepxaBa +

Cy6’extn +

TOCIO/IapIOBaHHS




Cy0’exTH MaJIoro - +

iANpHEMHHALITBA™

*[IutoMy Bary cy6 eKTiB MaJOro MiANPHEMHHITBA BKA3aTH HEMOXKIIMED, OCKiJIbKM Ipo0/eMa 0[JHAKOBO BILTHBAE
Ha Beix cy6'eXTIR roCTIONAPIOBAHHS HE3ATEKHO Bl PIBHA 10XOAY.

Hapasi, npo0nema, sIKy MPONOHYETbCS BPETY/IIOBATH 3 NPUUHATTAM aKTa, He
Moxe OyTH pO3B’si3aHa 33 JOMOMOIOK HYHMHHUX peryIsTOpHHMX akTiB abo 3a
JIOTIOMOT'0I0 PHHKOBUX MEXaHi3MiB, OCKITIbKH notpebye BHeceHHs 3MiH 10 [Topsaky.

11. Ili;ti Zep’kaBHOrO peryilBaHHA

3aB/ISKHU NPHIHATTIO TIPOEKTY akTa OyIyTh AOCATHYTL TaKi LUIL:
CKOPOYEHO CTPOK IIPOBEJICHHA EKCIEPTH3H matepianie mogo A®IL, 1mo
NOJar0ThCS Ha peecTpaliro, 3 90 pobounx aHiB 10 30 poOOYHX [THIB;

II1. Bu3HAYEHHS Ta OLiHKA AJbTePHATHBHAX CIOCO0IB 10CATHEHHHA miJie
1. Bu3HaueHHS albTEPHATHBHUX CIIOCOOIB

[lig yac MiArOTOBKHM IIPOEKTY akTa Oylo OMpalbOBaHO [ABa aJIbTEpPHATHBHI
CIIOCO6H HOCATHEHHS BUILE3a3HAYEHUX LILICH:

Bun ansTepHAaTUBY Omnuc anbTepHATHBH

AnerepHaTtyba | Buectu 3miau g0 Ilopsaxy. lle 1D03BONUTE
YIOCKOHAIMTH MPOLETYPY HPOBEICHHA EKCIICPTH3H
peecTpaiiiaux ~ Marepiamie  moxgo A®L o
MOJAI0THCS Ha PEECTPALIIO, 3 YPaxXyBaHHAM Cy4aCHUX
MIDKHADOJHUX BHMOI Ta CKOPOTHTH CTPOKHM 11
IPOBEIEHHS. |

AuisTepHaTHBa 2 3aIMILIATH HAasBHY CHTYaLi0 6e3 3MiH.

Ile He mpu3Bene A0 JOCATHEHHS MOCTABJICHHUX
[JIel, a TaKoX 3aJUIIAThECA HEBPETY/IbOBAH1 JEsKI
NMUTAaHHS TPOBEICHHS E€KCIEPTH3U MaTepialiB o0
A®I, 1110 HOJAIOTECS HA PEECTPALLIO.

2. OmniHka BUGPaHUX aIbTEPHATUBHAX CHOCOOIB NOCATHEHHS LuIen

OuiHKa BITMBY Ha cepy iHTepeCiB IepKaBH

Bun Buroau Butparu

aJIbTEpHATUBH
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AnbpTepHaTuBa 1

1)

2)

ADI,

npuBeneHas Ilopsaaky y
BiAMOBIIHICTH 10 BUMOT €BPOIENACHKOTO
3aKOHO/IaBCTBA;
CKOPOYECHHS
POBENEHHS EKCIEPTU3H MaTepiaiB
00
peectpaitiro, 3 90 pobounx nHiB 1o 30
po0OYHX [IHIB;

CTPOKY

IooalThCA  HA

110

ITpsiMi BUTpaTH

BiICYTHI.

AnsTepHaTUBa 2

Be3 3MmiH

Ile He mpu3Bene
i (o) [OCATHEHHA
[IOCTABJICHUX LILJIEH,
a TAKOX 3aJMIIaThCs
HEBPEryJIbOBaHI
JesKl IATAHHSA
NPOBEICHHS
eKCIEepTU3H
MaTepianiB 010
A®I, mo nonaroThCs
Ha peECTpauiio.

OuiHkKa BIUTHBY Ha cdepy IHTEPECIB IPOMALITH

I03BOJIUTH HACEJIEHHIO YKpaiHu MaTh
cTabibHUN AOCTYN [0 SKICHMX Ta
Be3nedHHX JIKapChKHX 3aC001B.

Bun Buroam Burtparu
aJIbTePHATUBH
ArnsTepHaTHBa 1 [puiHATTS TIPOEKTY aKTa BincyTHi

AJIbTEpHATHBA 2

Bes 3Mmin

JloaTKoBI BUTPATH B
HOPIBHSHHI 3 YHHHOIO
CHUTYALIEI0 HE
OYIKYIOTHCS

OuiHKa BIUTMBY Ha cepy iHTepeciB cy0’€KTIB TOCTOapIOBaHHA

rOCIIOJapIOBaHH, IO
MiAnagaoTh M A1
eryJIrOBaHHS,

[ToxasHuk Benuki CepenHi Mauni Mikpo Pazom
KinbkicTs 5 38 0 0 43
CyO’€KTIB




OJUHHIIb

[TuToma Bara rpynu Y|
3arajJbHiN KUIBKOCTI,

BIZICOTKIB

12% 88%

100%

*[Ipumimka: Hasedena y yoomy APB kinbkicmo cyb ‘ekmig 20CnooaprO8anHsl
odepoicana, 3 Memoio NpPOGeOeHHA YMOGHUX PO3paXyHKis, 3a OaQHUMU 6I00MOCMEN
Jlepowasnozo peecmpy NiKApCbKux 3acobie Vipainu (http://www.drlz.com.ua/).

matepianis moao A®I, mo
TIOAAI0THCH HA PEECTPALilo, 3
90 pobounx aniB 10 30
pOOOYHX [THIB;

Bun Buroau Butpatu |
aIBTEpPHATHBH ‘
AnsTepHaTHBa 1 1) npuBenenns Tlopsaky y | Houx npoueayp LAM |

BIAMOBIAHICTE [0  BHMOT [IPOEKTOM aKTa HE 1
€BPOIEUCHKOTO nepenbadaeTses. Butpatu 1A |
3aKOHO/IaBCTBA,; yCiX Cy0’€KTIB IOCIIOIaPIOBAHHA 1
2) CKOpOYEHHS CTPOKY [[IOB’s13aHI JIUILLE 3 |
IIPOBEACHHS eKCIIEPTH3H [03HAHOMJIEHHSM 3 BHUMOTAMH

HOpMaTHBHO-TIPABOBOTO aKTa Ta
CTAHOBJIATL | TOAMHY poOOYOTO
Hacy, 3 ypaxyBaHHIM
PO3paxyHKy MiHIMAJIBHO1
3apobiTHOT miaTH B YKpaiHi 3
01.01.2024, mo craHoBUTH 42,6
rpuBeHb ~y  TOTOJMHHOMY
po3Mmipi 3rifHO 3aKoHYy YKpaiHH
«IIpo  [lepxaBHu#  GropKeT
Vkpainu Ha 2024 pik».

AnsTepHaTHBA 2

be3 3M1H

Butparu BiACYTHI. 3alUIIaTECSA
HEBPETyJIbOBAHUMH OEsAK1
TUTaHHSA IIPOBEICHHA
eKCIIEpTH3H MaTepiamiB LI0JI0
A®I, mo TMOJaThCA  Ha
peecTpauiio.




=Y
-

IV. Bu6ip Hal6L1b1I ONITHMAIBLHOID 2JIbTEPHATHBHOI'O CHOCODY
NOCArHeHHs HlIeH

3a pe3y/nbTaTaMH ONpALOBAHHS AFTEPHATHBHUX CIOCODIB NOCATHEHHS uIen
IEPXKABHOTO PETYIIOBAHHSA 3/iHCHEHO BHOIp ONTHUMAIBHOTO aabTCPHATHBHOIO
crocoby 3 ypaxyBaHHsIM CUCTEeMH 6anbHOI OLIHKH CTYTEHS NOCATHCHHS BU3HAICHUX
nineii. BapTicTs GajiB BU3HAYAETHCS 32 YOTHPUOATEHOIO CHCTEMOIO OIIIHKH CTYIICHS
JIOCATHEHHS BU3HAYEHUX IILIEH, JIe:

4 - uini IPUAHATTS PETYIATOPHOTO aKTa, AKi MOXYThb OyTH JOCSATHYT1 TIOBHOKO
Miporo (mpo6Grema Gibie icHyBaTH He Oyne);

3 - wini NPHIEHATTS PEryJIsATOPHOTO aKTa, IKi MOXKYTh OyTH JOCSTHYTI Maixe
[OBHOO Mipoxo (yCi BaXIMBI ACTIEKTH IPOBIIEMH ICHYBAaTH HE OyayTh);

2 - Wisti OPUIHATTS PETYJIATOPHOTO aKTa, SKi MOXKYTh OyTH JIOCSATHYTI YACTKOBO
(mpo6emMa 3HAYHO 3MEHIUMTHCSH, €Kl BAXIMBI Ta KPUTHYHI acleKTH [polieMu
3aJIMILATECS HEBUPIILIEHUMH);

1 - mini NpUEHATTS PEryNISATOPHOrO aKTa, SKI HE MOXKYThb OyTH HOCSATHYTI
(mpo6iiemMa POJIOBKYE iCHYBATH).

PeHTHHT pe3yIbTaTUBHOCTI | Ban pe3ynbTaTuBHOCTI(32 KomeHTapl 1010
(OCATHEHHS IiNei M 9ac [qoTHPHOATFHOK CHCTEMOIO [IPUCBOEHHS BiOBITHOTO
BUpIIEHHATIPOOIEMH) OLIHKH ) Gana

AnsTepHaTHBa 1 - [IpuAHATTA TPOEKTY
AKTa J103BOJIUTH:

1)npuBectu Ilopsigok
y BiJIMOBIJHICTb IO BUMOT
€BPOIEHCHKOIO
3aKOHO/IaBCTBA,

2) CKOPOTUTH  CTpPOK
IIPOBEJICHHS EKCIEPTU3H
matepianis wmojgo AL,
1o [OJIAI0THCS Ha
peecTpalio, 3 90 pobounx
nHiB 10 30 poOoYHX JIHIB;

AsnpTepHaTHBA 2 1 3anuiuaThes
HEBPEry/IbOBAHUMH  JIEAK]

TTATAHHS NPOBEICHHA
eKCTIepTU3H marepiajiiB
moao A®I, mo nogarThes
Ha peecTpalLiio.
3aUIIUTHCS
erapMOHI30BaHUM




3aKOHOJABCTBC YKpaiHH 10
BiMOBIAHOT MIXHApPOIHOI

MPAKTUKH.

PeHTHHT Buroau Butpaty (mICcyMOK) OOrpyHTyBaHHS
pe3yIbTaTHBHOC |(TIiICYyMOK) BIMOBIAHOIO  MICLS
Ti ATbTEpHATHUBU y

PENTUHTY
AnpTepratuBa | [[IpuitaarTs npoexrty | Butpatn uid yCIX s
AKTa BPETYIIIOE CSIKI |cy0’ €KTIB BUPILICHHS
MATAHHS ITPOBCIACHHEA [rocrmogaproBaHHs npobiemu
KCHEPTHIH noB’si3aHi  Jimie 3| HaHOUIBI
arepialiB  WOIO \ayajjomaeHHSM 3| BUIPABIAHOKW  Ta
ACL, mo TONAOTECH |y soramu JIOIIIBHOO €
Ha peccIpaii; o HOPMAaTHBHO- AnbTepHaTuBa |,
TakoX 3a0e3NeYrTh
e NpaBOBOIO aKTa Ta| ajxe BOHA
Mopsixy y [CTAHOBIATE 1 romuHy| IPHU3BELL hile)
BiATOBLIHICTS no [poGodoro  Hacy, 3| MOBHOIO
BEMOT ypaxyBaHHAM BUPILICHHSA
EBPOIIEHCHKOTO pO3paxyHKY npobiem,
3aKOHO/1aBCTBA. MI1HIMaJIbHOI BU3HAYEHUX
3apobiTHOI IUIATH B| PO3/LIOM 1
kpaini 3 01.01.2024, AHam3y
0 CTaHOBUTH 42,6/ PEryaATOPHOTO
rpUBEHD y| BILTUBY
MOrOAMHHOMY PO3Mipi
BriIHO 3akoHy
Vkpainn «IIpo
Jlep)kaBHHM OIOIKET
Vikpainn Ha 2024
P1K».
AnbTepHaTuBa 2 Burou BiacyTHi | Butpaty BiCyTHI AnbTepHaTUBA
2 He CIpHUATHME
BHUPILLIEHHIO
npodiemu, TOMY
BUOIp naHol
QI TEPHATUBH HE €
i NOLILTEHUM.

PedATHHT

| AprymenTH 1010 ITepeBaru 0bpaHoi | Owinka pu3MKy




7

aIbTEPHATHBY / IPHYHHHU BIIMOBH 30BHIIIHIX YUHHHUKIB HA

BiJl aJIbTEPHATHBHU J110 3aIIPONOHOBAHOTO
pEryJsITOPHOTO aKTa
AnsrepratuBa | | [IpuAHATTS POEKTY AKTY Pusukm He
3a0e3MeYnTh JOCATHEHHS nependayaroThCs.

MMOCTABJICHUX IILJICH.

AnbTepHaThBa 2 | 3aMUIIATECA HEBPETY/IbOBAHUMU L{ini npuiHATTS
NesKi MUTaHHS MPOBEICHHS PETYJIATOPHOIO aKTa He
excriepTu3m Matepianis mono A®L, | OyayTs IOCSATHYTI
1[0 MOJIAKOTECS HA PEECTPALLIO. (mpobiema
3aIMIIUTECS HETAPMOHI30BaHUM NPOJOBKYBATHME
3aKOHOJABCTBO Y KpaiHH 110 iCHyBaTH).

BiMIOBIIHOI MI>KHAPOAHOI IPAKTHKH.

V. MexaHi3MH T2 3aX0/IH, AKi 3a0e3me4aTh PO3B’A3aHHS BH3HA4YeHOI NpodJieMH

3a3HadeHa b JOCATAETHCS IUIAXOM IPUHUHATTS MPOEKTY aKTa.

[IpoexT aKTa 3a6€3MeYnTh YIOCKOHAICHHS POLEYPH POBEICHHS CKCIIEPTHIH
matepianis mono A®I, WO MOJAIOTECA HA PEECTPALiio, a TAKOK 3a0€3NeUnTh
npusenenns [lopsiaKy y BIANOBIAHICTB 0 BUMOT €BPOIIEHCHKOTO 3aKOHOIaBCTBA.

3ax0/1H, 110 MPOHOHYIOThCS /IS PO3B’A3aHHS IPOOJIEMH:

1) pO3MICTUTH MNPOEKT HAaKazy Ha OGILIHHOMY BeOcaiTi MiHicTepcTBa
OXOpOHHU 3/I0pOB’sl YKpaiHu,

2)  TOrogMTH NMPOEKT aKTa i3 [lepKaBHOIO PETYIATOPHOIO cnyx0010 YKpaiHu,
VroBHOBaXeHUM BepxorHoi Pau Ykpaisu 3 npas Tr0AuH# Ta JIepKaBHOIO ciryx0010
VKpaiHu 3 JTiKapChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTHKAMH,

3) HAmpaBUTH MPOEKT 10 MiHicTepcTBa 0CTHIIT YKPaiHK 3 METOIO JIepHKaBHOI
peecTparii.

J1ii nep»aBHUX OpraHiB BUKOHABYOI BN

[IOTPUMAHHS TIOPAIKY, Iepe10aIeHOr0 MPOEKTOM aKTa, i/ 4ac 3A1HCHEHHS CBOIX
MIOBHOBAXEHb.

JIii cy0’€KTiB rocroJaproBaHHsA:

03HAMOMIIEHHS 3 PETYISTOPHAM aKTOM Ta TOTPUMAHHS HOTO MOJOXKCHD mij 4ac
MiIFOTOBKY MaTepiajis IS MPOBEACHHS IPOLCAYPH nepaBHoi peectpaiii ADL

VI. OuiHKka BHKOHAHHS BHMOI PeryjifiTOpHOro aKra 3ajIeKHO BilX
pecypciB, IKHMH PO3NOPS/KAIOTHCA OpPraHH BHKOHABYOI BJIAAH Y OPraHu
MiCIIeBOr0 CaMOBpsIyBaHHs, (i3u4Hi Ta lopuAMYHI ocobu, siKi MOBHHHI
NPOBAIKYBATH 200 BUKOHYBATH Il BAMOIH

BHKOHAHHS BUMOT PETY/ISATOPHOTO aKTYy 3[1CHIOBATUMETHCS B MEXKaX ICHYI0YHX
KOLLITOPHCHUX BUTPAT Ha YTPUMAHHS BI/INOBITHAX OpraHiB JI€p»aBHOI BJIaJIH.
BuTpary Ha BUKOHAHHS BUMOT PETYJIATOPHOIO akTa 3 GoKy OpraHiB BUKOHaBYO1
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BIagy ab0 OpraHiB MiCLEBOTO CaMOBPSIIyBAHHS BIACYTHI.

Peanizaiisi PeryISTOPHOTO aKTa HE MOTPEOyBaTUME [0AATKOBHX O10KETHUX
BATPAT i pecypciB Ha aJMiHICTPYBAHHs [EPKaBHUMH OpraHamu Ta He morpedye
JIOJaTKOBHX BHTPAT CyO’€KTIB rOCIOapIOBAHHS, OB’ S3aHUX 3 BUKOHAHHSAM BUMOT
PETyJIATOPHOIO aKTa.

[IpuiHATTS TPOEKTY aKTa HE MNPHU3BEAC 10 HEOYiKyBaHMX De3yIbTaTiB 1 HE
norpebye J0AATKOBUX BHTpAT 3 JEPHKABHOIO GropkeTy. MoX/MBa MKoOJA Yy pasi
OuiKYBaHHMX HACJiKIB Jii aKTa HE IIPOTHO3YETHCA.

Butpatn Ha OfHOTO Cy0’eKTa TOCIOJApHOBAHHA BEJIMKOIO i cepenHBLOro
MiANPHEMHHUITBA, K1 BUHUKAKOThH BHACJINOK ii DPEryIATOPHOrO aKTa HaBeCHI
BiAMOBigHO A0 Aoaatka 2 10 MeToauKy NpoBeICHHA aHaJ1i3y BILUIMBY PEryISITOPHOIO
aKTa, JOOAOTHCH.

BuTpatu y OpraHiB BUKOHAB4O1 BJIa/IH HE nepen0avaoThCs, @ TOMY PO3paxyHOK
BUTpAT 3rifHo 3 lonaTkom 3 MeToMKH NMPOBEICHHA aHaJi3y BIUTMBY PETYIATOPHOIO
aKTa He po3po0IIsaBCs.

VII. O6rpyHTYBaHHS 32PONIOHOBAHOTO CTPOKY ail peryisiToOpHoro aKkTa

BpaxoByroun Ge3nepepBHICTh MOTPEOH HACENCHES VkpaiHd B CTaOUILHOMY
JOCTYIi [0 SKICHMX, Oe3nedyHux Ta e(GeKTUBHHX JIIKAPCHKUX 3aco0iB, Mis
PEryIaTOpHOro akra 6y/Ie MOCTIAHON.

3MiHA CTPOKY Jii pPeryJsTOpHOrO aKkTa MOXKIIWBa B pasi 3MIHM MDKHApPOJHO-
MpaBOBHMX aKTiB, DPEKOMEHJALiH BLANOBIIHKX MIDKHAPOJHMX OpTraHizallil 4u
HOPMATMBHUX aKTiB YKpaiHH BHIIOI IODUIMYHOI CHMIM, HAa BUKOHAHHSA $KHX
po3po0IeHHH 1I€H MPOEKT AKTY.

TepMiH HaOpaHHsA YHHHOCTI PEryJIATOPHOTO aKTa — cy0’€KTH rOCIOAapIOBaHHA
3MOKYTh JOTPHMYBATUCh HOBHUX BHMOT 3 JIHA odiniiHOTO OMyOIIIKyBaHHS HaKasy.

VIIL. Bu3HaueHHs NOKA3HAKIB pe3y/ibTATHBHOCTI /il peryJsaTOPHOro aKTa

1. Po3Mmip HaJXO/UKEHb [0 [JCpKaBHOroO Ta micLeBoro OMODKETIB 1
[epKABHOTO LLTBOBMX (DOHIIB, MOB’A3aHUX i3 miel0 akTa — peayizaiis akTa HE
nepen6auae JOJATKOBHX HAIXOMKEHb Ta BTpaT [0 [CPKABHOTO Ta MICLEBHX
OO/IKETIB.

2.  KinpkicTs cy0’€KTiB, Ha AKHX MOIIMPIOETHCS misi akTa — noHas 43.

3. Posamip KOWTiB, IO BUTPAYATUMYTHCHA cy0’eKTaMH TOCIOJapIOBAaHHSA
12/a60 i3MdEMME Oco0aMH, MOB’SA3aHWH 3 BUKOHAHHSM BHMOT aKTa — 1831,8
I'PUBEHb.

4.  KimsKicTh 4acy, IO BUTPA4aTHMETBCA CY0'€KTaMH IOCII01apIOBAHHS Ta/abo
hisuyHEMH 0c06aMH, OB’ 13aHHH 3 BUKOHAHHAM BHMOT aKTa — 1 roguHa.

5.  Pisens moiHGOPMOBAHOCTI Cy0’€KTIB FOCIONAPIOBAHHA Ta (ab0) d13uyHUX
0ci i3 OCHOBHHMH TOJOKEHHAMH MPOEKTY PEryISTOPHOTO aKTa — BUCOKHH, OCKLJIBKH
Bin Oyzae omy6ikoBaHu# Ha OdiLIAHOMY BebcaiiTi MiHICTEpCTBA OXOPOHH 310POB s



Vkpainu (Www.moz.gov.ua).

Jlns BHW3HAYEHHs PE3YJIBTATUBHOCTI PETYISTOPHOIO aKTa IPONOHYETHCA
BCTAHOBHUTHU TAKUH CTATUCTHYHMHA MOKA3HUK:

KiIbKicTh moganux 1o JepxasHoro excrepTHoro nueHTpy MO3 Vkpaisu 3248 Ha
peectpanio ADIL

IX. Bu3Ha4yeHHs 3aX0/iB, 32 A0IOMOTOI0 SIKAX 3(iiCHIOBATHMETHCH BiICTEKEHHS
pe3yIbTaTHBHOCTI il peryJisiTOpHOro akTa

3axomy IMOJO BiACTEXEHHS DPe3yNHTATHBHOCTI MPOEKTY aKTy 0asyroThCs Ha
MeTomMili BiICTEXKEHHS pPe3yJbTATHBHOCTI PETYJIATOPHOIO aKTa, 3aTBEPIKEHIN
nocranosoro Kabinery Minictpis Vkpainu Bin 11 6epesns 2004 poxy Ne 308 «Ilpo
3aTBEp/UKEHHS ~METOAMK IMpPOBEJEHHs aHali3y BIUIMBY T2 BIACTE)KECHHA
pE3yJIbTATUBHOCTI PETYJISTOPHOTO aKTa.

Ba3oBe Bi[CTEXKEHHS Pe3yIbTATUBHOCTI IPOEKTy akTa Oyne 3MIACHEHO TICIIA
HaGpaHHA HAM YHHHOCTI IIJIAXOM aHall3y CTaTUCTHYHUX JaHHX.

[10BTOpHE BiICTEEHHS PE3y/IBTATUBHOCTI PETyJIATOPHOTO aKTa 3IIACHIOETHCS
yepes 7Ba POKH 3 JHs HaOpaHHs YHHHOCTI MM aKTOM 260 G1IBIIICTIO HOTO IOJI0KEHb.

[lepiomuuHe BiACTEXEHHs 3[iHCHIOBATUMETECS Pa3 Ha TPU POKH, MOYHHAIOYH 3
J1HSl BUKOHAHHS 3aXO0/(iB 3 IOBTOPHOTO BIICTEXEHHA pE3yIBTaTHBHOCTI MPOEKTY AKTA.

MeToz npoBeieHHS BIICTEKEHHS Pe3yJIbTATHBHOCTI — CTATUCTHIHHUH.

BifcTexeHHs pe3y/TbTaTHBHOCTI TPOEKTY akTy Oyae NPOBOJUTHCE IULIXOM
aHaJi3y JaHMUX MO0 KUTBKOCTI MOJAaHKX 10 {epkaBHOTO EKCIEPTHOTO LUEHTPY MO3
Vxpainwu 3ase Ha peectpainiio ADL

IlineoBi rpymu, siki OyayTs 3aly4aTHCh 10 IPOBEACHHA JOCITIIPKEHHsA, —
MiHiCTepCTBO OXOpOHH 370pOB’s Ykpainu, [lepiaBHHUH excnieptauii neHTp MO3
Vkpainu, 3a9BHUKH.

MiHicTp 0XOpOHH
30POB’A YKpaiHH Bikrop JUSIIIKO

« » 2024 p.




Jlonatok

110 AHaJTi3y peryJissiTOpHOrO BIUIMBY

BUTPATHU
HA OHOT0 cY0’€KTa rocnoAaPIOBAHHA BEJIMKOIO i CEPEAHBOTO
NiINPHEMHUITBA, IKi BHHUKAKTh BHACTIOK il peryJaiTOpHOro aKra

(103BOIIB,

nineH3ii, cepTUdiKaTis,
aTeCTAaTIB,

IIOTOKEHb, BHCHOBKIB,
MIPOBEICHHSA

[Mopsin Burtparu 3a nepimi pik 3a n’ATh

KOBHH POKIB

HOMEp

I Butpary Ha pua0aHHs He He
OCHOBHHUX nepen0avyacTeCs niepe10avaeThesa
¢onaiB, 061aHAHHA Ta
NpUIALIB,
cepBiCHE 00CITyTOBYBaHH,
HaBYaHHS/T1IBUIIICHHS
KBaTi(iKarii
IepCOHAJTY, TOIIO

2. [TonaTku Ta 300pH (3M1HA He 3MIHIOE HE 3MIHIOE
po3mipy PO3MipiB pO3MipiB
MOJaTKiB/300piB, BAHMKHEHHS | IO/IATKIB, MOJ1aTKIB,
HEOOXiIHOCTI y cruaTi | 300piB Ta 300piB Ta
NoJaTKiB/300piB) 000B’I3KOBHX 000B’SI3KOBHX

TUIATEXKIB TJIATEXKIB

3. Butparu, MoB’s3aHi i3 HE BCTAHOBIIKOE HE BCTAHOBJIKOE
BEICHHSAM O00JIIKY, NOOATKOBHX J0JIaTKOBUX
ITArOTOBKOO Ta MIOAAHHIM dopM 3BITHOCTI ¢opm 3BITHOCTI
3BITHOCTI
JEP)KaBHUM OpIraHaM

4. Butpary, noB’s3aHi 3 BUTpPATH BUTPATH
aJIMIHICTPYBaHHAM BiJICYTHI, BIJICYTHI,
3aXO/IiB IEPKABHOTO HATIAMY | OCKUIBKH OCKLJIBKH
(KOHTpOIIO) (TIEpEBIPOK, MPOEKT HE MAE IIPOEKT HE MAE
mrpadHux HACJIIIKOM HaCIIIJIKOM
CaHKIIi{, BUKOHAHHA NPOBEICHHA [POBEICHHA
pillIeHB/TIPHITACIB, JIOIaTKOBUX JIOTATKOBUX
TOIIO) 3aXx0/I1B 3aX0/1B

KOHTPOJIIO KOHTPOJIIO

3. BuTpaTu Ha OTpUMaHHSA Be3 gonarkoBux | bes  IOAaTKOBHMX

aJMiIHICTPATHBHHUX MOCIIYT BUTpAT BUTpAT




He3aJIe)KHIX/000B’ IZKOBUX
eKCIIepTH3,

cepTudikaii, aTecTallii TOIIO)
Ta IHIIKAX

nociayr (MpoBeICHHA
HAyKOBHX, IHIIUX

EKCIEPTH3, CTpaxyBaHHA,
TOIIO)
6. ButpaTtu Ha 000poTHI akTUBH | bes  101aTKOBUX Be3  mogaTkoBHX
(Matepialiy, KaHIIEJSPCHKI | BUTPAT BUTpAT
TOBapH TOWIO)
T Butpary, nos’s3ai i3 Haiivom | He nepenbayeno He nepenbadeHo
J0JAaTKOBOIO nepcoHaly,
I'PUBEHB
8. Iame (yTOYHUTH), TPUBEHbB Ilepenbavaroteesi | [lepenbagaernes,
BUTpaATH Ha 1[0 0O3HAWOMJIEHHS
03HAMOMJICHHSA 3 3 HOPMaTHBHO-
HOpPMATUBHO- [IPaBOBUM aKTOM
IpaBOBMM aKTOM, | Oyne BiOyBaTHCS
1110 33 OI[IHOYHMMH | y TIEpPIIOMY POIIL.
KOHCY/IbTaLLIMHU
CTaHOBMTH 1
roarHa podo4oro
gacy. 3
ypaxyBaHHSIM
MiHIMaJIBHOI
3apOo0ITHOI IUIATH
(3rigHO 3aKOHY
VYkpainu «IIpo
JlepxaBHUH
OromKeT YKpalHu
Ha 2024 pix»', 1
roguHa = 42,6
IPUBEHb) BUTPATH
CTAHOBJIATH: 42,6
T'PUBEHb.
9. PA30OM (cyma psankis: 1 +2 + | 42,6 rpuBeHs He
3+4+5 nepeadavaeThCs
+6+7+8)
10. KinskicTh cy0’€XTIB cy0’exTH -
rOCIOIaprOBaHHs CepenHbBOro
BEJIMKOT0 Ta CEPEIHBOTO iANPHEMHULITBA




MiIMPHEMHUIITBA, HA AKUX —38

Oyne cy0’eKkTH
MOILIMPEHO peryJroBaHHs, | BEIMKOIO
OJJUHMIb NIANTPUEMHHULITBA
-5
11 CymapHi BUTpaTH Cy0 €KTIB 42,6 x 43=1831,8 | He nepenbaueno

rOCIIOJJaPIOBaHHS BEIMKOr0 Ta | TPHBEHb

CEpEeIHBOTr0 MLINPUEMHHIITBA,

Ha

BHUKOHAHHS PEry/IIOBaHHSA

(BapTICTH

perymosanss) (pagoxk 9 X

panox 10) |
U 3axon Vkpainu «llpo [epocasnuii 6r00dcem Vipainu Ha 2024 pik»

(hitps.://zakon.rada.gov.ua/laws/show/3460-20#Text)

Po3paxyHOK BilOBiTHHX BUTPAT Ha 0AHOI0 cy0’€KTa rocnojapioBaHHs
Bun Butpar V nmepomi pik [NepioguyHi (3a | Butpatu 3a I'siTh
pikK) POKIB
Butpartu Ha Bes nmonarkoBux | bes  momaTkoBHMX | bes  10JaTKOBHX
npuaOaHHA BUTpAT BUTpAT BUTpAT
OCHOBHHX
doHIB,
obiagHaHHA Ta
OpUiIaiB,
CEpBICHE
00cIyroByBaHHS,
HaBYaHHA YU
i ABUIICHHSA
kBamidikanii
NepCOHAIY TOLIO

Buna Butpar Burtpartu Ha cruiaty Burtparu 3a
[IOJATKIB 11’ STh POKIB
Ta 360piB (3MiHEHHX 200
HOBOBBEIEHMX) (32 pIK)

TTomatku Ta 360pHu (3MiHa | HE 3MIHIOE PO3MIpIB He nependadeHi
po3Mipy 10/1aTKiB, 300piB Ta

I10/1aTKiB/300pIB, 000B’ I3KOBHX IIATEXKIB

BUHHKHEHHS

HEOOXIQHOCTI y CILIaTi
0aTKiB/300piB)




Bup Butpar Butpatu Ha Burtparu Ha Pazom 3a pik | Butpatu 3a
BEJICHHA oruiaTry 1’ SATh POKIB
00Ky, mrTpagHUX
MiArOTOBKY Ta | CaHKIIH (32
MOJAHHS piK)
3BiTHOCTI (32
pik)

Burparu, HE HE BUMarae HE HE

0B’ sI3aHi 13 BCTaHOBIIIOE IIPOBEICHHS nepeadayeHi nepenabadeHi

BEICHHAM JOJAaTKOBHX JOAATKOBUX

00Ky, bopMm 3aXO0/IiB

MiArOTOBKOK | 3BITHOCTI KOHTPOJIIO

Ta TIOJaHHAM

3BITHOCTI

nepKaBHUM

opraHaM

(BUTpATHU Hacy

[IEPCOHAILY)

Bun Butpar BurpaTtu Ha Burpatu Ha | Pasom 3a pik | Butpatu 3a
aJIMiHICTpYBaHHs | OIUIATY 0’STh POKIB
3aX0/iB mTpahHUX
JEPKaBHOIO CaHKIIIA Ta
Harasaay YCYHEHHS
(koHTpOUIO) (32 | BUABICHUX
pIK) NOpyLICHb

(3a pik)

Butpary, HE BUMAarae HE HE HE

TIOB s13aHI 3 MPOBEACHHS nepenbaueni | nepenbaveHi | nependayeHi

aJMIHICTPYBaHHSM | JIONATKOBUX

3aX0/iB 3aXO0/I1B

JEP>KaBHOTO KOHTPOJIIO

Harasay

(KOHTPOIIIO)

(nepeBIpoK,

mTpadHUX

CaHKIIIH,

BUKOHAHHS

pillleHs/ IPHUIUCIB

TOIIO)

Buna BuTpar Burpatu Ha Burpatu Paszom 3a pik | ButpaTu 3a

POXOHKEHHS (cTapToBMii) | II'Th POKIB




BITIOBITHUX Oe3nocepeaHBo
npoueayp Ha
(BUTpaTH J03BOJIH,
qacy, JIIEeH31],
BUTPATH Ha cepTudikaT
€KCIIEPTHU3H, U, CTPaxoBi
TOILO) noJiicu (3a
pIK -
CTapTOBHUIA)
Butparu Ha JlonaTkoBi JlomaTkoBi JlonaTkoBl JlonarkoBi
OTPUMAaHHS BUTPATH HE BUTPATH HE BUTPATH HE BUTpATHU HE
aIMiHICTpaTHBHI | nepenbadeHi | mependayeHi nepeabaueni | nepeadayeHi
X MOCIIYT
(z03BOUIIB,
JILIEH31H,
cepTH(]IKaTIB,
aTeCcTaTIB,
IIOrO/IKEHb,
BHCHOBKIB,
[IPOBEIEHHS
HE3AJIEKHHX /
000B’SI3KOBUX
EKCIIEPTH3,
ceprudikanii,
aTecTallii Tomo)
Ta IHIIUX IOCIYT
(mpoBeneHHS
HayKOBHUX,
1HIIHX
eKCIIepTH3,
CTpaxyBaHHA
TOIIO)
Bup Butpar 3a pik (craprosuit) | [lepiomnuni (32 Butpath 32
HACTYIHHHA PIK) 11’SITh POKIB
Butpatu Ha JlogaTkoBi BUTpaTH | JIo#aTKOBI BUTPATH JIo1aTKOBI
00OpOTHI aKTUBU | HE He nependadeHi BHUTpaTH HE
(MaTepiany, nependadeH1 nependadeHi
KaHIIEeIAPChKI
TOBAPH TOILO)

Bup BaTpar

Butpary Ha OIuIaTy npati
OaTKOBO HAaMMaHOIo

nepcoHalry (3a pik)

Burpartu 3a
’SITh POKIB




Burpaty, noB’s13aHi He nepenbaueHi, He He nepenbaueni, He

13 HaMOM norpedye A0AaTKOBOTO notpedye 10AaTKOBOIO
JIOJIaTKOBOTO NepCOHAY epCoHAIy

HEPCOHAY

CyMapHi BUTpaTH 3a Cyma BUTpaT, [PUBEHB
aJbTepHAaTHBAMU

AnsrepHaruBa 1 3a nepumi pik: Cyma BUTpATH Ha

03HAMOMJIEHHS 3 HOPMATHBHO-IIPABOBUM
aKTOM Cy0’€KTIB rOCIOAAPIOBaHHA
CTAHOBUTE BEIIMKOTO T2 CEPEIHBOrO
mianpueMunnTBa: 1831,8 rpuBeHb

3a n’a1h pokiB: J{0JaTKOBI BUTPATH
BIJICYTHI

AbTepHaTHBA 2 3a nepiuui pik: [{01aTKOB1 BUTPATH
BIZICYTHI

3a m’sTh poKiB: J{01aTKOB1 BUTPATH
BiJICYTHI

* [Tpumimxa: Haeedeni y ybomy po30ini eumpamu cy6 'exmig 20cn00aprOBAHHI 30
nepuiuti € YMOGHUMYU PO3PAXYHKAMU MA 5 HACMYNHUX POKIS.




JOBIIKA
1010 BifNoBigHOCTI 3060B'A3aHHsAM YKpainu y cdepi eBponeiicbKol inTerpauii Ta
npaBy €sponeiicskoro Como3sy (acquis €C) MpoeKTy HaKa3y MiHicTepcTBa OXOPOHH
310por’s Yipainu «IIpo 3aTeepaxenns 3min 10 [lopsaxy npoBeaeHHs
eKCHePTH3N peecTpaNiinuxX MaTepiaiis Ha JTiKapchKi 3aC00H, 10 NOAAIOTHCH HA
Nep/KaBHY peecTpauiio (mepepeecTpaniio), a TAKOK eKCnepTu3n MaTepiaJjiB npo
BHECEHHS 3MiH 10 peecTpaliifHUX MaTepiajiiB MPOTAroM aii peecTpaninHOro
NOCBITYEeHHD

TIpoexT Haxasy MiHiCTepCTBA OXOPOHHM 3[0POB’S Vkpaiau «IIpo 3aTBepIKEeHHA
3min go ITopsiiKy NPOBENEHHS GKCIEPTH3M PEECTpALiiiHHX MaTepianiB Ha JIKapChKi
3aco6M, IO MONAKOTECS HA JEPXKABHY DEECTPALIii0 (mepepeecTpaniio), a TaKoX
eKCIIEPTH3H MaTepiaiB Mpo BHECEHHS 3MIH [0 peecTpalifHuX MaTepialliB MPOTAroM il
PEECTPALlIHOr0 MOCBIMYEHHs» (Jall — MPOEKT akta) po3pobieHo MiHiCTEepCTBOM
OXOpOHH 310pOB’s YKpaiHH.

| HajexHicTh NPOEKTY aKTa [0 cdep, NpaBOBI/IHOCHHH B SAKHX
pery.oioThes npaBom €pponeiicbkoro Coxosy (acquis €C)

[IpoeKT aKTa 3a IPEIMETOM NPABOBOTO PETY/II0BAHHSA YaCTKOBO HATIEXKHTD 110 chepu,
mo oxormmoerses Jupexrusoro 2001/83/€C €rponeticekoro ITapnamenTy Ta Panu Big 06
muctomaga 2001 poky mpo Konmexe CmiBroBapucTBa 1010 IKapChKUX 3ac00iB
IPU3HAYEHHX VIS 3aCTOCYBAHHS JIFOMHOO (mami — Jupextusa 2001/83/€C).

BinmoBinHo 1o ronoxeHs crarti 6 [Jupextusu 2001/83/€C xonen JAiKapChKui 3acib
He MOXe OYTH BBEIEHHH B 00T y AepiKaBi-4iIeHi 6e3 03BOJY Ha peasizailiio, HaJaHOTO
KOMIIETEHTHUMH OpraHaMHy TaKol JepXaBU-4ICHA BiAmoBigHO 10 wi€l J{upEeKTHBH.

BimmosigHo mo Bumor myHKTY 4 (1) «JIikapchki 3aC00H POCTHHHOTO MOXOKEHH.
PocnuuHi cyOcTaHmii Ta POCIMHHI IpernapaTu» 4YacTHHH Il nomatky 1 upexkTHBH
2001/83/€C mpH MiATOTOBLi YACTHHH PEECTPALIAHMX MmatepiaiiB, MO CTOCYETHCHA
BUPOOHMKA POCIMHHOI cyOcTanmii, HeoOXigHO BKasaTM HasBy, aipecy Ta
BIAMOBIJAIBHICTE KOXHOIO IIOCTa4yajbHHMKA, Yy TOMY gyclai MIAPAJHHKIB, & TaKoX
iHhOpMAL[if0 PO KOXHHH MNPONOHORAHUH BApOoOHIYMI 06’€kT 260 MOTY>KHOCTI, IO
3aJIydeHi B IPOLEC BUPOOHHUIITBA/300py Ta BMNPOOYBaHHS POCTMHHOL cyOcTaHLli, AKIIO0
1€ JOLLIBHO.

[IpoexT akTa pO3pOONEHMH 3 METOK CKOPOYCHHS CTPOKY Ta BJIOCKOHAJIEHHSA
NPOBEIEHHs EKCIEPTU3H MaTepialiB OO0 AKTHBHOTO (hapMaleBTHIHOrO IHrpenieHTa
(A®I), 110 TIOJAIOTHCS Ha JEPIKABHY PEECTPALIIO.

2. 3060B'sizanHs Ykpainn y cdepi eBponechKol inTerpauii (y Tomy 4mcii
MIi’KHAPOXHO-NIPABOBI)

[IpoeKT aKkTa 3a MPEIMETOM IIPAaBOBOTO PEryIIOBAHHA BiMIOBia€ MYHKTY 2 CTAaTTI
427 Tnasu 22 «[poManchke 3mopos’s»  Posmimy V «EKOHOMIYHE Ta Tally3eBe
criBpOGITHUNTBO» YTOAM PO AacoLialiio i3 miero Merow CTOPOHH OOMIHIOHOTBCA
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iHhopMarli€ro Ta HalKpAIEMH MPAKTUKAMHK 1 311ACHIOIOTH iHIII CIILIBHI 3aX0H, B TOMY
4pCITi B paMKax IMiIXOy «OXOPOHa 3/10POB’s Y BCIX IIOJIITHKAX» Ta IIOCTYIOBOI iHTErparii
VKpaiHH B €BPONENUCHKI MEPEki OXOPOHH 310POB .

IIyHKT (c) cTaTTi 472 Yroam mpo acouialiio nependadae, mo HilO B Wil Yroai He
nepemkomkae CTOPOHI BKMBAaTH Oyab-iKMX 3aXOJiB, 30KpeMa, AKI BOHAa BBaXae
HEOOXiTHMME [T 3a6e3IeueHHs BJIACHOI O€3MeKH, Y BUNA/IKy CepHO3HHX BHYTPIIIHIX
6e3nopsAnKiB, fAKi TMOPYUIyIOTh 3aKOH 1 TPOMAJCBKHH NOPAIOK, mig 4yac BiHHM abo
Cepi03HOr0 MiKHAPOAHOTO HANpYKEHHs, AKE CTAHOBHTH 3arposy BiiiHH, abo s
BHKOHAHHS B3STHX Ha ceGe 30008’ 43aHb 3 MiATPUMAHHSA MUY Ta MDKHAPOIHOT

3. IlporpaMui JoKyMeHTH y cepi eBponenchKol iHTerpamii

IIporpaMHi JOKYMEHTH Yy c@epi €BpOmeHChKOl inTerpanii IlpesnaenTa YKpaiHu
ta/abo Kabinery MinicTpiB YKpaiHy MO0 IpeIMeTa PaBOBOro PEry/IroBaHHA IPOEKTY
aKTa BIICYTHI.

4. TopiBHsILHO-TPABOBHI aHAI3

TTpoeKT aKTa 3a MPEeMETOM NPABOBOTO PETyIIOBAHHA HE CTOCYETRCA MDKHapO/IHO-
TIpaBOBHX 3000B'13aHb YKpaiHu y cdepi €BpONeHCHKO1 iHTErpallii, TOMy MOPIBHAILHO-
IIPaBOBUH aHa/13 HE MPOBOAUBCH.

5. OuikyBaHi pe3yJbTaTH

[IpuiiHATTS [POEKTYy aKTa 3a0e3nednTh CKOPOYEHHS CTPOKY [MPOBEICHHA
EKCIIEPTH3H MaTepiasiB 100 AKTUBHOIO (PapMaleBTHIHOTO inrpenienta (A®I), mo
OAI0THCS HA peecTpaliio, 3 90 pobounx nHis 10 30 podounx JIHIB.

6. YiaraibHeHHi#l BHCHOBOK

[IpOeXT aKTa 3a IPeIMETOM NIPABOBOTO PErY/IIOBAHHS YACTKOBO HAJICKHUTD 10 chepu,
mo oxommoeTses JupexTusoro 2001/83/€C, Ta He cynepeduTs i [TpoekT akTa
CIIpHATHME CKOPOYEHHIO CTPOKY T BJOCKOHA/ICHHIO [IPOBEICHHA EKCIICPTH3H MaTeplaliB
1100 AKTMBHOTO (hapMareBTHYHOro iHrpegienta (A®I), mo NoaarTECs Ha ICPKABHY
peecTpauiio.

IIpOEKT aKkTa He CTOCYEThCS MIXHAPOAHO-IIPAaBOBUX 3060B's3aHp YKpaiHu y cepl
€BPOMNEWCHKOI iHTEerpaiii.

MiHicTp OXOPOHH
30poB’s YKpaiHu BikTop JALIKO

«_» 2024 p.




MiHicTepcTBO 0XOPOHM 310pPOB 1 YKpaiHu

THO®OPMAIIMHA JTOBIJIKA

Jlucr o nokymenTa
24-04/38586/2-24 Binx 09.10.2024 p.

Ha noropkenHs 10 J{PC mpoext Hakasy "[Ipo
3arBepkeHHs 3MiH 10 [lopsaaky npoBeneHHA
eKCIePTU3U PEECTPALIIHUX MaTepianiB Ha
JKAPCHKI 3ac00H, 110 OJAIOTHCA HA IEP’KaBHY
peecTpariio (mepepeecTpariio), a TAKOK
eKCTIIePTH3HU MaTepiaiiB PO BHECEHHA 3MIH [0
peecTpaLiiiHUX MaTepiajiB IPOTATOM Aii
peeCTPaLiifHOTO MOCBITYEHHS

" (24-04)

[Migmucano: lyopos Cepriii OnexcanapoBuy

MiHicTepcTBO OXOpPOHU 3[0pOB 8 YKpaiHu
24-04/38586/2-24 Big 09.10.2024
[Oy6pos Cepriit OnekcaHapoBuY
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Dég | MIHICTEPCTBO

OXOPOHK nis —

3110POB'A
YKPAIHU!

ronosHa NOBIOOMJIEHHSA npo onpuniogHEHHA NPOEKTY Hakady MiHicTepcTBa OXOPOHU 3A0POB’S

VKpaiHu «[po 3aTBepmKeHHs 3MiH 0o MopagkKy NpoBeaeHHsA eKCNepTusn peecTpaLlinHux matepianis
Ha NiKapcbKi 3aco6u, WO NoaarTbCsl HA AepXXaBHY peecTpauito...

NMOBIOOMJIEHHA npo onpuntogHeHHA
MPOEKTY HaKaly MiHIiCTepCcTBa OXOPOHU
300pOB’a YKpalHU «[1po 3aTBepOXeHHSA
3MiH oo MNopaaky npoBeaeHHA
eKCNnepTu3un peecTpauinHnx martepianis
Ha NiKapCcbKi 3aCc06U, WO NogalTbCAa Ha
Oep>XaBHY peecTpauito...

MpoeKkT Hakazy MO3

MOACHIKOBAJTIbHA 3ATTNCKA

MOPIBHAJIbHA TABJTN LA

APB

3MiHN

MpoeKT Hakady MO3 goonpauboBaHUM cTaHOM Ha 08.10.2024
MOACHHKOBAJTIbHA 3ATTMCKA goonpauboBaHUM cTaHOM Ha 08.10.2024
MOPIBHAJTbHA TABJTMUA poonpauboBaHU cTaHOM Ha 08.10.2024

3MiHW poonpauboBaHUN cTaHOM Ha 08.10.2024 (

https://moz.gov.ua/uk/povidomlennya-pro-oprilyudnennya-proyektu-nakazu-ministerstva-ohoroni-zdorov-ya-ukrayini-pro-zatverdzhennya-zmin-do-pory...
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NMNOBIAOMJIEHHA

npo onpuUnoaHeHHs NPOEKTY Haka3dy MiHicTepcTBa OXOPOHU 3A0POB’S YKpPaiHU
«Mpo 3aTBepa>KeHHA 3MiH Oo MopAaaKy NpoBefeHHs eKCnepTusun
peecTpauinHMX MmaTepianiB Ha NiKapcbKi 3aco6u, WO NOAJAIOTLCA Ha AepXXaBHY
peecTpauiro (NnepepeecTpauilo), a TaKOXX eKCrnepTusun marepianis npo
BHECEHHS 3MiH A0 peecTpauinHuX MmaTtepianiB NpoTArom Aii peecrpauinHoro
noceig4YeHHaA»

MiHICTEpPCTBO OXOPOHW 300POB'A VYKpaiHM NOoBIigOMMAE MpPO OnNpuNItogHEHHS
MPOEKTY Hakaldy MiHIiCTepcTBa OXOPOHM 300pOB’A YKpalHN «[pO 3aTBepOXKEHHSA
3MiH [o TlMopAaoKy MpPOBEeOEeHHA eKCNepTUusn peecTpauinHUX maTepianiB Ha
nikapcbKi 3aco6bu, WO NoaaTbCsa Ha OepXXaBHY peecTpauito (nepepeecTpauito),
a TaKOX eKcneptusm wmatepianiB npo BHECEHHA 3MiH OO0 peecTpauinHux
MaTepianiB NpoTarom Aii peecTpauinHoro nocBig4eHHsa» (Oani — NPOEKT aKTa),
AKMA pPO3PO6MNEHO 3 METOK CKOPOYEHHSI CTPOKIB MPOBEOEHHA eKCcrnepTusun
peecTpaLinHnX maTepianiB ona 3gincHeHHs nopganbllol gepXXaBHOI peecTpauil
aKTMBHOIO doapMaueBTUYHOrO iHrpedieHTy (gani - A®I) 3aranom, Ta BpaxyBaHHS
BUMOI LWOOO0 KYJIbTUBYBAHHA POCSIMH, BKIIIOYEHUX OO0 cnucky N2 4 Taénuui |
Mepeniky HAPKOTUYHMUX 3aco6iB, MCUXOTPOMHUX PEedYOBUH i NpPeKypcopis,
3aTBEpPOXKEHOro NocTaHoBOK KabiHeTy MiHicTpiB YKpaiHu Big 06 TpaBHA 2000
pokKy N2 770, WO MICTATb HAPKOTUYHI 3aCO6U Ta MNCUXOTPOMHI PEeY0BUHU, O6Ir
AKX OOMYCKAETLCA ON1A BUKOPUCTaAHHA Y BUPOOHULTBI HAPKOTUYHUX 3aCO006iB,
MCUXOTPOMHUX pPedOoBMH Ta nNikKapCbKMX 3aco6iB Ond nofganbLlioro  ix
3aCTOCyBaHHA Yy MeOudHin npakTuui, npu peecTtpauili Adl pPOCIUHHOIO
MOXOO)KEHHSA 3 POCNUHHOT Cyb6CTaHLil KaHabicy.

MPOEKT aKTa Ta MOACHIOBaslbHa 3anMcka onpuitogHeHi WIaxomM po3MillleHHA Ha
odpidinHOMy Be6-canTi MiHICTepCTBa OXOPOHW 300POB'A VKpaAiHU B Mepexi
IHTepHEeT www.moz.gov.ua.

https://moz.gov.ua/uk/povidomlennya-pro-oprilyudnennya-proyektu-nakazu-ministerstva-ohoroni-zdorov-ya-ukrayini-pro-zatverdzhennya-zmin-do-pory... 2/4
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3ayBaXkeHHS Ta Npono3unuii 40 NPOEKTY akTa NMPOCUMO Haacunat 0o 11 XKOBTHS
2024 poKy oo MiHicTepcTBa OXOPOHU 3O0POB'A VKpaiHM 3a agpecoto: M. KuiB,
01601, Byn. NpyweBCbKOro 7, e-mail: moz.pharm@moz.gov.ua.

LIs po3cunka cTBopeHa asfs Toro, wo6é ainnmtmncs HoBnHamMmm WopQo 3MiH
B YKpalHCbKiN MegunuuHi. dony4anTtecs!

Email

OdiLinHUM BE6-canT
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Mpo MiHicTepcTBO OokymeHTHn
BoeHHUI cTaH KOHTaKTun
MPomagsaHam

MeauyHUM npauiBHUKam

OcsgiTa
MpecueHTp

JokymeHTH
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