AHAJII3 PET'YJATOPHOI'O BILVIUBY
10 MpoeKTy HaKa3y MiHicTepcTBa 0XO0poHHM 310poB’st YKpainu «Ilpo
3aTBepAxkeHHs 3MiH 10 [IpaBu BUPOOHMUTBA (BUTOTOBJICHHS) TA KOHTPOJIIO
SIKOCTI JIikapCchbKHUX 32Cc00iB B anTeKax»

I. BusHayenHsi npoodJieMu

[Ipoext Hakazy MiHicTepcTBa OXOpPOHM 37I0poB’st  Ykpainum «lIpo
3arBepkeHHs 3MiH 10 [IpaBuin BUpoOHUIITBA (BUTOTOBIICHHS ) Ta KOHTPOJIIO SIKOCTI
JIKapChKUX 3aco0iB B amTekax» (ajli — MPOEKT aKTa) po3poOJICHO 3 METOI0
YIOCKOHAJIEHHS TPOIeAYpH 3a0e3nedeHHs paaioapMaieBTUUHUMH JTIKaPChKUMHU
3aco0aMu BUTOTOBJICHUMH B YMOBaXx arTeKku, CTBOPEHHS YMOB JiJisi Oe3nepeOiiHoro
3a0e3MeYeHHs] HUMH 3aKJIa1B OXOPOHH 370poB’ 4 (1ani — 303) Ta perynntoBaHHs 00Ty
pagioapMalleBTUYHUX TpENapaTiB, BUTOTOBIEHUX B yMOBax anTeKd, s
3a0€3MeUeHHs] MOIMPEHHIO NEPCIEKTUBHUX METO/IB J1arHOCTUKU Ta JIKYBaHHS Y
cdepl sepHOI MEIULUHUHU 13 3aCTOCYBaHHSAM MO3UTPOH-EMICIIHOI KOMIT FOTEPHOI
tomorpadii (gam — [TET-KT).

[IET-xoMmm’toTepHa ToMorpadisi — 1ie peBoJIIOLIiiHA TEXHIKa Bi3yai3alii, sKa
MOEHYE B COOl MOKJIMBOCTI TMO3UTPOHHO-eMiciiiHoi Tomorpadii (ITET) 1
koMit totepHoi Tomorpadii (KT) s orpuManHs neTanbHUX 300pa’keHb BHYTPIIIHIX
CTPYKTYp 1 GyHKIIiH opradizMy. Ha BiiMiHy BiJ TpaaullifHUX METO/IB Bi3yasi3arllii,
Kl B OCHOBHOMY 30CEpEKYIOThCSl Ha aHaToMiuHUX CcTpykTypax, [IET-KT Takox
bikcye meTabosiyHy Ta QyHKIIOHATBHY 1H(opMartito. [le poOuTs oro 6e3miHHIM
IHCTPYMEHTOM IS JIarHOCTUKM Ta MOHITOPUHTY pPI3HOMAHITHHX CTaHiB,
BKJIFOYAIOYH PaK, XBOPOOU CEPIIs Ta HEBPOJIOTTUHI PO3TIAIH.

[IET-KT BuKOpUCTOBYIOTH nJsi jgiarHocTuku 65% BuaiB  paka. Lle
IHHOBAIIMHUNA METOJ, SKUM 00’€AHaB MOMUJIMBOCTI PaaioNiorii ¥ CydacHHX
KOMIT FOTEpPHUX TEXHOJIOT1M. MeTo 3acTOCOBYIOTH K CTAaHIAPT y PO3BUHEHHX
kpainax cBity. be3 mpoBeaenus IIET cboroani He JIKYIOTh MyXJIMHHU JIETEHIB,
aiMpoMH, TYXJIMHA TOJOBH ¥ Wi, MyXJIWMHU NUTYHKA, KUIICYHWKA, ITYXJIHHH
MOJOYHMX 3ajo3 (y OaraTbOX BHMAJAKax), MyXJUHU TEPEAMIXYypOBOi 3all03H,
IIIUTYHKOBOI 3aJI03H Ta 1HIIII.

3 po3ButkoMm saepHoi memuiuau TexHojorii TIET-KT 3acrocoByroThes
O6aratbma 303, MmO CTUMYJIOE 3pOCTaHHA MOTpPeOU y panaiodhapManeBTUUHUX
npenaparax. Y 3B 43Ky 13 Iyke KOPOTKHUM TEPMIHOM MPUIATHOCTI J1arHOCTUYHHUX
pamiodapmipenapartiB 30UTBIITY€ThCS noTpeba y 3aCTOCYBaHHI
pamiodapmipenapaTiB, BUTOTOBIEHUX Oe3mocepeanbo y 303 3 JiIeH30BaHUX
JKEpes paaloHYKITIAIB B yMOBaxX anTEeKU Ha MICIll IIarHOCTUKY Ta/abo JIIKyBaHHS a00
y ONU3bKINA TPAaHCHOPTHINA JOCTYITHOCTI.

Takum yunoMm, HeoOxinHi jis TIET-KT pamiodapmnpenapaty MoxyTb OyTu
BUTOTOBJICHI B YMOBAaX alTE€KH, PO3TAIIIOBAHOI B CIIEI[ia1i30BaHOMY aKpEIUTOBAHOMY
303 Ta He MPOXOAUTH BCTAHOBIIEHY MPOLIEAYPY ACPKABHOI peecTpallii JIKapChKUX
3ac001B. OCKUJIbKA BUCOKOTEXHOJIOTTYHE 00IaHaHHS (MEIUYHUM [IUKIOTPOH TOIIO)
HasBHE y HeOaratbox 303, B TOM ke yac, OCHAIIIEHHS TaKUM 00JIaIHAHHSIM Ta HOT0
yTPUMaHHS B KO)KHOMY JIIKyBaJIbHOMY 3aKJIaJl € 3HAYHOIO MIPOIO KOIITOBHUM Ta
HEJOLIBHUM, MOTPedy y Takux paaiodpapManeBTUUYHUX Mpenaparax JOLIbHO



3a0e3nedyBaTd [UIIXOM  peaji3ailii BUTOTOBJIEHMX B  yMOBax  amnTeKku
paniopapmmpenapariB 3 antek 303, 1€ € yMOBH [l IX BUTOTOBJIeHHS, iHIIUM 303,
JIe HaJJa€EThCsl BUCOKOCTICIIialli30BaHa MeAnyHa forioMora 3 3actocyBanusm [IET-KT
METO/TUK.

Tomy, € HEOOX1THICTh Y 3aKPITIJICHI BUMOT JI0 BUPOOHUIITBA (BUTOTOBJICHHS) B
yMOBaxX amnTekw pamiodapmmpenapartiB, 30kpema s 3actocyBanHs B [IET-KT
METOJaX, Ta 3a0e3leyeHHs MOJIMBOCTI  MMOAANBIIOI  peaii3amii  TaKux
paniodpapmnpenapatiB iHmMM 303, sSKi HAAAIOTh BUCOKOCHEIIATI30BaHy MEIUYHY
JIOTIOMOTY ajie H€ MaroTh MaTepilaJibHO-TEXHIYHOI 0a3u Il CaMOCTIMHOIO iX
BUTOTOBJICHHS.

[IpulHATTS MPOEKTY aKTa TO3BOJIUTH BUPOOHUUUM anTeKaM, Kl po3TalloBaHi
y 303 Ta ocHalieHi BUCOKOTEXHOJIOTIYHUM OOJIaHAHHSAM JJii BUTOTOBJICHHS
pagiodpapmanieBTHUHNX TmpenapariB, HeoOximuux g [IET-KT rtexwuosnorii,
BUTOTOBJISITH Takl pajionpenapaTd JUisl BIACHOTO BUKOPHUCTAHHS, a TaKOX IS iX
peamizauii iHmmM 303 nepkaBHOT Ta/a00 KOMyHaJIbHOI (POPMU BIACHOCTI.

OcHoBHI rpynu (IiArpynu), Ha sSKi IpoOsemMa CIpaBJis€ BILUIUB:

['pynu (iarpymm) Taxk Hi

['pomanstan + -

HepxaBa + -

Cy0’extH + -

TOCIIO/IapIOBAHHS

y TOMY YHCJIIl Cy0’ €KTH + -
MaJjioro MmiaAnpueEMHULITBA

Hapasi, mpo0isieMa, sIKy MPOTOHYETHCS BPETYIIOBATU 3 MPUUHIATTAM MPOEKTY
aKTa, He MOXe OyTH pPO3B’si3aHAa 3a JOMOMOIOI YMHHUX PETyJISTOPHUX AaKTIB
OCKIIbKH TOTpeOye BHeceHHs 3MiH 1o MO3 Bim 17.10.2012 Ne 812 «Ipo
3arBep/keHHsT [IpaBui BUpOOHHUIITBA (BUTOTOBJIEHHS) Ta KOHTPOJIO SIKOCTI
JKApChKUX 3aCO0IB B alTEKax».

I1. Iixi gep:kaBHOIO peryJlOBaHHSA

3aBISKU MPUHHATTIO MPOEKTY aKTa OYIyTh TOCATHYTI TaKI IILIi:

MO>KJIUBICTh BUTOTOBJIEHHS pajiodapMaleBTUYHOTO JIIKAPCHKOro 3aco0y B
YMOBAaX anTeKu He Juie 1 BnacHuX notped 303 B SKOMY BiH BUTOTOBIIIETHCS a i
1utst 3a0e3neuenns iHmux JII3 nanumu npenaparamu;

BUPILIEHHSI TUTaHHS JOCTYIYy [0 JIKIB, 30Kpema, pajaiodapMaiieBTUUYHUX
JKapChKUX 3aco0iB JJis JIarHOCTUKU Ta JIKyBaHHS, OCOOJMBO, B YacTHHI
OHKOJIOTIYHUX 3aXBOPIOBAHb;

3a0e3nedYeHHs IOCTYTHOCTI MAIli€HTIB 0 HEOOX1THMX METO/IIB JIIarHOCTUKU Ta
JKYBaHHS.

I11. BuzHayeHHs Ta OLIHKA AJIbTEPHATHBHUX CIIOCO0IB JOCATHEHHS LijIei

1. BusznaueHHs aJIbTepHATUBHUX CIIOCOO1B
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[lin yac MIATOTOBKM MPOEKTY akTa Oysl0 OMpalbOBAHO JBa albTEPHATUBHI
CHO0CcOOU JOCATHEHHSI BUILIE3a3HAUYCHUX LILICH:

BI/II[ AJIbTCPHATUBHU

Omnuc AJIbTCPHATUBHU

AnbTepHaTHBa 1

[TpuHHATTS TMPOEKTY aKTa J03BOJUTH 3a0€3ICUYUTH
JITI3 HeoOX1JHUMHU JTIKAPCHKUMHU 3aCO0H, anTeKa sSKa)
3/MIMCHIOE TX BUTOTOBJICHHS 3MOKE peaizyBaTH JlaHi
JikapchKi npenapatu iHmmM 303.

AJbTepHaTHBA 2

3anuIInTH HasIBHY CUTYallil0 0e3 3MiH.
Lle HEe mpu3Bene A0 AOCATHCHHS MMOCTABJICHUX IIUIEH,
Oyzie BiICYyTHSI MOXJIUBICTh 3a0€3MIEUCHHS TAI[I€HTIB

HEOOX1THUM

JIKyBaHHSM  Ta
JIarHOCTUYHUMHU ~ TIPOLIETypaMH,
3M1MCHIOE BHUTOTOBJICHHS HE 3MOXE peali3yBaTH
BUT'OTOBJICHUH JIIKapchKuil mpemnapart iHmmm JIIT3.

HEOOX1THUMH
Cy0’€KT, SIKUM

2. Orinka BUOpaHUX allbTEpPHATUBHUX CIIOCOO1B JOCSITHEHHS 1iJIeH

Ouinka BILINBY Ha cdepy iHTepeciB Aep:KaBu

Bun Buroamn Burpatu
albTEpPHATUBU
AnbrepHatuBa 1 |[IpuiHATTS TPOEKTY aKTa I03BOJUTH Burpatu Ha

3a0e3neunt 303 HeEOOXITHUMU
npernapataMy A8 J1aTHOCTH Ta
JIKyBaHHS TMaIll€HTIB.

PO3MILLIEHHSI TMPOEKTY
akta Ha oQimiitHOMY
BeOcariti MO3, o
CKJIazae 52 rpH.

AnprepnatuBa 2 | BiacyTHi. [le He mnpusBeae A0
BincytHiit MEXaHI3M JUTSI| JOCSATHEHHS
3a0e3neuends JI[I3  HeoOXimHMMM|TTOCTaBICHUX  IIUIEH,
pagiopapMarieBTUYHUMHU  JTIKAPChKUX| 3ATTUIIHTHCS
3ac00aMH, SKi BUTOTOBJIEHHI B yMoBax| OOMEKEHHS  JIOCTYITY
anTeku Ha 6a3i inmoro 303. rpoMasH A0

HEOOX1IHOTO
JIKyBaHHS.
Ouinka BILIMBY Ha cdepy iHTEepeciB rpoMaasiH
Bun Buroau Burparu
aIbTepHATHBH
AnerepHaruBa 1 |[IpuitHITTS Npo€EKTyY akTa 3a0e3neuntsh |BiacyTHi.

ITAII€HTIB BKpai HEOOX1THUMH
pamiodapMareBTUIHIMH JIIKAPCHbKUMU
3aco0amu JiJIs TIarHOCTH Ta JIIKYBaHHS,

['pomansau HE Oy Iy Th
HECTH BHTpAaTH Ha
aoctyn Ao iHdopmarii
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0COO0JIMBO B YaCTHUHI OHKOJIOTTI. JUIS O3HAMOMIJICHHS 31
3MiHAMH BHECEHHUMU
710 HaKa3y.
AnbrepraruBa 2 |BiacytHi. JlonaTKoB1 BUTpATH B
He 6yne noctymy rpomaasia 1o MOPIBHSAHHI 3 YHHHOIO
HEOOX1THOTO JIIKYBaHHS. CUTYAITI€I0 HE
OUIKYIOThCSI.

Ouinka BIUIMBY Ha c(epy iHTepeciB cy0’€KTiB rocrnogaprOBaHHS
Kinvxicms cy6’exkmie 2ocnooaprosanms, wo nionadaioms ni0 6NJIUE NOJIONHCEHb
npoekmy*

IToka3HuK Beanki | Cepenni Maui Mikpo Pa3zom

KinbkicTh cy0’€KTiB 73 77 26 0 176
rOCIO/IapIOBaHHS, 1110
I11a1af0Th M T1FO
peryJroBaHHS,
(0JTMHHIIB)

[Tutoma Bara rpynu y 41% 44% 15% 0,00% 100 %
3arajbHIA KIIBKOCTI,
B1JICOTKIB

*Ilpumimka: Haesedena y yvomy APB kinbkicme cy6’ekmie 20cno0apio8amnHsi
cmanom na 01.04. 2026 pix 3a ingpopmayiero, wo 3Haxo0umscs y po3nopsaoHCeHHI
Hepoicasnoi ciyscou Yrpainu 3 nikapcokux 3aco6ié ma KOHMpPOaIO 3a HAPKOMUKAMU

Bun Buromu Butparu
aJIbTepHATUBU
AnbrepHatuBa 1 MoXIuBICTh BINIycKy| Butparu po3paxoBaHi 3
BUTOTOBJICHOTO ypaxyBaHHSIM Op1EHTOBHOT
paaiodapmalieBTUYHOTO KUIBKICTh TOJMH, sfiKa Oyne
JIKapChbKOro 3aco0y B yMOBaX| BUTPavaTHCh cy0’ekTOM
anTeKW HE JIMINE 3aKIaay B| roCroAapiOBaHHs Ha

AKOMY — 3JIMCHIOETHCS ~ MOTO| 03HAHOMJIEHHS 3 BMMOTaMH
BUrOTOBJICHHS a i iHmmM JIII3. | perymoBanns — 1 rog.

3 ypaxyBaHHSM IIbOTO CyMapHi
BUTpPAaTU Ha OAHOrO CyO’€KTa
TOCIIOIaPIOBaHHSA  CKJIQJal0Th
OpIEHTOBHO 52 TpH JuIIe B
NepIInid PiK HA O3HAHOMIICHHS 3
BUMOTaMU PETYIIOBAHHS 3T1HO
3 MPOBEACHUMHU PO3paxyHKaMU
BUTpAT Ha OJHOTO Cy0O’ €KTa
TOCTIOJIaPIOBAHHST  BEJIMKOTO 1
CEPEeNHHOT0  TIANPUEMHHIITBA,




SIKI BHHUKAIOTh BHACIIIOK il
MIPOEKTY aKTa.

AnbTepHaTHBA 2 Bincyrhi. Butpatu BiacyTHI. 3anuimmThCs
BigcyTHS  MOMKIMBICTB JIsi| HEBPETYJIbOBaHUM NUTAHHS
BiycKy BUI'OTOBJIEHHX|IOAO ~ MOXIMBOCTI  BiJIIyCKY
pazniodapManeBTUUHNX pazniohapManeBTUYHOTO

JNTKapchKUX 3acobiB B yMoBax| IIKapchKoro 3aco0y inruum JII3.
anreku 1HmUM 303,

IV.Bu6ip Haii6ijib11 ONTHMAJIBHOTO aJILTEPHATHBHOIO CIIOCO0Y JOCSTHEHHSI
nijen

3a pe3yJibTaTaMU OTpPAIIOBaHHS allbTEPHATUBHUX CIOCOOIB JTOCATHEHHS IlJIeH
JIEP’)KaBHOTO PETYJIOBAaHHS 3/1MCHEHO BHOIp ONTUMAJIBHOTO aJbTEPHATUBHOIO
croco0y 3 ypaxyBaHHSIM CUCTEMH OalbHOI OI[IHKU CTYIICHS JOCSITHEHHSI BU3HAUEHHUX
nineit. Bapricts 6aniB BU3HAYAETHCS 32 YOTUPUOATHLHOIO CHCTEMOIO OIIHKHM CTYTICHS
JIOCSITHEHHS BU3HAYECHUX IIJIEH, JI€E:

4 - 1Tl TPUAHSTTS PETYIATOPHOTO aKTa, IKi MOXKYTb OYTH JOCATHYTI TOBHOIO
Mipoto (mpobiiema OiIbllie iICHYBaTH He 0yie);

3 - LUl IPUAHATTS PEryISATOPHOTO aKTa, sIKi MOXKYTh OyTH JAOCATHYTI Maiike
MOBHOIO MIPOIO (YCl BayKJIMBI aCIIEKTH MPOOJIEMHU ICHYBaTH HE OYAyTh);

2 - 1Tl IPUIHSATTS PETYIATOPHOTO aKTa, IKI MOKYTh OyTH TOCATHYTI 4aCTKOBO
(mpobyieMa 3HAYHO 3MEHLIUTHCS, AESIKlI BaXJIHMBI Ta KPUTHYHI ACMEKTH MPoOJIeMu
3aJIUIIATHCS. HEBUPIIIICHUMHU );

1 - Tl TpUMHSTTS PEryJsTOPHOTO aKTa, SAKi HE MOXYTh OyTH JTOCSTHYTI
(mpobiiemMa MpoI0OBKYE ICHYBATH).

PeidTuHr bax pesyabTaTuBHOCTI KomenTapi moxo
pe3yIbTaTHBHOCTI (32 4oTHPHUOANTBHOI | IPUCBOECHHS BIANOBIAHOIO
(HOC’IrHeHHf’ uisie min CHCTEMOIO OIiHKH) 0ama
yac BUPILIEHHS
npoodJiemn)

AnbrepHaTuBa 1 4 [IpUiHATTST TPOEKTY aKTa
JO3BOJIUTH:
1)BUroTOBISATH
paniodapmarieBTUUHI

JIKapChKi 3aco0M B yMOBax|
anTeKu HE  JHIe I
BilacHux 1notped 303 B
SIKOMY BiH BUTOTOBJISIETHCS,

2)BUPIIIUTHCS MUTAHHS
JOCTYNY JI0 JIKIB, 30Kpema,




pamiodapmareBTUIHUX
JIKapChKUX  3aco0iB  Is
JIarHOCTUKU Ta JIIKyBaHHS,
0co0IHMBO, B YacTHH]
OHKOJIOTIYHUX
3aXBOJIPIOBAHb;

3)HaacTh JIOCTYT

Mai€cHTaM 10 HEOOXITHUX
METO/IB  JIarHOCTHKH T4
JIKyBaHHSI.

AJbTepHaTHBA 2

3aNUIINTHCS
HEBPEryJbOBAaHUM MHUTAHHS]
I0JI0 MO>KJIUBOCTI BIJIITYCKY)|

pagiodapmalieBTHIHUX
JIKapChKUX 3ac00iB 1HITUMHY|
JITI3.
PeiiTuHr Buroamu Burparu (miacymok) | O0rpyHTyBaHHS
pe3yIbTATUBHOCTI (migcymok) BiAOBIAHOIO
Micust
AJIbTEPHATHBHU Y
peiTHHTY
AnbprepHaruBa | [IpuitaaTTs Jos nepxaBu: J1y1s BUpIIICHHS
IIPOEKTY AKTa Burpatu Ha |mpobseMu
AO3BOJIMTH PO3MIILIEHHS NIPOEKTY | HAHOUIBII
33663HeqHTI_’I . |akra Ha odiumiliHOMY |BHIIPaBIAHOO
OCTYTI MaIli€HTIB . .
AOCTYI Hatl BeOcariti MO3, 1o |Ta JOIUIBLHOIO €
10 HEOOX1JHOTO
. CKJagae 52 rpH. AnbTepHaTrBa
JIKyBaHHS Ta i
: . ajpke BOHA
A1arHOCTHUKH, s rpoMaasin: e
JI03BOJIUTH BizxcyTHi. IpusBeae 1o
.. MIOBHOT'O
Bperymosatn Pearnizaris .
poIe BHPIIIICHHS
POLEAYPY MOJIOKEHb TPOEKTY p
BIJIMTYCKY po0em,

: aKTa He moTpedye
paniodapmaneBTUY BU3HAUEHUX
HUX Jikapcekux | BATPaT IPOMaJiH. PO3ITIOM I

: Joist cy0’exTiB .
3ac00iB y ? | Ananisy
BUT'OTOBJICHUX B |TOCIIOJaPIOBAHHSL.
, . |perynsaropHOro

yMOBaXx anTeKu Butparu, noB’s3aHi

; . BILTUBY.
1HmmM JII13 Ta 3 HEOOXiqHICTIO M
3a0€3MeUNTh o3HalfomMneHHS 3

CBOEYACHe IX TIOJIO’KCHHSIMU

MOCTa4YaHHA J10
JIIT3.

MIPOEKTY aKTa.




AJbTepHaATHBA 2

dast nep:kaBu:
Biacytsi.
3aJHIIaeThCs
BIJICYTHIM
MEXaHI3M IS
3a0e3neuenHs 303
HEOOX1THUMU
JTKapChKUMU
3aco0aMu IS
JIArHOCTH Ta JJIS
JTIKyBaHHSI.

Jnst rpomaasin:
BiacytHi.
I'pomansaaun HE
MarTh JOCTYITY 10
HEOoOX1/1HOT
MEIUYHOT
JIOTIOMOTH.

Jis1 cy0’€eKTiB
rOCIoJAPIOBAHHS:
BiacytHi.

Yepes BIACYTHICTb
MO>KJIMBOCTI
peaizarii
JTIKapChKUX
3ac001B
BUPOOJIEHUX
(BUTOTOBJICHUX ) B
yMOBax anTeKHu.

st nep:kaBu:
Butpatu BiacyTHI.
Jast rpomaasin:
BiacyrHi.

['pomansiau
11030aBJICHI
MO>KJIMBOCTI
OTpUMATH  HEOOXiJIHI
JIKHU.

st cy0’eKTIB
rOCIOIAPIOBAHHS:
Burparu BijcyTHi, npu
LbOMY HETIPUUHSATTS
MIPOEKTY aKTa
HETraTHBHO BIUIMBA€E Ha
MTOKpAIICHHS
M1IITPUEMHHITBLKOT
JISITBHOCT1 Yepe3
HEMOJKJIUBICTh
BIJIIMTYCKY JIIKAPCHKUX
3aco0iB 1HIIMM 303.

AnbpTepHaTuBa 2
HE CIpUSTUME
BUPIIIEHHIO

npoOJjieMu, TOMY
BUOIp JAHO1
aNbTCPHATUBUA HE
€ JTOLIJIbHUM.

Peittunr ApryMeHTH 11010 epeBaru oopanoi Or11iHKa pU3UKY
aNbTEPHATUBY / MPUYUHU BIIMOBH BiJl 30BHIIIHIX YUHHUKIB Ha
aJbTEpHATUBH. JIIO 3aMPOMOHOBAHOTO

PETYIATOPHOTO aKTa

AnprepHatuBa | Taka aJbTepHaTHBA € HAHOUIBII BincytHi.

1 ONTUMAJIbHOIO, OCKIIBKY CIPUATUME Burpatn mnos’s3aHi 3
MOXKJIMBOCTI peaizamii 03HaNOMJICHHSIM 3

paniodapMalieBTUYHUX JIKAPChKUX
3ac001B BUPOOJICHUX (BUTOTOBJICHUX) B
yMmoBax anrteku iHmuM 303, TpomMaasHu
OTPUMYIOTh JOCTYM 10 HEOOX1THOTO

IIPOEKTOM aKTa.
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JIKyBaHHS SIKICHUMU JIIKQPChbKUMHU

3acobamu.
AnbrepHatuBa | [lepeBarn Bincythi. Taka anprepHatuBa | L{imi OPUITHATTS
2 HE CIOPUSTUME JOCATHEHHIO IIUJIeH | MPOEKTY aKkTa He OyayTh
JepP>KaBHOTO peryJroBaHHs. | JOCITHYTI  (TipoOiema

3anuinaroTbesi TpoOieMu 3a3HayeHi y | Oyde  MpoAOBKYBaTU
Pozaini I nporo AHaiizy peryjasTOpHOTO | ICHYBaTH).
BILIHBY.

V. MexaHi3Mu Ta 3aX0/1M, siKi 3a0e31e4aTh Po3B’A3aHHS BU3HAYEHOL
npooJjieMu

Peanizaiisi mocTaBiieHHX IIJIEH JI€pKABHOTO PETYIIOBAHHA 3A1MCHIOETHCS
[UIIXOM MPUAHATTS MPOEKTY aKTa, 30KpeMa BHECEHHS 3MIH JI0 IyHKTY 1.7 po3ainy
I, mynkty 4.1 po3nuty IV ta nonoBuenss posainy XIII HoBumu nynkramu 8.16 ta
8.17 nakazy MO3 Bix 17.10.2012 Ne 812 «ITpo 3atBepmxenns [IpaBun BupoOHUIITBA
(BUTOTOBJICHHS) Ta KOHTPOJIIO SIKOCTI JIIKAPCHKUX 3aC001B B alTEKax).

[IpoeKT akTa JO3BOJUTH CTBOPUTU MEXaHI3M [IJisl Cy0’ €KTIB TOCIOIapIOBaHHS,
K1 MalOTh HaMmip Biamnyckatu iHIMUM 303 paaiodapMaleBTUUHI JIIKAPChKI 3aco0u
BUTOTOBJICHI B YMOBAaX alTeKHU.

3axo/u, K1 He0OOX1IHO 3/A1MICHUTU OPTaHy BIIaJIU:

MiHicTepCTBY OXOpPOHU 37I0pOB’sl YKpaiHu 3a0€3MeUUTH:

1) iHpopMyBaHHS Cy0’€KTIB TOCHOJAPIOBAHHSA IMPO BHUMOIU IPOEKTY aKTa
[UIIXOM ONPWIIOAHEHHS HWoro Ha odimiiiHoMy BebcaiiTi MiHicTepcTBa 0OXOPOHU
310pOB’sl YKpaiHu;

2) MOTOKEHHS TPOEKTY aKTa 13 3ai1HTEPECOBAHUMH OpraHaMU;

3) HampaBHWTH MPOEKT aKTa A0 MiHicTepCcTBa FOCTHUIIT YKpaiHU 3 METOI HOro
JepKaBHOI peecTparlii.

Jii nep>kaBHUX OpraHiB BUKOHABYOI BJIA]IH:
BpaxyBaHHs [IpaBui mijg yac 341MCHEHHS CBOiX TOBHOBAXXEHb.

3axo/u, K1 HeOOX1THO 3A1MCHUTH Cy0’ €KTaM roCroAaprOBaHHS:
O3HalioMJIEeHHS 13 MPOEKTOM aKTa Ta JOTPUMAaHHS MOro BUMOT IiJi 4ac CBOET
TISUTBHOCTI.

VI1. Oninka BUKOHAHHSI BUMOT PeryJIiTOPHOIO aKTa 3aJIe:KHO Bijl pecypciB,

SIKUMM PO3MOPAIKAOTHCS OPraHd BUKOHABYOI BJIa/IH YHOPTraHHU MiCLIEBOI0

CaMOBPSAYBaHHS, (Pi3U4YHI Ta OPUAMYHI 0CO0M, AKI IOBUHHI POBA’KYBATH
a00 BUKOHYBATH 1li BUMOI'H

Po3paxyHok BuUTpaT Ha 3anpOBaKEHHS JEPKABHOIO PETYJIIOBAHHS IS
Cy0’€KTIB rOCIOJapIOBaHHs BEJIUKOTO Ta CEPEIHHOTO MIAMPUEMHUIITBA HABEJICHO Y
0aTKy | 10 1[bOTO aHaNI3y PEeryJaTOPHOTO BILUIHBY.
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Po3paxyHKku BUTpaT Ha 3ampOBaPKEHHS JACPKABHOTO PETYIIOBAHHS CyO’ €KTiB
Majoro MIiANMPUEMHUIITBA HA BUKOHAHHS BHUMOT PETYIIOBAHHS 3a3HAYCHUHN Y
JOIAaTKy 2 10 I[LOTO aHai3y PeryJsSTOPHOTO BILIUBY.

Po3paxyHOK BHUTpaT Ha 3ampOBa/KEHHS JCP>KaBHOTO PpETYJIOBaHHS IS
OpraHiB BUKOHABYOI B/ YM OPTaHiB MiCIIEBOTO CaMOBPSTyBaHHs 3a3HAYCHHUNA Y
0IaTKy 3.

VIl. O0rpyHTYBaHHS 3aNIPONIOHOBAHOI0 CTPOKY il peryJasiTOpHOro aKTa

[IporoHy€ThCSI BCTAHOBUTHM HEOOMEXKEHHH CTPOK il TPOEKTY akra, IIo
CHIBBIIHOCUTBCS 3 MUIAMH WOTO TPHAHATTSA. 3MIHH 70 PETYISITOPHOTO aKTa
BHOCSITHCS B pa3i MOTpeOH Ta y pa3i BHECEHHS 3MiH J0 YMHHOTO 3aKOHO/IaBCTBA.

Tepmin HaOpaHHS YHMHHOCTI PETYJIATOPHUM AaKTOM — 3 JHS OQILIHHOIrO
OITyOJIIKyBaHHS aKTa.

VIIl. BuzHaueHHA MOKA3HUKIB Pe3yJbTATUBHOCTI il PeryjJsiropHOro aKkra

[IporHo3H1 3Ha4Y€HHS MOKA3HUKIB PE3YJbTaTUBHOCTI MPOEKTY aAKTA!

1. HanxomkeHHs 10 JepKaBHOTO Ta MICIEBUX OIOKETIB 1 JEpKaBHUX
ITLOBUX (POH/IIB, OB’ I3aHUX 3 JII€I0 MPOEKTY aKTa, HE Mepe10ayaroThCA.

2. KinbkicTe cy0’€KTiB TOCHOJAproBaHHS Ta/abo ¢izuyHUX o0cid, Ha sKi
MOIIUPIOBATUMETHCS JIisl TPOEKTY akTa —176.

3. Kormru Ta yac, 110 BUTpa4aTUMEThCs Cy0'€KTaMu TOCIIOJaproBaHHs Ta/a0o
¢13uyHUMH  0cO0aMH, TOB'SI3AHMMHU 3 BUKOHAHHSM BHUMOI TIPOEKTY akKTa —
Iroguna * 52 rpa/rox * 1 mpalliBHUK.

4. Jlep>xaBHUi Harysia (KOHTPOJIb) 3a JISTIBHICTIO CY0’ €KTIB TOCIIOIapIOBaHHS
3MIICHIOBATUMETHCS BIAMOBIAHO O HOPM BCTAHOBJIEHUX 3aKOHOM.

5. PiBeHb MOiH(OPMOBAHOCTI 13 OCHOBHUMH IOJOKEHHSIMH TMPOEKTY aKTa—
BUCOKHMM, OCKUIBKM TMPOEKT aKTa po3MilleHud Ha odQiuiiiHoMy BeOcaiTi
MiHicTepcTBa OXOPOHHU 310POB’sl YKpaiHH.

6. KinbkicTh 3BepHEHB/CKapT Cy0’ €KTIB TOCIIOAAPIOBAHHS, [TOB’ I3aHUX 13 JII€I0
MIPOEKTY aKTa;

7. KinpkicTh HEJOMYIIEHHUX 10 00Iry HESAKICHUX JIKAPChKUX 3aCO0IB;

8. KinbKicTh BUSABICHUX TOPYIICHB, OB’ A3aHUX 13 II€I0 TPOEKTY aKTA.

Jooamkosi nokazHuku pe3yremamusHocmi Oii nNpoeKmy akxma

9 | KumbkicTh  3BEpHEHb  TPOMAJSTH oJ.
1010 BiJICYTHOCTI TaKUX
Jikapcbkux 3ac00iB y 303.

10 | KUbKiCTh JIEH31M OTpUMaHUX Ha OJ1.
BUTOTOBJICHHS] B YMOBaX anTeKH.
11 | KinbkicTh cKapr Ha i OJI.
KOHTPOJIIOIOYHMX OpraHiB.
KinbkicHi 3HaueHHs moka3HuKiB 9 - 11 OynyTh BU3HA4YEHI CTAaTUCTUYHUM
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METOAOM TPOBEACHHS BIJCTEKEHHS pE3yAbTATUBHOCTI MiJ dYac MPOBEICHHS
©a30BOr0 Ta MOBTOPHOTO BIACTEKEHHS PE3yIbTATUBHOCTI JIii MPOEKTY aKTa.

I’X. BusHaueHHs 3aX0/1iB, 32 JOMOMOI0I0 SIKHX 3/1iliCHIOBATHUMEThLCS
BiJICTEe:KEHHS Pe3yJIbTATUBHOCTI il PeryJasirTOpHOro aKTa

BincTexxeHHs pe3ylbTaTUBHOCTI MPOEKTY aKTa 3/A1MCHIOBATUMETHCS LUISIXOM
MPOBENCHHSI 0a30BOTO, MOBTOPHOTO Ta MEPIOJUYHOTO BIJACTEKECHb CTATUCTHYHHUX
MOKA3HUKIB PE3yJbTATUBHOCTI IMPOEKTY aKTa, BU3HAYEHUX IIiJl Yac MPOBEACHHS
aHaI3y BIUTMBY PETYJISTOPHOTO aKTa.

ba3oBe BIACTEXKEHHS PE3YJBTAaTHBHOCTI I[OTO  PETYJISATOPHOTO  aKTa
3niiicHoBaTUMEThCsl Yy IV KBaprani poky micias JHS HaOpaHHS HUM YHUHHOCTI,
OCKUJIBKU IS IIbOTO BUKOPUCTOBYBATUMYTHCSI BUKIIFOUHO CTATUCTHYHI MOKA3HUKH.

[loBTOpHE  BIJACTEKEHHS  PE3YJABTATUBHOCTI  PETYJISATOPHOTO aKTa
3MIICHIOBATUMETbHCS Yepe3 PiK IMICIsl BUKOHAHHS 3aXO0/I1B 3 0a30BOT0 BIJCTEKECHHSI.

[lepionuuHe  BIJICTEXKEHHS  PE3YJbTATHUBHOCTI  NPOEKTY  akrta  Oyje
3MIICHIOBATUCS pa3 Ha KOXKHI TPU POKHU, MOYMHAIOYM 3 JHS 3aKIHYEHHS 3aXOiB 3
MOBTOPHOTO BIJICTEKEHHS PE3YJIbTATUBHOCTI MPOEKTY AKTA.

MeTon mpoBeACHHS BiJCTE)KCHHS Pe3yJIbTaTUBHOCTI — CTATHCTHYHUM.

BincrexxeHHs pe3yslbTaTUBHOCTI MPOEKTY akTa Oyae MPOBOJUTUCH HUIAXOM
aHaJI3y JaHUX MO0 KiIILKOCTI OTPUMAHMX JIIICH31M Ha allTeYHEe BUTOTOBJICHHS, SIK1
BUJIAIOTHCSL  JepaBHOIO CIy>KO00I0 JIIKapChKUX 3ac00iB  Ta KOHTPOJIO 3a
HapKoTUKamu (nami — Jlepxmikciayk0a), KITBKOCTI 3BEPHEHb TPOMAJSH I10J10
BIJICYTHOCTI JaHUX JIKapchbkux 3aco0iB B 303, KUIBKICTH cKapr Ha il
KOHTPOJIIOIOYUX OPraHiB IMIJITXOM OTPUMAHHS JaHUX cKapr Bif Jepxiikciyxou Ta
CKapr siki HaaxoasTh 10 MO3

3 orysiAy Ha Te, 10 BIACTEXKEHHS PE3yJIbTaTUBHOCTI PETYJISTOPHOTO aKkTa Oy/ie
3MIUCHIOBATHCSA 3a JOMOMOTOI CTAaTHCTHUYHUX JaHWUX HAYKOBI YCTAHOBH JIJISt
MIPOBENICHHSI BIJICTEKECHHSI HE 3ATy4aTUMYThCS.

Y pa3l HagxXomKEHHS TMPOMO3MINN Ta 3ayBakeHb IIOAO BHUPILICHHS
HEBPETyJhOBAaHUX a00 MPOOJIEeMHUX MUTaHb Oyle pO3IIANIaTUCh HEOOXITHICTH
BHECEHHS BIAMOBIIHUX 3MIH.

BincrexxeHHd  pe3ysNbTaTHUBHOCTI MPOEKTY akTa Oynae  3A1MCHIOBATHUCS
MiHicTepCTBOM OXOpPOHHU 37I0pOB’st YKpaiHW MPOTITOM BCHOTO TEPMiHY HOro ii,
IUISIXOM OTPUMAaHHS CTaTUYHUX JaHuX Big JlepkaBHoi cioyx0a VYkpaiHu 3
JKapChKHUX 3aCO0IB Ta KOHTPOJIIO 3a HAPKOTUKAMHU Ta 3BEPHEHb SIKI HAIXOASAThH 0
MO3.

MiHicTp 0XOpOoHM 310pOB’s1 Y KpaiHu Bikrop JIALIKO
« » 2026 p.




