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від ___________ 20__ р.    № _____________                                          На № ________________ від _____________ 
 

    Державна регуляторна служба України 
Про проведення оцінки регуляторного 
впливу проєкту акта 

 

Міністерство охорони здоров’я України (далі - МОЗ) надсилає для погодження та 

проведення оцінки регуляторного впливу проєкт наказу Міністерства охорони 

здоров’я України «Про врегулювання питання належної організації впровадження та 

використання національного класифікатора НК 031:2024 «Національна номенклатура 

медичних виробів» в Реєстрі осіб, відповідальних за введення медичних виробів, 

активних медичних виробів, які імплантують, та медичних виробів для діагностики in 
vitro в обіг» (далі – проєкт наказу), розроблений з метою належної організації 

впровадження та використання національного класифікатора НК 031:2024 

«Національна номенклатура медичних виробів» в Реєстрі осіб, відповідальних за 

введення медичних виробів, активних медичних виробів, які імплантують, та 

медичних виробів для діагностики in vitro в обіг. 
У разі, якщо проєкт наказу не містить норм регуляторного характеру, а його 

прийняття не потребує реалізації процедур, передбачених Законом України «Про 

засади державної регуляторної політики у сфері господарської діяльності», просимо 

повідомити МОЗ в одноденний термін. 
 

Додатки: 1. Проєкт наказу на 2 арк. в 1 прим.; 
 2. Пояснювальна записка на 4 арк. в 1 прим.; 
 3. Довідка щодо відповідності зобов’язанням України у сфері 

європейської інтеграції та праву Європейського Союзу (acquis ЄС) 

на 1 арк. в 1 прим.; 
4. Інформаційно - довідкові матеріали на 19 арк. в 1 прим. 

 
 

Заступник Міністра з питань  
цифрового розвитку, цифрових  
трансформацій і цифровізації                                                 Марія КАРЧЕВИЧ 
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MIHICTEPCTBO OXOPOHH 3AOPOB'H YKPAiHV1

HAKA3

KHiB

Ilpo BperYJ110BaHHH nnTaHHH opraHi3auii BIIPOBammeHHf1 Ta

BHKOPHCTaHHH HaqiOHaJ1bHOro KJNCH(biKaTopa HK 031:2024
HOMeHKJ1aTypa NRAHHHHX B PeecTpi oci6, BiA110BiaaJ1bHHX3a BBeAeHHH
MeAHYHHX BMP06iB, aKTHBHHX MeAHHHHX BHP06iB, "Ki iM11J1aHTYK)Tb, Ta

Memntll-lnx Bnp06iB AiarHocTHKH in vitro B 06ir

Bimr10BiÅH0 AO TIYHKTY 8 IIOJIOHCHHI npo MiHicTepcTB0 OXOPOHH 3AOPOB'fl
YKpaiHH, 3anepaxeHoro 110CTaHOB(hO Ka6iHeTYMiHicrpiB YKpaiHH Bia 25 6epe3H%
2015 POKY N! 267 (B pemaycuii 110CTaHOBH Ka6iHeTYMiHicTpiB YKpaiHM Bim24 ciHH%
2020 POKY N! 90) Ta 3 MeTOro HU10KHOi opraHi3auii BIIPOBaA)KeHHH Ta BHKOPHCTaHHH
HaqiOHaJ1bHOFO HK 031 :2024 HOMeHKJ1aTypa MeÅHHHHX

B PeecTpi oci6, BiA110BiaaJ1bHHX3a BBemeHHH MeAHLIHHX BHP06iB, aKTHBHHX
MeAHHHHX BHP06iB, iM11J1aHTYOTb, Ta MeAHHHHX BHP06iB AiarHOCTHKH in vitro
B 06ir,

HAKA3MO:

1. 3Y11HHHTHAiro a63auy 1110CToro niA11YHKTY2 VIYHKTY 2 Ta niA11YHKTY9 TIYHKTY
4 p03ÅiJIY II IlopHÅKY BemeHHH PeecTpy oci6, BiA110BimaJ1bHHX3a BBeAeHHH MeAHt-1HHX
BHp06iB, aKTHBHHX MeÅHHHHX BHp06iB, iM11J1aHTYOTb, Ta MeAHHHHX BHp06iB AJIH
AiarHOCTHKH in vitro B 06ir, TIOBiAOMJ1eHb, nepeniKY BiAOMOCTeü, HKi
36epira10Tbcx B HbOMY, Ta pe)KHMY mocrryny AO HHX, 3aTBepmxeHoro HaKa30M
MiHicTepcTBa OXOPOHH 3mop0B'H YKpaiHH Bim 10 J11-OTOro 2017 POKY N! 122,

3apeecTpoBaHoro B MiHicTepcTBi YOCTHUii YKpaiHH 07 6epe3HA 2017 POKY
3a N! 317/30185 (y pemaKL1ii Hayca.3Y MiHicTepcTBa OXOPOHH 3AOPOB'HYKpaiHH
BiÅ 21 rpyAHH 2022 POKY Ne 2311), AO 31 cep11Hfl 2025 POKY BKmOHHO.

2. AenapTarvreHTY B oxopoHi 3ÅOPOB'H(ÅMHTpy
JIYK'HH0BY) 3a6e3rreqwrm:

1) nomaHHH I-Iboro HaKa3Y B YCTaHOBJ1eHOMY 3aKOHomaBCTBOM nopqmcy Ha
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aepxaBHY peecTpauiK) AO MiHicTepcTBa YKpaiHn•,

2) OllPHJHOAHeHHH Ilboro HaKa3Y Ha Be6caiTi MiHicTepcTBa OXOPOHH
340POB 'H YKpaiHH rliCJIH ioro mepxaBH0i peecnauii B MiHicTepcTBi YKpaiHH.

3. KOHTPOJ1b3a BHKOHaHHHM Uboro HaKa3Y 110KJ1aCTH Ha 3acTY11HHKa MiHicTpa
3 rmrraHb P03BHTKY, i Mapiro
KapqeBHL1.

4. I-lei HaKa3 Ha6mpae HHI-IHOCTi 3 Mo O ony6J1iKYBaHHA.

MiHicTp BiKT0p JIAN-IKO



3AnncKA
AO npocKTY HaKa3YMiHicTepcTBaOXOPOHH 3AOPOB'q YKpaiHH
BPerYJIK)BaHHH IIHTaHHH HaneÆHOi opraHi3auii BIIPOBammeHHH Ta

BHKOPHCTaHHHHaqiOHaJ1bHOro KJ1aCH(biKaTopa HK 031 :2024

HOMeHKJ1aTypa MeAHLIHHX B PeecTpi oci6, BiA110BiAaJ1bHHX3a BBemeHHH
MeAHHHHX Bnp06iB, aKTHBHHX Mennt1HMX BHP06iB, HKi iM11J1aHTYIOTb, Ta

MeAHHHHX BHP06iBAJIH AiarHOCTHKH in vitro B 06ir»

1. MeTa
Ilpo€KT HaKa3Y MiHicTepcTBa OXOPOHH 3Aop0B'H YKpaiHH BperYJ1i0BaHHH

IIHtraHH% H010KH0i opraHi3auii BIIPOBaÅ)KeHHH Ta BHKOPHCTaHHH HagiOHU1bHOro

HK 031:2024 HOMeHKJ1aTYPa MeAHHHHX B

PeecTpi oci6, Bim-10BimaJ1bHHX3a BBemeHH% Memmt1HHX BHP06iB, aKTHBHHX MeÅHt1HHX
BHP06iB, HKi iM11J1aHTY0Tb, Ta MeAHHHHX BHP06iB AiarHOCTHKHin vitro B 06ir» (AU1i

npo€KT aKTa) P03p06neHHü 3 MeTOK) HU10KHOi opraHi3auii BTIPOBaA)Kem-1H Ta

BHKOPHCTaHHH Haui0HaJ1bHoro HK 031 :2024

1-10MeHKJ1aTypa MeAVIHHHX B PeecTpi oci6, BiA110BiAU1bHHX3a BBeaeHHfl
MeAHMHHX BHP06iB, aKTHBHHX Meant-IHHX BHP06iB, iM11J1aHTY0Tb, Ta MeÅHHHHX
BHp06iB AiarHOCTHKH in vitro B 06ir (AU1i - PeecTp oci6).

2.06rpYHTYBaHHH He06xiAHocTi npniiHqrrq aKTa
ÅJI* Toro 11106 BHKOPHCTOBYBaTH Haui0HaJ1bHHü KJ1aCH(biKaTOP HK 024:2019

3aTBePÅxeHHi HaKa30M MiHicTepcTBaMeAHYHHX
eKOHOMit1HOro P03BHTKY i TopriBJ1i YKpaiHH Bim05 Jl}OTOro 2019 POKY N! 159 y HKOCTi

CHCTeMHOro pillieHH1, y PeecTpi oci6 BHKOPHCTOBYOTbCR Ha60pn ÅaHHX, CTBopeHi Ha
OCHOBi BKa3aHoro HaqiOHaJ1bHOro — AOBiAHHK.

Ha Cbor0AHiB PeecTpi oci6 y AKOCTi AOBiÅHHKiBBHKOPHCTOBy€TbCH HagiOHaJ1bHMü

HK 024:2019 MeÅHHHHX BHeceHHH
BiAOMOCTeÜnpo rvreÅHHHiBHP06H 3a110BHeHi BiA0MocTeiiTIPO MeÅVIHHVIÜBHPi6(3a
110Tpe6H), 1110 CKaCOBaHO BiÅ110BiÅHO HaKa3Y MiHicTepcTBa eKOHOMiKH YKpaiHH Bim
24 TpaBH* 2023 POKY N! 4139 3aTBePAhCHH% HagiOHU1bHOro
024:2023 Ta CKacyBaHHH Haui0HaJ1bHoro HK 024:2019», BHKOPHCTaHHH
HKoro e peKOMeHÅOBaHHM 6e3 BH3HaqeHH% B HOPMaTHBHO-npaBOBHX aKTax 060B'*3KY
BHKOPHCTOBYBaTH aKryaJ1bHi HaqiOHaJ1bHi 3aTBePA)KeHHXBiA110BiÅH0AO
flopHÅKY P03p06J1eHH% HagiOHaJ1bHHX KnacHd)iKaTOPiB, 3aTBemxeHoro HaKa30M
MiHicTepcTB0 eKOHOMiKH YKpaiHH Bim 11 ciHHH 2018 POKY NQ 17, 3apeecTpoBaHoro B

MiHicTepcTBi }OCTHUii YKpaiHH 31 ci11HR 2018 POKY 3a NQ 124/31576 (Auli — IlopHÅ0K),
tlHHHHX HaqiOHaJ1bHHX 1110 mae 3Mory BHKOPHCTOBYBaTH 110T0t1HY
penaKuii0 AOBiÅHHKiBnpo MeAHHHiBHP06HB PeecTpi oci6.

Bpax0BY0HH, 1110 HaKa30M MiHicTepcTBa OXOPOHH 3mop0B'R YKpaiHH Bim
24 BepecH% 2024 POKY N! 23992 3aTBemxeH0 Hal-liOHaJ1bHHÜ HK
031 :2024 HOMeHKJ1aTypa MeÅHHHMX P03p06J1eHHü Ha OCHOBi
CBponeiicbK0i H0MeHKJ1aTYPH MeÅVNHHX BHp06iB (EMDN), Rica npH3HaqeHa
niÅTPHMKH €BponeücbK0i 6a3H mar--IHX npo MeÅHHHi BHP06H
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(EUDAMED), Ta Ha niÅcrraBiHKoro p03noqarro npoueAypy P03P06neHHHBiA110BiÅHnx
AOBiÅHHKiB noaaJ1b1-uoro BHKOPHcrraHHH B PeecTpi oci6 B npoueci iHTerpauiüHvrx
npoueciB y 3araJ1bHoeBponeÜCbKHü npocTip.

BIIPOBaÅxeHHHB CHCTervfi AOBiÅHHKaHa OCHOBi Haui0HaJ1bHoro KJ1acH(biKaTopa

HK 031 :2024 HOMeHKJ1aTypa MeÅWIHHX 3ÅiiiCHIO€TbC% 3

ypaxYBaHHAM HalBHHX pecypciB Ta 110Tpe6ye nozxaTKOBoro qacy Ha.J1a111TYBaHH% Ta

p03ropTaHH1 HUIOKHOro Ta BHKOPHCTaHH1 B RKOCTi CHCTeMHOro
pimeHH% B PeecTpi oci6.

TaKMM I-IHHOM, 3 MeT010 HU10KHOro p03ropTaHHfl AOBiÅHHKa B PeecTpi oci6,
p03p06neH0 npo€KT aKTa.

Binr10BiÅH0 no 110JIO)KeHb qaCTMHH nepmoi crrarri 58 K0HcTHTyuii YKpaiHH
3aKOHH Ta iH111i HOPMaTHBHO-npaBOBi aKTVi He MaK)Tb 3BOPOTHOiAii B qaci, KPiM
BHnaÅKiB, KOJIM BOHH 110M'*KUIYOTba60 CKaCOBY10Tb Bimr10BimaJ1bHiCTboc06H, a

BiÅ110BiAHOmo yaCTHHH CbOMOi cerarri 15 3aKOHYYKpaiHH UeHTpaJ1bHi opraHH
BHKOHaBHOi HaKUH MiHiCTepcTBa, e HopMaTHBH0-npaB0BHMH aKTaMH i

IIPOÜLLIJIMnepxaBHY peecTpauiÆ0, Ha6mparoTb HHI-IHOCTi 3 04)iuiüHoro
ony6J1iKYBaHH%, *KII-IO iH111e He nepen6aqeH0 caMHMH arcraMH, ane He paHime

ony6J1iKYBaHHH.

TOMY npo€KTOM aKTa nepeÅ6aqa€TbcH nepeHeceH1--1H TepMiHY Ha6paHHfl AHHHOCTi
a63aL10MIIIOCTHM niÅnyHKTY 2 IIYHKTY 2 Ta niÅnyHKT0M 9 IIYHKTY 4 p03ÅiJIY II FIopflÅKY
BemeHHH PeecTpy oci6, BiA110BiÅaJ1bHMX3a BBemeH1--1H MemnqHHX BHP06iB, aKTMBHHX
MeAHt1HHX BHP06iB, HKi iM11J1aHTYÆOTb,Ta MeÅHHHHX BHP06iB ÅiarHOCTMKHin vitro B

06ir, d)0PMH 110BiÅOMJ1eHb, nepeniKY BiÅOMOCTeÜ, HKi 36epira10Tbcq B HbOMY, Ta pemcvnay

xxocTY11Y HHX, 3aTBemxeHoro HaKa-30MMiHicTepcTBa oxopoHH 3Åop0B'n YKpaiHM BiÅ
10 J11-OTOro 2017 POKY N! 122, 3apeecTpoBaHoro B MiHicTepcTBi K)CTHUii YKpaiHH 07
6epe3HH 2017 POKY 3a N! 317/30185 (y pemaK11ii Harca3Y MiHicTepcTBa oxopoHH3Å0POB'H
YKpaiHH BiÅ 21 rpYÅHfl 2022 POKY N! 2311), HacTY11HB 01 2025 POKY, Ha
ni3HiL11HÜ rrepMiH — 01 BepecH% 2025 poKY.

3. OCHOBHi nonomeH1-1H npoeycry arcra

IIPO€KTOMaKTa np0110Hy€Tbc% nepeHeceH1•-1H TepMiHY Ha6paHHH LIHHHOCTi
a63aL10MIIIOCTHM IliÅnyHKTY 2 IIYHKTY 2 rra IliÅ11YHKTOM9 IIYHKTY 4 p03ÅiJIY II Flop*ÅKY
BeneHHH PeecTpy oci6, BiA110BiaaJ1bHHX3a BBemeHHH MeÅHHHHX BHP06iB, aKTHBHHX
MemHYHHX BHp06iB, HKi iM11J1aHTY0Tb, Ta MeÅHHHHX BHP06iB ÅiarHOCTHKHin vitro B

06ir, 110BiÅOMJ1eHb, nepeniKY BiÅOMOCTeÜ, 36epiraÆ0TbcxB HbOMY, Ta pe)KMMY

Åocyny mo HHX, 3aTBepmxeHoro Hayca30M MiHicTepcTBa oxopoHH 3Åop0B'q YKpaiHM BiÅ
10 JUOTOro 2017 POKY N! 122, 3apeecTpoBaHoro B MiHicTepcTBi K)CTHUii YKpaiHH 07
6epe3HH 2017 POKY 3a NQ 317/30185 (y penarcuii HaKa3YMiHicTepcTBaOXOPOHH 3A0P0B 'H
YKpaiHH Bia 21 rpYÅHfl 2022 POKY NQ 231 1), HacTY11HB 01 J11-OTOro 2025 poKY, Ha
ni3HiL11Hü TepMiH — 01 BepecH% 2025 poKY.

4. npaB0Bi acneKrn
Y maHiü CYC11iJ1bHHXBiÅHOCHHÅiK)Tb TaKi HOPMaTHBHO-npaBOBi arum:
3aKOHH YKpaiHH TexHiHHi pernaMeHTH Ta ouiHKYBiÅfl0BiÅHOCTi»,
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ny6J1iHHi ej1eKTPOHHi peecTpu»•,
110CTaHOBH Ka6iHeTYMiHicTpiB YKpaiHH Bim02 "KOBTHR 2013 POKY NQ 753

TexHiqHoro pernaMeHTY 111040MeAHHHHX BiA 02 KOBTHH 2013

POKY N! 754 3aTBePAhCHHH TexHiHHoro pernaMeHTY 1110110 MeAHHHHX BHP06iB
AiarHOCTHKH in vitro», BiÅ 02 >KOBTHH 2013 POKY N! 755 3aTBePAhCHHH
TexHit1Horo pernaMeHTY 1110A0 aKTHBHHX MeÅHt1HMX BHP06iB, HKi

5. OinaHCOBo-eKOHOMiLIHe 06rpyHTYBaHHf1
Pea.J1i3auin npoeKTY aycra He 110Tpe6ye 3 aepxaBHoro Ta/a60

MicqeBHX 6K)AhCTiB.

6.1103nuiH 3aiHTepec0BaHnx CT0PiH
IIpoeKT aKTa 110Tpe6ye 11POBeAem-1H rp0MaAcbKoro 06rOBopeHH%, BiA110BiAHOAO

BHMOr IlopHÅKY npoBeÅeHHH KOHCYJ1bTaUiii3 1'POMaACbKiCTK) 3 IIHTaHb Ta

peaJ1i3auii ÅepxaBH0i noniTHKH, 3aTBepnxeHoro nocTaH0B010 Ka6iHeTY MiHicTpiB

YKpaiHH BiÅ 3 JIHcTonama 2010 POKY N! 996 3a6e3neqeHH%yqacTi rp0MaAcbKOCTi

y Ta peaJ1i3auii AepxaBH0i
ElpoeKT aKTa He CTOcyeTbCH nvrraHb MicueBoro

caMOBPHÅYBaHHH, npaB Ta iHTepeciB TePHTOPiU1bHHXrp0MaA, MicueBoro Ta
peri0HaJ1bHoro P03BHTKY, couiaJ1bH0-TpyA0B0i npaB oci6 3 iHBaJ1iAHiCTIO,

d)YHKUiOHYBaHHH i 3aCTOCYBaH1--11 YKpaiHcbK0i MOBH 1K aepxaBH0i, TOMY He r10Tpe6ye

noromxeHHH YllOBHOBOKeHHX npeÅCTaBHHKiB BceyxpaiHCbKHx acouiauiü opraHiB

MicueBoro caMOBPHÅYBaHHH MH BiA110BiÅHHX opraHiB MicueBoro caMOBPHÅYBaHH%,

YIIOBHOBOICHHX npeACTaBHHKiB BceyxpaiHcbKvrx ix 06'eAHaHb Ta
BceYKpaiHCbKvrx 06'CÅHaHbopraHi3auiü p060TOAaB11iB, YpHA0Boro yr10BHOBaxeHor03
npaB oci6 3 iHBaJ1iÅHicTÆ0Ta BceycpaiHCbKHX rp0MaACbKHX opraHi3a11iü oci6 3

ix cniJ10K, Y110BH0BaxeHoro i3 3axHCTY AepxaBH0i MOBH.
npoeKT aKTa He CTOCYCTbCR HayK0B0i Ta HayKOBo-TeXHiHH0i AilJ1bHOCTi.
IIpo€KT aKTa 110Tpe6ye noroÅxeHH}1 3 MiHiCTepcTBOM

YKpaiHH, Y110BHOBaxeHMM BepxoBH0i Pamu YKpaiHH 3 npaB JliOÅHHH,
CJIPK60K) YKpaiHH 3 JliKaPCbKHX3ac06iB rra KOHTPOmo 3a HaPKOTHKaMH,
CJIY)K60k0 3mop0B'H YKpaiHH, AepxaBHOK) peryJ11TopH(h0 CJIPK60ÆOYKpaiHH.

FIpoeKT aKTa 110Tpe6ye 3ÅiüCHeHHRAepxaBH0i peecTpauii B MiHicTepcTBi
YKpaiHH.

7. Ouim«a BiAr10BiAHocTi
Y npoeKTi aKTa BiÅcyrHi nonoxeHHfl, 11.10 CTOCYK)TbCR 3060B'*3aHb YKpaiHH y
eBponeücbK0i iHTerpauii; CTOCYOTbCH npaB Ta CB060A, rapaHTOBaHHX

K0HBeHui€i0 npo 3aXHCT npaB JIYOÅHHH i OCHOBOIIOJIOXHHX CB060A;BIUIHBaÆOTb Ha
3a6e3neqeHHH piBHHX npaB rra MOXJIHBOCTeä XiHOK i HOJIOBIKiB;MiCTHTb PH3HKH
BYHHeHHH KopynuiüHux npaBonopymeHb Ta npaB0110pymeHb, r10B'H3aHHX 3 Kopynuiew,

niÅCTaBH avrcKpHMiHauii.

rporaaACbKa aHTHKopynuiiiHa, rpoMaacbKa aHTHAHCKPHMiHaUiÜHaTa rp0MaacbKa
reHAepH0-npaB0BaeKcnepTH3a He HPOBOÄHJIMCb.
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8. IIporH03 pe3YJ1bTaTiB
Pea.J1i3aui51 npoeKTY arra He Marrvme BTIJIUB Ha PHHKOBe cepeÅ0BH1ue,

3a6e3neqeHHH 3axmcTY npaB Ta iHTepeciB AepxaBH, P03BHTOK peri0HiB, niABH1-ueHH51
3HHHC1--1HH CllPOMOXHOCTiTePHTOPiU1bHHXrp0MaA, PHHOK npaui, piBeHb 3aÜHATOCTi

HaceJ1eHHA, eK0J10riro Ta HaBKOJIHLUHe npnpom-le cepeA0BH111e, 06cnr IIPHPOÅHHX
pecypciB, piBeHb 3a6pYÅHeHHR aTMoc(bepHoro 110BiTpH, BOAH, 3eMeJ1b, 30KpeMa
3a6pYAHeHHfl YTBopeHHMH BiÅXOAaMH, iH111i cycniJ1bHi BiAHOCHHH.

OCKiJ1bKH cnpflM0BaHe Ha YAOCKOHaJ1eHHH npouecy BeaeHHH MeAHHHHX BHP06iB.

BIIJIHB Ha iHTepecn 3aiHTepec0BaHnx CTOPiH:

3aiHTepecoBaHa BIIJIHB peani3auii

CTOPOHa

ÅepxaBa

Cy6 '
eKTH

rocnomapK)BaHHfl

aKTa Ha
3aiHTepecoBaHY
CTO OH

1103HTHBHViü

F103HTHBHHÜ

110f1CHeHHH oqiKYBaHoro BIIJIHBY

BHKOPHCTaHH%
iHCTPYMeHTiBB3a€M0Aii3 PHHKOBHM
cepeÅ0BH1.ueM

3PYHHicTb nepeBiprcaTa

aKTyaJ1bHOCTiBiAOMOCTeüBHeceHHX
PeecTpy oci6;
IliÅBumeHH51 piBH% AOBiPHAO

BHKOHaBLIOi BJ1aÅH.

IKT0p JIAUIKOMiHicTp OXOPOHH 3AOPOB'HYKpaiHH

2025 p.



AOBIÅKA
1110A0 Bian0BiAHocTi 3060B'H3aHHHM YKpaiHH y eBponeiicbK0i iHTerpauiiTa
npaBY CBponeiicbKoro Comy (acquis CC) npo€KTY HaKa3Y MiHicTepcTBaOXOPOHH

3AOPOB'HYKpaiHH BPerYJ110BaHHH IIHTaHHH I-la.ne>KHOi opraHi3auii
BIIPOBanmeHH% Ta BHKOPHCTaHHH HaniOHaJ1bHOro KJ1acnd)iKaTopa HK 031:2024

HOMeHKJ1aTypaMeAHHHHX B PeecTpi oci6, BilUIOBinaJ1bHHX
3a BBemeHHH MeAHEIHHX BHP06iB, arrHBHHX MeAHHHHX BHP06iB, HKi iMnnaHTY10Tb,

Ta MeAHYHHX BHP06iBAJIH miarHOCTHKH in vitro B 06ir»

Ilpo€KT aKTa p03p06J1eH0 MiHiCTepcTBOM OXOPOHH 3Åop0B'R YKpaiHH.

1. Hanee»KHiCTb npoeKTY aKTa AO C(bep, npaB0BiAHocHHH B HKHX peryJ11010Tbcf1
npaB0M €BponeicbKoro COK)3Y (acquis GC)

IIpo€KT aKTa 3a npeAMeTOM npaB0Boro perymoBaHHH He Hanew,1Tb AO
npaBOBiAHOCHHH B *KUX peryJ1i0Æ0Tbcn npaB0M €BponeicbKoro Comy (acquis C).

2. 3060B'f13aHHf1 YKpaiHH y cd)epi eBponeicbK0i iHTerpauii (y TOMY qncni

MiRHapoAH0-npaBOBi)
IIpoeKT aKTa 3a npeAMeT0M npaB0Boro peryJH0BaHHfl He CTOCY€TbCX Mi)KHaPOÅHO-

npaBOBHX 3060B'H3aHb YKpaiHH y eBponeücbK0i iwrerpauii.

3. nporpaMHi AOKYMeHTH y eBponeicbK0i iHTerpauii
IIporpaMHi AOKYMeHTH y €BponeücbK0i imerpauii Ilpe3HAemaYKpaiHH Ta/a60

Ka6iHeTY MiHicTpiB YKpaiHH II_IOAO npeAMeTa npaB0Boro npoeKTY aKTa
BiacyrHi.

4. IIOPiBHHJ1bHO-npaBOBHi aHaJ1i3
Ilpoerr aKrra 3a npeÅMeT0M npaB0Boro peryJ110BaHHH He Ha.nem-rrb AO

npaBOBiÅHOCHHH B HKHX perymoK)Tbcq npaB0M OponeücbKoro C0103Y (acquis €C), rra He
CTOcyeTbCH MiXHaPOÅH0-npaBOBHX 3060B'H3aHb YKpaiHH y €BponeücbK0i iwrerpauii.

5. OqiKYBaHi pe3YJ1bTaTH
IIpHiH51'1TH aKTa 3a6e3neqHTb Hane)KHe BHPOBaAHCHHH Ta BHKOPHCTaHHH AOBiÅHHKa B

PeecTpi oci6, BiÅr10BiÅaJ1bHHX3a BBeneH1--11 Meant-IHHX BHP06iB, aKTHBHHX MeAHHHHX BHP06iB,
iMnnaHTY0Tb, Ta MeAHHHVfX BHP06iB miarHOCTHKH in vitro B 06irCTBopeHoro I-la OCHOBi

HagiOHaJ1bHOro KJ1aCH(biKaTopa HK 031 :2024 HOMeHKJ1aTypa MeAHHHHX

6. Y3araJ1bHeHHi BHCHOBOK

npoerr aKTa 3a npeAMeT0M npaB0Boro He Hane)KMTb AO
npaBOBiAHOCHHH B HKHX npaB0M €BponeiicbKoro Comy (acquis €C), Ta He
cTocy€Tbcn Mi)KHaPOAH0-npaBOBHX 3060B'H3aHb YKpaiHH y €BponeücbK0i iHTerpauii.

Mil-1icTp OXOPOHH 3Aop0B'q YKpaiHH

2025

BiKT0p JIAUIKO



AHAJ113 PEFYJISITOPHOFOBIIJIVIBY

AO npoeKTY HaKa3YMiHicTepcTBa OXOPOHH 3Aop0B'q YKpaiHH
BperYJ110BaHHH IIHTaHHH Hanee»KHOi opraHi3auii Ta

BUKOPHCTaHHH HaniOHaJ1bHOro HK 031:2024

HOMeHKJ1aTypa Memnt1HHX B PeecTpi oci6, BiA110BiAaJ1bHHX 3a

BBeAeHHH Memnv-ll-mx Bnp06iB, aKTWBHHX Memntll-unx Bnp06iB, HKi iM11J1aHTY10Tb,

Ta MeAHYHHX BHP06iBAJIH miarHocTHKH in vitro B 06ir»

I. BH3HaqeHHf1 np06J1eMH

Ha cbor0ÅHi B PeecTpi oci6, BiÅ110BimaJ1bHHX3a BBemeHHH MeÅHYHHX BHP06iB,

aKTHBHHX MeAH1-1HHX BHP06iB, HKi iM11J1aHTY0Tb, Ta MeAVNHHX BHp06iB

miarHOCTHKH in vitro B 06ir (Auli — Peeclp oci6) y *KOCTi AOBiÅHHKiB
BHKOPHCTOByeTbCH HaqiOHaJ1bHHMå KJ1acmd)iKaTOP HK 024:2019
Mem,fHHHX ÅJIHBHeceHHH BiAOMocrreÜnpo Mem•NHiBHP06H 3ar10BHeHi

BiAOMOCTeÜnpo MeAWIHHü BHPi6(3a 110Tpe6H), CKaCOBaHHiä BiAfl0BiÅH0AO
HaK&3Y MiHeKOHOMiKH Bim 24 TpaBH% 2023 POKY Ng 4139 3aTBepmxeHH1
HaqiOHaJ1bHOro KJ1aCHd)iKaTopa HK 024:2023 Ta cycacyßam-l% HaqiOHaJ1bHOro

HK 024:2019», BHKOPHCTaHHH HKoro e peKOMeHÅOBaHHM 6e3

BH3HaqeHHH B HOPMaTHBHO-npaBOBHX aKTax 060B 'H3KYBHKOPHCTOBYBaTH aKTyaJ1bHi
HaqiOHU1bHi KJ1aCH(biKaTOPH, 1110 3aTBemxeHiBiA110BiAH0AO IlopuycyP03P06neHHH
HagiOHaJ1bHMX 3aTBepmrceHoro Harca30M MiHicTepcTBa eKOHOMiKH
YKpaiHH, 3apeecTpoBaHoro B MiHicTepcTBi YKpaiHH 31 cit-11--112018 POKY 3a
N! 124/31576 (Aani — IlopHÅOK), HHHHHX HagiOEW1bHHX Aae

3Mory BHKOPHCTOBYBaTH 110T0HHY peAaKuii0 AOBiAHHKiBnpo MeAHHHi BHP06HB
PeecTpi oci6.

BpaxoBYK)HH, 1110 HaKa30M MiHicTepcTBa OXOPOHH 3aop0B'q YKpaiHH BiÄ
24 BepecHH 2024 POKY Ng 23992 3aTBemxeH0 HagiOHU1bHMÜ HK
031 :2024 H0MeHKJ1aypa MeAHt1HHX p03p06J1eHoro Ha

OCHOBi OponeücbK0i HOMeHKJ1aTYPH BHP06iB(EMDN) npH3HaqeHa
IlixrpHMKH €BponeücbK0i 6a3H IlaHHX npo MeAH1-1HiBHP06H
(EUDAMED), Ta Ha niacrraBiHKoro p03noqaT0npoueaypyP03p06neHHH BiL110BiAHVfX
AOBiÅHHKiB noaajlbllloro BHKOPHCTaHH1 B PeecTpi oci6 y npoueci iHTerpauiüi-mx
npoueciB y 3araJ1bHoeBponeiicbKHü npocTip.

Bnpobazxxem-l% B cucrreMi AOBiÅHHKa Ha OCHOBi HaniOHU1bHOFO
HK 031 :2024 1-10MeHKJ1arrypa MeAHHHHX 3AiücmoeTbCH 3

ypaxyrBaHHHM 1--1a%BHHX pecypciB Ta 110Tpe6ye nonaTKOBoro qacy Hana111TYBaHHH i

p03ropTaHH}1 AJ151 Hanem-loro Ta BHKOPHCTaHHH B RKOCTi

CHCTeMHOro pimeHHH B PeecTpi oci6 Ta 110Tpe6ye nonaTKOBoro qacy.
PeaJ1i3auiq npoeKTY HaK&3Y A03BOJIHTb 3a6e3neLIHTH P03BHTOK

MOWIHBocrreü PeecTpy oci6.

OCHOBHi rpynn (niarpynu), Ha 51Ki np06neMa cnpamne BIIJIHB:

rpynn (niArpynn)
AepxaBa

rraK Hi
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FPOMaAIHH
Cy6'€KTH
TOM qvrcni C '€KTH Manoro nim H€MHHUTBa

BperYJ1k0BaHHH 3a3HaqeHvrx 11P06J1eMHHXrmrraHb He MOXe 6YTH3AiÜcHeH03a
Å0110M0R0K):

PHHKOBHX MexaHi3MiB, OCKiJ1bKH Tarci IIHrraHH% peryJ11-0W1'bc}1 BHKJIIOHHO

HOPMaTHBHO-11PaBOBHMH aKTaMW,
Ail-oqvrx peryMTopHux aKTiB, OCKiJ1bKH I-IHHHUM 3aKOHOAaBCTBOM nopY1.11eHi

IIHrraHHH He BperYJ1b0BaHi y 110BHOMY 06c%3i.

II. IliJ1i mepxaBHoro peryJIK)BaHHH
IIpMüH*Trn npoeKTY aKTa A03BOJIHTb IliABH111UTbHKICTb HamaHHH cepBiciB,

110B'*3aHVIX 3 B PeecTpy oci6, 3 ypaxYBaHHHM nocTynoBoro
OHOBJ1eHHH AOBIÅHHKa MeÅHHHHX BHP06iB3 nocTY110BHM iioro BIIPOBamxeHHHM,

HaCJ1iÅKOMYoro Mae CTaTH OHOBJ1eHHR 3pyt1HHM cnoc060M AOBiAKOBOi Ta
•ji BIIPOBaA)KeHHH cy6'eKTiB

OCHOBHHMH UiJ151MHAepxaBHoro perym0Bam-1H BiÅ110BiAH0AO npoeKTY aKTa e:
3a6e3neqeHHH nonaJ1b111HX npoueciB LIH(bpoBi3auii y npoueci BeaeHH% PeecTpy

oci6;
3a6e3neqeHH1 HUIOKHOro piBHA PeecTpy oci6;
niABH11.xeHH51HKOCTi aaHHX B PeecTpi oci6.

III. BH3HaqeHHH Ta ouiHKa aJ1bTePHaTHBHHX cnoc06iB AOCqr1-1eHHH uiJ1ei
1. BH3HaqeHHH aJ1bTePHaTHBHHX cnoc06iB

BHA
aJ1bTe HaTHBH

AJIbTepHaTHBa 1
36epexeHHH
icHYK)qoi cvrryauii,
6e3 3MiH

AJIbTepHaTHBa 2

ElpHüHff1Tfl

3anp0110H0BaHoro
n oe aKTa

Onnc a.J1bTePHaTHBH

He 3a6e311eqye AOCH1*HeHHH uineü
peryJH0BaHHA, nepeA6aqeHvrx y p03AiJ1i

perynwropHoro BWIHBY.

KiCTb naHHX B PeecTpi oci6;

AepxaBHoro
II AHU1i3Y

110CTY110BHü nepexiA Ha BHKOPHCTaHHH OHOBJ1eHHX

AOBiAHHKiB.

2. OuiHKa BH6paHHX a.T1bTePHaTHBHHX cnoc06iB AOCqr1-1eHHH uineii
OuiHKa BIIJIHBY Ha cd)epy iHTepeciB AepmaBH

BHA
a.J1bTe I-laTHBH

AJIbTe I-laTHBa 1

BnroAH

Bvrr0AH BiAC Hi. BH

BnrrpaTH

aTH Biac Hi.



36epexeHHA
curryauii, iCHye

Ha I-lei qac
AJIbTepHaTHBa 2

IIPHÜHHTTH
3anponoH0BaHoro
npo€KTY aKTa

3

P03BHTOK PeecTpy oci6 qepe3 BHTpaTH Ha TeXHiHHHä
aoonpa1-110Bam-1A

110KpanueHHA
Ta P03BHTOK 3aKJ1mawrbC1 B

HKOCTi paMKax aAMiHicTpYBaHHH
PeecTpy oci6.nporpaMHoro npoAYKTy•,

niABH11.xeHH%RKOCTi 06iry

naHHX B PeecTpi oci6, a caMe
AOBiÅKOBOi

momo MeÅVNHHX
B 06iB.

OuiHKa BIIJIHBY Ha iHTepeciB rp0MaAHH

BHA
a.11bTePHaTHBH

AJIbTePHaTVIBa1

AJIbTePHaTHBa2

Bnroan

BuroÅM BiÅcyrHi

PiBeHb 06cnyrOBYBaHHA

3aJIHL11HTbCH 6e3 3MiH

BEITpaTH

nagieumig: BHTpaTH
BiÅcyTHi

nauicmnig: BHTPaTH
BIAcyTHi

OuiHKa BIIJIHBY Ha cd)epy iHTepeciB cy6'eKTiB roc110Aap10BaHHH
OLIiHKaBIIJIHBY 3AiiiCHiOBaTHMeTbCHBiÅHOCHOcy6'€KTiB roc110Åam0BaHHH, e

BHP06HHKaMHMeÅHHHHX BHp06iB, MeÅvr--1Hvrx BHP06iB miarHocTHKH in vitro Ta
aKTHBHHX MeAHLIHHX BHp06iB, HKi iMIU1aHTYK)Tb, a60 ix YllOBHOBaxeHVIX
npeÄCTaBHHKiB:

TIOKUHHK
KiJ1bKiCTb cy6'€KTiB
rocnomapr0BaHHfl, 1110
ninnamaK)Tb nim
e JilOBa1--1Hfl OAHHHUb
IIHTOMa Bara rpynvr y

3araJ1bHiü KiJ1bKOCTi, BiÅCOTKiB

Be.JIHKi CepeAHi

108

4,320/0

Mani
1255

MiKP0
1137

45,480/0

Pa30M

*2500

100,000/0



4

KiJ1bKiCTb cy6'eKTiB, Ha RKHX noumpoerrbcq peryJ110BaHHR p03paxoBaH0 BiÅ110BiÅH0AO KiJ1bKOCTi

cy6'eKTiB roc110Åap10BaHH% BiAOMOCTiLUOÅO IKHX BHeceHO B PeecTp, oci6 BiÅ110BiAU1bHHX3a

BBeaeHHH MeAHHHHX BHP06iBy 06ir (pecypc - Be6caiT ÅepxaBHa cnyx6a YKpaiHH 3

JliKaPCbKHX3ac06iB 'ra KOHTPOJIK) 3a HaPKOTHKaMU).

P03paxyH0K BHTPaT cy6'€KTiB roc110Aap10BaHHfl, 6YÅeTIPOBOÅHTHCb LUOAO npmmx
BHTPaT cy6'€KTiB rocr10Åap•0BaHHH Ha 03HaüOMJ1eHHH 3 peryJIK)BaHHHM Ta

opraHi3auiff0 BHKOHaHHH BHMOr peryJ1i0BaHH%.

BHA a.J1bTePHaTHBH

AJIbTepHaTHBa 1

3aJIH111eHHH

icHYK)qoi
cvnyauii 6e3 3MiH

AJIbTePHaTHBa2

3anp0110H0BaHoro

npo€KTY arcra

BHFOAH BHTpaTH

CHTyauiq 3aJIH111a€TbCfl 6e3 BvrrpaTH BimcyrHi.
3MiH. PH3HK 06iry AOBIÅHHKiB
He nilW0T0BJ1eHiB 110BHiÜ
Mipi Ta He3pYHHicTb pi3Koro
nepex0AY Ha HOBHÜ ÅOBiÅHHK

KopucTYBaqiB.

IIpHüHnrrq npoeKTY aKTa
nepeA6aqae 110KpauxeHH1

YMOB p060TH 3 PeecTpoM
36iJ1b111eHH%oci6.

ecbeKTHBHOCTiB3a€M0Åii B

PeecTpi oci6 II-IOAO nepex0ÅY

HTpaTH, r10B'H3aHi 3
e06xiÅHicTk003HaüOMJ1eHHH
I'IOJIOXCHHHMH aKTa:
I roAH1--1a * 48 rpWAeHb * 1

pauiBHHK.

Ha BHKOPHCTaHH%
ÅOBiÅHMKiB CTBOPeHHX Ha

HaqiOHaJ1bHOroHOBOro

p03p06J1eHoro Ha OCHOBi

EMDN.

CYMapHi BHTpaTM 3a a.J1bTePHaTHBaMH cy6'€KTiB
rocnomam0BaHHfl BeJIHKOro i cepeAHboro

niÅnpHeMHH11TBa

TepHaTHBa 1 .

TePHaTHBa 2. CYMapHi BHTpaTH cy6'€KTiB
ocri0Aam0BaHHfl BeJIHKOro i cepeÅHboro
ianpueMHH1(TBa 3riÅH0 3 ÅOAaTKOM 2 AO AHaJ1i3Y
erynmopHoro BTIJIMBY (PHÅOK 11 Ta6JIHL1i Ha

AHOro c 6'€KTa rocnomapK)BaHHH Bej1HKOro i

CYMaBHTPaT, 1'PHBeHb

o,oo

5184,00
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epeAHboro 111A11pH€MHH11TBa, flKi BHHHKmOTb BHaCJ1iÅOK
ii perynxropHoro arcra»)

IV. BH6ip Haii6iJ1b111
AOCHr1-1eHHH uinei

PeiTMH1' pe3YJ1bTaTHBHOCTi
(AOCqrHeHHH uinei IliA yac

BnpimeHHH np06J1eran)

AJIbTePHaTHBa1
3aJIH111eHHH icHyoqoi cvnyauii
6e3 3MiH

AJIbTePHaTHBa2
ElpnüHff1TH 3anp0110H0BaHoro

OllTHMaJ1bHOro a.J1bTePHaTHBHOro cnoc06y

K0MeHTapi UIOAO npwcBOCHHf1ban
pe3YJ1bTaTH- BiA110BiAHoro 6aJ1a

B HOCTi (3a

HOTHPH6aJ1bH
010 cncrreM010

OUiHKH)

1

4

Talca UlbTePHaTHBa He A03BOJIMTb

BHPiLUHTHnp06J1eMY, 3a.3HaqeHY B

p03AiJ1i I AHU1i3Y, Ta Aocwrø
uineü AepxaBHoro peryJ110BaHHH,
nepeÅ6aqeHvrx P03AiJIOM II

AHW1i3Y.
IIPHFiHxrrq aKTa A03BOJIHTb:
AocnrHYTH uineii AepxaBHoro
peryJH0BaHHH II-IOAO 3a6e3neqeH1--1A

Hane)KHOro BeAeHHH Peecrpy oci6.
npoeKTY aKTa

PeiTHHr
pe3YJ1bTaTHBHOCTi

AJIbrrep11aTHBa 1
3aJIUIL1eHHfl

icHyoqoi
cvnyauii 6e3 3MiH

BuroAH (niAcyM0K) BHTPaTH

BimcyrHi

(niacyM0K)

JIH mepxaBn:
wrpaTH
0B

'13aHi 3
OÅaTKOBHM

aBaHTaxeHH%M
pagiBHHKiB, 1110
6P06MIOTbTa
eayrrb

ynp0B0Å)KeHHH
eecTpy oci6.
JIH c 6'crcriB

06rpyHTYBaHHH
BiA110BiAHoro
Micuq
aJ1bTePHaTHBH y
peiTHHry

ÅaHa a.J1bTePHaTHBa
He 3a6e3neqye
110Tpe6H y
P03B'H3aHHi
np06neMH Ta
AOCqrHe1--1HH

BCTaHOBJ1eHHX I-linei.
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ocnomap10BaH-
q:

BHTPaTH
110B

'H3aHi 3
AOAaTKOBHM

301yqeHHHM
qac0BHX Ta

JlK)ÅCbKHX
pecypciB,
110B'H3aHHX 3
He06XiÅHiCTK)

KOHTPOJno
aKTYU1bHOCTi
BHeceHHX mar-mx
B Peec oci6.

AJIbTePHaTHBa2
IIPHiHff1TH
3anp0110H0BaHoro
npoeKTY aKTa

AJIHmepxaBH:
pniHxrrn npoeKTY

nepeÅ6aqaeKTa

0KpameHHH
oueciB B3aeM0Aii

OB'%3aHHX 3

YHKUiOHYBaHHR
eecTpy oci6 B

neKTPOHHOMY
opMaTi.
a6e3neqeHHH

IATPHMKH
KTyaJ1bHHX maHHX.
AJIH cy6'CKTiB
roc110AapK)BaHHq:
IIOAU1bL11a
orlTHMi3auiH
He06XiÅHHX3YCHJ1b
Ta 3aAiRHHx
pecypciB
B3aeM0AiiB paMKax
npouecy Bi-leceH1--11

nomaHH%
peecTpauii

BiAOMOCTeü3a
paxyH0K
nporH030BaHocTi
P060TH3

ec COM

q AepxaBH:
incyrHi.

Ta

eaJ1i3auiH
po€KTY aycra He

0Tpe6ye

omaTKOBHX
HÅaTKiB3

epKaBHoro
a/a60 MiCUeBHX
K)AXCTiB.

cy6'€KTiB

rocnoaap10BaHH
q:
BHTpaTH
110B

'H3aHi 3
He06xiAHiCTK)
03HaÜOMJ1eHHfl 3
peKOMeHÅaUiHMH

Ta opraHi3auiero
BHKOHaHHR BHMOr
npo€KTY aKTa: 1

roAHHH * 48
1'PH/meHb * 1

npauiBHHK.

TaKa a.J1bTePHaTHBa
nepeA6aqaTHMe

BHPimeHH}1
np06neMH,
3a.3HaqeH0i B

p03AiJ1i I AHaJ1i3Y, Ta
A03BOJIHTb Aocxrrn
uineü aepxaBHoro
perymoBaHHH,
nepeA6aqeHnx y
p03AiJ1i II AHU1i3Y.



PeiTHHr
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ApryMeHTH IUOAO nepeBarn
06paH0i
a.T1bTePHaTMBn/11PHLIHHH
BiAMOBH Bill a.11bTePHaTHBH

AJIbTePHaTHBa2
uini mepxaBHoro3aJIH111eHH%

icHYK)H0i
cmyauii 6e3 3MiH

AJIbTepnaTHBa 1
IIpHüHxrrq
3anp0110H0BaHoro
npo€KTY aKTa

peryJIK)BaHHH.

FlepeBa1TH BimcyrHi.

OuiHKa pH3HKY 30BHi111Hix

LIHHHHKiB AinHa
3anp0110H0BaHoro

peryJIHTopHoro aKTa

PH3HKH 30BHiL11Hix HHHHHKiB

Ha Ai}0 3anp0110H0BaHoro
peryJIHTopHoro aKTa BimcyrHi.

PH3HKH 30BHi111HiX HHHHHKiB

Ha Ail-oganp0110H0BaHoro
peryJ1%TopHoro aKTa BimcyTHi.

V. MexaHi3MH Ta 3ax0AH, HKi 3a6e3neqaTb P03B'maHHH BH3HaqeH0i
np06J1eMH

MexaHi3MaMM, 3a6e3neqaTb P03B'%3aHHHITP06neMH, BH3HaqeH0i y p03AiJ1i I
I-Iboro AHU1i3Y, e npoeKTY aKTa.

TIPH UbOMY P03B'H3aHH%BH3HaqeHHX y p03ÅiJ1i I Aboro AHU1i3Ynp06neM
3a6e311eqaTb rraKi 3ax0AH.•

1) opraHi3auiüHi 3ax0AH BIIPOBamxeHH1 perym0BaHHfl: BIIPOBamxeHHH
Uboro peryJIATopHoro aKTa He06xiÅH0 3a6e3neHHTH iH(bOPMYBaHHH cy6'eKTiB
rocnomapK)BaHHfl TIPO BHMOFH peryJIHTopHoro aKTa 1.11J1%XOM Moro OllPHJIK)AHeHHH B

3ac06ax MacoB0i Ta P03MiLUeHHiHa Be6caüTi MiHicTepcTBa
oxop0HH 3Åop0B'% YKpaiHH Ta AepxaBH0i CJIY>K6HYKpaiHH 3 JliKaPCbKHX3ac06iB Ta
KOHTPOJ110 3a HaPKOTUKaMW,

2) 3aXOAH, He06xiAH0 3AiüCHMTU cy6'eKTaM rocnomapcbK0i AilJ1bHOCTi y
HaAaHHfl MemuqH0i AOT10Morn:

- 03HaÜOMMTHCH 3 BHMoraMH peryJIK)BaHH1 (11011131K peryJ1xropHoro aKTY B
Mepexi IHTePHeTTa Moro

3 HOCHJ1aHH% Ha Be6-caüTi AepKJ1iKCJIPK6H, nepeüTH no
110CHJ1aHHfl Ha eneycrpommü Ka6iHeT CMCTervfH Ta 03HaMOMHTHCb 3 AOAaTKOBOkO
iH(bopMauieK) LUOAO BUKOPHCTaHHA MOWIHBOCTeü B PeecTpi oci6 —

MeTOAuqHHX peK0Me1-uaqiü.
- CTBOPHTH 3annc, BiÅ110BiÅHOmo 110KpoK0B0i iHcTpyKAii 3 OllHCOM TaKVIX Aiü

11.10A0 BHKOPMCTaHHfl AOBIÅHHKa 111MXOM 3a110BHeHHH BiA110BiAHHX110J1iB B npoueci
nomaHHR B eneKTPOHHOro Ka6iHeTYPeecTpy oci6.

VI. OuiHKa BHKOHaHHH BHMor peryJIHTopHoro aKrra 3aJ1e>KHO Bia pecypciB,
"KHMH P03nopqmxa10TbCH opraHn BHKOHaBqoi BJ1aAH opraHH MicueBoro
caMOBPHAYBaHHH, 4)i3H11Hi Ta lopHAHHHi oc06n, HKi 110BHHHi npoBaA>KYBaTH a60
BHKOHYBaTH ui BHMOrn
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PeaJ1i3auiH perynxropHoro aKTa He 110Tpe6YBaTHMe AOAaTKOBHX

BH'rpaT i pecypciB Ha aAMiHicTpyBaHHR perymoBaHHH opraHaMH BHI<OHaBHOi

opraHaMH MicueBoro caM0BpHÅYBam-1H.
AepxaBHe peryJ1i0BaHH%He nepeA6aqae YTBopeHHH HOBOromepxaBHoro opraHY

a60 HOBOro cTpYKrryrpHoro niÅp03AiJIY Aiyoqoro opraHY.
Elp0BeÅeH0 p03paxyH0KBHTPaT Ha OAHoro cy6 '€KTa rocnomamoBaHHH Benmcoro

i cepeAHboro 111Å11PH€MHH11TBa, HKi BHHHKawrb BHaCJ1iÅOKAii peryJ1flTopHoro aKTa,

BHKJ1amaK)TbCH 3riAH0 3 AOAaTKOM 2 Ta BHTPaTH cy6'€KTiB MUIOFO (MiKpo)
IlimnpH€MHH11TBa 3riAH0 3 monaTKOM 1 (M-TecT) AO MeTOAHKH npoBeÅeH1--1H aHaJ1i3Y
BIIJIHBY perynxropHoro aKTa.

VII. 06rpyHTYBaHHH 3anponoH0Banoro CTPOKY Aii peryJIHTopHoro alcra

CTPOKAii Ilboro perynxropHoro aKTa BCTaHOBJIK)€TbCR Ha He06MexeHHü CTpoK,

OCKIJ1bKH BiÅHOCHHH, IKi BiH perymoe MaEOTb nocTiüHHü xapaKTep.
3MiHa CTP0KY Aii aKTa MOWIVIBa B pa3i 3MiHH MiXHaPOÅHO-npaBOBHX aKTiB,

peKOMeHÅa1-1iü BiÅ110BiÅHHXMi)KHaPOÅHHX opraHi3auiü HOPMaTHBHO-npaBOBHX
aKTiB YKpaiHH BH1110i IOPHAHHH0iCHJIH, Ha BHKOHaH1--1H AKHX p03p06neHHii AaHHÜ
npoeKT aKTa.

TepMiH Ha6paHH51 LIMHHOCTi perynxropHHM aKTOM — 3 iioro
ony6J1iKYBaHHfl.

VIII. BH3HaqeHHf1110Ka3HHKiBpe3YJ1bTaTHBHOCTiAii peryJ1f1Topnoro me-ra

ÅOC%rHeHHH uini mepxaBHoro mcoro np0110HY€Tbcn
peryMTopHHü aKT, MO)Ke 6YTH oxapaKTePH30BaH0 HacTY11HHMH KiJ1bKiCHHMH Ta
*KiCHHMV1 110Ka3HHKarv1H 3HaqeHHH IKHX Mae 3MiHHTHC51 3a BHMi ne iox

Ha3Ba 110Ka3H1,1Ka OAHHHUH 3apa3 6 MiCH- 1 piK 3 POKH

I

2

3

P03Mip Hamxomxel--lb AO

AepxaBHoro 610ÅxeTY,

110B'Bal--IHX 3 aKTa

P03Mip 1--1aÅXOÅ7CHb mo
MiC1-1eBHX6K)ÅXCTiB,

HOB' 3 Aiero arcra

P03Mip HaÅXOAYCHb AO
UiJ1bOBOro

110B'*3aHHX 3 Aie10 aKTa

BHMipy

rpH.

rpH.

rpH.

uiB

o

o

0

o
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25004

5

6

7

KiJ1bKiCTb cy6' eKTiB

rocnomapK)BaHHH, Ha

AKHX

110111HPK)BaTHMeTbCHAil
aKTa

P03Mip KOL11TiB, 11-10

BHTpaqaTHMYTbcH
cy6' eKTaMH

HOB
'

13aHHMH 3

BHKOHaHHHM BHMOr aKTa

Mac, 1110

BHTpaqaTHMeTbcx
cy6' eKTaMH

rocnomapK)BaHHA,
HOB'H3aHHMH 3

BHKOHaHHHM BHMor aKTa

PiBeHb

cy6' eKTiB
3

OCHOBHHX 110JIOXeHb

aKTa

rpH.

rom.

2500

120 ooo

2500

100

2500

0

100

2500

100

AomaTKOBHMH 110K&3HHKaMH pe3YJ1bTaTHBHOCTi perynxropHoro
aKTa MOXYTb 6yru:

36iJ1b111e1--1HHKiJ1bKOCTi nomaHHX 110BiÅOMJ1eHbqepe3 eneKTPOHHOro
Ka6iHeTYPeecTpy oci6;

3MeH111eHHHKIJIbKOCTi 3aJIH111eHHH 110BiÅ0MJ1eHb6e3 p03rnuy•,
36iJ1b111eHHH KiJ1bKOCTi CTBOPeHHR peecTpauiüHnx 3anuciB 3 BHKOPHCTaHHH

AOBIAHHKiB CTBOPeHHX Ha OCHOBi HOBOro HagiOHaJ1bHOro 3a
pe3YJ1bTaTaMHH03HTHBHOro p03rJIHÅY noBiÅOMJ1eHbB Peecrpi oci6;

3MeH111eHHHKiJ1bKOCTi 3BePHeHb Ha TexHiHH0iniATPHMKH.
IX. BH3HaqeHHH 3axoAiB, 3a monorvmormo HKHX 3AiüCHK)BaTHMeTbCH

BiACTemeHHH pe3YJ1bTaTHBHOCTiAii peryJIHTopHoro akra
BimcrrexeHHH pe3YJ1bTaTHBHOCTi peryJIHTopHoro aKTa 3AiüCHK)BaTHMeTbCH

1.11MXOM npoBemeHHfl 6a30Boro, HOBTOPHoro Ta nepi0AMHHoro BiACTexeHb
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CTaTHCTHHHHX 110KUHHKiB pe3YJ1bTaTHBHOCTi aKTa, BVi3HaqeHHX niÅ qac 11POBemeHHH
aHaJ1i3YBIIJIHBY perynxropHoro aKTa.

Ba30Be BiACTexeHHA pe3YJ1bTaTHBHOCTi peryJ1xropHoro aKTa 6yme 3AiÜCHeH0

not-iHHaeTbCH npoBeAeHH% 110BTopHoro BiACTexeHHH pe3YJ1bTaTHBHOCTi Aboro aKTa

LIIJI%XOM aHaJ1i3YCTaTHCTHMHHX maHHX.

110BTOPHeBiACTehCHHH 6yme HPOBOAHTHCb qepe3 piK 3 Ha6paHHH LIHHHOCTi

LIHM peryJ1xropHMM aKTOM UIMXOM aHaJ1i3YCTaTHCTHLIHHX maHHX nopiBHHH0 3

6a30BHM BiACTexeHHAM.
Ilepi0AHLIHe BiÅCTehCHHHpe3YJ1bTaTHBHOCTi 6yme 3AiÜcmOBaTHCHOAHH pa3 Ha

KOXHi TPH pow 110HHHaEOHH 3 3aKiHyeHHH 3ax0AiB 3 110BTOPHoro BiACTexeHH%
pe3YJ1bTaTHBHOCTi Aboro aKTa.

MeT0A npoBemeHHH pe3YJ1bTaTHBHOCTi — CTaTHCTW•-1HHÜ.

BHA maHHX, 3a monoMOPOK) AKHX 3AiüCMOBaTHMeTbCH BiÅCTe)KeHH51

pe3YJ1bTaTHBHOCTi, — CTaTHCTHHHi.

Y pa3i i-laAXOAhCHHH np01103muiü Ta 3ayBaxeHb momo BHPi11.1eHHH
HeBperYJ1bOBaHHX a60 np06neMHnx FIViTaHb 6yme P03rJIHÅaTHCH He06XiAHiCTb
BHeceHH1 BiÅ110BiAHHX3MiH.

BiACTexeHHH pe3YJ1bTaTHBHOCTi peryJIHTopHoro aKTa 6yme 3AiMCMOBaTHC%
MiHicmepcTBOM oxop0HH 3AOPOB'HYKpaiHH nporrqroM y boro CTPOKY Moro Aii.

MiHicTp oxopoHH 3AOPOB'HYKpaiHH

2025 p.

BiKT0p JIHUIKO



ÅomaTOK 1

AO AHU1i3YperyJ1ffropHoro BIIJIMBY

TECT
Manoro ninnpn€MHHATBa (M-TecT)

1. K0HcYJ1bTauii3 npeACTaBHHKaMH MiKpo- Ta Majloro nianpneMHH11TBa

momo OUiHKH BIIJIHBY peryJ110BaHHH

KOHCYJ1bTauiiLUOAO BH3HaqeHHH BIIJIMBY 3anp0110H0BaHoro perymoBaHHH Ha

cy6'eKTiB MaJ10ro niA11PHeMHH11TBaTa BH3HaqeHHH merraJ1bHoro nepeniKY npouenyp,
BHKOHaHHfl He06xiÅH0 3AiüCHeHHAperyJ110BaHHH, npoBemeH0 P03P06HMKOM
y nepi0Å 3 13 rpYÅHH 2024 POKY no 13 ciM1-1A2025 poKY.

3/n

1.

(ny6J1iYHiKOHCYJ1bTauiiBHA
KOHCYJ1bTanii11PHMi (Kpyrni CTOJIH,

p060yi 3yc•rpiqi T01.uo), iHTepHer-

KOHCYJ1bTaUii 11PHMi (iHTepHeT-
(bopyMH, couiaJ1bHi Mepemi •romo),

3a11HTH (no IliAnpn€MuiB, eKcnepTiB,
HayKOBUiB TOIUO)

K0HcYJ1bTauii6YJIHnpoBemeHi:
ny6J1it1Hi npmi (y BHrJ1%Åi
Hapan, p060qvrx 3ycrpiqeü,

A3BiHKiB).

KiJ1bKiCTb
yqacHHKiB
KOHCYJ1bTauiii,
oci6

26

OCHOBHi pe3YJ1bTaTH
KOHCYJ1bTaUiÜ(onwc)

1103HTHBHO OUiH1010Tb
Ta IliÅTPHMYK)Tb
3anp0110H0BaHi 3MiHH B

peryJIÆ0BaHHi,

0AepxaH0 np01103nuii
CTOCOBHO npoeKTY
peryJ1flTopHoro aKTa,

BpaxoBaHi Y
3anp0110H0BaH0MY
npHüHnrrn npoeKTi

aKTa

2. BHMiP10BaHHHBIIJIHBY peryJ110BaHHf1 Ha cy6'€KTiB Manoro nunpneMHH11TBa
(MiKpo- Ta MW1i).

KiJ1bKiCTb cy6'eKTiB MUIOro niÅnpneMHH11TBa, Ha HKHX n0111HPK)€TbCH
peryJIK)BaHHH: 2500 (OAHHHUb), y TOMY qncni MUIoro ninnpmeMHH11TBa 1255
(OAUHHUb) Ta MiKp011iÅnpH€MHH11TBa 1137 (OÅHHHUb);

IIHTOMaBara cy6'€KTiB Manro nimnpueMHH11TBay garaJ1bHii KiJ1bKOCTicy6'€KTiB
rocnonapÆ0BaHHfl, Ha *KHX np06neMa cnpamne BIIJIHB 94 (BiACOTKH).
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MiHiMaJ1bHa 3ap06iTHa 11J1aTa, BH3HaqeHa B noroAHHH0MY p03Mipi, BiÅ110BiAH0

mo 3aKOHYYKpaiHH AepxaBHviü YKpaiHH Ha 2025 CTaHOBHTb
48 rpHBHi. Axepeno OTPVfMaHHH
https://zakon.rada.gov.ua/laws/show/4059-20#Text

Åxepeno 0TPHMaH1--11 npo KiJ1bKiCTb cy6'€KTiB —

PeecTp oci6 BiÅ110BiÅH0 AO KiJ1bKOCTi 3apeecTp0BaHnx cy6'€KTiB (Axepeno
Be6caüT ÅePKJ1iKCJIPK6H) .

npo P03Mip qacy, BHTpaqa€Tbc% cy6'CKTaMH Ha OTPHMaHH%
3a3HaqeH0i iH(bopMauii, e

3. P03paxyH0K BHTPaT cy6'€KTiB Mmoro niAnpneMHHIÅTBa Ha BHKOHaHHH

BHMOr peryJ110BaHHH
P03paxyH0K 3AiÜCHiOBaTHMeTbCHBiÅHOCHO Mai6YTHix BM'rpaT cy6'CKTiB

Y p03paxyHKY BapTOCTi 1 roAHHH p060TH BHKOPHCTaHOMiHiMaJ1bHY3ap06iTHY

nnaTY, BH3HaqeHY B noroAHHHOMY p03Mipi, mca BiA110BiÅH0AO 3aKOHYYKpaiHH
AepxaBHHÜ YKpaiHH Ha 2025 3 1 ciHHR 2025 POKY CTaHOBHTb48 rpHBHi.

Y p03paxyHKY BapTOCTi BpaxoBaHa opieHTOBHa KiJ1bKiCTb roAHH, Rica 6YAe
BHTPaqaTHCb cy6'eKTOM Ha 03HaüOMJ1eHH% 3 BHMoraMH

peryJIK)BaHHH — 1 romvma.

HaiMeHYBaHHHOUiHKH Y nepmnü piK
(CTaPTOBHi piK
BilPOBaAmeHHH
peryJ110BaHHf1)

Ilepi0AHLIHi BHTpaTH 3a
(3a

n'HTb POKiBHacTY11HHi
piK)

OuiHKa «npmmx» BHTpaT cy6'eKTiB Manoro nianpneMHHIÅTBa Ha BHKOHaHHH

IIPHÅ6aHHHHe06xiÅHoro
06J1aAHaHHH(npncnoiB,
MamHH, MexaHi3MiB)

Ilpoqexxypu 110BiPKH
Ta/a60 rlOCTaHOBKM Ha

BiÅ110BiA1--1HÜ06J1iK y
BH3HaqeHOMY opraHi
AepxaBH0i BJ1aAH

MicueBoro
carvi0BPHÅYBaHH%

peryJ110BaHHH

0

0 0
1

2



Ilpouenypn eKcnnyaTauii
3 06J1aÅHaHHR

(eKcrmyaTauiüHiBHTPaTH

3

x

4

5

6

7

8

9

10

- BHTpaTHi MaTepiaJIM)

Ilpoueaypvr
06CJIYTOBYBaHH%

06J1aAHaHHfl(TexHiHHe
06CJ1)TOBYBaHHH)

IH111i npoueaypu
(YTOHHHTH)

He nepeA6aqeH0

Pa30M, IPHBeHb

KiJ1bKiCTb cy6'€KTiB

roc110Aap10BaHHA,1.110
HOBHHHi BHKOHaTH

BHMOrH peryJIK)BaHHH,
OAHHHUb

CYMapH0, 1'PHBeHb

0

x

x

x

2500

x

0

x

0

0

OuiHKa BapTOCTi aAMiHiCTPaTHBHHXnpouemyp cy6'eKTiB Mamro
niunpHeMHH11TBa momo BHKOHaHHH peryJ110BaHHH Ta 3BiTYBaHHH

IIpoqeAyrpn OTPMMaHHA 48
nepBHHH0i iHd)opMauii (p03paxyH0K Ha

o

npo BHMOI'H

peryJH0BaHHH

Ilpouenypn opraHi3auii
BHKOHaHHH BHMor
peryJIK)BaHHH

03HaäOMneHH}1
3AiüCHeH0 3a
(b0PMYJ1010: 48 X I

ae : 48 — p03paxyH0K
BapTocTi OAHiei rOAHHH
P060THnpauiBHHKa; 1 —

KiJ1bKiCTb roAHH P060TH
npauiBHHKa, He06XiÅHHX

03HaäOMJ1eHHfl 3

BHMOraMH
peryJ110BaHHH )

48

(cy6'eKT

110BHHeH BHKOHYBaTH

BHMOI"H

peryJIK)BaHHA JIHL1.1e B

nepL11Hü piK)
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12

13

14

15

Ilpouemypvr od)iuiiHoro
3BiTYBaHHH

Ilpouemypvr 1110A0
3a6e3neqeHHH npouecy

nepeBipoK

IH111i npoueAypH
(YT0HHHTH)

He nepeA6aqeH0

Pa30M, rPHBeHb

KiJ1bKiCTb cy6'€KTiB

Manoro IliA11PH€MHHUTBa,
1110 110BHHHi BHKOHaTH
BHMorH perym0BaHHH,

OAHHHUb

CYMapH0, rPHBeHb
16

4

0

x

0

48

120 ooo,oo

0

x

x
0

2500

0

0

x

96

120 ooo,oo

4. P03paxyH0K cyMapHnx BHTPaT cy6'eKTiB Manoro niAnpneMHHIÅTBa, 1110
BHHHKa10Tb Ha BHK01-1aHHH BHMor peryJ110BaHHf1

110Ka3HHK

1 OuiHKa «npmavrx» BHTPaT cy6'eKTiB
Manoro 111ÅnpH€MHH11TBa Ha
BHKOHaHHfl peryJ110BaHH%

2 OUiHKa BapTOCTi aAMiHiCTPaTHBHHX
npouezxyp cy6'€KTiB Manoro
IliAnpH€'MHHÅTBa 1110A0 BHKOHaH1--•1H

eryJH0BaHHH Ta 3BiTYBaHH%
3 CYMapHi BHTpaTH Manro
IliÅnpneMHHATBa Ha BHKOHaHHH
3annaHOBaHoro peryJIK)BaHHH

Ilepmnü piK

peryJ110BaHHf1
(CTaPTOBHi)

o,oo

120 ooo,oo

120 ooo,oo

3a n'HTb POKiB

o,oo

120 ooo,oo

120 ooo,oo
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4 BHTpaTH Ha

aAMiHiCTPYBaHH%peryJIK)BaHHH
cy6'eKTiB Manro niÅ11PH€MHHIÅTBa

5 CYMapHi BHTpaTH Ha BHKOHaHHH
3annaH0BaHoro peryJ11-0BaHHH

o,oo

120 ooo,oo

o,oo

120 ooo,oo

5. P03P06J1eHHHKoperyoqnx (nOM'%K111YBaJ1bHHX) 3axoAiB AJIH Manoro
ninnpneMHH11TBa mono 3anpon0H0BaHoro peryJ110BaHHH

Ilpouemypa, mo noTpe6ye
KoperyBaHHH

He nepeA6aqeH0

110Ka3HHK

3a11J1aH0BaHe

3a YMOB 3acTocYBaHH1
KOM11eHcaTOPHHX
MexaHi3MiB Ma.rloro
ninnpmeMHH11TBa

CYMapHo: 3MiHa BapTocTi
peryJIK)BaHHfl MUIoro
ninnpH€MHHATBa

Koperyoqnii MexaHi3M

He nepeA6aqeH0

CYMapHi BHTPaTH
Maemoro
niAnpneMHHIÅTBa Ha
BHKOHaHHH

3a11J1aH0Banoro
peryJ110BaHHH 3a

nepmnii piK, FPHBeHb
120 ooo,oo

He nepeA6aqeH0

o,oo

CYMapHi BHTPaTH
MaJ10ro
niAnpneMHHATBa Ha
BHKOHaHHR

3a11J1aH0BaHoro
peryJIK)BaH1-1H 3a n'HTb
POKiB, rpHBeHb
120 ooo,oo

He nepeA6aqeH0

o,oo



AomaTOK2

AHU1i3YperynxropHoro BIIJIHBY

BMTPATH
Ha aAMiHiCTPYBaHHHperyJ110BaHHH AJIH cy6'CKTiB Be.TIHKoro i cepeAHboro

OPHÅKOB
HOMep

1

2

3

4

5

6

7

IliAnpneMHHIÅTBa

BHTPaTH

HTpaTH Ha 11PHÅ6aHHHOCHOBHHX
06J1aÄHaHHHTa npvmaAiB, cepBicHe
06CJ1yrOBYBaHH}1, HaBqaHHWniABH11.xeHHH

nepc0HaJIY TOIUO, rpHBeHb

omaTKH Ta 360PH(3MiHa p03Mipy
omaTKiB/360piB, BHHHKHeHHA He06xiAHocTiy
rmaTi nmaTKiB/360piB), rPHBeHb

HTPaTH, 110B '*3aHi i3 BemeHHflM 06niKY,

3a Tl'51Tb
nep111Hü POKiB
piK

o,oo

o,oo

o,oo
iArOTOBK(hO Ta nomaHHHM 3BiTHOCTi AePKaBHHM
praHaM, rpHBeHb

HTpaTH, noB'H3aHi 3 aÅMiHicTpYBaHH51M 3ax0AiB 0,00

ep•KaBHoro Harnuy (KOHTPOJIIO) (nepeBipoK,
ad)HHX caHKuiä, BHKOHaHH% pimeHb/ npm-mciB

omo), 1'PHBeHb

HTpaTH Ha OTPHMaHHH aAMiHiCTPaTHBHHXnocnyr 0,00
(A03BOJ1iB, JliueH3iü, aTecTaTiB,

oromxceHb, BHCHOBKiB, npoBeAeHHH
e3aJ10KHHX/060B '

513KOBHX eKcnepTH3,
aTecTauiiTOIIIO) Ta iH111HX nocnyr

(npoBeneHHH HayKOBHX, iH111HX eKcnepTH3,
cTpaxYBaHHH TOIAO), rpHBeHb

HTPaTH Ha 060POTHiaKTHBH (MaTepiaJIH,

aHueJIAPCbKiTOBaPH TOLUO), rpHBeHb

HTPaTH, 110B 'R3aHi i3 HaiMOM AOAaTKOBoro
epc0HaJIY, rPHBeHb

o,oo

o,oo

o,oo

o,oo

o,oo

o,oo

o,oo

o,oo
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9

10

11

2

Hille (03HaÜOMJ1eHHH 3 BHMoraMH peryJIK)BaHHH),
HBeHb

A30M (CYMa pnAKiB: I + 2 + 3 + 4 + 5 + 6 + 7 +
8), rpHBeHb

KiCTb cy6'eKTiB rocnomaPK)BaHHfl BeJIHKOTO
a cepeAHboro 111ÅnpvreMHMIÅTBa, Ha HKHX 6yme
0111HpeH0 peryJ1i0BaHHH, OAHHHUb

8

8

108

8

8

5184,00CYMapHi BHTpaTH cy6'€KTiB 5184,00
ermrcoro Ta cepeAHboro 111mnpmeMHMATBa, Ha
HKOHa1--1HH peryJIK)BaHHH (BaPTiCTb perym0BaHHH)
(PHAOK 9 X PHAOK 10), IPHBeHb



https://moz.gov.ua/uk/povidomlennya-pro-oprilyudnennya-proyektu-nakazu-pro-vregulyuvannya-pitannya-
nalezhnoyi-organizaciyi-vprovadzhennya-ta-vikoristannya-nacionalnogo-klasifikatora-nk-031-2024-

nacionalna-nomenklatura-medichnih-virobiv



NOBIAOMJIEHHSI
npo onpHJ110AHeHHH

npoercry HaKa3Y BperYJ110BaH1-1f1 nvna1--1HH Hane>KHOi opraHi3auii
BIIPOBaAmeHHf1 Ta BHKOPHCTaHHf1 HaniOHaJ1bHOro KJ1acHd)iKaTopa HK 031:2024

HOMe1-1KnaTypa Memntll-lnx B PeecTpi oci6,
BiA110BiAaJ1bHHX 3a BBemeH1--1H MeAHLIHnx Bnp06iB, aKTHBHHX Memnt1Hnx Bnp06iB,

iMnnaHTYK)Tb, Ta MeAWIHHX Bnp06iB AJIH AiarHocTHKH in vitro B 06ir»

MiHiCTepcTBOM oxopoHH 3AOPOB'fl YKpaiHH Ha rporvrancbKe 06r0BopeHH%
np0110HY€Tbcq rlpo€KT HaKa3Y MiHicTepcTBa oxopoHH 3AOPOB'HYKpaiHH

IIHTaHHR Hane)KH0i opraHi3auii BFIPOBanxeHHH Ta BHKOPHCTaHHH
HaniOHaJ1bHOro HK 031 :2024 HOMeHKJ1aTypa
rvreAHHHHX B PeecTpi oci6, BiA110BinaJ1bHHX3a BBeneHHH MeAHLIHHX BHP06iB,

aKTHBHHX MeÅHLIHHX BHP06iB, AKi iMnnaHTYK)Tb, Ta MeAHHHHX BHP06iB
AiarHOCTHKH in vitro B 06ir» (mani — IIPO€KT HaKa3Y), Luo P03p06J1eHHä 3 MeTOK)

Hane)KHOi opraHi3auii BFIPOBanxeHHH rra BUKOPHCTaHHH HaUiOHU1bHOro
KJ1acHd)iKaTopa HK 031:2024 HOMeHKJ1aTypa MeAVIHHVfX B
PeecTpi oci6, BiA110BimaJ1bHHX3a BBeneHHH MeAHHHHX BHP06iB, aKTHBHHX MeAHHHHX
BHP06iB, AKi iMnnaHTYOTb, Ta MeAH1-1HHX BHP06iB AiarHOCTUKHin vitro B 06ir.

Elpo€KT HaKa3Y OflPHJIYOAHeHO IIIJIHXOM P03MiL1-xeHH51Ha 0(biuiäHOMY Be6caMTi
MiHicTepcTBa OXOPOHH 3AOPOB'q YKpaiHH y Mepexi IHTePHeT(https://moz.gov.ua).
IIpor103HL1ii Ta 3ayBaxeHHH mono npo€KTY HaKa3Y HPOCHMO HaACHJ1aTM nporrqrorvl 30
AHiB 3 naTH ny6J1iKauii Ha ampecy M03 y 11MCbMOBOMY a60 eneKTPOHHOMY y
(l)0PMi 110PiBH%J1bHOiTa6JIHL1i 3a BYJI. rpymeBcbKoro, 7, M. KMiB, 01601,
ÅenapTarvreHTUH(bPOBHX TpaHc(bopMauiä B oxopoHi 3mop0B'H, (044) 253-33-
31, (e-mail: digital@moz.gov.ua).

B. o. AHpeKTopa AenapmaMeHTY und)p0Bnx
B oxopoHi 3AOPOB'q AHApii CK011EUb


