
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.



4

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.


