
3ATBEPA)KEHO
HaKa3 MiHicTepcTBa oxop0HH
3mop0B'51 YKpaiHH

2024 N!

110PAAOK
npn3HaqeHHf1 MeAWIHHX Bnp06iB Ta A0110Mi>KHVIX 3ac06iB pea6iJ1iTauii

I. 3araJ1bHi nonomeH1-1f1

1. Ain Ilboro IlopflAKY 110111up10€Tbcq Ha 3arcnaAH oxopoHH 3mop0B'H Ta

ninnpH€M11iB, HKi MaiOTb Jli1-1eH3iK) Ha npoBanxeHHHoci6

rocnomapcbK0i AiW1bHOCTi3 MeAHHH0i npaKTHKH i B Mexax TaK0i miRJ1bHOCTi
3AiäCHYOK)Tb npH3HaqeHHH MeÅHMHHX BHP06iB Ta A0110Mi)KHHX 3ac06iB

pea6iJ1iTauii, Ta cy6'€KTiB MalOTb Ha npoBamxeHHfl

rocnonapcbK0i AiW1bHOCTi 3 p03Api6H0i TopriBJ1i JliKapcbKHMH 3ac06arvm (majli -

ar1TeLIHHM 3aKJ1aA), a rraKO)K Ha MeAHHHHX Ta (baprqmeBTHHHHX npaUiBHHKiB, AKi

3ape€cTpoBaHi B eneKTPOHHiÄCHCTeMi OXOPOHH 3AOPOB'q i Mar-OTb npaBa mocTyny

BiXU10BiÅH0 AO Flopqmcy (l)YHKUiOHYBaHHH eyreKTPOHHOi CUCTeMH OXOPOHH

340POB'fl, 3anepnxeHoro 110CTaHOBO}O Ka6iHeTYMiHicTpiB YKpaiHH BiA25 KBiTHH

2018 POKY N! 411.

2. I-LeM 110PflAOK BH3Haqae npouenypy 11PH3HaqeHHA MeAHLIHHMH
npaL1iBHMKaMH MemmqHHX BHp06iB, y T0MY HHCJ1i MeAV1t1HHX BHP06iB, HKi

IliÅJMraYOTb peiM6ypcauii 3a nporpaM010 mepxam-rux rapaHTiV1 MeAHLIHoro
06CJ1yr0BYBaHHfl HaceneHHH (mani Memmt1Hi BHP06H, 51Ki IliAJ1qra}0Tb

peiM6ypcauii), Ta A0110Mi)KHHX 3ac06iB pea6iJ1iTauii BiÅ110BiAH0 AO nepeniKY

3riAH0 momancy 2 AO Ub01*O Ilopucy, a TaKO)K npouenypy BiArrycKY npH3HaqeHmx
Memnq1-1HX BHP06iBTa A0110Mi)KHHX gac06iB pea6iJ1iTauii.

3. Y UbOMY HopslÅKY TepMiHH B TaKOMY 3HaqeHHi:
MeÅHHHHü npauiBHHK - JliKap a60 B YCTaHOBJ1eHHX I-IMM HOPHAKOM BHnaAKax

ÄiBe1-1b 3 pea6iJ1iTauii, nepe6YBae y rrpynomrx BiAHOCHHax i3 cy6'€KTOM
roc110Åap10BaHHH, Mae niueH3iyo Ha rocnmapcbK0i AimbHOCTi
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3 Memmt1H0i npaKTHKM, a60 d)i3Ht1Ha oc06a - ninnpH€Me11b, A1-ca 3ape€cTp0BaHa Ta

OTPHMaJ1a B YCTaHOBJ1eHOMY 3aKOHOM JliueH3iyo Ha 11POBaÅ)KeHHfl

rocnomapcbK0i AiW1bHOCTi3 MeAHHHOi npaKTHKH.
IHLL1i TePMiHHB UbOMY flop;1ÅKY y 3HaqeHH51X, HaBemeHmx y

3aKOHax YKpaiHH 3aKOHOÅaBCTBa YKpaiHH npo oxopoHY
nepxaBHi (biHaHCOBi rapaHTii MeÅHHHoro 06CJ1yrOBYBaHHA

pea6iJ1iTauiyo y C(bepi OXOPOHH 3AOPOB'q», JIiueH3iMHmx YM0Bax
npoBaÅ)KeHHH rocnonapcbK0i AiW1bHOCTi 3 BHP06HHUTBa niKaPCbKHX3ac06iB,
OTITOBOi Ta p03Api6H0i TopriBJ1i JliKaPCbKHMH3ac06aMH, iMnopTY JliKaPCbKHX
3ac06iB (KPiM aKTHBHHX iHrpemi€HTiB), 3aTBePÅHCHHX
110CTaHOBOYOKa6iHeTYMiHicTpiB YKpaiHH Bin 30 JlucTonana 2016 POKY N! 929,

TexHiHH0MYpernaMeHTi momo MeÅUHHHX BHP06iB, 3aTBePA)KeHOMY 110CTaHOBOK)

Ka6iHeTYMiHicTpiB YKpaiHH Bim 2 2013 POKY N! 753, ACTY EN ISO
9999:2021 (EN ISO 9999:2016, IDT; ISO 9999:2016, IDT) Ta HOPMaTHBH0-
npaBOBHX aKTax y OXOPOHH 3mop0B'H.

4. MeÅHt1HHM AOKYMeHTOM 1110110 npH3HaqeHH% MeÅHLIHHX BHp06iB e 3a11HT

Ha MennqHHM BHPi6/A0110Mi>KHHü 3aci6 pea6iJ1iTauii, 1110 BH11Hca1-1Hü rvreAHHHHM
npaUiBHHKOM, 3a (I)OPMOK), HaBemeHOK) B monaTKY I I-Iboro IlopHAKY (AaJ1i -

nanep0BHü 3a11HT) a60 eneKTPOHHHä3ar1HT Ha MeÅMLIHHä BHPi6/A0110Mi)KHHä3aci6

pea6iJ1iTauii (nani - eneKTPOHHViä3ar1HT), Cd)OPMOBaHHM MeAHLIHHM 11PaqiBHHKOM
B PeecTpi Memnt1HHX 3armciB, 3a11HCiB npo HanpaBJ1eHH% Ta peue11TiB (nani -

PeecTp) B eneKTPOHHiäCHCTeMi oxopoHH 3AOPOB'H(majli - EC03) Ha IlincTaBi
rvreÅHMHHX 3armciB B PeecTpi BiA110BiAHOzO IlopHAKY BemeHHfl Pe€cTpy MenuqHHX
3armciB, 3armciB npo I-lanpaBneHH% Ta peuer1TiB B eneKTPOHHiMCHCTeMi OXOPOHH
3mop0B'51, 3aTBepmxeHoro HaKa30M MiHicTepcTBa OXOPOHH 3ÅOPOB'HYKpaiHH Bin
28 JuoTOEO 2020 POKY NQ 587, 3apeecTpoBaHoro B MiHicTepcTBi IOCTHUii YKpaiHH
05 6epe3HH 2020 POKY 3a NQ 236/34519.

5. EneKTPOHHi 3ar1HTH Ta nanepoBi 3aflHTH (AU1i 3a11HTH)
npauiBHHKaMH 3riAH0 3iMeÅV1t1HHMH

cneUiaJ1bHOCT%MHy raj1Y3i OXOPOHH 3Aop0B'fl, 3a HKHMH HPOBaAHTbCR MeAHHHa
npaKTHKa Binr10BiAH0 no OTPHMaH0i cy6'€KTOM rocnonap}0BaHHH JliueH3ii, Ta
BiA110BiAHHXnocam.
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6. EneKTP0HHi3a11HTH d)OPMYIOTbC51 Memmt1HHMH npauiBHHKaMH Ha KO)1CHe

HaMMeHYBaHH%MeÅHt1HOro BHP06y a60 A0110Mi)KHoro 3ac06y pea6iJ1iTauii0KpeM0.

7. IlPH3HaqeHH51 MeAHMHHX BHp06iB 3AiüCHIO€TbCfl 3 BHKopucrraHH%M

Haui0HaJ1bHoro HK 024:2023 MemnqHVIX

3aTBepÅ)KeHoro HaKa30M MiHicTepcTBa eKOHOMiKH YKpaiHH BiÅ

24 TPaBH% 2023 POKY Ng 4139 (nani - 1-1K 024:2023 MeAHt1HHX

IlPH3HaqeHH% A0110Mi)KHHX 3ac06iB pea6iJ1iTauii 3AiMCHIO€TbCA 3

BHKOPHCTaHHHM AOBiÅHHKaAOTIOMi>KHHX3ac06iB pea6iJ1iTauii, P03p06neHHä

3riAH0 3 ACTY EN ISO 9999•.2021 (EN ISO 9999:2016, IDT•, ISO 9999:2016, IDT)
Ta 3aTBePÅ)KeHuä HaKa30M MiHicTepcTBa OXOPOHH mopoB'fl YKpaiHH Bin
21 BepecHfl 2023 POKY N! 1666 (mani — ÅOBiÅHHK A0110Mi)KHHX 3ac06iB

pea6iJ1iTauii).

8. TlicJ151 (bOPMYBaHH% eneKTPOHHOro 3a11HTY, naui€HTY (Moro

npeACTaBHHKY) Hana€TbC51 npo HOMep ej1eKTPOHHOro 3ar1HTY.
Y pa3i (bopMYBaHHH eneKTPOHHOro 3a11HTY Ha MeAH1-1HHä BHPi6,

niÅJ1qrae peiM6ypcauii, MeÅHMHHä npauiBHHK Hamac naui€HTY(Moro 3aKOHHOMY
npeAcrraBHHKY) iHd)opMaL1iyo npo KOA niATBepnxeHHH OTPHMaHH% Mezu-ltmoro
BHP06y 3 ar1Tet1Horo 3aKJ1aÅY' (mani - KOA niATBepnxeHHfl).

Ha npoxaHHH naui€HTa (Moro npeACTaBHHKa) Hana€TbC}1 iH(bopMauiMHa

AOBiAKa B nanep0Biä (l)0PMi, 1110 cd)0PMOBaHa EC03 Ta MiCTHTb BiAOMOCTinpo
HOMep Ta (bopMYBaHHH eneKTpoHHoro 3ar1HTY, a TaKO)K iH(bopMaui10 npo
npH3Haqer-1Hä BHPi6a60 A0110Mi)KHHü 3aci6 pea6iJ1iTauiiBiL110BiÄH0 AO
Ta6JIHUi 1 A0AaTKY 2 mo Uboro Ilop%AKY, Moro xapaKTePHCTHKH BiA110BiAHOAO
Ta6JIHUi 2 AOAaTKY 2 110 uboro Ilopurcy (3a HMBHOCTi) Ta peK0MeHÅauii LUOAO
3aCTOCYBaHHH (AaJ1i - iH(bopMauiäHa AOBiAKa). Y pa3i (l)0PMYBaHHfl eneKTPOHH01'O
3aTIHTY Ha BHPi6, IliÅJ1qrae peiM6ypcauii, iH(bopMauiMHa AOBimca
nonaTKOBO MO)Ke MiCTHTH KOA

AOBiAKa, BHAaHa Biar10BiAH0 no a63auy TpeTboro Llboro
nyHKTY, He BBaxa€TbC51 3a11HTOM Ta Mae xapaKTep.

9. AaTOK) (l)0PMYBaHHH eneKTPOHHOro 3a11HTY e narra Harcnane1-1HH MeAHt1HHM
npaqiBHHKOM Ha eneKTPOHHHVi3ar1HT B EC03 eneKTPOHHOro
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Ilinnucy a60 YAOCKOHaneHoro eneKTPOHHOro ninnucy, 1110 6a3y€Tbc51 Ha

eneKTPOHHOro IliAnucy.

CTPOK Aii eneKTPOHHOro 3ar1HTY Ha MeAHt1HHü BHPi6, niAJ1flrae

peiM6ypcauii, CTaHOBHTb TPHÅUATb KaneHAaPHHX AHiB 3 naTH Moro

EneKTPOHHi 3a11HTH Ha iHL11i MeAHHHi BHP06H/nor10MiXHi 3ac06H

pea6iJ1iTauiiAi10Tb AO M0MeHTY ix norameHHH CKacyBaHHfl.

10. EneKTPOHHHä 3ar1HT MO)Ke 6YTH CKaCOBaHHü MeAHt1HHM npaUiBHHKOM,

cd)0PMYBaB TaKHä eneKTPOHHHM 3ar1HT, y Bl,mamcax, 511<1110 BiH 6YB
Cd)OPMOBaHHü 110MWIKOBO a60 y 3B'*3KY i3 BincyTHicno nincTaB Moro

(bOPMYBaHHR.

11. EneKTPOHHHä 3ar1HT, 3a HKHM 3AiüCHeH0 Billi1YCK (BHAaqy,

3a6e3neqeHH51, KOMneHcauiK)) MeÅHMHoro BHp06y/Å0110Mi)KHoro 3ac06y

pea6iJ1iTauii, BBaxa€TbC}1 norameHHM (BHKOHaHHM) 3 MOMeHTY BHeceHH% B EC03
Mexxur-1Horo 3anmcy npo norameHH51 eneKTPOHHOro 3a11HTY Ha MezlHHHHü

BHPi6/Å0110MiXHHii 3aci6 pea6iJ1iTauiiB 110BHOMY 06cfl3i.

12. EJIeKTPOHHHü3ar1HT, 3 nopYLIRHHAM BHMOr Uboro
Flop51ÅKY, BBaxa€TbCH HeniüCHHM.

Cy6'€KT rocnomapK)BaHHA, npauiBHHK cd)oprv1YBaB

eneKTPOHHHü3a11HT 3 nopymeHHAM BHMOr Ilboro Ilopqmcy, 3060B'fl3aHHä
3a6e3neqviTH CKacyBaHHH TaKoro eneKTPOHHoro 3a11HTY Ta 3a 110Tpe6H

(bOPMYBaHHHHOBOFO eneKTPOHHOro 3ar1HTY naui€HTa.

13. Y BHnaÅKY 3BePHeHH% naui€HTa (üoro npencrraBHHKa) 3a nor10Mor0}0
TexHit1HHX 3ac06iB eneKTPOHHHX KOMYHiKauiV1MeAHt1HHä npauiBHHK Mae npaB0

11PHäHflTHpil.ueHHfl TIPO (l)OPMYBaHHfl eneKTPOHHoro 3a11HTY Ha MeÅH11HHü BHPi6
6e3 npoBeneHHH oc06HCToro npHä0MY naui€HTa 3a pe3YJ1bTaTaMH AHCTaHUiüHOi
B3a€M0Aii 3 HMM, crmpmoqmcb Ha orrpmrvmaHiBill naui€HTa (Moro npeACTaBHHKa)AaHi
npo 110TOHHHä CTaH mopoB'51 Ta cKaprH rraui€HTa, BiAOMOCTinePBHHHOi06J1iKOBOi
MeAHHHOi A0KYMeHTauiiTa RICI-UO TaKe pimeHH% He cynepet1HTHMe raJIY3eBHM

cmaHAapTaM y C(bepi OXOPOHH 3110130B'*, 3 060B'%3KOBHM BHeceHHHM Meant-IHHX
3a11HCiB npo TaKY B3a€M0Åiyo AO eneKTPOHH0iCHCTeMHOXOPOHH 3AOPOB'fl.

(bopMYBaHHA eneKTPOHHHX 3a11HTiB Ha AOT10Mi)KHi 3ac06H pea6iJ1iTauii y
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cnoci6, BH3HaqeHViü a63auoM nepL11HM Uboro IIYHKTY, 3a60POHfl€TbCH.

II. OC06JIHBOCTi npH3HaqeHHf1 MeAnt1Hnx Bnp06iB, f1Ki niA,nqra10Tb
peiM6ypcauii

1. 3ar1HTH Ha MenHHHi BHP06H, HKi ninnqra}0Tb peiM6ypcauii, a caMe - Ha

rreCT-CMPKKH BH3HaqeHHfl piBHH rJIK)K03H iHAHBinyaJ1bHoro EJIK)KOMeTPa,

JliKaPHMH3a cneUiaJ1bHOCTHMU
(majli JliKapi-eHÅOKPHHOJ10ru) i JliKaPHMH3a

cneUiaJ1bHOCTHMH npaKTHKa-ciMeMHa

rvreÅUUUHa», RKi Hanal-OTb nepBMHHY MeÅVIHHY mor10Mory. EJIeKTPOHHi3a11HTH
TiJ1bKH Ha riiÅcrraBi BiÅr10BiÅHoro TIPH3HaqeHHfl MeAHHHOro BHp06y y

11J1aHi JliKYBaHH%, CTBopeHoro JliKaPHMH-eHAOKPHHOJIOraMH, Ta rvreAH1-1Horo 3anucy
TIPO B3a€M0Ai}0 B PeecTpi.

2. H0BHü eneKTPOHHHä 3a11HT Ha BHPi6, niAJ1qrae
peiM6ypcauii, 3 OAHaKOBHM KOAOM Ta HUBO}O Memvrm-loro BHP06y BiA110BiAHOAO
HK 024:2023 MeAHYHHX MO)Ke 6YTHcd)0PMOBaHHü He
paHi111e Hix:

3a ciM Ka-neyuaPHHX AHiB mo 3aKiHqeHH51 CTPOKY,Ha 6YJ10Cd)OPMOBaHO
nonepeÅHiä eneKTPOHHHä3a11HT, AKUIO rraKHü CTPOK CTaHOBHTb a60 nepemnuy€
ABaAU%Tb OAHH Ka-neymaPHHM meHb•,

3a TPH Ka.neHAapHi AHi no 3aKiHqeHH% CTPOKY, Ha 6YJ10Cd)OPMOBaHO
nonepeÅHiü eneKTPOHHHü 3a11HT, RICIIIO TaKHä CTPOK e MeH111HM 3a ABaAU%Tb OAHH
KaneHmaPHHä xteHb.

uineä uboro ITYHKTY CTPOK, Ha 6yno C(b0PMOBaH0 eneKTPOHHHä
3ar1HT Ha MeÅHHHHä BHPi6, Ilimnxra€ peiM6ypcauii, Binpax0By€Tbcq Bin
3UHaqeH0i B PeecTpi naTH 3aKiHqeHHH nonepeÅHboro Kypcy JliKYBaHHHnaui€HTa
3a 3a11MT0M Ha MeAViLIHHä BHPi63a THM xe KOAOM Ta Memnt1Horo BHp06y
BiAfl0BiAH0 AO HK 024:2023 MeAHHHHX

III. OC06JIHBOCTi 3a110BHe1-1HH nanepoBoro 3a11HTY
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1 . llanep0BHii 3a11HT 3a110BHfO€TbCHqiTK0 i p036iPJIHB0 BimPYKH KYJ1bKOB010

pyt1K0f0 a60 3a AOTIOMOPOK) ApyrcapcbKux npmcTpoiB 3 060B' BHeceHHHM
iH(bopMauii, nepen6aqeH0i (b0PM0}0 namepoBoro 3a11HTY.

BpmpaBneHH51 B nanepoB0MY 3ar1HTi He A03BOJ1ffOTbCfl.

2. Y nanepoB0MY 3a11HTi 3UHaqaroTbcq:
1) HaMMeHYBaHHH 3aKJ1aÅY OXOPOHH 3nop0B'H a60 11Pi3BHLUe, iM'51, 110

6aTbKOBi (3a HaflBHOCTi) (l)i3HLIH0i oc06H-11iA11PH€M11Y,Micqe3HaXOÅ)KeHHW, KOA 3a

€ÅPHOY (pe€cTpauiüHHü HOMep 06J1iKOBOi KaPTKH rlJ1aTHHKa nonaTKiB
oc06H-ninnpH€MLIH); HOMep rra naTa (MHCJIO, Michllb, piK) BHAaqi JliueH3ii

Ha 11POBaA)KeHHH rocnomapcbK0i AiW1bHOCTi3 Memut1H0i npaKTHKH a60 HOMep Ta

maTa (HHCJIO, MiCHUb, piK) pimeHH% opraHY JliUeH3YBaHH%npo BHAaqy JliueH3ii Ha
11POBanxeHHH roc110ÅapcbK0i AiW1bHOCTi3 MeÅHLIH0i npaKTHKW,

2) npi3BH111e, iM'%, no 6aTbKOBi (3a HMBHOCTi) Ta BiK naui€HTa, HKOMY

BH11HCY€TbC% nanep0BHM 3a11HT;

3) HaMrvreHYBaHHHMeAHHHOro BHp06y/A0110Mi>KHoro 3ac06y pea6iJ1iTauii,

KOA (AJI% wreAHHHHX BHp06iB - 3a HaqiOHaJ1bHHM HK 024:2023

Memmt1HHX BHP06iB»;AJIR A0110Mi)KHVfX 3ac06iB pea6iJ1iTauii - 3a

AOBiAHHKOMA0110Mi)KHHX 3ac06iB pea6iJ1iTauii, KiJ1bKiCTb Ta xapaKTepHCTHKH•,
4) npi3BH1ue, iM'%, no 6aTbKOBi (3a HUIBHOCTi) Ta ninnuc Memut-lkloro

npauiBHMKa, BHIIHCY€ nanep0BHü 3ar1HT. llanep0BHä 3a11HT, 11-10 BH11HCY€TbCH
JliKapeM, 3acBimqy€Tbcq OC06HCTOK) JliKapq, BH11HCaB narrep0B1dä

3a11HT;

5) MHCJIO, MiCHUb 'ra piK BHEIHCYBaHHH nanepoBoro 3a11HTY.

3. Y pa3i 11PH3HaqeHHH MeAHLIHOro BHp06y, IliAJ1qrae peiM6ypcauii,
nanep0BHä 3ar1HT BHrmcy€Tbcq Ha OAHe Hair.,ßHYBaHHfl TaKoro rvreÅHHHoro BHp06y.

IV. OC06JIHBOCTi d)OPMYBaHHf1 eneKTpoHHoro 3anvrry Ha AOITOMi>KHi

3ac06H pea6iJ1iTauii

l. EneKTPOHHHü 3ar1HT Ha A0110Mi)KHi 3ac06H pea6iJ1iTauii Ha
MeAHLIHoro 3anucy npo B3a€MOÅiK) B PeecTpi MO)Ke (bopMYBaTucn
MeAHL-1HHMH npauiBHHKaMu:

JliKaPHMH Ta pea6iJ1iTauiiiH0i MeAHUHHH B parvfKax

FlincTaBi

rraKHMH

P060TH
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MYJ1bTHAUCUH11J1iHaPHOipea6iJ1iTauiiiH0iKOMaHÅW,
(baxiBUflMH 3 pea6iJ1iTauii (eproTepar1eBT, (l)i3Ht1HHü TepaneBT, TepaneBT

MOBH i MOBJ1eHHH), B pa3i Hanal-1H51 pea6iJ1iTauiüH0i nor-IOMorH caMOCTiüHO y
BH3HaqeHHX 3aKOHOÅaBCTBOM BH11amcax•,

JliKaPAMH3riAH0 3 JliKaPCbKHMUcneUiaJ1bHOCT51MV1Ta nocanaMH, 3a *KHMU

HPOBaAHTbCH MeÅHHHa npaKTHKa BiA110BiAH0 AO 0TpvnraH0i cy6'€KTOM

JliueH3ii.

2. IlPH3HaqeHH51 A0110Mi)KHHX 3ac06iB pea6iJ1iTauii 3ÅiMCHK)€TbCH

(baxiBUflMH 3 pea6iJ1iTauii 3 ypaxYBaHH51M BHMOr, BCTaHOBneHHX HOPHÅKOM
3a6e311eqeHHA oci6 3 06Me)KeHH51MH 110BCflKAeHHOro (l)YHKUiOHYBaHHH MeAHHHHMH
BHP06aMH, B TOMY HHCJ1i AOflOMi)KHHMH 3ac06aMH pea6iJ1iTauii, 3aTBePLVKeHHM
110CTaHOBOK) Ka6iHeTYMiHicmpiB YKpaiHH BiA 16 rpym-l}1 2022 POKY N! 1462.

V. Ilopf1A0K BiAnycKY MeAHHHHX Bnp06iB Ta Aon0Mi>KHnx 3ac06iB

pea6iJ1iTauii

1. A03BOJ1%€TbCABinnycK MeAHHHHX BHP06iB, 11-10 BBeneHi B 06ir, 51KIUO BOHU

110BHiCT}O Biltr10BiÅaroTb BHMoraM TexHiHHoro pernaMeHTY LUOÅO MeAVILIHHX

BHP06iB, 3aTBepnxeHoro TIOCTaHOBOK) Ka6iHeTYMiHicTpiB YKpaiHH Bin 2 KOBTHH

2013 POKY NQ 753 (3i 3MiHaMH), TexHiLIHoro pernarv1eHTY 1110110 MeAHHHUX BHP06iB
miarHOCTHKH in vitro, 3aTBemxeHoro TIOCTaHOBO}O Ka6iHeTYMiHicTpiB

YKpaiHH Bim 2 XOBTI-IA 2013 POKY N! 754 (3i 3MiHaMH), TexHiHHoro pernaMeHTY
1110110 aKTHBHHX MeÅHLIHHX BHP06iB, AKi iMnnaHTYk0Tb, 3aTBepnxeHoro
110CTaHOBOiO Ka6iHeTYMiHicTpiB YKpaiHH BiÅ 2 2013 POKY N! 755 (3i
3MiHaMH), 1110 AOKYMeHTOM npo BiÅ110BiÅHiCTb, a TaKO)K

MeAHHHHX BHP06iB, LUOAO HKMX BHKOHaHO BHMOFH IlopHAKY BBeneHH51 B 06ir Ta

ercc11J1yaTauiK) orcpex,mx MenH1-1HHX BHP06iB, MeÅHLIHHX BHP06iB AiarHOCTHKU
in vitro Ta aKTHBHHX MeÅHYHHX BHP06iB, iM11J1aHTYi0Tb, CTOCOBHO 51KHX He
BHKOHaHi BHMOI'H TeXHiHHHX pernaMeHTiB, ane BHKOPHCTaHHH RKHX He06xiAHe B

iHTepecax oxop0HH 3ÅOPOB'H, 3aTBepnxeHoro HaKa30M MiHicTepcTBa oxopoHH
3AOPOB'flYKpaiHH Bin 29 XOBTH51 2020 POKY Ng 2462, 3ape€cTpoBaHoro B

MiHicTepcTBi YKpaiHH 28 rpYÅHH 2020 POKY 3a N! 1297/35580.
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2. AKIIXO BiA110BiAHO AO cd)0PMOBaHoro eneKTPOHHOro 3ar1HTY He06xiAHe
iHAHBimyaJ1bHe BHEOTOBneHH51 rvreAHHHoro BHp06y/A0110Mi>KHoro 3ac06y
pea6iJ1iTauii, TO TaKHä eneKTPOHHHü3a11HT pe3epBy€Tbc% B PeecTpi Ha CTPOK,

He06xiAHHM BUFOTOBJ1eHHH BiA110BiÅHoro MenuqHoro BHP06y/Å01TOMiXHOFO

3ac06y pea6iJ1iTauii. Ha nepiom BHEOTOBRHH% Menurmoro BHp06y/A0110Mi)KHoro
3ac06y pea6iJ1iTauii BHeceHHH 3anvrcy npo norameHHH eneKTPOHHOro 3a11HTY e

HeAOCTY11HHM.

B pa3i rOTOBHOCTi MeÅHt1Horo BHp06y/mor10Mi)KHoro 3ac06y pea6iJ1iTauii no
BinnycKY, oc06a, 1110 3ape3epBYBa.J1a B PeecTpi eneKTPOHHViM3ar1HT, BHOCHTb AO
PeecTpy 3armc npo norameHH51 eneKTPOHHOFO 3ar1HTY Ha MenuqHHä
BHPi6/A0110Mi>KHHÜ 3aci6 pea6iJ1iTauii.

B pa3i HeMO>KJIHBOCTi BHKOHaTH BiÅ11YCKMeAHHHoro BHp06y/nor10Mi)KHoro
3ac06y pea6iJ1iTauii, pe3epBYBaHHH rraKoro eneKTPOHHOro 3a11HTY B PeecTpi

3aBepmy€TbC51.

3. npo BiÅnycK rvreÅULIHHX BHP06iB/ÅOflOMi>KHHX 3ac06iB

pea6iJ1iTauii 3 anrreHHHX 3aKnaAiB, 3aKJ1aniB OXOPOHH 3AOPOB'q 3a eneKTPOHHHM
3a11HTOM BHOCHTbCH (bapMaueBTOM, aCCHCTeHTOM (bapMaueBTa a60 MeAHHHHM
npauiBHHKOM II-IJIHXOM CTBopeHHH MeAVfHHOro 3anucy npo norameHHH 3ar1HTY Ha

MeAHHHHü BHPi6/A0110Mi)KHHä 3aci6 pea6iJ1irrauii y PeecTpi BiA110BiAH0 no
IlopHÅKY BeAe1-1HH PeecTpy MeAHLIHHX 3armciB, 3armciB TIPO HarrpaBJ1eHHH Ta
peuer1TiB B eneKTPOHHiüCHCTeMi oxopoHH 3mop0B'H, 3aTBepnxeHoro HaKa30M
MiHicTepcTBa oxop0HH 3mop0B'% YKpaiHH BiA 28 J110TOro 2020 POKY N! 587,

3ape€cTpoBaHoro B MiHicTepcTBi locTmuii YKpaiHH 05 6epe3H51 2020 POKY 3a
N! 236/34519.

IHd)opMauifl npo BimnycK AOTIOMi)KHHX 3ac06iB pea6iJ1iTauii nocTiüHoro
KOPHCTYBaHHH, Luo 3a6e3neqy€Tbcn BiAfl0BiAH0 AO flop%AKY 3a6e3neqeHHH
AOTIOMi>KHHMH 3ac06aMH pea6iJ1iTauii (TeXHit1HHMH Ta iHLLIHMH 3ac06aMH
pea6iJ1iTauii) oci6 3 iHBaJ1iAHicno, AiTeä 3 iHBaJ1iAHicno Ta iH111ux OKPeMHX
KaTeropiä HaceJ1eHH% i BHIU1aTH rp01110B0i K0M11eHcauii BapTOCTi 3a caMOCTiüH0
npHÅ6aHi TaKi 3ac06H, 3aTBepnxeHoro 110CTaHOBOK) Ka6iHeTYMiHicTpiB YKpaiHH
Bim5 KBiTH% 2012 POKY NQ 321 (B penaycuii 110CTaHOBHKa6iHeTYMiHicTpiB YKpaiHH
BiA 7 rpyzu-l% 2023 POKY N! 1306) Ta IlopHAKY npoTe3YBaHHH Ta OPTe3YBaHH%
BHP06aMH niABH1ueH0i d)YHKUiOHU1bHOCTi 3a HOBiTHiMU rreXHOJ10ri%MH rra



9

TeXHonori%MH BHI'OTOBJ1eHHH, BincyTHi B YKpaiHi, Ta/a60 cneL1iaJ1bHHMH

BHP06aMH 3aHHTb cr10PTOM orcpeN•mx KaTeropiü rp0MaAHH, HKi BTpaTHJIH

d)YHKUiOHaJ1bHi MOXJIHBOCTi KiHUiBKH a60 KiHUiBOK, 3aTBepnxeHoro noceraHOBOÆ0

Ka6iHeTY MiHicTpiB YKpaiHH BiA 1 )KOBTHfl 2014 POKY Ng 518 (B penaK11ii

110CTaHOBH Ka6iHeTYMiHicTpiB YKpaiHH Bin 4 JIHcT011ama 2020 POKY N! 1053),

BHOCHTbCH TePHTOPiaJ1bHHMHBimineHHHMV1 couiU1bHoro 3axucrry oci6 3

iHBaJ1iAHiCT}0 AO CAHHOi iH(bopMauiüH0i CHCTeMH couiaJ1bH0i cd)epH Ta

nepeÅa€'TbcH AO EC03 ILIJIIXOM iH(bopMauiMH0i B3a€M0Åii qepe3 CHCTeMY

eneKTPOHH0i B3a€M0Åii nepxaBHHX eneKTPOHHHX iH(bopMauiäHux pecypciB

4. IH(bopMauifl npo 3a6e3neqeHHH oci6 3 06MexeHH%MH 110BC%KÅeHHOro
A0110Mi)KHHMH 3ac06aMH pea6iJ1iTauiiHa rliAcTaBi eneKTPOHHOro

3a11HTY 3 iHL11UX nxepen, He nepen6aqeymx I-IHM IlOPflAKOM, BHOCHTbCR AO Pe€cTpy

MeAHHHHMH npaUiBHHKaMH Ha IliÅc•raBi iH(bopMauii Bia OC06H, I-UOAO AKOi

eneKTPOHHH1i3a11HT.

5. Y pa3i Binnycrcy MeÅHHHHX BHP06iB/A0110Mi)KHHX 3ac06iB pea6iJ1irrauii

KiHUeBHM CllO)KUBaqarvf (majli - CllO)KHBaq) 3 ar1Tet1HHX 3aKJ1aAiB BiA110BiÅH0AO
Ilboro Ilop%ÅKY, TaKi amet1Hi 3aKJ1aÅH 110BHHHi AOTPHMYBaTHC% JIiueH3iäHux

YMOB.

6. Menut1Hi BHP06H/A0110Mi)KHi 3ac06H pea6iJ1iTauii, BiÅ11Y1ueHi3 amet1HHX
3aKJ1aÅiB, 110BepHeHH}0 He niAJ1qraK)Tb, KPiMBCTaHOBRHHX cTarre}0 8 3aKOHY
YKpaiHH 3axHCT 11paB BH11aÅKiB, npo 1110 p03Mi111Y€Tbcq

oronomeHH% B TOPEOBeJ1bHOMY 3aJ1i ar1TeHHoro 3aKJ1any.

7. 3a60POHH€TbCRBinnycK cr10)KHBaqaM 3 an-ret-mux 3aKJ1aniB MeÅHHHHX
BHp06iB, flKi Ilianqraf0Tb peiM6ypcauii, 6e3 3ar1HTY.

8. FlanepoBi 3a11HTH, 3a HKHMH 3AiäCHeH0 BiA11YCKMeAHHHHX BHP06iB, flKi
nizvmqra10Tb peiM6ypcauii, 3aJIH111aK)TbCH i 36epiraK)Tbcq B aneret1HHx 3aKJ1anax

npoTW0M TPbOX POKiB(He Bpax0Byoqu TIOT0t1Horo POKY).
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9. BiAnycK Menut1HHX BHP06iB, IliÅJ1nra}0Tb peiM6ypcauii, 3AiMCH}O€TbCH
3 ar1TeqHHx 3aKJ1aAiB 3riAH0 3 moroBopaMH npo peiM6ypcauiK), YKJ1aneHHMH 3

HC3Y, Y-le3aJ10KH0 BimMicuq 11PO)KHBaHHH nepe6YBaHH}1 naui€HTa.

10. BiAnycK A0110Mi)KHHX 3ac06iB pea6iJ1iTauii Ha nimcTaBieneKTPOHHOPO
3ar1HTY 6e30nnaTHoro THM%COBOFO KOPHCTYBaHH51 Hill qac OTPHMaHHA nocnyr
3 pea6iJ1iTauii B cd)epi OXOPOHH 3mop0B'R aM6ynaTOPH0 3ÅiüCH}0€TbCHMemmqHHM
npauiBHHKOM BiA110BiAH0 AO Ilop%AKY 3a6e3neqeHHH oci6 3 06MexeHHHMU
r10BcmcmeHHoro (l)YHKui0HYBaHHfl MeÅUt1HHMH BHP06aMH, B TOMY HHCJ1i

Å0110Mi)KHHMH 3ac06aMH pea6iJ1iTauii, 3aTBepmxeHoro 110CTaHOB01-O Ka6iHeTY
MiHicTpiB YKpaiHH Bim 16 rpYAH51 2022 p. N! 1462.

11. BiÅ11ycK A0110Mi>KHHX 3ac06iB pea6iJ1iTauii nocTiüHoro

BHKOPHCTaHHfl Ha HiAceraBieneKTPOHHOro 3a11HTY 3AiüCH}O€TbCHBiÅr10BiAH0 no
Ilopqmcy 3a6e3neqeHH51 AOTIOMi)KHHMH 3ac06arv1H pea6iJ1iTauii (TeXHiLIHHMH Ta

iH111HMU 3ac06aMH pea6iJ1iTauii) oci6 3 iHBU1iAHiCTK), AiTeü 3 iHBaJ1iAHiCTK) Ta

iH111HX OKPeMHX KaTeropiü HaceJ1eHHH i BHITJ1aTH rp0L110B0iK0MneHcauii BapTOCTi

3a caMocTiiiH0 npHA6aHi TaKi 3ac06H, 3aTBepmxeHoro ITOCTaHOBO}O Ka6iHeTY
MiHicTpiB YKpaiHH Bill 5 KBiTH51 2012 POKY N! 321 (B penarcuii 110CTaHOBH

Ka6iHeTYMiHicTpiB YKpaiHH Bin 7 rpynr-l% 2023 POKY NQ 1306) Ta IlopflÅKY

npoTe3YBaHH51 Ta OPTe3YBaHHA BHP06aMH niÅBH111eH0i (l)YHKUiOHaJ1bHOCTi 3a
HOBiTHiMH rreXHonoriAMH Ta TexHonoriAMH BUFOTOBJ1eHHH, HKi BincyTHi B YKpaiHi,
Ta/a60 cneL1iaJ1bHHMH BHP06aMH 3aHflTb cnopT0M 0KpeMux KaTeropiä

rp0MaÅHH, 51Ki BTpaTWIH (l)YHKUiOHaJ1bHi MO)KJIHBOCTi KiHUiBKH a60 KiHUiBOK,

3aTBepnxeHoro 110CTaHOB010 Ka6iHeTYMiHicTpiB YKpaiHH Bia 1 XOBTHH 2014

POKY N! 518 (B penaycuii HOCTaHOBH Ka6iHeTYMiHicTpiB YKpaiHH Bin 4 nucT011ana
2020 POKY N! 1053).

VI. B3aeMOAiH Ta 06MiH il-1d)opMaui€10 IUOAO
npH3HaqeHHH A0110MiXHHX 3ac06iB pea6iJ1iTauii

1. ÅJIH uineü 3a6e3neqeHH51 AOI-IOMi)KHMMH 3ac06aMH pea6iJ1iTauii
I-leHTpaJ1bHHü opraH BHKOHaBHOi BJ1aAVi, 1110 3a6e3neqye nepxaBH0i
110J1iTHKH y cd)epi couiaJ1bHoro 3axmcTY Hacenem-l}l, 3 MeTOK) Ta B 06Cfl3i,

He06xiLIHOMYAJIH 3a6e3neqeHHA A0110Mi)KHHMH 3ac06aMH pea6iJ1iTauii OTPHMye
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iH(bopMaL1ii0 3 EC03 npo 11PH3HaqeHH% rraKHX 3ac06iB oc06i, AKa 110Tpe6y€
pea6iJ1iTauii.

2. BiÄ0MocTi npo npM3HaqeHH1 A0110Mi)KHHX 3ac06iB pea6iJ1iTauii
Hamar0TbC% 3a 3aflHTOM 3 BHKOPHCTaHHflM CHCTeMH eneKTPOHHOiB3a€M0Aii
mepxam-mx eneKTPOHHHX iH(bopMauiäHux pecypciB

3. TIPO npH3HaqeHHfl A0110Mi)KHoro 3ac06y pea6iJ1iTauii 3 EC03
nepenaeTbcq no €AHHOi iH(bopMauiäH0i CHCTeMH couiaJ1bH0i C(bepu Ha nincTaBi
3a11HTY Ha OTPHMaHHfl iH(bopMauii.

3a11HT 110BHHeHMiCTHTH TaKY iH(bopMaui10:

H0Mep eneKTPOHHOro 3a11HTy•,

npi3BH1.ue, iM'H, no 6aTbKOBi (3a HUIBHOCTi) oc06w,

peKBi3HTH Å0KYMeHTY, 11-10 nocBinqye oc06y;
PHOKIITI HaqBHOCTi)•,

3a pe3YJ1bTaTaMH onpaLUOBaHHH 3a11HTY 3 EC03 AO €ÅHH0i iH(bopMauiüH0i
CHCTeMH COUiaJ1bHOiC(bepH HaÅCHJ1aeTbCR TaKa iH(bopMauiA I-IPO eneKTPOH1-1V1ü
3a11HT:

KOA A0110Mi)KHoro 3ac06y pea6iJ1iTauii BiA110BiÅH0 no AOBiAHHKa
3ac06iB pea6iJIiTauii (ACTY EN ISO 9999:2021 (EN ISO 9999:2016,

IDT•, ISO 9999:2016, IDT))•,
CTaTYC eneKTPOHHOro 3a11HTy•,

KiJ1bKiCTb npH3HaqeHux A0110MiXHUX 3ac06iB pea6iJ1iTauii ;
iH(bopMa1-1iA npo BiÅ11ycK A0110Mi)KHoro 3ac06y pea6iJ1iTaL1ii (3a HUIBHOCTi).

4. B pa3i norameHH% eneKTPOHHOro 3a11HTY, 3 €AHH0i iH(bopMauiäH0i
CHCTeMH couiaJ1bH0i cd)epvr AO EC03 Hama€TbC51 iH(bopMauifl npo TaKe nonameHHfl.

Anpercrop AenapTaMeHTY
B oxop0Hi 3AOPOB'H AMHT 'SIHOB


