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MIHICTEPCTBO OXOPOHM 3AOPOB'A YKPAiHU

HAKA3

KHiB

npo BHeceHHf1 3MiH AO Har«a3iB MiHicTepcTBa oxop0HH 3mopo 'q

YKpaiHH Bill 13 XOBTHH 2023 POKY 1789 Ta Bia 08 KBiTHH 2024 POKY .N2 588

BiAfl0BiAH0 AO IIYHKTY 8 FIOJIOXCHH% npo MiHicTepcTB0 OXOPOHH 3AOP
YKpaiHH, 3aTBepnxeHoro 110CTaHOBOK) Ka6iHeTYMiHicTpiB YKpaiHH BiÅ 25 6epe 1--11

2015 POKY Ng 267 (B penaycuii TIOCTaHOBH Ka6iHeTYMiHicTpiB YKpaiHH BiÅ 24 ci
2020 POKY N! 90), Ta 3 Merroi0 npoA0B)KeHH1 TecTOBoro nepioay noaaqi MaTepi iB
peecTpaqiiiHoro AOCbe Ha JliKapcbKi 3ac06H y (bopMi eneKTpoHHoro 3araJ1bH ro
rrexHiqHoro AOKYMeHTa (eCTD) nepxaBH0i peecTpauii, nepepeecTpaqii JliKapcb
3ac06iB Ta BHeceHH% 3MiH mo peecTpauiü1-mxMaTepiaJ1iB npoTTOM Aii peecTpaL1iüH ro
nocBinqeHH1

HAKA3YK):

BHeCTH 3MiHY AO IIYHKTY 5 Hayca3Y MiHicTepcTBa OXOPOHH 3Åopo1. 'q

YKpaiHH Bin 13 XOBTH% 2023 POKY N! 1789 3aTBepnxeH1--151 3MiH AO Ilop KY

erccnepTH3H peec1pauiüHHx MaTepiaJ1iB Ha JliKapcbKi 3ac06H, Luo nona10T
Ha aepxaBHY peec-Tpauii0 (nepepeecTpauiK)), a TaKOX erccnepTH3H MaTepiaJ1iB o
BHeceHHH 3MiH AO peecTpauiüHHx MaTepiaJ1iB nporrxroM Aii peecTpauiü1-1 ro

3apeecTpoBaHoro B MiHicTepcTBi IOCTHUii YKpaiHH 01 JIHCTOH a
2023 POKY 3aNQ 1897/40953, 3aMiHHBL11H i CJIOBa ciHHH 2025 porcy»
i CJIOBaMH 6epe3HH 2025

2. BHeCTH AO HaKa3Y MiHicTepcTBa oxopoHH 3ÅOPOB'HYKpaiHH BiÅ 08 KBi 1--1%

2024 POKY N! 588 BHeceHHH 3MiHH AO HaKa3Y MiHicTepcTBa oxopoHH 3mopo 'H

YKpaiHH Bim13 >KOBTI--IH 2023 POKY N! 1789», 3apeecTpoBaHoro B MiHicTepcTBi I-OCT ii
YKpaiHH 22 KBiTHH 2024 POKY 3a N! 581/41926, TaKi 3MiHW.
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y TliAITYHKTax1 i 2 rlYHKTY 2 i CJIOBa «31 rpYÅH1 2024 po1)
3aMiHHTH 11Md)paMH i CJIOBaMH «28 Jli0Toro 2025 pol€y»•,

2) y niÅ11YHKTi6 IIYHKTY 3 i CJIOBa ciHHfl 2025 poKy» 3aMiH
i CJIOBaMH KBiTH% 2025 poKy».

3. AenapTarvfeHTY B oxopoHi 3AOPOB'H(A
JIYK'HH0BY) 3a6e3neHHTH:

1) nouxam-l% Ilboro HaKa3Y B YCTaHOBJ1eHOMY 3aKOHOÅaBCTBOM nopHAKY Ha

ÅepxaB1-1YpeecTpauiro no MiHicTepcTBa IOCTHL1ii YKpaiHw,

2) orlPHJIK)AHeHHH Ilboro HaKa.3Y Ha 0(biuiüH0MY Be6caüTi MiHicTepcTBa oxop H

3Aop0B'fl YKpaiHH nicJ1% 3AiüCHeHHRaepxaBH0i peecTpauii B MiHicTepcTBi I-oc ii
YKpaiHH.

4. KOHTPOJ1b3a BHKOHaHHIM Uboro Haycagy 110KJ1aCTH Ha 3acTY11HMKa MiHicTp 3

nn-rar--lb IIHWBoro P03BHTKY, UHWBHX •rpaHcd)opMauiü i 11H(bpoBi3auii Ma •K)

KapqeBmq.

5. I-leü Hayca3 Ha6upae HHHHOCTi 3 üorood)iuiüHoro ony6J1iKYBaHHA.

MiHicTp BiKT0p O



110%CMOBAJ1bHA 3A11HCKA
no npoeKry HaKa3Y MiHicmepcTBa OXOPOHH 3AOPOB'q YKpaiHH

BHeceHHf1 3MiH mo HaKa3iB MiHicTepcTBa OXOPOHH 3AOPOB'q YKpaiHH Bim 1

XOBTH% 2023 poKY N! 1789 Ta Bill 8 KBiTHH 2024 poKY Np 588»

1. MeTa
IIpoeKT HaKa3Y MiHicTepcTBa OXOPOHH 3AOPOB'1YKpaiHH BHeceHH% 3MiH o

HaKa3iB MiHicTepcTBa oxopoHH 3mop0B'H YKpaiHH Bim13 )KOBTI--II 2023 POKY N! 1789 a
Bim 08 KBiTHH 2024 POKY N! 588» (maJ1i — rrpo€KT HaKa3Y), pon06neH0 3 MeT 1--0

3a6e3neqeH1--1% IIPOÅOBXCHHH TecTOBoro nepiony npoBeaeHHH eKcneprru H

peecTpauiiHnx MaTepiaJ1iB Ha JliKapcbKi 3ac06H, 1110 nomaK)TbCH mo 3aHB npo ÅepxaB
peecTpauiK), Ta BHeceHHA 3MiH 3 ypaxYBaHHAM BHMor momo nomaH

peecTpmiiiHoro ÅOCbC y 3araJ1bHoro TexHiHHoro 40KYMeHTY (eCTD).

2. 06rpyHTYBaHHH He06xiAHOCTi npHiiHHTTH aKTa
IIpoeKT HaKa3Y HanpaBJ1eHMü Ha peaJ1i3aui10 MOWIMBOCTi TepMi

nocTY110Boro nepexoay, nepeBipKH Ta Hana111TYBaHHfl TeXHiHHHX CKJ1aAOBHX B3aeM0

Mix cy6'€KTaMH B3a€M0Aii IIPH pea.J1i3auii BaWIHBOro Ta 06'€MHoro 3a qaCOM Ta KOJI

yqacHHKiB npouecoM iM11J1eMeHTauii3araJ1bHOCBiTOBHX npaKTHK 11M(bp0Bi3a11ii npoue
B3a€M0Aii 3 AepxaB0K), 3 MeTOK) noneru1eHHH nomaH1-1% 3aHBHHKOM era onpa1.U0Ba

npoueci eKcnepTH3H peecTpauiüHnxMaTepiaJ1iB Ha JliKapcbKi 3ac06H ix nona.llb
mepxaBH0i peecrpauii Ta OTITHMi3auii 6i3Hec-npoueciB BHP06HMUTBaJliKapcb

ii

iB

oi

3ac06iB, 3 ypaXYBaHHHM Ha6yroro i3 01 TpaBHH 2024 POKY 3anp0BaxrxeHHA rreCTOBO O

nepiomy, nonepeAHboro mocBiÅYp06HTH 3 HOBHM (bOPMaTOM B3aeM0Åii ye e3

Ta nonaqy peecTpauiiiHoro AOCbe B eCTD.
TaK Ha MOMeHT He06xiÅHOCTi 11POÅOB)KeHHH TeCTOBOro nepio

npoBemeHH1 erccnepTH3H peecTpa1-1iüHHx MaTepiaJ1iB Ha JliKapcbKi 3ac06HY(bopM i

3araJ1bHoro TexHiHHoro Å0KYMeHTY (eCTD), 110AaH0 12 IIHCbMOBHX 3POÅ (JIHC B

cy6'€KTaMH rocnomam0Ba1-1H1 (yqaCHHKaMH PHHKY) AJ151 nomaqi MaTepi iB
peecTpauiüHoro AOCbe Ha JliKaPCbKMÜ3aci6 y eneKTPOHHOro 3araJ1bH O

TexHiqHoro AOKYMema (eCTD) nepxaBH0i peecTpauii (nepepeecTpauii) JliKaPCb
3ac06iB, BHeceH1--1% 3MiH AO peecTpa1.1iüHvrx MaTepiaJ1iB TIPOTff0M Aii peecTpauiiiH ro
110CBimqeHHH qepe3 Ka6iHeT 3aHBHMKa 3 BHKopncrraHHHM liporpaMHoro KOM11J1e y

aHaJ1iTHt1Ha CHCTeMa», maCHHKOM Ta aAMiHicTpaTopoM HKor e
AepxaBHe IliA11PH€MCTB0 eyccnePTHHM ueHTp MiHicTepcTBa oxopo
3AOPOB'% UbOMY 311iÜCHeH0 6iJ1b111e 4 nonaq MaTepiaJ1iB B Ti

3araJ1bHoro TexHiHHoro Å0KYMeHTY (eCTD) 3 HKUX 1 BAU10 npoü111J1a BUIimau 1-0

TexHiHHHMH 3ac06aMH. CJ1iÅ TaKO)K BiÅ3HaYHTH, 1110 aKTHBHHü npouec p03110%Bc
BepecHi 110T0T-moroPOKY a Ha KOMYHiKaUiüHHX3axomax momo TeCTOBOro nepiomy qi

peecTpauiüHnxAOCbe B eCTD (npe3eHTauii, HPOMiXKOBi3ycTpiHi, HaBqa1--1 )
npHüMae yqacTb 110HaA CTO yqacHHKiB, npemcrraBHHKiB cy6'eKTiB rocnomapk0B
(yqacHHKaMM PHHKY), 11.10 roBopuTb npo Hea6HHKY110Tpe6y Ta YCBiAOMJ1eHHHO
He06XiAHiCTb BHKOPHCTOBYBaTH 3a11P0110HOBaHHÜMexaHi3M B nomaJ1b1110MY.

TIPO€KTOMHaKa3Y nepeA6aqaeTbcq HPOAOBHCHHH TeCTOBOro nepi0ÅY non qi

eneKTpoHHoro 3araJ1bHoro TexHiHHoro A0KYMeHTY (eCTD) yqacHHKaMM PHHKY, Ki
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BHHBHJIH TaKe 60KaHHH, y Bld3HaqeHHX qacoBHX paMKax Hanpa1-UOBaHHH 6iJ1b
cTiüK0i npaKTMKM B3a€M0Aii, Ha.narOJVKeHHH Ta BAOCKOHaJ1eHHH npoqeciB M
cy6'errarvm 3 ypaxYBaHHHM 3anemxeHuxM03 BHMor AO eneKTPOHHO o

3araJ1bHoro TexHiHHoro A0KYMeHTY (eCTD) AO M0ÅYJIA1 3 peKOMeHmau•
II-IOAO nomaqi MaTepia.niB peecqpauiäHoro AOCbe B eneKrrpoHH0MY 3araJ1bH0 0

TexHiHHoro AOKYMeHTa (eCDT) Ta BUIimauiüHi Kpmepii eneKTPOHHOro (bopMa
3araJ1bHoro TexHiHHoro A0KYMeHTY (eCTD).

3. OCHOBHi 110J10meHHH npoe«ry aKTa
BHecTH 3MiHH AO Hayca3iB MiHicTepcTBa OXOPOHH 3Aop0B'% YKpaiHu:
Bin 13 )KOBTHH 2023 POKY N! 1789 3anepnxeHH1 3MiH Ilopqmcy

npoBemeHHH eyccnepTM3H peecTpauiüHHx MaTepiaJ1iB Ha JliKapcbKi 3ac06H, 1110

nomak0TbC1 Ha aepxaBHY peecTpaui10 (nepepeecTpauiK)), a TaKO)K eKcnepTH3H
MaTepiaJ1iB npo BHeceHH% 3MiH AO peecTpauiäH1,rx MaTepiaJ1iB npoTHP0M Aii
peecTpauiiiHoro nocBimqeHHn», 3apeecTp0BaHuü B MiHicTepcTBi YKpaiHM
01 Jlqcrronama 2023 POKY 3aN2 1897/40953;

Bim08 KBiTH1 2024 POKY N! 588 BHeceH1-11 3MiHH AO HaKa3Y MiHicTepcTBa
oxop0HH 3ÅOPOB'%YKpaiHH Bim 13 XOBTH51 2023 POKY NQ 1789», 3apeecTpoBaHHü B
MiHicTepcTBi IOCTHUiiYKpaiHH 22 KBiTHH 2024 POKY 3a N! 581/41926

4. IIpaB0Bi acnerrn
Y Aar-liii CYC11iJ1bHHXBiAHOCHH TaKi HOPMaTHBHO-npaBOBi aKTn:
KOHCTHTyuiq YKpai1-m•,

110CTaHOBa Ka6iHeTYMiHicTpiB YKpaiHH Bin 26 TPaB1-11 2005 POKY N! 376 o
3aTBepmxeHH1flop%ÅKY ÅepxaBH0ipeecTpauii (nepepeecTpauii) JliKaPCbKHX3ac06iB> ;

110PflÅOK11POBeAeHH% eKcnepTH3HpeecTpauiüHux MaTepiaJ1iB Ha JliKaPCbKi3ac06
1110 nomaK)TbCH Ha mepxaBHY peecTpauiK) (nepepeecupaui@, a TaKO)K eKcrrepTH
MaTepianiB npo BHeceHH51 3MiH AO peecTpauiüHmx MaTepiaJ1iB npoTqroM ii
peecTpauiäHoro 110CBIÅqeHH%, 3aTBePÅxeHHiHaKa30M MiHicTepcTBaOXOPOHH 3Aopo 'H
YKpaiHH Bin 26 cep11HH 2005 POKY N! 426 (3i 3MiHaMH), 3apeecTp0BaHHü B MiHicTepc Bi
K)cTHL1ii YKpaiHH 19 BepecHH 2005 POKY 3a NQ 1069/11349.

5. @iHaHCOBO-eKOHOMizme 06rpyHTYBaHHH
Pea.J1i3auiH npoeKTY Hal<a3Y He 110Tpe6ye 3 nepxaBHoro Ta/a o

MiCUeBHX

6.1103wuiq 3aiHTepecoBaHnxcTopiH
TIpoeKT HaKa3Y He CTOCY€TbCH nvnaHb MicueB0 0

caMOBpHÅYBaH1-11, npaB era iHTepeciB TePHTOPiaJ1bHHXrporvran, MicueBoro a
peri0HaJ1bHoro P03BHTKY, couiaJ1bH0-TpYA0B0i npaB oci6 3 iHBaJ1iÅHiCT

i 3acTocyBaHH1 YKpaiHcbK0i MOBH AK AepxaBH0i, TOMY He r10Tpe6 e
noromxeHHH 3 ynoBHOBOKeHViMU lipemcTaBHHKarvfH BceyycpaiHcbKmx acouiauiü opra •B
MiC1_xeBOrocaMOBPHÅYBaHH%, BiÅ110BiAHHX opraHiB MicueBoro caM0Bp%ÅYBaH
yr10BHOBaxeHHX npeÅCTaBHHKiB BceyKpaiHCbKHX ix 06'€ÅHaHb a
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BcemaiHCbKHX 06'eAHaHb opraHi3auii p060TOAaBAiB, YPRÅOBHM YllOBHOBa)KeHVIM 3

npaB oci6 3 iHBaJ1iÅHiCTIO BceyrcpaiHCbKHX 1'POMaACbKHX opraHi3auiü oci6 3

iHBaJ11ÅHiCTK), ix ClliJIOK, Y110BHOBaxeHoro i3 3axqcTY mepxaBH0i MOBH.
npo€KT HaK&3Y He CTOCY€TbCH HayK0B0i Ta HayKOB0-TeXHiHH0iAilJ1bHOCi,

TOMY He r10Tpe6ye noromxe1--1H1 i3 HayK0BHM KOMiTeTOM Haui0HaJ1bH0i pazu 3 nvrra b

P03BHTKY HayKM i rrexH0J10riü.
IlpoeKT HaKa3Y 110Tpe6ye 11POBeneHHH ny6J1iHHHX KOHCYJ1bTaqiÜ 3 1'POMaÅCbKiCT
ITpo€KT HaKa3Y 110Tpe6ye 110FOÅ)KeHHH 3 MiHiCTepcTBOMAHWB0i ii

YKpaiHH, ÅepxaBH0K) CJIPK60K) crreuiaJ1bHoro3B'*3KYTa 3axvrcTY YKpai
AepxaBH0}0 peryJffTopH0K) CJIPK60K) YKpaiHH, YllOBHOBaxeHHM BepxoBH0i P H

YKpaiHH 3 npaB JIK)AUHVI.
Ilpo€KT HaKa3Y 110Tpe6ye 3AiiCHeHHH AepxaBH0i peecTpauii B MiHicTepc Bl

IOCTHUiiYKpaiHM.

7. OuiHKa BiA110BiAHOCTi
Y npo€KTi HaKa3Y BimcyrHi 110JIOhCHHH, 11-10 cTocY0Tbcq 3060B '13aHb YKpaiH

C(bepi oponeücbK0i iHTerpauii, rrpaB 'ra CB060Å, rapaHTOBaHHX K0HBeH11i€10npo 3axu
lipaB JIK)ÅHHH i OCHOBOIIOJIOXHHX CB060m;BliJIMBam'b Ha 3a6e3neqeHH1 piBHHX npaB a
MOWIHBOCTeÜ XiHOK i HOJIOBiKiB, MiCTHTb PH3HKH BHIåHeHH1 KopynuiV
npaBorropY111eHb Ta npaB0110pymeHb, 110B'H3aHHX 3 Kopynuiew, flimcTa H

mvrcKpHMiHauii.

I"POMaÅCbKaaHTMKopynuiüHa, rp0MancbKa aHrrvuncKpHMiHaL1iüHaTa rporvramcb a

reHÅepH0-npaB0Ba eKcnepTH3H npoeKTY HaKa3Y He VIPOBOAHJIHC%.

8. IIporH03 pe3YJ1bTaTiB
Pea.ni3auiq npoeKTY HaKa3Y Marrvnme BIIJIHB Ha 3a6e3neqeHHH 3axucTY rlpaB a

iHTepeciB cy6'eKTiB rocnomapoBaHHH, rp0MaAHH.
Pea-Tli3auiq npoeKTY HaKa3Y He MaTHMe BIIJIHBY Ha P03BHTOK peri0HiB, niÅBH111e

31-mxem-l% CllPOMOXHOCTiTepHTopiaJ1bHHXrpoMam•, PHHOK npaui, piBeHb 3aüHHT0 Ti
HaceneHHT, eKonori}0 era 1--1aBKOJIM11.1He npnpom-le cepeA0BHLue, 06cqr npnpo x
pecypciB, piBeHb 3a6pYÅHeHHH 110BiTpH, BOÅH, 3eMeJ1b, 30Kpe a
3a6pYAHeHH1 YTBopeHHMH BiÅXOAaMH, iHL11i cycniJ1bHi BiÅHOCHHH.

BIIJIHB Ha iHTe ecn 3aiHTe eCOBaHHX CTO iH:

3aiHTepecoBana
CTOPOHa

Cy6 'eKTH
rocnomapÆ0BaH1-1H

Bn.JIHB pea.J1i3auii a«ra Ha
3aiHTepecoBaHYCTOPOHY

1103HTHBHHii

110HCHeHHH oqiKYBaHoro
BIIJIHBY

B3aeM0Aii3
mepxaBHHMH YCTaHOBaMH B

npoueci peecmpauii,
nepeecTpauii JliKaPCbKHX
3ac06iB;
nocTY110Bvrx nepexiA Ha
C aCHHü O MaT B3a€MOAii



AepxaBa
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1103HTHBHHM

MiHicTp OXOPOHH 3AOPOB'HYKpaiHH
2024 p.

ypaxYBaHHIM Mi)KHaPOAH0i
aKTHKH.

110KpaLqeHHA PHHKOBOro
cepeA0BHLua B
peecTpauii rra nepepeecTpauii
JliKaPCbKHX3ac06iB',
111ÅBHIUeHHH AOBiPHno
mepxaBHHx iHcTHTyuiü•,
peaJ1i3auiH Kypcy Ha
iMnneMeHrrauiyo

oneiicbKnx CTaHÅa TiB

BiKT0p JIAIIIKO



110PIBHAJ1bHA TAEJIHIVI
AO npoeKTY HaKa3Y MiHicTepcTBa oxopoHH 3AOPOB'HYKpaiHH «npo BHeceHHf1 3MiH AO HaKa3iB MiHicTepcTBa OXOPOHH

3AOPOB'q YKpaiHH BiA 13 >KOBTHH 2023 POKY 1789 Ta Bim 08 KBiTHH 2024 POKY 588»

3MiCT 110J10meHHf1 npoeKry al•cra 3MiCT np01103nuii AO npoeKTY arcra

HaKa3 MiHicTepcTBa OXOPOHH 3AOPOB'HYKpaiHH Bim 13 *OBTHH 2023 POKY N! 1789 3aTBePAmeHHH 3MiH AO nopHAKY
npoBeaeHHH er«cnepTH3H peecTpauiiHnx MaTepiaJ1iB Ha JliKapcbKi 3ac06n, Luo noma10TbCß Ha AepxaBHY peecrpauilo
(nepepeecTpaui10), a Tar.com eKcnepTH3H MaTepiaJ1iB npo BHeceH1--1H 3MiH AO peecTpauiiHHx MarepiaJ1iB npoTqroM Aii

peecTpauiüHoro 3apeecTp0BaHni B MiHicTepcTBirocrnuii YKpaiHH 01 nncTonaaa 2023 POKY 3a N! 1897/40953

5. I-leä HaKa3 Ha6vrpae HHHHOCTi 3 ioro od)iuiüHoro
ony6J1iKYBaHHH, KPiMIliÅ11YHKTY2 FIYHKTY 4 3MiH no Ilopqzucy
npoBeneHH1 eKcnepTH3H peecTpauiMHvrx MaTepianiB Ha niKapcbKi
3ac06H, Luo noma10Tbcn Ha AepxaBHY peecTpaui10
(nepepeecTpauiK)), a erccnepTH3H MaTepiaJ1iB npo BHeceHHfl
3MiH peecTpaqiüHnxMaTepiaJ1iB npoTff0M Aii peecTpauiiiHoro
rlOCBuqeHHfl, 3aTBepmxeHoro HaKa30M MiHicTepcTBa OXOPOHH
3ÅOP0B'H YKpaiHH Bim 26 cepr1H% 2005 POKY NQ 426,

3apeecTpoBaHoro y MiHicTepcTBi locTHAii YKpaiHH 19 BepecHH
2005 POKY 3a NQ 1069/11349 (y penaycuii HaKa3Y MiHicTepcTBa
oxopoHH 340POB'%YKpaiHH Bim 23 JIHIIHH 2015 POKY N! 460),
3anepmxeHMX HaKa30M, Ha6upae HUHHOCTi 3 04—ei4-Hh

5. I-lei I-raKa3 Ha6npae YHHHOCTi 3 Moro
Olly6J1iKYBaHHH, KPiMniAr1YHKTY2 IIYHKTY 4 3MiH AO Ilop%ÅKY
npoBemeHH1 eKcnepTH3H peecTpauiäHvrx MaTepiaJ1iB Ha JliKapcbKi
3ac06M, 11.10 nomak0TbCH Ha ÅepxaBHY peecTpaui10
(nepepeecTpauiK)), a TaKO)K eKcnepTM3H MaTepiaJ1iB npo BHeceHHfl
3MiH mo peecTpauiüHvrx MaTepiaJ1iB nporrqrorvf Aii peecTpauiüHoro
110CBimqeHHR, 3aTBepnxeHoro HaK&30M MiHicTepcTBa OXOPOHH
3Åop0B'n YKpaiHH BiÅ 26 cepm-l% 2005 POKY N! 426,

3apeecTpoBaHoro y MiHicTepcTBi K)CTH11ii YKpaiHH 19 Bepecl-l%
2005 POKY 3a NQ 1069/11349 (y penaK1_1ii HaKa3Y MiHicTepcTBa

3aTBepnxeHHX HaKa30M, Ha6vrpae HHHHOCTi 3 01 6epe3Hß
2025 poKY.

HaKa3 MiHicTepcTBa oxopoHH 3AOPOB'q YKpaiHH BiA 08 KBiTHH 2024 POKY N! 588 BHeceHH% 3MiHH AO HaKa3Y
MiHicTepcTBa oxopoHn 3AOPOB'51YKpaiHH BiA 13 ROBTHH 2023 poKY N! 1789», 3apeecTp0BaHni B MiHicTepcTBi kocrrnuii

2. YCTaHOBHTH, LAO:
YKpaiHH 22 KBiTHH 2024 poKY 3a N! 581/41926

2. YCTaHOBHTH, I-uo:
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1) 3 01 rrpaBH% 2024 POKY AO
TeCTOBHü nepi0A nomaqi MaTepiaJ1iB peecTpauiüHoro ÅOCbe Ha
JliKapcbKi 3ac06H y eneKTp0HHoro 3araJ1bHoro TexHit-1Horo
AOKYMema (eCTD) mepxaBH0i peecTpauiiJliKaPCbKHX3ac06iB;

2) 3 JIHIIHA 2024 POKY AO
TeCTOBHü nepi0A 110Aaqi MaTepiaJ1iB peecTpauiüHoro AOCbe Ha
JliKapcbKi 3ac06H y eneKTPOHHOro 3araJ1bHoro TexHiLIHoro

AOKYMeHTa (eCTD) mepxaBH0i nepepeecrpauii JliKaPCbKHX
3ac06iB Ta BHeceHHH 3MiH no peec1pauiüHnxMaTepiaJ1iB IIPOTIPOM
Aii peecTpauiüHoro110CBinqeHH%;

3. AepxaBH0MY niÅnpneMcTBY eKcnePTHHi qeHTp
MiHicTepcTBa OXOPOHH 3Å0POB'HYKpaiym»:

6) HamaTH AO 3BiT AO MiHicTepcTBa oxop0HM
3ÅOPOB'q YKpaiHH 3 peKOMeHnauiHMM momo TexHiHHOi roTOBHOCTi
BilPOBaJVKe1-1HH nomaqi MaTepiaJ1iB peecTpauiüHoro ÅOCb€ y
eneKTPOHHOro 3araJ1bHoro TexHiHHoro A0KYMeHTa (eCTD) nicJIA
3aBep111eHHH TeCTOBOro nepiomy.

MiHicTp OXOPOHH 3AOPOB'HYKpaiHH

2024 POKY

1) 3 01 TpaBHH 2024 POKY no 28 momozo 2025 poKY TpHBae
TeCTOBHÜ nepi0A 110Aaqi MaTepiaJ1iB peecTpauiüHoro AOCbe Ha
JliKapcbKi 3ac06H y eneKTPOHHoro 3araJ1bHoro TexHiHHoro
AOKYMeHTa (eCTD) mepxaBH0i peecTpauiiJliKaPCbKMX3ac06iB;

2) 3 01 2024 POKY no 28 momoeo 2025 POKY rrpHBae
rreCTOBHÜ nepi0Å nonaqi MamepiaJ1iB peecTpauiüHoro AOCb€ Ha

JliKaPCbKi3ac06H y eneKTPOHHoro 3araJ1bHoro TexHiHHoro
AOKYMeHTa (eCTD) AepxaBH0i nepepeecTpauii JliKaPCbKHX
3ac06iB Ta BHeceHH% 3MiH mo peecTpauiüHvrx MaTepiaJ1iB TIPOTffOM
Aii peecrpauiüHoro 110CBiÅqeHHn•,

3. AepxaBHOMY ninnpneMcTBY eKcnepTHHii ueHTp
MiHicTepcTBaOXOPOHH 3A0POB'HYKpaiHn»:

6) 1--1amaTH no 01 K6imnn 2025poKY 3BiT mo MiHicTepcTBaOXOPOHH
'q YKpaiHH 3 peKOMeHmauiflMH 1110A0 TexHit1H0i roTOBHOCTi

BITPOBamxeHHH 110Åaqi MaTepiaJ1iB peecTpauiüHoro AOCb€ y
ejieKTPOHHOro 3araJ1bHoro TexHiMHoro AOKYMeHTa (eCTD) niCJIH
3aBep111eHHH TeCTOBOro nepiomy.

BiKT0p JIAIIIKO



AHAJ113 PEFYMTOPHOFO BIIJIHBY
AO npoerry naKa3Y MiHicTepcTBa oxop0HH 3A0POB'HYKpaiHH

«npo BHeceHHH 3MiH AO HaKa3iB MiHicTepcTBa oxoponn 3AOPOB'q YKpaiHH
Bim 13 H<OBTI-IH 2023 POKY N! 1789 Ta BiA 8 KBiTH% 2024 POKY .N2 588»

I. BH3HaqeHHH np06J1eMH
He06xiÅHicTb p03p06KH npoeKTY HaKa3Y MiHicTepcTBa OXOPOHH 3Å0P0B'HYKP iHH

BHeceHH% 3MiH AO Hayca3iB MiHicTepcTBa OXOPOHH 3ÅOPOB'AYKpaiHH Bim 13 xo THR
2023 POKY NQ 1789 Ta BiÅ 8 KBiTH1 2024 POKY N! 588» (majli - npoeKT aKTa) 3YMOB eHa
110Tpe60K) nepexomy Ha CTaHnapT eneKTPOHHOro 06MiHYpeecTpauiüH0i iH(bopMauii
3aHBHHKOM Ta peryJIHTopHHMopraH0M y BiÅ110BiÅHOCTiAO BHMOr HHHHOI'0 3aKOHOmaB TBa
YKpaiHH, 30KpeMa qaCTHHH 11.10CT0i cTarri 13 3aKOHYYKpaiHH Bim28.07.2022 N! 246 -IX
"llpo JliKapcbKi 3ac06H" Ta Mi)KHaPOÅHVIM CTaHnapTaM, eJ1eKTPOHHoro 06 iHY
peryJwropH010 y C(bepi peecrpauii JliKaPCbKHX3ac06iB, p03p06J1eH
Mi)KHap0ÅH0Æ0 pamoK) 3 rapM0Hi3auii rrexHitmux BHMor no JliKaPCbKHX3ac06iB
BHKOPHCTaHH% JII-OAHHOIO (ICH) Ta HPO€KTOM aKTY 1110A0 M0ÅYJ1%1 Ha HalliOHaJ1bHMY
piBHi.

IIpo€KT aKTa HanpaBJ1eHHÜ Ha pea.J1i3auiK) MO)KJIHBOCTi IIPOAOBXCHH% Tep iHY
nocTY110Boronepexomy, nepeBipKH Ta Hanau1TYBaHH% TexHit1Hvrx CKJ1aAOBHX B3a€M0Åii
cy6'ercraMH B3a€M0Åii peaJ1i3auii Bayan-noro Ta 06'€MHoro 3a qacoM Ta KO 0M
yqaCHHKiB npouecoM iM11J1eMeHTaqii 3arU1bHOCBiTOBHX npaKTHK AHWBi3auii npou ciB
B3aeM0Åii 3 ÅepxaB010, 3 MeT010 nonerme1--1HH 110Åm-1HH 3aHBHHKOM Ta orrpa1-1K)BaH
npoueci eKcnepTH3H peecTpauiiiHnx MaTepiaJ1iB Ha JliKapcbKi 3ac06H ix nomaJ1b oi

AepxaBH0i peecTpauii Ta orlTHMi3auii 6i3Hec-npoueciB BHP06HHUTBaJliKaPCbKHX3ac06 , 3

ypaxYBaHHAM Ha6yroro i3 01 rrpaBHH 2024 POKY 3anp0BaA)KeHHR TeCTOBOro nepi my,
nonepeÅHboro nocBiÅYp06HTM 3 HOBHM d)OPMaTOM B3a€M0Åiiqepe3 d)OPMYBaHHR Ta 110A gy
peecTpauiMHoro aocbe B (bopMaTi eCTD.

TaK Ha MOMeHT He06xiÅHOCTi npoA0BxeHH1 TeCTOBOro nepio
npoBeneH1-1H eKcnepTH3H peecTpaqiüHux MaTepiaJ1iB Ha JliKapcbKi 3ac06HY Ti

3araJ1bHoro TexHiHHoro AOKYMeHTY (eCTD), nomaH0 12 IIHCbMOBHX 31'0J1 (JIHC )

cy6'erraMH roc110Aap10BaHHA (yqaCHHKaMH PHHKY) noaaqiMaTepiaJ1iB peecTpaqiüH ro
Ha JliKaPCbKHii3aci6 y ej1eKTPOHHoro 3araJ1bHoro rrexHiHHoro A0KYMe Ta

(eCTD) AepxaBH0i peecTpauii (nepepeecnauii) niKaPCbKHX3ac06iB, BHeceHH% 3MiH o
peecTpa11iii1-mx MaTepiaJ1iB npoT%1'0M Aii peecTpauiiiHoro 110CBiAqeHHR qepe3 Ka6i eT
3a%BHHKa 3 BHKOPHCTaHHAM nporpaMHoro KOM11J1eKCY aHaJ1iTHH a
CHCTeMa», BJ1aCHHKOMTa anMiHicTpaTopoM mcoro e ÅepxaBHe niÅnpH€McTB0 ii
eKcnepTHHii ueHTp MiHicTepcTBa oxopoHH 3A0P0B'R 1-1bOMY 3Åiücyre o
6iJ1b111e 4 nonaq MapeiaJ1iB B 3araJ1bHoro TexHiHHoro A0KYMeHTY (eCTD) 3 1

BAaJIO npoü111J1a BaniÅaqiK) TeXHiHHMMH3ac06aMH. CJ1iA TEIKOX BiÅ3HaHHTH, 1110 aKTHBH

npouec p03noqaBcn y BepecHi 110T0tmoro POKY a Ha K0MYHiKauiiiHnx3ax0Åax 1110 0

TeCTOBOro nepiony 110Åaqi peecTpaqiiHHx AOCb€ B d)opMaTi eCTD (npe3eHT ii,
npoMi)KK0Bi 3ycTpiqi, HaBqaHH51) rrpHüMae yqacTb 110HaA CTO yqaCHHKiB, rrpeACTaBHH iB
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cy6'eKTiB rocr10Aam0BaHHA (yqacHHKaMH PHHKY), 1110 roBOPHTb npo Hea6H%KYr10Tpe6 Ta

YCBiAOMJ1eHHRnpo He06XiÅHiCTb BHKOPHCTOBYBaTH 3anpor10HOBaHHü MexaHi3M B

r10AaJ1b1110MY.

IIPO€KTOM aKTY nepeA6aqa€Tbcq npoAOBxeHH% TeCTOBOro nepi0AY no qi

enerrpoHHoro 3araJ1bHoro TexHiHHoro AOKYMeHTY (eCTD) yqaCHHKaMH PHHKY,
BHABHJIM TaKe 6axcaHH%, y BH3HaqeHHX qaCOBHX paMKax HanpamoBaHH16iJ1bU1 CTiü oi

npaKTHKM B3a€M0Aii, I-lanarOLVKeH1--1% Ta BAOCK01--1aJ1eHHH npoqeciB Mix cy6'€KTaM 3

ypaxYBaHHAM 3aTBePA)KeHHX M03 BHMOr AO eneKTPOHHoro d)0PM TY
3araJ1bHoro rrexHitmoro A0KYMeHTY (eCTD) M0ÅYJ1fl1 3 peK0MeHaauiHMH I-UOÅO non qi

MaTepiaJ1iB peecTpauiäHoro AOCb€ B eneKTPOHHOMY d)opMaTi 3araJ1bHoro TexHiqH ro

A0KYMeHTa (eCDT) Ta BUIiÅauiiiHi Kpvnepii eneKTPOHHoro 3araJ1bH ro
TexHiHHoro Å0KYN,reHTY (eCTD).

nn Ha f1Ki n 06J1eMa cn aBJIH€ BIIJIHB:OCHOBHi

rpynvr (nüxrpynn)

AepxaBa

rp0MaA51HH

Cy6'€KTH roc110AapÆ0BaHHR,

(y TOMY HHCJ1i cy6'eKTM Ma-noro IlimnpH€MHH11TBa)

Hi

BperYJIK)BaHHH 3UHaqeHHx 11P06J1eMHHXIIHTaHb He MO)Ke 6YTV1'3ÅiüCHeH03a AOTIOMOI"OK):

PHHKOBHX MexaHi3MiB, OCKiJ1bKM TaKi 11MTa1-•11--1A 11M1.ue HOPMaTHBHO-
npaBOBHMM arraMW,

Ailoqnx perynxropmrx aKTiB, OCKiJ1bKV1 3aKOHomaBCTBOM nopymeHi nwraHHH He BHpimeHi.

II. IliJ1i mepxaBHoro peryJ110BaHHß

OCHOBHHMH UiJ1flMHmepxaBHoro peryJ110BaHHH e:
BIIopHÅKYBa1--1HH Åe%KHX IIHTaHb 110AaHH% peecTpauiüHoro AOCbC y d)0PMa

3araJ1bHoro TexHiHHoro ÅOKYMeHTY (eCTD);
3a6e3neqeHH% npoAOBxem-1% TeCTOBOro (nepexiAHoro) nepiony npoBemeH1-1%

eKcnepTH3H peecl'pauiül-mx MaTepiaJ1iB Ha niKapcbKi 3ac06H, 1.110 nonaK)Tbcq no 3aHB Ha

AepxaBHY peecTpaui10, Ta BHeceHHH 3MiH 3 ypaxYBaHHHM BHMOr 1110A0

nonaHHH peecTpauiüHoro AOCbe y 3araJ1bHoro TexHiHHoro AOKYMeHTY (eCTD).

III. BH3HaqeHHH Ta ouiHKa a.T1bTePHaTHBHHXcnoc06iB nocnrHeHHH uineü

1. BH3HaqeHHH a.T1bTePHaTHBHHXcnoc06iB

BHA a.T1bTepHaTHBH Onnc a.J1bTepHaTHBH



AJIbTePHaTHBa1
3aJIHL11HTH cHTyaqiK)
6e3 3MiH

AJIbTePHaTHBa2
TIpHiHff1TH npoerry
nocrraH0BH

3

HeBHKOHaHH1 BHMor T--IHHHHX HOPMaTHBHO-npaBHX aKTiB

PH3HK Hei-lanem-roro 3anycKY npoueÄypn noaaqi cy6'eKTaM
eneKTPOHHOro d)opMamy 3araJ1bHoro

TexHiHHoro AOKYMeHTa(eCTD)

BHKOHaHH% HOPM HMHHHX HOPMaTHBHO-npaBOBHX arcriB
3a6e3neqeHHfl HUIOKHOro CTPOKY nepexiÅHoro nepioxry 3anyc
MexaHi3MY 110Åaqi eneKTPOHHOro 3araJ1bHoro
rrexHiHHoro ÅOKYMewra (eCTD) cy6'eKTaMM rocnonapK)BaHHA

2. OuiHKa BH6paHHX a.J1bTePHaTHBHHX cnoc06iB AOCH1'HeHHH uineii

OuiHKa BIIJIHB Hac e iHTe eciB me xaBH

BHA Bnr0AH
aJ1bTePHaTHBH

AJIbTePHaTHBa1 BiÅcYTHi.•
cmyaqiq 3annmaeTbcq 6e3 3MiH.

AJIbTePHaTHBa2 TIPOÅOBYCHHR
(nepexiÅHoro) nepi0AY

TeCTOBOro
110ÅaHHH

BHTpaTH

IIPHMi BHTPaTH
BimcyrHi. Pa30M 3 THM

iCHYOTb PH3HKH He
pea.ni3auii 3a11J1aHOBaHHX
3ax0ÅiB y BCTaHOBJ1eHi
TepMiHH 3 ypaxYBaHHRM
cniBBiÅH0111eHHH
6axakoqnx nonam
peecTpauiüHi MaTepiaJIH

(bopMaTi

peecTpauiüHoro AOCb€
(eCTD) Ta

nomaHHX MaTepiaJ1iB, 1110
He aaCTb 3Mory B HOBHi
Mipi OTPHMaTH
He06XIÅHHü 06'eMiB

npo
(baKTWIHY erexHit1HYTa
opraHi3aqiii1--ry
rOTOBHiCTb Aepxammx
opraHiB.

ÅOÅaTKOBiBMTPaTH y
3B '*3KY i3 npHüHff1THM
peryJ151TopHoro arra



4

3araJ1bHoro TexHi11Horo

(eCTD);
AOKYMeHTa AepxaBH He BHHHKa10Tb,

OCKiJ1bKH BHKOHaH1-1H

HaAaHHR MOWIHBOCTi yqaCHHKiB peryJ1%TopHoro aKTa

PHHKY peani3YBaTH MOWIHBiCTb TecTOB0i 3a6e3neqyeTbcq B Mexax
TexHiHHoro icHyoqnx KOIIITOPHCHHXnonagi 3araJ1bHoro

Ä0KYMeHTa (eCTD) BCTa1--10BJ1eH1--1A BHTPaT.
TexHiHH0i Ta opraHi3auiiiH0iMOWIHBOCTi;
OLIiHKa no-roqHoro cTaHY roTOBHOCTi

PHHKY AO P060TH3 HOBHM d)OPMaTOM
TexHit1Horo AOKYMeHTa3araJ1bHoro

(eCTD) AO MOMewry Ha6paHHR MHHHOCTi
qacTHHH IllocT0i cTarri 13 3aK0HY
YKpaiHM 28.07.2022 N! 2469-1X "lipo
JliKapcbKi 3ac06H".

OuiHKa BIIJIHBY I-la cd)epy iHTepeciB rp0MaAHH

BHA
a.JTbTePHaTHBH

AJIbTePHaTHBa1

AJIbTePHaTHBa2

BHr0AH

Buromq BiÅcyrHi

BHTpaTH

nagieumie: BHTPaTH
BiAcyrHi

PiBeHb 06CJIYTOBYBaHHfl3aJIH111HTbCH I-la nagienmic. BHTPaTH
TOMY piBHi BiAcyTHi

OuiHKa BIIJIHBY Ha iHTepeciB cy6'eKriB roc110Aap10BaHHf1

ITOKUHHK
KiJ1bKiCTb cy6'eKTiB

1110 nunaaa10Tb
nim AiK) peryJ1i0BaHHH, OÅHHUUb

Be.TIHKi CepeAHi Mani
40 760

MiKpo
0

Pa30M

800

IIHTOMa Bara rpY11H y 3araJ1bHiü 5,00% 95,00% 00,00%
KiJ1bKOCTi, BiÅCOTKiB
* KiJ1bKiCTb cy6'eKTiB, 1--1aBezxeHa y 1.1bOMY APB, 0ÅepxaHa 3 Me-royo npoBeÅeHHA YMOBHHX p03paxyHKiB,
3a naHHMH BiÅOMocrrei AepxaBHoro peecTpy JliKaPCbKHX3ac06iB YKpaiHM (http://www.drlz.com.ua/).



5

P03paxyH0K BvrrpaT cy6'€KTiB rocnomap10BaHHR 6yne 11POBOAHTHCb mono rlP%M

BHrrpaT cy6'eKTiB rocnomapK)BaHHH Ha 03HaiiOMJ1eHH1 3 peryJ110BaHHAM 'ra opraHi3auie

BHKOHaH1--1% BHMOr peryJ1i0BaHHH.

BHA Bnromn
aJ1bTePHaTHBH

AJIbTePHaTHBaBincyrHi:
1.

cu-ryauin 3anuma€TbC% 6e3 3MiH.

BHTpaTH

BimcyrHi:

IlP%Mi BHTPaTH BiaxcyrHi.
Pa30M 3 THM iCHY}0Tb
PH3HKM He peani3aqii
3ar1J1aHOBaHHX 3ax0AiB y
BCTaHOBJ1eHi TePMiHH 3

ypaxYBaHHflM
cniBBiÄH0111eHH%
6axmoqnx nomarrn
peecTpauiiHi MaTepiaJIH y

peecTpauiüHoro
(eCTD) TaAOCb€

(baKTVNHO nomay-lvrx

MaTepiaJ1iB.

AJIbTePHaTHBa Y%CHHKH pHHKY, B TOMY yucni HKi BHTpaTH, 110B'*3aHi 3

nonaJIH 110BiAOMJ1eHHH npo yqacTb y He06xiÅHiCTIO2.

nepi0Åi, OTPVIMa10Tb 03HaiiOMJ1eHHH 3 HOBHMHTeCTOBOMY
MOWIHBiCTb 3AiÜCHHTMy TeCTOBHü nepion BHMOraMH peryJ1i0BaHH1

opraHi3aqieyonpouexxypy peec-Tpaqii, nepepeecTpauii Ta

AOCbe B eneKTPOHHOMY IIIJIAXOM BHKOHaHHR BHMOR
110Aaqi TexHiHHoro3araJ1bHoro

3a 1 roÅHHH * 48,00AOKYMeHTa,
Mi>KHaPOÅHHMCTaHAaPTOM, p03p06neHHM rpWrom * 1 npauiBHHK.
ICH, Ha HaqiOHaJ1bHOMY piBHi (Moaynb 1),
MaTepiaJ1iB peecTpauiiiHoro ÅOCbe B

eneKTPOHHiä(bopMi, BVIHBHTH (baKTHLIHHü
CTa1-1 rOTOBHOCTi TaK0i B3a€M0Aii.

IV. BH6ip nai011THMaJ1bHimoroo a.T1bTePHaTHBHOro cnoc06y AOCf11'HeHHH
uiJ1ei
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3a pe3YJ1bTaTaMH onpa11K)BaHHH UlbTePHaTHBHVIX cnoc06iB AOCffHeHHH Ilineü
mepxaBHoro 3ÅiücHeH0BH6ip OTITVIMaJ1bHOro aJ1bTePHaTHBH01'O cnoc06y 3
ypaxYBaHHHM CHCTeMH 6aJ1bHOi OUiHKHcyneH}1 AOCH1'HeHHH BH3HaqeHHX uineü.

PeiTHHr
pe3YJ1bTaTHBHOCTi

K0MeHTapi momo HPHCBO€HHH
pe3YJ1bTaTHBHocTi BiA110BiAHoro Gana

(mocqrneHHf1 uinei IliA (3a
gac BHPimeHHH
np06J1eMH)

AJIbTePHaTHBa1

AJIbTePHaTHBa2

PeiTHHr
pe3YJ1bTaTHBHOCTi

AJIbTePHaTHBa2

LIOTHPH6aJ1bH010
CHCTeM010 OUiHKH)

1

4

Bnr0AH (niAcyM0K)

AepmaBa:
OpoiHTerpauiiHi

npoqecw,

He 3a6e3neqye AOCH1*HeHHH uineg
AepxaBHoro peryJIK)BaHHfl,
nepeÅ6aqeHnx y p03AiJ1i II Aboro AHU1iÅy
perynwropHoro BIUIHBY.
IIp06neMa PH3HKY HeHane)KHoro 3anyc

110Åaqi cy6'€KTnpoueÅypH
roc110AapK)BaHHR eneKTPOHHO O

TeXHiHHO O3araJ1bHoro
A0KYMeyrra (eCTD) 3a-TIH111aeTbCfl He
BHpi11.1eHa

AocqraK)TbCH uini AepxaBHoro
peryJ110BaHHq: BHKOHaH1--11 HOPM
HOPMaTHBHO-npaBOBHX aKTiB,

3a6e3neqeHH% npoAOBxem-1H TeCTOBOro
nepi0ÅY 3arrycKY MexaHi3MY110Åaqi
eneK'rpoHHoro 3araJ1bHoro
TexHiHHoro A0KYMeHTa (eCTD)
cy6'eKTaMH rocnonapK)BaHHA,3
BH3HaqeHHMV1 cne1ÅH(biKa1-1i€K) Ta

BUIimauiiiHHMHKPHTePiAMH TaK0i
nonaqi, 3aTBePLVKeHHMH M03.

BHTpaTH
(nimcyM0K)

AepmaBa:
OpraHi3auifl

06rpyHTYBaHHf1
BiA110BiAHoro Micu
a.J1bprePHaTHBn y
peiTHHry

TaKa aJ1bTePHaTHBa e
Hai011THMaJ1bHi1110

npoueciB nepeBar OCKiJ1bKH cnpvr;rrn e
Ta 3aoxoqeHb CTBopeHHiO
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noycpauxeHH1 IKOCTi 3a.nyyeHHH

cd)epn
3ÅOPOB'w,

pimeHb yqacHHKiB

OXOPOHH ereCTOBHü nepiom.
B perymoBaHHH a

A03BOJIMTb moc H

uineü aepxaBH0 0

peryJ1k0BaHHfl.IliÅBH1ueHHH RKOCTi rPOMaAHHH.•
110ÅaHHX MaTepiaJ1iB BiucyrHi.

cy6'eKTiB B3aeM0Aii
npoBemeHHi Cy6'e1crnIIPH

rocnomapK)BaHHH•.npouemypn peecTpauii

'ra BHTPaTH,nepepeecTpauii
3ac06iB 110B 'H3aHiJliKaPCbKHX

He06xiÅHiCT10(AOTPHMaHHH
03HaiiOMJ1eHHRneinep-

3

3

HOBHMH BMMOraMUJlec);

110Kpa1ueHHH *KOCTi Ta peryJ110BaHHfl Ta

111BHAKOCTieKcnepTH3H
BHKOHaHHH BHMOrnomaHHx cy6'€KTaMH

rocnonapk0BaHH%
ÅOCbe;
BHKOHaHH% BHMor
HHHHHX HOPMaTHBHO-
npaBOBHX
IliÅBHIUeHH%
cy6'€KTiB

aKTiB;
AOBipn

roc110ÅapK)BaHHH.

EPOMaAHHH'.
BiÅcyTHi

Cy6'eKTH
roc110Aap10BaHHH:
110KpameHHH HKOCTi
B3aeM0Aii 3 opraHarvfH
mepxaBH0i BJ1aÅH,
3pyqHicTb•,

MOWIHBiCTb
peani3YBaTH cy6'eKTaM
rocnomap10BaHHH Ha
yqacTb y TeCTOBHü
nepi0A CBOix npaB•,

BIIPOBamxeHHfl
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3araJ1bHoeBponeücbKHx
npaKTHK1110A0 p060TH 3

AOKYMeyraMH
peecrrpauii JliKaPCbKHX
3ac06iB;
3HaYHe 110KpameHHH
noriCTHKH nonaqi
3HaqHoro 06cnry
AOKYMeHTiB (BiÅ11aAae
He06XiÅHiCTb nomaqi
31--W-IHHX

nanepoBHx

06cxriB

AJIbTePHaTHBa1 .

AOKYMeHTiB).

BimcyrHi. AepmaBa:
36epexeHHH 110TOHH0i BimcyTHi

cmyauii.
rpoMaAHHn:
BimcyrHi

Cy6'eKTH
rocn0AapK)BaHHH:
BimcyTHi.

ÅaHa a.J1bTePHaTHBa
3a6e3neq'eHe

110Tpe6H

P03B
'H3aH1-1i

np06J1eMH
mocqrHeHHi
BCTaHOBJ1eHHX
uineü.

Ta

PeiTHHr ApryMeHTH IUOAO nepeBarn
06paH0i a.J1bTePHaTWBH /

npHt1HHH BiAMOBH BiA
a.J1bTePHaTHBH

AJIbTePHaTHBa uini mepxaBHoro
2 peryJIK)BaHHH.

AJIbTePHaTHBaIlepemrn BiÅcyTHi.
TaKaUlbTePHaTHBa He CllPHHTHMe1

AOCffHeHHIO uineä nepxaBHoro
peryJIK)BaHHH. IIp06neMa, 3UHaqeHa

B P03Aini I AHaJ1i3Y, 3aJIH111aeTbcq He

BHPimeH0}0.

OuiHKa pH3HKY 30BHiu1Hix
ZIHHHHKiB Ha Airo
3anponoH0BaHoro
peryJ1f1TopHoro mera

PH3HKH 30BHi111HiX HHHHHKiB Ha
Aiko 3anp0110H0BaHoro
peryJ1xropHoro aKTa BimcyTHi.

PH3HKH 30BHi1LIHiX HHHHHKiB Ha
Aiko 3anp0110H0BaHoro
peryJ1ffropHoro aKTa BimcyrHi.
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V. MexaHi3MH Ta 3ax0AH, RKi 3a6e3neqaTb P03B'f13aHHßBH3HaqeHOi np06neMH

MexaHi3MaMH, 3a6e3neqyroTb P03B'%3aHHHnp06J1eMH, e 3aTBePA)KeH1--1H HaKa3Y
MiHicTepcTBa OXOPOHH 3AOPOB'HYKpaiHH BHeceH1--1H 3MiH AO HaKa3iB MiHicTepcTBa
OXOPOHH 3ÅOPOB'flYKpaiHH Bill 13 2023 POKY N! 1789 Ta BiA 8 KBiTHA

2024 POKY Ng 588».
Bpe1YJIK)BaHHfl BHMOI'H 1110A0 110Aaqi MaTepiaJ1iB peecTpauiüHoro AOCbe

eneKTPOHHOMY 3araJ1bHoro erexHiHHoro AOKYMewra (eCDT) Ha BHMory HHI-II-I

HOPMaTHBHO-npaBOBHXaKTiB 3 nomaJ1b111HM A06POBiJ1bHHMTa noeTam-1HMBnpoBaaxeH
cy6'CKTiB B3a€M0Åii IIPH peecrrpauii JliKaPCbKHX3ac06iB Ta ix T

3MiH no AOCbC AJIfl nocTY110Boro Ta 3p03YMinoro BHnpaBJ1eHH% BHMOr LUOAO nonaq•
3araJ1bHoro TexHitmoro AOKYMeHTa (eCTD) UIJIHXOM TIPOÅOBxeHHH TeCTOBOro nepio
IIPO€KTOM aKTa.

TaK0>KP03B'A3aHHABH3HaqeHHX y P03AiJ1i 1 1.1boro AHaJ1i3YperynxropHoro BIIJIHBY

np06neM 3a6e3neHY0TbTaKi 3aXOJIH:
1) opraHi3auiüHi 3aXOAH BIIPOBamxeHHfl peryJ110BaHHq:
MiHicTepcTB0 oxop0HH 3Åop0B'H YKpaiHH:
3a6e3neqHTH cy6'eKTiB rocnonam0BaHHH npo BHMorH npo€KTa aKTa

IIIJI%XOM ioro orlPHJ1iOÅHeHH% B 3ac06ax MacoB0i iH(bopMauii Ta P03Mi11-xeHHHHa
0(biuiiiH0MY Be6caiiTi MiHicTepcTBa oxop0HH 3mop0B'51 YKpaiHH.

p03M111xye MeTOAHt1HiMaTepiaJIH 1110110 BHKOHa1--11--1% BVIMOr TIPHÜHHToronpo€KTY

2) 3ax0AH, HKi He06xiAH0 3AiüCHHTHcy6'eKTarv1 rocnomapK)BaHHH, IKi npoBaAATb
rocnomapcbKY Ai51J1bHiCTb3 MeAHHH0i npaKTHKu•.

03HaiOMHTHCR 3 BMMoraMV1 perym0Bam-1R (110111YK peryjwropHoro arra B Mepexi
Ta ioro orrpa1.U0BaHH1) 'ra MerroAHHHHMH MaTepianaMH AO Hboro.

VI. OuiHKa BHKOHaHHH BHMOr peryJ1f1TopHoro aKTa 3aJ1em-10 Bill pecypciB,
HKHMH p03nopqmxa10Tbcq opraHH BHKOHaBHOi BJ1aAH opraHH MicueBoro
caMOBPHAYBaHHH, Ta IOPHAHHHiOC06H, f1Ki 110BHHHi Bnp0BaAXYBaTH a60
BHKOHYBaTH ui BHMOrn

BHKOHaHHH BHMOr npo€lcra aKTa 3AiMcmOBaTHMeTbCH B Mexax icHyotmx
KOIIITOPHCHHX BHTPaT Ha YTPHMaHHA BiÅ110BiÅHHXopraHiB AepxaBH0i BJ1aAH.

Bvrrparrq Ha BHKOHaHHH BHMOr peryJ1flTopHoro alcra 3 60KY opraHiB BHKOHaBHOi

BJ1aAH a60 opraHiB MicueBoro caMOBPHÅYBaHHflBimcyTHi.

Peani3auin npoeKTa aKTa He 110Tpe6YBaTHMe AOAaTKOBMX 610A)KeTHHX BH'rpaT i
pecypciB Ha aAMiHicTpyBaHH% ÅepxaBHHMH opraHaMH Ta He 110Tpe6YBaTHMe AOAaTKOBHX

BHTPaT cy6'€KTiB rocnomap10Bam-11, 110B'A3aHHX 3 BHKOHa1--11--1HM BHMOr peryJ1wropHoro
aKTa.
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TIPHüHff1vrq npoeKTY aKTa He npH3Beme HeoqiKYBa1-mx pe3YJ1bTaTiB i He
r10Tpe6YBaTHMe AOAaTKOBHX BHTpaT 3 AepxaBHoro MO)KJIHBa 111Koma y pa3i
oqiKYBaHmx HaCJ1iAKiBAii aKTa He nporH03YCTbcx.

Y Mexax Aboro AHU1i3YperynxropHoro BIIJIHBY rraKO)K npoBeAeH0 p03paxyH0K
BHTPaT cy6'eKTiB rocnomap10BaHHH 3riAH0 3 AOAaTKOM 2 AO MerroAHKH npoBemeHH%
aHaJ1i3YBIIJIHBY perynxropHoro aKTa.

BHTpaTH opraHiB BHKOHaBHOi BJ1aÅH He nepen6aqmTbcq, a TOMY p03paxyH0K
BHTPaT 31'iÅH03 AomaTKOM 3 AO MeT0ÅHKM npoBeÅeHH% al-1aJ1i3YBHJIMBY peryJ1%TopHoro
aKTa He p03p06JIHBcx.

VII. 06rpyHTYBaHHH3anponoH0BaHoro cTpoKY Aii peryJ1f1TopHoro ale-ra

3anpon0H0BaHHüTepMiH Aii ar«ra: 6e3CTPOKOBO.
06rpyHTYBaHHH3anponoH0BaHoro TepMiHY Aii aKTa:

CTPOKAii Uboro npoeKTa aKTa BCTaHOBJ11-O€TbCHHa He06rvre7CHHÜ 'repMiH, OCKiJ1bKH
BiH perymoe BiAHOCHHM, MalOTb 11POJIOWOBaHHüxapaKTep. 3MiHa cTp0KY Aii
perynxropHoro aKTa MOWIHBa B pa3i 3MiHH Mi>KHaPOÅHO-npaBOBHX aKTiB
3aKOHomaB1-1HX aKTiB YKpaiHH BHLUOi K)PHAHt1H0i CHJIH, AKi BTIJIHBa10Tb Ha rrpeAMeT
peryJIK)BaHHfl 1.1boro npoeycra aKTa.

TepMiHHa6paHHH HHHHOCTi npo€KTa aKTOM: 3 Moro 0(biuiüHoro ony6J1iKYBaHHfl.

VIII. BH3HaqeHHf1 n0Ka3HHKiB pe3YJ1bTaTHBHOCTi Aii peryJIHTopHoro arra

1. P03Mip HamXOÅ)KeHb mo AepxaBHoro Ta MicueBoro i nepxaBHHX
qiJ1bOBHX 110B

'

%3aHHX i3 Aie10 aKTa — pea-Tli3auiH aKTa He nepeÅ6aqae AOÅaTKOBHX
HamXOA)KeHb Ta BTPaT mo mepxaBHoro Ta MicueBHX 6K)ÅXeTiB.

2. KiJ1bKiCTb cy6'€KTiB, Ha HKHX AiH aKTa — 110HaA 800.

3. PiBeHb cy6'eKTiB Ta (a60) (bi3HHHHX
oci6 i3 OCHOBHHMH IIOJIOYCHHHMH npoeKTY peryJ1flTopHoro aKTa — BHCOKUü, OCKiJ1bKH
BiH 6yme ony6J1iKOBaHHÜ Ha Be6caüTi MiHicmepcTBa oxopoHH 3Å0POB'%
YKpaiHH.

BH3HaqeH1-1H pe3YJ1bTaTHBHOCTi peryJMTopHoro aKTa np0110HY€Tbcq
BCTaHOBHTM TaKHii CTaTVICTHH1--1Hü HOKUHHK:

KiJ1bKiCTb oxoqmx yqaCHHKiB PHHKY (cy6'€KTiB rocnonap10Bam-1%), BHABHJIH
60KaHHH 110ÅaTH eCTD;

KiJ1bKiCTb nomaHHX eCTD;
KiJ1bKiCTb ycni111H0 nonamrx eCTD (Ti 1110 npoü111JIH BUIiÅauiüHi Kpmepii).
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IX. BH3HaqeHHf1 3axomiB, 3a monorvfororo HKHX 3AiiCHIOBaTMMeTbC
BiACTemeHHf1PBYJ1bTaTHBHOCTiAii peryJIHTopHoro aKTa

BimcrrexeHH1 pe3YJ1bTaTHBHOCTi peryJ151TopHoro aKTa 111JIHX0

npoBeÄeH1--1A 6a30Boro, 110BTOPHoro Ta nepi0ÄMt1Horo BiACTehCHHH CTaTHCTHt1H
ITOKUHHKiB pe3YJ1bTaTHBHOCTi arra, BH3HaqeHHX HiA gac npoBeAeHH1 aHaJ1i3YBIIJIHB
perynxropHoro aKTa.

ba30Be BiÅcrrexeHH% pe3YJ1bTaTHBHOCTi Aboro perynxropHoro al<Ta

3AiÜcmOBaTHMeTbC% IliCJ151 Ha6paHHR HHM HHHHOCTi, OCKiJ1bKH Aboro
BHKOPHCTOBYBaTHMYTbCH BHKJIK)HHO CTaTHCTHt1Hi HOKUHHKH.

BiÅCTexeHH% pe3YJ1bTaTMBHOCTi perynwropHoro110BTOPHe aKTa
3ÅiÜCHK)BaTHMeTbCR qepe3 piK 3 Ha6paHH% HHHHOCTi I-IMM peryJIATopHMMaKTOM, anp
He ni3Hime ABOX POKiBniCJIH Ha6paHHH HUM HHHHOCTi. 3a pe3YJ1bTaTaMH mm-lord
BiÅcrreX<eHHH BiÅ6YÅeTbcR 110PiBHHHHAITOKUHHKiB 6a30Boro Ta 110BTopHoro
BiÅCTexeHHR. Elepi0AHYHe BiÅCTOKeHHHpe3YJ1bTaTHBHOCTi 6yme 3AiüCHK)BaTHCH OA
pa3 1-la KOXHi TPH POKM, noqvmmoqvr 3 3aKiHqeHH51 3ax0AiB 3 110BTOPHOr

BiacrrexeHH}1pe3YJ1bTaTVIBHOCTiAboro aKTa.

Memom npoBemeHH1 BiÅCTexeHH%pe3YJ1bTaTHBHOCTi: CTaTHCTHt-1HHÜ.
BHA Aal--1HX, 3a A0110M01*010 AKMX 3AiüCHIOBaTHMeTbCH BiÅCTexe

pe3YJ1bTaTHBHOCTi: CTaTHCTHHHi.
Y pa3i Hamxomxe1-1H% nponouruiü Ta 3ayBaxe1-1b II-IOAO BHPiL1.1eH

HeBperYJ1b0Ba1-mx a60 np06J1eMHnx nvnaHb 6YÅeP03rnuaTHCb He06XiÅHiCTbBHeceH1--11
BiÄ110BIÄHHX3MiH.

UiJ1b0Bi rpynvr, HKi 6YAYTb301yqa•rncb no npoBeAeHHH AOCJ1iÅ)KeHHH,

MiHicTepcTB0 OXOPOHH 3Aop0B'H YKpaiHH, ÅepxaBHHü eyccnepTHHü ueHTp
MiHicTepcTBa OXOPOHH 3AOPOB'HYKpaiHM, 3aflBHVIKH, opraHH 3 OUiHKHBiÅ110BiAHOCTi,
ÅepxaBHa cnyx6a YKpaiHH 3 JliKaPCbKHX3ac06iB Ta KOHTPOJIK) 3a HaPKOTVIKaMH.

MiHicTp oxop0HH 3AOPOB'q YKpaiHH

2024 p.

BiKT0p JIAIIIKO



AomaTOK 1

AO AHU1i3YperyJ1flTopHoro BIIJIHBY

npo€KTY HaKa.3Y MiHicTepcTBaoxopoHH
3AOPOB'HYKpaiHH BHecer-1H% 3MiH

40 HaKa3iB MiHicTepcTBaOXOPOHH
3ÅOPOB'HYKpaiHH Bill 13 )KOBTHH

2023 POKY N! 1789 Ta BiÅ 8 KBiTHH
2024 POKY N! 588»

BUTPATH
Ha OAHoro cy6'€KTa rocnonap10BaHHq Benmcoro i cepeAHboro niAnpneMHH11TBa,

f1Ki BHHHKa10Tb BHaCJ1iAOKAii peryJIHTopHoro aKTa

IIOPHAKOBHÜ
HOMep

1

2

3

4

5

6

7

8

BvrrpaTH

BmpaTH Ha npHA6aHHR OCHOBHHX
(bOHAiB, 06rraÅHaHH*Ta npHJ1aÅiB,
cepBicHe 06CJIYTOBYBaHH%,
HaBqaHH1/niÄBH111eHHA KBaJ1i(biKauii

nepc0HaJIY TOIUO, 1'PHBeHb

IlonaTKH Ta 360PH(3MiHa p03Mipy
He06xiÅHocrri y

cnnaTi nomaTKiB/360piB), IVHBeHb

BwrpaTM, 110B 'Bal--li i3 BeAeHH%M 06J1iKY,

niLVOTOBK0i0 Ta nomaHH51M 3BiTHOCTi AepxaBHHM
opraHaM, ISPHBeHb

BMTpaTH, 110B '*3aHi 3 aAMiHiCTPYBaHHRM3ax0AiB
mepxaBHoro Harj1*AY (KOHTPOJIIO) (nepeBipoK,

caHKuiü, BHKOHaHHfl pimeHb/
npprnuciB TOIUO), rPHBeHb

BHTpaTH Ha OTPHMaHH51anMiHiCTPaTHBHHX
nocnyr(A03B0J1iB, nil-leH3iÜ,
aTecTaTiB, noroÅxeHb, BUCHOBKiB, npoBeJ1eHHR
He3aJ10KHHX/060B '

fl3KOBHX eKcnepTH3,
aTecrrauii TOIIIO) Ta iH111HX nocnyr

(npoBemeHH* HayKOBHX, iH11mx eKcnepTH3,
CTpaxyBaHHfl TOI.uo), IPHBeHb

BHTPaTHHa 060POTHiaKTHBH
(MaTepiaJIH, KamxeJ11PCbKiTOBaPH
TOIUO), 1'PHBeHb

BvrrpaTH, 110B
'

*3aHi i3 HaiMOM
AOAaTKOBoro nepc0Hany, rpHBeHb

Imue (y-roqHMTH), 1'PHBeHb•.

npouenypn OTPHMaHHf1 nepBHHH0i iHd)opMauii

3a nep111HM piK 3a n'*Tb POKiB

48,00

(48 rpH x 1
npo BHMOIM peryJ110BaHHH*

48,00

(48 rpH x 1
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10

11

2

PA30M (CYMa 1 +2+3 +4+5 +6+7
+8), rpHBeHb

KiJ1bKiCTb cy6'erriB rocnoaapK)BaHHH Benmcoro Ta

cepeAHboro niÅ11PHeMHH1.1TBa, Ha AKHX 6yue
110111HpeH0 peryJIK)BaHHA, OAHHHUb

CYMapHi BHTpaTH cy6'eKTiB roc110AapmaHH51
Benmcoro Ta cepeAHboro nunpHeMHM11TBa, Ha
BHKOHaHHX peryJ1}0BaHHH (BaPTiCTb peryJ1i0BaHHH)
(PHAOK 9 X pHA0K 10), IPHBeHb

48,00

800

38 ooo,oo

48,00

800

38 ooo,oo

* 03HaiOMneHHfl 3 BHMoraMH aKTa noTpi6H0 21'OAHHH. Ann 06paxyHKY 3a OCHOBY 6epeM0
MiHiMaJ1bHY3ap06iTHY nnaTY, BH3HaqeHY y noroÅHHH0MY p03Mipi, 1110 BiÅ110BiÅH0 AO 3aKOHY
YKpaiHH <dlpo AepxaBHMä YKpaiHH Ha 2024 CTaHOBHTb 48 1'PHBeHb 00 KOIT..

P03paxyH0K BiA110BiÅHHX BHTPaT Ha OAHoro cy6'crcrarocnomapK)BaHHH

BHA BHTPaT

BHA BVITPaT

TIOAaTKH Ta 360PH(3MiHa p03Mipy
nomaTKiB/360piB, BHHHKHeHHfl He06xiÅHocrri y

@apiK)

BvrrpaTH Ha cr1J1aTY nomaTKiBTa
360piB

(3MiHeHHX/HOBOBBemeHUX) (3a

cnnaTi noxraTKiB/360piB)

BHA BHTPaT

piK)

BHTpaTH Ha
onnaery

111TpacbHHx

caHK11iü 3a piK

Pa30M 3a piK

BHTPaTH3a
n'flTb POKiB

BwrpaTH 3a
n 'HTb POKiB

BHTpaTH 3a
n

'

HTbPOKiB
BHTpaTH* Ha

BeAeHHH 06J1iKY,

IliAroT0BKYTa
nonaHHR

3BiTHOCTi (3a piK)



BHTPaTH, 110B'}BaHi i3

BemeHH%M 06J1iKY,
niÅr0T0BK0i0 Ta nomaHHHM
3BiTHOCTi AepxaBHHM
opraHaM (BHTPaTH qacy
nepc0HaJIY)

BHA BHTpaT

BHTpaTH, 110B'13aHi 3
aAMiHicrrpYBaHH%M
3ax0AiBaepxaBHoro
HarJ1flAY (KOHTPOJIYO)

(nepeBipoK, 111TpacbHHx

caHKUiä,

BHKOHaHHA pimeHb/
11PHflHCiBTOLUO)

BHA BHTPaT

BHTpaTH Ha OTPHMaHH51
aAMiHiCTPaTHBHHXnocnyr
(A03BOJ1iB, JliueH3iü,

cepTHd)iKaTiB, aTecTaTiB,

noromeHb, BHCHOBKiB,

npoBeAeHHH He3aJ1e)KHHX
/060B'R3KOBHX eKcnepTH3,

aTecTauii
TOIÅO) Ta iHmmx nocnyr
(npoBeaeHH* HayKOBHX,
iH111HX eKcnepTH3,

ax aHHfl Tomo

3

BHTpaTH* Ha
amMiHicTpyBaHH%

3ax0ÅiB AepxaBHoro
Harnnay (KOHTPOJIIO)

(3a piK)

BwrpaTH Ha
npoxcuxem-l%
BiÅ110BiÅHux

npouemyp
(BHTPaTH qacy,
BHTPaTH Ha
eKcnepTH3H,

TOI.IIO)

BHTPaTHHa
orlJ1aTY

caHKuiÜ Ta

ycyyreHHR
BHABJ1eHVfX

nopyuxeHb (3a
piK)

BHTpaTH

Pa30M 3a piK

Pa30M 3a piK

BHTpaTH 3a

n'HTbPOKiB

BHTpaTH 3a
n'RTb POKiB6e3nocepeÅHb0 Ha (CTaPTOBHä)

Å03BOJIH, JliueH3ii,
cepTH(biKaTH,
cTpaxoBi noniCH

(3a piK -

CTaPTOBHii)



4

a piK (ceraPTOBHü)BHA BHTPaT

BwrpaTH Ha 060poTHi aKTHBH
(MaTepiaJIH, KaHueJ1flPCbKiTOBaPH
TOIAO)

BHA Bvrrpaer

BHTpaTH, 1-10B 'fl3aHi i3 HaiMOM

ÅOAaTKOBOro nepc0HaJIY

Ilepi0ÅHYHi (3a

HacTY11HHüpiK)

BHTpaTH Ha onnaTY npaui AOAaTKOBO
HaiiMaHoro nepc0HaJIY (ga piK)

BvrrpaTH 3a n'RTb
POKiB

BwrpaTH 3a 11'HTb

POKiB
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