
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


