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IIPO€KT

KABIHET MIHICTPIBY PAiHVi

BiÅ

Aem«i IIHTaHHH Bemel-1Hf1 Ta (bYHKui0HYBaH
cd)epi JliKaPCbKHX3ac

BiN10BiAH0 AO 3aK0HYYKpaiHH BiA 16 JIH

BHeceHHA 3MiH AO meqKHX 3aKOHiB YKpaiHH

JliKaPCbKHX Ka6iHeT MiHicTpiB YKpaiHH

I . 3aTBePÅHTHTaKi, 1110 AOAaiOTbCq:
IIopflÅOK BezxeHH% AepxaBHoro peecTpy JliKa
Ilop%ÅOK BeAeHH% AepxaBHoro peecTpy JliKa

BB03HTbCH Ha TepHTopiK) YKpaiHw,
IlopflAOK BeneHH% ÅepxaBHoro peecTpy BBeA

1.110 BB0351TbCS1 Ha TeppnopiF0 YKpaiHH.

2. BHeCTH 3MiHH AO HOJIO)ICHHH npo AepxaB
3aTBemyceHoro 110CTaHOBOK) Ka6iHeTYMiHicTpiB
N! 41 1 BiCHHK YKpaiHH, 2004 p. , N! 13, CT. 897), BH JlaB111V1 Moro B

pemaKL1ii, Luo mona€TbCfl.

3. YCTaHOBHTH, Luo:

l) AO BBeneHHH B Ail-03aKOHYYKpaiHH Bi
JliKapcbKi Elop%A0K BeneHH% AepxaB
JTiKaPCbKHX3ac06iB, 1110 BB03SITbC51 Ha Tepurropi
HOCTaHOBOkO, 110111HP10€TbCA Ha JliKapcbKi 3ac06
TepHTopiK) YKpaiHH JliUeH30BaHHMH napaJ1eJ1bHH
CTaTTi 78 Uboro 3aKOHY.Ao JliKaPCbKHX3ac06i
qaCTHHH nepwoi cTaTTi 73 3aKOHYYKpaiHH Bin

IIOCTAHOBA

202 p. N!

KHiB

H aepmaBHHX p ecTPiBy
6iB

2024 p. N! 860-1X
OAO napanenb oro iMI-ropTY

OCT a HOBJI e:

CbKHX 3ac06iB;
CbKHX 3ac06iB, o napaJ1eJ1bH0

HHX B 06ir JliKap bKHX 3ac06iB,

pe€cTp JliKap bKHX 3ac06iB,

KpaiHH BiÅ 31 6 pe3H% 2004 p.

28 2022 p N! 2469
ro peecTpy BB meHHX B 06ir
YKpaiHH, 3aTBe A)1€eHV1ü uiero
1110 napaJ1eJ1bH BB0351TbC% Ha
H iMr10pTepaMH Bimr10BiAH0
BH3HaqeHHX I-ry KTaMH I Ta 2

8 num-151 2022 p. N! 2469
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JliKapcbKi 3ac06u», 110135140KBeAeHHA AepxaBH0 0 pe€cTpy BBeÅ HHX B 06ir

JliKaPCbKHX3ac06iB, 11-10 BB0351TbCA Ha TepHTopiK) KpaiHH, 3aTBep xeHHä ui€k0
110CTaHOBO}O, 3aCTOCOBY€TbCA 3 MOMeHTY BBeneHHH Ai}0 Aboro 3aK0 y;

2) AepxaBHuü pe€cTp JliKaPCbKUX3ac06iB, O napaRJ1bH0 B03flTbC51 Ha

TepmopiY0 YKpaiHH, rra AepxaBHHÜ peecTp BBeme HX B 06ir JliKapc KUX 3ac06iB,

mo BB03flTbC51 Ha Tepvnopi}0 YKpaiHH, 110MHHaÆOTb YHKUiOHYBaTHni JIH BBeAeHH51

ix B MiHiCTepcTBOMOXOPOHH 3Aopo 'W,

3) AO CTBopeHH51 UeHTpaJ1bHOro opraHY BH 0HaBL10i BJ1aAH i3 neuiaJ1bHHM

CTaTYCOM, 1110 peani3ye mepxaBHY noniTHKYy C(bepi TBopeHHfl, KY Ha PHHOK,

KOHTPOJIK) AKOCTi, 6e3neKu Ta ed)eKTHBHOCTi JliK PCbKHX 3ac06iB, BM3HaqeHoro

3aKOHOM YKpaiHH Bim 28 JIHFIH% 2022 p. N! 2 69 JliKap bKi

110BHOBaxeHH51 opraHY nepxaBHoro KOHTPOJUO, H3HaqeHi FIOPHA0M BemeHHA

ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 111 napaneJ1bH0 03%TbC51 Ha

YKpaiHH, Ta FIOPHAKOMBeÅeHH51 Aepxa Horo peecTpy BB neHHX B 06ir

JliKaPCbKHX3ac06iB, 1110 BB03%TbCA Ha TepvnopiÆ0 KpaiHH, 3aTBepÅ eHHMH ui€}0
Ha AepxaBHY cny 6y 3 JliKaPCbKH 3ac06iB Ta

KOHTPOJUO 3a HaPKOTUKarvrm•,

4) AO BBemeHH% AepxaBHoro peecTpy JliKa CbKHX 3ac06iB,111 napaJ1eJ1bH0

Ha TepmopiK) YKpaiHH, i AepxaBH0 0 peecTpy BBe eHHX B 06ir

JliKaPCbKHX3ac06iB, mo BB03flTbCH Ha TepuTopi}0 KpaiHH, B eyccnny Taui}o:
LUOAO JliKaPCbKHX3ac06iB, napaneJ1bH0 Ha

TepHTopiK) YKpaiHH, BKmoqa}OHV1 BiAOMOCTiLuo o A03BOJ1iBHa mapaneJ1bHHä

ilvmopT JliKaPCbKHX3ac06iB Ta mono BBemeHH}1 B 06ir JliKaPCbKH 3ac06iB, 1110

Ha Tepmopi}0 YKpaiHH uineü rl paneJ1bHOro iM OPTY (mani -

iH(bopMauiH), BemeTbCH B eneKTPOHHiM(l)0PMi rra P03 iLuy€TbCH Ha 04) uiMHOMYBe6-
caüTi AepxaBH0i CJIY>K6H3 JliKaPCbKHX3ac06iB a KOHTPOJIYO 3a HaPKOTHKaMH

www.dls.gov.ua y ninp03AiJ1i 3a 3riAH 3 AOÅaTKOM•,

BKJIK)qeHHA AO iH(bopMauii BiAOMOCTeMå111 AO BBeÅeHH51 B O ir JliKaPCbKHX
3ac06iB, uxoBB03ATbC% Ha Tepmopiro YKpaiHH uineü napanejlb oro iMnopTY,

cy6'€KTH rocnomapK)BaHHfl, 1110 OTPmrvraJIH A03 ill Ha napanen Hui iM110pT

JliKaPCbKUX3ac06iB, nonafOTb AO AepxaBH0i C >K6H 3 JIiKaPCbKX 3ac06iB Ta

KOHTPOJIK) 3a HaPKOTHKarv1H 110BiA MJ1eHHH y AOBiJ1 HiM (l)0PMi i3
3a3HaqeHHmv1 BiAOMOCTeM, BH3HaqeHHX IIYHK 0M 14 Hopn KY BeneHHA
AepxaBHoro peecTpy BBemeHHX B 06ir JliKapcb HX 3ac06iB, ILIO BB03flTbCH Ha
Tepvnopik0 YKpaiHH, 3aTBepmxeHoro ui€}0 no TaHOBO}O. AaHi 3UHaqeHi B

iH(bopMauiMH0MY HOBiÅOMJ1eHHi, BHOC%TbCH Aep aBHOFO cJIY)K60yo 3 JliKaPCbKHX
3ac06iB Ta KOHTPOJI}0 3a HaPKOTHKaMH no auii npoTff0M T box p060qux
AHiB 3 ix nomaH}-w,

3 IliATBepnxeHH51 pime HH npo BHAaq A03BOJIY Ha
napaneJ1bHHü iM110pT JliKapcbKoro 3ac06y, Luo BB 3UTbC51 Ha TePHT piyo YKpaiHH
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I-lineü napaneJ1bHoro iMnopTY, Aep)KaBH0K) CJIY 60K) 3 JliKaPCbK
KOHTPOJI}0 3a HaPKOTHKaMH cy6'€KTY rocnonapo HH%, 1110 OTPHM
napaneJ1bHHü iM110PTJliKapcbKoro 3ac06y, Hama€T 3aBipeHa B yc

nopqmcy K011i% Hal€a3Y npo BHAaqy A03BOJIY Ha nap eJ1bHHM iM110P
3ac06y.

4. I-IA nocTaHOBa Ha6mpae MHHHOCTi 3 1 ciHHH 025 p. , KPiM:
a63auy npyroro IIYHKTY 1 uiei HOCTaHOBH, a63auy mpyror

IlopHÅKY BeneHHA AepxaBHoro peecTpy BBeneHHX 06ir JliKaPCbKH

X 3ac06iB Ta

B A03BiJ1Ha
aHOBJ1eHOMY
JliKapcbKoro

nyHKTY 15

3ac06iB, 1110

BB03RTbC}1 Ha Tepurropiyo YKpaiHH, 3aTBepÅ)1ce oro uieyo nocT HOBOIO, 51Ki

Ha6mpa}OTb HHHHOCTi OAHO%CHO 3 BBeneHHflM B Ai 3aKOHYYKpaiHH Bin 28
2022 p. N! 2469 JliKapcbKi 3ac06m»•,

nyHKTY 14 nonaTKY no Ilonoxem-lfl npo A P)1€aBHHü peecT JliKaPCbKHX
3ac06iB, 3aTBepmxeHoro 110CTaHOBOiO Ka6iHeTYMi iCTPiBYKpaiHH B 31 6epe3Hfl

2004 p. N! 41 1, Ha6npae HHHHOCTi 0ÅHoqac 0 3 BBeneHH%M Aiko 3aKOHY
YKpaiHH BiA 21 cepm-l% 2024 POKY N! 3910-IX « po Bi-leceHHA 3M H no 3aKOHY
YKpaiHH JliKapCbKi 3ac06u» LUOÅO MaPKYBaHH JliKaPCbKHX3ac

IIpeM'ep-MiHicTp YKpaiHH



3ATBEPÅ)KE O
nocTaHOB 1-0 Ka6iHeTYMiH CTPiBYKpaiHH

BiÅ

110JIO)KEHH51

npo AepxaBHHä peecTp JliKaPCbKx 3ac06iB

024 p. N!

l. Lle FIOJIO)KeHH51 BH3Haqae nopflÅ0K CTBope Ta Benem-l% ÅepxaBHoro
pe€cTpy JliKaPCbKHX3ac06iB (AU1i — PeecTp).

2. Y 11b0MY FIOJIO)KeHHi TePMiHHB)KHBa10TbC51 B TaKOMY 3HaqeHH .

KOPHCTYBaq npHKJ1aAHoro nporpaMHoro iHTeP(l) Mcy PeecTpy (A I) — 6YÅb-mca
oc06a, 51Ka Mae aBTOMaTH30BaHHü mocTyn no BiAOMO eM Pe€cTpy 3 BH OPHCTaHHAM

11PHKJ1aÅHoro nporpaMHoro iHTep(beücy PeecTpy (AP );
KOPHCTYBaq PeecTpy — (l)i3HLIHa a60

peecTp0B010 y nopflÅKY 3araJ1bHoro
Ta/a60 eneKTPOHHOiiH(bopMauiäH0i B3a€M0Aii Mi
peecTpaMw,

ny6J1iHHHVi iHTep(beüc PeecTpy eneKT

p03MimeHHä Ha Be6caüTi www.drlz.com.ua,
6e3011J1aTH0 Ta 6e3 3aCTOCYBaHHfl 3ac06iB eneKTPOH
peecTpoBY if-I(boprvlauiro PeecTpy BiÅ110BiÅHOAO 3a

Ta Ilboro FIOJIO)KeHHW,

cneuiaJ1i30BaHHü KOPHCTYBaq Pe€cTpy — KOPH
cneuiaJ1bHmvä nocTY11 AO Pe€cTpy 3a pe3YJ1bTaTOM

YAOCKOHaneHoro eneKTPOHHOFO

Ha oc06a, 511-ca OPHCTy€TbC51
cTyny, cneuiajlb oro nocTY11Y
ny6J1iHHHMH e eKTPOHHUMH

OHHHä iHTep(beVc PeecTpy,

nae MOWIH iCTb BiJ1bHO,
oi

•

OTPHMYBaTU

OHY YKpaiHH « po JliKapcbKi

TYBaq PeecTpy, KHü OTPHMY€
3 nor10Moroyo

iATIHcy.

IH111i TePMiHHB)KHBa10TbC51 y 3HaqeHHi, HaBene OMY B 3aKOHax KpaiHH
JliKapcbKi 3aKOHax YKpaiHH <npo 3axHCT
nepCOHaJ1bHHX 3axHCT iH(bopMauii B

•

H(bopMauiäH0-K0 YHiKauiMHHX
cucrreMax», ny6J1iHHi eneKTPOHHipeecrrpm» T IlonoxeHHi np iHTerpoBaHY
CHCTeMY eneKTPOHHOi 3aTBepA)Ke OMY 110CTaHOB K) Ka6iHeTY
MiHicTpiB YKpaiHH BiA 3 JIHcTonana 2023 p. N! 115 Bi

2023 p., 101, CT. 6026).

3. PeecTp CTBOPIOCTbCH i (l)YHKui0HY€ AK e HHa nepxaBHa
cucrrervla, 1110 MiCTHTb BiAOMOCTinpo 3ape€cTpoBa i B YCTaHOBJ1e
JliKapcbKi 3ac06H, BiÅOMOCTi npo BCi 3MiHH AO Ma epiaJ1iB pe€cTpa
JliKaPCbKHX3ac06iB, a Tar-CO)K 3a6e311eqye 36ip, HaK011 qeHHH, 06p06KY
rra HaxxaHHR iH(bopMauii npo TaKi JliKapcbKi 3ac06H.

(DYHKUiOHaJ1bHHMH CKJ1aÅOBHMH PeecTpy € Ae aBHHü pe€cTp B

JTiKaPCbKHX3ac06iB, 1110 BB03ATbC51 Ha TepHTopiK) KpaiHH, Ta Aep

HHK YKpaiHH,

H(bopMauiäHa

OMY rrop%ÅKY
iMHoro nocb€
06J1iK, 3aXHCT

eneHmx B 06ir
aBHHIYi pe€cTp
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JliKaPCbKHX3ac06iB, Luo napaJ1eJ1bH0 BB03flTbC51 a Tepmopi10 KpaiHH, HKi

AK 0KpeMi iH(bopMauiüH0-K0MYHiKaui Hi CHCTeMH.

4. M03 3a6e3r1eqye BiÅKPHTHüTa 6e30r1J1a HHÄ nocTY11 peecTpoB0i
iH(bopMauii PeecTpy 11.1J1flXOM •li P03MimeHH51Ha ny6J1i

5. BnaCHHKOM Ta nepxaTeneM PeecTpy, y
TexHiHHHX 3ac06iB, € aepxaBa B oc06i M03.

PeecTp 3a AepxaBHHM
eKcnepTHHÄ qeHTP MiHicTepcTBa OXOPOHH mopoB'
C(bepvr ynpaBJ1iHHAM03, Ha npaBi roc110AapcbKoro Bi

6. AÅMiHicTpaTopoM PeecTpy € AepxaBHe
eKcnepTHuü ueHTP MiHicTepcTBa OXOPOHH 3Aop0B'51

7. CTBOPK)BaqaMH Ta ny6J1iHHHMH peecTpaT
amviiHicTpaTopa PeecTpy, yr10BHOBaxeHi Ha BHeceHH
AO HHX Ta BUKJ110qeHHA BiÅOMOCTeM3 Pe€cTpy (nan
aAMiHicTpaTopa PeecTpy).

IIpaBa Ta 060B'513KH CTBOP}OBaqiB Ta ny6
BH3Haqa}OTbCfl 3aKOHOM YKpaiHH ny6J1iqH•
IIOJIOHCHHHM Ta nop%AK0M BeAeHHS1 PeecTpy, 3aTBep

HOMY PeecTpy.

MY qucni Moro nporpaMH0-

iATIPH€MCTBOM
Luo

aHHfl.

ninnpu€McTB0

paMH PeecTpy
BiÅOMOCTeüAO
— yr10BHOBaxe

iHHmx peecTpaT
eneKTPOHHip

)KeHHM M03.

8. 06'€KTOM PeecTpy € npo Jli apcbKi 3ac06H,
(nepepe€cTpoBaHi) M03 y BCTaHOBJ1eHOMY nop51ÅKY, A03BOJ1eHiAJ151
3aCTOCYBaHH% B MeAHLIHiänpaKTHUi.

aJ10KHTb 40

npauiBHHKH
e€cTpy, 3MiH
npauiBHMKH

piB PeecTpy

apeecTpoBaHi

P06HHUTBai

06'€KTiB PeecTpy 3ÅiMCHK)€T cn 3a AOIIOMO 0K) H0Mepy
peecTpauiüHoro 110CBiAqeHHfl (peecTpauii) JliKapcb oro 3ac06y.

9. PeecTp Ta ny6J1it1HHä iHTep(beüc PeecTpy eAYTbcq nepxaB OYO MOBOYO B

eneKTPOHHiü(l)0PMi i3 3a6e3neqeHH51M AOTPHMaHHA HMOr ACTY EN 301 549:2022
(EN 301 549 V3.2.1 (2021-03), IDT) Hi TexH0J10rii. HMOI"H LUOAO
AOCTY11HOCTinpoÅYKTiB Ta nocnyr IKT» IliÅ qac CTBO eHH%, M0AepHi3 uii, P03BHTKY,
aAMiHiCTPYBaHHfli 3a6e3neqeHH51 (l)YHKUiOHYBaHHH P ecTpy.

10. OYHKUiOHaJ1bHiMOXJIHBOCTi PeecTpy 3a6e eqy}0Tb:

aBTOMaTH30BaHY (l)ii€cauiyo ÅiV1KopucTYBaqiB y PeecTpi, ix MOHi OPHHr•,

3axHCT iH(bopMauii B PeecTpi, y TOMY
•

BiÅ 3HHIUeHH}1 6JIOKYBaHH%,

nopY1.11eHHH uiJ1icHocTi Ta pe)KHMY AocTyny AO auii;
cneuiaJ1i30BaHuxKOPHCTYBaq B Pe€cTpy;

aBTOMaTH30BaHHä AOCTYII KopucTYBaqiB O PeecTpy 3a ÅOHOMOI"OK)
TIPHKJ1aAHoro nporpaMHoro iHTep(beücy PeecTpy ( 1);

P03Me)KYBaHH51 Ta KOHTPOJ1b Aocrryny no na HX Pe€cTpy 3riA 0 3 npaBaMH
AocTY11Y KopucTYBaqiB',
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36epe)KeHHfl, aBTOMaTHHHe pe3epBYBaHH% i BiA BJ1eHHR peecTpo HX naHHX Ta

peecTpoB0i iH(bopMauii•,
aBTOMaTH3aUi10 KOHTPOJI}0 03HaK KOPeKTHOCTiTa HOBHOTH iH

BHOCHTbC% no PeecTpy;

BHKOPHCTaHH% CJIOBHHKiB, AOB AHHKiB, cTaHAap
npaKTHK CTPYKTYPYBaHH% BiAOMOCTeü, BHeceH AO PeecTpy, Ta

ed)eKTHBHoro 06P06J1eHH%iH(bopMauii•,
MO)KJIUBiCTb aBTOMaTH30BaHOi iH(boprqauiM oi B3a€M0Aii

AepxaBHHMH eneKTPOHHHMH pecypcaMH,
iH(bopMauii y AKHX € nepxaBHi opraHH a60 opraHH icueBoro caM0
Me-royo BHKOPHCTaHH% y p060Ti PeecTpy aKTyaJ1bHOi i ocT0BipH0i iH(l)

aHaJ1iTHt1He Ta CTaTHCTHLIHe 06P06neHH51iH(bop auii PeecTpy•,
060B'R3KOBe npaBOBOJIOÅiJ1bU TIPO 3a11HTH 6

LUOAO npo HbOro Ta Hane)KHi MOMY npaB Bi Ta iH111i cneui
MiCTHTbC51 B Pe€cTpi, a rraKO)K npo 36mpaHH%, 06P06neHHfl, B

iH(bopMauii no Pe€cTpy, Ti 3MiHYTa BHKJIYOqeHH% y aAKax, BH3Haqe

1 1. A)KepeJ1aMH PeecTpy € e KTPOHHiAOKYM
YllOBHOBaxeHHMH rrpaUiBHHKaMH aÅMiHicTpaTop PeecTpy AJI

iH(bopMauii npo 06'€KT PeecTpy.

12. no PeecTpy BHOC51TbC% BiAOMOCTi, BH HaqeHi AOÅaTK
110J10xeHHfl.

IliA qac BeneHH51 PeecTpy AOKYMeHTH, 51Ki Binn BiAH0 AO 3aKOHY

opMauii, Luo

iB Ta ycpauxux
a6e3neqeHH51

3 iH111UMH

OJIOÅiJ1bLVIMH
RAYBaHHA, 3

Mauii;

b-HKHX oci6
bHi CTaTYCH,

eceHH51 TaK0i
HX 3aKOHOM.

TH, CTBopeHi
peecTpauii

M AO I-Iboro

KpaiHH
ny6J1iqHi eneKTPOHHipeecrrpm» BHÅaÆOTbC51 npaB0B0 0ÅiJ1b11HM3 MeTO ix (l)i3HHH0i
Ta/a60 YOPHAHHH0i MH 3acBiAqeHH51 ix npaB0Bux, wraäH BMX Ta iH111HX

cneuiaJ1bHux CTaTYCiB, peqeü i npaB Ha HHX Ta Ha iH111i 06'€K H ny6J1iHHHX

eneKTPOHHHX peecTpiB, He CTBOPIO}OTbC51.

13. npo 06'€KTH PeecTpy BHOCHT cn no HbOro Yll BI--10BaxeHHMH
rrpaL1iBHHKaMH aAMiHicTpaTopa PeecTpy UIJ151XO (l)iKcauii Bin MOCTeä, 51Ki

BiJU10BiÅH0 AO I-Iboro IlonoxeHH51 HanexaTb AO pe€c POBHX AaHHX Pe Tpy.
BHeceHHH BiAOMOCTeä no PeecTpy, 3MiH AO H X Ta BHKJ1}OqeH BiAOMocrreü3

PeecTpy 3ÅiMcmo€TbCfl yr10BHOBaxeHHMH 11PaUiBHHKMH aAMiHicTpaT pa PeecTpy Ha
IlincrraBi BiÅ110BiAHoro HaKa3YM03 npoTfl1*0M 11' 060HHX AHiB3 TH npHüH51TT51

Tal-coro HaKa3Y.

14. EJIeKTPOHHaiH(bopMauiüHa B3a€M0Åi51 P €cTpy 3 iH111HM nepxaBHHMH
eneKTPOHHHMH pecypcaMH 3Ai CHIO€TbCH 3aco arviH CHCTeMH
eneKTPOHHOi B3a€M0Aii mepxaBHHX eJ1eKTPOHH X iH(bopMauiM HX pecypciB
<<TpeM6iTa».

Y pa3i BiÅCYTHOCTiTexHit1H0i MOWIHBOCTi ne enaqi naHHX 3 KOPHCTaHH51M
CHCTerv1H eneKTPOHHOiB3a€M0ÅiinepxaBHux eneKTp HHHX iH(bopMau MHHX pecypciB
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eneKTPOHHa iH(bopMauiüHa B3a€M0Åifl cy '€KTiB eneKTPOH oi B3a€M0Aii
3ÅiMCHK)€TbC51 3 BHKOPHCTaHH51M iH111HX iH(bopMauiM O-KOMYHiKaUiüHX cucrrerq i3

AOTPHMaHHAM BHMOr LUOAO 3axHCTY iH(bopMauii Bi 110BiÅH0 AO CTa i 8 3aKOHY
YKpaiHH 3axucrr iH(bopMauii B MYHiKaUiMHHXc CTeMax».

06cnr Ta cTpyKTypa ÅaHHX, AKHMH 06MiH TbC51 cy6'€KTH eneKTPOHHOi
iH(bopMauiMH0i B3a€M0Aii qepe3 nporpaMHi neKTPOHHHX

pecypciB (cepBicu), BH3Haqa}OTbCA roBopaMH TIPO i (bopMauiüHY
B3a€MOAiK), YKJ1aneHHMH BiA110BiÅHO AO Flop%AK eneKTPOHHOi( exHiHH0i Ta
iH(bopMauiMH0i) B3a€M0Aii, 3aTBepA)KeHoro IIOCT HOBOEO Ka6iHe
YKpaiHH BiÅ 8 BepecH% 2016 POKY N! 606 BiCHHK YKpaiH
73, CT. 2455; 2023 p., N! 11, CT. 721).

15. 3a6e3neqeHH% mocTY11Y AO PeecTpy c euiaJ1i30BaHHM
3AiüCH}O€TbCHaÅMiHicTpaTopoMPeecTpy Ha IliÅcTaBi•.

p03nopmqoro AOKYMeHTa KepiBHHKa amviiHiCT aTopa PeecTpy a

üoro 3aMi1uy€, 1110110 YllOBHOBaxeHH% aAM HicTpaTopiB i

KOMYHiKaUiäHOiCHCTeMvr,
3a51BH npo OTPHMaHH51 nocTY11Y no PeecTpy i3 a3HaqeHH}1M izxeH

naHHX cneuiaJ1i30BaHoroKopucTYBaqa, noaaH0i 3a B TaHOBJ1eHOÆOan
PeecTpy (bopM010.

16. AocTyn no PeecTpy KOPHCTYBaqaM TIPHKJI Horo rlporpaMH0
PeecTpy (API) Hana€Tbcq 3a 3aRB010 npo OTPH aHH% AocTY11Y

MiHicTpiB
, 2016 p.,

opucTYBaqaM

o OC06H, flyca
(bopMauiüH0-

iHicTpaTopoM

o iHTep(beücy

o PeecTpy 3

BHKopmcrraHHHM 11PHKJ1aÅHoro nporpaMHoro iHTep(be cy PeecTpy (AP ).

17. Pe€cTpoBa iH(bopMaui51 PeecTpy HaAa€TbC 6e30r1J1aTH0 y (l) PMiBHTWiB 3

PeecTpy 3a 3a51B(M0 (l)i3HHH0i a60 lopHAHHH0i OC06H.

18. IlopAA0K BeneHHH PeecTpy 3aTBePA)KY€TbC M03.

19. AAMiHicTpaTop Pe€cTpy 3a6e3neqye:
BHeceHH51 BiAOMOC'reüAO PeecTpy, 3MiH H X Ta BHKJIYOqeHH BiAOMOCTeä3

PeecTpy•,

niÅTPHMKY ny6J1it-1Horo iHTep(beücy Peec y 3 MerroÆ0 BiJ1bHOro Ta

3 PeecTpy 3riAH0 3 nonaTKOM•,
3aXHCT ny6J1iHHoro PeecTpy 3a 0110Mor0K) opr Hi3auiäHHX Ta

TeXHiHHHX 3ac06iB;
36epexeHHA rra 3axHCT aaHHX Pe€cTpy BiÅ110Bi HO AO BHMOr3aK HOÅaBCTBa npo

3axHCT iH(boprvrauii B CHCTeMax;
OllPHJHOAHeHHA ny6J1iHH0i iH(bopMauii Peec y y (l)0PMi BiAK HTHX AaHux y

nopHÅKY, BCTaHOBJ1eHOMY 3aKOHonaBCTBOM.•,
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3ÅiüCHeHH51iHUIHX (l)YHKuiü, nepen6aqeHux 3aK HOM YKpaiHH « po ny6J1it1Hi

eneKTPOHHipeecrrpu».

20. 3axHCT peecTpoB0i iH(bopMauii 3ÅiMCH}O€Tb
YKpaiHH 3aXHCT iH(bopMauii B iH(boprv1auiMH

ny6J1iHHi eneKTPOHHipeccTpu».
IliATBepnxeHH51 BiAfl0BiAHOCTiCHCTeMH ynpa

iHd)OPMYBaHHH cy6'€KTiB iH(bopMauiüH0i B3a€M0Aii
peecTpoB0i iH(bopMauii 3AiüCHK)€TbC51 Bimr10BiAH0AO
iH(bopMauii B iH(bopMauiäHo-K0MYHiKauiMdHux

nePCOHaJ1bHHX
ÅepxaTeJ1b Ta aÅMiHicTpamop PeecTpy 3a6e311e

nporpaMHmx, rreXHOJIOriHHHX Ta opraHi3auiMHux 3axo
51Ki MiCTflTbCH B PeecTpi, Bin HecaHKUiOHOBaHOro noc

3aXHCT BiAOMOCTeü y PeecTpi 3a6e311eq

51 3riÅH0 3 BHMO aMH 3aKOHiB

-KOMYHiKa1-1iüHHCHCTeMax»,

JliHH% PH3HKaM PeecTpy Ta

npo nopyme1-1H UiJ1iCHOCTi
aKOHiB YKpaiHH 3axHCT
CHCTervrax»,

YK)Tb 3AiäCHeH
iB LUOÅO 3aXHCT

€TbC51 11.1JIHXOM

KOM11J1eKCHOi CHCTeMH 3axHCTY 3 IliATBep )ICHOYO BiA110BiA
Y pa3i HUIBHOCTi BiA110BiÅH0i TexHiHH0i MO)KJI BOCTi aÅMiHicTp

3a nor10Mor01-0 3ac06iB PeecTpy 3ÅiüCH}O€ 060B '513KOBe i
npaBOBOJIOAiJ1bUiB npo 3a11HTH 6YAb-51KHXoci6 111 0 iH(bopMauii
MiCTHTbC51 B PeecTpi, a TaKO)K npo 36mpaHH51, 06p06ne H51, BHeceHHA Tal<

AO PeecTpy, Ti 3MiHYTa BHAU1eHH% He Ili3Hime Hac IIHoro 3

TaKHX 3ar1HTiB HH 3ÅiäCHeHH%3a3HaqeHHx Aii.

po 3axHCT

KOMTIJ1eKCY
BiAOMOCTeü,

CTBopeHH51
iCTf0.
TOP PeecTpy
(l)OPMYBaHH51

po HHX, 11-10

i iH(bopMauii
OTPHMaHHR

21. (DYHKUiOHYBaHH51 Ta P03BHTOK PeecTpy, TOMY MHCJ1i CT opem-l% Moro
nporpaMHo-TexHiLIHHx 3ac06iB, 3ÅiüCH}O€TbC51 3a axyHOK KOLLITiB AepxaBHoro
6EOA)KeTY, Mi)KHap0AH0i rrexHit1H0i Ta/a60 HOBOPOTH0ia60 6e3r10BOPOTHi (l)iHaHcoB0i
nor-10Moru Mi)KHaPOAHHX opraHi3auiä Ta iH111H A)KepeJ1, He

3aKOHonaBCTBOM.

22. npo 06'€KTH PeecTpy, A1-ca c BopeHa 3 naTH
(l)YHKUiOHYBaHH51 (BBeÅeHHS1 B AiK)), e 3 M MeHTY Ti BHeceH

3a60POHeHHX

oqaTKY Moro

no PeecTpy.



AonaT0K
no IIOJIO)ICHHSI

HEPEJIIK
BiÅOMOCTeä, 1110 BHOCflTbCfl no Ae )KaBHOro

peecTpy JliKaPCbKHX3aco iB

1. Ha3Ba JliKapcbKoro 3ac06y (TOPrOBeJ1bHa Ha3B , Mi)KHaPOÅHa H llaTeHTOBaHa
Ha3Ba).

2. HaMMeHYBaHH51BHP06HHKa, Moro Micue3Haxo xeHH51 Ta Micu 3HaXOA)KeHHH

Moro BHP06HHHHX110TY>KHOCTeü.

3. H0Mep, narra BHAaqi Ta CTPOK Aii pe€cTpauiM oro nocBinqeHH (pe€cTpauii)

JliKapcbKoro 3ac06y.

4. HaMMeHYBaHHH3aABHHKa (BJ1aCHHKa pe€cTpaui v

Horo nocBimqeHH (pe€cTpauii))
JliKapcbKoro 3ac06y, Moro MiCUe3HaXOLVKeHHflTa anpec npoBanxeHH% Ai bHOCTi.

5. CHHOHiMH, xiMit1Ha Ha3Ba, TIOBHHM CKJ1aA JliKap bKOro 3ac06y.

6. (bapMaKonoriHHa Ain, (bapMaK0TepaneBTHHHa yna JliKaPCbKOroac06y.

7. 110Ka3aHHH, 11POTHr10KæaHHH, 3an06i)KHi axoAH, B3a€MOA 51 3 iHLLIHMU

JliKaPCbKHMH3ac06aMH.

8. Cnoc06H 3aCTOCYBaHH%, A03a Ai10H0i peqoBHH B KO>KHiM OAHHH i Ta KiJ1bKiCTb

OAHHHUb B ynaKOBL1i.

9. 1106it1Ha Ain, (l)0PMa BHTIYCKY, YMOBH 36epira H51, CTPOK npvma HOCTi, YMOBH
BinnycKY era II-IOAO peKJ1aMYBaHHH JliKapcb oro 3ac06y.

10. IHCTPYKL1iq MezlHMHoro 3aCTOCYBaHH51 JliK PCbKoro 3ac06y.

11. IH(bopMaui51 npo Ha-TIOKHiCTb JliKapcbKoro 3a 06y AO JliKaPCbK
MOXYTb nepe6YBaTH B 06iry Ha Tepmopii YKpaiHH B KJIIOHHO 3 rvreTO

110CTaqaHHH CTPYKTYPHHM Ilinp03AiJ1aM 3 IIHTaHb OXOPOHH 3Åopo
KHiBCbKOi Ta CeBaCT0110J1bCbKOi MiCbKHX nep)K MiHicTpaL1iM

rocnoaaPK)BaHH51, MayoTb JliueH3i}0 Ha npoBanxe HH rocnonapcbK
rvreÅHHH0i 11PaKTHKH, 3a pe3YJ1bTaTaMH 3aKY11iBeJ1b3 KOIIITH nepxaB
3ÅiäCHeHHX OC060}O, yr10BHOBaxeHOYO Ha 3ÅiüCHeH 51 3aKyniBeJ1b y
3AOPOB'%, BHKOHaHH% nporpaM Ta 3AiäCHeHHfl ue TpaJ1i30BaHHX 3ax
3AOPOB'%, *KU-IO JliKaPCbKHä3aci6 3aKYfl0BY€T cn oc060K), yno

x 3ac06iB, 51Ki
6e3011J1aTHoro
'q 06naCHHX,
O cy6'€KTaM
i AiW1bHOCTi 3

oro 610Å)KeTY,
(bepi oxopoHH
AiB 3 OXOPOHH
OBaxeHOK) Ha
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3AiüCHeHHH 3aKY11iBeJ1by cd)epi OXOPOHH mopoB'51, i3 aPKYBaHHHM, iHC pyK11i€K) npo
3aCTOCYBaHHH Ta KOPOTKOYO xapaKTePHCTHK0}0 JliKa CbKOFO 3ac06y, MKnaneHHMV1

opuriHæny (MOBOYO, BiAMiHHOK) BimmepxaBH0i).

12. ÅaHi II-IOAO peecTpauii JliKapcbKoro 3ac06y B nonyqeHmx I-IITa ax AMepHKM,
II-IBeäuapcbKiü K0H(beÅepauii, A110Hii, ABcTpaJ1ii, KaH Ai, a rraKO)K mep)K Bax - qneHax

€BponeMcbKoro COK)3Y, flKLUO Tal<Mü JliKaPCbKV1ä3aci6 poü1110B nepxaB pe€cTpaui10

AK JliKaPCbKHägaci6, 3apeecTp0BaHHü KOMI-1eTe THUM opraH0M Cr10J1yqeHux
II-ImaTiB AMepuKH, LI-IBeäuapcbK0i K0H(benepauii, A110Hii, ABCTP ii, KaHaÅH,

3a e€CTPOBaHHMJliKaPCbKHü 3aci6, 1110 3a 1_1eHTpaJ1i30BaHOfO npo emypoyo
KOMneTeHTHHM opraH0M €BponeüCbKoro COK)3Y, Ta 3aCTOCOBy€TbCfl Ha rrepvnopii
3a3HaqeHvrx KpaiH - LIJIeHiB €BponeücbKor CORBY, y TOMY qucni Ha3BH

KpaiHH peecTpauii, opraHY pe€cTpauii Ta narrapeecTpau•i.

13. Am-li LUOAO nonepeAHb0i peecTpauii, nepepeec
.niKaPCbKOFO3ac06y, THMqaCOBoro 3ynvmeHH% Aii p
JliKaPCbKHü3aci6.

14. IHd)opMauiH II-IOAO IIOHOBRHH% Aii pe€cTpauiü
3aci6.

15. IHd)0PMauiq CTOCOBHO pe3YJ1bTaTiB AOKJ1iHi
BVff1P06YBaHbJliKaPCbKHX3ac06iB (3BiTH TIPO AOKJ1iHi
KJ1iHiLIHi BHEIP06YBaHHH, CKJ1meHHX 3a d)OPMOK), BCTaH
iH(bopMaui€Y0.

auii cKacyBa peecTpauii
€cTpauiüHoro FIO BinqeHHH a

oro 110CBiAqeHH% a JliKaPCbKHä

Horo BHBqeH1--1fl Ta KJ1iHiHH X
Hi AOCJ1imxeHH51Ta 3BiTiB VI O

M03), 51 i € BiAKPHTOYO



TIOCTaHOB

Bin

IIOPHAOK Bemel-ll•lfl AepmaBHoro peecTpy

3araJ1bHi nonomeH1-1H

1. I-.leüFlop%Å0K BH3Haqa€ npouemypy (I)OPMYB

peecTpy JliKaPCbKHX3ac06iB (majli — PeecTp), Mexa
PeecTpy npo 3apeecTpoBaHi B YCTaHOBJ1eHOMY nopqn
3MiHH AO MaTepiaJ1iB peecTpauiäHoro AOCb€ Jli

BHKJT}Oqer-1HH iH(boprvrauii FIPO TaKi JliKapcbKi 3ac06H 3

2. TepMiHH, Luo y UbOMY Flopqmcy,

BHTf1r 3 PeecTpy — AOKYMeHT y nanep0BiM
3a Aor10Moroyo nporpaMHux 3ac06iB

3ATBEPÅ)KE O
1-0 Ka6iHeTYMiH• TPiBY KpaiHu

024 p. N!

iKaPCbKHX3aco iB

Ta BeneHH% ÅepxaBHoro
i3M BHeceHH% Bi OMOCTeVY1 AO

JliKaPCbKi3aco u Ta npo BCi

aPCbKHX 3ac06i a rraKO>K

e€CTPY.

a}OTb TaKe 3Haq

60 eneKTPOHHiä(l)0PMi, I-yo
BeÅeHHH PeecTp Ta 3ac06iB

YAOCK01-1aneHoro eneKTPOHHOro 11 Armcy, Luo MiCTH b aKTyaJ1bH
Ha ,uaTY i yac Moro (l)0PMYBaHHA 3a 3a3H qeHHM 3MBHHK M Kpmepi€
FIOLLIYKY npo 3apeecTpoBaHi B YCTaHOBJ1eHOMY mopu JliKapcbKi 3aco H, BiAOMOCTi
npo BCi 3MiHH AO MaTepiaJ1iB peecTpauiVmoro AOCb BiÅOMOCTinpo BHKJ110HeH

JliKaPCbKHX3ac06iB a60 iH(bopMauiK) npo BiÅCYTHicb TaKHX BiÅOMOC eM y IAb0MY
PeecTpi•,

KOPHCTYBaq npmcnaÅHoro nporpaMHoro iHTep(be cy (API) PeecTp ue 6YA -

mca oc06a, Mae aBTOMaTH30BaHHÜ AocTyr1 AO Aa HX y PeecTpi 3 nor10MoroK)
cneUiaJ1bHOronporpaMHoro iHTep(beMcy (API);

KOPHCTYBaq PeecTpy - (l)i3MLIHa a60 yopvmmq a oc06a, mca OPHCTY€TbCH
pe€cTp0B0}0 iH(bopMaui€K) y nopHAKY 3araJ1bHoro AO rryny, cneuiaJ1b oro AOCTY
Ta/a60 eneKTPOHHOiiH(bopMauiüH0i B3a€M0Aii Mi ny6J1iHHHMH e eKTPOHHH
pe€cTparvm•,

ny6J1iHHHü iHTep(beMcPeecTpy — eneKTPOHHViMiH ep(beüc Peecny,p03Mi1ueHHM
Ha Be6caäTi www.drlz.com.ua, mae MO)KJIHBiC b BiJ1bHO, 6e3011 aTHO Ta 6e3
3aCTOCYBaHHH 3ac06iB eneKTPOHHOi OTPHMYBaTH iH 0PMauiK) 3

PeecTpy Bimr10BiÅH0 AO 3aKOHY YKpaiHH iKapcbKi 3ac06 » Ta Uboro
FlonoxeHHW,

cneuiaJ1i30BaHHä KOPHCTYBaq PeecTpy — KOPHC YBaH PeecTpy, Hi OTPH e
ClleUiaJ1bHHü nocTyn no PeecTpy 3a pe3YJ1bTaTOM a 3 A0110Moro

YAOCKOHaneHoro eneKTPOHHOFO immucy•,
IHL11i TepMiHH y UbOMY IlopflAKY B)KUBaYOTbC y 3HaqeHHi, H BeAeHOMY

3aKOHax YKpaiHH eneKTPOHHY rra eneKTPOHHiAOBi qi nocnyru» ,

ny6J1iHHi eneKTPOHHipeecTpm», nil€apcb i Ta Elo oxeHHi npo
iHTerp0BaHY CUCTeMY eneKTPOHHOi 3aTBepaxeH0MY
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Ka6iHeTYMiHicTpiB YKpaiHH BiA 3 JIHCTOnana 2023 . N! 1150 BiCHHK
YKpaiHH, 2023 p., N! 101, CT. 6026).

3. PeecTp i (l)YHKui0HY€ a mepxaBHa iH OPMauiüH0-
KOMYHiKaUiüHa CHCTeMa, 1110 MiCTHTb Bino OCTi TIPO 3 peecTpoBa i
(nepepeecnoBaHi) B YCTaHOBJ1eHOMY nopHÅKY JliK pcbKi 3ac06H, B i 3MiHH AO
MaTepiaJ1iB pe€cTpauiäHoro AOCb€ JliKaPCbKHX3aco iB, BHKJ1kOHeH JliKaPCbKH
3ac06iB 3 PeecTpy, a TaKO)K 3a6e3neqye 36ip, HaK nuqeHH51, 06J1iK, 06p06J1eH

peecTp0Bux maHHX, 3axHCT Ta HanaHHH peecTpoB0i iH oprvrauii.
(DYHKUiOÆ-W1bHHMH CKJ1aAOBHMH PeecTpy e Aep)K BHHM peecTp BB eHHX B 06 r

JliKaPCbKHX3ac06iB, 1110 BB0351TbCH Ha Y
JliKaPCbKHX3ac06iB, 1110 napaJ1eJ1bH0 BB03flTbC51

51K 0Kpervri iH(bopMauiüH0-K0MYHiKaui

4. AepxaTeneM (BJ1aCHHKOM) PeecTpy, y TOMY qu
3ac06iB, € mepxaBa B oc06i M03.

ÅepxaTeJ1b (BJ1aCHHK) PeecTpy Aie BiAr10BiAH0
ny6J1iHHi eneKTPOHHipeecTpH>) Ta iH111HX aKTiB 3aKOH

5. AÅMiHicTpaTopoM PeecTpy € 1_xeHTpaJ1bHHü

paiHH, Ta Aep)K BHHM peecTp
a Tepvnopi}0 KpaiHH, Aki
Hi CHCTeMH.

ni Moro nporpaM O-TeXHiHH

BHMOr 3aKOHY paiHH

aBCTBa.

opraH BHKOHaB oi BJ1aAH 3

crreuiaJ1bHHM CTaTYCOM, 11-10 peani3Y€ mepxaBHY JliTHKY y cd)ep CTBOPeHH
monycKY Ha PHHOK, KOHTPOJIEO *KOCTi, 6e311eKH rra ed) KTHBHOCTi JliKap KHX 3ac06B
(majli — opraH mepxaBHoro KOHTPOJIK)).

AAMiHicTpaTop Pe€cTpy 3a6e3neqye:
(l)YHKui0HYBaHHH Ta aÅMiHicTPYBaHHHPeecTpy•,
BHeceHHA BiAOMOCTeäAO PeecTpy, 3MiH AO HUX Ta BHKmoqeH1-1% iAOMOCTeü3

PeecTpy•,
IliÅTpHMKY ny6J1iHHoro iHTep(beMcy PeecTpy 3 Me 0K) BiJ1bHOro Ta e30nnaTH0 0

nocTY11Y AO BiÅOMOCTeü PeecTpy IIIJI%XOM orrpwno HeHHH iH(boprvra ii 3 PeecTpy
3riÅH0 3 AOAaTKOM•,

3aXHCT ny6J1iHHoro iHTep(beäcy PeecTpy 3a A 110Moroyo opraH 3auiüHHX a
TexHiqHmx 3ac06iB;

Ta 3aXHCT naHHX PeecTpy BiA110BiAH AO BHMOF 3aKOH naBCTBa npo
3axHCT iH(bopMauii B iH(bOPMauiäHo-KOMYHiKaUiMHHX HCTeMax•,

OllPHJ110ÅHeHH% ny6J1iHH0i iH(bopMauii Pe€cTpy y (l)0PMi BiAKPHHX nam•fx

nopnmcy, BCTaHOBJ1eHOMY 3aKOHonaBCTBOM•,
3AiüCHeHHH iH1.11HX d)YHKUiü, nepeA6aqeHvrx 3aK HOM YKpaiHH « po ny6J1iq i

ej1eKTPOHHi Ta iHLLIHMH aKTarvrm 3aKOHOAaBC a y C(bepi peecT iB.

6. Ily6J1iHHHMH peecTpaTopaMH PeecTpy e y OBHOBaxeHi Floc AOBi oc06
opraHY nepxaBHoro KOHTPOJIÆO.
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7. PeecTp BeneTbCH nepxaBHOK) MOBOK) B eneKTP HI-lifi (l)0PMi i3 3a e3neqeHHH

BHM0r ACTY EN 301 549:2022 (EN 301 549 V3.2.1 (2 1-03), ID )

Tewonorii. BHMorm 1110A0 AOCTYIIHOC i npoAYKTiB Ta cnyr IKT».

Y pa3i, KOJIM BUKOPVICTaHHH JliTep YKpaiHCbK ro aJ1(baBiTY np 3BOAHTb o

CHOTBOPeHHA iH(bopMauii, MO)KYTb BHKOPHCTOBYBaTU naTHHCbKi JliTe H, p03ÅiJ10 i

3HaKH Ta CHMBOJIH, apa6cbKi Ta PHMCbKi

8. 06'€KTOM PeecTpy e TIPO JliK pcbKi 3ac06H, 3 peecTpoBa i

(nepepe€cTpoBaHi) opraH0M AepxaBHoro KOHTPOJI y BCTaHOBJ1eHO nopqn
Å03BOJ1eHi BHP06HUUTBai 3aCTOCYBaHHA B YK aiHi, a TaKO)K i (boprvrauiq 3

ÅepxaBHoro peecTpy BBeÅeHVfX B 06ir JliKaPCbKH 3ac06iB, 1110 B03%TbCH Ha
rrepHTopi}0 YKpaiHH, Ta AepxaBHoro peecTpy JliKapc KUX 3ac06iB, ILI napaneflb o

BB03HTbCfl Ha Tepmopiyo YKpaiHH.

9. A)KepenaMH PeecTpy € ene TPOHHiAOKYMe TH, CTBope i

YllOBHOBaxeHHMH npaUiBHHKaMH amMiHicTpaTop PeecTpy AJIA

iHd)oprvrauii npo 06'€KT PeecTpy.

G)YHKUiOHaJ1bHi MO>KJIHBOC i PeecTpy

10. ØYHKUiOHaJ1bHiMO)KJIHBOCTi PeecTpy 3a6e311 HYEOTb•.

aBTOMaTH30BaHY (l)iKcauiK) Aii KOPMCTYBaqiB y P €CTPi, ix MOHiTO

3axHCT iH(bopMauii B PeecTpi, y TOMY LIHCJ1i BiA 3HUIUeHH%,

nopymeHHfl UiJ1iCHOCTiTa pe)KHMY ÅocTyny AO auii;
cneuiaJ1i30BaHuxKopucTYBaqiB eecTpy;

aBTOMaTH30BaHHü nocTYf1 KOPHCTYBaqiB PeecTpy 3a

npHKJ1aÅHoro rrporpaMHoro iHTep(beücy PeecTpy (AP );
Ta KOHTPOJ1b AocTYTIY naH X PeecTpy 3riÅH

nocTyny KOPHCTYBaqiB•,

36epexeHHfl, aBTOMaTVfHHe pe3epBYBaHH% i BiÅH BJ1eHH51 pe€cTpo
peecTpoB0i iH(bopMauii•,

aBT0MaTH3auiyo KOHTPOJIK) 03HaK KOPeKTHOCTiTa 110BHOTH iH

BHOCHTbC% no PeecTpy•,

BHKOPUCT&IHH CJIOBHHKiB, AOBi HHKiB, cTaHAap
npaKTHK CTpyKTypyBaHHH BiAOMocrreü, BHeceHH AO PeecTpy, Ta

ed)eKTHBHOFO 06P06J1eHH51iH(boprvrauii•,
MO)KJIHBiCTb aBTOMaTH30BaHOi iH(bopMauiM oi B3a€M0Åii

eneKTPOHHHMH peecTpaMH, 6aHKaMH (6a3aMH) ÅaHHX Ta iH(l)

CHCTeMaMH, BOJIOAiJ1bU%MHiH(bopMauii y *KPIX e ep)KaBHi opraH
MicueBoro caMOBP%ÅYBaHHA, 3 BHKOPHCTaHHH p060Ti Pe€CTP
A0CT0BipH0i iH(bopMauii•,

aHaJ1iTHHHe Ta CTaTHCTmr--1He 06P06neHH51iH(bop uii PeecTpy.

pe€cTpa ii

HHr•,

6JIOKYBaHHH,

A0110Moro

3 npaBaMH

HX naHHX a

opMauii, o

B Ta Kpal_u x
a6e311eqeH

3 iHL11H

PMauiMHH
a60 opra
aKTyaJ1bHO

• i
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I l. EneKTPOHHa iH(bopMaL1iüHa B3a€MOAiq Pee Tpy 3 iH1.11HMH epxaBHMM

eneKTPOHHHMH pecypcaMH 3ÅiM
eneKTPOHHOi B3a€M0Aii mepxaBHmx eneKTPOHHH
<<TpeM6iTa» BiA110BiAH0no Flop%ÅKY ej1eKTPOHHOi

B3a€M0Aii, 3aTBepnxey-10ro nocTaHOB0}0 Ka6iHeTYMi
2016 p. N! 606 BiCHHK YKpaiHH, 2016 p.,
CT. 721).

Y pa3i BiÅCYTHOCTiTexHiHH0i MO)KJIHBOCTi Ilep

CHCTerv1H eneKTPOHHOiB3a€M0Aii ÅepxaBHHX eneKTP0
<<TpeM6iTa» ej1eKTPOHHa B3a€M0Ai51cy

3 BHKOPHCTaHH%M iH111HX iH(bopMauiü

AOTPHMaHHAM BHMOr 1110A0 3axvrcTY iH(bopMauii Binno
3axucT iH(bopMauii B

06cqr Ta cTpyKTypa maHHX, 06MiHkO

B3a€M0Aii qepe3 nporpaMHi eyreKTPOH
(cepBicH), A0F0BopaMH npo iH(boprua

BiAfl0BiAH0no 3aKOHOÅaBCTBa.

12. EneKTPOHa (TexHiHHa Ta iH(bopMauiäHa)

(l)YHKUiOHaJ1bHHMH CKJ1aÅOBHMU (ÅepxaBHHM peecTp
3ac06iB, LAO BB03ATbCH 1--1a Tepmopi}0 YKpaiHH, Ta Ae
3ac06iB, Luo napaJ1eJ1bH0 Ha TepHT0
6e3nepepBH0 Ta nepeA6aqa€ TexHiqHY rra TexHonoriLIH
AaHHMH B pe)KHMi «eJ1eKTPOHHViä3a11HT - eneKTPOHHa

I-O€TbC% 3ac06a H CUCTeM
iH(bopMauiüH x pecypcyopMauiüH0

•

)exHiHH0i Ta IH

iCTPiBYKpaiHH iA 8 Bepec 51

73, CT. 2455; 2 23

mayi AaHux 3 BH OPHCTaHHH
HHX iHd)opMauiä mx pecypc B

oi B3a€M0 ii'CKTiB eneKTPOH
O-KOMYHiKaUiüHX CHCTervr 3

iAH0 AO 3aKOHY KpaiHH o

ucmeMax».

eneKTPOHHOiTbCH cy6'€KTH
nx iH(bopMauiM HX pecypc B

iüHY YKJ1aneHH

B3a€M0Ai}1 Pee Tpy 3 Mo o

M BBeÅeHHX B 06 r JliKapcb
xaBHHM peecTpo JliKaPCbKX
iK) YKpaiHH) Aiücmo€Tb 51

3AaTHiCTbpeecT iB AO 06Mi

B3a€ Horo 110L11Y

Ta nepernqny I-laHBHUX maHux, CiliJ1bHHX MaCHBiB maHHX, OKYMeHTiBa
d)0PM, aBTOMaTHHHOFO BCix KP KiB Ta onepaui 3UHaqeH0i

B3a€M0Aii 3a A0110M0F0K) BiA110BiÅHuxnporpaMHux ac06iB, BiÅfl0BiÄ o AO 3aK0 y
YKpaiHH ny6JTiHHi eneKTPOHHipe€crrpm».

BHeceHHq iHd)opMauii AO PeecTpy

13. Ao PeecTpy BHOCHTbCA BiAOMOCTirrpo:
1) Ha3BY JliKapcbKoro 3ac06y (TOPFOBeJ1bHY Ha3B , Mi)KHaPOÅHY H naTeHTOBa y

HUBY).,
2) BJ1aCHHKa peecTpauii (HaMMeHYBaHHA, M cue3HaxomxeH Ta ampe y

npoBaÅ)KeHHA AiflJ1bHOCTi);
3) BHP06HHKa(BHP06HHKiB) (HaMMeHYBaHHH, icue3Hax0A)KeH }opvumq oi

OC06U Ta Fi BHP06HHHHX110TY)KHOCTeü)•,
4) HaMMeHYBaHH51, MiCUe3HaxonxeHH% iM110pTe a (iM110pTepiB) T ampecy Mo o

(ix) 11POBanxeHH% AiAJ1bHOCTi(511<1110 3aCTOCOBHO);
5) CHHOHiMiHHi HaMMeHYBaHH51JliKapcbKoro 3ac y;
6) xiMiLIHYHa3By•,
7) HOBHHM CKJ1aA JliKapcbKoro 3ac06y;
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8) JliKapcbKY (bopMY, UIJI%XH BBemeHH%, A03YBaH
9) KaTeropiK) Binnycrcy JliKapcbKoro 3ac06y;
10) TepMiH npHAaTHocTi;
1 1) BHMOFH AO 36epiraHH51 Ta TPaHC110PTYBaHHW,
12) iH(bopMauik0 npo YHiKaJTbHHVi (3a HaHBHOCTi);

13) npo AOBeAeHH51 6ioeKBiBa.neHTH CTi JliKaPCbKOroac06y (511<1110

3aCTOCOBHO);
14) H0Mep Ta xxaTY pe€cTpauii;
15) maTY 3aKiHqeHH51 cTp0KY mepxaBH0i pe€cTpa ii;
16) AOAaTKOBi3060B'%3aHHA, HaKJ1aneHi HiA qac eecTpauii (3a Ha BHOCTi);

17) iH111i BiAOMOCTi, nepen6aqeHi 3aKOHOM Y KPa HH JliKapc Ki y

TOMY qucni:

iH(bopMauiq TIPO TIOAOB)ICHHH CTP0KY Aii mep aBH0i peecTpauii JliKapcbKoro
3ac06y Ha 6e3CTPOKOBV1äTepMiH a60 110ÅOB)KeHHH CT OKY Aii AepxaB oi peecTpa ii
Ha n'51Tb POKiB, yci 3MiHH, BHeceHi AO a60 rl CJ151 3aBepmeHH npouemypH
nepepeecTpauii;

iH(bopMauiA FIPO Hane)KHiCTb JliKapcbKoro 3aco y mo JliKaPCbKV13ac06iB,
MO)KYTb nepe6YBaTH B 06iry Ha Tepmopii YKpaiHH BH I-OLIHO 3 MeTO}O e30nnaTH0 0

nocrraqaHHA CTPYKTYPHHM nimp03ÅiJ1arvf 3 nwraHb xop0HH 3mopoB 06naCHH
KHiBCbKOi Ta CeBaCTOflOJ1bCbKOi MiCbKHX Aepxa MiHicTpauiü a6 cy6'€KT M

rocnomap0BaHH51, AKi MaÆOTb JliueH3i}0Ha npoBaÅ)Ke rocnomapcbK0 Ai%J1bHOCT3
MeAHHHOi rrpaKTHKH, 3a pe3YJ1bTaTaMH3aKY11iBeJ1b3a KOLIITU mepxaBH ro
3ÅiüCHek-mx oc060yo, yr10BHOBaxeHOK) Ha 3ÅiäCHeHH 3aKY11iBeJ1by c epi oxopo H

3AOPOB'fl, BVIKOHaHH51 nporpaM rra 3AiüCHeHH UeHTPU1i30BaHX 3axoniB 3

oxopoHH 3ÅOPOB'q, HKLUO TaKHü JliKaPCbKHä 3 ci6 3aKYfl0BY€T
yr10BHOBaxeH0}0 Ha 3ÅiüCHeHHH 3aKyniBeJ1b y (bepi oxop0HH 3mop0B'fl, i3

MaPKYBaHHHM, iHcTpYKui€K) npo 3aCTOCYBaHH51 Ta KOPOTKOIO xap TePHCTHKO
JliKapcbKoro 3ac06y, BHKJ1ameHHMH MOBOIO opuri any (MOBO}O, Bi MiHHO}O B

nepxaBH0i);
maHi LUOAO pe€cTpauii JliKaPCbKOro3ac06y B C onyqeHHX I-Iha ax AMepHKM,

111BeMuaPCbKiMK0H(bemepauii, 51110Hii, ABcTpaJ1ii, aHaÅi, a TaKO mepxaBax -

qnel-rax €BponeäCbKOFO C0f03Y, AKIIIO TaKHü JliKapcb 3aci6 npoäll_l B ÅepxaBYY
pe€cTpauiyo 51K JliKaPCbKHM•13aci6, 51KHü 3ape€cTpoB KOM11eTeHT M opraH0,M
Cnonyqey-lmx 111TaTiB AMepHKH, 111BeüuapcbK0i Ko (benepauii, 51110 ii, ABcTpaJ1)i,
KaHaAH, JliKaPCbKHV13aci6, Luo 3a ueHTpaJ1i30BaH0K) npouemypo}0 3a e€CTPOBaHHä
KOIvmeTeHTHHM opraH0M €BponeMcbKoro COK)3Y, T 3aCTOCOBY€TbCR Ha TepHT0ßii
3a3HaqeHux KpaiH mepxaB - qneHiB CBponeäCbK0 C0103Y, y TOMY YHCJ1i y-la3BH

KpaiHH pe€cTpauii, opraHY peecTpauii Ta zxaTa pe€cTp uii;
AaHi II-IOAO nonepeAHb0i pe€cTpauii, nepepeec auii cKacyBa peecTpauii

JliKaPCbKOFO3ac06y.
FIPHMH%TTAopraH0M AepxaBHoro KOHTPOJ110 ill-leHH51 npo ne epeecTpau 10

JliKapcbKoro 3ac06y € nincTaB0}0 OHOBJ1eHHH iH(l) PMauiinpo JliKa CbKViM 3aci y
PeecTpi.
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3a6e3neqeHHf1 nocTyny AO PeecTpy

14. 3a6e3neqeHHfl Aocmyny AO PeecTpy CFI uiaJ1i30BaHHM K pucTYBaqa
3AiMCHkO€TbCRopraH0M nepxaBHoro KOHTPOJIEO Ha IliÅ TaBi:

p03nopuqoro AOKYMeHTa KepiBHHKa opraHY nep
HKa Moro 3aMi1ÅY€, 1110Å0 yr10BHOBaxeHH% am
KOMYHiKaUiüHOiCHCTeMH•,

3a%BH npo OTPHMaHHA mocrryny PeecTpy i3 3

maHHX cneuiaJ1i30BaHoro KOPHCTYBaqa, nomaH0i
mepxaBHoro KOHTPOJUO (bopM0}0.

AocTY11 AO PeecTpy KopucTYBaqarv1 11PVIKJ1aÅH
PeecTpy (API) Hana€TbCfl 3a 3MB010 npo OTPHM
BHKOPHCTaHHHM ITPHKJTaAHoro rrporpaMHoro iHTep(be

YKJ1aÅeHoro 3 opraH0M nepxaBHoro KOHTPOJI}O

B3a€MOÅiYO.

aBHoro KOHTPOJI a60 oc06
iHicTpamopiB iH oprqauiMH -

HaqeHHAM iAeH d)iKauiMH

3a BCTaHOBJ1eH 10 opraH0M

ro rrporpaMHor
AocTyny A

cy PeecTpy (API
oroBopy npo i

15. IH(bopMauiq, 1110 MiCTHTbC}1 B PeecTpi (KP M iH(boprvrauii 3

AOCTYHOM), e BiAKPHTO}Oi 3araJ1bH0ÅocTyr1H0}0
UiJIOA060BOFOBiJ1bHOEOmocTyny Ta KOTIiYOBaHH51.

KopucTYBaqi PeecTpy peani3Yf0Tb CBO€ VI aB0 mono OT

BUKOPHCTaHH% peecTpoB0i iH(bopMauii 3 BHKOPHCTaH M eneKTPOHHH
PeecTpy.

Pee»KHM p060TH Peec py

16. PeecTp (l)YHKui0HY€ B UiJIOA060BOMY i, KPiMBunaAKi

iHTep(beM y
PeecTpy 3

Ha nincTa i
(boprvrauiü y

06MexeHH
e3011J1aTHoro

HMaHHH a
iHTep(beMc B

npoBeneH
nnaHOBHX i 1103annaHOBHX rra/a60 exHiHHHX p06iT, TIOB'%3aHHX 3

YCYHeHH%M nporpaMH0-anapaTHux Ta/a60 MeTOAOJIOr 110MHJIOK q rrexHiHH0 0

360K) B p060Ti, TPHBaJ1iCTbnpoBemeHHH 51KHX B 3Haqa€TbCH amvi HicTpaTop M
Peecmpy. IH(bopMauiH npo npoBemeHHR Ta/a60 Texw HHX p06iT 3

IliATPHMKVfPeecTpy Ha Be6caüTi op aHY mepxaBHoro KOHTPOJUO a

TPH KaneHAapHi AHi maTH npoBemeHH% TaKHX p06 T, KPiMBH11aÅKi , KOJIH qep 3

TePMiHOBiCTbnpoBemeHHA TaKHX p06iT cB0€qacHe no epeA)KeHHH HeMO HBe.

17. HOLLIYKi neperJIHA iHd)oprvrauii, 1110 MiCTHTbC B PeecTpi, a TaK 36mpaHH%,
06P06J1eHHfl, BHeceHHA iH(bopMauii AO PeecTpy, •1

•

3MiHa Ta eHHA, KP M
BHIuaAKiB, nepeA6aqeHmx 3aKOHOM, 3AiMCMO€TbC51Bi r10BiAH0 no 3aK HiB YKpai H

ny6J1iHHi eneKTPOHHipeecrrpu», 3axucT iH(bopMauii B i (bopMauiMH -

KOMYHiKaUiüHHXCHCTeMax».
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3araJ1bHi BHMorn AO BeAeH1-1f1 PeecTpy Ta KJ110L1eHHf1/BHK I-ogeHHH

BiAOMOCTei AO/3 PeecTp

18. BKJIK)qeHHA PeecTpy BiÅOMOCTeMnpo JliKa CbKHÜ 3aci6 3Åi a

IliAcTaBi HaKa3Y opraHY mepxaBHoro KOHTPOJIYO npo mepxaBHY peecnaui
(nepepeecTpauiK)) JliKapcbKoro 3ac06y a60 BHece 1--1% 3MiH AO p ecTpauiMH

MaTepiaJ1iB npomnroM TPbOX p060qux AHiB 3 upvÜH%TT51 PimeHHflrl o AepxaB
(nepepe€cmpauil-o) Jliycapcbl€oro 3ac06y, BH ceHH% 3MiH p ecTpauiüH

MaTepiaJ1iB a60 Ha6paHHH 3aKOHHOi CHJIH pill-lem-1flM C my.

BiÅ0MocTi PeecTpy onpaub0BY}0TbCA Binn BiAU1bHUMH 11 aUiBHHKaM

npH3HaqeHHMH HaKa30M opraHY mepxaBHoro KOHTPOJI

19. BiÅ0MocTi VIPO JliKapcbKi 3ac06H, 1110 B eceHi AO Peec py HOBHH i

BiÅr10BimaTHLIUHHHM CJIOBHHKaM, AOBiAHHKaM, CTa mapTarvr, O

BHKOPHCTOBYK)TbCA AJI% CTPYKTypyBaHH% BiAOMOCT Ta YHi(biKaL1ii 3anuciB O

JliKapcbKi 3ac06H, Luo BHeceHi AO PeecTpy.

20. BHKJ1}OqeHHA JliKapcbKoro 3ac06y 3 PeecT y 3ÅiüCHYO€TbC Ha nimcTa i

pimeHHH opraHY AepxaBHoro KOHTPOJIK) npo Aii mepxaB oi peecTpa ii

JliKapcbKoro 3ac06y a60 CKopoqeHH% TepMiHY Aii mep aBH0i peecTpaui JliKaPCbKOo
3ac06y, a60 Ha6paHHfl 3aKOHHOi pimeHH%M cymy

21. BeÅeHH% PeecTpy 3AiäCH}O€TbCH3 BUKO HCTaHHHM TexHi HHX 3ac06'B

eneKTPOHHHX KOMYHiKaUiü, 3a6e3rreqyK)Tbcq: aBTOMaTHLIHe (l) PMYBaHH51 a

IIPHCBO€HHA peecTpoBoro H0Mepa KO)KHOMY .J1iKap bKOMY 3ac06y HeceHOMY B

PeecTp•, 3axucT BiAOMOCTeü, 1110 y Peec i, BiÅ HecaHK11i OBaHHX AiV

OHOBJ1eHH%, apxiBYBaHHA BiÅHOBJ1eHH%Ta 11011_1YK iH(l) pMauii, BHeceHOi AO PeecTp

22. PeecTpoBi AaHi MOXYTb HazxaBaTHC51 y (l)

KOPHCTYBaqaMVf PeecTpy 3a nor10M0P0f0 eneKTPOHHO

23. ElporpaMHHM 3a6e3neqeHH%M PeecTpy
(l)OPMYBaHH51 ny6J1iqHHMH pe€cTpaTopaMH aHaJ1iTH

MaTepianiB Ha IlimcTaBi peecTp0Bux AaHHX Ta peecTp

24. 3axucrr maHVfX y PeecTpi BCTaHOBJIYO€TbCA H

PMi BidTqry, 1110 OTPHMY€Tb
iHTep(beücy Pe CTPY.

3a6e3neqy€TbcH MO)KJIHBiC b

HHX, CTaTHCTHH HX Ta if-Illi X
Boi iH(bopMauii P ecTpy.

piBHi, 140 BiA110 inae cTyne yo

06MexeHHH mocTyny HHX, Ta 3a6e3neqy€Tbc51 3 ÅOTPHMaHH%M B Mor 3aK0 iB

YKpaiHH iHd)opMauiyo», 3axHCT rrepco aj1bHHX 3ax CT
iH(bopMauii B cu TeMax» IIIJI%XO BUKOHaH
opraHi3auiüHmx Ta iHxeHePHO-TeXHiqHHX 3ax0AiB BHKOPHCTaHH% nporpaM o-
TexHiLIHux 3ac06iB 3axHCTY iH opMauii, BiAno iAHiCTb AK X
IliATBepmxy€TbC% eyccnepTHHM BHCHOBKOM 3a pe3YJ1bT rrarv1M nepxaBHo• erccnepTH3 Y
cd)epi 3axmcTY iHd)opMauii.
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25. OYHKUiOHYBaHHflTa P03BHTOK PeecTpy, y TOMY qncni CTB pew-151 Mo o
nporpaMH0-TexHiHHux 3ac06iB, 3AiüCMO€TbC51 3a axyHOK KOUITiB mepxaBH0 0

Ta iHUIHX nxepen, He 3a60POHeHHX3aKOHOÅ BCTBOM.



110CTaHOB
BiÅ

nopHAOK BezmeHHH AepwaBHoro peecTpy JliKapcb

BB03HTbCH Ha TepHTopi10 Y

3araJ1bHi nonomel-ll-l%

1. Llei HopnAOK BH3Haqae npouenypy (bopMYB

3ATBEPÅ)KE O
1-0 Ka6iHeTYMiH CTPiBY Kpa• HH

024 p.

nx 3ac06iB, 1110 apaneJ1bH
paiHH

HHH Ta BeAeHH% ÅepxaBH0 0

peecTpy JliKaPCbKHX3ac06iB, ILIO napaneJ1bH0 BB0351Tb Ha Tepmopiyo KpaiHH (A i
PeecTp) Ta MexaHi3M BHeceH1-1% BiÅOMocrreM o PeecTpy TIP HanaHi B

YCTaHOBJ1eHOMY nopHAKY A03BOJIU Ha napaJ1eJ1bHHMi iM OPT.

2. Y UbOMY Hopnmcy TePMiHH B TaK MY 3HaqeHHi:
eTaJIOHHHü JliKaPCbKUü3aci6 — JliKaPCbKHü3aci6 3ape€cTp0BaHH B YKpaiHi, 3

HKHM JliKaPCbKHä3aci6, Ha Hma€TbCH Å03BiJ1, e imeHTHHHHMHH OAi6HHM a O

0ÅHoqacH0 ped)epeHTHHM qu reHePHHHHM JliKaPCbKH3ac060M B Y Kpa•Hi i B KpaiH -

eKcnopTepi, 3 AKOi BBe3eHO JliKaPCbKHü3aci6;
KopucTYBaq npHKJ1aÅHoro rlporpaMHoro iHTep(beucy PeecTpy (AP ) — 6YÅb-51a

oc06a, mca Mae aBTOMaTH30BaHHü AocTY11 AO BiÅOMOC eM PeecTpy 3 BH OPHCTaHH%
npHKJ1aAHoro rrporpaMHoro iHTepd)eäcy PeecTpy (API

KopHCTYBaH PeecTpy (AU1i - KOPHCTYBaq) — (bi3H Ha a60 iopHAHL1 a oc06a, a

KOPHCTY€TbC% peecTp0B0Y0 iH(bopMaui€yo y TIO 3araJ1bH0 0 AocTyr1
cneuiaJ1bHoro AocTY11Y Ta/a60 eneKTPOHHOi iH opMauiüH0i B3 €M0Åii Mi
ny6J1iHHHMH eneKTPOHHHMH peecTparvm•,

Ily6J1iHHv•1V1 iHTep(beäc PeecTpy — eneKTPOHHUüiH ep(beüc PeecTpy, p03Mi11_xeH

Ha Be6caMTi www.drlz.com.ua, Aae MO)KJIHBiC b BiJ1bHO, 6e3011 aTHO Ta 6

3aCTOCYBaHHH 3ac06iB ej1eKTPOHHOi ii 0TpHMYBaTH peecTpo
iH(bopMauiK) PeecTpy BiÅfl0BiAH0AO 3aKOHOÅaBCTBaT UbOPO Ilopurcy;

cneuiaJ1i30BaHHüKopucTYBaq Pe€cmpy — KOPHC YBaq PeecTpy, 0Tpu
cneuiaJ1bHHä nocTyn AO PeecTpy 3a pe3YJ1bTaTOM a TeHTHd)iKauii 3 mor10Moro
KBaJ1id)iKOBaHOro YAOCKOHaJ1eHoro eneKTPOHHOro iAf1ncy.

IHL11i TeprvfiHH y 3HaqeHHi, HaBezxeH MY B 3aKOHax aiHH
JliKapcbKi 3axmc nePCOHaJ1bHHX
3aXHCT iH(boprvrauii B CHCTeMax», « po ny6J1iq
eneKTPOHHi peecTpvr», FIOJIO)KeHHi npo iHTerpo aHY CHCTeMY ej1eKTPOHH

3aTBepnxeHOMY HOCTaHOBOK) Ka6iHe y MiHicTpiB Y paiHH Bin

3

o

i

3

JIHcTonama 2023 p. NQ 1150 BiCHHK YKpai H, 2023 p.,NQ 1 1, CT. 6026).

3. PeecTp € CKJ1aAOBO}O Aep aBHoro pe€cTp JliKaPCbK
3ac06iB, CTBOPIO€TbCH i (l)YHKui0HY€ AK €AHH nepxaBHa iH opMauiüH -

KOMYHiKaUiüHaCHCTeMa, 1110 MiCTHTb aKTyaJ1bHi rra iCT puqHi BiÅOMOCTinpo HanaHi
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YCTaHOBneHOMY nopqmcy A03BOJIH Ha napaJ1eJ1bHHä i TIOPT JliKaPCbKH
BB03HTbCH Ha TepmopiE0 YKpaiHH 3 mepxaBH - LIJIeH €BponeüCbKor
€BponeücbK0i acouiauii BiJ1bHOi TopriBJ1i, Luo e CTOPO 01-0 Yromn
eKOHOMiHHY30HY (nani - KpaiHa-eKcnopTep), Ta 6YJIH pH3HaqeHi BH

3aCTOCYBaHH% Ha rreppnopii KpaiHH-eKcnopTepa.

4. PeecTp Ta ny6J1iLIHHü iHTep(beMc PeecTpy Be TbC51 mepxaBH
3a6e3neqeHH%M AOTPHMaHHA BHMOr ACTY EN 301 49:2022 (EN 30

(2021-03), IDT) TexH0J10rii. BHMorH 140A0 AOCTYHHO
Ta nocnyr IKT».

Y pa3i, KOJIM BHKOPUCTaHHH JliTep YKpaiHCbK ro aj1(baBiTY rip

cr10TBopeHHA iH(boprvmauii, MO)KYTb BUKOPHCTOBYBaTH naTHHCbKi JliTe
3HaKH Ta CUMBOJTH, apa6cbKi Ta PHMCbKiIIH(bpm.

5. ÅepxaTeJ1erv1 (BJ1aCHHKOM) PeecTpy, y TOMY I-IH Jli Moro rrporpaM
3ac06iB Ta BHKJIYOHHHX MafiHOBHX npaB Ha rlporpaM
oc06i M03.

Aep)KaTeJ1b (BJ1aCHHK) PeecTpy Aie BiAflOBiÅHO
ny6J1iHHi ejieKTPOHHi peecTpu» Ta iHmux aKTiB 3aKOH

6. AAMiHicTpaTopoM Pe€cTpy € nepxaBHe
erccnePTHHüueHTP MiHicTepcTBa OXOPOHH 3mop0B'51

AAMiHicTpaTop PeecTpy 3a6e3neqy€:
(l)YHKUiOHYBaHHA Ta aAMiHiCTPYBaHHHPe€cTpy;
3aXHCT ny6J1iLIHoro iHTep(beücy PeecTpy 3a

TexHiLIHHX 3ac06iB;
36epexeHHfl, 3axHCT Ta pe3epBHe K011iK)BaHHA

BHMOr 3aKOHOÅaBCTBa npo 3axucT iH(bopMauii B i

cucrrervlax•,

e 3a6e3neqeHHfl,

BUMOF 3aKOHY
aBCTBa.

flimnpuervrcTB0
(Aani —

3ac06iB, 111

COY03Ya6
Bponeücb
I-ueHi B 06 r

549 V3.2.1
i npoAYKfB

3BOÅHTb O

H, p03ÅiJ10 i

O-TeXHiHH

e AepxaBa B

paiHH

<ÅepxaBH

eHTP).

110M0F0}0 opraH 3auiüHux a

aHHX PeecTpy B Af10BiÅH0+0(bOPMaUiüHO-KO

OVIPHJIYOAHeHHH ny6J1iqH0i iH(bopMauii PeecTpy y (l)0PMi BiÅKPH
nop%ÅKY, BCTaHOBneHOMY 3aKOHomaBCTBOM•,

3ÅiViCHeHHH iHUIHX d)YHKuiM, nepen6aqeHnx 3aK HOM YKpaiHH «
eneKTPOHHi Ta iH111HMH aKTaMH 3aKOHOAaBC a y cd)epi peecT

7. CTBopY0BaqaMH peecTpoB0i iH(bopMauii Ta ny6J1iHHHMH p
Peecmpy e yr10BHOBaxeHi nocaÅ0Bi oc06H opraHY mep aBHoro KOHTPOJI

8. 06'€KTOM PeecTpy e iH(boprvraui51 Hana i B YCTaHOBJ1eH
A03BOJIH Ha napaJ1eJ1bHPIMi iMr10PTJliKaPCbKHX3ac06iB, y TOMY qucjli pi
nepxaBHoro KOHTPOJIK) 1110110 BHAaHi/BHeceHH51 3MiH AO A03BOJIY Ha

YHiKauiüHux

HX naHHX y

po ny6J1iHHi

iB.

cTpaTopaMu

MY nopqnycy
eHHH opraHY
apaneJ1bHHü

iMI-10pT JliKapcbKoro 3ac06y a60 11PH3Y11HHeHH51/BiÅHO eHH51/CKaCYBaHH Aii A03BO
Ha napaJ1eJ1bHHM iM110PTJliKapcbKoro 3ac06y.
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06'€KTiB PeecTpy 3 monorvroroyo HO

Ha napaJ1eJ1bHHü irvmopT JliKapcbKoro 3ac06y.

9. A)KepenaMH PeecTpy € ene TPOHHiÅ0KYMe
yr10BHOBaxeHHMH nocaAOBHMH oc06aMH opraHY mepxaBHoro KO

peecTpauii iH(bopMauii 06'€KT PeecTpy.

10. OYHKUiOHU1bHiMO)KJIHBOCTi PeecTpy 3a6e3r1 YlOTb:
36mpaHH51, HaK011HqeHH%, 06p06KY, 06J1iK, 3axuc Ta HanaHH% iH

HamaHi B YCTaHOBJ1eHOMY nopflAKY A03BOJIH Ha Ilap eJ1bHHM iM110P
3ac06iB Ta JliKaPCbKi3ac06H, Ha flKi HanaH0 A03BOJIH H napaneJ1bHHÄ i

aBTOMaTH30BaHY (l)iKcaui10 Aiü KOPHCTYBaqiB y P ecTPi, ix MOHiTO
d)OPMYBaHH51 BHTqriB 3 PeecTpy•,

3axHCT iH(boprvrauii B PeecTpi, y TOMY HHCJ1i BiA 3HHLUeHHfl,

110PY1-L1eHH% UiniCHOCTi Ta pe)KHMY mocTY11Y AO iH(bop auii;
cneuiaJ1i30BaHuxKOPHCTYBaqiB eecTpy;

aBTOMaTH30BaHHü mocTY11 KOPHCTYBaqiB A PeecTpy 3a

npHKJ1aAHoro nporpaMHoro iHTep(beMcy PeecTpy (API ;
PeecTpy 3riÄHP03Me)KYBaHHH Ta KOHTPOJ1b nocTyny AO naHH

nocTyny KOPHCTYBaqiB•,

36epexeHHH, aBTOMaTHHHe pe3epBYBaHHH i BiAH BJ1eHH% peecTpo
peecTpoB0i iH(bopMauii•,

aBTOMaTVf3aUi}OKOHTPOmo 03HaK KOPeKTHOCTirra HOBHOTH iH

BHOCHTbCH AO PeecTpy;
MO)KJIHBiCTb aBTOMaTH30BaHOi iH(bopMauiMH0i B3 €M0Aii 3 iH111HMH

eneKTPOHHHMH iH(bopMauiüHHMH pecypcaMH, BOJIOÅibUAMH iHd)opM

opraHH mepxaBH0i a60 opraHM MicueBoro carvi0BpHAY'BaH
BHKOPHCTaHH}1 y p060Ti PeecTpy aKTyaJ1bHOi i AOCTOBiHoi iH(bopMauii•,

aHaJ1iTHHHe Ta CTaTHCTUHHe 06P06J1eHH%iH(bopM uii PeecTpy.

11. EneKTPOHHa B3a€M0Aiq Pee Tpy 3 iHUIHMH

epy A03BOJIY

H, CTBopeHi

TPOJIK)

opMauii npo
JliKaPCbKUX

nopT',

6JIOKYBaHH51,

nor10M0F0E0

3 npaBaM1å

HX maHHX a

opMauii, 1110

ep)KaBHurvru

ii y AKHX €
3 MeTOK)

epxaBHHMH
eneKTPOHHHMH pecypcaMH 3Aiä 3ac06a CViCTeMH

eneKTPOHHOi B3a€M0Åii Aepxam-mx eneKTPOHHH iH(bopMauiViH x pecypciB
<<TpeM6iTa».

Y pa3i BiACYTHOCTiTexHiHH0i MO)KJIHBOCTi nep Aaqi naHHX 3 BH OPHCTaHH51M
CHCTeMH eneKTPOHHOiB3a€M0Aii ÅepxaBHux eneKTP0 HHX iH(bopMauiä ux pecypciB
<<TpeM6iTa» eneKTPOHHa iH(bopMauiMHa B3a€MOAifl cy '€KTiB eneKTPOH oi B3a€M0Åii
3AiMcmo€TbCH 3 BHKOPHCTaHHHM iH111HX iH(bopMauiM O-KOMYHiKaUiMHX CHCTeM i3
AOTpmrvraHH%M BHMOr LUOAO 3axucTY iH(bopruauii Bi 110BiÅHOAO CTa i 8 3aKOHY
YKpaiHH 3axucT iHd)opMauii B iH(bopMauiMH0-K YHiKaUiMHVIXCH Tervmax».

06cqr Ta cTpyKTypa naHHX, *KHMU 06MiHk0 TbC% cy6'€KTH eneKTPOHHOi
iH(bopMauiüH0i B3a€M0Aii qepe3 nporpaMHi iHTepd)eücH neKTPOHHHX
iHd)opMauiüHux pecypciB (cepBicn), BH3HaqaK)TbCfl roBopaMH npo i (bopMauiüHY
B3a€M0Ai}0, YKJ1aneHHMH BiA110BiÅHO no Flopqmcy eneKTPOHHOi exHiHH0i Ta
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iH(bopMauiäH0i) B3a€M0Aii, 3aTBepmxeHoro rrocTa OBOIO Ka6iHeT MiHicTpiB

YKpaiHH Bim08 BepecHH 2016 POKY NQ 606 BiCHUK YKpaiH , 2016 p. , N!
73, CT. 2455; 2023 p., N! 11, CT. 721).

12. OYHKUiOHYBaHH51rra P03BUTOK Pe€cTpy, y
nporpaMHo-TexHiLIHmx 3ac06iB, 3AiiiCHK)€TbC51 3a

Ta iH111HX A)KepeJ1, He 3a60P01-1eHHX3aKOHO

BHeceHHf1 iH(bopMauii AO

13. Ha IliÅcTaBi pimeHH% npo BHAaqy A03B
JliKapcbKoro 3ac06y Y110BH0BaxeHa nocaÅ0Ba oc06a
BHOCHTb AO PeecTpy Ta p03MiLuye B HbOMY Ha YMOBax
LUOÅO:

1) JliKapcbKoro 3ac06y, Ha BHAa€TbCA A03Bi
TOPEOBeJ1bHa Ha3Ba, .J1iKaPCbKa(bopMa, A03YB

peHOBHHH, Mi)KHapoAHa HenaTeHTOBaHa Ha3Ba,
opraHi3aui€k0 oxopoHH 3AOPOB'q (HKLLIO TaK0i HeMa€
Ha3Ba), CKJ1aA Ailoqmx pet-IOBHH, KaTeropin BimnycKY,
eKcnopTep JliKapcbKoro 3ac06y napa.neJ1bHoro iM

opraHY mepxaBHoro KOHTPOJI}O LUOAO BHÅaqi A03B
JliKapcbKoro 3ac06y, CTPOK Aii A03BOJIY I-la napa.neJ1bH

HaMMeHYBaHH51rra K)PHAHLIHO
6aTbKOBi (3a HUIBHOCTi) Ta Micue 4)i3

napaJ1eJ1bHoro iM110pTepa;
HaMMeHYBaHH51 Ta Micue3HaxonxeHH%

(BHP06HHKiB) JliKapcbKoro 3ac06y, Ha BHAae

TOMY qucjli CTB peHH% Moro
axyHOK K0111TiB mepxaBHoro
aBCTBOM.

eecTpy

JIY I-ra napanen Hui iM110pT

praHY AepxaBH0 0 KOHTPOJIK)
iAKpvnoro AOCT

HH%, Ai}-oqa pe
eKOMeHAOBaHa
3BvrqaäHa 3araJ1

TepMiH rrpvmarr
opTY, mama Ta HO

ny Ha napanejl
iM110pT JliKapc

oc06H a60 rrpi3B
HH0i oc06H —

AHHH0i oc06H
A03BiJ1 Ha

y BiAOMOCTi

0BHHa/AiK)L1i

ceCBiTHb(hO

HOITPHäH%Ta
CTi, KpaiHa-

ep PiLL1eHH%
iMI-10pT

Koro 3ac06y;

me, iM'51, no
innpH€ML151 -

BUP06HHKa
apaneJ1bHHü

iMnopT, a •raKO)K ampecm Moro (iXHix) BHP06HWIHX110 Y)KHOCTeM•,
2) eTaJIOHHOro JliKapcbKoro 3ac06y:
Ha3Ba (TOPrOBeJ1bHa Ha3Ba rra 3araJ1bHormpuMHATa Ha3Ba) JliKaPCbKO0 3ac06y;
HaMMeHYBar-1HAa60 npi3BHLue, iM'%, FIO 6aTb 0Bi (3a HMBHO i) 3a%BHHKa

(BJ1aCHHKa pe€cTpauiäHoro nocBiÅqeHHH) B YKpaiHi;
HOMep peecTpauiMHoro rrocBiAqeHHH B YKpaiHi;
3) iHUIHX Am-lux uineü napaneJ1bHoro iM110P
noPeecTpy TaKO>K BHOCHTbCH npo aTY Ta HOMep pi ey-1H% opraHY

mepxaBHoro KOHTPOJHO LUOAO BHeceHH% 3MiH AO AO BOJIY Ha Flapajle bHHü iM110pT
JliKapcbKoro 3ac06y a60 rlPH3Y11HHeHH%/BiÅHOBneH CKacyBaHH% Ai•
napaJ1eJ1bHHM irvmopT JliKaPCbKOro3ac06y.

14. BiA0MocTi, 3UHaqeHi B rlYHKTi13 Uboro 11 p51AKY, BHOCHTbC
yr10BHOBaxeHOYO oc060Æ0 opraHY Åep)K BHOPO KOHTPOJI
TPbOX p060qux ÅHiB, HacTY11HHX 3a AHeM ITPHÄH%TTHiA110BiAHoropi
mepxaBHoro KOHTPOJI}0 1110Å0 BHAaqi/BHeceHHH 3Mi mo A03BOJIY Ha

A03BOJIY Ha

AO PeecTpy
He Ili3Hime

eHH51 opraHY
apaneJ1bHHM
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iMnopT JliKapcbKoro 3ac06y a60 11PH3Y11HHeHH%/BiAHOB eHH51/CKacyBaHH

Ha napueJ1bHHü iM110pT JliKapcbKoro 3ac06y.

3a6e3neqeHHH A0"Tyny AO PeecTpy

15. 3a6e3neqeHH% AocTyny AO PeecTpy cn uiaJ1i30BaHHM K

amrvfiHicTpaTopoM Pe€cTpy Ha nincTaBi•.
p03nopqnqoro AOKYMeHTa KepiBHHKa aAMiHiCTPTopa PeecTpy a6

Moro 3aMimy€, LUOAO yr10BHOBaxeHH% aAMi icTpaTopiB iH

K0MYHiKauiäH0iCHCTeMm•,

3a%BH npo OTPmrvraHH% aocTyny no PeecTpy i3 3 HaqeHHAM imeH

Aii A03BOJIY

pviCTYBaqaM

oc06H, HKa

OPMauiäH0-

(l)iKauiüHnx

naHHX cneuiaJ1i30BaHoroKopucTYBaqa, nonaH0i 3a BC aHOBJ1eHO}O aAM HiCTpaTOPOM

PeecTpy d)opMOY0.

ÅOCTyn mo PeecTpy KopucTYBaqaM 11PHKJ1aAH ro nporpaMHor
PeecTpy (API) Hama€TbCA 3a 3aqBOK) npo OTPHM HHH mocrryny A

BHKOPHCTaHHflM 11PHKJ1aAHoro nporpaMHoro iHTep(be cy PeecTpy (AP
YKJ1ameHoro 3 aAMiHicTpamop0M PeecTpy moroBopy np iH(bopMauiMHY

16. IH(bopMauiq, 1110 MiCTHTbC% B PeecTpi (K 'M iH(bopMauii 3

AOCTYIIOM), € BiAKPHTO}Oi 3araJ1bHOAOCTY11HOY0
UiJIOA060BOFOBiflbHOFO AocTyny Ta K011iK)BaHHA.

KopucTYBaqi PeecTpy peani3Yf0Tb CBO€ VI aB0 IAOAO OT

BHKOPHCTaHHH pe€cTpoB0i iH(boprvmauii 3 BHKOPHCTaH AM eneKTPOHHH
PeecTpy.

17. KopucTYBaqi PeecTpy MaK)Tb npaB0 BHK PHCTOBYBaTH (l)
MO)KJIHBOCTi PeecTpy BiÅ110BiAHOAO npaB Ta YM B mocTyny, BH3

IIOPAÅKOM.

18. 110111YKi nepernqm iH(bopMauii, Luo MiCTHTbC B PeecTpi, a rraK

06P06J1eHHA, BHeceHH% iH(bopMauii AO PeecTpy, •1
• 3MiHa era

BvmaAKiB, nepen6aqeHux 3aKOHOM, 3AiMCH}O€TbC51Bi 110BiAH0mo 3aK
ny6J1iHHi eneKTPOHHipeecrrpu», 3aXHCT iH(bopMauii B i

KOMYHiKaUiäHHXCHCTeMax».

HaAaHHH BHTHry 3 Pe CTPY

19. PeecTpoBi maHi MO)KYTb HanaBaTHCfl y (l) Mi BHT51ry, 1110

KOPHCTYBaqarv1H PeecTpy 3a 40T10M01"010 eneKTPOHHOr iHTep(beäcy Pe

20. Burrqr 3 PeecTpy MiCTHTb 3 1-laqeHY B rlYH
flop51AKY.

PemulM p060TH PeecTpy Ta 3ax CT iH(bopMauii

PeecTpy 3

Ha niAcTaBi
3a€M0Ai}0.

06MexeHHM
e30nnaTHoro

HMaHHA Ta

iHTep(beMciB

HKUiOHU1bHi
aqeHmx

36npaHH}1,

eHH%, KPiM
HiB YKpaiHH
(bopMauiäH0-

OTPHMy€TbC}1

Ti 13 UbOFO
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21. PeecTp (l)YHKui0HY€ B UiJIOA060BOMYpexu i, KPiMBH11aÅKiB npoBeneHHA
nnaHOBHX i 1103ar1J1aHOBHX Ta/a60 XHiHHHX p06iT, OB'%3aHHX 3

YCYHeHH%M nporpaMH0-anapaTHHx rra/a60 MeTOÅOJIOr•qHHX HOMHJIOK q rrexHit1Horo
36010 B p060Ti, TPHBaJ1iCTbnpoBemeHH% A1-CUX B 3Haqa€TbC% aAM HiCTpaTOPOM
PeecTpy. IH(bopMauifl npo npoBemeHH% HX Ta/a60 rrexHi HUX p06iT 3

riiATpHMKH PeecTpy Ha Be6caüTi I-le Tpy 3a TPH Kane mapHi AHi no
maTH npoBemeHHfl rraKHX p06iT, KPiMBurraAKiB, KOJIH q pe3 TePMiHOBiCTnpoBeneHHH
TaKHX p06iT CBO€qacHe nonepemxer-1H% 1--1eMO)KJIHBe.

22. BezxeHHH PeecTpy 3AiüCH}O€TbC513 BUKOP CTaHHAM TexHi HHX 3ac06iB

eneKTPOHHHX K0MYHiKauiM, AKHMH 3a6e3neHYY0Tbcw.
ITPHCBO€HHH pe€cTpoBoro H0Mepa KO)KHOMY JliKap
PeecTp•, 3aXHCT BiAOMOCTeü, 1110 MiCTflTbC% y PeecT
OHOBJ1eHH%, apxiBYBaHH51 BiAHOBJ1eHH%Ta 1101.11YK iH(l)

23. nporpaMHHM 3a6e3neqeHH}1M PeecTpy
CTBOPf0BaqeM peecTpoB0i iH(bopMauii

PeecTpy aHaJ1iTVfHHHX, CTaTHCTHHHHX Ta iH111ux IvraTe

AaHHX Ta peecTpoB0i iHd)opMauii PeecTpy.

24. 3aXHCT peecTpoB0i iH(bopMauii 3AiäCH}O€Tb
YKpaiHH 3axHCT iHd)opMauii B iHd)opMauiüH

ny6J1iHHi ejieKTPOHHi peecTpu».
IliATBepnxeHH% BiAfl0BiAHocTi CHCTeMH yrrpa

cy6'€KTiB iH(bopMauiüH0i B3a€MOÅi•
peecTpoB0i iH(bopMauii 3AiMCH}O€TbCHBiÅfl0BiAH0no
iH(bopMauii B

nepCOHaJ1bHmx
Aepxamenb Ta aÅMiHicTpaTop PeecTpy 3a6e3ne

nporparvn-mx, rrexH0J10riqHux Ta opraHi3auiüHux 3axo
HKi B Pe€cTpi, Bin HecaHKUiOHOBaHOFOnoc

3axHCT BiAOMOCTeü y PeecTpi 3a6e311eqy€Tbcq 111

CHCTeMH 3axmcrry iH(bopMauii 3 BiA110

aBTOMaTMLIHe (1)0 MYBaHHA Ta

bKOMY 3ac06y HeceHOMY B

i, Bim HecaHKUiO OBaHHX Aiä•,

Mauii, BHeceH0i o PeecTpy.

3a6e3neqy€TbcH MO)KJIHBiCTb

eecTpy a60 aÅM HiCTpaTOPOM

ianiB Ha niÅcrra pe€CTPOBHX

3riÅH0 3 BHMO aMH 3aKOHiB

-KOMYHiKaUiMHHCHCTeMax»,

JliHH51 PH3HKaM Pe€cTpy Ta

TIPO nopyllley-l UiJ1iCHOCTi
aKOHiB YKpaiHH 3axHCT

cmcrreMax», « po 3axHCT

Y10Tb 3ÅiäCHeHH KOM11J1eKCY
iB 1110Å0 3aXVICT BiAOMOCTeä,
fly.

AXOM CTBOPeHHR KOMEIJ1eKCH0i

iAHicno.



3ATBEPA)KE O
110CTaHOB 1-0 Ka6iHeTYMiH' TPiBYKpaiHH

024 p. N!BiÅ

nopHA0K BeneHHf1 AepmaBHoro peecTpy BBeAe1-1H B 06ir JliKapcb nx 3ac06iB,
1110 BB03HTbCf1 Ha Tepmopiro KpaiHH

3araJ1bHi nonome1-1HH

1. I-LeMIlop51AOK BH3Haqa€ npoueÅypy (bopMYB Ta BeneHH% AepxaBHoro
peecTpy BBemeHHX B 06ir JliKaPCbKHX3ac06iB, 1110 BB 351TbC% Ha TepuT piK) YKpaiHM

(majli — Pe€cTp), MexaHi3M BHeceHH51 BiÅOMOCTeü AO eecTpy npo cep i JliKaPCbKHX
3ac06iB (KPiM aKTHBHHX (bapMaueBTHHHHX iHrpeni€HTi ), 1110 BB03HTbC% a Tepmopik0

YKpaiHH, a TaKO)K oci6, BiA110BinaJ1bHHX 3a BBemeHH
Tepwropii YKpaiHH.

2. Y 1-1bOMY Flop;1AKY rrepMiHH y Ta

iH(bopMauiüHe TIOBiAOMJ1eHHA-
MiCTHTb BiAOMOCTinpo JliKaPCbKHü3aci6, 1110 BB

Ta niÅJ1qrae BBemeHHkO B 06ir Ha TepurropiiYKpaiHw,
eneKTPOHHHü Ka6iHeT cneuiaJ1i30BaHoro KO

Be6CTeneKTPOHHHüKa6iHeT)
nporpaMHHü iHTep(beüc) cneuiaJ1i30BaHoro KOPHCTY
3a6e3neqeHH%MOXJIUBOCTi CTBopeHH51, nepernqmy, FIO

AOKYMeHTaMH B PeecTpi•,

KOPHCTYBaq rrpvncnam-loro nporpaMHoro iHTeP(l)

oc06a, Mae aBTOMaTH30BaHHü AOCTYII AO BiÅOMO

B 06ir niKaPCbKX 3ac06iB Ha

X 3HaqeHH51x:

eneKTPOHH AOKYMeHT,
3HTbC% Ha TepHT pilo YKpaiHH

ucTYBaqa Peec py (AU1i

piHKa (Be6cepBi iH111HM

aqa PeecTpy, np 3HaqeHa

ay-1Hfl, 06MiHYiH opMauieo Ta

icy PeecTpy (A I) — 6YAb-mca
rreüPeecTpy 3 B OPHCTaHHHM

11PHKJ1aAHOFO nporpaMHoro iHTep(beäcy PeecTpy (AP );
KOPHCTYBaq PeecTpy (majli - KOPHCTYBaq) - (bi3 HHa a60 K)PUAHH a oc06a, 1110

KOPHCTy€TbCH peecTpoB0}0 iH(bopMaui€K) y no 3araJ1bH0 0 mocTyny,
cneuiaJ1bHoro mocrryny Ta/a60 eneKTPOHHOiiH oprvmauiüH0i B3 erv10Åii Mix
ny6J1iHHHMH eneKTPOHHHMH peecTpmm;

ny6J1iHHHü iHTep(beäc PeecTpy — eneKTPOHHHÜi Tep(beüc PeecTpy p03Mi1ueHHM

Ha Be6caäTi www.drlz.com.ua, mae MO)KJIVfBiC b BiJ1bHO, 6e30 aTHO Ta 6e3

3aCTOCYBaHH51 3ac06iB eneKTPOHHOi uii OTPHMYBaT peecTpoBY
iH(bopMauiK) PeecTpy Binr10BiÅH0 no 3aKOHOAaBCTBa Ilboro Ilopqmcy

cneuiaJ1i30BaHHü PeecTpy oc06aKOPHCTYBaq iopvmu Ha
(npeÅCTaBHHK/Y110BHOBaxeHa oc06a K)PHAUHHOi 0 06m) Ta (l)i3HHH oc06a, 51Ka

npoML1.1J1a npouemypy eneKTPOHHOi Ta aBTeHTHCl)iK uii Ta HKiM
BiÅ110BiÅHO AO Uboro IlopHÅKY HaAa€TbC% nocTYT1 q pe3 eneKTPOHHH Ka6iHeT AJIH

BHKOPHCTaHHfl 3ac06iB PeecTpy Bimr10BiAH0no ix (by KUiOHaJ1bHOronp 3HaqeHHfl.

IH111i TePMiHH y 3HaqeHHflX, HaBen 1--1HX y 3aKOHax KpaiHH
JliKapcbKi 3axuc nePCOHaJ1bHHX am,rx»,
3aXHCT iHd)oprqauii B iH(bopMauiäHo-K0MYHiKauiMH x CHCTeMax», « po ny6J1iHHi
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eneKTPOHHipeecTpm», FlonoxeH1-1i npo iHTerpo aHY cucrreMY
3aTBepA)KeHOMY HOCTaHOBO}O Ka6iHe y MiHicTpiB Y

JIHCTonana 2023 p. N! 1150 BiCHHK YKpai H, 2023 p., N! I

3. PeecTp e CKJ1aAOBOYO Aep aBHoro peecTp
3ac06iB, i (bYHKui0HY€ AK nepxaBHa iH

K0MYHiKauiüHacucrreMa, 1110 MiCTHTb BiÅOMOCTi TIPO cepii JliKaPCbKH
HaAXOÅHTb B 06ir Ha Tepmopii YKpaiHH (3a BUKJ110q HHHM JliKaPCbKH
MiCTHTb 6YAb-HKiBHÅH KJ1iTHH JIIOAUHU a60 TBap HH, CKJ1amaiOTbC

BVWOTOBJ1eHi Ha OCHOBi TaKHX KJ1iTHH, 1110 perymo TbCH cneL1iaJ1bH

He3apeecTpoBaHux JliKaPCbKHX3ac06iB (KPiM JliKapc KUX 3ac06iB, 111

BB03flTbCH B YKpaiHY napaneJ1bHHMH iM110pTepaMH , AOCJ1iA)KYBaHH

eneKTPOHHOi
paiHH Bim 3
1, CT. 6026).

JliKaPCbKHX
opMauiüH0-
3ac06iB, 1110

3ac06iB, Luo
3 HUX a60

M 3aKOHOM,

napaJ1eJ1bH0

JliKaPCbKHX
3ac06iB, aKTHBHHX (baptqaueBTHHHmx iHrpeni€HTiB Ta pomyKuii «in bu k»), Ta oci6,
BiÅ110BimaJ1bHHX3a BBeneHHA B 06ir JliKaPCbKHX3ac06 B Ha Tepvnopii Y paiHH.

4. PeecTp Ta ny6J1iLIHHM iHTep(beüc PeecTpy Be YTbCfl nepxaBH 1-0 MOBO}O i3
3a6e3neqeHHHM AOTPHMaHH% BUMOP ACTY EN 301 49:2022 (EN 30 549 V 3.2. I
(2021-03), IDT) TexH0J10rii. BHMoru IUOÅO ÅocTY11H0 Ti npoÅYKTiB

Ta nocnyr IKT».
Y pa3i, KOJIH BHKOPHCTaHH% JliTep YKpaiHCbK

C110TBopeHH% iH(boprqauii, MO)KYTb BHKOPHCTOBYBaTV1
3HaKH Ta CHMBOJIH, apa6cbKi Ta PHMCbKiIIH(bpH.

5. AepxaTeneM (BJ1aCHHKOM) PeecTpy, y TOMY
3ac06iB rra BUKJIK)HHHX MaMHOBHX npaB Ha nporparvl
oc06i M03.

ÅepxaTeJ1b (BJ1aCHHK) PeecTpy Aie BiÅ110BiAH0
ny6J1iqHi eneKTPOHHi Ta iHLLIHX aKTiB 3aKOH

6. AÅMiHicTpaTopoM Peecmpy € mepxaBHe
eyccnepTHHü ueHTP MiHicTepcTBa OXOPOHH 3AOPOB'%

AAMiHicTpaTop PeecTpy 3a6egneqye:
(l)YHKUiOHYBaHH51 Ta aÅMiHicTpyBaHH% PeecTpy•,
3axv-1CT ny6J1iLIHoro iHTep(beücy PeecTpy 3a A

rreXHiHHux 3ac06iB;
36epexeHH51, 3axHCT Ta pe3epBHe

BHMor 3aKOHOAaBCTBa npo 3axv-1CT iH(bopMauii B i

CHCTeMax;

ro aj1(baBiTY np 3BOÅHTb no
naTUHCbKi JliTe H, p03ÅiJ10Bi

Jli Moro nporpaM O-TeXHiHHHX
e 3a6e3neqeHHfl, e nepxaBa B

BHMOI" 3aKOHY KpaiHH
AaBCTBa.

ninnpH€McTB0
(Aani — eHTP).

110Moroyo opraH'3auiMHux Ta

aHHX PeecTpy B Af10BiÅH0no
(bopMauiüH0-K0

OEIPHJIYOÅHeH1-1% ny6JTiHH0i iH(bopMauii Pe€cTpy y (l)0PMi BiÅKP
rropqmcy, BCTaHOBJ1eHOMY 3aKOHOÅaBCTBOM;

3AiÜCHeHHH iHUIHX d)YHKuiM, nepeA6aqeHHx 3aK HOM YKpaiHH «
eneKTPOHHipeecTpu» Ta iHL11UMV1aKTaMH 3aKOHOAaBC Ba y C(bepi pe€c

YHiKauiMHHX

nx naHHX y

po ny6J1iHHi

iB.
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7. CTBOPK)BaqaMH PeecTpy € Y110BHOBaxeHi/Bi

rocnomap}0BaHHH (iMI-10pTepiB (napaJ1eJ1bHmx iMnop
nomaK)Tb opraHY mepxaBHoro KOHTPOJHO

BBeneHH% B 06ir cepii JliKapcbKoro 3ac06y, 1110 BB03HT
Ily6J1iHHHMH pe€cTpaTopaMH PeecTpy e ynoBH0

nepxaBHoro KOHTPOJIIO.

HOBimaJ1bHiOCO cy6'€KTiB

epiB), AHCTPH6' TOPiB), AKi

auiüHe r10BiA0 eHH% LUOÅO
cn Ha Tepmopi}0 YKpaiHH.
mceHi nocaA0Bi c06H opraHY

8. 06'€KTOM PeecTpy € iH(bopMauiq npo cepii .J1iK PCbKHX 3ac06iB, a3Haqe1-mx y

11YHKTi3 UbOPO Ilop%AKY, Ta oci6, BiA110BimaJ1bHUX3 BBemeHH% B 06i JliKaPCbKHX
3ac06iB Ha Tepmopii YKpaiHH.

06'€KT PeecTpy CTBopo€TbCA UIJIHXOM (l)iKC uii nporpaMHH H 3ac06aMH

PeecTpy iH(bopMauii, 1110 BiÅ110BiAH0 AO Uboro Hopn KY Hane)KUTb pe€CTPOBHX

naHHX PeecTpy.
06'€KTiB PeecTpy 3a nor10Mor(h0 peecTpoBoro

H0Mepa 06'€KTa PeecTpy.

9. IH(bOPMaUiüHHMH A)KepenaMH PeecTpy e ene TPOHHiAOKYMe TH, CTBopeHi

CTBOP}OBaqaMH PeecTpy Bimr10BiAH0 AO BHMOr Aboro op%AKY, a rraK0 eneKTPOHHi
maHi, OTPHMaHiB nopqmcy eJ1eKTPOHHOiiH(bopMauiM oi B3a€M0Aii 3 e eKTPOHHHMH

pecypcaMH.

10. OYHKUiOHaJ1bHiMO)KJIUBOCTi PeecTpy 3a6e311 MY10Tb:
36npaHHH, HaKonnqeHHH, 06J1iK, 06P06neHH 36epiraHH% Ta HamaHHfl

iH(bopMauii LLIOAO cepiü JliKaPCbKHX3ac06iB, ILIO H AXOAHTb B 06ir Ha Tepvnopii
YKpaiHH, Ta oci6, BiA110BimaJ1bHUX3a BBemeHHH B 06ir JliKaPCbKU
Tepvnopii YKpaiHw,

mocTyr1 cneuiaJ1i30BaHuxKOPHCTYBaqiB mo PeecT y qepe3 eneKTP0
IlicJIH npoXOAxeHH51 npoueÅypm eneKTPOHHOi ineH Ta aB

30KpeMa 3 BHKOPHCTaHH%M iHTerpoBaH0i cucmervl eneKTPOHHOii
eneKTPOHHOro ninnucy Ta/a60 neq TKM, a TaKO)K i

eneKTPOHHOi HKi mayoTb 3Mory OÅH03H LIHO BCTaHOBJIYO

npoueÅypy aBTOPH3auii;
6JIOKYBaHH%CTBOPeHHA iH(bopMauiüHoro OBiÅOMJ1eHHH

BH3HaqeHHX 3aKOHonaBCTBOM',
aBTOMaTH30BaHY Aiä KOPHCTYBaqiB y P €CTPi, ix MOHiTO
3axucT iH(bopMauii B PeecTpi, y TOMY MHCJ1i Bim 3HVi11xeHHH,

nopY1.1.1eHH% uiJ1icHocTi rra pe)KHMY mocTynyno auii;
aBTOMaTH30BaHHÜ AocTyr1 KopmcTYBaqiB A PeecTpy 3a

npHKJ1aAHoro nporpaMHoro iHTep(beäcy PeecTpy (AP

3ac06iB Ha

HHM Ka6iHeT
eHTHd)iKauii,

LIJHX 3ac06iB

aTH oc06y Ta

BunaAKax,

HHr•,

6JIOKYBaHHH,

40110Mororo

P03Me)KYBaHHH Ta KOHTPOJ1b AocTyny AO makl X PeecTpy 3riAH 3 rrpaBaMH
Aocrryny KOPUCTYBaqiB•,

36epexeHHfl, aBTOMaTHHHe pe3epBYBaHHfl i BiÅH BJ1eHHA peecTpo HX maHHX Ta
peecTpoB0i iH(bopMauii•,
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aBTOMaTH3aUii-O KOHTPOJI}0 03HaK KOPeKTHOCTiTa HOBHOTU iH opMauii, 1110

BHOCHTbC% AO PeecTpy•,

BHKOPHCTaHHA CJIOBHHKiB, AOBi HHKiB, CTaHAapT B Ta KPa1_UHX

rrpaKTMK CTPYKTYPYBaHH51 BiAOMocrreü, BHeceHHX AO PeecTpy, Ta a6e3neqeHH51

ed)eKTHBHOro 06P06RHH% iHd)opMauii•,
MOXJIHBiCTb aBTOMaTH30BaHOi iH(bopMauiüH0i B3 €M0Aii 3 iHL11MMH epxaBHHMH

eneKTPOHHHMH pecypcaMH, BOJIOÅi bU%MH iH(bopM ii y 51KHX €

opraHH mepxaBH0i a60 opraHH MicueBoro caMOBP%AYBaH 3 MeTOkO

BUKOPUCT&IHA y p060Ti PeecTpy aKTyaJ1bHOi i AOCTOBiHoi iH(bopMauii•,
aHaJ1iTHHHe Ta CTaTHCTH1-1He 06P06J1eHHfliHd)0PM uii PeecTpy.

11. EneKTPOHHa iH(bopMauiüHa B3a€M0Åin Pee Tpy 3 iHUIHMH mepxaBHHMH

eneKTPOHHUMH pecypcaMH 3ÅiM HYO€TbCA 3ac06 H CHCTeMH

eneKTPOHHOiB3a€M0Aii mepxaBHHX eneKTPOHHU iHd)0PMauiäH x pecypciB

<<TpeM6iTa».
Y pa3i BiACYTHOCTirrexHiHH0i MO)KJIHBOCTi nep Aaqi maHHX 3 BH OPHCTaHH%M

CHCTeMH ej1eKTPOHHOi B3a€M0Aii mepxaBHHX eneKTP0 HUX iH(bopMauiü HX pecypciB

<<TpeM6iTa» eneKTPOHHa B3a€MOÅifl C '€KTiB eneKTPOH oi B3a€M0Aii
3AiäCHYO€TbC% 3 BUKOPHCTaHHAM iH111ux O-KOMYHiKaUiäHX CHCTeM i3

AOTPUMaHHHM BUMOF 1110Å0 3axHCTY iH(bopMauii Bi HOBiAHO no CTa i 8 3aKOHY
YKpaiHH 3axucT iH(bopMauii B iH(b0PMauiüH0-K MYHiKaUiMHHXc CTeMax».

06cqr rra cTpyKTypa naHHX, A1-CUMH 06MiH I-OTbCfl cy6'€KTV1 eneKTPOHHOi
B3a€M0Aii qepe3 nporpaMHi iHTepd)eäcu eneKTPOHHHXiH(bopMauiüH0i

iH(bOPMaUiMHHX pecypciB (cepBicu), BH3HaqakOTbCH roBoparv1H npo 1 (bopMauiäHY
B3a€M0Ai}0, ywrameHUMV1 BiÅ110BiAHO AO eneKTPOHHOi( exHiHH0i Ta

iHd)opMauiüH0i) B3a€M0Aii, 3aTBepmxeHoro IIOCT Ka6iHe MiHicTpiB

YKpaiHH Bim 8 BepecH51 2016 POKY N! 606 (04)iuiüH BiCHHK YKpaiH , 2016 p., N!
73, CT. 2455; 2023 p., 11, CT. 721).

12. OYHKUiOHYBaHH51rra P03BHTOK PeecTpy, y TOMY qucni CT opeHHH Moro
rrporpaMHo-TexHit1Hmx 3ac06iB, 3a axyHOK K0111TiB ÅepxaBHoro
610A)KeTY Ta iHL11HX nxepen, He 3a60p0HeHvrx 3aKOHO aBCTBOM.

BHeceHHf1 il-l(bopptmauii AO PeecTpy

13. II-I(boprvrauifl BHOCHTbCfl AO PeecTpy B pe)KHMi iH opMauiMHoro
110BiÅOMJ1eHHA.

14. noPeecTpy BHOCHTbCH BiAOMOCTilipo:
TOPEOBeJ1bHY Ha3BY, A03YBaHHH, (I)OPMY KY JliKaPCbKOFO3ac06y, Luo

HaAXOAHTb B 06ir Ha Tepmopii YKpaiHw,
HOMep cepii, p03Mip cepii Ta KiJ1bKiCTb JliKaPCbKx 3ac06iB, 1110 BB i3 uiei

cepii, iH(bopMauif0 TIPO BBe3eHHH (nepme, HOBTOPHe);
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TepMiH npumaTHocTi cepii JliKapcbKoro 3ac06y;
BJ1aCHHKa peecTpauii a60 A03BOJIY Ha napaRJ1bH iMrropT JliKapc Koro 3ac06y,

Moro Micqe3HaxomxeHH51 Ta KOHTaKTHi AaHi•,

marry, cepif0 Ta HOMep (3a HaqBHOCTi) pee rrpauiüHoro Floc iÅqeH1-1% Ha

JliKaPCbKHü3aci6/H0Mep nepxaBH0i peecTpauii .J1iKap bKOEO 3ac06y, o BB03HTbC%,

maTY Ta H0Mep pill.1eHHA opraHY nepxaBHoro KOHTP 11K) 1110A0 BHAaq A03BOJIY Ha

napaJ1eJ1bHuM iM110pT JliKapcbKoro 3ac06y, CTPOK Aii A 3BOJIY Ha napane bHHü iMnopT

JliKapcbKoro 3ac06y;

BHP06HHKaJliKapcbKoro 3ac06y, Moro Micue3Hax Ta KOHT KTHi maHi•,

cy6'€KTiB (iMnopTepiB, ÅHCTP 6'}0TOPiB), Binn iAaJ1bHHX3a

BBemeHH% B 06ir niKaPCbKHX3ac06iB Ha Tepvnopii YK aiHH, ix Micue3H rra

KOHTaKTHi maHi, y TOMY MHCJ1i rrpo y OBHOBaxeHY (Bi 110BinaJ1bHY)

oc06y, 6YJ10Hamm-10 Å03BiJ1Ha 06ir naH0i cepii.

15. BiÅ0MocTi, 3a3HaqeHi B 11YHKTi14 UbOFO II pnAKY, BHOCHTbC Peecmpy
ny6J1iHHHM peecTpaTopoM PeecTpy He Ili3Hi111e Hac yr1Horo p060qo o 3

HaAXOAxeHHH AO HbOFO iH(bopMauiüHoro 110BiÅOM eHH}1 3 UHMU iAOMOCTflMU,

bH0i OC06HOTPHMaHoro yepe3 eneKTPOH1-1ViäKa6iHeT BiA Y110BH0 axeHoi/Binr10Bi

cy6'€KTa rocnomapk0BaHHA (iMnopTepa (napaneJ1bHor iM110pTepa), rrpH6'}0Topa)
(AU1i — YllOBHOBaxeHa oc06a cy6'€KTa rocnomapi0B HA).

Y pa3i od)iuiäHoro BH11ycKY cepii 0Kpervrux 6i norit1Hmx JliKap bKHX 3ac06iB

(iMYH0J10riLIHux JliKaPCbKHX3ac06iB, .J1iKaPCbKUX3aco iB, AKi omepxyyo b 3 KPOBia60
KPOBiJMOAHHVI), BiÅOMOCTi, 3a3HaqeHi B rlYHKT 14 Uboro FlopflA y, BHOCflTbC}1

AO PeecTpy YllOBHOBaxeHOK) nocaÅOBOK) OC06010 opr HY AepxaBHoro OHTPOJIK).

Yr10BHOBaxeHa oc06a cy6'€KTa rocnomapf0Ba

AOCTOBiPHiCTbBiAOMOCTeä, BHeceHHX AO Pe€cTpy.

16. BHeceHHH iH(bopMauii AO PeecTpy Moxe

peecTpaToporvf PeecTpy, y rraKHX Bvmaxucax:
1) HaqBHOCTi iCTOTHHX TepaneBTHHHux BiÅMiH

YKpaiHi JliKapcbKoro 3ac06y;
2) BiÅCYTHOCTiAaHHX peecTpauif0 JliKap

peecTpi JliKaPCbKHX3ac06iB;
3) BiACYTHOCTimaHHX y ÅepxaBH0MY pee

napaJ1eJ1bH0 Ha rrepurropi}0 YKpaiHH.

17. BKmoqeHHfl AO PeecTpy TIPO
BB03HTbCH Ha Tepmopik0 YKpaiHH, Ta oci6, BiA110
JliKaPCbKUX3ac06iB Ha Tepmopii YKpaiHH, 3Åiväcmo
PeecTpy.

3a6e3neqeHHf1 aocrryny A

1-1% BiA110BiAae 3 HOBHOTY rra

YTH 3a6JIOKOBa O rry6J1iHHHM

ocrreüBiA 3apee TPOBaHoro B

bKOFO 3ac06y B AepxaBH0MY

pi JliKaPCbKHX3ac06iB, Luo

epiE0 JliKaPCbKor 3ac06y, 1110

iAaJ1bHHX3a BB eHH% B 06ir
ny6J1iHHHM eecTpaTopoM

PeecTpy
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18. 3a6e3neqeHHH mocTyny AO PeecTpy cn uiaJ1i30BaHHM K pucTYBaqarv1

3ÅiMCH}O€TbCAaÅMiHicTpaTopoMPeecTpy Ha niAcTaBi:
p03110pmqoro AOKYMeHTa KepiBHHKa aÅMiHicTp Topa PeecTpy a6 oc06u,

Moro 3aMi1uye, I-UOAO yr10BHOBaxeHHA aAMi icmpaTopiB iH OPMauiüH0-
KOMYHiKaUiüHOicucrrerww,

3aHBH npo OTPUMaHHfl nocTyny AO PeecTpy i3 3 HaqeHHHM iÅeH
may-IHX cneuiaJ1i30BaHoroKopucTYBaqa, 110AaH0i 3a BC aHOBJ1eHOYO aÅM HicTpaTopoM

PeecTpy (bopM0f0.
AocTY11 AO PeecTpy KOPHCTYBaqaM npHKJ1aAH ro nporpaMHor iHTep(beMcy

PeecTpy (API) 1--1aAa€TbC% 3a 3aflBOK) npo OTPHM HH51 nocTyny PeecTpy 3

BHKOPHCTaHHHM npHKJ1aAHoro nporpaMHoro iHTep(be cy PeecTpy (AP Ha IlimcTaBi

YKJ1ameHoro 3 amviiHicTpaToporv1 PeecTpy AoroBopy np iH(bopMauiMHY 3a€M0Ai}0.

19. IHcb0PMaui%, 1110 MiCTHTbC% B PeecTpi (K iM iH(bopMauii 3 06MexeHHM
MO)KJIHBiCTIO e30nnaTHoroAOCTYIIOM), e BiAKPHT010i '3araJ1bHOAOCTY11HOK)

UiJIOA060BOFOBiJ1bHOFO ÅocTyny rra

KopucTYBaqi PeecTpy peaJ1i3Y}0Tb CBO€ n aB0 1-UOAO OT HMaHHfl Ta

BUKOPHCTay-1HA peecTpoB0i iH(boprvrauii 3 BHKOPHCTaH M eneKTPOHHH iHTep(beüciB
PeecTpy.

20. KopucTYBaqi PeecTpy Mawrb npaBo:

BHKOPUCTOBYBaTU (l)YHKUiOHaJ1bHi MOXJIUBOCTi eecTpy BiA110BiA O no npaB Ta

YMOB mocTyny, BH3HaqeHUX LIHM IIOPAÅKOM•,

CTBopOBaTH, O(bOPMJIHTU, nomaBaTH iH(bopM uiK) AO PeecT y B Mexax

(bYHKUiOHaJ1bHHX MO)KJIUBOCTeM Pe€cTpy.

21. 110111YKi neperJ1%A iHd)oprvrauii, 11-10 MiCTHTbC B Pe€cTpi, a Ta 36mpar-1HH,

06P06J1eHH51, BHeceHH51 iH(bopMauii no PeecTpy, i 3MiHa Ta BHA eHH%, KPiM
BHnaÅKiB, nepeA6aqek-mx 3aKOHOM, 3AiäCHK)€TbCH B• 110BiAH0 AO 3aK HiB YKpaiHH

ny6J1iLIHi eneKTPOHHipeecTpm», 3axuc iH(bopMauii B i (bopMauiüH0-

KOMYHiKaUiäHHXCHCTeMax».

22. PeecTpoBi maHi MO)KYTb HaÅaBaTHC% y d) PMi BHT%ry, 1110 OTPUMy€TbC%

KopucTYBaqarv1HPeecTpy 3a Aor10Moroyo eneKTPOHHO o iHTep(beücy Pe cTpy.

PemHM P060THPeecTpy Ta 3ax CT

23. PeecTp (l)YHKui0HY€ B UiJIOÅ060BOMY i, KPiMBHE1aÅKi npoBemeHH%
nnaHOBHX i 1103annaHOBHX Ta/a60 exHiHHHX p06iT 110BtH3aHHX 3

YCYHeHHSIM nporpaMHo-anapaTHvrx Ta/a60 MeTOAOJIO iqymx 110MHJ10K H TexHiHHoro
360yo B p060Ti, TPHBU1iCTbnpoBeAeHH% AKHX B 3Haqa€TbC% an iHicTpaTopoM
PeecTpy. IH(bopMauiq npoBemeHH% HUX rra/a60 rrexH HHHX p06iT 3

IliATPHMKHPeecTpy Ha Be6caäTi u HTPY 3a TPH HAapHi AHi no
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marrnnpoBeneHH% rrarcux p06iT, KPiMBHnaAKiB, KOJIH q pe3 TePMiHOBiCTnpoBeneHH%
TaKHX p06iT cB0€qacHe normepeÅ)KeHHH Herv10)KJIHBe.

24. BeneHH51 PeecTpy 3AiüCHkO€TbC% 3 BHKOP CTaHHAM TexHi

eneKTPOHHHX KOMYHiKauiä, 3a6e3neqyyoTb 51 3axucT Bim
MiCT51TbCH y PeecTpi, BiÅ HecaHKUiOHOBaHHX NM; OHOBJ1eHHH,

BiÅHOBneHHA Ta 1101.1-IYK iH(bopMauii, BHeceH0i AO Peec py.

25. ElporpaMHHM 3a6e3neqeHH51M PeecTpy 3a6e311eqy€Tbcq
(boprv1YBaHH% ny6J1iHHHM peecTpaTopoM peecTpoB i iHd)opMauii
aÅMiHicTpaTopoM PeecTpy aHaJ1iTHHHUX, CTaTUCTHH uX Ta iH111HX

nimcTaBipeecTp0Bmx Ta peecTpoB0i iH(boprvtaL1i•PeecTpy.

HUX 3ac06iB
OCTeÜ, 1110

apxiBYBaHH51

MO)KJIHBiCTb

eecTpy a60

aTepiaJ1iB Ha

26. 3axHCT peecTpoB0i iH(bopMauii 3ÅiäCHK)€Tb griÅH0 3 BHMO aMH 3aKOHiB

YKpaiHH 3aXHCT iH(bopMauii B iH(bopMauiüH -KOMYHiKaUiMHUcucmeMax»,
ny6J1iHHi eneKTPOHHipeecrrpm».

IliATBePA)KeHHH BiA110BiÅHOCTiCHCTeMH ynpa niHH51 PH3HKaM PeecTpy Ta

cy6'€KTiB iH(bopMauiäH0i B3a€MOAi npo nopymeH UiJ1iCHOCTi

peecTpoB0i iH(bopMauii 3AiüCH}O€TbCHBiÅ110BiAH0 AO 3aKOHiB YKpaiHH 3axHCT

iH(bopMauii B

nepc0HaJ1bY-mx
ÅepxaTeJ1b Ta aAMiHicTpaTop Pe€cTpy 3a6e3rre

nporpaMHux, TeXHOJ10riLIHHX Ta opraHi3auiüHux 3ax
HKi MiCT51TbCfl B PeecTpi, Bin HecaHKUiOHOBaHOro moc

3aXHCT BiÅOMOCTeM y PeecTpi 3a6e3neqy€Tbcq 111

CHCTeMH 3axucTY iH(bopMauii 3 fliÅTBepnxeHOK) BiÅ11

< po 3axucTCHCTeMax»,

Y}OTb 3ÅiüCHeH KOM11J1eKCY

iB uxomo3axHCT BiAOMOCTeÜ,

AXOM CTBOPeHH KOM11J1eKCHOi

BiÅHiCTYO.





nonCH}OBAJ1bHA3 MCKA
AO npo€KTY 110CTaHOBH Ka6iHeTYM HicTpiB YKpaiH
11HTa1-1HH BeAeHHH Ta d)YHKUiOHYBa 1-1% AepmaBHnx eecTpiB

y C(bepi JliKaPCbKHX3ac

1. MeTa
Ilpo€KT 110CTaHOBH Ka6iHeTYMiHicTpiB YKpa• H IIHTaH BeneHH% Ta

(bYHKUiOHYBaHH%mepxaBHHX peecTpiB y C(bepi JliKa CbKHX Aani — npo€KT
aKTa) p03p06neH0 Ha BHKOHaHH% 3aKOHY YKpai H Bim 16 JIHII 2024 POKY
N! 3860-IX BHeceHH% 3MiH AO Aes1KHX 3aKOHi YKpaiHH LUOAO mapaneJ1bHoro
iMnopTY JliKaPCbKHX 3 MeTOYO BH3HaqeHHA nopflÅKY BeAeH AepxaBHoro
peecTpy JliKaPCbKHX3ac06iB, nopHAKY BeneHH% pKaBHoro peecT y JliKaPCbKHX
3ac06iB, 1110 napaneJ1bH0 BB03ATbC% Ha Tepurropi YKpaiHH, nop BeneHH51

AepxaBHoro peecTpy BBemeHHX B 06ir JliKaPCbKx 3ac06iB, Luo BB03%TbCfl Ha

rrepvnopiyo YKpaiHH, npHBemeHH51 FIOJIO)ICHHA npo epmcaBHuü peec p JliKaPCbKMX
3ac06iB, 3aTBepnxeHoro 110CTaHOBO}OKa6iHeTYMi iCTPiBYKpaiHH iA 31 6epe3H51

2004 p. N! 41 1, y BiÅ110BiAHiCTb AO 3a3HaqeH0 0 3aKOHY, a Ta OX 3 MeTOYO

BH3HaqeHH% opraHY, Ha mcoro no CTBOPeHH% ue rrpaJ1bHoro opra y BHKOHaBHOi

BJ1aAH i3 cneuiaJ1bHHM CTaTYCOM, Luo peani3Y€ mepxaBHY noni HKY y C(bepi

CTBOPeHH%, nonycKY Ha PHHOK, KOHTPOJI}O AKO i, 6e3neKH Ta ecbeKTHBHOCTi
JliKaPCbKHX3ac06iB 110KJ1aneHO HOBHOBaxeHHfl, H3HaqeHi 110P51 KOM BeneHH%

AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, Luo nap ej1bHO BB03%TbCfl Ha Tepmopi}0
YKpaiHH, Ta FIOPHAKOMBemeHH% AepxaBHoro peec y BBeÅeHHX B O ir JliKaPCbKUX
3ac06iB, 1110 BB0351TbCH Ha Tepvnopilo YKpaiHH.

2. 06T1)YHTYBaHHH He06xiAHOCTi npniiHHTT aKTa
Ilpo€KT aKTa p03p06J1eH0 1-la BHKOHaH1--1% 110 0)KeHb 3aKOHY KpaiHM Bin 28

JIHIIH% 2022 POKY N! 2469 JliKapcbKi a 3aKOHYYKpaiH
2024 POKY NQ 3860-IX BHeceHHA 3MiH AO eflKHX 3aKOHiB

napaneJ1bHoro iM110pTY JliKaPCbKHX H BCTaHOBJ1eHO,

BemeHHA AepxaBHoro peecTpy JliKaPCbKHX3ac06iB Luo napaJ1eJ1bH

Tepmopiyo YKpaiHH, Ta HopnÅOK BemeHHH Åepxa Horo peecmpy B

JliKaPCbKHX3ac06iB, 140 BB03%TbCH Ha Tepmop yo YKpaiHH, 3a
Ka6iHeT0M MiHicTpiB YKpaiHH.

3aKOHOM YKpaiHH BiA 16 JIH11H51 2024 poKyNQ 860-IX BH

meflKHX 3aKOHiB YKpaiHH LUOAO napaneJ1bHoro irvmo TY JliKaPCbKUX3
3aKOH), 30KpeMa, BHeceHO 3MiHH AO 3aKOHYY KP iHH Bin 28 JIH

NQ 2469-IX JliKapcbKi Ta nepen6aq HO BBeneHH% B

3aKOHYYKpaiHH BiA 28 JIHIIH% 2022 POKY N! 2469- X JliKapcb
CTOCYOTbC% napaJ1eJ1bHoro iMI-10pTY JliKaPCbKMX3ac 6iB, 3 1 cit-II-IA 20

IIYHKTOM 5 p03AiJIY II Ta epexiAHi

Ka6iHeTYMiHicTpiB YKpaiHH nopyqeH0 P03P06HTH a 3aTBepAHTH no
AepxaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKx 3ac06iB, 1.110
Tepvnopiyo YKpaiHH, Ta Åep)KaBHoro peecTpy JliKa CbKHX 3ac06iB,

Ha rrepHTopiK) YKpaiHH.

BiA 16 JIVIIIH%

KpaiHH LUOAO
1110 Ilop51AOK

BB03flTbCH Ha

meHHX B 06ir

ceHH51 3MiH AO
(mani -

2022 POKY
110JIO)KeHb

i 1110

5 poKY.

3aKOHY
HAOK BemeHH51

BB03HTbC% Ha

o napaJ1eJ1bH0
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TaK0)K, BiA110BiAHOAO Apyroro peqeHH% a63a y mpyroro niA11Y KTY 1 IIYHKTY
2 p03ÅiJIY 1 3aKOHY IlopflAOK BeneHH% AepxaBH0 0 peecTpy JliKap bKHX 3ac06iB

3aTBemxy€TbC% Ka6iHeT0M MiHicTpiB YKpaiHH, Bi HOBiAH0AO Tpe boro peqeHHA
a63auy mpyroro niA11YHKTYI nyHKTY 2 p03AiJIY 3aKOHY 3a OKP MOR) 3aflBOK)

BJ1aCHHKa peecTpauii MOMY MO)Ke 6YTH BHAaHO HT51r 3 Aepxa oro peecTpy

JliKaPCbKHX3ac06iB y nop%AKY, BCTaHOBJ1eHOMY Ka6i eTOM MiHicTpiB KpaiHH.

I-IPH UbOMY BiÅfl0BiÅH0 AO IIYHKTY 4 P03AiJ1 II Ta nepexiÅHi

3aKOHY BCTaHOBJ1eHO, Luo AepxaB pe€cTp BBe eHHX B 06ir
JliKaPCbKHX3ac06iB, 1110 BB03%TbCH Ha TepHTopiK) KpaiHH, Ta Aep aBHHM peecTp

JliKaPCbKHX3ac06iB, 140 napaneJ1bH0 BB03%TbC Ha Tepmopi YKpaiHH, e
d)YHKUiOHaJ1bHHMH CKJ1aAOBHMH AepxaBHoro peecTp JliKaPCbKUX3ac 6iB.

KpiM Toro, rlYHKTOM 2 p03ÅiJIY II eBi Ta nepexiAH

3aKOHYYCTaHOBJEHO, 1110 AO CTBOPeHH% LleHTpaJ1 Horo opraHY BH HaBH0i BJ1aAU
i3 cneUiaJ1bHHM CTaTYCOM, 1110 peani3Y€ ÅepxaBHY noniTHKYy C(l) pi CTBopeHHfl,

morrycKY Ha PHHOK, KOHTPOJuo AKOCTi, 6e311eKH Ta ecbKTHBHOCTi JliKap bKHX 3ac06iB,

BH3HaqeHoro 3aKOHOM YKpaiHH BiA 28 JIMI-IHA 2022 OKY N! 2469-IX <npo JliKaPCbKi
110BHOBaxeHHH 140Å0 BeAeHH% AepxaBH0 0 peecTpy JliKap bKHX 3ac06iB,

1110 napaJ1eJ1bH0 BB03HTbCH Ha Tepvnopi}0 YKpaiHH, BemeHHA Aepxa Horo peecTpy

BBeneHHX B 06ir JliKaPCbKHX3ac06iB, 1110 BB03%TbCH a TepHTopiK) YK aiHH,

A03BOJIY I-la qapæneJ1bHHä iM110pT JliKaPCbKHX3ac 6iB rra iH111i fle eA6aqeHi
3aKOHOM KOHTPOJ1bHiHOBHOBaxeHH% 1110A0 TaKHX ni apcbKHX 3ac06iB AiiCHYOYOTbCfl
B nop%AKY Ta opraHarv1H, BH3HaqeHHMH Ka6iHeT0M iHicTpiB YKpaiH

TaK0)K IIYHKTOM 3 p03ÅiJIY II Bi Ta nepexiAH
YCTaHOBJ1eHO, Luo AO 3aTBePÅ)KeHHH nopuycy BeneHHH Aepxa Horo peecmpy
JliKaPCbKHX3ac06iB, Luo napaRJ1bH0 BB03flTbC% Ha Tepvnopi}0 YKpaiHH, Ta

BHPOBaÅ)KeHHA BiA110BiAHoro nporpaMHoro 3a6e3 eqeHH% 3UHaq Horo peecTpy
iH(bopMauifl 1110Å0 JliKaPCbKUX3ac06iB, I-go napaJ1 JlbHO BB03ATbC% Ha TeppnopiK)

YKpaiHH, BemeTbCH B ej1eKTPOHHOMY BWJIAAi B no HÅKY, BH3HaqeH Ka6iHeT0M
MiHicTpiB YKpaiHH.

TaKHM HHHOM, npo€KT aKTa p03p06neH0 Ha BH OHaHHH BHMor 3 KOHY.

3. OCHOBHi nonomeH1-1f1 npo€KTY aKTa

FIPO€KTOMaKTa npor10HY€Tbcq:
3aTBepAHTH BemeHHA AepxaBHoro p ecTpy JliKaPCbK 3ac06iB,

30Kpervra, BH3HaqaTHMe nopHÅ0K BHÅaqi BHTflry 3 pKaBHoro peec py JTiKaPCbKHX
3ac06iB;

3aTBepÅHTH Ilop%Å0K BemeHHfl ÅepxaBHoro eecTpy JliKaPCbK
napaneJ1bH0 BB03%TbCH Ha YKpaiHn•,

3aTBepÅHTH FIopHÅ0K BemeHHH AepxaBH0 0 peecTpy BBe

JliKaPCbKHX3ac06iB, 1110 BB03ATbCH Ha rrepHTopiK) Y
BHeCTH 3MiHH AO npo ÅepxaB

3aTBepA)KeHoro ITOCTaHOBO}OKa6iHeTYMiHicTpiB Y
N! 411;

BH3HaHHTH opraH, 3AiViCHÆOBaTHMe
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110 Ilap

aiHW,

peecTp JliKap
pail-IH BiA 31 6ep

OBHOBaxeHHA
ej1bHO BB03%TbC

x 3ac06iB, 1110

eHHX B 06ir

bKHX 3ac06iB,

2004 POKY

0110 BeAeHH51

Ha Tepmopi}0
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YKpaiHH Ta AepxaBHoro peecTpy BBemeHUX B 06ir ni apcbKHX 3ac06iB, 1110 BB03ATbCH

Ha rrepmmopik0YKpaiHH, AO A1-IA CTBOPeHHA UeHTpaJ1b oro opraHY BHK HaBH0i BJ1aAH
i3 cneUiaJ1bHHM CTaTYCOM, 1110 peani3Y€ AepxaBHY

AonycKY Ha PHHOK, KOHTPOJT}O IKOCTi, 6e3neKH Ta ecb
BH3HaqeHoro 3aKOHOM YKpaiHH BiÅ 28 JIHIIH% 2022 p
3ac06H>Y,

BH3Hal-1HTH nopflA0K BemeHHfl iH(bopMauii

napaRJ1bH0 BB03HTbCH Ha Tepvnopifo YKpaiHH, AO A

3a6e311eqey-1HA AepxaBHoro peecTpy JliKaPCbKHX3ac
Ha Tepvnopilo YKpaiHH.

4. IlpaB0Bi acneKTH
Y naHiä cdjepi cycr1iJ1bHux BiAHOCHH AiYOTbTa
KOHCTHTYUiHYKpaiHm•,

110J1iTHKYy cd)e i CTBOPeHH%,
KTUBHOCTi JliKap bKHX 3ac06iB,

KY N! 2469-IX « po JliKaPCbKi

omo JliKaPCbKHX3ac06iB, 11-10

BIIPOBamxeHH nporpaMHoro
6iB, ILIO napanen HO BB03HTbCH

i HOPMaTHBHO-11 aBOBi aKTH:

OCHOBH 3aKOHOAaBCTBa YKpaiHH npo oxopoHY 3Åop0B'Y,

3aKOH YKpaiHH BiA 4 KBiTH% 1996 POKY Ng 123 96-BP JliKa CbKi 3ac06u»;
3aKOH YKpaiHH Bim28 2022 POKY NQ 24 9-1X .J1iKa bKi 3ac06H>Y,

3aKOH YKpaiHH Bim 16 2024 poKyNg 3 60-1X BHe eHH% 3MiH AO

me;1KHX 3aKOHiB YKpaiHH 1110A0 napaJ1eJ1bHoro iM110P JliKaPCbKHX3a 06iB»;
3aKOH YKpaiHH 3axHCT nePCOHaJ1bHHX A HHX»•,

3aKOH YKpaiHH ny6J1iHHi eneKTPOHHipe CTPH>Y,
3aKOH YKpaiHH iH(bopwrauioy,
3aKOH YKpaiHH 3axucT nepCOHaJ1bHHX HHX>Y,

3aKOH YKpaiHH 3axHCT iH(bopMauii B
CHCTeMax»•,

3aKOH YKpaiHH eneKTPOHHi KYMeHTH Ta

AOKYMeHT006ir»;
3aKOH YKpaiHH eneKTPOHHY ineHTH(l) KauiK) Ta eneK

nocnyru»;
nocTaHOBa Ka6iHeTYMiHicTpiB YKpaiHH Bim 08 BepecH% 201

IIHTaHHH eneKTPOHHOiB3a€M0Aii eneKTPOHH iH(bopMauiMHH
110CTaHOBa Ka6iHeTYMiHicTpiB YKpaiHH BiA 1 6epe3H% 2004

MYHiKauiüHux

eneKTPOHHV11i

OHHi A0Bipqi

POKY N! 606
pecypciB»;
N! 411

3aTBePA)KeHHfl IlOJIO)KeHHA TIPO AepxaBHHä peecTp iKaPCbKHX3ac06
HaKa3 MiHicTepcTBa OXOPOHH 3AOPOB'HYKpai H Bin 08 TPaBH% 014 p. NQ 314

3aTBepnxeHHA FlopHÅKY BemeHHH ÅepxaBH0 0 peecTpy JliKa CbKUX 3ac06iB

5. 06rpY1-1TYBaHHf1
Peani3aui% aKTa He 110Tpe6ye (l)iHaHCYBaHH51 3 AepxaBHoro 6 A)KeTY Ta/a60

MiC1-xeBHX OCKiJ1bKU:

peecTp JliKaPCbKHX3ac06iB B)Ke TBopeHHü Ta (by Kui0HY€, TOMY
BHÅaTKiB Ha Moro CTBOPeHH% He nepeÅ6aqa€Tbcw,

p03p06Ka nporpaMHoro 3a6e3neqeHH% Ae )KaBHOFO peec y JliKaPCbKHX
3ac06iB, [110 napaJ1eJ1bH0 BB03HTbC51 1-la Tepvnopiro KpaiHH Ta Aep)K BHOFO peecTpy
BBemeHVIX B 06ir JliKaPCbKUX3ac06iB, 1110 BB03%Tb Ha TepHTopiK) KpaiHH, 6YÅe
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3ÅiücHeyra 3a paxyH0K KOUITiB Mi)KHaP0AH0i TeXHiHH i AOIIOMOFH Ta 3 i II-IHX mxepejl,

He 3a60p0HeHux 3aKOHOAaBCTBOM•,
nepeA6aqa€Tbc%, 1110 ÅepxaBHHä pe€cTp JliKa CbKHX 3ac06iB, o napaneJ1bH0

BB03flTbCH Ha Tepvnopi}0 YKpaiHH, Ta AepxaBHHüpe TP BBemeHHX BO ir JliKaPCbKHX
3ac06iB, 1110 BB03HTbCfl Ha TepHTopi10 YKpaiHH, e YHKUiOHU1bHHM CKJ1aAOBHMH

AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, aÅMiHic PYBaHH% 3a3Haq HUX pe€cTpiB

3ÅiüCMOBaTHMe mepxaBHe Ilimrrpu€McTB0 xaBHHü eyccrle ueHTP
MiHicTepcTBa oxopoHH 3Åop0B'51 (mani - AFI 3a iH(bopMauiek0,

HanaH0}0 ÅII JIUCTOM Bia 13 BepecH% 2024 p. N! 2349/12.1-24, (l)iHaHCYBaHH51

BHÅaTKiB, He06XiAHHX AJI% peani3auii npo€KTY
aAMiHiCTPYBaHH%), 6yme 3AiäCHK)BaTViCA 3a paxy

CYMa K0111TiB, He06xiAHa peani3aui•

2025 piK - 6600 THC. rpH., Ha 2026 piK - 7589 THc.rp
OiHaHCOBO-eKOHOMiHHi p03paxYHKH AOAmoTb

6. 1103nuiq 3aiHTepec0BaHnx CTOPiH
Ilpo€KT aKTa He CTOCY€TbCfl rlHTaHb

caMOBPAAYBaHHH, npaB Ta iHTepeciB Tepvnopi
peri0HaJ1bHoro P03BHTKY, COUiU1bHO-TPYAOBOicd)

(l)YHKUiOHYBaHHA i 3aCTOCYBaHHH YKpaiHcbK0i MOBH

1101'OA)KeHH51 3 YllOBHOBaxeHHMH npeAcrraBHHKa
opraHiB MicueBoro carviOBP51ÅYBaHHH HH Bim
carviOBPAÅYBaHHA, yr10BHOBaxeHHX npeACTaBHHKiB

BHAaTKiB HaKTa (a caMe

0K BJ1aCHHX Ha XOA)KeHb All
npoeKTY aKTa CTaHOBHTb Ha

, Ha 2027 - 8728 THC.FPH.

(l)YHK11i0HYBay-1 MicueBoro
bHHX rp0Man, MicueBoro Ta

H, npaB oci6 3 iHBaJ1iAHiCTiO,

K mepxaBH0i, TO y He 110Tpe6y€
H BceyKpaiHcb ux acouiauiä
OBiAHHX opraHB MicueBoro
ceYKpaiHcbKux pod)cniJ10K, ix

06'€AHaHb Ta BceyKpaiHCbKHX 06'€AHaHb opraHi3 uiü p060TOAaB iB, YpuoBHM
yr10BHOBaxeHUM 3 npaB oci6 3 iHBaJ1iAHiCT}OTa B eyKpaiHCbKHMH OMaÄCbKHMH

opraHi3auiflMH oci6 3 iHBaJ1iAHicno, ix cniJIKaM , Y 110BHOBaxeH M i3 3axmcTY
AepxaBH0i MOBH.

IIPO€KT aKTa He CTOCY€TbCH cd)epH HayKOBOiT HayKOB0-TexHiq oi AiW1bHOCTi,

TOMY He 110Tpe6ye noroAxeHH51 3 HayK0BHM KOMiTe 0M HaqiOHaJ1bHO' panu 3 HHTay-1b

P03BHTKY HayKH i rrexH0J10riä.
IIpo€KT aKTa 110Tpe6ye normxeH1-1H 3 Mi iCTePCTBOM(l)iH HCiB YKpaiHH,

MiHiCTepcTB0M eKOHOMiKH YKpaiHH, MiHicTepc BOM IIH(bpoB0i paHccbopMauii
YKpaiHH, AepxaBH010 CJIY)K60yo cneuiaJ1bHoro 3 'H3KY Ta 3axvrc y iH(bopMauii
YKpaiHH, AepxaBH0Y0 perynmopr-loyo CJIPK60}OY aiHH, Haui0HaJ1 HOYO

3ÅOPOB'%YKpaiHH, CJIY)K60EO YKP if-IH 3 JliKaPCbKX 3ac06iB Ta

KOHTPOJIK) 3a HaPKOTHKaMU, YllOBHOBaxeHHM Be XOBHOi Pamu Y paiHH 3 npaB
JIYOAUHH.

IIpoeKT aKTa 110Tpe6ye 3AiäCHeHHH rrpaB0
YOCTHUiiYKpaiHH.

7. OuiHKa BiA110BiAHOCTi
Y npo€KTi rlOCTaHOBH BiACYTHinonoxeH

YKpaiHH y cd)epi €BponeäcbK0i iHTerpauii,
KOHBeHui€}0 npo 3aXHCT 11paB JII-OAHHH i OCHOBOTI

oi eKcnepTH3H iHiCTePCTBOM

1110 CTOCYYOTb 3060B' Bay-lb

aB Ta CB060A, rapaHT0BaHux
JIO>KHHX CB060A, BEIJIHBa}OTb Ha
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3a6e311eqeHHH piBHux npaB Ta MO)KJIHBOCTeV1 )KiH0 i HOJIOBiKiB, M CTATb PH3HKH
0B'%3aHHX 3BLIVIHeHHH KopyrruiäHux npaBonopymeHb rra aBonopymeHb,

CTBOPYOK)Tb rliÅCTaBH AHCKPHMiHaL1i•.

Elpo€KT TIOCTaHOBH 110Tpe6y€ HanpaBJ1eHHH o Haui0HaJ1bHor areHTCTBa 3

IIHTaHb 3an06iraHH% Kopynuii BH3HaqeHH He06xiAHOCTi npoBeneHH%
aHTHKopynuiüH0i eyccnepTH3H.

IIPO€KT HOCTaHOBH f10Tpe6ye HarrpaBJ1eHHH no Y p51A0Boro Koopmpmauii
€BponeücbK0i Ta €BpoaTJ1aHTHHHOi iHTerpauiiCeKpe apiaTY Ka6iHeTY iHicTpiB

npoBemeHHH eKcrrepTH3H Ha Bimr10BiAHiCTb 3060 'A3aHH%M YKP iHH y ccbepi

€BponeäcbK0i iHTerpauii, y TOMY LIHCJ1i Mix apoAH0-npaB0BH Ta npaBY
€BponeücbKoro COK)3Y (acquis C).

aHTHAUCKPH iHauiMHa TaFPOMaACbKa aHTHKopynuiüHa, rp0MaACbK
rporvramcbKa reHÅepH0-npaB0Ba eKcnepTH3H 11po€KTY HOCTaHOBVi He np BOAHJIHCH.

8. nporH03 pe3YJ1bTaTiB
Peani3auiH npo€KTY aKTa MaTVfMe 1103HTHBHViM BIIJIHB Ha iHTepe HaceJ1eHHfl,

OCKiJ1bKH 3a6e311eqHTb BHeceHH% BiAOM CTeü npo JliKap bKi 3ac06H no
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, AepxaB oro peecny BB AeHHX B 06ir
JliKaPCbKHX3ac06iB, Luo BB0351TbC% Ha Tepvnopi}0

JliKaPCbKHX3ac06iB, Luo napaJ1eJ1bH0 BB03flTbCH

A03BOJIHTb peani30BYBaTH ripaB0 KopucTYBaqiB 3

AOCTOBipHY npo JliKaPCbKmrr3aci6
3HH)Kem-1HPH3HKiBBUKOPHCTaHH% HenKiCHHX a60 He

Peani3auiH npo€KTY aKTa He MaTUMe BFIJI

3a6e3neqeHH51 3axucTY rlpaB Ta iHTepeciB cy6'€KTi
AepxaBH•, P03BHTOK peri0HiB, niÅBpmxeHH51

TepHTopiaJ1bHHX rpoMan•, PHHOK npaui, piBeHb 3aVf

3AOPOB'H, 110Kpa1ueHHA noripureHHA CTaHY 3Åopo
rpyrl; eKOJ10riK) Ta HaBKOJIHUIH€ npnp0ÅHe cepeÅ0B
piBeHb 3a6pYAHeHH51 aTMoc(bepHoro 110BiTp51, BOAU,

YTBOPeHHMH BiAXOAaMH, iH111i cycr1iJ1bHi BiAHOCHHH.
BFIJIHB Ha iHTepecu 3aiHTepec0BaHuxCTOPiH:

3aiHTepecoBaHa BIIJIHB peani3auii aKTa 110

CTOPOHa

rporvraÅHHH
(naui€HTH)

I-la 3aiHTepecoBaHY
CTO OH

F103HTHBHHü Bijl

KpaiHH, Aepxa Horo peecTpy
Ha YKpaiHH, 1110

HaqeHHX peec iB Ha 110BHY,

a ÅOCTYflHiCTbi omepxaHHA.
e3neL11-mx JliKap KHX 3ac06iB.

BY Ha PHHKOBe cepeÅ0BH1ue,
roc110Aap}0BaH q, rporvraAHH i

H 3HH)KeHHH 11POMO)KHOCTi
ATOCTi HaceJ1eHH ; rporvramcbKe
'q HaceneHHH a6 Moro 0KpeMHX
e, 06cqr npmpo HHX pecypciB,
3eMeJ1b, 30KpeM 3a6pyAHeHHA

CHeHHH oqiKYBa oro BIIJIHBY

mocTyr1 AO i (boprqauii 3
Aep aBHoro pe€cTpy JliKaPCbKHX
3ac 6iB, AepxaBHoro peecTpy
JliK CbKHX 3ac06iB, O

nap eJ1bHO BB03HTbC Ha

Tep TOPi}0YKpaiHH, epKaBHoro
pee Tpy BBeneHHXB 6ir

JliK CbKUX 3ac06iB, O BB03HTbC}1

HaT HTO iK) YK ai , LUOAO



Cy6'€KTH

roc110Åapf0BaHH%

MeÅHLIHHü
nepc0HaJ1
3aKJ1aAiBoxopoHH
3mop0B'51

AepxaBa

6

1103HTHBHHä

1103HTHBHHM

6YA

OTP
iH(l)
1110

nap

BiJ1b

3aco
J11Ka

nap
Tepu
peec
JliKa

Hop
Bexxe

J11Ka

peec
nap
Tep

06ir
BB03

Binn
3aK0

MOX

3a3H
IHIII

6aH

*Koro JliKaPCbKO

MaHH% mocmyny
Mauii npo JliKap

B03ATbC% Ha Tepu
iHH, y TOMY quc
eJ1bHOro iM110F)T

nocTyr1 AO i

aBHoro peecTpy
iB, AepxaBHoro
CbKHX 3ac06iB,

eJ1bHO BB03%TbC
opiK) YKpaiHH,
y BBeneHHX B O

CbKHX 3ac06iB,

pHTopiK) YKpaiH
-HKoro JliKa CbK

0 3ac06y.

o
bKi 3ac06H,

I-linei

opMauii 3

iKapcbKmx

eecTpy
o

Ha

eprcaBHoro

O BB03HTbCH

, LUOAO
0 3ac06

aTHBHe 3aKpir1J1 HHA rrop}1ÅKY
ÅepxaBH0 0 peecTpy

CbKHX 3ac06iB, AepxaBHoro
py JliKaPCbKHX3ac06iB, Luo
ej1bHO BB03 TbC% Ha
opi10 YKpaiHH Ta nop%AKY
aBHoro peecTpy BBeneHHX B

JliKaPCbKVfX
TbC% Ha TePHTO
BiAH0
onaBCTBa,
HBOCTi 06MiHY
qeHHMH pee
MH eneKTPOHHH
aMH (6a3aMH)

MaUiMHHMH CHC

ac06iB, 1110
YKpaiHH,

BHMOP
a6e311eqeHH%

Aam,1MH Mix
TPaMH Ta

H peecTpaMH,
naHHX Ta

ervraMH.

op JIHIIIKOMiHicTp OXOPOHH 3A01)0B'q YKpaiHH

2024 p.



(DIHAHCOBO-EKOHOMIHHI P03PAXYHKVi AO IIPO€KTY AKTA

nvrra1-1Hf1 Benel-ll-lfl Ta (bYHKUiOHYBaHHf1 aepmaBHHX peccTpiB y cd)epi .niKaPCbKHX3ac06iB»

1. nepion pea.T1i3auii til-era (piK)
IloqaTOK pea-Tli3auii aKTa: 2025 p.
KiHueBHü TepMiH peani3auii aKTa: TIOCTiüH0

2. CTpaTeriHHi uini Ta 110Ka3H11KH pe3YJ1bTa•ry, HKHX naanyc nocqrrn roJ10B1-1nÜ p03p06HHK npocrcry arc-ra

Ha3Ba 1101-ca3r-1HK•a pe3YJ1bTaTY
BIIMi

110TOZIH11ii piK
2024

PiK
2025

Pik
2026

PiK
2027

CTpaTeriqna uiJ1b 1. 3a6e3neqeHHH I-lane-wK1-10ro (l)YHRui011YBaHHH B qacTHHi aAMiHiCTPYBaHHHAepxaBHoro peccerpy JliKaPCbKHX 3ac06iB, 1110

napaJ1eJ1bH0 BB03SITbCH I-la Tep11Topi10 YKpaiH11

Aep)KaBHHÜ peccTp JliKaPCbKHX 3ac06iB, 1110 011.

na UleJ1bHO BB0351TbCS1 Ha Te HTO ilo YK aiHH

3ac06iB 1110 BB03SITbCH I-la Te nero iro YK aiH11

AepxaBHH1i pe€cTp BBeneHHX B 06ir JliKaPCbKHXon.
3ac06iB, 1110 BB03flTbCS1 Ha 're HTO ilo YK aiHH

3. BIOAme•rwa nporpaMa, B Memax HK0i 11.nany€Tbcq peaJ1i3auiH aKTa

KIIKBK a60 TTIKBKMb

4. 3araJ1b1-ta BaPTiCTb ny6J1iqnoi nocJIY1"11 3 Ta peaJ1i3auii aRTa

1

1

Ha3Ba

PiK
2026

1

1

Amepena 3AiiiC11eHHfl Bl,rrpaT

3a paxYH0K K0111TiB 610AH€e•ry,

TOM qncJ1i:

110TOHHHii pik
2024

PiK
2025

1

1

muc. n

PiK
2027



Ae -xaBHOro 610Ä>KeT

MicueBoro

YCbOro

1

1. e maB1-1a niAT 11MKa Ta A0110Mora
I-IH HanaBaTHMeTbCS1 HOBa Ta/a60 BiA6YAYTbc513MiHH y HaaaHHi
nepxaBH0iniÅTPHMKHTa/a60 AOTIOMOI'H (l)i3Ht1HHMhOPHJIHHHHM

OC06aM?
I-IH 6YÅYTbHanaBaTHCS1 HOBi Ta/a60 BHOCHTHC% 3MiHH y HanaHHi
AOIIOMOI"H, BH11J1aTH, neHcii, TOLUO IleBHHM 3aiHTepeCOBaHHM
CTO OHaM?
2. OllJ1aTan aui
MH 6YÅYTb3MiHIOBaTHCb YMOBH OllJ1aTH npaui npauiBHHKiB YCTaHOB
Ta O raHi3auiii, 1110 HM IOTbCS1 3 BiATIOBiÅHHX 610A)1CTiB?
I-IH 6yue 36iJ1bmeHO/3MeH111eHOqnceJ1bHiCTb 11PaUiBHHKiB
610JüCTHOi CTa1-10BH?
3. MaiiH0 060T11 noca rn
MH 6YÅYTb11PHA6aBaTH/ nepenaBaTH / CllHCYBaTH pyxoMe/HepyxoMe
MaüHO?
LIH nnaHYCTbC51 OTPHMaHH51 Marma y HaTypaJ1bHi1i (l)0PMi, mce
110 e6 BaTHMe nonaJ1b1110M 06CJ1 roB Bay-11--151?

Tpe6a 6Y'Åe3AiVICHIOBaTH ny6J1it1Hi 3aKyniBJ1i TOBapiB, p06iT i
nocjl r?

2

6600 7590

PiK
2025

Hi

8728

Pik Pik
20272024

Hi
2026

TaK Hi 'raK Hi



3

I-IH Tpe6a 6yne p03p06J151TH Be6caMT / OH11aäH-CHCTeMH / KYPCH /

eccT H TOIUO?
LIH Tpe6a 6yxxe IIPOBOAHTHKOMYHiKauiüHi3ax0AH Ta/a60 3aXOAH 3

MH 6YAYTb3MeH111YBaTHC51 a60 36iJ1b111YBaTHC%BHÅaTKH Ha 3B'*30K,
onnarr KOM I-IU1bHHX 110CJ1 r, O eHÅ , 110Tot1HHV1 eMOHT TOIIIO?
I-IH e6a6 11 OBOÅHTH 6a30Be aniBHHKiB?
4. OXOAM

MH 6yue BBeneHO, 3MiHeHO MH CKaCOBaHO HMBHi nonaTKH, 360PH Ta

iH111i AOXOAH?

AOXOAiB?
LIH 6YÅYTb3MiHIOBaTHCbA)KepeJ1a 3AiÜCHeHHfl BHAaTKiB Ta HanaHH51
K enHTiB 3 610A)Ke ?
MH 6 b 6 Ab-KOM HanaBaTHCb IliJ1brH B ononaTK BaHHi?
5. bo roBi 3060B'}13aHHf1 Ta ra aHTii
I-IH BiJ16yneTbC% BIIJIHB Ha 06cnr nepxaBHoro/MicueBoro 60pry Ta

rapaHT0BaHoro nepxaB010 / ABTOHOMHOIO Pecny6J1iK010 KPHM,
06J1aCH010 anoyo MH Te HTO iaJ1bH010 r OMW11010 MiCTa 60 r ?
6. 110B110BameHHS1
I-IH 6YAYTb nepenaBaTvrcb 110BHOBa)KeHH51 Ha 3AiüCHeHH51 BHAaTKiB 3

nepxaBH01'0 no MiCLteBHXTa/a60 3 MiCUeBHX AO aepxaBHoro
61011>1CTiB?

6. ba30Bi 1101€a3HHK11

6.1. 3aiHTepec0BaHi CTOPOHH, Ha 3a6e311eqeHHf1 iHTepeciB HKWIX CllPHMOBaHO peaJ1i3aui10 arcra

KiJ1bKiCTb oci6

110T0'1HHii piK
2024

3ai11Te ecoBa11i CTO 01-111

PiK
2025

PiK
2026

muc. oci6

PiK
2027



Cy6'€KTH rocnonap10BaHH51

6.2. 111)HMi Ta HenpHMi Blrrpa•rn

nepeJ1iK 110Ka3HHKiB

n HMi BWIT arrn:
IlocnyrH 1110110 anMiHiCTPYBaHH51ÅepxaBHoro
pe€cTpy JliKaPCbKHX 3ac06iB, 1110 napaJ1eJ1bH0
BB03ATbC51 Ha Tepvnopiro YKpaiHH 111J151XOM

MOJIePH1 1_lil
gac06iB Ta AepxaBHoro pe€cTpy BBeneHHX B 06ir

JliKaPCbKHX3ac06iB, 11-10 BB0351TbC51 Ha TepHTopi10
YK aiHH
110TOHHi BHAaTKH, 51Ki cnpflM0BY10Tbcq Ha 11PHA6aHH51
06J1aAHaHH51 AOBrOCTPOKOBOFO KOPHCTYBaHH51 Ta

HanaHHS1 nocn
Hen SIMi arrn:

0311HcaTH ga 110Ka3HHKaMH

7. 3Bene11i (biHaHCOBO-eKOHOMit1Hip03paxYHKH
BHA 6101VKeTYAepxaBH1dü

4

110T0HHHii piK
2024

0

72,192

PiK
2025

6600

7.1. BIIAaTKH I-la 3AiiicHeHHf1 3ax0AiB, nepen6aqeHnx IIPOCKTOM mera, Ta AOXOAH 610nme•ry

7590

PiK
2026
cneuia
JlbHHii
OHA

9

P iK
2026

pa30M

10

PiK
2027

8728

0

muc. apn

110Ka3H11K11

1

l. BunaTK11 610A7€eTY
3riAH0 3 npo€KT0M
arcra, Cboro

110Tot1H11ii piK
2024

3araJ1bHHii cneuiaJ1bH
(POHA

2

Ilii d)0HA

3

pa30M

4

3araJ1bHHii
d)0HA

5

PiK
2025
cneuianb

Hllii

OHA
6

pa30M

7

3araJ1bH11ii

8

3araJ1bHHii
(I)OHA

11

PiK
202

cneuia.n
bH111i

OHA
12

pa30M

13
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(niA11YHK-r 1.1 +
ninn HKT 1.2
y TOMY qncni:

1.1. 36iJ1bme1-1HR

BIIAaTKiB + , Cboro
3 HHX: 3a 61-onxeTHHMH

nporpaMaMH KEIKBK
a60 TIIKBKMB,
HanpflMaMH
BHKOPHCTaHHS1
610AHCTHHX KOUITiB,

KEKB (p03nncaTH 3a

KJ1aCV1 iKauii
1.2. 3Me1-1meHHH

BilnaTKiB - , Cboro
3 HHX: 3a 610XACTHHMH
nporpaMaMH KIIKBK
a60 TIIKBKMb,
HanpmaMH
BHKOPHCTaHHfl
6EOA',KeTHHX KOIHTiB,

KEKB (p03nncaTH 3a

KOAaMH 610A>1CTH0i
KJ1aCH iKauii)
2. AOXOAII
3riAH0 3 npocKT0M
arcra, ycboro
(ninnymcr 2.1 +
ninn HKT 2.2

TOM MHCJ1i:

2.1. 3ÖiJ1bmeHHS1
AOXOAiB

Cboro
2.2. 3MemneH1-1H

noxoniB
Cboro

3 HHX:
(P0311HcaTH3a KOJIaMH
610A>1CTH0i
KJ1aCH iKauii
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3. BBIAaTK'1 610A>Ke-ry

3riAH0 3 npo€KT0M
arcra, "Ki HaHBHi y
6101rxe-ri, Yboro
3 HHX: 3a 610AHCTHHMV1

nporpaMaMH KVIKBK
a60 TTIKBKMB,
HarlPflMaMH
BHKOPHCTaHH51
61011)KeTHHx KOLIrriB,

KEKB (p03nncaTH 3a

KOAaMH 6EonxeTHOi

4. Aox0A11 610J&1€eTY'
3riAH0 3 npoCRTOM
arcra, SIKi HMIBHi y
ÖIOA7€•eTi, Cboro
3 HHX.•

(p03nncaTH 3a KonaMH
610AHCTHOi
KJ1aCH iKauii
5. 3araJ1bHa CYMa
AOAaTKOB11X
6ronxeTH11X KOUrriB,
HeoöxiAHa
peani3auii npo€rcra
mera (nyHKr 1 -

2 -n I-IKT3-n HKT4
6. Amepe.na 110K1)11vrq
3araJ1bH0i CYMJI

nonaTKOB11X
610TiKeTH11X KOUITiB
(nyl•llcr 5), He06XiAH11X

peani3auii

npo€KT0M mcra,
ycboro (ninnymcr 6.1 +
ninn HKT 6.2

y TOMY qHCJ1i 3a
ax HOR-:
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6.1. 3MeHmeHHf1
BLIAaTKiB 610119KeTY(-),
Cboro

3 HHX: 3a 610A>KeTHHMH

nporpaMaMH
a60 TIIKBKMb), KERB
(P03nmcaTH 3a KOAaMH
61011>KeTHOi
KJ1aCH iKauii
6.2. 36iJ1bmeHHf1
AOXOAiB 610JVKeTY(+),
Cboro

(p03nmcaTH 3a KonaMH
6ronxeTH0i
KJ1aCH iKauii

7.2. 110BepneHHf1 KpeA11TiB AO Ta p03110AiJ1 1-lana11HH KPeA11TiB 3 610A7WTY
muc. c? u

norca3H11K11

I. KpeA11TY'BaHHH, ycboro
ninn I-II-cr 1.1 + ninn HKT 1.2
TOM MHCJ1i:

1.1. HanaHHH K em1TiB +

Cboro
3 HHX: 3a 610A)KeTHHMH

nporpaMaMH KIIKBK a60

Tf1KBKMb •ra KKK
(p03nncaTH 3a KOAaMH
610ANCTH0i KJ1aCV1 iKauii
1.2. 110BePHeH11S1KpeA11TiB (-

Cboro
3 HHX: 3a 610A)KeTHHMH

nporpaMaMH KIIKBK a60

TFIKBKMb era KKK

TIOT0t1HHii piK
(2024)

3araJ1bHHii cneuiajlb
(t)0HA

2

Hllii

OHA
3

pa30M

4

3araJ1bH11ii
(POHA

5

PiR
(2025)
cneuiaJ1bH

4)0HA

6

pa30M

7

3araJ1bH11ii
(I)OHA

8

PiK
(2026)
cneuiaJ1b11
Hii (POHA

9

pa30M

10

3araJ1bH11ii
d)0HA

II

Pik
(2027)
cneuiaJ1bH

nii (POHA

12

pa30

13



(p03nmcaTH 3a KOJ&MH
610117CTHOi KnaCH iKauii

8

ra aHTiiiHi 3060B'S13aHHH
3/

n

HaiiMeHYBaH1•1s1
cy6'€Kra

rocnonap10BaHHH

Mera /

iHBecTnuiiiH11ii
npo€l,cr

x

MeTa /

iHBecTnuiiiH11ii

npo€rcr, Ha
peani3aui10 SIKOro
3an03Ht1Y10Tbcq

KOUITII

x

PiK HaÖpaHHS1

rapaHTiäH010
yr0A010

CYMa rapaHT0BaHoro KpeA11TY' (110311K") B
iH03eMHiii BaJ110Ti

KOA BaJ110T11 C Ma

CYMa rapaHT0BaHoro
KpeAJITY (n0311KH) B
Haui0HaJ1bHiii BanlOTi

AonaTKOBi 3060B'H3aHHfl,
BLIKOHaHHS1

rapaH IOTbCS1

Pa30M

7.4. 3ar103nqeHHS1

x

Bilöipr€•a Kpemrry (110311K")

x x

C Ma K 110311K"
3/n

Pa30M

IHiuiaTop
3a.nyqeHHS1

Kpemrry (110311K")
/ KiHueB11ii

110311qaJ1bHJIK

CYMa y BaJ110Ti KpeA"TY' CYMa B

Haui0HaJ1bHiii
BaJ110Ti

piK

r10TOHHHV1 (n)

2024
(n+l) 2025
11+2) 2026
01+3) 2027

cyMa y
BaJ110Ti

Kpenn-ry
110311K"

x

1103111<11

KOA
Baj110T11

x

CYMa

x

Y MOB" Kpemrry (n03JIR11)

TepMiH KpeAHTY' (n03HKH)

BillCOTKOBa CTaBKa
KOMiciMIHi nna•rexi

iH111i 060B'*3KOBi nna-rexi

a Hi caHKLiii

x x

nepmaBHoro Ta/a60 MicueBoro 610AmerriB, nepeJ1iK PH3HKiB, y T0MY qnc.lli (l)iCKaJ1bH11X

PiK
2024
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BiN10BiÅH0 no HOPM npo€KTY 110CTaHOBH, AepxaBHe IliATIPH€MCTBO eKcnepT1-1Hii LteHTP MiHicTepcTBa OXOPOHH 30POB'51
BHKOHYC (l)YHK11ii AAMiHicTpaTopa AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, 1110 napaRJ1bH0 BB0351TbCS1 Ha TepHTopi10YKpaiHH IIIJIAXOM MonepHi3auii
AeprcaBHoro pe€cTpy JliKaPCbKHX3ac06iB Ta ÅepxaBHoro peccTpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, 1110 BB03flTbCH Ha TepHTopii0 YKpaiHH, TOMY

Pik
2025

AJIMiHicTpYBaHH51 AepxaBHoro peccTpy JliKaPCbKHX3ac06iB, 1110 napaJ1eJ1bH0 BB03flTbCH I-la erepHTopiyo YKpaiHH LIIJISIXOM MonepHi3auii AepxaBHoro
peccTpy JliKaPCbKHX3ac06iB Ta AepxaBHoro peecrrpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, 1110 BB0351TbCS1 Ha TepHTopiro YKpaiHH, TOMY (l)iHaHCYBaHH51
6 ne 3ÅiüCHIOBaTHC51KOIIITH e xaBHOro IliA11 e xaBHH1i eKcr1e THHü ueH MiHicTe CTBa OXO OHH 30 OB.fl YK

PiK

AAMiHiCTPYBaHH51Aep1€aBHoro peccrrpy JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0 BB03ATbCA Ha TepHTopi10YKpaiHH UIJISIXOM M0AepHi3auii Aep)KaBHoro
peccTpy JliKaPCbKHX3ac06iB Ta AeprcaBHoro peccTpy BBeneHHX B 06ir JliKaPCbKHXgac06iB, 1110 BB03flTbCS1 Ha TepHTopi10YKpaiHH, TOMY (l)iHaHCYBaHH51

6 ne 311iiiCHIOBaTHCfl KOIIITH e xaBHOro IliÅ11 H€MCTBO « e xaBHHÜ eKcne THHÄ ueH MiHicTe CTBa OXO OHH 30 OB.* YK
PiK
2027

AAMiHiCTpyBaHHfl AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0 BB03flTbCS1 Ha Tepmopiyo YKpaiHH 111J151XOM MonepHi3auii ÅepxaBHoro
pe€c•rpy JliKaPCbKHX3ac06iB Ta ÅepxaBHoro peccrrpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, 1110 BB03%TbCS1 Ha TepHTopi10YKpaiHH, TOMY (l)iHaHCYBaHH51

6 ne 311iÜCHIOBaTHC51KOIIITH e xaBHOro fliÅU1 e HCaBHHÄ eKcne THHÄ ueH MiHicTe CTBa OXO OHH 30 OB.* YK

AnpeKropAenapTaMeHTY
B oxopoHi 3AOPOB'H AMHTPO JIYK'SIHOB



AOBIÅKA
IIIOAO BiAn0BiAHOCTi3060B'f13aHHHM YKpaiHH y cd)epi €Bponeäc Koi iHTerpauii

Ta npaBY €BponeicbKoro COIO y (acquis €C)
npo€KTY nOCTaHOBH Ka6iHeTYM HicTpiB YKpaiH

nn-rar-IHH BeAeH1-1H Ta (bYHKUiOHYB HI-IH Aepn«aB1-1H peecTpiB
y C(bepi JliKaPCbKnx3

Elpo€KT aKTa p03p06J1eH0 MiHiCTepcTB0M oxo

1. Hane>KHiCTb npo€KTY aKTa AO

peryJ11010TbCH npaB0M €BponeücbKoro C0103Y (
FIpo€KT aKTa 3a rrpeAMeT0M npaB0Boro pe

npaBOBiAHOCHHH B 51KHX peryJ1}0Y0Tbcq npaBOM CB
a caMe:

BVICHOBKH PanH 111040 OXOPOHH 3AOPOB'51
nocnrHeHH% nporpecy B iHHOBaUi51X Ha OCHOBi
(2017/C 440/05);

€BponeüCbKHÜ npocTip naHVIX npo oxopo

OHH 3nop0B'% Y paiHH.

npaBOBiAH0 HI-IH B f1KHX
cquis €C)
JlK)BaHHH Hayre HTb AO cd)ep,
oneicbKoro Co 3Y (acquis €C),

B cycniJ1bCTBi

HVIX y C(bepi ox POHH 3Aop0B'51

3AOPOB'51— II or-103uui51 LUOAO
pernaMeHTY €BponefiCbKoro napJ1arv1eHTY Ta Panm LUOAO CBporreMc Koro npocTopy
Am-IVIX npo oxopoHY 3110130B'51.Com/2022/197).

2. 3060B'H3aHHf1 YKpaiHH y cd)epi €BponeiicbK0i iHTerpaui• (y TOMY qncni
Mi>KHapoAH0-npaBOBi)

Elpo€KT aKTa 3a npeAMeTOM npaB0Boro peryJIK)BaHH51 He CTOcy€TbC51
Mi)KHaPOAH0-npaBOBHX 3060B'*3aHb YKpaiHH y ccbepi €Bponeäc Koi iHTerpauii,
BH3HaqeHHX Y roA010 npo acouiaui10 Mix YK aiH0}0, 3 OAHi i CTOPOHH, Ta

€BponeüCbKHM CO}030M, €BponeüCbKHM CniBT0 aPHCTBOM 3 aT MHOi eHeprii i
iXHiMH nepxaBaMH-HJ1eHarv1H, 3 iHL110i CTOPOHH.

3. nporpaMHiAOKYMeHTH y C(bepi €Bponeiic Koi iHTerpauii
FIporpaMHi AOKYMeHTH y C(bepi €BponeÜCbKo• iHTerpauii IIpe3 xxey-1Ta YKpaiHH

Ta/a60 Ka6iHeTY MiHicTpiB YKpaiHH 1110Å0 np AMeTa npaB0Bor peryJ110BaHH%
11po€KTY aKTa BiÅCYTHi.

4. ITOPiBHf1J1bHO-npaBOBH1i aHaJ1i3

npo€KT aKTa 3a mpenrvreT0M npaB0Boro peryJH0BaHH51 He CTOCY€TbC%
Mi)KHaPOAHO-npaBOBHX 3060B'H3aHb YKpaiHH y CChei €BponeMcbK0i HTerpauii, TOMY
ITOPiBHAJ1bHO-npaBOBViM aHaJ1i3 He IIPOBOAHBCA.

5. OqiKYBaHi pe3y.J1bTaTH
rmpo€KTY aKTa A03BOJIHTb Bperyjl BaTU IIHTaHH% 11 p51AKY BemeHH%

AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, H3HaqeHH51 no BeneHHH
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110 nap enbHO BB03flTb Ha TepHTopiK)
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YKpaiHH, nop%AKY BeneHH% AepxaBHoro pe€cTp
3ac06iB, 1110 BB03HTbCfl Ha -repmopiE0 YKpaiHH, a rraK

r10KJ1meH0 HOBHOBaxeHH51 LUOÅO BemeHH% AepxaBH
1110 napaneJ1bH0 BB03HTbCH Ha Tepmopiyo YKpaiHH, T
B 06ir JliKaPCbKHX3ac06iB, 1110 BB03%TbCA Ha TePHTO

6. Y 3araJ1bHeHnü BHCHOBOK
Ilpo€KT al<Ta 3a npeAMeT0M npaB0Boro

Mi)KHaPOÅHO-npaBOBHX 3060B'H3aHb YKpaiHH y cd)e

MiHicTp oxopoHH 3AOPOB'q YKpaiHH
2024 POKY

ir JliKaPCbKHXBBeneHHX B O

raHY, Ha HKoroBH3HaqeHHfl O

CbKHX 3ac06iB,ro pe€cTpy JliKa

AepxaBHoro pe CTPY BBemeHHX
YKpaiHH.

e CTOcy€TbC51peryJIK)BaHHH
Terpauii.i €BponeücbK0i i

i TOP





AHAJ113 PEFYJISITOPHOE
AO npo€KTY 110CTaHOB11 Ka6iHeTY
rlHTaHHf1 BeAe1-1HH Ta d)YHKIÅi0HYBa

y C(bepi JliKaPCbKHX3a

I. BH3HaqeHHf1 np06.n

BIIJIVIBY
HicTpiB YKpaiH
1-1% AepmaBHHX eecTpiB

FIPO€KT110CTaHOBH Ka6iHeTYMiHicTpiB YKP iHH IIHTa Y-IA Benem-l% Ta

(l)YHKUiOHYBaHHfl nepxaBHux peecTpiB y C(bepi JliK PCbKHX (majli — npo€KT
aKTa) p03p06neH0 3 MeTO}O BU3HaqeHH}1 nopu BeneHHA Aep)K BHOPO peecTpy
JliKapcbKHX 3ac06iB, nopflAKiB BeÅeHH51 AepxaB oro pe€cTpy BB Aey-1HX B 06ir
JliKaPCbKHX3ac06iB, 1.110 BB03HTbC% Ha Tepmopiyo YKpaiHH, Aep)K BHOFO peecTpy

JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0 BB03flTbCH Ha rrepmopi}0 KpaiHH, AKi e

(l)YHKUiOHaJ1bHHMU CKJ1aAOBHMH AepxaBHoro peecTpy JliKap KUX 3ac06iB,

11PHBemeHHA npo AepxaBHHVi
3aTBepnxeHoro 110CTaHOBOkO Ka6iHeTYMiHicTpiB Y
411, y BiAflOBiAHiCTbno 3aKOHYYKpaiHH Bim 16 Jl

BHeceHHA 3MiH AO Aemcvrx 3aKOHiB YKpaiHH LUOAO 11

Ta y BiÅ110BiAHiCTb AO 3aKOHY YKpai

peecTpu», a TaKO)K BCTaHOBJ1eHH% rra no
JliKaPCbKHü3aci6 Ta npo Å03BOJIU Ha napaJ1eJ1bHH
3UHaqeHHX peecTpiB, Ta CllP%M0BaH0 Ha peani3aui
(l)i3HHHux Ta EOPHAHHHHX oci6 Ha OTPUMaHH% no
iH(bopMauii npo JliKapcbKi 3ac06H Ta 3a6e3neqeH

iH(bopMauii.
Hpo€KT aKTa p03p06neH0 Ha BUKOHaHHA n

JIHIIHA 2024 POKY Ng 3860-IX BHeceHH% 3MiH

napaneJ1bHoro iMnopTY JliKaPCbKHX
BeneHH% AepxaBHoro peecTpy JliKaPCbKHX3ac06i
peecTpy JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0 BBO
Ilop%A0K Bemer-1H% AepxaBHoro peecTpy BBeneHU
BB03%TbCA Ha TepHTopi}0 YKpaiHH, 3aTBePAXY}OTbC

UbOMY 3aKOHOM YKpaiHH Bim 16 JIHII

BHeceHHH 3MiH 40 memcux 3aKOHiB YKpaiHM momo 11

BCTaHOBJ1eHO, 1110 Aep)KaBHHü peecTp BBe
I-uo BB03HTbCH Ha Tepvnopi}0 YKpaiHH, Ta AepxaBH
napaJ1eJ1bH0 BB03flTbCH Ha TepHTopi}0 YKpaiHH,
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB.

Y 3B'H3KY 3 BHHHKa€ He06XiAHiCTb BPe

peecmp JliKapc KUX 3ac06iB,

paiHH BiÅ31 6ep 3HA 2004 p. N!
2024 POKY N 3860-1X

paneJ1bHoro iM11

H ITY6J1i
BHeceHHA

iMI-10pT JliKapc

npaBa opraHiB
HOT, AOCTOBiPHO'
nocTyr1HocTi o

oxeHb 3aKOHY
O AeqKHX 3aKOHi

MH BCTaHOBJ1eH

PTY JliKaPCbKHX
Hi eneKTPOHHi
iA0MOCTeV1npo
KHX 3ac06iB AO
prcaBH0i BJ1aAH,
Ta aKTyaJ1bHOi

epxaHH51 TaK0i

KpaiHH Bin 16

YKpaiHH LUOÅO
1.110 HOP51AOK

Flop51A0K BeneH AepxaBHoro
TbCH Ha Tepvno YKpaiHH, Ta

B 06ir JliKapcb x 3ac06iB, 1110

Ka6iHeT0M MiH CTPiBYKpaiHH.
2024 POKY N

paneJ1bHOro iMI-1

eHHX B 06ir JliK
peecTp JliKapc

(l)YHKUiOHaJ1bHU

JUOBaH1-1% npoue
BemeHHH ÅepxaBHoro peecTpy JliKaPCbKHX3 c06iB;
(l)0PMYBaHHH Ta BemeHHH AepxaBHoro peec py BBemeHHX B

3860-1X
PTY JliKaPCbKHX
CbKUX 3ac06iB,

x 3ac06iB, 140
H CKJ1aAOBHMH

6ir JliKaPCbKHX
3ac06iB, 1110 BB03HTbCH I-la YKpaiHH, Ta eprcaBHoro pee Tpy JliKaPCbKHX
3ac06iB, 1110 napaJ1eJ1bH0 BB03%TbCH Ha TepHT piyo YKpaiHH, a p03p06J1eHH51
Bimr10BiAHHXnop51AKiB ix BeAeHH%.

FIPHäHATTAnpo€KTY aKTa Å03BOJIHTb 3a6e3f1 HUTU:
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YHid)iKOBaHHVf ninxiA AO BHeceHH% auii npo JliKap bKi 3ac06H Ta

A03BOJIH Ha napaJ1eJ1bHHM iM110pT JliKaPCbKHX3ac06iB AO B Lue3a3Haqe1-1nx

mepxaBHHX peecTpiB, 11-10 CTBOPHTb YMOBH iH erpauii Ta 3J1aro xeH0i p060TH
pi3HHX CHCTeM B C(bepi oxopoH 3mop0B'51 i3

3UHaqeHHMH peecTpaMH',

CTBOPeHHA np030poro MexaHi3MYKOHTPOJI}O Ta AocTyny AO i d)oprvrauii npo
JliKapcbKi 3ac06H Ta A03BOJIH Ha mapaneJ1bHHVi i HOPT JliKapcb X 3ac06iB

opraHiB nepxaBH0i BJ1aAH, IOPHÅHHHHX Ta (l)i3HHH oci6.
Bpax0BY10HH BUKJ1ameHe, Ta 3 Merroyo peani3a

•

i 110JIO)KeHb 3aK0 , p03p06J1eH0

npo€KT aKTa, *KHM•.

np0110Hy€Tbcq 3aTBePAHTm:
110P%AOKBeÅeHHR ÅepxaBHoro peecTpy JliKa CbKHX 3ac06iB;
Flop%A0K BezxeHHH ÅepxaBHoro pe€cTpy JliK PCbKHX 3ac06iB, o napaJ1eJ1bH0

BB03flTbCfl Ha Tepvnopi}0 YKpaiHu;
BemeHH% AepxaBHoro peecTpy BBe eHHX B 06ir JliKa CbKHX 3ac06iB,

1110 BB03%TbCH Ha rrepmopiyo YKpaiHw,
npor10Hy€Tbcq BHeCTH 3MiHU FIOJIO)K HHSI npo Aep am-IHM peecTp

JliKaPCbKHX3ac06iB, 3aTBepnxeHoro 110CTaHOB010 a6iHeTYMiHic iB YKpaiHH Bim
31 6epe3HH 2004 p. N! 41 1, 3 MeTO}O ITPHBemeHHH voro y BiA110BiÅ iCTb AO 3aKOHY
YKpaiHH Bim 16 JIMI-IHA 2024 POKY N! 3860-IX HeceHHfl 3MiH AO neqKHX 3aKOHiB

YKpaiHH 1110A0 napaneJ1bHoro iM110pTY JliKaPCbKH Ta y B

3aKOHYYKpaiHH ny6J1iHHi eneKTPOHHipeecT
FIPUMHHTTHnpo€KTY aKTa A03BOJIHTb B erymoBaTH Ta

npouenypy BHeceHHH BiAOMOCTeäTIPO JliKaPCbKH 3aci6 AO Aep)K
JliKaPCbKHX3ac06iB Ta AepxaBHoro peecTpy BBeAe x B 06ir JliKapcb
BB03HTbCH Ha Tepvnopi}-o YKpaiHH, a TaKO)K BHece iHd)opMauii
napaneJ1bHHü iMnopT JliKaPCbKHX3ac06iB mo p)KaBHoro pe€c
3ac06iB, luo mapaneJ1bH0 BB03HTbC% Ha KpaiHH.

OCHOBHi nn, Ha AKi 11 06J1ervma amne B JIUB•.

r nim nu

r OMaÅHHH
e xaBa

C 6'€KTH rocnoma *OBaHHfl,

y TOMY qncjli cy6'€KTH Manoro
Ilimrl H€MHUUTBa

TaK

Ha Cb0FOAHi 3a3HaqeHvrx

3ÅiMCHeH0 3a AOIIOMOFOK).•
PHHKOBHX MexaHi3MiB, OCKiJ1bKH 3a3HaqeHe

HOPMaTUBHO-npaBOBHMH aKTaMu•,

peryJIHTOPHHX aKTiB, OCKiJ1bKH y HHI-I

BimcyTH€ BperYJ1f0BaHHH nop51ÅKY BeAeHH51 AepxaB
1110 napaneJ1bH0 BB03%TbC51 Ha YKpaiHH,

6neMHHX IIHTaH

HTaHHH peryJ1}0

mx HOPMaTHBHO-

oro peecTpy JliK
a AepycaBHoro p

110BiÅHiCTb AO

YAOCKOHaJIHTH
BHOro peecTpy
nx 3ac06iB, Luo

po A03BOJIH Ha

y .J1iKaPCbKHX

Hi

He MO)Ke 6YTH

TbC51 BHKJIIOHHO

paBOBHX aKTax
CbKHX 3ac06iB,

CTPY BBeAeHHX
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B 06ir JliKaPCbKUX3ac06iB, 1110 BB03%TbCH Ha TepHTopik0 Y KP iHH, a HHHHe

peryJ1k0BaHHH BeÅeHHH ÅepxaBHoro peecTpy JliK PCbKHX 3ac06iB He BiÅfl0Bina€
HOPMaTUBHO-npaBOBHM aKTaM BH1110i yopHÅHHH0i C JIM, a caMe 3aK0 YKpaiHH Bia
16 2024 POKY NQ 3860-IX BHeceHHA 3 iH mo 3 KOHiB YKpaiHH

momo napaneJ1bHoro irvmopTY JliKaPCbKHX3ac06 Ta 3aKOHY KpaiHH

ny6niHHi eneKTPOHHipeecTpu».

II. IliJ1i AepmaB1-10ro pery

OCHOBHUMH UiJIHMHAepxaBHoro peryJIK)BaH
BH3HaqeHHH npoueAypu BexxeHH51AepxaBHor

mapaneJ1bH0 BB03%TbC51 Ha rrepvnopiK) YKpaiHH, Ta
06ir JliKaPCbKHX3ac06iB, 1110 BB03flTbCH I-la Tepumopi

3aKOHYYKpaiHH Bim16 2024 POKY N! 3860-1
3aKOHiB YKpaiHH ILIOAO mapaneJ1bHoro iMnoprry JliK

rrpHBeÅeH1-1% npo ÅepxaBHH

I-OBaH1-1%

peecTpy JliKapcb HX 3ac06iB, ILIO

ep)KaBHoro peec py BBeÅeHHX B

YKpaiHH, Binn iÄH0 AO BUMOr

BHeceHHfl 3MiH AO meflKHX
CbKHX 3ac06iB»;
peecTp JliKap bKHX 3ac06iB,

3aTBepA)Ke1-10ro 110CTaHOBOK) Ka6iHeTYMiHicTpiB Y paiHH Bim31 6ep 3HH 2004 p. N!

411, y BiÅflOBiAHiCTbno 3aKOHY YKpaiHH Bin 16 JIM Y-IA 2024 POKY N 3860-IX
BHeceHHH 3MiH AO neqKHX 3aKOHiB YKpaiHH momo 11 paneJ1bHoro iMI-1 PTY JliKaPCbKHX

Ta y BiÅ110BiAHiCTb AO 3aKOHY Y Kpai H ny6J1i Hi eneKTPOHHi
pe€crrpm»•,

YHi(biK0BaHoro IliÅxony o BHeceHH% i (boprvmauii npo
JliKaPCbKi3ac06H Ta A03BOJIH Ha napaJ1eJ1bHHä iMI-10pT JliKapcb HX 3ac06iB AO

BVfLUe3a3HaqeHHX mepxaBHux pe€cTpiB, 1110 CTB HTb YMOBH AJI iHTerpauii Ta

3J1ar0Å)KeH0i p060TH pi3HHX iMHHX CHCTeM B C(bepi oxopoHH
3mop0B'51 i3 UHMH peecnarvm•,

CTBOPeHHA 11p030poro MexaHi3MYKOHTPOJI Ta AocTY11Y AO Hd)opMauii npo
JliKapcbKi 3ac06H Ta A03BOJIH Ha napaJ1eJ1bHHM MI-ropT JliKaPCbKX 3ac06iB

opraHiB mepxaBH0i BJ1aÅH, I-OPHAHHHHX Ta (l)i3HHHH oci6;
orlTHMi3auiq p060TH AepxaBHoro peecTpy Jli apcbKHX 3ac06iB, YAOCKOHaneH1-1H

Moro (l)YHKUiOHaJ1bHHX MO)KJIHBOCTeü KOPHC YBaqiB, a TaKO 3a6e3neqeHHA

HaKormqeHH% iH(boprvrauii npo 3apeecTpoBaHi Jli

OTPUMaHHiKOPUCTYBaqaMH TaK0i iH(boprvrauii.

III. BH3HaqeHHf1 Ta ouiHKa aj1bTePHaTHB
1. BH3HaqeHHf1 anwre HaTHBHHX cnoc06iB
BHA aJ1bTe I-uaTHBH

AJIbTePHaTHBa 1.

36epexeHH51 cvnyauii, Alca iCHye Ha nepxaBHor
p03AiJ1i IIueüqac.
BIIJIHBY (A

BH3Haqe

AepxaBHor
Luo rra an

apcbKi 3ac06H a 3pyt1HocTi B

nx cnoc06iB AOC rr-ler-ll-lfl uiJ1eii

nnc a.NbTe I-laT BH

e3neqye mocq eHHH uineä
peryJH0BaHHA, BU3HaqeHHX y
boro AHaJ1i3Y erynmopHoro
i — AHaJ1i3), a ca e He 6YÅe:
o npouemyp BemeHHH

peecTpy JliKap bKHX 3ac06iB,

bH0 BB03ATbCH Ha Te MTO iko
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YKpaiHH, Ta
B 06ir JliKap
Tepurropiyo
3aKOHYYKP
3860-1X «
3aKOHiB Y
irvmopTY JliK

BperYJ1b0
AepxaBHor
BiA110BiAH0
16 JIHIIH%

BHeceHHA 3

LUOAO nap
Ta

eneKTPOHHi

epKaBHoro pee Tpy BBeneHHX
bKUX 3ac06iB, Ha
KpaiHH, Binr10Bi HO no BHMOr

iHH Bim 16 JIVff1 2024 POKY Ng
O Bi-leceHH% 3M H AO memcux
paiHH I-UOÅO apaneJ1bHoro

PCbKHX
aH0 npoueÅY y BeAeHHA
peecTpy JliKap bKHX 3ac06iB

o BUMOF 3aKOH YKpaiHH Bim
024 POKY N! 3860-1X
iH AO memcmx 3a
ejibHOFO irvmop

aK0HY YKpaiHH
e€CTPH>Y,

3anpoBa xeHO

BHeceHHA i (bopwrauii npo Jli

rra A03BOJ1 Ha napanejl
JliKaPCbKHX3ac06iB AO BH

Aepxammx peecTpiB, 11-10

BHKOHaTH B MOFH 3aKOHy;
np030poroCTBOPeH

KOHTPOJIYO a ÅocTY11Y no i

3ac06H TaJliKapcbKi

napaneJ1bH iM110PTJliKap
opraHi AepxaBH0i BJ1a

Ta (l)i3HLIHH oci6;
OllTHMi3 BaHO p060TY

peecTpy Jli apcbKHX 3ac06iB,

Moro (I)YH UiOHaJ1bHi MO

AJIbTePHaTHBa2.
npo€KTY aKTa.

KOPHCTYBa
Hayconuqe

3ape€cTpoB
3PYHHicTb
TaK0i iH(bo

V103HTU

CH auii,
Tayca

3a6e3nequ

iB, a TaKO)K

iH(bopM
Hi JliKapcbKi
B OTPHMaHHi
Mauii.
Hi CTOPOHH
a iCH e Ha ueäq
aJ1bTePHaTHBa

npouemyBH3Haqu H

OHiB YKpaiHH
JliKaPCbKUX

npo ny6J1iLIHi

IliAxiÅ AO
apcbKi 3ac06H

iM110pT

e3a3Haqe}-mx

e A03BOJIHTb

MexaHi3MY
(boprvfauii lipo

A03BOJIH Ha

bKHX 3ac06iB

}OPHAHHHHX

AepxaBHoro
YÅOCKOHaneH0
JIHBOCTi

3a6e3neqeH0

uii npo
3ac06H rra

opucTYBaqaMH

36epexeHHi
c, Binc THi.

A03BOJIHTb

BeneHHA
AepxaBH0 0 peecTpy JliKap bKHX 3ac06iB,

Luo rrapajl JlbHO BB03HTbCH Ha rrepmopiK)
YKpaiHH, T ÅepxaBHoro pe CTPY BBemeHHX
B 06ir JliKa CbKHX 3ac06iB, O Ha
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3aKOHYYKP
3860-1X «
3aKOHiB Y
iMr10pTY JliK

Bperymo
AepxaBHor
BiA110BiAHO
16

BHeceH1-151 3

LUOAO nap
Ta

eneKTPOHHi

KpaiHH, BiA110Bi HO AO BHMOr
iHH Bim16 2024 POKY NQ
O BHeceHHH 3M H AO AeqKHX
paiHH 1110Å0 apaneJ1bHoro
PCbKMX

am npouenyy BemeHH%

peecny JliKap bKUX 3ac06iB

o BHMOr 3aKOH YKpaiHH Bim
024 POKY N! 3 60-1X
iH AO memcvrx3a OHiB YKpaiHH
eJ1bHOro irvmop JliKaPCbKHX
aKOHY YKpaiHH < Ilpo ny6J1iHHi

eecTpm»•,
3anp0Bam eHHA YHi(biK0B

no BHeceH iH(bopMauii
3ac06H Ta 3BOJIH Ha flapajl

JliKaPCbKHX3ac06iB AO BH

mepxaBHux peecTpiB, 11-10 CT

iHTerp uii Ta 3J1ar0Å
pi3Hvrx eneK POHH0-iHd)0PMa

B C(bepi xopoHH 3Aopo
peecTpaMw,

CTBOPeH np030poro
KOI-ITPOJIK) a nocTyny AO i

3ac06H TaJliKapcbKi

napaJ1eJ1bHH iM110PTJliKap
opraHiB mepxaBH0i mam

Ta (l)i3HHHH oci6;
orlTHMi3 BaTH p060TY

peecTpy JliK PCbKHX 3ac06iB,

Moro (I)YH UiOHaJ1bHi MO

KOPHCTYBæ-1 B, a TaKO)K

HaK01TV•iHeH iH(bopM

3apeecTpoB Hi JliKapcbKi

3PYHHiCTb
Taycoi

3ar1poBa
A03BOJIHTb:

mepxaBi.•

YKpaiHH y
qacTHHi Bem

cy6' €KTa
BHKOHYBaTH
BHecem-1%

OTPHMaHHi K

auii.
xeHHfl TaKoro

YAOCKOHUIHTH

Horo ninxony
po JliKapcbKi
bHHü irvmopT

e3a3HaqeHmx

OPUTb YMOBH
eH0i p060TH
iMHHX CHCTeM
'51 i3 UHMH

MexaHi3MY
opMauii npo
03BOJIH I-ra

bKHX 3ac06iB

IOPHAHHHHX

AepxaBHoro
AOCKOHUIHTH
JIHBOCTi

3a6e3neLIHTH
uii npo
3ac06H Ta

pucrryBaqaMH

peryJIE0BaHH%

aKOHOAaBCTBO
cd)epi JliKaPCbKx 3ac06iB B

HI-IA peecTpiB',

BHMOI*H
iAOMOCTeÜ

roc omaPK)BaHHq:
3aK HY LLIJIHXOM

BBe3eHi rran
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BvmyuxeHi 06ir JliKaPCbK 3ac06H no
AepxaBHor peecTpy BBen HHX B 06ir
JliKaPCbKHX3ac06iB, I-go B03ATbCH Ha
TepHTopii0 YKpaiHH, Ta

3 BiÅflOBiAHH
peecTpiB•,

rporvramq aM: OTPHMYBaT
iH(bopMaui10 LUOAO JTiKaPCbK

L(iJ1i Aep
nocnry-l Ti.

2. OuiHKa BH6paHnx aj1bTePHaTHBHHX cno
OUiHKa BIIJIHB Hac e iHTe eciB me ma

BHA aj1bTePHaTHBH

AJIbTepHaTHBa 1.

36epexeHHA
cmyauii, 51Ka iCHY€
Ha ueüqac.

Bnroan

BimcyTHi, OCKiJ1bKH H

6yme 3a6e3neqeHo:
1)

npouemypu
BH3HaqeH

BemeH

aBHOFO

06iB AOCf1FHeHH

BWIT

BHTPaTH Bi
BHTpaTH

aAMiHicTpYBaH
ÅepxaBHoro
JliKaPCbKHX

OTPHMYBaTH

nepxammx

He06xiAHY
3ac06iB.

aHH51 6YAYTb

uiJ1ei

aTH

CYTHi.
Ha

pe€cTpy
3ac06iB

3a KOIIITH
AepxaBHoro peecTp
JliKaPCbKHX 3ac06iB, IA

napaJ1eJ1bH0 BB03%TbCA H

Tepmopiko YKpaiHH, T

ÅepxaBHoro peecTp

AepxaBHoro TliAf1PH€MCTBa
eyccnePTHHä

ueHTP MiHicTepcTBa
BBeneHHX 06i oxopoHH 3ÅOP B'A

JliKaPCbKUX 3ac06iB, 111

BB03flTbCH Ha rrepmopi
YKpaiHH, BiÅ110BiAH0
BHMOr 3aKOHYYKpaiHH Bi
16 2024 POKY N
3860-1X BHeceHH
3MiH AO memcmx 3aKOHi

YKpaiHH
napaRJ1bHoro irvmop

JliKaPCbKHX3ac06iB»;
2) BperYJ1}0BaHH

npouenypm
AepxaBHoro
JliKaPCbKHX

BeÅeHH
peecTp
3ac06i

BiA110BiÅH0 mo BUMO

3aKOHY YKpaiHH Bim 1

JIHIIH% 2024 POKY N! 3860
IX BHeceHH% 3MiH A

nenKHX 3aKOHiB YK aiH



II-IOAO

iMnopTY
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napaneJ1bHor
JliKaPCbKH

3aKOHTa

YKpaiHH ny6J1iHH
eneKTPOHHipeecTpvr»•,

YHi(biK0BaHor3)

Iiimxony AO BHeceH
iH(bopMauii npo JliKaPCbK
3ac06H Ta A03BOJIH H

iM110PmapaneJ1bHHä

JliKaPCbKHX 3ac06iB

BHL1-1e3a3HaqeHHX

Aepxam-mxpeecTpiB',
4) CTBopeHH51 np030por

MexaHi3MY KOHTPOJI}O T

mocTY11Y AO iH(boprvrau•

npo JliKapcbKi 3ac06H T

A03BOJIH Ha napaJ1eJ1bHH
iMf10pT JliKaPCbKUX3ac06i

opraHiB mepxaBH i
BJ1aÅH, T
(l)i3HLIHmx oci6;

5) orlTHMi3aui}0 p060T
ÅepxaBHoro
JliKaPCbKUX
YAOCKOHaJ1eHHA
d)YHKUiOHaJ1bHHX
MO)KJIUBOCTeü

pe€cTp
3ac06i

Mor

KopmcTYBaqiB, a rraK0

3a6e3neqeHH51
HaKonnqeH1-151 iH(boprvrau i

npo 3apeecTpoBa

AJIbTePHaTHBa2.
npo€KTY

aKTa.

JliKapcbKi 3ac06H
3PYHHicTb B OTPHMaH

TaKKOPHCTYBaqaMH
iH o Mauii.
FIPHMHATTH npo€

aKTa A03BOJIHTb:
1)

npouemypy
BVf3HaHH

BeneH
AepxaBHoro peec
JliKaPCbKHX3ac06iB,
napaneJ1bH0 BB03%TbCH

ere HTC) iyo YK aiHH,

i

a
i

y

o

a

a

Peani3aui51
He 110Tpe6y
BHTpaT 3

MiC1-xeBHX6E0
@iHaHCYB

He06xiÅHux
YAOCKOHaneH
eecT JliKa

npo€KTY aKTa

AOAaTKOBHX
p)KaBHoro
xeTiB.
1--1% BUAaTKiB,

ÅepxaBHoro
CbKHX 3ac06iB,
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AepxaBHoro peecTp
06iBBeAeHHX

JliKaPCbKHX 3ac06iB, 111

BB03flTbC% Ha TepHTOPi
YKpaiHH, BiÅ110BiAHO A

BHMOr 3aKOHYYKpaiHH Bi

16 JIHf1H51 2024 POKY N
3860-IX BHeceHH
3MiH mo meqKHX gaKOHi

YKpaiHH
napaJ1eJ1bHoro

1110A

iMnopT

JliKaPCbKUX3ac06iB»;
2) BperYJ1f0BaT

npouezxypm
ÅepxaBHoro
JliKaPCbKUX

BezxeH

peecTp
3ac06i

BiA110BiAH0 AO BUMO

3aK0HY YKpaiHH
ny6J1iHHi
peecnm»•,

3)

eneKTPOH i

3arrp0BaAHT
YHid)iKOBaHuü ninxiA
BHeceHH51 iHd)oprvrauii np

3ac06HJliKapcbKi a

A03BOJIH Ha napanejlbkluu
iMnopT JliKaPCbKUX3ac06B

BHIue3a3HaqeH

AepxaBHux peecTpiB,

CTBOPHTb YMOBH A

iHTerpauii Ta 3J1ar0A)KeH
pi3Hp060TH

ej1eKTPOHHO-
CHCTeM

C(bepi OXOPOHH 3ÅOPOB'H
UHMH peecTpaMw,

4) CTBOPHTH np030p
MexaHi3M KOHTPOJI}O

mocTyny AO iH(boprvra

npo JliKapcbKi 3ac06H
A03BOJIH Ha napaJ1eJ1bH

o

i
x

B

3

a

a

nepen6aqeHi 3aKJ1}OHHHM
HHq-nepenaqiaKTOM
2024 POKY AOBiA 05 6epe3

AoroBopy O HaÅaHH51
CTBopeHk-1%Hanocnyr

ny6J1iLIHoro MOAYJI%
ÅepxaBHoro peecTpy

c06iB Bim 23JliKaPCbKUX3
KY N! 6, 3aciHH% 2023

KOM BucTynaeAKHM 3aMOBH
CaäHeHCH3

IHC.»,Xe c(bop

MiHicTepcTB0peUHfli€HTOM
0B'51 YKpaiHH,oxopoHH 3)10

TOBa BHKOHaBU
PIUIEHHA».

BiAfl0BiAH0 AO YMOB
BaPTiCTbAoroBopy,
PeecTpyny6J1i1-1Horo M

2 747, 95 PPH.CTaHOBHTb 1 9
y-IA 3ax0AiBØiHaHcyBa
w, TexHiHH0iII-IOAO CTBope
M0AepHi3auiiIliATPHMKHT

ÅepxaBHoro peecTpy
3ac06iB, 140JliKaPCbKHX
BB03flTbCH HanapaneJ1bH0
YKpaiHH,TepHTopi}0 rra

AepxaBHoro peecTpy
6ir JliKaPCbKHXBBeneHHX B

3ac06iB, 1110 BB03%TbC51 Ha

YKpaiHH,TepvnopiK)

3ÅiäCHiOBaTH
paxyH0K
Mi)KHaPOAH0i

eTbC% 3a

KOLLITIB
erexHiHH0i

mor10Morm Ta iH11mx A)KepeJ1,

He 3a60poHe nx 3aKOHOM.

irvmopT JliKaPCbKHX3ac06 B

opraHiB nepxaBH i
BJ1aAH, YOPHAHHHHX a
i3HHHHX oci6;

Pa30M 3 T
aAMiHicTpyBa

AepxaBHoro
JliKaPCbKUX
(l)YHKUiOHaJ1b

(ÅepxaBHor
JliKaPCbKHX
na aneJ1bHO

M, BHTpaTH Ha
HSI

peecTpy
c06iB rra Moro
mx CKJ1aAOBHX

peecTpy
3ac06iB, 1.110

BB03HTbCH Ha
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5) 011THMi3YBaTHp060
AepxaBHoro
JliKaPCbKHX
YAOCKOHUIHTU
(l)YHKUiOHaJ1bHi
MO)KJUåBOCTi

peecTp
3ac06iB

Mor

KOPHCTYBaqiB, a TaKO
3a6e3neHHTH HaK011VIHeHH
iH(boprvrauii
3apeecTpoBaHi JliKaPCbK
3ac06H Ta 3pY1-1HicTb

OTPHMaHHiKopucTYBaqaM
TaK0i iH(bopMauii.

Tepmopiko KpaiHH, Ta

AepxaBHoro peecTpy
BBemeHHX B O ir JliKaPCbKHX
3ac06iB, I-uo B03HTbCA Ha
Tepvnopi}o YK aiHH) 6YAYTb
3AiäCH}OBaTHC 3a KOWTH

ÅepKaBHoro Ilimnpu€McTBa

eKcnePTHHM1
MiHicTepcTBaUeHTP

oxopoHH 3AOP B'n

BaPTiCTbOPi€HTOBH
BHTPaT Ha an iHicTpyBaHH%

cKJ1amae:
y 2025 po i -

rpH•,

y 2026 po i -

rpH•,

y 2027 po i -

rpH.

6 600 THC.

7589 THC.

8728 THC.

OuiHKa I-la cd)epy iHTepeciB rpoMa HH.

BHA aJ1bTe I-I'dTHBn

AJIbTePHaTHBa1.
36epexeHH51
cmyauii, HKa iCHY€
Ha ueüqac.

AJIbTePHaTHBa2.
rrpo€KTY

aKTa.

BnroAH
OCKiJ1bKHBimcyTHi,

HaceJ1eHHA mo
Å0CT0BipH0i iH(bopMauii

npo JliKapcbKi 3ac06H, y
TOMY I-IHCJ1i JliKapcbKi
3ac06u, 1110 H

TepwropiK) YKpaiHH,
uinevi30KpeMa

napaRJ1bHoro iM110pTY,

3aJIHLLIHTbC51
iCH MOM iBHi.

npo€KT
CIIPWITHMaKTa

3a6e311eqeHHf0 ÅocTyn
HaceJ1eHÉ1% AO AOCTOBiPHO•
iH(bopMauii npo JliKaPCbK•
3ac06H, y TOMY HHCJf
JliKapcbKi 3ac06H,

BB03%TbCH Ha rrepmopi
YK aiHH, 30K eMa

BWIT arrn
BHTpaTH Bi

BHTpaTH B

CYTHi

CYTHi



uineü
iM110 T
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napaneJ1bHoro

OUiHKa BIIJIHBY Ha cd)epy iHTepeciB cy6'e iB rocn0Aap10B
VIPO€KTaKTa 3aqinae iHTepecn cy6'€KTiB r cnonaPf0BaHHfl,

rocnonapcbKY AiAJ1bHiCTb, 30KpeMa 3 iMnopTY JliK PCbKMX 3ac06iB
(baprqaueBTHHHux iHrpeAi€HTiB), orlT0B0i TopriBJ1i iKaPCbKUMH3ac
cy6'€KTiB rocT10Aap10BaHH51 - BJ1aCHHKiB peecTpa iMHux nocBinqe

HI-IR.

HKi 11POBaÅHTb
piM aKTHBHHX
6aMH, a rraKO)K

Ha JliKapcbKi
3ac06H.

110Ka3HHK

KiJ1bKiCTb cy6'€KTiB
rocnmapK)BaHH51,
11.10 iliÅnana}0Tb Ilia
ÅiK) peryJIK)BaHH51,
OAHHHUb
IIHTOMa Bara rpY11H
y 3araJ1bHiVi
KiJ1bKOCTi, BiACOTKiB

Ben HKi

95

6%

CepeAHi
1409

Mani
104

po Pa30M

100 %

*Iliö Obo peeymogaHHR nic)naömontb cy6'c u eocnoöapog
KameeopiÜ:

l) cy6 'acmueocnoDapogaHHR - 6J1acumcupe cmpauiünux noc
2) cy6'€Kmu eocnoDapogaHHA, mci 3Diücmo mb eocnoöapcb

iMnopmy JliKaPCbKUX3ac06i6 (KPiM cucmu6Hux apntauegmut1H
onmogoi mopeigni JliRTPCbRUMt13ac06axu.

6U3HaqeHH% KiJ1bROCmi cy6'acmi6 eocnoÖapogaHH
peccmpauiünux noceiDqeHb 6t1RopucmaH0 Dani up o ecix enacnmci
noceiÖqeHb na nücapcbKi 3ac06u, 3apeccmpogaHi g YKpaiHi, giDOMO
Åepeyca6H0Nty peccmpi nhcapcblcux 3ac06i6.

TaK cmaHOM Ha 27.06.2024 6 Peccmpi 3a eccmpogauo 14
3ac06i6 (6imqu3HAHi - 4594, iH03eMHi - 10363), np UbOMY
peccmpauiÜuux noceic)qeHb) gucmynalontb 1 019 0MnaHiü. OCKiJ1b
geöembcn Depmcagua cmamucmmca czacHt1Ki6 peccmpauiünux
.nücapcbRi 3ac06u 6 p03pi3i ixHboeo noöiny Ha cy '€Rmi6 genmcoeo,
Manoao (30KpeuaMhcpo) nic)npucnmuumeama, ep ogyoqu moü dycuc

Peccmpy cepeö enacHwci6 peccmpauiünux no 6iDqeHb Ha ni

nn nacmynnux

•c)qeHb,•

DiMbHicmb 3

inepeöicnmig),

enacnujci6

peccmpauiüuux
mi npo mcux € 6

957 niKCIPCbRUX
u (6JICICHURCLUU

u 6 YycpaiHi He
nocgiDqeHb Ha
cepeDHboeo ma
up 3a Danu-uu

apcbRi 3ac06u
nepegamcaromb ecec6imHb0 6iD0Mi (Papntauegmutm Kuuncmii, npono yentbcn Y'M06H0
Donycmumu, z.go 6iJ1btuicmb 3 HUX Hauemcam ymb Do cy6'CK i6 cepeDHboeo
niönpucvmutpnga ma npu6nu3H0 5% (3a DCIHUVMU Proxima Resear h» g J4cpaiHi 3a
ocmaHHi pcncu MODICHa euöinumu 6inn 45-50 OCH06 ux R0MnaHiü, gugoDfl171b H06i
nücapcbKi 3ac06u HapuHOR) - Do cy6 'acmi6 genwco o niDnpu€MHuum a
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6t13HaqeHHfl KiJ1bRocmi cy6'€Kmi6 eoc oDapogaHHfl, n
eocnoÖapcbRY DiW1bHicmb 3 i,vtnopmy nücapcb ux 3ac06i6 (K

(Pap,uauegmuquux inepeDi€Hmi6), onmogoi mo ei6J1i nilCCIPCbK
gwcopucmogygavqucb Dani giDn06iDH0 Do DaHUX 36i y Jepmcnüccny
3eiöH0 3 AKUMU, 30KpeMa, RiJ7bKicmb cy6 'acmi6 eocn Dap;ogaHHfl, LUO

Ha npogaDmceHHA eocnoDapcbR0i DiAJ1bHocmi 3 6

inmopmy nÜcapcwcux3ac06i6 (KPiM cucmt16Hux

onmogoi ma p03Dpi6H0ä mopei6J1i nilcapcblcu.uu

nücapcbRux 3ac06i6 (RPiM cucmugnux Wap,uaueg
onmogoi mopeigni (anmet1Hi ClcnaÖu) JliRCIPCbKUX

06Huumga nica

ap,uauegmuqnux
ac06axu ocnaD

i 3DiÜcmowmb
iM amnuguux

u 3ac06auvtu

u 3a 2023 piK,
momb niueH3ii
CbKUX 3ac06i6,

inepeöicumig),
c: 3 iMnopmy

utmux inepeDic mi6) 215; 3

c06i6 — 374; 6 boeo cy6'€jcmi6
eocnoDapogaHHfl — 5891

BHA aJ1bTe I-laTHBH

AJIbTePHaTHBa 1.

36epe)KeHHA cmyauii,
iCHye Ha ueüqac.

Bnronn
BincyTHi, OCKiJ1bK

6yme 3a6e3neqevro:
1) BH3HaqeHHH npou

He

BeneHHR Aepxa Horo

B
AonaTK

oqiKYK)Tb
BVfMOrH
3aJIHL11aTb

HeBHKOHa

T arrn
Bi BVITPaTH He

q, pa30M 3 TUM

3aKOHY
51

HMH.pe€cTpy JliKaPCbKUX3a 06iB,

ILIO napaneJ1bH0 BB03%Tb Ha
Tepumopiro YKpaiHH, Ta

AepxaBHoro pe cmpy
BBeAeHHX B 06ir JliKap bKHX
3ac06iB, 1110 BB0351TbC Ha
TepHTopi}0 YK
BiÅr10BiAH040 BHMOr 3

YKpaiHH Bim 16 JIHFIHH

POKY N! 3860-1X
BHeceHH% 3MiH AO A
3aKOHiB YKpaiHH
napaneJ1bHoro
JliKaPCbKHX3ac06iB»;

2) Bperymo
npouemypm
AepxaBHoro
JliKaPCbKHX

Be

p
3

BiA110BiÅHOAO BHMor 3

YKpaiHH Bin 16

0K N! 3860-1X

aiHH,

KOHY
2024

51KHX

OAO

aHHA

eHHfl

CTPY
c06iB

2024

lh s://www.dls. ov.ua/activi results/%d0%b7%d0%b20 Odl %82-

10/0810/odl
0/0d1%96-

obd-6/
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BHeceHH% 3MiH AO me KUX
3aKOHiB YKpaiHH omo

iMIl PTYnapaJ1eJ1bHoro

JliKaPCbKVIX rra

3aKOHY YKpaiHH <npo
eneKT OHHiny6J1iLIHi

peecTpu»•,
3) HiA ony
BHeceHH1 iH(bopMaui• npo

JliKapcbKi 3ac06H Ta A03 OJIH

Ha napanejlb}-mü iM OPT

JliKaPCbKHX 3ac06iB AO
BHL1_1e3a3HaqeHux Aepxa HUX
peecTpiB•,

4) CTBOPeHHA np03
MexaHi3MY KOHTPOJHO
mocTY11Y AO iH(bopMaui•
JliKapcbKi 3ac06H Ta AO

Ha napaJ1eJ1bHHü i

JliKaPCbKHX 3ac06iB
opraHiB mepxaBH0i B

YOPUAHHHHX Ta (l)i3

oci6;
5) OTITHMi30BaHO p

ÅepxaBHoro
JliKaPCbKHX
YAOCKOHaneHO

poro
Ta

npo
BOJIH

amu,
LIHHX

60TY
pe CTPY

06iB,3a
Moro
BOCTi
aKO)K

eHH51

npo
PCbKi

qarvll.å

AJIbTepHaTHBa 2.

IIpHäH511T51 npo€KTY
aKTa

(l)YHKUiOHaJ1bHi MO)KJI

KOPHCTYBaqiB, a
3a6e3neqeH0 Hal-conu
iHd)oprvrauii

JliK3apeecTpoBaHi
3ac06H Ta 3pyHHicb B

OTPHMaHHi KOPUCTYB
TaK0i iH O Mauii.

npo€KTY aKTa

A03BOJIHTb:
l) BH3HaHHTH npou mypy

Ta

I-Ian

K

BemeHH% Aepxa Horo

OTPHMaH
iH(bopMa

peryJIAT0

BHTP

i BHTpaTH qacy
UITIB

nePBHHHOi
ii npo BHMOrH

Horo aKTa.

TH, 110B'13aHi 3
peecTpy JliKaPCbKHX3a 06iB,

1.110 napaJ1eJ1bH0 BB03%T cn Ha
Tepvnopiyo YKpaiHH, Ta

AepxaBHoro pe CTPY
BBeneHHX B 06ir JliKa bKHX

He06xiAHCT}O
03HaäOM eHH% 3

rlOJIO>KeH AMH 11 0€KT
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3ac06iB, Luo BB03flTbC Ha
Tepvnopilo YKP iHH,

Bimr10BiAH0no BHMOr 3a OHY
YKpaiHH Bia 16 024

POKY N! 3860-1X < lipo
BHeceHHA 3MiH AO Ae KHX
3aKOHiB YKpaiHH omo

iM11 PTYnapaneJ1bHoro
JliKaPCbKHX3ac06iB»;

aKTa (po
BCi cy6'€KTiB

rocrronap BaHHH, Ha

AKUX now PK)€TbCH Ain
peryJ1}0Ba w): 1 FOÅHHH
* 48 H/rom * 1

npauiBHHK

2)

npoueAypy
ÅepxaBHoro
JliKaPCbKHX

Bperymo aTH
Bem HH51

pe Tpy
3a 06iB

BiA110BiÅH0 no BHMOF 3a OHY
YKpaiHH BiA 16 024

POKY N! 3860-1X
Bi-leceHHA 3MiH AO ne KUX
3aKOHiB YKpaiHH

iMnapaJ1eJ1bHoro

JliKaPCbKHX
3aKOHY YKpaiHH
ny6J1iHHi eneKT
peecrrpu»•,

3) 3anpoB
YHid)iKOBaHHü niÅxiA
BHeceHHH iH(bopMauii
JliKapcbKi 3ac06H Ta no
Ha IlapaJmeJ1bHHM i

JliKaPCbKUX 3ac06iB

BHLUe3a3HaqeHHX Aep)K

omo
PTY
Ta

lipo
OHHi

VITH

rrpo
BOJIH

110PT

HUX
peecTpiB, 1110 CTBOPHTbY OBU

iHTerpauii Ta

3J1aromxeH0i P060TH p 3HHX
eneKTPOHH0-iHd)0PMaui HUX

CHCTeM B cd)epi OX OHH
3nop0B'51 i3 UHMH peecT ar•vm•,

4) CTBOPHTH npo opmä
MexaHi3M KOHTPOJUO
mocTyny iH(bopMaui'

JliKapcbKi 3ac06H Ta AO

Ha napaneJ1bHHä i

JliKaPCbKHX 3ac06iB

o raHiB me )KaBHOi B

Ta

npo
BOJIH

TIOPT

aAH,
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YOPHÅHHHHX Ta (l)i3H HHX

oci6;
5) orlTHMi3YBaTHpo OTY

ÅepxaBHoro
JliKaPCbKHX
YAOCKOHaJIUTH

pe CTPY
3ac

(l)YHKUiOHaJ1bHi MOWIH
KopucTYBaqiB, a T

3a6e3neqHTH Harcor1H

iH(bopwrauii
3ape€cTpoBaHi JliKa

3ac06H Ta 3pyHHicT

OTPHMaHHi KOPHCTYBa
TaK0i iH O Mauii.

CYMapHi BHTPaTH 3a
a,J1bTe I-laTHBaMH

AJIbTePHaTHBa1.
36epexeHHf curryauii, flKa iCHY€Ha
I-lei Mac.

BH au-I ne xaBH
BHTparrm c/r BeJIHKOro Ta cepeAHboro
ninn H€MHHUTBa
BH aTH c/r Manoro IliA11 H€MHHUTBa
AJIbTepH'aTHBa 2.

npo€KTY aKTa

BH aTH ae xaBH
BHTPaTHc/r BeJIHKOro Ta cepeAHboro

H€MHHUTBa
BH aeru c/r Majloro IliJU1 Vi€MHHUTBa

IV. BH6ip Haii6iJ1b111 011THMaJ1bHoro
nocqrHeHHf1 nine u

3a pe3YJ1bTaTaMH a-JlbTepHaT BHHX cr10c06iB cnrHeHHH uineü
AepxaBHoro peryJIK)BaHHH 3ÅiMCHeH0 BH6ip 11THMU1bHOro bTePHaTHBHOro
cnoc06y 3 ypaxYBaHH%M CHCTeMH 6aJ1bHOi OUiHKH CTyneHfl nocqrH BH3HaqeHHX

I-lineä.
BapTicTb 6aJ1iB BH3Haqa€TbCA 3a HOTHpu6 bH010 CHCTeMOK) OUiHKH cTyneHH

AOCWHeHHS1 BH3HaqeHHX uineü, me:
4 - uini npHMHmvrq npo€KTY aKTa, MOXY b 6YTHnocqrH 110BH0}0 MiP0i0

(np06J1eMa 6iJ1b111e iCHYBaTHHe 6yne);

6iB,

oro
OCTi

KOX
HH51

npo
CbKi

aMH

YMa BHTpaT, rp Bei-lb

72 192,00 rp

JlbTePHaTHBHO o cnoc06y
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3 - uini npo€KTY aKTa, 51Ki MO)KYT 6YTHmocqrHYTi aMxe IIOBHOIO
Miporo (yci Ba)KJIHBi acneKTH np06J1erv1H iCHYBaTHH 6YAYTb);

2 - uini npuüH51TTR npo€KTY aKTa, 51Ki MO YTb 6YTH nocq HYTi qaCTKOBO
(np06J1ervra 3HaMHO 3MeH111HTbCfl, AenKi BOKJIHBi a KPHTHHHiacn KTH np06neMH
3æmmaTbC}1 HeBHPi111eHHMH)•,

i (np06J1eMa1 - uini 11PHüHflTT}1npo€KTY aKTa, AKi He MO Tb 6YTHnocqr
npomomcy€ iCHYBaTH).

PeiiTHHr
pe3YJ1bTaTHBHOCTi
(AOCqrHeHHH uinei
niA gac BHI)imeHHq

np06J1eMH)

AJIbTepHaTHBa 1.

36epexeHH51
curryauii, mca iCHY€
Ha ueüqac.

AJIbTepHaTHBa 2.
ElpHüH51TTH npo€KTY
aKTa

PeiiTHHr
pe3YJ1bTaTHBHOCTi

AJIbTePHaTHBa1.
36epexeHHH
cHTyauii, 51Ka iCHY€
Ha ueüqac.

ban
pe3YJ1bTaTHBHOCTi

(3a

"0THpn6aJ1bH010

CHCTeM010 OUiHKH)

1 - uini
npo€KTY aKTa He
MO)KYTb 6YTH
AocWHYTi
(np06J1ervra

npoA0B)KY€
iCH BaTH .

4 - uini

npo€KTY aKTa

MOXYTb 6YTH
AocWHYTi
110BH010

MiP0}0(np06J1eMa
6iJ1bL11e iCHYBaTH

He 6YÅe).

BnroAH (niAcyM0K)

AJIH Aepmamm:
BincyTHi

Ko eHTapi I-nono n HCBOCHHf1
BiA110BiAHoro ana

36e exeHH}1 HHHHOr peryJIK)BaHH51
3MOFH CHETH uineüHe ae

peryJ110Bam-1fl,nepxa Horo

BH3Ha

Ilp

HaM6i

cnoco
I-lineä
BH3Ha

AJIf1
BiAC

HaBa

eHHX y P03AiJ1iII AHaJ1i3Y.

npo€K
bill IIPHMHHTHHM
0M, A03B

nepxaBHoro
eHHX y p03AiJ1i I

BHTpaTH
nincyM0K)

epmaBn:
Hi.

TKOBe

TaxeHH51 Ha

110CTaHOBH e

a ed)eKTHBHHM

JIHTb nocwru
peryJ1f0BaHH51,

AHU1i3Y.

06rpyHTYBaH

BiAH0BiAHoro
Micuq

aJ1bTepH'aTHB
H y peiTHHry

aHa

a.T1bTePHaTHBa
He 3a6e3neqye
[10 e6H



aep)K BHHM

Bincy He.

BHTP TH

AJIbTepnaTHBa 2.

rlpo€KTY
aKTa

16

rp0MaAf1H.•
BiÅcyTHi.
Aocrryn HaceneHH}1
AO ÅOCTOBipH0i

iH(bopMauii npo
JliKapcbKi 3ac06H,

mo BB0351TbC51 Ha
TepHTopiÆ0
YKpaiHH, y TOMY
qucni uiJ1eü
napaneJ1bHoro
iMnopTY,
3aJIHUIHTbC51 Ha

icHY10H0MYpiBHi.

cy6'€RTiB

rocr10Aap10BaHHq•.
BincyTHi.

AJIR AepmaBH:
IIPHMHHTT%M
npo€KTY aKTa 6yne
3a6e3neqeHo:

BHKOHaHH51

BHMOr 3aKOHYTa
BH3HaqeHH51

Ha

aÅMi icTpYBaHH51

PeecT y
3Aiüc 3a

KOIIIT AepxaBHoro
niA11 UCMCTBa

aBHViMf

eKc11 PTHHM ney-1TP

MiHi

oxop

Binc

TepcTBa
HH 3mop0B'51

poMaAf1H:
HI.

AJI
roc

He

pa3

3aJ1

cy6'CKTiB
onaPIOBaHHH.•
aTKOBi BHTPaTH
qiKYK)Tbcfl,
M 3 THM

oru 3aK0HY
IllaTbC%

HeB KOHaHHMH.
AJI nepmaBn:
Pe i3auiH npo€KTY
aKT He 110Tpe6y€

no aTKOBHX BHTPaT
3 eprcaBHoro
Mic eBHX

)KeTiB.

03B'513aHHi

P06J1eMV1Ta

OCRHeHH51
CTaHOBJ1eHHX
iJIeÄ y
03AiJ1iII
boro

Hani3Y.

TaKa
aJ1bTepHaTHBa e
HaM6iJ1b111

OTITHMaJ1bH010,
OCKiJ1bKH

3a6e3neqye
110T e6H



npouemypvr
BeAeHH51

ÅepxaBHoro
peecTpy
JliKaPCbKHX
3ac06iB,

napaJ1eJ1bH0

BB03%TbC51

TepHTopiK)
YKpaiHH,
ÅepxaBHoro
peecTpy
BBeAeHHX B

JliKaPCbKHX
3ac06iB,

BB0351TbC51

TepHTopiyo
YKpaiHH•,

17

1110

Ha

Ta

06ir

1110

Ha

G)iHa CYBaHHH
BHAarr iB,
He06 AHHX AJI}I

YAOCK HaneHHfl

Aep)K BHOFO

pe€c y JliKaPCbKHX
3ac06 B,

nepe aqeHi

3aKJ1 HHHM aKTOM

rlPHü aHHH-

nepe aqi Bill 05
6epe3 51 2024 POKY

oroBopy npo
Hana 1-151 nocnyr Ha

CTBO eHH%
ny6J1 HHoro MOAYJIH
Aep aBHoro
peec y JliKaPCbKHX
3aco iB Bin 23 ciLIH%
2023 POKY N! 6, 3a
51KHM '3aMOBHHKOM

BHC nae
«Me eÅ)KMeHT

(bopCaM eHCH3

p 3B'513aHHi
06neMH Ta

CTHeHH51

TaHOBJ1eHHX
IJIeM.

BperYJ1b0BaH0

npoueÅypy
BeAeHH51

ÅepxaBHoro
peecTpy
JliKaPCbKHX
3ac06iB
BiA110BiÅHO AO

3aKOHYBHMOr

YKpaiHH BiA 16

2024 POKY
N! 3860-1X
BHeceHHH 3MiH AO

memcux 3aKOHiB

YKpaiHH LUOAO
napæneJ1bHoro
iM110pmy

JliKaPCbKHX
Ta

3aKOHY YKpaiHH
ny6J1iqHi

eneKTPOHHi
peecTpm»•,

- 3a11p0BaÅxeH0

ninxiA

Xen IHC.»,

peuu i€HTOM

MiHi TePCTBO

oxop HH 3nop0B'51

YKP iHH, a
BHKO aBL1erv1 — TOB

30P1

Bin BiAH0 AO YMOB
noro opy, BaPTiCTb
rlY6 iqHoro MOAYJI%
Peec py CTaHOBWrb
1 95 747, 95 rpH.

(t)iH

3ax
CTB

Te
HiA

HCYBaHH51
iB

peHHfl,
iHH0i
UMKH

LUOÅO

Ta
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BHeceHHA
iH(bopMauii npo
JliKapcbKi 3ac06H
Ta A03BOJIH Ha
napaneJ1bHHM

iM110PT
JliKaPCbKHX
3ac06iB

BHI_qe3UHaqeHHX

mepxaBHHX
pe€cTpiB, LILO

CTBOPHTb YMOBH
AJ151 iHTerpauii Ta
3J1ar0A)KeH0i

p060TH pi3HHX

eneKTPOHHO-

CHCrrerv1 B C(bepi

OXOPOHH
3mop0B'51 i3 UHMH

Mone Hi3auii
Aep)K BHOFO

peecT y JliKaPCbKHX
3ac06 B,

napan JlbHO

BB03fl bC51

rrepHT pilo
Y Kpa•HH,
Aep>K BHOFO

1110

Ha

Ta

peecT y BBeneHHX B

06ir JliKaPCbKHX
3aco

•

B,

BB03

Tepu opiK)

YKPa •HH,

1110

Ha

3Aiüc I-OBaTHMeTbC%

3a p XYHOK KOUITiB

Mix poAH0i
TeXH LIHOi

AOIIO orm Ta iH111HX

pe€cTpaMw,
- CTBopeHH51

11p030poro
MexaHi3MY
KOHTPOJIK)

mocTY11Y

A)Ke en,

Ta

no

3a60

3aK0

Pa30

BHTP
amyli

peec
3aco
(I)YH

OHeHHX

0M.

3

He

THM,

Ha
iH(bopMauii I-IPO
JliKapcbKi 3ac06H
Ta A03BOJIH I-la

napaJ1eJ1bHHü

iMnopT
JliKaPCbKHX
3ac06iB
opraHiB
ÅepxaBH0i
BJ1aÅH,

K)PHAHHHHX Ta
(l)i3HHHmx oci6;

- orlTHMi3aL1iyo

p060TH
AepxaBHoro
peecTpy

JliKaPCbKHX
3ac06iB,

iCTPYBaHHfl
aBHoro
y JliKaPCbKHX
iB Ta Moro
UiOHaJ1bHHX

CKJI AOBHX
(Ae xaBHOro

pee py JliKaPCbKHX
3ac iB,

nap eJ1bHO

BBO 51TbC51

Tep Topi}0
YKP iHH,

Aep aBHoro

1110

Ha

Ta

pee
06i
3ac

BBO

Tpy BBeneHHX B

JliKaPCbKHX
6iB,
HTbC%

1110

Ha
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YAOCKOHaJ1eH0
Moro
(l)YHKUiOHaJ1bHi
MO)KJIUBOCTi AJ151
KOPHCTYBaqiB, a
TaKO)K

3a6e3neqeH0
HaK011HqeHH%

iH(boprvrauii npo
3apeecTpoBaHi
JliKapcbKi 3ac06H
Ta 3pyt1HicTb B

OTPHMaHHi
KopucTY'BaqaMH
TaK0i
iH(bopMauii.

EPOMaAf1H:
VIPHMH51TTS1
npo€KTY aKTa
CHPH51THMe
3a6e311eqeHH}0

nocTYTIY HaceJ1eHH%

no iH(bopMauii rrpo
JliKapcbKi 3ac06H,

11.10 BB0351TbC51 Ha
TepHTopiK)
YKpaiHH, y TOMY
qncni I-linei
napaJ1eJ1bHoro
iMI-10pTY.

AJIH cy6'€KTiB

rocr10Aa1)10BaHHH:
IlpHMH51TT%

npo€KTY 110CTaHOBH

cnpH51THMe
BHKOHaHHEO BHMOr

3aKOHY1110A0
BHeceHHH
iH O Mauii AO

TepHT
YKpai
3Aiväc
KOLL-IT

IliÅnp

eKcne

pilo
H) 6YAYTb
YOBarrmcq 3a

nepxaBHoro
CMCTBa
am-IHÄ

UeHTP
MiHi TepcTBa

oxop HH 3mop0B'51

Y Kpa•

Opie
BapTi
aÅMi
CKJ1a

y
6600

y
7589

y

TOBHa
Tb BHTPaT Ha

iCTPYBaHH51
ae:
2025 poui -

HC. rpH•,

2026 poui -

VIC. rpH•,

2027 poui -

8728 THC. rpH.

POMaAf11-1:
BHTP TH BiÅCYTHi.

AJIf1 y6'€KTiB

rocn nap10BaHHq•.
Han Hi BHTpaTH

qacy Ta KOIUTiB AJ151

OTPH aHH51

nepB HH0i
iH o Mauii rl O
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AepxaBHoro
peecTpy BBeneHHX B

06ir JliKapcbKHX
3ac06iB, 1110

BB0351TbC51 Ha
TepHTopiK)
YKpaiHH',
3a6e3neqeHH}0
mocTY11Y no
iH(bopMauii npo
JliKaPCbKi3ac06H,
11-10 BB03ATbC51 Ha
Tepmopiyo
YKpaiHH, y TOMY
MHCJ1i uineü
napaJ1eJ1bHoro
iM110 T .

BHMO

peryn rropHoro
aKTa.

BHTP TH, r10B'513aHi

He06xiÅHicno3

03HavOMJ1eHHfl 3

nono eHH%MH

llpoe aKTa
(P03P XOBY}OTbC51
AJ151

rocrm
Ha

nom
pery
ronu
48

cix cy6'CKTiB

AaP}OBaHH51,
51KHX

YOBaHHfl): 1

a
PH/r0A

11 au BHHK.

PeiiTHHr

AJIbTePHaTHBa1.
36epe)KeHH51

cmyauii, mca iCHye
Ha ueüqac.

AJIbTepHaTHBa 2.
IIPUÄHHTT%
npo€KTY aKTa

ApryMeHTH IIIOAO

nepeBarn 06paH0i
aJ1bTepHaTHBH/npw-1HHH

BiAMOBH Bin
aJ1bTe HaTHBH

IlepeBarH BincyTHi,
aJ1bTePHaTHBa He
cnpHflTHMe AOCqrHeHHYO

uineü aepxaBHoro
peryJIK)BaHH51.

TaKa aJ1bTePHaTHBa €
HaM6iJ1bL11 OllTHMaJ1bH010,
OCKiJ1bKU cnpH51€

AOCqrHeHHÆO uineü
me xaBH01*O e .J110BaHHS1

OUiHKa PH3H
LIHHHHKi

3anpono
peryJIHT0

BiA110BiAH0no
aJ1bTePHaTHBH

BeneHH51 Aepl<

JliKaPCbKHX3ac
napaneJ1bH0 BB
erepvnopiro YK
ÅepxaBHoro p
BBemeHHX B 06i
3ac06iB, Luo BB

y 30BHi111Hix
I-la Airo
0Ba1-10ro

oro arcra

OPMaTHBHe
opflÅKY
BHOFO peecTpy
6iB, 1110

3%TbC51 Ha
iHH, Ta

ecTpy
JliKaPCbKHX
3%TbC51 Ha

Tepmopiro YK aiHH, 6yme

BiACYTHiM.

PH3UK 30BHi111 ix HHHHHKiB Ha
Airo aKTa BiÅCYHiä.

V. MexaHi3M Ta 3aXOAH, Ki 3a6e3neqaTb
P03B'f13aHHHBH3HaqeH0i P06aeMH
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AOCWHeHH51 uineü, BH3HaqeHHX y P03ÅiJ1i II Uboro AHU1i3Ynpo€KTOM aKTa

nepeA6aqeH0 MexaHi3M P03B'fl3aHH51np06J1eMH, HaB AeH0i y P03ÅiJ1iI Uboro AHaJ1i3Y.
3a3HaqeHi uini Aocqra}0TbCfl IIIJI%XOM 3a BePÅ)KeHHA flo BeÅeHH%

AepxaBHoro peecTpy JliKaPCbKHX3ac06iB; Flop51A BeneHHA Aep)K BHOro peecTpy

JliKaPCbKHX3ac06iB, 1110 mapaneJ1bH0 BB03%TbCH H rrepHTopiyo YK aiHW, IlopflAKY

BeneHH% ÅepxaBHoro peecTpy BBeneHHX B 06ir JliK
TepHTopiÆ0 YKpaiHH, BHeceHH51 3MiH AO TIOJIO

JliKaPCbKHX3ac06iB, 3aTBepnxeHoro 110CTaHOBO}O
31 6epe3H51 2004 p. Ng 41 1, 3 MeTO}O TIPHBeneHH51
YKpaiHH BiA 16 JIHIIHA 2024 POKY N! 3860-IX
YKpaiHH LUOAO napaRJ1bHoro iM110pTY JliKaPCbKU
3aK0HYYKpaiHH ny6J1iHHi eneKTPOHHipeecT

3anpor10H0BaHe npo€KTOM aKTa peryJIK)BaH
nurraHb:

1) BHKOHaHH51 BHMOr 3aKOHY Ta BH3HaqeHH51

peecrrpy JliKaPCbKHX3ac06iB, AepxaBHoro pe
napaJ1eJ1bH0 BB0351TbC}1 Ha TepvnopiE0 YKpaiHH, Ta

CbKHX 3ac06iB, O BB03%TbCfl Ha

eHH% npo Aep aBHHä pe€cTp
a6iHeTYMiHic iB YKpaiHH Bin

voroy BiA110BiÅ iCTb AO 3aKOHY
HeceHH% 3MiH 40 AeqKHX 3aKOHiB
3ac06iB» Ta y B AllOBiÅHiCTbAO

cnpH%THMe B pill-leHH}0 pnmy

pouenypvi Bene AepxaBHoro
CTPY JliKaPCbKH 3ac06iB, 1110

epKaBHoro pee Tpy BBemeHHX B

06ir JliKaPCbKMX3ac06iB, mo BB0351TbCH Ha rrepmop 1-0 YKpaiHH, Binn BiÅH0no BHMOr

3aKOHy;
2) 11PHBeÅeHHA VIOJ10xeHH51 npo AepxaB pe€cTp JliKa CbKHX 3ac06iB,

3aTBepnxeHoro 110CTaHOBOK) Ka6iHeTYMiHicTpiB KpaiHH 31 6e e3H% 2004 p. N!
41 1, y BiÅ110BiAHiCTbAO 3aKOHYYKpaiHH Bill 16 Jl IIH% 2024 POKY 3860-IX
BHeceHH513MiHno neqKHX 3aKOHiB YKpaiHH 1110A0 apaneJ1bHoro iM11 PTY JliKaPCbKHX

Ta y BiÅ110BiAHiCTb AO 3aKOHY Y KP •HH ny6J1 LIHi eneKTPOHHi
pe€cTpu»•,

3) 3a11POBaJVKeHH51 ninxom AO BHeceHHH H(bopMauii
JliKapcbKi 3ac06H Ta A03BOJIH Ha napaneJ1bHHü iM110PTJliKapcb HX 3ac06iB AO

BHLUe3UHaqeHHX AepxaBHux peecTpiB, I-no CTB PHTb YMOBH
3J1ar0A>KeH0iP060THpi3HHX LliüHHX CHCTeM

3AOPOB'51i3 UHMH peecTpaMH;
4) CTBOPeHH% np030poro MexaHi3MYKOHTPO 10 Ta AocTY11Y

JliKapcbKi 3ac06H Ta A03BOJIH Ha napaJ1eJ1bHHM iMI-10pT JliKapcb
opraHiB AepxaBH0i BJ1aÅH, TOPHÅHLIHHX Ta (l)i3Ht1H X oci6;

5) orlTHMi3auiyo p060TH ÅepxaBHoro peecTpy JliKa

YAOCKOHaJ1eHH% Moro (l)YHKUiOHU1bHHX MO)KJIHB cerei KOPHC
3a6e3neqeHH51 HaK011HqeHHA iH(bopMauii npo 3a e€cTpoBaHi JliK
3pyHHiCTb B OTPHMaHHiKOPHCTYBaqaMH Taycoi iH(l) pMauii.

3anp0BaÅ)KeHH51 TaKoro peryJIK)BaHHH A03B JIHTb:

AepxaBi: BHKOHaTH BHMOrn 3aKOHOAaBCTB momo Bperynyo

iHTerpauii Ta
cd)epi OXOPOHH

iH(bopMauii npo
HX 3ac06iB

CbKHX 3ac06iB,
BaqiB, a TaKO)K

CbKi 3ac06H Ta

HI-IR npoueÅypH
BeneHH% ÅepxaBHoro peecTpy JliKaPCbKHX3ac06i , ÅepxaBHoro pe CTPY JliKaPCbKHX
3ac06iB, 1110 napaJ1eJ1bH0 BB03flTbCfl Ha TepvnopiÆ0 YKpaiHH, Ta Aep aBHoro peecTpy
BBemeHHX B 06ir JliKaPCbKHX3ac06iB, 11-10 BB03flTb 51 Ha Tepmopiyo KpaiHH•,
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cy6'€KTaM rocnomap10BaHH51: BUKOHaTH B Morm 3aKOHY omo BHeceHHA
iH(bopMauii AO ÅepxaBHoro pe€cmpy BBeAeHHX 06ir JliKaPCbKx 3ac06iB, 1110

BB0351TbC51 Ha Tepvnopik0 YKpaiHH, Ta OTPHMYBaTH i (bopMauiK) npo ni apcbKi 3ac06H,

Luo BB03HTbCH Ha erepvnopiK) YKpaiHH, y TOMY HCJ1i uineü napaJ1eJ1bHoro
iM110pTy•,

rporvranmarvm: OTPHMYBaTH iH(bopMauiK) npo Jl KapcbKi 3ac06H, o BB03%TbC51 Ha
TepHTopi}0 YKpaiHH, y TOMY qucni uiJ1eä napan JlbHOro iM1101DTY

3ax0AH, HKi 110BHHeH 3AiüCHHTHopraH BnaAH
YKpaiHH) Uboro peryJ151TopHor

3a6e3neHHTH norOAxeHH% npo€KTY aKTa 3 3

opraHaMH BHKOHaBCIOi BJ1aAW,

3a6e3neHHTH npoBeneHH% ny6J1iHHHX KOH

npo€KTY aKTa Ha Be6caäTi MiHicTepcT
nomaTH 11po€KT aKTa Ha p031'J151Å Ka6iHeTYM

•

Cy6'€KTaM rocnonap10BaHHH y pa3i Heo

AepxaBHoro peryJIY0BaHHA He06xiAHo:
03HaüOMHTHC51 3 BHMorarv1H peryJ110BaH

perynwropHoro aKTY B Mepexi IHTePHeT)•,

MiHicTepcTB0 OX POHH 3ÅOP0B'q
aKTa•.

iHTepeCOBaHHMH UeHTpaJ1bHHMH

YJ1bTauiüLLIJ1flX M P03MimeHH51
a OXOPOHH 3AOP 'q YKpaiHw,

iCTPiBYKpaiHH.
iÅHocTi BFIpoB xeHHR BHMOr

51 (110111YK Ta onpa11K)BaHHH

11POBecTH I-laBqaHH51 nepc0HaJIY 1110Å0 H nonyl.ueHHA no Ll-1eHH51 BHMOr

3aKOHOAaBCTBa.

VI. OuiHKa BHKOHaHHf1 BHMOr peryJIHTop oro aKTa 3aJ1ee»K o Bin pecypciB,

p03nopqnma10Tbcq opraHH BHK01-1aBqo• BJ1aan '-IH op HH MicueBoro
caMOB1)HAYBaHHf1, (l)i3Ht1Hi Ta IOPHAHHHioc06n,
BHKOHYBaTH ui BHMOrn

Peani3auiH npo€KTY aKTa He noTpe6y€
MiCL1eBUX

()iHaHCYBaHH51 BHAaTKiB, He06XiAHHX A

pe€cTpy JliKaPCbKHX3ac06iB, nepen6aqeHi 3aKJ110
BiA 05 6epe3H51 2024 POKY AO AoroBopy npo
ny6niHHoro MOAYJ151 ÅepxaBHoro pe€cTpyJliKapcb
N! 6, 3a AKHM 3aMOBHHKOM BHCTyna€

Ki 110BHHHi Bnp BaA>KYBaTH a60

KOBHX BHTPaT 3 AepxaBHoro

51 YAOCKOHaJ1eH AepxaBHoro
HUM aKTOM IIPH MaHHfl-nepenaqi

HaxxaHHS1 nocny Ha CTBopeHH51

HX 3ac06iB BiA 23 ciHH51 2023 POKY
eHT CaäHeHCH3 op Xenc IHC.»,

peLIH11i€HTOM — MiHicTepcTB0 oxopoHH 3aop0B'51 YKpaiHH, a BHK HaBUervT — TOB

MOÅYJ151 PeecTpy CTaHOBHTb 1 952 747, 95 rpH.
(biHaHCYBaHHH 3ax0ÅiB momo CTBOPeH H, TexHiLIH0i IliÅTPHMKHTa

MonepHi3auii AepxaBHoro pe€cTpy JliKaPCbKHX3 c06iB, 1110 napan JlbHO BB03%TbC51

Ha Tepmopi}0 YKpaiHH, Ta AepxaBHoro peecTpy B eneHHX B 06ir JliK PCbKMX 3ac06iB,

11-10 BB03HTbCR Ha YKpaiHH, 3Åiüc1-1 BaTHMeTbCH 3a axyHOK K0111TiB
Mi)KHaPOAH0i TexHiHH0iAOTIOMOI*H Ta iHUIHX mxep 11, He 3a60poHeH X 3aKOHOM.

Pa30M 3 THM, BHTpaTH Ha aÅMiHiCTPYBaHH51AepxaBHoro pee Tpy JliKaPCbKHX
3ac06iB Ta Moro (l)YHKUiOHaJ1bHHX CKJ1aAOBHX ( epKaBHoro pee Tpy JliKaPCbKHX
3ac06iB, Luo napaJ1eJ1bH0 BB03ATbCA Ha TepHTopi10 YKpaiHH, Ta Aep aBHoro peecTpy
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BBeneHHX B 06ir JliKaPCbKUX3ac06iB, 1110 BB03HTbC

3a KOIIITH nepxaBHoro ninnpn€
L.xeHTPMiHicTepcTBa OXOPOHH 3Å0POB'51

Opi€HTOBHa BaPTiCTbBHTPaT Ha amviiHicrrpyB

y 2025 poui - 6600 THC. rpH;
y 2026 poni - 7589 THC. rpH;
y 2027 poui - 8728 THC. PPH.
AepKaBHe peryJ110BaHH51 He nepeÅ6aqae

opraHY (a60 HOBOFO cTpyKTypHoro Ilinp03Ainy Aiyo

ElpoBeneH0 p03paxyH0K BHTPaT Ha OAH

BeJIHKOro i cepeAHboro nimr1PH€MHHUTBaB Mexax

ElpoBeneH0 p03paxyH0K BHTPaT cy6'€KTiB M

Mexax naHoro aHaJ1i3Y.

VII. 06rpyHTYBaHHf1 3anp0110H0BaHoroc

Ha TepHTopiK) Y paiHH) 6YAYTb
CTBa eyccnepn-luü

Y-IA cKJ1anae:

TBopeHHS1 HOBO O AepxaBHoro
oro opraHY).

ro cy6'€KTa r cnonapK)BaHH51
aHoro aHaJ1i3Y.
oro (MiKpo) ni PH€MHHUTBa B

POKY Aii peryJ1 opHoro arc-ra
LIpor10Hy€TbCH BCTaHOBHTH He06MexeHHü CTPOK Aii peryn TOPHoro aKTa,

OCKiJ1bKH BiH peryJIK)€ BiAHOCHHH, HKi MarOTb npon HrOBaHHä xapa ep.
TepMiH Ha6paHH51 HHHHOCTi peryJ1flTopHHM KTOM — 3 1 cit1H 2025 p., KPiM

a63auy npyroro rlYHKTY 1 npo€KTY aKTa, a63auy Apy oro rlYHKTY 15 II pHÅKY BeneHH51

ÅepxaBHoro pe€cTpy BBeÅeHHX B 06ir JliKapcb HX 3ac06iB, [11 BB03flTbC% Ha
TepHTopiE0 YKpaiHH, Luo 3aTBepnxy€TbC% npo€KT0 aKTa, 51Ki Ha6H aK)Tb HHHHOCTi

OAHoqacH0 B BBeÅeHH51M B Ai10 3aKOHYYKpaiHH Bi
JliKapcbKi
3MiHa CTPOKY Aii perynqpHoro aKTa MO

npaBOBHX aKTiB, peK0MeHAauiä BiA110BiÅHHX
HOPMaTHBHO-npaBOBHX aKTiB YKpaiHH BHLUOi
P03p06J1eHHM ueänpo€KT aKTa.

VIII. BH3HaqeHHf1 norca3HHKiB pe3YJ1brraT

IIporH03HHMH 3HaqeHHHMH 110KUHHKiB pe3Y
e:

28 2022

HBa B pa3i 3Mi
Mi)KHaPOAHHX
HHH0i CHJIH, Ha

BHOCTi Aii pery

bTaTHBHOCTi pe

P03Mip HaAXOA>KeHb AO nepxaBHoro Ta M CUeBHX
UiJ1bOBHX(l)0HAiB, 110B'S13aHHX i3 Aiero aKTa — He np rH03Y€TbCW,

KiJ1bKiCTb cy6'€KTiB rocnonapK)BaHHfl, H AKHX nomupyo
npo€KTY aKTa: 1608;

cyMapHi BHTpaTH cy6'€KTiB rocnonap}0B HI-IA BeJIHKOro
IliAnpH€MHHLITBa CKJ1aAaK)Tb 72 192 rpH•,

KOIIITH Ta qac, 1.110 BHTPaqaTHMYTbC% cy6 €KTaMH rocnma
(l)i3HHHHMH OC06aMH, noB'513aHi 3 03HaÄOMJ1eHH M 3 BHMOraMH

ronvma*48 rPH./neHb * 1 npaUiBHHK.
PiBe1--1b noiH(bopM0BaHocTi i3 OCHOB HMH nonoxeH

perynwropHoro aKTa — BHCOKHÄ, OCKiJ1bKH npo€K aKTa P03MiLueH
Be6caMTi MiHicTepcTBa OXOPOHH 3Aop0B'51 YKpaiH rp0MaÄCbK

2469

Mi)KHaPOAHO-
praHi3auiV1 MH

HKOHaHHfl flKHX

HTOPHoro aKTa

MTOPHOEO aKTa

B i nepxaBHux

aTHMeTbCH

Ta cepeÅHboro

I-OBaHH51 Ta/a60

po€KTY aKTa: I

AMH npo€KTY
Ha

0 06roBopeHH%.



Pe3YJ1bTaTHBHiCTbnpo€KTY aKTa 6YAe BiÅC
TaKHX KiJ1bKiCHHX HOKUHHKiB:

KiJ1bKiCTb cKapr/3BepHeHb Bin cy6'€KTiB rocn
peryJ151TopHoro aKTa;

KiJ1bKiCTb cy6'€KTiB rocnonapK)BaHHH — BJ1ac

Ha JliKapcbKi 3ac06H Ta KiJ1bKiCTb cy6'€KTiB rocno
Ha napaJ1eJ1bHHM iMr10pT;

KiJ1bKiCTb BBe3eHHX era BH11Y1ueHHX B 06ir H

3ac06iB, y TOMY HHCJ1i I-linei napaneJ1bHoro iMf1

iAKOBYBaTHCb111 AXOM aHaJ1i3Y

naPK)BaHH51, 110B A3aHHX i3 Ai€}0

HKiB peecTpauiä HX 110CBiÅHeHb
PK)BaHHR — BJ1a HKiB A03BOJ1iB

Tepvnopii YKpa •HH JliKaPCbKHX
PTY.

IX. BH3HaqeHHS1 3axoaiB, 3a A0110Mor 10 f1KHX 3Aiic IOBaTHMeTbCf1

BiACTemeHHf1 pe3YJ1bTaTHBHOCTiAii peryJIMTopH0 0 aKTa

BiACTexeHH% pe3YJ1bTaTHBHOCTi npo€KTY a Ta 3AiüCHK)BaT

npoBeneHHR 6a30Boro, 110BTOPHoro Ta nepi0AHH oro BiÅCTexeH
110KUHHKiB pe3YJ1bTaTHBHOCTi aKTa, BH3HaqeHHX ni qac 11POBeneHH

ba30Be BiÅCTexeHHHpe3YJ1bTaTHBHOCTi pe JIHTOPHOFO al<Ta
Ilicnq Ha6paHH% HHHHOCTi IIPO€KTOM aKTa, ane He n 3Hi11.1e AHR, 3 AK

rrpoBeneHH% 110BTOPHoro BiÅCTexeHHfl pe3YJ1bTa

aHaJ1i3YCTaTHCTHHHHX naHHX.
HOBTOPHeBiÅCTexeHHfl6yme TIPOBOÅHTHCb q

Ta BBeAeHH% B ÅiK) npo€KTY aKTa IIIJI%XOM aHaJ1i3Y
6a30BHM BiÅCTexeHH%M.

Ilepi0ÅHHHe BiACTexeHH51 pe3YJ1bTaTHBHO
3AiüCH}OBaTHCHpa3 Ha KO)KHi TPH POKH, 110HHHa

110BTOPHoro BiACTexeHHApe3YJ1bTaTHBHOCTi npo€K
MeT0Å npoBeÅeHHH BiÅCTexeHHHpe3YJ1bTaT
LliJ1b0Bi rpyr1H, 51Ki 6YAYTb3aJIY%THCb

MiHicTepcTB0 oxopoHH 3ÅOPOB'51YKpaiHH, Åepxa
3ac06iB Ta KOHTPOJI}0 3a 1--1aPKOTUKaMH.

MiHicTp OXOPOHH 3AOPOB'q YKpaiHH
2024 p.

HBHOCTi npo€KT

peg piK 3 Ha

rraTHCTHHHHX na

Ti peryJ151TopH
3 3aKiH

aKTa.

eTbC% IUJ1flXOM

CTaTHCTHHHHX

AHaJ1i3Y.
yne 3AiäCHeH0
110HHHa€TbCH

aKTa I-IIJIRXOM

paHHfl HHHHOCTi

HX nopiBH51H0 3

ro aKTa 6yne
eHHA 3axoAiB 3

BHOCTi — CTaTHCT HHHM.
AOCJ1iÅ)KeHH51:npoBeneH

Ha cJIY)K6a Y Kpa•HH 3 JliKaPCbKHX

B JISIUIKO



npoe
MiHi
IIHTa
(I)YHK

pecc

ani3Yperynwrop oro BIIJIHBY

TY 110CTaHOBH K iHeTY
TPiBYKpaiHH 51Ki

BeneHH% Ta

iOHYBaHH51Aep)K BHHX
iB y C(bepi JliKap bKHX

3aco

BHTPATW
Ha OAHoro cy6'€K-ra roc110Aap10BaHHf1B "KOFO i cepeAH oro

niA11PH€MHH11TBa, HKi BHHHKa10Tb BHaCJ1iAO Aii perynwropH ro aKTa

110Pf1AKOBHii
HOMep
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7

BHTpaT11

BHTpaTH Ha 11PHÅ6aHHAOCHOBHHX OHAiB,

06naAHaHH51Ta npunaAiB, cepBicHe
06cnyrOBYBaHHfl, HaBqaHW1/r1iÅBH111

3a n'flTb

POKiBnep111H
pik

KBaJ1id)iKauii nepc0HaJIY TOLUO, H

FlonaTKH Ta 360PH(3MiHa p03Mipy
nonaTKiB/360piB, BHHHKHeHHS1 He06

y cnnarri nonaTKiB/360piB), rpHBeHb
BurrpaTH, 110B'%3aHi i3 BeneHH%M 06

niÅr0TOBKOÆ0Ta nonaHHflM 3BiTHOC

meprcaBHHM opraHaM, rPHBeHb
BHTPaTH, 1-10B' 513aHi 3 amviiHicTpyBa
3ax0AiB ÅepxaBHoro HarJ151ÅY (KOH
(nepeBipoK, caHKuiü, BH
pimeHb/ npvrrmciB TOIÅO), rPHBeHb
BurrpaTH Ha OTPVfMaHHfl aAMiHicTpa

iAHocTi

iKY,
i

HAM
01110)

OHaHHA

VIBHHX

nocnyr (Å03BOJ1iB, JliueH3iü, cepTH iKaTiB,
aTecTaTiB,1101'OA)KeHb, BUCHOBKiB,

npoBeneHHfl He3U10KHHX/060B'}13K BMX

eyccnepTH3, aTecTauii TOIIIO)
Ta iHL11HX nocnyr (npoBeneHHH Hay OBHX,
iHUIHX eKC11epTH3, CTpaXYBaHH51 TO O),

rPHBeHb
BHTPaTHHa 060poTHi aKTHBH (MaT piaJIH,
KaHqeJ1%PCbKi TOBaPH TOLUO), rpHBe b

BHTpaTH, 110B'%3aHi i3 HaMMOM AOA TKOBOro
nepc0Hany, rPHBeHb
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8 IHL11e (YTOHHHTH), rPHBeHb:
ompuvuaHH51 nepeuHH0i iHd)0PJVta

6UvVt02U pec?YJ110gaHHf1

PA30M (CYMa p*AKiB: 1 + 2 + 3 + 49

+ 7 + 8), I'PHBeHb
KiJ1bKiCTb cy6'€KTiB rocr10AapK)BaH10

BeJIHKOro Ta cepeAHboro ninnpn€MH
Ha *KHX 6yne 110111HpeH0 peryJIK)BaH
OAHHHUb
CYMapHi BHTPaTH cy6'€KTiB11
roc110Aap}0BaHHfl BeJIHKOro Ta cepe
nimr1PH€MHHL.1TBa, Ha BHKOHaHH51

peryJIK)BaHH51 (BaPTiCTb peryJIK)BaH
(PHAOK 9 X p51A0K 1 0), rPViBeHb

03naü0MJ1ennn 3 peeynmnopuu.u a's-mont nompiöna I

bepenlbcn Milli,vta.'lblla 3ap06inma Tlama, 6213Haqena y 11020

3CIROHYYRpainu «TIpo J(ep.ycaguuü 6100D'cem S4cpainu n
cmanoguntb 48 apn/aoc). 0311aÜ10MJ1e11h1A 3 peeynmnopnu,lt am
piK 3anpogac)D1ce11HA pec?YJ1106aunn.
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AOAaT K 2

i3YperyJ151TopH ro BIIJIHBYAH
110CTaHOBH Ka6 HeTYnpo€K

MiHic iB YKpaiHH Ki 11HTaHH51
Ta (l)YHKui0HYB HI-IHBeneH

HHX pe€cTpiB y c epinepxa
JliKapc KHX

BIOAXETHI BHTP
Ha aAMiHiCTPYBaHHf1peryJIK)BaHHf1 cy6'e TiB i epeAHboro

niAnpn€MHH11TBa

P03paxyH0K BHTPaT I-la aAMiHiCTPYBaHHHpe JUOBaHHH 3AiüCH €TbCS1 0KpeM0
BJ1aÅH qu opr HY MicueBoroKO)KHOro Binr10BiÅHoro opraHY nepxaBH0i

caMOBPAAYBaHHH, 1110 3a.nyqeHuü no npouecy peryn

Aep>KaBHHä opraH, AKOro 3AiäCHIO€TbC

MiHicTe CTBO OXO OHH 3 0 0B'q YK

BaHH51.

p03paxyH0K a MiHiCTPYBaHH51

Elpouenypa

cy6'€KTiB BeJIHKOro
i cepeAHboro

IliAHPHCMHHUTBa
(p03paxyH0K Ha
OAHoro TH110Boro

cy6' CICTa
rocnonap10BaHHfl)

1. 06J1iK cy6'€KTa

rocnonap10BaHH51,
1110 nepe6YBac y
C(bepi peryJIY0BaHH51

2. 110TOHHHä
KOHTPOJ1b 3a
cy6'€KTOM

rocnonap10BaHH51
, 1110 nepe6YBa€ y

peryJ110BaHH51,

y TOMY LIHCJ1i:

KaMepaJ1bHi

BHi3Hi

IlJ1aHOBi BapTicTb qacy
BHTpaTH qacy cr1iBP06iTHHKa

opraHYHa npouenypy
nepxaBH0i

BJWIH
BiA110BiAH0i
KaTeropii

(3ap06iTHa
WlaTa)

Ki

H

c

ill"

uiHKa
bKOCTi

uejuyp 3a
iK, 1110

nana10Tb
OAHOI'O
6' €KTa

OuiH
KiJ1bKO

cy6'€KTi

ninnana
nin Ai

npouea
peryJ110B

a
Ti

, 1110

Tb

BHTPaTH Ha
aAMiHicTpy

BaHH51

peryJ1i0BaH

piK),

rPHBeHb



3. Flinr0TOBKa,

3aTBePA)1CHH51 Ta

onpa1110BaHH51

OAHoro 0KpeMoro
aKTa TIPO
nopY111eHH51

BHMOr
e J110BaHHfl

4. Pea-Tli3aui51OAHoro
0KpeMoro pimeHHH
LUOAO nopY111eHH51

5. OCKapxeHHH

OÅHOI*O orcpeMoro
pimeHHR cy6'CKTaMH

rocnona IOBaHHfl
6. FliA1"0T0B1€a
3BiTHOCTi 3a
pe3YJ1bTaTaMH
er J110BaHHS1

7. IH111i
anMiHiCTPaTHBHi
npouenypvr

OHHHTH .

Pa30M 3a piK

CYMapH0 3a 5 POKiB
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0

e 7-«aB1-1a cn 9K6a YK aiHH 3 JliKa CbK11X

o

ac06iB Ta KOI-IT

0

0

JIIO 3a

HaPKOTHKaMH

Ilpouexxypa

peryJ110BaHHA
cy6'€KTiB BeJIHKOro

i cepeAHboro
IliÅ11PH€MHHUTBa
(p03paxyH0K Ha
OAHoro TH110Boro

cy6'€KTa
rocnonapY0BaHH51)

1. 06J1iK cy6'€KTa
roc110naPK)BaHH51,
1110 nepe6YBa€ y
C(bepi peryJIK)BaHHA

FIJIaHOBi
BHTpaTH qacy
Ha npouenypy

BapTicTb qacy
CiliBP06iTHHKa

opraHY
AepmcaBH0i

BJWIH
BiA110BiAH0i
KaTeropii

(3ap06iTHa
nnaera)

0

uiHKa
K JlbKOCTi

OuiHa BHTPaTHHa

VIP

H

uenyp 3a
iK, 1110

Iltua10Tb
OAHoro
6' CKTa

KiJ1bK CTi
cy6'€KTi , 1110

IliÅ11aA IOTb
nin K)

npoue H

perymo aHH51

amviiHicny
BaHHR

peryJ110BaH
1151* (3a

piK),

rPHBeHb



2. 110T0HHHii
KOHTPOJ1b ga
cy6'€KTOM
rocnonap10BaHH51
, 1110 nepe6YBa€ y
C(bepi peryJ110BaHH51,

y TOMY MHCJ1i:

KayrepaJ1bHi

BHi3Hi

3. VliA1"0TOBKa,

gaTBePJVICHH% Ta

Oilpa1110BaHHA

OAHoro 0KpeMoro
arcra npo
nopY111eHH51

BHMOr
e J110BaHHH
4. Pea-ni3auiq OAHOFO

0KpeMoro pill_1eHH51

IIIOÅO nopymeHH51

5. OCKaP)1CHHS1

OAHoro 0KpeMoro
pimeHH51 cy6'€KTaMH

rocnona I-OBaHHS1

6. Flinr0TOBKa
3BiTHOCTi 3a
pe3YJ1b•raTaMH

er J110BaHHA
7. IH111i
aÅMiHic•rpaTHBHi

npouenypu
(YTOHHHTH):

Pa30M ga piK

CYMapH0 3a 5 POKiB

0



https://moz.gov.ua/uk/news/povidomlennya-pro-oprilyudnennya-proyektu-postanovi-kabinetu-ministriv-
ukrayini-deyaki-pitannya-vedennya-ta-funkcionuvannya-derzhavnih-reyestriv-u-sferi-likarskih-zasobiv


