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Державна регуляторна служба 

України 

Про проєкт акта  

Міністерство охорони здоров’я України опрацювало рішення Державної 

регуляторної служби від 20 листопада 2024 року № 453 щодо відмови в погодженні 

проєкту постанови Кабінету Міністрів України «Деякі питання ведення та 

функціонування державних реєстрів у сфері лікарських засобів» (далі – проєкт 

акта), надісланого листом Міністерства охорони здоров’я України від 18 жовтня 

2024 року № 28/39853/2-24 та надсилає доопрацьований проєкт акта для 

проведення оцінки регуляторного впливу.  
Додатково повідомляємо, що проєкт акта розроблено на виконання положень 

Закону України від 28 липня 2022 року № 2469 «Про лікарські засоби» (далі – Закон 

№ 2469) та Закону України від 16 липня 2024 року № 3860-IX «Про внесення змін 

до деяких законів України щодо паралельного імпорту лікарських засобів», а також 

з урахуванням вимог Закону України від 18 листопада 2021 року № 1907-IX «Про 

публічні електронні реєстри» (далі - Закон № 1907). 
Так, 28 липня 2022 року Верховною Радою України прийнято Закон № 2469. 

Відповідно до пункту 1 Розділу ХI. ПРИКІНЦЕВІ ПОЛОЖЕННЯ Закону № 2469 

набирає чинності з дня його опублікування та вводиться в дію через 30 місяців 

після завершення воєнного стану, введеного Указом Президента України «Про 

введення воєнного стану в Україні» від 24 лютого 2022 року № 64/2022, 

затвердженого Законом України «Про затвердження Указу Президента України 

«Про введення воєнного стану в Україні» від 24 лютого 2022 року № 2102-IX (крім 

окремих положень). 
Відповідно до пункту 2 Розділу ХI. ПРИКІНЦЕВІ ПОЛОЖЕННЯ Закону 

№ 2469 з дня введення в дію цього Закону визнається таким, що втратив чинність, 

зокрема, Закон України «Про лікарські засоби» (Відомості Верховної Ради 

України, 1996 року, № 22, ст. 86 із наступними змінами). 
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Таким чином, до дня введення в дію Закону № 2469 залишається чинним Закон 

України від 4 квітня 1996 року № 123/96-ВР «Про лікарські засоби» (далі - Закон 

№ 123/96-ВР). 
Частинами дев’ятою-десятою статті 9 Закону № 123/96-ВР передбачено, що 

рішенням про державну реєстрацію затверджуються методи контролю якості 

лікарського засобу, а також лікарському засобу присвоюється реєстраційний 

номер, який вноситься до Державного реєстру лікарських засобів України, та 

визначено перелік відомостей про лікарський засіб, які вносяться до Державного 

реєстру лікарських засобів України. 
Постановою Кабінету Міністрів України від 31 березня 2004 року № 411 

затверджено Положення про Державний реєстр лікарських засобів (далі - 
Положення про ДРЛЗ). Відповідно до пункту 5 Положення про ДРЛЗ порядок 

ведення Реєстру визначається МОЗ. 
16 липня 2024 року Верховною Радою України прийнято Закон України «Про 

внесення змін до деяких законів України щодо паралельного імпорту лікарських 

засобів» (далі - Закон № 3860-IX). 
Законом № 3860-IX внесено зміни, зокрема, до Закону № 2469 та визначено, 

що Порядок ведення Державного реєстру лікарських засобів, що паралельно 

ввозяться на територію України, та Порядок ведення Державного реєстру введених 

в обіг лікарських засобів, що ввозяться на територію України, затверджуються 

Кабінетом Міністрів України. Законом № 3860-ІХ також визначено, що Державний 

реєстр введених в обіг лікарських засобів, що ввозяться на територію України, та 

Державний реєстр лікарських засобів, що паралельно ввозяться на територію 

України, є функціональними складовими Державного реєстру лікарських засобів. 

Зазначені норми вводяться в дію з 1 січня 2025 року. 
Також Законом № 3860-ІХ внесено зміни до Закону № 2469 та визначено, що 

Порядок ведення Державного реєстру лікарських засобів затверджується 

Кабінетом Міністрів України. 
Таким чином, на виконання вимог зазначених законів розроблено проєкт акта, 

яким передбачено: 
1) затвердити: 
Порядок ведення Державного реєстру лікарських засобів; 
Порядок ведення Державного реєстру лікарських засобів, що паралельно 

ввозяться на територію України; 
Порядок ведення Державного реєстру введених в обіг лікарських засобів, що 

ввозяться на територію України; 
2) внести зміни до Положення про Державний реєстр лікарських засобів, 

затвердженого постановою Кабінету Міністрів України від 31 березня 2004 року 
№ 411, виклавши його в новій редакції. 
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Крім того, проєктом акта пропонується визнати таким, що втратили чинність 

проєкти постанов Кабінету Міністрів України згідно з переліком, що додається. 
Відповідно до пункту 5 проєкту акта, він набирає чинності з 1 січня 2025 року, 

крім, зокрема, абзацу другого пункту 1 (Порядок ведення Державного реєстру 

лікарських засобів), пункту 3 (визнання такими, що втратили чинність постанов 

Кабінету Міністрів України згідно з переліком, що додається, у тому числі 

постанови Кабінету Міністрів України від 31 березня 2004 року № 411 Про 

затвердження Положення про Державний реєстр лікарських засобів), які 

набирають чинності одночасно з введенням в дію Закону № 2469. 
Таким чином, до введення в дію Закону України № 2469 питання створення та 

ведення, а також зберігання та захисту Державного реєстру лікарських засобів 

регулюватимуться Положенням про державний реєстр лікарських засобів, 

викладеним у новій редакції проєктом акта, та Порядком ведення Державного 

реєстру лікарських засобів України, затвердженим наказом Міністерства охорони 

здоров'я України від 8 травня 2014 року № 314, зареєстрованим в Міністерстві 

юстиції України 11 липня 2014 року за № 799/25576. Після введення в дію Закону 

України № 2469 питання формування та ведення Державного реєстру лікарських 

засобів регулюватимуться Порядком ведення державного реєстру лікарських 

засобів, який пропонується затвердити відповідно до абзацу другого пункту 1 

проєкту акта. 
 
Додатки: 1. Проєкт акта на 32 арк. в 1 прим.; 
 2. Порівняльна таблиця на 15 арк в 1 прим.; 

3. Пояснювальна записка на 15 арк. в 1 прим.; 
 4. Інформаційно-довідкові матеріали на 33 арк. в 1 прим. 
 
 
Заступник Міністра з питань  
цифрового розвитку, цифрових  
трансформацій і цифровізації                                              Марія КАРЧЕВИЧ 
 
 
 
 
 
 
 
 
 
 
 
 
Дарія Братівник 253 33 31 
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IIPO€KT

KABIHET MIHICTPIB YKPAiHH

Bim

IIOCTAHOBA

2024 p.

KHiB

AeqKi nn-ral•-ll-lfl BeneHHf1 Ta (bYHKUiOHYBaHHH AepmaBHHX peccTpiB y
cd)epi JliKaPCbKHX3ac06iB

Binr10BiÅH0 AO 3aKOHYYKpaiHH Bill 16 JIU11Hfl 2024 p. N! 3860-IX
BHeceHHfl 3MiH AO memcvrx 3aKOHiB YKpaiHH LUOAO napaJ1eJ1bHoro iM110pTY

JliKaPCbKHX Ka6iHeT MiHicTpiB YKpaiHH n o c T a H o B Jl q e:

1. 3aTBePAHTHTaKi, 1110 AOAa}OTbCq:

IlopHÅOK Benem-l% ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB',
FlopHÅ0K Bemer-1HH ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0

BB03HTbC51 Ha rrepvnopi}0 YKpaiHvr,

Ilop51Å0K BeneHHH ÅepxaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB,
Luo BB03%TbCH Ha TepmopiK) YKpaiHH.

2. BHecTH 3MiHH AO IIOJIOHCHH% npo ÅepxaBHHÜ peecTp JliKaPCbKHX3ac06iB,
3anepnxeHoro 110CTaHOB0}0 Ka6iHeTYMiHicTpiB YKpaiHH BiA 3 1 6epe3H% 2004 p.
N! 411 BiCHHK YKpaiHH, 2004 p., Ng 13, CT. 897), BHKJ1aBUIH Moro B

pellaKL1ii, LILO AOAa€TbCH.

3. BH3HaTH rraKHMH, 1.110 BTpaTViJIH MHHHiCTb, 110CTaHOBH Ka6iHeTYMiHicTpiB
YKpaiHH 3riAH0 3 nepeniK0M, 1110 A0Åa€Tbc51.

4. YCTaHOBHTH, 11.10:

1) AO BBeAeHHA B ÅiK) 3aKOHYYKpaiHH Bin 28 JIHTIHA 2022 p. N! 2469
niKapcbKi IlopflAOK BeAeHHR ÅepxaBHoro peecTpy BBeaeHHX B 06ir
JliKaPCbKHX3ac06iB, I-uo BB0351TbC% Ha TepmopiK) YKpaiHH, 3aTBePJVKeHHüui€yo
110CTaHOBO}O, 110111HP}O€TbCH Ha JliKapcbKi 3ac06H, 1110 napaJ1eJ1bH0 BB03HTbCA Ha
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TepHTopi10 YKpaiHH JliqeH30BaHHMH napaJ1eJ1bHUMH iM110pTepaMH BiÅflOBiAHO AO
CTaTTi 78 Aboro 3aKOHY.Ao JliKaPCbKHX3ac06iB, BH3HaqeHHX 11YHKTarv1H 1 Ta 2

qaCTHHH nepmoi cmavri 73 3aK0HYYKpaiHH Bim28 JIH11Hfl 2022 p. N! 2469
JliKapcbKi 110P%AOKBeAeHHS1 ÅepxaBHoro peecTpy BBeAeHHX B 06ir
JliKaPCbKHX3ac06iB, 1110 Ha TepHTopiK) YKpaiHH, 3aTBePÅ)KeHHü ui€10
110CTaHOB010, 3aCTOCOBY€TbC% 3 MOMeHTY BBeneHHS1 B Ai10Uboro 3aKOHy;

2) AepxaBHHü peecTp JliKaPCbKHX3ac06iB, 1110 napa.neJ1bH0 BB03HTbC% Ha
TepHTOPiK) YKpaiHH, Ta ÅepxaBHHä peecTp BBeÅeHHX B 06ir JliKaPCbKHX3ac06iB,
1110 BB03%TbCH Ha TepwropiK) YKpaiHH, 1101-1HHaK)Tb (l)YHKUiOHYBaTH Ilicnq BBemeHH51

ix B eycc11J1yaTaui}0 MiHiCTepcTBOMOXOPOHH 3Åop0B'w,

3) AO CTBOPeHHA I-leHTpaJ1bHOro opraHY BHKOHaBt10i BJ1aAH i3 cneuiaJ1bHHM
CTaTYCOM, 1.110 peani3ye AepxaBHY noniTHKYy C(bepi CTBOPeHHA, Aonycycy Ha PHHOK,

KOHTPOJIK) HKOCTi, 6e3neKH Ta ed)eKTHBHOCTi JliKaPCbKHX3ac06iB, BH3HaqeHoro

3aKOHOM YKpaiHH Bim 28 2022 p. N! 2469 JliKapcbKi

HOBHOBaxeHHA opraHY mepxaBHoro KOHTPOJIEO, BH3HaqeHi IIOP51AKOMBeAeHHA
AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0 BB03flTbCR Ha
rrepmrropi}0 YKpaiHH, eraIIOPAÅKOMBezxeHHA AepxaBHoro peecTpy BBemeHHX B 06ir
JliKaPCbKHX3ac06iB, Luo Ha TepvnopiK) YKpaiHH, 3aTBepnxeHHMH ui€10
ITOCTaHOBOK), 110Knana10TbCfl Ha ÅepxaBHY CJIY)K6y 3 JliKaPCbKHX3ac06iB Ta

KOHTPOJI}0 3a HaPKOTHKaMu•,

4) no BBeneHHA AepxaBHoro peecTpyJliKaPCbKUX3ac06iB, 1.40 napaJ1eJ1bH0
BB03flTbC51 Ha TepHTopiK) YKpaiHH, i AepxaBHoro peecTpy BBezxeHHX B 06ir
JliKaPCbKHX3ac06iB, 1110 BB03flTbC51 Ha TepvnopiK) YKpaiHH, B eKcnnyaTauiR):

11-1040 JliKaPCbKHX3ac06iB, 1110 napaJ1eJ1bH0 BB03%TbCH Ha
prepvrropiE0 YKpaiHH, BKJnoqafOt1H BiAOMOCTi 11-10110 A03BOJ1iB Ha mapaneJ1bHHü

iM110pT JliKaPCbKHX3ac06iB Ta I-UOÅO BBemeHHA B 06ir JliKaPCbKHX3ac06iB, 11-10

BB03%TbCH Ha erepmopiK) YKpaiHH uineä napaJ1eJ1bHoro iM110pTY (majli -

iH(bopMauifl), BexxeTbCfl B eneKTPOHHiü(l)0PMi Ta P03MiLUY€TbC%Ha Be6-
caiTi ÅepxaBH0i CJTPK6H3 JliKaPCbKHX3ac06iB Ta KOHTPOJIIO 3a HaPKOTHKaMH
www.dls.gov.ua y ninp03AiJ1i 3a (bopM010 3riÅH0 3 AOÅaTKOM•,

AJIR BKJuoqeHHA AO iH(bopMauii BiÅOMocrreäII-IOAO BBeÅeHHA B 06ir JliKaPCbKHX
3ac06iB, 1110 BB03%TbCfl Ha YKpaiHH AJ151 uiJ1eü napaneJ1bHoro iMI-10pTY,
cy6'CKTH roc110ÅapoBaHH%, 11-10 OTPHMQIIH Å03BiJ1 Ha napaJ1eJ1bHHä iMI-10pT

JliKaPCbKHX3ac06iB, 110AaK)Tb AO AepxaBH0i CJIY)K6H 3 JliKaPCbKHX3ac06iB Ta
KOHTPOJUO 3a HaPKOTHKaMH iH(bopMauiäHe rlOBiAOMJ1eHHRy ÅOBiJ1bHiä(l)0PMi i3
3a3HaqeHH%M BiAOMocrreü, BU3HaqeHHX IIYHKTOM 14 Ilop51AKY Bemel-1H51
AepxaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, 140 BB0351TbC}1 Ha
TepHTopiK) YKpaiHH, 3aTBepA)KeHoro ui€10 110CTaHOBO}O. AaHi, 3UHaqeHi B
iHd)0PMauiäHOMY rlOBiÅOMRHHi, BHOCATbC% AepxaBH0K) 3 JliKaPCbKHX
3ac06iB Ta KOHTPOJIK) 3a HaPKOTHKaMH AO iH(bopMauii npoTqroM TPb0X p060qnx
AHiB 3 A1-IA ix nonaHHw,



3

3 IliATBePÅ)KeHHR npHäH51TTfl pi111eHHH npo BHÅaqy Å03BOJIY I-la

napa.neJ1bHHM iM110pT JliKapcbKoro 3ac06y, 1110 BB03HTbCfl Ha Tepurropi}0 YKpaiHH
AJ151 1-linei napaJ1eJ1bHoro iM110pTY, AepxaBH0K) CJIY)K60ro 3 JliKaPCbKHX3ac06iB Ta

KOHTPOJHO 3a HaPKOTHKaMH cy6'€KTY roc110ÅapY0BaHHfl, 1110 OTPHMaB A03BiJ1 Ha
napaJ1eJ1bHHü iM110pT JliKapcbKoro 3ac06y, Hana€TbC% 3aBipeHa B YCTaHOBJ1eHOMY
nop51ÅKY KOTIiq HaKa3Y npo BHAaqy A03BOJIY Ha napaJ1eJ1bHViü iM110pT JliKapcbKoro
3ac06y.

5. LIAnocmaHOBa Ha6mpae LIHHHOCTi 3 1 ciHHfl 2025 p., KPiM:
a63auy npyroro IIYHKTY 1, IIYHKTY 3 ui€i 110CTaHOBH, a63auy Apyroro IIYHKTY

15 Ilopqmcy BeneHHA AepxaBHoro peecTpy BBeAeHHX B 06ir JliKaPCbKHX3ac06iB,
1.110 BB0351TbC% Ha TepmopiK) YKpaiHH, 3aTBepA)KeHoro uiero TIOCTaHOBO}O, 51Ki

Ha6upaK)Tb HHHHOCTi OAHO%CHO 3 BBeneHHHM B Aiyo 3aKOHYYKpaiHH Bin 28 JIHI-IH%

2022 p. N! 2469 JliKapcbKi 3ac06H>Y,

IIYHKTY 14 AOAaTKY npo AepxaBHHM peecTp JliKaPCbKUX
3ac06iB, 3aTBepnxeHoro 110CTaHOBOÆ0Ka6iHeTYMiHicTpiB YKpaiHH Bin 31 6epe3H51

2004 p. N! 41 1, Ha6upae HHHHOCTi OAHOqaCHO 3 BBeneHH%M B AiK) 3aKOHY
YKpaiHH Bim 21 cep11HA 2024 POKY N! 3910-IX BHeceHH% 3MiH AO 3aKOHY
YKpaiHH JliKapcbKi 3ac06u» 1110A0 MaPKYBaHH% JliKaPCbKMX

npeM'cp-MiHicTp YKpaiHH A. 111MnrAJ1b



3ATBEPÅ)KEHO
rlOCTaHOBOÆO Ka6iHeTYMiHicTpiB YKpaiHH

BiÅ

110JIO)KEHH51

npo AepxaBHHä peecTp JliKaPCbKHX3ac06iB

2024 p. N!

1. Lle IIOJIO>ICHHSI BH3Haqae nop51A0K CTBopeHH51 Ta BeneHHA AepxaBHoro
peecTpy JliKaPCbKHX3ac06iB (Aajli — PeecTp).

2. Y UbOMY IlonoxeHHi rrepMiHH B TaKOMY 3HaqeHHi:

KopucTYBaq TIPHKJ1aAHoro nporpaMHoro iHTep(beäcy PeecTpy (API) — 6YÅb-mca
oc06a, A1-ca Mae aBTOMaTH30BaHHü Zlocmyn AO BiÅOMOCTeV1PeecTpy 3 BHKOPHCTaHHHM
11PHKJ1aAHoro 11porpaMHoro iHTep(beücy PeecTpy (API);

KOPHCTYBaq PeecTpy — (l)i3HLIHa a60 }OPHÅHHHa oc06a, IKa KOPHCTy€TbC%

pe€CTPOBOK) iH(bopMauieyo y nopflAKY 3araJ1bHoro AocTyny, cneuiaJ1bHoro nocTY11Y
Ta/a60 eneKTPOHHOiiH(bopMauiüH0i B3a€M0Åii Mix ny6J1iHHHMH eneKTPOHHHMU
pe€cTpaMH',

eneKTPOHHHä iHTep(beüc PeecTpy,ny6J1iHHHü Peecny
p03Mi1ueHHVi Ha Be6caMTi www.drlz.com.ua, Aac MO)KJIHBiCTb BiJ1bHO,

6e30nnaTH0 Ta 6e3 3aCTOCYBaHHR 3ac06iB eneKTPOHHOi OTPHMYBaTH
pe€cTpoBY iH(bopMaui10 PeecTpy BiÅ110BiÅHO AO 3aKOHYYKpaiHH JliKapcbKi

Ta Ilboro HOJIOHCHHY,
cneuiaJ1i30BaHHü KopucTYBaq PeecTpy — KOPHCTYBaq PeecTpy, OTPHMY€

cneuiaJ1bHHä nocTY11 no PeecTpy 3a pe3YJ1bTaTOM 3a Aor10Moroyo

MH YAOCKOHaJ1eHoro eneKTPOHHOro IliÅrmcy.
IH111i TePMiHH y 3HaqeHHi, HaBemeHOMY B 3aKOHax YKpaiHH

JliKapcbKi 3aKOHax YKpaiHH 3axvrcT

nepCOHaJ1bHHX 3aXHCT B

CHCTeMax», ny6J1iHHi eneKTPOHHipeecnu» Ta IlOJIO)KeHHi npo iHTerpoBaHY

cucTeMY eJ1eKTPOHHOi 3aTBepnxeHOMY 110CTaHOB010 Ka6iHeTY
MiHicTpiB YKpaiHH Bim3 JIHCTonana 2023 p. N! 1150 BiCHHK YKpaiHH,
2023 p., N! 101, CT. 6026).

3. PeecTp CTBOPK)€TbCH i (l)YHKL1i0HY€ AK €AHHa AepxaBHa iH(bopMauiüHa
CHCTeMa, LAO MiCTHTb BiÅOMOCTinpo 3ape€cTpoBaHi B YCTaHOBJ1eHOMY nop51ÅKY
JliKapcbKi 3ac06H, BiAOMOCTi npo BCi 3MiHH AO MaTepiaJ1iB peecTpauiäHoro AOCb€
JliKapcbKHX 3ac06iB, a rraKO)K 3a6e3neqy€ 36ip, HaK011HqeHHH, 06p06KY, 06J1iK, 3axHCT
Ta HanaHHR iH(bopMauii npo TaKi JliKapcbKi 3ac06H.

(DYHKUiOHaJ1bHHMH CKJ1aAOBHMH PeecTpy e AepxaBHHü peecTp BBeAeHHX B 06ir
JliKaPCbKHX3ac06iB, 1110 BB03HTbCA Ha TepHTopiÆ0 YKpaiHH, Ta ÅepxaBHHü peecTp
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JliKaPCbKHX3ac06iB, Luo napaneJ1bH0 BB0351TbC51 Ha Tepmopiyo YKpaiHH, 51Ki

AK 0KpeMi CHCTeMH.

4. M03 3a6e3neqye BiAKPHTHViTa 6e3011J1aTHHVi mocTY11 AO pe€cTpoB0i
iH(boprqauii PeecTpy 111J151XOM •fi P03MiLUeHHHHa ny6J1it1H0MY iHTep(beüci PeecTpy.

5. BJ1aCHHKOM Ta AepxameneM PeecTpy, y TOMY HHCJ1i Moro nporpaMH0-
TeXHiMHHX 3ac06iB, e nepxaBa B oc06i M03.

PeecTp 3aKpir1J1i0€TbCA 3a AepxaBHHM Ilianpu€McTB0M

eKcnePTHHÜLleHTP MiHicTepcTBa OXOPOHH 3mop0B'51 1110 Hane)KHTb AO
cd)epu ynpaBJ1iHH% M03, Ha npaBi roc110AapcbKoro BiAaHHH.

6. AAMiHicTpaTopoM PeecTpy e nepxaBHe rlinnpu€McTB0
eKcnepTHHM geHTP MiHicTepcTBa OXOPOHH 3Åop0B'%

7. CTBOPIOBaqaMH rra ny6J1iHHHMH peecTpaTopaMH PeecTpy e npauiBHHKH
aAMiHicTpaTopa Pe€cTpy, Y110BH0BaxeHiHa BHeceHH% BiÅOMocrreüAO PeecTpy, 3MiH

AO HUX Ta BHKJIYOqeHHH BiAOMOCTeü3 PeecTpy (mani — Y110BHOBnceHinpaUiBHUKH
aÅMiHicTpaTopa PeecTpy).

IlpaBa Ta 060B'%3KH CTBOP}0BaqiB Ta ny6J1iqHHx peecTpaTopiB PeecTpy
BH3Haqa}OTbC51 3aKOHOM YKpaiHH ny6J1iHHi eneKTPOHHi LIHM
IlonoxeHH%M Ta IIOP%ÅKOM BemeHH51 PeecTpy, 3aTBepnxeHHM M03.

8. 06'€KTOM PeecTpy € iH(bopMaui51 npo JliKapcbKi 3ac06H, 3apeecTpoBaHi
(nepepeecTpoBaHi) M03 y BCTaHOBJ1eHOMY nop51AKY, A03BOJ1eHi BHP06HHUTBai
3aCTOCYBaHHfl B MeAHHHiänpaKTHL1i.

06'€KTiB Peecny 3AiMCHIO€TbCR3a AOIIOMOI'OYO H0Mepy
peecTpauiVmoro nocBimqeHHH (peecTpauii) JliKapcbKoro 3ac06y.

9. PeecTp Ta ny6J1iHHHä iHTep(beüc PeecTpy BenyTbCH MOBOIO B

eneKTPOHHiü(l)0PMi i3 3a6e3neqeHH}1M AOTPHMaHHH BHMOr ACTY EN 301 549:2022
(EN 301 549 V 3.2.1 (2021-03), IDT) TexH0J10rii. BHMOI"H 140Å0
nocTY11HocTinpoAYKTiB Ta nocnyr IKT» rliÅ yac CTBOPeHHfl, M0AepHi3auii,P03BHTKY,
aÅMiHiCTPYBaHHHi 3a6e3neqeHH%(l)YHKUiOHYBaHHH PeecTpy.

10. OYHKUiOHaJ1bHiMOWIHBOCTi Pe€cTpy 3a6e3net1Y10Tb'.
aBTOMaTH30BaHY Aiü KopucTYBaqiB y PeecTpi, ix MOHiTOPHHr;
3axmcT iH(boprvrauii B PeecTpi, y TOMY HHCJ1i Bill 3HHIUeHHH, 6JIOKYBaHH51,

nopymeHHAuinicHocTi Ta pe)KHMY AocTyny AO iH(bopMauii•,
cneuiaJ1i30BaHmx KopucTYBaqiB PeecTpy•,

aBTOMaTH30BaHHä AocTyn KOPHCTYBaqiB AO PeecTpy 3a Aor10M01"0K)

11PHKnaAHOFO nporpaMHoro iHTep(beäcy PeecTpy (API);
P03rvre)KYBaHH51 Ta KOHTPOJ1b ÅocTY11Y no naHHX PeecTpy 3riAH0 3 npaBaMH

nocTyny KopucTYBaqiB•,
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36epexeHHH, aBTOMaTHt--1He pe3epBYBaHHA i BiAHOW1eHHS1peecTpoBHx Aar-IHX Ta

pe€cTpoB0i iH(bopMauii•,
aBTOMaTH3aUiE0KOHTPOJI}0 03HaK KOPeKTHOCTiTa IIOBHOTH iH(boprqauii, Luo

BHOCHTbCR no PeecTpy•,

BHKOPHCTaHH% CJIOBHHKiB, AOBiAHHKiB, CTaHAapTiB Ta Kpaluux
npaKTHK CTPYKTYPYBaHH51 BiÅOMocrreü, BHeceHHX AO PeecTpy, Ta 3a6e3neqeHHA

ed)eKTHBHOFO 06P06J1eHH%iH(bopMauii•,
MO)KJIHBiCTb aBTOMaTH30BaHOi iH(bopMauiMH0i B3a€M0Aii 3 iH111HMH

Aep>KaBHHMH eneKTPOHHHMH pecypcaMH, BOJIOÅiJ1bUflMH
iH4)opMauii y HKHX € mepxaBHi opraHH a60 opraHH MicueBoro caMOBPflAYBaHH%, 3

MeT01-O BUKOPHCTaHH% y p060Ti PeecTpy aKTyaJ1bH0i i AOCTOBiPH0iiH(bopMauii•,
aHaJ1iTHHHe Ta CTaTHCTHHHe 06P06neHH51iH(bopMauii PeecTpy;
060B'%3KOBe npaBOBOJIOÅiJ1bUA I-IPO 3ar1HTH 6YÅb-%KHXoci6

LI.IOÅO iH(bopMauii npo Hboro Ta Hanem-li MOMY npaB0Bi Ta iH111i cneuiaJ1bHi CTaTYCH,
HKa MiCTHTbC% B Pe€cTpi, a rraKO)K npo 36HPaHHR, 06P06J1eHHH, BHeceHH51 TaK0i
iH(bopMauii AO PeecTpy, Ti 3MiHYTa BHKmoqeHH51 y BH11aAKax, BH3HaqeHHX 3aKOHOM.

1 1. nxepenarv1H PeecTpy € eneKTPOHHiAOKYMeHTV1, CTBopeHi
yr10BHOBaxeHHMH npauiBHHKaMH aAMiHicTpaTopa Pe€cTpy peecTpauii
iH(bopMauii rlP0 06'€KT PeecTpy.

12. Ao PeecTpy BHOCflTbCS1 BiAOMOCTi, BH3HaqeHi AOAaTKOM no uboro
IlOJ10xeHHfl.

IliA qac BeneHHA Peecmpy AOKYMeHTH, BiÅ110BiÅH0 AO 3aKOHYYKpaiHH
ny6J1iqHi eneKTPOHHi BHAakOTbC% rmpaBOBOJIOÅiJ1b1-1%M 3 Merroyo ix (l)i3HHH0i
Ta/a60 EOPHAHHHOi 3acBimqeHH% ix npaBOBHX, MaMHOBHX Ta if-III-IMX

cneuiaJ1bHux CTaTyciB, peqeä i npaB Ha HUX Ta Ha iH111i 06'€KTH ny6J1iHHnx

eneKTPOHHHX pe€cTpiB, He CTBOPYOK)TbC51.

13. npo 06'€KTH Pe€cTpy BHOCHTbC51 no HbOFO YllOBHOBaxeHHMH
npaUiBHHKaMH aAMiHicTpaTopa PeecTpy LIIJI%XOM (l)iKcauii BiÅOMOCTeü, HKi

BiÅr10BiÅH0 AO Ilboro 110JIO)KeHHA HanexaTb no peecTp0Bux maHHX PeecTpy.
BHeceHH51 BiAOMocrreÜAO PeecTpy, 3MiH AO HUX Ta BHKJT1-oqeHH51 BiA0Mocrreü3

Pe€cTpy 3ÅiüCH}O€TbC51yr10BHOBaxeHHMH 11PaUiBHHKaMHaÅMiHicTpaTopaPeecTpy Ha
niacrraBi BiA110BiAHoro HaycagyM03 npoTW0M n' p060HHX AHiB 3 marrnTIPHÄHATTSI
TaKoro HaKa3Y.

14. EneKTPOHHaiH(bopMauiüHa B3a€M0Ai51 PeecTpy 3 iH111HMH nepxaBHHMH
eneKTPOHHHMH iHd)OPMaUiüHHMH pecypcaMH 3AiüCHEO€TbCfl 3ac06aMH CHCTeMH
eneKTPOHHOiB3a€M0Aii nepxaBHHX eneKTPOHHHX pecypciB
<<TpeM6iTa».

Y pa3i BiACYTHOCTiTexHiHH0i MO)KJIHBOCTi nepenaqi naHHX 3 BHKOPHCTaHHflM
CHCTeMH eneKTPOHHOiB3a€MOÅiiAepxaBHHX eneKTPOHHHX pecypciB
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eneKTPOHHa iH(bopMauiüHa B3a€M0Aiq cy6'€KTiB eneKTPOHHOiB3a€M0Aii
3Åiäcmo€TbCR 3 BHKOPHCTaHHAM iH111HX CHCTeM i3

AOTPHMaHHRM BHMOr mono 3axHCTY iH(bopMauii BiA110BiÅH0no cTarri 8 3aKOHY
YKpaiHH 3axHCT iH(bopMauii B iH(bOPMaUiüHO-KOMYHiKaUiäHHXCMCTeMax».

06cqr Ta cTpyKTypa AaHHX, AKHMH cy6'€KTH eneKTPOHHOi
iH(bopMauiüH0i B3a€M0Aii qepe3 nporpaMHi iHTep(beücu eneKTPOHHHX

pecypciB (cepBicu), BH3Haqa}OTbCA noroBopaMH npo iH(bopMauiviHY
B3a€MOÅiyo, YKJ1aÅeHHMH BiA110BiAH0 40 Flop%AKY eneKTPOHHOi(TexHiHH0i Ta

iH(bopMauiMH0i) B3a€M0Åii, 3aTBepÅxeHoro Ka6iHeTY MiHicTpiB

YKpaiHH Bin 8 BepecH51 2016 POKY N! 606 BiCHHK YKpaiHH, 2016 p., N!
73, CT. 2455; 2023 p., N! 11, CT. 721).

15. 3a6e3neqeHH51 noceryrry AO PeecTpy cneuiaJ1i30BaHHM KopucTYBaqaM
aÅMiHicTpaTopoMPe€cTpy Ha IlincrraBi:

p03110pqnqoro AOKYMeHTa KepiBHHKa aAMiHicTpaTopa PeecTpy a60 oc06H, Alca

Moro 3aMi1uye, II-IOAO yr10BHOBaxeHH51 aAMiHicTpaTopiB iH(bopMauiüH0-

KOMYHiKaUiiHOiCHCTeMW,

3a%BH npo OTPHMaHH% nocTyny AO PeecTpy i3 3a3HaqeHH51M

maHHX cneuiaJ1i30BaHoroKopucTYBaqa, nonaH0i 3a BCTaHOBneH010 aÅMiHicTpaTopoM

PeecTpy (bOPMOK).

16. ÅocTyn no PeecTpy KopucTYBaqaM 111)HKJ1aAHoro nporpaMHoro iHTep(beMcy

PeecTpy (API) Y-1aAa€Tbc51 3a npo OTPHMaHH% nocTY11Y AO PeecTpy 3

BUKOPHCTaHH51M npHKJ1aAHoro nporpaMHoro iHTep(beücy PeecTpy (API).

17. PeecTpoBa iH(bopMaui51 PeecTpy Hana€TbC51 6e30nnaTH0 y (l)0PMi BHTqriB 3

PeecTpy 3a 3a51BOK) (bi3HHH0i a60 iopHAHHH0i oc06H.

18. Ilop%Å0K BeneHH% PeecTpy gaTBepA)Ky€Tbcq M03.

19. AÅMiHicTpaTop PeecTpy 3a6e3neqy€:
BHeceHHR BiÅOMOCTeV1no PeecTpy, 3MiH AO HHX Ta BHKJIK)qe1--1HR BiAOMOCTeä3

Pe€cTpy;
IliATpHMKY ny6J1iHHoro iHTep(beücy PeecTpy 3 MeT0}0 BiJ1bHOFO Ta

6e3011J1aTHoro Aocmyny AO BiÅOMOCTeM PeecTpy 111JIHXOM iH(bopMauii
3 PeecTpy 3riÅH0 3 AOAaTKOM•,

3axHCT ny6J1iHHoro iHTep(beücy Pe€cTpy 3a monorvrororo opraHi3auiüHvrx Ta
-rexHiqHHX 3ac06iB;

36epexeHHA Ta 3aXHCT naHHX PeecTpy BiÅ110BiAH0AO BHMOr 3aKOHOAaBCTBanpo
3axHCT iH(bopMauii B CHCTerqax•,

OllPHJIK)J.1HeHHR ny6J1iHH0i iH(bopMauii PeecTpy y (l)0PMi BiAKPHTHXmaHHX y
nopHAKY, BCTaHOBJ1eHOMY 3aKOHOAaBCTBOM.;
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3AiMCHeHH%iHLLIHX (l)YHKuiM, nepen6aqeHux 3aKOHOM YKpaiHH ny6J1iHHi
eneKTPOHHipe€cTpn».

20. 3aXHCT peecTpoB0i iH(boprvrauii 3AiüCH}O€TbC513riAH0 3 BVfMorarv1H 3aKOHiB
YKpaiHH 3aXHCT iH(bopMauii B CHCTeMax»,

ny6J1iHHi ej1eKTPOHHi

Binr10BiAHocTi CHCTeMH ynpaBJ1iHHH PH3HKaMH PeecTpy Ta

cy6'€KTiB iH(bopMauiMH0i B3a€M0Aii npo nopylllem-lfl uiJ1icHocTi
peecTpoB0i iH(bopMauii BiA110BiÅHOAO 3aKOHiB YKpaiHH 3axHCT
iH(boprv1auii B cvrcrreMax», 3axmcT
nepCOHaJ1bHHX

AepxaTeJ1b Ta aAMiHicmpaTop PeecTpy 3a6e3neHYY0Tb3ÅiMCHeHH51KOMf1J1eKCY
nporpaMHmx, TeXHOJIOriHHHX rra opraHi3auiMHux 3axoniB 11-1040 3axucTY BiAOMocrreü,

B PeecTpi, Bin HecaHKUiOHOBaHOro mocTyny.
3aXHCT BiAOMOCTe1.i y PeecTpi 3a6e3neqy€Tbcfl LIIJI%XOM CTBOPeHHA

KOM11J1eKCHOi CHCTerv1H 3axmcTY iH(bopMauii 3 IliATBepnxeH0f0 BiA110BiAHicno.
Y pa3i HUIBHOCTi BiÅfl0BiAH0i TeXHiHHOi MO)KJIHBOCTi aAMiHicTpaTop Pe€cTpy

3a 40110Moroyo 3ac06iB Peecny 3ÅiMCHK)€ 060B 'H3KOBe iH(bopMYBaHH51
npaBOBOJIOÅiJ1bUiB npo 3ar1HTH 6YAb-flKHXoci6 111040 iH(bopMauii I-IPO HHX, 1110
MiCTHTbCA B PeecTpi, a TaKO)K npo 36HPaHHA, 06P06RHHA, BHeceHH% TaK0i iH(bopMauii
AO PeecTpy, Ti 3MiHYTa BHAaJ1eHHA He Ili3Hime HacTY11Horo 3 OTPHMaHH%
TaKHX 3ar1HTiB 3AiäCHeHHH3a3HaqeHux Aii.

21. ØYHKUiOHYBaHHATa P03BHTOK PeecTpy, y TOMY HUCJ1i CTBOPeHHA Moro
nporpaMH0-TexHiHHvrx 3ac06iB, 3AiMCHIO€TbC%3a paxyH0K KOILITiB AepxaBHoro
6E0A)KeTY, Mi)KHap0AH0i TeXHiHHOi Ta/a60110Bop0TH0i a60 6e3r10BopoTH0i (l)iHaHcoB0i
nor10MorH Mi)KHaPOÅHHX opraHi3auiM Ta iHLHHX mxepen, He 3a60POHeHHX
3aKOHOÅaBCTBOM.

22. IH(bopMauiH npo 06'€KTH PeecTpy, 51Ka CTBopeHa 3 naTH noqaTKY Moro
(l)YHKUiOHYBaHHA (BBeneHH% B AiÆ0), € 3 MOMeHTY Ti BHeceHHA no PeecTpy.



ÅonaTOK
no IlonoxeHH51

HEPEJIIK
BiAOM0CTeä, Luo BHOCRTbC51 AO AepxaBHoro

peecTpy JliKaPCbKHX3ac06iB

1. Ha3Ba JliKapcbKoro 3ac06y (TOPrOBeJ1bHa Ha3Ba, Mi)KHaPOÅHa HenaTeHTOBaHa
Ha3Ba).

2. HaMMeHYBaHH% BHP06HHKa, Moro MiCUe3HaxonxeHHH Ta

Moro BHP06HHHHX110TY)KHocrreü.

3. H0Mep, maTa BHAaqi Ta CTPOK Aii peecTpauiMHoro 110CBinqeHHfl (peecnauii)
JliKapcbKoro 3ac06y.

4. HaiMeHYBaHHH 3MBHHKa (BJ1aCHHKa pe€cTpauiäHoro nocBinqeHHfl (peecTpauii))
JliKapcbKoro 3ac06y, Moro MiCUe3HaxonxeHH% Ta ampecy npoBanxeHH% AiSIJ1bHOCTi.

5. CHHOHiMH, xiMiLIHa Ha3Ba, TIOBHUM CKJ1aA Jliycapcbl€oro 3ac06y.

6. Ain, (bapMaK0TepaneBTHt1Ha rpyna JliKapcbKoro 3ac06y.

7. 110Ka3am-1%, TIPOTmr10KæaHHH, 3an06i)KHi 3aXOAH, B3a€M0Ai513 iH111HMH

JliKaPCbKHMH3ac06aMH.

8. Cnoc06H 3aCTOCYBaHHfl, A03a Ailoqoi pet10BHHH B KO>KHiM OÅHHHUiTa KiJ1bKiCTb

OAHHHUb B ynaKOBL(i.

9. 1106it1Ha miq, (l)0PMa BHHYCKY, YMOBH 36epiraHHfl, CTPOK npunaTHOCTi, YMOBH
BimnycKY Ta iH(bopMauiq mono peKnaMYBaHH51 JliKaPCbKoro3ac06y.

10. IHCTPYKUiS1AJ151 MeAHt1HOEO 3aCTOCYBaHH51JliKaPCbKOro3ac06y.

11. npo HU10KHiCTb JliKapcbKoro 3ac06y no JliKaPCbKHX3ac06iB, flKi
MOXYTb nepe6YBaTH B 06iry Ha TepHTopii YKpaiHH BHKJHOMHO 3 6e3011J1aTHoro

nocTaqaHH51 cTpyKTypHHM Ilinp03AinaM 3 IIHTaHb OXOPOHH 3nop0B'fl 06naCHHX,
KHiBcbK0i Ta CeBaCTor10J1bCbKOi MiCbKHX AepxaÅMiHicTpaL1iä a60 cy6'€KTaM
rocr10AapK)BaHH51, RKi MEUOTb JliueH3i10 Ha 11POBanxeHH}1 roc110ÅapcbK0i AiW1bHOCTi 3
MenuqH0i npaKTHKH, 3a pe3YJ1bTaTaMH 3aKY11iBeJ1b3a KOIHTH meprcaBHoro 610Å)KeTY,

3ÅiäCHeHHX OC060K), YllOBHOBaxeH010 Ha 3AiüCHeHH% 3aKY11iBeJ1by cd)epi OXOPOHH
3AOPOB'51, AJ151 BHKOHaHH51 nporpaM Ta 3ÅiMCHeHHflLleHTpaJ1i30BaHHX '3ax0AiB3 OXOPOHH
3AOPOB'fl, AKIIIO TaKHM JliKaPCbKVIM3aci6 3aycyr10By€TbC51 YllOBHOBa)KeHOK) Ha
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3AiüCHeHHH 3aKY11iBeJ1by cd)epi OXOPOHH 3Aop0B'%, i3 MaPKYBaHHflM, if-lcTpYK11ieo I-IPO
3aCTOCYBaHH% Ta KOPOTKO}O xapaKTepHCTHKOY0 JliKaPCbKOro3ac06y, BHKJ1ameHHMH
MOBChO opuriHaJIY (MOBOK), BiAMiHH010BiA AepxaBH0i).

12. AaHi LUOÅO peecTpauii JliKapcbKoro 3ac06y B CnonyqeHmx 111TaTax AMePHKH,
ILIBeMuapcbKiü K0H(benepauii, hi10Hii, ABcTpaJ1ii, KaHaAi, a TaKO)K mepxaBax - qne}-lax

€BponeäcbKoro C0k03Y, AKLUO rraKHü JliKaPCbKHM3aci6 npoü1110B nepxaBHY peecTpauif0
AK JliKaPCbKUM3aci6, 3ape€cTp0BaHHM KOMneTeHTHHM opraH0M CnonyqeHux
I-LITaTiB AMepHKH, ILIBeüuapcbK0i K0H(bemepauii, fi10Hii, ABcTpaJ1ii, KaHaAH,
JliKaPCbKHä3aci6, Luo 3a npouenyp0}0 3apeecTp0BaHvrü
KOMnerreHTHHM opraH0M €BponeÜcbKoro C0}03Y, Ta 3aCTOCOBy€TbC51 Ha Tepmopii
3a3HaqeHmx KpaiH mepxaB - qneHiB €BponeMcbKoro C0}03Y, y TOM)' MHCJ1i HUBH
KpaiHH pe€cTpauii, opraHY pe€cTpauii Ta maTa peecTpauii.

13. AaHi 1110110 nonepeÅHb0i pe€cTpauii, rmepepeecTpauii qu CKacyBaHH% pe€cTpauii
JliKapcbKoro 3ac06y, THMqaCOBOro 3ynv•1HeHHH Aii pe€cTpauiüHoro 110CBinqeHH51 Ha
JliKaPCbKHM3aci6.

14. IHd)opMauiH LUOAO 110HomeHHfl Aii peecTpauiäHoro nocBimqeHH% Ha JliKaPCbKHä
3aci6.

15. CTOCOBHO pe3YJ1bTaTiB AOKJ1iHiHHOro BHBqeHHH Ta KJ1iHiHHHX

BHf1P06YBaHbJliKaPCbKUX3ac06iB (3BiTH npo AOKJ1iHit1HiAOCJ1imxeHHHTa 3BiTiB TIPO
KJ1iHiLIHi BVff1P06YBaHHH, CKJ1meHVfX 3a d)0PM0f0, BCTaHOBneHO}O M03), HKi e



3ATBEPÅ)KEHO
110CTaHOB010Ka6iHeTYMiHicTpiB YKpaiHH

Bia 2024 p. N!

IIOPHAOKBeAeHHf1 AepmaBHoro peccTpy JliKaPCbKHX3ac06iB

3araJ1bHi nonomeH1-1f1

1. I-lei Ilop51Å0K BH3Haqa€ npouemypy (l)0PMYBaHHH rra BeAeHH51 ÅepxaBHoro
peccTpy JliKaPCbKHX3ac06iB (AUTi — PeecTp), MexaHi3M BHeceHH% BiAOMOCTeü AO

PeecTpy npo 3ape€cTpoBaHi B YCTaHOBJ1eHOMY nopAAKY JliKapcbKi 3ac06H Ta npo BCi

3MiHH AO MaTepiaJ1iB peecTpauiüHoro AOCb€ JliKaPCbKHX3ac06iB, a TaKO>K

BHKmoqeHH51 iH(bopMauii TIPO TaKi JliKapcbKi 3ac06H 3 PeecTpy.

2. TepMiHH, Luo B)KHBakOTbC51 y UbOMY Ilop%ÅKY, TaKe 3HaqeHH%:

BHTHF 3 PeecTpy — ÅOKYMeHT y nanep0Biü a60 eneKTPOHHiü(l)0PMi, Luo

3a 110110M01'0}0 nporpaMHux 3ac06iB BeAeHH% PeecTpy Ta 3ac06iB

HH YAOCKOHaJ1eHoro eneKTPOHHOro IliArmcy, Luo MiCTHTb aKTyaJ1bHY
Ha Aarry i yac Moro (l)0PMYBaHHA 3a 3a3HaqeHHM 3aflBHHKOM Kpvnepiervl
110111YKY npo gape€cTpoBaHi B YCTaHOBJ1eHOMY nopqAKY JliKapcbKi 3ac06H, BiAOMOCTi
npo BCi 3MiHH MaTepiaJ1iB peecTpauiüHoro AOCb€, BiÅOMOCTinpo BHKJuoqeHH51

JliKaPCbKHX3ac06iB a60 iH(bopMaui10 npo BiACYTHiCTbTaKUX BiAOMOCTeüy UbOMY
PeecTpi•,

KopucTYBaq npHKnaÅHoro nporpaMHoro iHTep(beücy (API) Pe€cTpy — ue 6YAb-
AKa oc06a, 51Ka Mae aBTOMaTH30BaHHä nocTyr1 AO naHHX y PeecTpi 3a Aor10Mor0E0
cneuiaJ1bHoronporpaMHoro iHTep(beücy (API);

KopucTYBaq PeecTpy - (l)i3HLIHa a60 }0PHAHt1Ha oc06a, 51Ka KOPHCTy€TbC51

peecTp0B0}0 iH(bopMaui€10 y nop51ÅKY 3araJ1bHoro noceryny, cneuiaJ1bHoro mocTyny
Ta/a60 eneKTPOHHOiiH(bopMauiüH0i B3a€M0Aii Mix ny6J1iqHHMH eneKTPOHHHMH
pe€cTpaMu•,

ny6J1iHHHVi iHTep(beüc Pe€cTpy — eneKTPOHHHäiHTep(beüc PeecTpy, P03MimeHHä
Ha Be6caäTi www.drlz.com.ua, mae MOWIHBiCTb BiJ1bHO, 6e30flJ1aTH0 Ta 6e3
3aCTOCYBaHHfl 3ac06iB eneKTPOHHOi OTPHMYBaTH iH(bop1vra1-1iK) 3

PeecTpy BiAfl0BiAH0 no 3aKOHY YKpaiHH JliKapcbKi Ta Ilboro
FIOJIO)KeHHW,

cneuiaJ1i30BaHHVi KopucTYBaq PeecTpy — KOPHCTYBaq PeecTpy, OTPHMY€
cneuiaJ1bHHV1 nocTY11 no PeecTpy 3a pe3YJ1bTaTOM aBTeHTHd)iKauii 3a AOIIOMOI'O}O

YAOCKOHæneHoro eneKTPOHHoro niÅnucy•,
IHIUi TePMiHHy 1.1bOMY IlopHAKY B)KHBaYOTbC51 y 3HaqeHHi, HaBeAeHOMY B

3aKOHax YKpaiHH ej1eKTPOHHY Ta eneKTPOHHiÅ0Bipqi nocnyru»,
ny6J1iqHi eneKTPOHHi JliKapcbKi Ta IlonoxeHHi npo

iHTerpoBaHY CHCTeMY eneKTPOHHOi 3aTBePÅ)KeHOMY TIOCTaHOBOK)
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Ka6iHeTYMiHicTpiB YKpaiHH Bin 3 JIHCTonana 2023 p. N! 1150 (Od)iuiüHHü BiCHHK
YKpaiHH, 2023 p., N! 101, CT. 6026).

3. PeecTp i (l)YHKui0Hye 51K €AHHa nepxaBHa iH(bopMauiüH0-

KOMYHiKa1_1iüHaCHCTeMa, Luo MiCTHTb BiÅOMOCTi I-IPO 3apeecTpoBaHi
(nepepeecTpoBaHi) B YCTaHOBJ1eHOMY nopqmcy JliKapcbKi 3ac06H, BCi 3MiHH no
MaTepiaJ1iB peecTpauiüHoro AOCbC JliKaPCbKHX3ac06iB, BHKJ110qeHHA JliKaPCbKHX
3ac06iB 3 PeecTpy, a TaKO)K 3a6e3neqye 36ip, Haycor1HqeHH51, 06J1iK, 06P06neHH51
peecTp0Bux aaHHX, 3axHCT Ta HazxaHH51 peecTpoB0i iH(bopMauii.

ØYHKUiOHaJ1bHHMHCKJ1aÅOBHMH PeecTpy € ÅepxaBHHü peecTp BBeneHHX B 06ir
JliKaPCbKHX3ac06iB, 1110 BB03HTbC% Ha TepvnopiK) YKpaiHH, Ta AepxaBHHä peecn
JliKaPCbKHX3ac06iB, 1110 napaJ1eJ1bH0 BB03HTbCA Ha YKpaiHH, AKi

(l)YHKui0HY10Tb 51K 0KpeMi iH(bopMauiüH0-K0MYHiKauiäHiCHCTeMH.

4. AepxcaTeneM (BJ1aCHHKOM) PeecTpy, y TOMY LIHCJ1i Moro nporpaMH0-TexHiHHmx
3ac06iB, € nepxaBa B oc06i M03.

Aepxarrejlb (BJ1aCHHK) PeecTpy Aie BiJU10BiAH0 BHMOr 3aKOHYYKpaiHH
ny6J1iHHi eneKTPOHHi Ta iH111ux aKTiB '3aKOHOÅaBCTBa.

5. AÅMiHicTpaTopoM PeecTpy € I-leHTpaJ1bHHÄ opraH BHKOHaBHOi BJ1aAH i3
cneuiaJ1bHHM CTaTYCOM, 1110 peaJ1i3Y€ nepxaBHY 110J1iTHKYy C(bepi CTBOPeHH%,

nonycKY Ha PHHOK, KOHTPOJIEO AKOCTi, 6e3neKH Ta ed)eKTHBHOCTi JliKaPCbKHX3ac06iB
(ÅaJ1i — opraH AepxaBHoro KOHTPOJI}O).

AAMiHicTpaTop PeecTpy 3a6e311eqye:
(l)YHKUiOHYBaHHH Ta aAMiHiCTPYBaHHRPe€cTpy;

BHeceHH% BiAOMOCTeäAO PeecTpy, 3MiH no HHX Ta BHKJnoqeHHR BiAOMOCTeVf3
Pe€cTpy•,

IliATF)HMKYny6J1it1Horo iHTep(beücy PeecTpy 3 rvreT010 BiJ1bHOro Ta 6e3011J1aTHoro
Aocrryny no BiÅOMocrreÜ PeecTpy 111MXOM OflPHJ1}OÅHeHH51 iH(bopMauii 3 PeecTpy
3riAH0 3 AOÅaTKOM•,

3aXHCT ny6J1iHHoro iHTep(beücy PeecTpy 3a A0T10Moroyo opraHi3auiüHux Ta

TeXHit1HHX 3ac06iB;
36epexeHHH Ta 3axHCT Aay-1HX PeecTpy BiAfl0BiAH0AO BHMOr 3aKOHOAaBCTBa npo

3aXHCT iH(bopMauii B iH(bOPMaL1iüHO-KOMYHiKaUiMHHX CHCTeMax;
OllPHJIK)AHeHH51 ny6J1iqH0i iH(bopMauii PeecTpy y (l)0PMi BiÅKPHTHXmaHHX y

nopflAKY, BCTaHOBneHOMY 3aKOHonaBCTBOM•,
3AiüCHeHHH iHUIHX (l)YHKuiä, nepeA6aqeHnx 3aKOHOM YKpaiHH ny6J1iHHi

eneKTPOHHi Ta iHL11HMH aKTaMH 3aKOHOAaBCTBa y C(bepi peecTpiB.

6. TIy6J1iHHHMH pe€cTpaTopaMH PeecTpy e ynoBH0BaxeHi nocaÅ0Bi OC06H

opraHY nepxaBHoro KOHTPOJI}O.
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7. PeecTp BeAeTbC51 mepxaBH0K) MOBOI-O B eneKTPOHHiVi(l)0PMi i3 3a6e3neqeHH51M

ACTY EN 301 549:2022 (EN 301 549 V3.2.1 (2021-03), IDT)
TexH0J10rii. BHMoru 1110210 AOCTY11HocTinpoAYKTiB Ta nocnyr IKT».

Y pa3i, KOJIH BHKOPHCTaHHH JliTep yycpaiHcbKoro aj1(baBiTY 11PH3BOAHTb AO
cr10TBOPeHHR iH(bopMauii, MO)KYTb BHKOPVICTOBYBaTViC51naTHHCbKi JliTepu, p03ÅiJ10Bi
3HaKH Ta CHMBOJIH, apa6cbKi Ta PHMCbKiLIH(bpvr.

8. 06'€KTOM Pe€cTpy e npo JliKapcbKi 3ac06H, 3apeecTpoBaHi
(nepepeecnoBaHi) opraH0M AepxaBHoro KOHTPOJIK) y BCTaHOBJ1eHOMY nopRAKY,
A03BOJ1eHi BHP06HUUTBai gaCTOCYBaHHA B YKpaiHi, a rraKO)K iH(bopMaui51 i3

AepxaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, Luo BB03flTbC% Ha
TepHTopiK) YKpaiHH, Ta AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110 mapaneJ1bH0
BB03%TbC51 Ha Tepvnopi}o YKpaiHH.

9. A)KepeJ1aMH PeecTpy e eneKrrpoHHi AOKYMeHTH, CTBopeHi

yr10BHOBaxeHHMH npauiBHHKaMH amrv1iHicTpaTopa PeecTpy peecTpauii
iH(bopMauii TIPO 06'€KT PeecTpy.

@YHKUiOHaJ1bHiMO'»KJIHBOCTi PeecTpy

10. (DYHKUiOHaJ1bHi MOWIHBOCTi PeecTpy 3a6e3net1Y10Tb:
aBTOMaTH30BaHY Aii KopucTYBaqiB y PeecTpi, ix MOHiTOPHHr;
3axHCT iH(bopMauii B PeecTpi, y TOMY LIHCJ1i Bill 3HHU1eHH51, 6JIOKYBaHHfl,

nopY1.11eHH% uiJ1icHocTi Ta pe)KHMY AocTY11Y AO iH(bopMauii•,

cneuiaJ1i30BaHuxKopucTYBaqiB PeecTpy•,
aBTOMaTH30BaHHä AocTyn KopucTYBaqiB 40 PeecTpy 3a A0110Mor0}0

TIPHKJ1aÅHoro nporpaMHoro iHTep(beücy PeecTpy (API);
P03Me)KYBaHHH Ta KOHTPOJ1b AocTYTIY no AaHHX Pe€cTpy 3riÅH0 3 npaBarv1H

mocTY11YKOPHCTYBaqiB;
36epexeHH51, aBTOMaTHt1He pe3epBYBaHH51 i BiÅHOBneHH51pe€CTPOBHX AaHHX Ta

peecTpoB0i iH(bopMauii•,
aBTOMaTH3aUiYO KOHTPOJIK) 03HaK KOPeKTHOCTiTa HOBHOTH iH(bopMauii, 1110

BHOCHTbC51 PeecTpy•,

BUKOPHCTaHHA CJIOBHUKiB, AOBiAHHKiB, CTaHAapTiB Ta KPa1UHX
npaKTHK cTpYKTypYBaHH51 BiÅOMOCTeü, BHeceHUX Pe€cTpy, rra 3a6e3neqeHHA

ecbeKTHBHOro06P06J1eHHHiH(bopMauii•,
MO)KJIHBiCTb aBTOMaTH30BaHOi B3a€M0Åii 3 iHL1.1HMH

eneKTPOHHHMH pe€cTpaMH, 6aHKaMH (6uaMH) nay-IHX Ta

CHCTeMaMH, BOJIOAiJ1bUHMUiH(boprqauii y HKHX € AeprcaBHi opraHH a60 opraHH
MicueBoro caMOBP%ÅYBaHH51, 3 MeT010 BHKOPHCTaHH51 y p060Ti PeecTpy aKTyaJ1bHOi i
AocT0BipH0i iH(bopMauii•,

aHaJ1iTHHHe Ta CTaTHCTHt1He06P06neHH51iH(bopMauii PeecTpy.
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1 1. EneKTPOHHa B3a€MOÅi51PeecTpy 3 iHUIHMH nepxaBHHMH
eneKTPOHHHMH pecypcaMH 3ÅiüCHIOCTbC51 3ac06aMH CHCTeMH
eJ1eKTPOHHOi B3a€M0Åii AepxaBHHX eneKTPOHHHX pecypciB
<<TpeM6iTa» BiÅ110BiAH0no Ilop%AKY eneKTPOHHOi(TexHiLIH0i Ta iH(bopMa1-1iüH0i)
B3a€M0Aii, 3aTBepnxeHoro 110CTaHOBOro Ka6iHeTYMiHicTpiB YKpaiHH Bim 8 BepecH51
2016 p. N! 606 BiCHHK YKpaiHH, 2016 p., N! 73, CT. 2455; 2023 p., N! 1 1,
CT. 721).

Y pa3i BiACYTHOCTiTexHiHH0i MO)KJIHBOCTi nepeAaqi maHHX 3 BHKopmcrraHH51M

CHCTerv1H eneKTPOHHOiB3a€M0Aii nepxaBHHX eneKTPOHHHX pecypciB
<<TpeM6iTa» eneKTPOHHa B3a€M0Aiq cy6'€KTiB eneKTPOHHOiB3a€M0Aii
3ÅiäCH}O€TbC51 3 BHKOPHCTaHH%M iH1uux cucrreM i3

AOTPHMaHHAM BHMOI" I-UOÅO 3axucrry iH(bopMauii Binr10BiAH0mo 3aKOHYYKpaiHH
3axv-1CT iH(bopMauii B CHCTeMax».

06cHr Ta cTpyKTypa naHHX, *KHMH 06MimO}OTbCH cy6'€KTH eneKTPOHHOi
B3a€M0Aii qepe3 nporpaMHi eneKTPOHHHX pecypciB
(cepBicu), moroBopaMH npo iH(bopMauiäHY B3a€M0AiY0, YKJ1aneHHMH
BiA110BiAHOno 3aKOHOAaBCTBa.

12. EneKTpoHa (TexHiHHa Ta iH(bopMauiäHa) B3a€M0Ai51Pe€cTpy 3 Moro
(l)YHKUiOHaJ1bHHMH CKJ1aAOBHMH (AepxaBHHM pe€cTpoM BBeneHHX B 06ir JliKaPCbKHX
3ac06iB, 1110 BB03flTbCH Ha TepHTopiK) YKpaiHH, Ta ÅepxaBHHM peecTpoM JliKaPCbKHX
3ac06iB, Luo napaneJ1bH0 BB03ATbC% Ha Tepmopiyo YKpaiHH) 3AiüCHK)€TbC51

6e3r1epepBH0 Ta nepeA6aqa€ TexHiHHYTa TexH0J10riHHY3ÅaTHiCTbpe€cTpiB no 06MiHY
naHHMH B pe)KHMi «eneKTPOHHHM3ar1HT - eneKTPOHHa B3a€MHOro 110111YKY
Ta nepernqmy HaqBHHX AaHHX, (l)OPMYBaHH51 cniJ1bHHX MaCUBiB mar-IHX, AOKYMeHTiBTa
(I)OPM, aBTOMaTHHHOro BCix KPOKiB Ta onepauiü 3a3HaqeH0i

B3a€M0Aii3a nor10Moro}0 BiA110BiAHHXnporpaw-mx 3ac06iB, BiA110BiAH0AO 3aKOHY
YKpaiHH ny6J1iqHi eneKTPOHHipe€crrpu».

BHeceHHf1 AO PeecTpy

13. Ao PeecTpy BHOCflTbC% BiÅOMOCTinpo:
1) Ha3BY JliKapcbKoro 3ac06y (ToproBeJ1bHY Ha3BY, Mi)KHaPOÅHY HerlaTeHTOBaHY

Ha3BY);
2) BJ1aCHHKa peecTpauii (HairvreHYBaHHR, Micqe3HaXOLVKeHHS1 Ta ampecy

TIPOBanxeHHA ÅiflJ1bHOCTi);
3) BHP06HHKa(BHP06HHKiB) (HaMMeHYBaHH51, Micqe3HaxonxeHHfl }0PHAHHH0i

OC06H Ta Ti BHP06HHHHXr10TY)KHocTeä)•,
4) HaMMeHYBaHH51, MiCUe3HaxonxeHHfliMnopTepa (iM110pTepiB) Ta ampecy Moro

(ix) 11POBanxeHH% AiflJ1bHOCTi (AKLL(0 3aCTOCOBHO);
5) CHHOHiMiHHi HaMMeHYBaHH51JliKapcbKoro 3ac06y;
6) xiMiHHYHa3By•,
7) 110BHHä CKJ1aA JliKapcbKoro 3ac06y;
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8) JliKapcbKY (bopMY, LLIJIHXH BBeÅeHH%, Å03YBaHHn•,
9) KaTeropiK)BinnycKY JliKapcbKoro 3ac06y;
10) TepMiH HPHnaTHOCTi;
1 1) BHMOI'H AO 36epiraHH% Ta rrpaHcnopTYBaHHY,
12) iHd)0PMauiK) npo YHiKaJ1bHHä (3a HahBHOCTi);
13) iHd)opMauiK) npo AOBeÅeHH51 6ioeKBiBaneHTHOCTi JliKapcbKoro 3ac06y (AKIIIO

3aCTOCOBHO);
14) HOMep Ta maTY peecTpauii;
15) maTY 3aKiHqeHH51 CTPOKY AepxaBH0i peecTpauii;
16) A0AaTK0Bi3060B' 513aHHA, HaKJ1aÅeHinin qac peecTpauii (3a HaqBHOCTi);

17) iH111i BiÅOMOCTi, nepen6aqeHi 3aKOHOM YKpaiHH JliKapcbKi y
TOMY MHCJ1i:

iH(bopMauifl npo 110ÅOB)KeHHH cTp0KY Aii AepxaBH0i peecTpauii JliKapcbKoro
3ac06y Ha 6e3CTPOKOBHüTepMiH a60 nonoB)KeHHH CTPOKY Aii nepxaBH0i pe€cTpauii
Ha 11'HTb POKiB, yci 3MiHH, BHeceHi AO a60 nicJ151 3aBePLIRHH% npouemypu
nepepeecTpauii;

iH(bopMauiq npo HU10KHiCTb JliKapcbKoro 3ac06y AO JliKaPCbKUX3ac06iB, 51Ki

MO)KYTb nepe6YBaTH B 06iry Ha rrepHTopii YKpaiHH BHKJIK)HHO 3 MeT010 6e3011J1aTHoro

nocrraqaHH% cTpyKTypHHM Ilimp03AiJ1aM 3 IIHTaHb OXOPOHH 3Åop0B'H 06naCHHX,

KHiBCbKOi Ta CeBaCTOHOJ1bCbKOi MiCbKHX nepxaAMiHicTpauiü a60 cy6'€KTaM
roc110Aap}0BaHH51, AKi MayOTb JliueH3iyo Ha npoBanxeHH51 rocr10AapcbK0iÅiW1bHOCTi3
MeAHHH0i npaKTHKH, 3a pe3YJ1bTaTaMH3aKY11iBeJ1b3a KOIIITH AepxaBHoro
3AiäCHeHHX ynoBHOBaxeH010 Ha 3AiüCHeHH513aKyr1iBeJ1b y cd)epi OXOPOHH
3Åop0B'fl, BHKOHaHH51 nporpaM Ta 3AiüCHeHH51UeHTpaJ1i30BaHHX 3ax0AiB 3

OXOPOHH 3aop0B'q, AKIUO TaKHü JliKaPCbKHü3aci6 3aKY110By€Tbc51 oc060ro,
yr10BHOBaxeH010 Ha 3ÅiüCHeHH51 3aKY11iBeJ1by C(bepi OXOPOHH 3mop0B'H, i3

MaPKYBaHH51M, iHcTpYKui€K) npo 3aCTOCYBaHH% Ta KOPOTKOK) xapaKTePHCTHKOK)
JliKapcbKoro gac06y, BHKJ1aÅeHHMH MOBOYO opuriHaJIY (MOBOEO, BiAMiHHOK) Bin
nepxaBH0i);

Aay-li 1110110 peecTpauii JliKapCbKoro 3ac06y B Cnonyqey-lux 111TaTaxAMepHKH,

111BeüuaPCbKiüK0H(beÅepauii, Ar10Hii, ABcTpaJ1ii, KaHaÅi, a TaKO)K mepxaBax -

qneHax €BponeücbKoro Comy, 51KLUO TaKHü JliKaPCbKHVY13aci6 npoü1110B nepxaBHY
peecTpaui}0 AK JliKaPCbKHM3aci6, 3ape€cTp0BaHHMd KOMneTeHTHHM opraH0M
Cnonyqeymx I-IITaTiB AMePHKH, 111BeäuapcbK0i K0H(beAepauii, 51110Hii, ABcTpaJ1ii,
KaHaÅH, JliKaPCbKHÄ3aci6, 1110 3a Uel-1TpaJ1i30BaHOkO npouenyp0K) 3apeecTp0BaHHä
KOMneTeHTHHM opraH0M €BponeüCbKoro COY03Y, Ta 3aCTOCOBy€TbC51 Ha TepHTopii
3a3HaqeHux KpaiH HH mepxaB - qneHiB €BponeMcbKoro C0K)3Y, y TOMY LIHCJ1i HUBH
KpaiHH pe€cTpauii, opraHY pe€cTpauii Ta Aarra pe€cTpauii;

naHi 1110A0 nonepeAHb0i peecTpauii, nepepe€cTpauii CKacyBaHHR pe€cTpauii
JliKapcbKoro 3ac06y.

opraH0M nepxaBHoro KOHTPOJI}O pi111eHHR npo nepepe€cTpauiK)
Jlilcapcbl€oro 3ac06y e nincrraB0}0 AJ151 OHOBJ1eHH% iH(bopMauii rrpo JliKaPCbKHü3aci6 y
PeecTpi.
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3a6e3neqeHHf1 AocTyny AO PeecTpy

14. 3a6e3neqeHH% noceryny AO Pe€cTpy cneuiaJ1i30BaHHM KopucTYBaqaM
3AiäCHK)€TbC51 opraH0M AepxaBHoro KOHTPOJIIO Ha niAcrraBi:

p03nopAÅqoro ÅOKYMeHTa KepiBHHKa opraHY AepxaBHoro KOHTPOJ1kO a60 OC06H,

HKa Moro 3aMi111Y€, 1110Å0 yr10BHOBaxeHH51 aÅMiHicTpaTopiB iH(bopMauiüH0-

K0MYHiKauiüH0iCHCTerv1W,
3aHBH npo OTPHMaHHR AocTyny AO Peecm i3 3a3HaqeHHAM iÅeHTHd)iKauiüHHX

ÅaHVIX cneuiaJ1i30BaHoro KopucTYBaqa, nonaH0i 3a opraH0M
nepxaBHoro KOHTPOJIK) d)0PM0K).

AocTY11 no Pe€cTpy KopucTYBaqaM npmcnaxworo nporpaMHoro iHTep(beücy

PeecTpy (API) HaÅa€TbC% 3a npo OTPHMaHHfl Itocrryny AO PeecTpy 3

BHKOPHCTaHH%M npHKJ1aAHoro nporpaMHoro iHTep(beücy PeecTpy (API) Ha nimcrraBi
YKnameHoro 3 opraH0M AepxaBHoro KOHTPOJI}O Å0F0Bopy npo iH(bopMauiüHY
B3a€MOAiK).

15. IH(b0PMaui51, 1110 MiCTHTbC51 B PeecTpi (KPiM iH(boprvrauii 3 06MexeHHM
nocTY110M), € BiAKPHTOK) i 3araJ1bHOAOCTyr1H0}0 3 MO)KJIHBiCTK) 6e30r1J1aTHoro

UiJIOÅ060BOroBiJ1bHOro AocTyny Ta KOFIiK)BaHHfl.

KopucTYBaqi Peecny peani3Y}0Tb CBO€ npaB0 LUOÅO OTPHMaHH% Ta

BHKopmcrraHH51 peecTpoB0i iH(bopMauii 3 BHKOPHCTaHH51M eneKTPOHHHX iHTep(beüciB

Peecny.

PemHM p060TH PeecTpy

16. PeecTp (l)YHK11i0HY€ B UiJIOÅ060BOMYpexHMi, KPiMBH11aAKiBnpoBeneHHA
nnaHOBHX i 1103a11J1aHOBHX Ta/a60 TeXHiHHHX p06iT, 110B'H3aHHX 3

YCYHeHH%M nporpaMH0-anapaTHHxTa/a60 MeTOAonoriqHHX 110MHJIOK HH TexHiHHoro
36010 B p060Ti, TPHBaJ1iCTb11POBeAeHH51 AKHX BH3Haqa€TbCR aAMiHicTpaTopoM
PeecTpy. IH(bopMauiq npo npoBeÅer-1HA Ta/a60 TeXHiHHHX p06iT 3

IliATPHMKHPeecrrpy orlPHJ1}OAHYO€TbCfl Ha Be6caMTi opraHY AepxaBHoro KOHTPOJIK) 3a

TPH KaneHAapHi AHi no AaTH npoBeAeHH51 TaKUX p06iT, KPiMBH11aAKiB, KOJIH qepe3
TePMiHOBiCTbnpoBeneHHA rraKHX p06iT cB0€qacHe Herv10)KJIHBe.

17. IIOUIYKi nepernqn iH(bopMauii, 1110 MiCTHTbCA B PeecTpi, a rraKO)K 36HPaHH%,
06P06J1eHHfl, BHece1--1HS1 iH(bopMauii no Pe€cTpy, Ti 3MiHa Ta BHÅU1eHH%, KPiM
BH11aAKiB, nepeA6aqeHHx 3aKOHOM, 3AiüCHK)€TbC51 Binr10BiÅH0 3aKOHiB YKpaiHH

ny6J1iHHi eneKTPOHHi 3aXHCT iH(bopMauii B iH(bopMauiäH0-
KOMYHiKaUiüHHXcucrrervrax».
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3araJ1bHi BVIMorH AO BeAeHHH Peecrrpy Ta BK.ruoqeHHH/BHKJ110qeHHH

BiAOMOCTeii AO/3 PeecTpy

18. 110 Pe€cTpy BiAOMocrreünpo JliKaPCbKHü3aci6 3AiüCHK)€TbC51 Ha
niÅcrraBi HaKa3Y opraHY nepxaBHoro KOHTPOJIYO rrpo nepxaBHY peecTpauiyo
(nepepeecTpauiK)) JliKapcbKoro 3ac06y a60 BHeceHH51 3MiH no pe€cTpauiäHmx
MaTepiaJ1iB 11POT511*0M TPb0X p060qux AHiB 3 ÅH51 TIPHüH}1TT51pil-11eHH51 lipo nepxaBHY
peecTpauiK) (nepepeecTpauiK)) JliKapcbKoro 3ac06y, BHeceHHA 3MiH no peecTpauiüHvrx

MaTepiaJ1iB a60 Ha6paHH51 3aKOHHOi CHJIVI pi111eHHflM cyny.
BiL0MocTi PeecTpy BiÅTIOBiÅaJ1bHHMHnpaUiBHMKaMH,

rlPH3HaqeHHMH HaKa30M opraHY nepxaBHoro KOHTPOJIIO.

19. BiÅ0MocTi npo JliKapcbKi 3ac06H, 1110 BHeceHi AO PeecTpy 110BHHHi

Billi10BimaTH HUHHHM CJIOBHUKaM, AOBiAHHKaM, CTaHmapTarv1, 1110

BHKOPHCTOBYiOTbC51 AJIfl cTpYKTypYBaHH51 BiÅOMOCTeM Ta YHi(biKauii 3anuciB npo
JliKapcbKi 3ac06H, Luo BHeceHi AO PeecTpy.

20. BHKJIK)HeHHA Jliycapcbl€oro 3ac06y 3 Pe€cTpy 3ÅiüCHk0€TbCAHa riincrraBi
pimeHH% opraHY AepxaBHoro KOHTPOJI}O npo TIPHIIHHeHH51 Aii AepxaBH0i peecTpauii
JliKaPCbKOro3ac06y a60 CKOPoqeHHH erepMiHY Aii mepxaBH0i pe€cTpauii JliKapcbKoro
3ac06y, a60 Ha6paHHH 3aKOHHOi CHJIH pimeHHflM cyny.

21. BeneHHH PeecTpy 3ÅiüCH}O€TbCS1 3 BHKOPHCTaHH%M TeXHiHHHX 3ac06iB

eneKTPOHHHX KOMYHiKaUiü, AKHMH aBTOMaTHHHe (l)0PMYBaHH51 Ta

11PHCBO€HHfl peecTpoBoro H0Mepa KOXHOMY JliKapcbK0MY 3ac06y BHeceHOMY B

PeecTp•, 3aXHCT BiAOMOCTeä, 1110 y PeecTpi, BiÅ HecaHKUiOHOBaHHXAii•,
OHOBRHHSI, apxiBYBaHH51 BiAHOBJ1eHH51Ta 110111YK iH(bopMauii, BHeceH0i no PeecTpy.

22. PeecTpoBi naHi MO)KYTb HamaBaTHC51 y (l)0PMi BHT51ry, 1110 orrpHMY€Tbcq
KOPHCTYBaqaMH PeecTpy 3a eneKTPOHHOro iHTep(beücy PeecTpy.

23. FIporpaMHHM 3a6e3neqeHHHM PeecTpy 3a6e311eqy€Tbcq MO)KJIHBiCTb
ny6J1iHHHMH peecTpaTopaMH aHaJ1iTHHHHX, CTaTHCTHHHHX Ta iHLIJHX

MaTepiaJ1iB Ha nincrraBi peecTp0Bux naHHX Ta peecTpoB0i iH(bopMauii PeecTpy.

24. 3axHCT naHUX y PeecTpi BCTaHOBJ110€TbCfl Ha piBHi, Luo BiÅ110BiAaeCTY11emo
06MexeHHS1 AocTyny AO HHX, Ta 3a6e3neqy€Tbc51 3 AOTPHMaHHAM BHMOr 3aKOHiB
YKpaiHH 3aXHCT nePCOHaJ1bHHX 3aXHCT
iH(bopMauii B cucrreMax» 111J151XOM BHKOHaHHH
opra1-1i3auiüHux Ta iHxeHePHO-TeXHiLIHHX3ax0ÅiB i3 BHKOPHCTaHH51M nporpaMH0-
TeXHiqHHX 3ac06iB Kpumorpad)iHHoro 3axHCTY iH(bopMauii, BiAr10BiÅHiCTbMCHX
IliATBepÅ)KY€Tbcq eKC11ePTHHMBHCHOBKOM 3a pe3YJ1bTaTaMHnepxaBH0i eKcnepTH3H y
ccbepi 3axucrry iH(boprqauii.
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25. (DYHKUiOHYBaHH}1 Ta P03BHTOK PeecTpy, y TOMY MHCJ1i CTBopeHH51 Moro
nporpaMHo-TexHiHHux 3ac06iB, 3AiäCHK)€TbCfl 3a paxyH0K K0111TiB mepxaBHoro

Ta iHL11HX nxepen, He 3a60POHeHHX3aKOHOÅaBCTBOM.



3ATBEPA)KEHO
110CTaHOBOY0Ka6iHeTYMiHicTpiB YKpaiHH

2024 p. N!Bin

110PHAOKBeneHHH AepmaBHoro peecTpy JliKaPCbKHX3ac06iB, mo napaneJ1bH0
BB03f1TbCf1 Ha TepHTopi10 YKpaiHH

3araJ1bHi nonoxe1-1HH

1. I-lei 110P51ÅOKBH3Haqa€ npoueAypy (t)OPMYBaHHA Ta BeAeHH51 AepxaBHoro

peecTpy JliKaPCbKHX3ac06iB, 1110 napaJ1eJ1bH0 BB0351TbC51 Ha Tepvnopi10 YKpaiHH (AU1i

PeecTp) Ta MexaHi3M BHeceHHfl BiÅOMOCTeü no PeecTpy npo HaaaHi B

YCTaHOBJ1eHOMY nopqmcy A03BOJIH Ha napa-neJ1bHHii iM110pT.

2. Y UbOMY Ilop%AKY TePMiHHB)KHBaÆOTbCS1 B TaKOMY 3HaqeHHi:
eTaJIOHHUV1 JliKaPCbKHü3aci6 — JliKaPCbKVIVi3aci6, 3apeecTp0BaHHü B YKpaiHi, 3

AKHM JliKaPCbKHü3aci6, Ha Haxxa€TbC% A03BiJ1, e ineHTH11HHM 110Ai6HHMa60

OAHoqaCHO pecbepeHTHHM HH reHepHt1HHM JliKaPCbKHM3ac060M B YKpaiHi i B KpaiHi-
eKcr10pTepi, 3 AKOi BBe3eHO JliKaPCbKUä3aci6;

KopucTYBaq TIPHKJ1aÅHoro rlporpaMHoro iHTep(beücy PeecTpy (API) — 6YÅb-mca
oc06a, Alca Mae aBTOMaTH30BaHV11i mocTY11 AO BiAOMOCTeÄ PeecTpy 3 BHKOPHCTaHHAM

11PHKJ1aAHOro nporpaMHoro iHTep(beücy PeecTpy (API);

KopucTYBaq PeecTpy (nani - KopucTYBaq) — (l)i3HHHa a60 i-opuAMLIHa oc06a, mca

KOPHCTy€TbCH peecTp0B010 iH(boprvraui€K) y nop51AKY 3araJ1bHoro aocTyny,

cneuiaJ1bHoro Aocrryny Ta/a60 eneKTPOHHOiiH(bopMauiüH0i B3a€M0Aii Mix
ny6J1iHHHMHeneKTPOHHHMH peecTpaMu•,

ny6J1iLIHHü iHTep(beüc PeecTpy — eneKTPOHHHüiHTep(beüc PeecTpy, p03MiueHHü
Ha Be6caäTi www.drlz.com.ua, nae MO)KJIHBiCTb BiJ1bHO, 6e3011J1aTH0 Ta 6e3

3aCTOCYBaHHfl 3ac06iB eyreKTPOHHOi OTPHMYBaTV1 peecTpoBY
iH(bopMauif0 PeecTpy BiÅfl0BiÅH0 3aKOHOAaBCTBa Ta Uboro Ilop}1AKy•,

cneuiaJ1i30BaHHü KopvrcTYBaq PeecTpy — KOPHCTYBaq PeecTpy, 0TpHMy€
cneUiaJ1bHHä nocrryn AO Pe€cTpy 3a pe3YJ1bTaTOM 3a A0110Mor010

MH ynocK0HaneHoro ejieKTPOHHoro niÅrmcy.

IHL11i erepMiHH y 3HaqeHHi, HaBeÅeHOMY B 3aKOHax YKpaiHH
JliKapcbKi 3axHCT nePCOHaJ1bHHX

3axHCT iH(bopMauii B iH(bopMauiVIHo-K0MYHiKauiMåHnx cucmeMax», ny6J1iHHi

eneKTPOHHipeecTpu», IlonoxeHHi npo iHTerpoBaHY cucrreMY eneKTPOHHOi
3aTBepnxeHOMY TIOCTaHOB01-O Ka6iHerry MiHicTpiB YKpaiHH Bin 3

JIHCTonaÅa 2023 p. N! 1150 BiCHHK YKpaiHH, 2023 p., Ng 101, CT. 6026).

3. Pe€cTp € (l)YHKUiOHaJ1bHOYO CKJ1aAOB010 AepxaBHoro pe€cTpy JliKaPCbKViX
3ac06iB, CTBOPÆO€TbCR i (l)YHKui0HY€ AK €ÅHHa AepxaBHa iH(bopMauiüH0-

KOMYHiKauiüHacucrreMa, 1110 MiCTHTb aKTyaJ1bHi Ta iCTOPHHHiBiÅOMOCTinpo I-lanaHi B
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YCTaHOBJ1eHOMY nopHAKY A03BOJIH Ha napaJ1eJ1bHHü iM110PTJliKaPCbKHX3ac06iB, 1110

BB03flTbCfl Ha Tepmopiro YKpaiHH 3 nepxaBH - I-IJIeHa €BponeüCbKoro COK)3Y a60

€BponeäCbK0i acouiauii BiJ1bHOi TopriBJ1i, 1110 e CTOPOHO}O Y roAH rlP0 €BponeücbKY
eKOHOMiqHY 30HY (na.ni - KpaiHa-eKc110pTep), Ta 6YJIHnpH3HaqeHi BH11Y1ueHiB 06ir

3aCTOCYBaHH51 Ha TepHTopii KpaiHH-eKcnopmepa.

4. PeecTp Ta ny6J1iHHHü iHTep(beüc PeecTpy BenyTbC% nepxaBH0Y0 MOBO}O i3
3a6e3neqeHH51M AOTPHMaHH51 BHMOr ACTY EN 301 549:2022 (EN 301 549 V 3.2.1
(2021-03), IDT) TexH0JTorii. BHMorm 1110A0 AOCTY11HOCTinpoAYKTiB

Ta nocnyr IKT».
Y pa3i, KOJIH BHKOPHCTaHHA JliTep YKpaiHcbKoro aji(baBiTY 11PH3BOAHTb AO

CllOTBopeHH}1 iH(bopMauii, MOXYTb BHKOPHCTOBYBaTHC51 JlaTHHCbKi JliTepu, p03AiJ10Bi
3HaKV1 Ta CUMBOJIH, apa6cbKi Ta PHMCbKi

5. Aep)KaTeJ1eM (BnaCHHKOM) PeecTpy, y TOMY HHCJ1i Moro nporpaMH0-TexHiHHux
3ac06iB Ta BHKJIYOHHHX MaiHOBHX npaB Ha nporpaMHe 3a6e3neqeHHR, e AepxaBa B

oc06i M03.
AepxaTeJ1b (BJ1aCHHK) PeecTpy Aie BiÅ110BiAHOno BHMOr 3aKOHYYKpaiHM

ny6J1iHHi eneKTPOHHipeecTpu» Ta iH111HX aKTiB 3aKOHOAaBCTBa.

6. AÅMiHicTpaTopoM PeecTpy € AepxaBHe IliA11PH€MCTBO
erccnePTHHüueHTP MiHicTepcTBa oxop0HH 3AOPOB'q (nani — I-leHTp).

AAMiHicTpaTop PeecTpy 3a6e3neqye:
(l)YHKUiOHYBaHHH Ta amviiHiCTPYBaHH51PeecTpy•,

3aXHCT ny6J1iHHoro iHTep(beMcy PeecTpy 3a 110110MoroY0 opraHi3auiVIHux Ta

TeXHiHHHX 3ac06iB;
36epexeHHfl, 3aXHCT Ta pe3epBHe K011iEOBaHH% naHHX PeecTpy BiÅ110BiAHOAO

BHMOr 3aKOHOAaBCTBa npo 3axHCT iH(boprvrauii B

CHCTeMax•,

orlPHJIK)AHeHHH ny6J1iHH0i iH(bopMauii PeecTpy y (l)0PMi BiAKPHTHXmaHHX y
nopqmcy, BCTaHOBneHOMY 3aKOHOAaBCTBOM•,

3ÅiäCHeHH% iH111HX (l)YHKuiä, nepeÅ6aqeHmx 3aKOHOM YKpaiHH ny6J1iHHi

eneKTPOHHipe€crrpu» Ta iH111HMH aKTarv1H 3aKOHOÅaBCTBa y C(bepi peecTpiB.

7. CTBOP}OBaqaMH peecTpoB0i Ta ny6J1iHHHMH pe€cTpaTopaMH
Peecmpy € Y110BH0BaxeHinocaA0Bi OC06H opraHY mepxaBHoro KOHTPOJIIO.

8. 06'€KTOM PeecTpy e iH(bopMaui51 npo HanaHi B YCTaHOBneHOMY nop51ÅKY
A03BOJIH Ha mapaneJ1bHHü iMITOPTJliKaPCbKHX3ac06iB, y TOMY HHCJ1i pimeHHA opraHY
nepxaBHoro KOHTPOJHO 1110Å0 BHAaqi/BHeceHH51 3MiH AO A03BOJIY Ha napaJ1eJ1bHHV1
iMnopT JliKapcbKoro 3ac06y a60 11PU3Y11HHeHH%/BiAHOBJ1eHH51/CKaCYBaHH51 Aii A03BOJIY
Ha mapaneJ1bHHä iMnopT JliKapcbKoro 3ac06y.
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IAeHTHd)iKaui51 06'€KTiB PeecTpy 3ÅiäCHK)€TbC51 3a Å0110Mor0f0 H0Mepy A03BOJIY

Ha napaJ1eJ1bHHü iMnopT JliKapcbKoro 3ac06y.

9. A)KepeJ1aMH Pe€cTpy € eneKTPOHHiÅOKYMeHTH, CTBopeHi
yr10BHOBaxeHHMH nocaÅOBHMH OC06aMH opraHY mepxaBHoro KOHTPOJIIO ÅJ151

peecTpauii iH(bopMauii TIPO 06'€KT Peecmpy.

10. (bYHKUiOHaJ1bHiMOWIHBOCTi PeecTpy 3a6e3neHY10Tb.•
36VfPaHH%, Haycor1VfqeHH%, 06p06KY, 06J1iK, 3aXHCT Ta HanaHH51 iH(boprvrauii npo

HamaHi B YCTaHOBJ1eHOMY nopAÅKY A03BOJIH Ha mapaneJ1bHHä irvmopT JliKaPCbKHX
3ac06iB Ta JliKapcbKi 3ac06H, Ha y-lamaH0 A03BOJIH Ha napaJ1eJ1bHHÄ iM110pT;

aBTOMaTU30BaHY Aii KOPHCTYBaqiB y PeecTpi, ix MOHiTOPHHr;
(l)OPMYBaHHH BHT51riB 3 PeecTpy•,

3axHCT iH(boprqauii B PeecTpi, y TOMY HHCJ1i BiA 3HHIUeHHfl, 6JIOKYBaHH51,

nopymeHH51UiniCHOCTiTa pe)KHMY noceryny AO iH(bopMauii•,

cneuiaJ1i30BaHuxKOPHCTYBaqiB Pe€cTpy;
aBTOMaTH30BaHV1ü nocTY11 KopucTYBaqiB AO PeecTpy 3a nor10Mor0K)

11PHKJ1aÅHoro nporpaMHoro iHTep(beMcy PeecTpy (API);
P03MexyBaHHA Ta KOHTPOJ1b nocTyny AO naHHX PeecTpy 3riÅH0 3 npaBaMH

mocTY11Y KopucTYBaqiB•,
36epexeHH%, aBTOMaTHHHe pe3epBYBaHH}1 i BiAHOBJ1eHH51pe€CTP0BHx Aay-1HX Ta

pe€cTpoB0i iH(bopMauii•,
aBTOMaTH3auifO KOHTPOJIK) 03HaK KOPeKTHOCTirra HOBHOTH iH(bopMauii, 1110

BHOCHTbCH AO PeecTpy•,
MOWIHBiCTb aBTOMaTH30BaHOi iH(bopMauiMH0i B3a€M0Åii 3 iHLLIHMH AepxaBHHMH

eneKTPOHHViMH pecypcaMH, BOJIOAiJ1bU%MHiH(bopMauii y AKHX €

opraHH AepxaBH0i BJ1aAH a60 opraHH MicueBoro caMOBPAÅYBaHHfl, 3 MeTO}O

BHKOPHCTaHHS1 y p060Ti PeecTpy aKTyaJ1bHOi i AocT0BipH0i iH(bopMauii•,
aHaJ1iTHHHe Ta CTaTHCTUHHe 06P06neHHAiH(bopMauii PeecTpy.

1 1. EJIeKTPOHHa iH(bopMauiüHa B3a€M0Aiq PeecTpy 3 iHUIHMH AepxaBHHMH
eneKTPOHHHMH iH(bopMauiMHHMH pecypcaMH 3AiÜCHK)€TbC51 3ac06aMH CHCTeMH

eneKTPOHHOi B3a€M0Åii AepxaBHHX eneKTPOHHHX pecypciB
<<TpeM6iTa».

Y pa3i BiACYTHOCTiTexHiHH0i MO)KJIHBOCTi nepenaqi naHVfX 3 BHKOPHCTaHH51M
CHCTeMH eneKTPOHHOiB3a€M0Åii nepxaBHHx eneKTPOHHHX pecypciB
<<TpeM6iTa» eJ1eKTPOHHa iH(bopMauiÄHa B3a€M0AiH cy6'€KTiB eneKTPOHHOiB3a€M0Aii
3ÅiMCHYOCTbCR3 BHKOPHCTaHH51M iHUIHX iHd)OPMaUiüHO-KOMYHiKaUiüHHX CHCTeM i3

AOTPHMaHH%M BHMOr ILIOAO 3axHCTY iH(bopMauii BiAfl0BiAH0 no cTarri 8 3aKOHY
YKpaiHH 3axHCT iH(bopMauii B CHCTeMax».

06cqr rra cTpyKTypa AaHHX, HKHMH cy6'€KTH ej1eKTPOHHOi
iH(bopMauiüH0i B3a€M0Aii qepe3 rlporpaMHi eneKTPOHHHX
iH(bopMa1-1iäHvrx pecypciB (cepBicu), BH3HaqaK)TbCA noroBopaMH npo
B3a€M0ÅiK), YKJ1ameHHMH BiÅ110BiÅHO no IlopHLIKY eneKTPOHHOi(TexHit1H0i Ta
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iH(bopMauiüH0i) B3a€M0Aii, 3aTBepÅ)KeHoro 110CTaHOBOK) Ka6iHeTY MiHicTpiB

YKpaiHH Bia 08 BepecHfl 2016 POKY N! 606 BiCHHK YKpaiHH, 2016 p., N!
73, CT. 2455; 2023 p., 11, CT. 721).

12. OYHKUiOHYBaHH%rra P03BHTOK PeecTpy, y TOMY MHCJ1i CTBopeHH51 Moro
nporpaMHo-TexHit1Hux 3ac06iB, 3AiüCH}O€TbC51 3a paxyH0K K0111TiB mepxaBHoro

Ta iHU-1HX nxepen, He 3a60POHeHHX3aKOHOAaBCTBOM.

BHeceHHf1 iH(bopMauii AO PeecTpy

13. Ha IlimcTaBi pimeHHH npo BHAaqy A03BOJIY Ha mapaneJ1bHHä iMr10PT
JliKaPCbKoro3ac06y yr10BHOBaxeHa nocaA0Ba oc06a opraHY mepxaBHoro KOHTPOJI}O

BHOCHTb no PeecTpy Ta p03Miuxye B HbOMY Ha YMOBax BiÅKpmoro nocTyny BiÅOMOCTi
II-IOAO:

1) JliKapcbKoro 3ac06y, I-la BHAa€TbC51 A03Bin:
TOPrOBeJ1bHa Ha3Ba, JliKapcbKa (boprvla, A03YBaHH51, AiK)qa peH0BHHa/Ai10Hi

peqOBHHH, Mi)KHaPOÅHa HenaTeHTOBaHa Ha3Ba, peKOMeHÅOBaHa BceCBiTHbO}O

opraHi3aui€K) OXOPOHH 3Aop0B'q (51KLuo TaK0i HeMae, 3BuqaüHa 3araJ1bHonpnviH51Ta

Ha3Ba), CKJ1aA peqoBHH, KaTeropiq BinnycKY, TepMiH npnmaTHocTi, KpaiHa-

eKcnopTep JliKapcbKoro 3ac06y AJ151 napaJ1eJ1bHoro iM110pTY,narra Ta HOMep pimeHHH

opraHY AepxaBHoro KOHTPOJI}O LUOÅO BHÅaqi Å03BOJIY Ha napaJ1eJ1bHHü iMnopT
JliKapcbKoro 3ac06y, CTPOK Aii A03BOJIY Ha napaJ1eJ1bHHM iM110pT JliKapcbKoro 3ac06y;

HaiiMeHYBaHH51Ta Micqe3HaxonxeHH51 IOPHÅHHHOiOC06H a60 npi3BHLue, iM'51, no
6aTbKOBi (3a HUIBHOCTi) Ta Micue 11PO)KHBaHHH (l)i3HLIH0i OC06H — IlimnpH€MIAfl -

napaJ1eJ1bHoro iMr10pTepa•,

HaiMeHYBaHHS1Ta MiCUe3HaxonxeHH51 K)PHAHHHOi OC06H BUP06HHKa
(BHP06HHKiB) JliKapcbKoro 3ac06y, Ha BHAa€TbC51 A03BiJ1 Ha napaJ1eJ1bHHä
iMr10pT, a TaKO)K ampecvr Moro (iXHix) BHP06HHt1HXr10TY)KHOCTeü•,

2) eTaJ10HHoro JliKapcbKoro 3ac06y:
Ha3Ba (TOPFOBeJ1bHa Ha3Ba Ta 3araJ1bHorrpuüHwra Ha3Ba) JliKaPCbKoro3ac06y;
HaMMeHYBaHH51a60 npi3BH1_ue, iM'51, no 6aTbKOBi (3a HUIBHOCTi) 3aHBHHKa

(BJ1aCHHKa peecTpauiäHoro nocBinqeHH51) B YKpaiHi;

HOMep pe€cTpauiäHoro nocBiÅqeHH% B YKpaiHi;
3) iHUIHX AaHHX uineü napaneJ1bHoro iMnopTY.

noPeecTpy TaKO)K BHOCHTbC51 iH(bopMauiq npo marry Ta HOMep pill-leHH% opraHY
mepxaBHoro KOHTPOJIK) LUOAO BHeceHHH 3MiH AO A03BOJIY Ha napaJ1eJ1bHHVr iM110PT
JliKapcbKoro 3ac06y a60 11PH3Y11HHeHH51/BiÅHOBneHH51/CKacyBaHH%Aii A03BOJIY Ha
IlapaJ1eJ1bHHü iM110pT JliKapcbKoro 3ac06y.

14. BiA0MocTi, 3a3HaqeHi B nyHKTi 13 Uboro IlopHÅKY, BHOCHTbC51 AO Pe€cTpy
yr10BHOBæxeHOK) nocaAOBOY0 oc06010 opraHY ÅepxaBHoro KOHTPOJIIO He ni3Hime
TPbOX p060qnx AHiB, HacTY11Hux 3a AHeM npHüH51TT51 BiA110BiÅHoropi111eHH51 opraHY
AepxaBHoro KOHTPOJI}0 1110Å0 BHAaqi/BHeceHHfl 3MiH no A03BOJIY Ha napaJ1eJTbHHü



5

iM110pT JliKaPCbKoro3ac06y a60 11PH3Y11HHeHH51/BiAHOBJ1eHH51/CKaCYBaHH}1 Aii A03BOJIY
Ha napaneJ1bHHM iM110pT JliKapcbKoro 3ac06y.

3a6e3neqeHHq Aocrryny AO PeecTpy

15. 3a6e3neqeHH% mocTyny no PeecTpy cneuiaJ1i30BaHHM KOPHCTYBaqaM
3AiüCH}O€TbCfl aAMiHicTpaTopoMPeecTpy Ha IliAcrraBi:

p03nop51Åqoro ÅOKYMeHTa KepiBHHKa aÅMiHicTpaTopa PeecTpy a60 oc06H, Alca

Moro 3aMimy€, 1110Å0 YllOBHOBaxeHH51 amviiHicTpaTopiB iH(bopMauiäH0-

KOMYHiKaUiMHOiCHCTervrm•,

3a%BH npo OTPHMaHH% nocTY11Y AO PeecTpy i3 3a3HaqeHHAM

maHHX cneuiaJ1i30BaHoroKopucTYBaqa, nonaH0i 3a amviiHicTpaTop0M

PeecTpy (bopM0K).
ÅocTyn AO Pe€cTpy KOPHCTYBaqaM npHKJ1aÅHoro nporpaMHoro iHTep(beücy

PeecTpy (API) HaAa€TbCA 3a 3a51B0}0 npo OTPHMaHHH AocTY11Y AO PeecTpy 3

BHKOPHCTaHHflM npHKJ1aÅHoro nporpaMHoro iHTep(beMcy Pe€cTpy (API) Ha IliAcTaBi
YKJ1ameHoro 3 anMiHicTpaTopoM PeecTpy moroBopy npo iH(bopMauiüHY B3a€M0Aiyo.

16. 1110 MiCTHTbC51 B Pe€cTpi (KPiM iH(bopMauii 3 06MexeHHM
AOCTYHOM), e BiAKPHTO}Oi 3araJ1bHOÄOCTY11H0}0 3 MO)KJIHBiCTYO 6e3011J1aTHoro

UiJIOA060BOro BiJ1bHOro noceryny Ta K011iK)BaHH51.

KopucTYBaqi Pe€cTpy peani3Yi0Tb CBO€ npaB0 11-10Å0 OTPHMaHH51 Ta

BHKOPHCTaHH% peecTpoB0i iH(bopMauii 3 BHKopmcrraHH%M eneKTPOHHHX iHTep(beüciB
Pe€cTpy.

17. KopucTYBaqi PeecTpy MalOTb npaB0 BHKOPHCTOBYBaTH (l)YHKUiOHaJ1bHi
MO)KJIHBOCTi PeecTpy BiAr10BiAH0 40 npaB Ta YMOB mocTyny, BH3HaqeHHX

VIOPHAKOM.

18. IIOUIYKi neperJ1flÅ iH(bopMauii, 1.110 MiCTHTbC51 B PeecTpi, a rraKO)K 36mpaHH51,
06P06neHH51, BHeceHHR iH(bopMauii AO PeecTpy, Ti 3MiHa Ta BHAU1eHHA, KPiM
BH11aAKiB, nepeÅ6aqeHHx 3aKOHOM, 3ÅiüCH}O€TbCfl BiÅ110BiAHO 3aKOHiB YKpaiHH

ny6J1iHHi eneKTPOHHipe€cTpvr», 3axmcT iH(boprvmauii B iH(bopMauiMH0-

KOMYHiKaUiäHHXCHCTeMax».

I-lanaHHf1 BHTqry 3 Peecrrpy

19. PeecTpoBi AaHi MO)KYTb HazxaBaTHCH y (l)0PMi BHTqry, 1110 0'rpHMy€Tbc51
KOPHCTYBaqaMH Peecmpy 3a AOTIOMOI'OK) eneKTPOHHOro iHTep(beücy PeecTpy.

20. BHT51r 3 PeecTpy MiCTHTb '3a3HaqeHY B nyHKTi 13 Aboro
Ilop51ÅKY.

Pe>KHM p060TH PeecTpy Ta 3aXHCT
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21. PeecTp (l)YHKL1i0Hye B UiJIOA060BOMYpe)KHMi, KPiMBHnaAKiB npoBeneHH51
11J1aHOBHX i 1103annaHOBHX Ta/a60 TexHiHHHX p06iT, 110B'}13aHHX 3

YCYHeHH%M nporpaMHo-anapaTHux Ta/a60 Merrononoriqymx HOMHJIOK TexHit1Horo
360}0 B p060Ti, TPHBaJ1iCTbnpoBeÅeHH% 51KUX BH3Haqa€TbC51 aÄMiHicTpaTopoM
PeecTpy. IH(bopMauifl npo npoBeÅeHHH Ta/a60 TeXHiHHHX p06iT 3

niATPHMKHPeecTpy Ha Be6caäTi I-leHTpy 3a TPH KaneHAapHi AHi no
AarrH npoBeAeHHA TaKHX p06iT, KPiMBH11aAKiB, KOJIH qepe3 TePMiHOBiCTbnpoBeAeHHfl
TaKHX p06iT cBoeqacHe nonepemrcem-l% HeMO)KJIHBe.

22. BemeHH% PeecTpy 3ÅiMCHÆO€TbC%3 BHKOPHCTaHH51M TexHiHHux 3ac06iB

eneKTPOHHHX K0MYHiKauiü, SIKHMH 3a6e3net1YY0Tbcq: aBTOMaTViLIHe (l)0PMYBaHH51 Ta

IIPHCBO€HH}I peccTpoBoro H0Mepa KO)KHOMY JliKaPCbKOMY3ac06y BHeceHOMY B

PeecTp•, 3axucT BiAOMOCTeü, 1110 MiCT%TbC51 y PeecTpi, BiÅ HecaHKUiOHOBaHHX Aii•,

OHOBJ1eHHH, apxiBYBaHH51 BiAHOBneHH51rra 110111YK iH(boprvrauii, BHeceH0i PeecTpy.

23. TIporpaMHHM 3a6e3neqeHH%M Pe€cTpy 3a6e3neqy€Tbc51 MO)KJIHBiCTb

(l)0PMYBaHH51 CTBOPIOBaqerv1 pe€cTpoB0i iH(bopMauii Pe€cTpy a60 aÅMiHicTpaTop0M

PeecTpy aHaJ1iTHHHHX, CTaTHCTHHHHX Ta iHUIHX MaTepiaJ1iB Ha flincTaBi peecTp0Bmx
AaHHX Ta pe€cTpoB0i iH(bopMauii Peecny.

24. 3aXHCT peecTpoB0i iH(boprvrauii 3ÅiüCHK)€TbCH 31"iÅH0 3 BHMoraMH 3aKOHiB

YKpaiHH 3axHCT iH(boprvmauii B CHCTeMax»,
ny6J1iHHi eneKTPOHHipe€cTpu».

EliÅTBepzxxeHHH BiÅ110BiÅHOCTiCHCTeMH ynpaBJ1iHH51 PH3HKarv1H PeecTpy Ta

cy6'€KTiB iH(bopMauiüH0i B3a€M0Aii npo nopY1ueHH}1 UiJ1iCHOCTi
pe€cTpoB0i iH(bopMauii 3ÅiÜCH}O€TbC51BiAfl0BiÅH0AO 3aKOHiB YKpaiHH 3aXHCT

iH(boprqauii B cucrreMax», 3axucT

nepc0HaJ1bHux
AepxaTeJ1b Ta aAMiHicTpaTop Pe€cTpy 3a6e3neLIY}0Tb3AiäCHeHH51 KOM11J1eKCY

nporpaMHmx, TeXHOJ10riHHHX Ta opraHi3auiüHHx 3ax0AiB 1.110110 3axucrry BiÅOMOCTeä,
51Ki MiCTflTbCfl B Pe€cTpi, BimHecaHKUiOHOBaHOFO nocTY11Y.

3axucT BiAOMOCTeüy PeecTpi 3a6e3neqy€Tbcq 11.1JIAXOM CTBopeHH}1 KOM11J1eKCHOi

CHCTeMH 3axHCTY iH(bopMauii 3 rliÅTBePL1)KeHOY0 BiÅr10BiÅHiCTÆ0.



3ATBEPÅ)KEHO
110CTaHOB010 Ka6iHeTYMiHicTpiB YKpaiHu

Bim 2024 p. N!

110Pf1AOKBener-1HH AepmaBHoro peecTpy BBeAe1-1HX B 06ir JliKaPCbKHX3ac06iB,
1110 BB03f1TbCf1 1-la TepnTopi10 YKpaiHH

3araJ1bHi nonomeHHf1

1. I-lei IlopHA0K BH3Haqa€ npoueÅypy (l)0PMYBaHHA Ta BemeHH51 AepxaBHoro
peecTpy BBeÅeHHX B 06ir JliKaPCbKHX3ac06iB, Luo BB0351TbC51 Ha "repurropiE0 YKpaiHH
(AU1i — Pe€cTp), MexaHi3M BHeceHH}1 BiAOMOCTeü AO Pe€cTpy npo cepii JliKaPCbKHX
3ac06iB (KPiM aKTHBHHX (baPMaqeBTHHHHX iHrpeAi€HTiB), 1110 BB03HTbC%Ha rrepmopiro

YKpaiHH, a TaKO)K oci6, BiA110BiAaJ1bHHX 3a BBemeHHA B 06ir JliKaPCbKHX3ac06iB Ha
Tepvnopii YKpaiHH.

2. Y UbOMY Ilopqnycy TepMiHH y TaKHX 3HaqeHHflX:

iH(bopMauiüHe 110BiÅOMJ1eHH%- eneKTPOHHVfVfAOKYMeHT,
MiCTHTb BiÅOMOCTinpo JliKaPCbKHM3aci6, 1110 BB03HTbC51 Ha Tepurropi}0 YKpaiHH

Ta ninnqrae BBeaeH1--1}O B 06ir Ha Tepmopii YKpaiHw,
eneKTPOHHHä Ka6iHeT cneuiaJ1i30BaHoro KOPHCTYBaqa PeecTpy (nani

Be6CTOPiHKa(Be6cepBic iHUIHüeneKTPOHHHiiKa6iHeT)
nporpaMHHä iHTep(beüc) cneuiaJ1i30BaHoro KopucTYBaqa PeecTpy, npM3HaqeHa AJ151

3a6e3neqeHH51 MO)KJIHBOCTi CTBOPeHH%, neperJ151AY, nonaHHA, 06MiHYiH(bopMaL1i€K) Ta

AOKYMeHTarv1H B Pe€cTpi;

KopucTYBaq npHKJ1aAHoro nporpaMHoro iHTep(beücy PeecTpy (API) — 6YAb-mca
oc06a, AKa Mae aBTOMaTH30BaHHM noceryn AO BiÅOMOCTeüPeecTpy 3 BHKOPHCTaHH51M
TIPHKJ1aÅHoro nporpaMHoro iHTep(beäcy PeecTpy (API);

KopucTYBaq PeecTpy (nani - KopucTYBaq) - (bi3HHHa a60 K)PHAHt-1Ha oc06a, Luo
KOPHCTY€TbCH iH(bopMauieyo y nopqmcy 3araJ1bHoro aocTyny,
cneuiaJ1bHoro AocTyny Ta/a60 eneKTPOHHOi iH(bopMauiüH0i B3a€M0Aii Mix
ny6J1iqHHMH eneKTPOHHHMH peecTparvm•,

ny6J1iHHHVf iHTep(beäc Pe€cTpy — eneKTPOHHHäiHTep(beüc PeecTpy, p03Mi1ueHHä
Ha Be6caMTi www.drlz.com.ua, nae MO)KJIHBiCTb BiJ1bHO, 6e3011J1aTH0 Ta 6e3
3aCTOCYBaHHfl 3ac06iB eneKTPOHHOi OTPHMYBaTH pe€cTpoBY
iH(bopMauiK) PeecTpy BiÅ110BiAHOAO 3aKOHOAaBCTBa Ta Ilboro EIopflÅKy•,

cneuiaJ1i30BaHHä PeecTpy oc06aKOPHCTYBaq ÆOPHAHt1Ha
(npencrraBHHK/Y110BHOBaxeHa oc06a EOPHAHHH0ioc06H) Ta (l)i3HHHa oc06a, 51Ka
npoü111J1a npouemypy eneKTPOHHOi Ta Ta *Kii
BiÅfl0BiAH0AO Uboro fIop%ÅKY Hana€TbCS1 mocTyr1 qepe3 eneKTPOHHViäKa6iHeT
BHKOPHCTaHHA 3ac06iB PeecTpy BiA110BiÅHOAO ix (l)YHKUiOHU1bHOro 11PH3HaqeHH%.

IHIL1i TePMiHHB)KHBarOTbC51 y 3HaqeHHHX, HaBezxeHHX y 3aKOHax YKpaiHH
JliKapcbKi iH(bopMauiyo», 3axmcT nePCOHU1bHHX
3axucT iH(bopMauii B cucrrervrax», ny6J1iHHi
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eneKTPOHHipeecTpu», IlonoxeHHi npo iHTerpoBaHY cucrreMY eneKTPOHHOi
3aTBepnxeHOMY 110CTaHOBOK) Ka6iHeTY MiHicTpiB YKpaiHH BiA 3

JIHCT011ana 2023 p. N! 1150 BiCHHK YKpaiHH, 2023 p., Ng 101, CT. 6026).

3. PeecTp € (l)YHKUiOHaJ1bHOYO AepxaBHoro pe€cTpy JliKaPCbKHX
3ac06iB, CTBOP}O€TbCA i (l)YHKL1i0Hye AK €AHHa nepxaBHa iH(bopMauiäH0-

KOMYHiKauiüHacucrreMa, 1110 MiCTHTb BiÅOMOCTinpo cepii JliKaPCbKHX3ac06iB, Luo

HaAXOAflTb B 06ir Ha Tepmopii YKpaiHH (3a BHKnyoqeHHHM JliKaPCbKHX3ac06iB, Luo
MiCTflTb 6YAb-51KiBHAVI KJ1iTHH JIIOÅHHH a60 TBaPHHH, CKJ1anawrbCH 3 HHX a60
BUFOTOBJ1eHi Ha OCHOBi TaKHX KJ1iTHH, 1110 cneuiaJ1bHHM 3aKOHOM,

He3apeecTp0BaHux JliKaPCbKHX3ac06iB (KPiM JliKaPCbKHX3ac06iB, ILIO napaneJ1bH0
BB03ATbCH B YKpaiHY napaJ1eJ1bHHMH iMnopTepaMH), AOCJ1iA)KYBaHHX JliKaPCbKHX
3ac06iB, aKTHBHHX (baPMaqeBTHLIHHX iHrpeAi€HTiB Ta npoAYKL1ii «in bulk»), Ta oci6,
BiA110BinaJ1bHHX 3a BBeÅeHH51 B 06ir JliKaPCbKHX3ac06iB Ha Tepvnopii YKpaiHH.

4. PeecTp Ta ny6J1iHHHM Pe€cTpy BenyTbC51 nepxaBHOK) MOBOIO i3
3a6e3neqeHH51M ÅOTPHMaHH51 BHMOr ACTY EN 301 549:2022 (EN 301 549 V 3.2.1
(2021-03), IDT) TexH0J10rii. BHMoru mono AOCTY11HOCTinpoÅYKTiB
Ta nocnyr IKT».

Y pa3i, KOJIH BHKOPHCTaHH51 JliTep YKpaiHcbKoro aJ1(baBiTY TIPH3BOAHTb AO

CHOTBopeHH51 iH(bopMauii, MOKYTb BHKOPHCTOBYBaTHC51 JiaTHHCbKi JliTepu, p03ÅiJ10Bi
3HaKH Ta CHMBOJIH, apa6cbKi Ta PHMCbKi

5. AepxaTeJ1erv1 (BJ1aCHHKOM) Pe€cTpy, y TOMY MHCJ1i Moro nporpaMHo-TexHiLIHmx
3ac06iB Ta BHKJI}OHHHX MafiHOBHX npaB Ha nporpaMHe 3a6e3neqeHH51, e nepxaBa B

oc06i M03.
ÅepxaTeJ1b (BJ1aCHHK) PeecTpy Aie BiAfl0BiÅH0AO BHMOr 3aKOHYYKpaiHH

ny6J1iHHi eneycrpoHHi Ta iHLLIHX aKTiB 3aKOHOÅaBCTBa.

6. AAMiHicTpaTopoM PeecTpy € ÅepxaBHe ninnpH€rvrcTB0

eKcnePTHHüL.1eHTP MiHicTepcTBa OXOPOHH 3Åop0B'q (Aajli — I-leHTp).
AAMiHicTpaTop Pe€cTpy 3a6e3neqye:
(l)YHKUiOHYBaHHA Ta amvriHiCTPYBaHH51PeecTpy•,

3aXHCT ny6J1iqHoro iHTep(beücy PeecTpy 3a A0110Morok0 opraHi3auiüHHx Ta
TeXHiHHHX 3ac06iB;

36epexeHH%, 3axmcT Ta pe3epBHe K011i}OBaHHS1 naHHX PeecTpy BiÅ110BiAH0AO
BHMOr 3aKOHOÅaBCTBa npo 3axucT iH(bopMauii B

CHCTervrax•,

orlPHJIK)ÅHeHH51 ny6niHH0i iH(bopMaL1ii PeecTpy y (l)0PMi BiÅKPHTHXÅaHHX y
nopflAKY, BCTaHOBJ1eHOMY 3aKOHomaBCTBOM•,

3AiüCHeHH% iH111HX (l)YHKuiü, nepen6aqeHHx 3aKOHOM YKpaiHH ny6J1iHHi
eneKTPOHHi Ta iH111HMH aKTaMH 3aKOHOÅaBCTBa y C(bepi pe€cTpiB.
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7. CTBOPEOBaqaMH Pe€cTpy € Y110BHOBaxeHi/BiAr10BimaJ1bHi OC06H cy6'€KTiB
rocnomapE0BaHHA (iM110pTepiB (napaJ1eJ1bHHX iM110pTepiB), AHCTPH6'K)TOPiB), 51Ki

opraHY nepxaBHoro KOHTPOJI}O iH(bopMauiäHe 110BiÅOMneHH51II-IOAO
BBeneHH% B 06ir cepii JliKapcbKoro 3ac06y, 1110 BB03HTbC51 Ha TepHTopi10 YKpaiHH.

Ily6J1iHHHMH peecTpaTopaMH PeecTpy e yr10BHOBaxeHi nocaA0Bi oc06H opraHY
mepxaBHoro KOHTPOJI}O.

8. 06'€KTOM Pe€cTpy e iH(bopMauiq npo cepii JliKaPCbKHX3ac06iB, 3a3HaqeHøx y
rlYHKTi3 Uboro Ilop51AKY, Ta oci6, BiÅr10BinaJ1bHHX3a BBeÅeHH% B 06ir niKaPCbKHX
3ac06iB Ha Tepmopii YKpaiHH.

06'€KT PeecTpy CTBOPIO€TbC51 111J151XOM (l)iKcauii nporpaMHHMH 3ac06aMH

PeecTpy iH(bopMauii, 1110 BiA110BiAHO AO Uboro Ilop%AKY HUIOKHTb AO peecTp0Bvrx

maHHX PeecTpy.
06'€KTiB PeecTpy 3AiäCHK)€TbC51 3a nor10Mororo pe€cTpoBoro

H0Mepa 06'€KTa Pe€cTpy.

9. nxepeJ1aMH PeecTpy e eneKTPOHHiAOKYMeHTH, cTBopeHi

CTBOPk0BaqaMH PeecTpy BiA110BiÅHO AO BHMOr Ilboro ElopflAKY, a rraKO)K eJ1eKTPOHHi
ÅaHi, orrpHMaHi B nop%ÅKY eJ1eKTPOHHOiiH(bopMauiüH0i B3a€M0Åii 3 eneKTPOHHHMH

pecypcaMH.

10. (bYHKUiOHaJ1bHiMOWIHBOCTi PeecTpy 3a6e3net1Y10Tb:
36mpaHH51, HaK011HHeHHH, 06J1iK, 06P06neHHfl, 36epiraHH% Ta HanaHH%

iH(bopMauii LUOAO cepiä JliKaPCbKHX3ac06iB, Luo HaÅXOAATb B 06ir Ha Tepmopii
YKpaiHH, Ta oci6, BiA110BiAaJ1bHHX3a BBeAeHHH B 06ir JliKaPCbKHX3ac06iB Ha

Tepmopii YKpaiHu•,
AocTY11 cneuiaJ1i30BaHnxKopHCTYBaqiB AO PeecTpy qepe3 eneKTPOHHHM1Ka6iHeT

nicJ1fl npoxomxeHH51 npouenypu ejieKTPOHHOi Ta

30KpeMa 3 BUKOPHCTaHHAM iHTerpoBaH0i CHCTerv1H eneKTPOHHOi
eneKTPOHHOro IliAnucy Ta/a60 neqaTKH, a TaKO)K iHUIHX 3ac06iB

eneKTPOHHOi HKi AalOTb 3Mory OAH03Hat-1HO BCTaHOBJ1}OBaTH oc06y Ta

npouenypy aBTopH3auii•,

6JIOKYBaHH51CTBopeHH}1 iH(bopMauiäHoro 110BiAOMJ1eHHR y BH11aAKax,
BH3HaqeHHX 3aKOHonaBCTBOM•,

aBTOMaTH30BaHY (l)iKcaui10 Aii KopucTYBaqiBy Pe€cTpi, ix MOHiTOPHHr;
3axHCT iH(bopMauii B PeecTpi, y TOMY tlHCJ1i BiÅ 3HHmeHH%, 6JIOKYBaHHH,

HOPY111eHHS1 UiJ1iCHOCTiTa pexurv1Y nocTyny AO iH(bopMauii;
aBTOMaTH30BaHHÜ Aocrryn KopucTYBaqiB AO Pe€cTpy 3a A0110Mor0K)

11PHKJ1aAHoro nporpaMHoro iHTep(beäcy PeecTpy (API);
P03Me)KYBaHHH Ta KOHTPOJ1b AocTY11Y AO Aay-1HX PeecTpy 3riÅH0 3 npaBaMH

nocrryny KopncTYBaqiB•,
36epexeHH51, aBTOMaTHLIHe pe3epBYBaHHA i BiÅHOBJ1eHH%pe€CTPOBHX AaHHX Ta

peecTpoB0i iH(bopMauii•,
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aBTOMaTH3aUi10KOHTPOJIIO 03HaK KOPeKTHOCTiTa HOBHOTH iH(boprvrauii, Luo

BHOCHTbCH no Pe€cTpy;

BHKOPHCTaHH51 CJIOBHHKiB, AOBiAHHKiB, CTEIHAapTiB Ta Kpaluux
npaKTHK CTPYKTYPYBaHH51 BiÅOMOCTeä, BHeceHHX AO Pe€cTpy, Ta 3a6e3neqeHH51

ed)eKTHBHOFO 06P06J1eHH%iH(boprvrauii•,
MOXJIHBiCTb aBTOMaTH30BaHOi iH(bopMauiüH0i B3a€M0Aii 3 iHUIMMH nepxaBHHMH

eneKTPOHHHMH pecypcaMH, BOJIOÅiJ1bU51MHiH(bopMauii y AKHX €

opraHH nepxaBH0i BJ1aÅH a60 opraHH MicueBoro caMOBPRÅYBaHHA, 3 MeTOK)

BUKOPHCTaHHA y p060Ti PeecTpy aKTyaJ1bHOi i AOCTOBiPH0iiH(bopMauii•,
aHaJ1iTHt1He Ta CTaTHCTuq1--1e 06P06neHH51iH(bopMauii PeecTpy.

1 1. EneKTPOHHaiH(bopMauiüHa B3a€M0Åifl PeecTpy 3 iHLLIHMH mepxaBHHMH
eneKTPOHHHMH pecypcaMH 3AiüCHYO€TbCS1 3ac06aMH CHCrreMH
ej1eKTPOHHOi B3a€M0Aii AepxaBHHX eneKTPOHHHX pecypciB
<<TpeM6iTa».

Y pa3i BiÅCYTHOCTiTexHiHH0i MOWIHBOCTi nepenaqi maHHX 3 BHKOPHCTaHH%M
CHCTeMH eneKTPOHHOiB3a€M0Aii mepxaBHHX eneKTPOHHHX pecypciB
<<TpeM6iTa» ej1eKTPOHHa iH(bopMauiüHa B3a€MOÅi51cy6'€KTiB eneKTPOHHOiB3a€M0Åii

3 BHKOPHCTaHHAM iH111prx CHCTeM i3

AOTPHMaHH51M BHMOr 11.10210 3axucrry BiA110BiÅH0AO CTarri 8 3aKOHY
YKpaiHH 3axucT iH(boprvrauii B iH(b0PMauiMHo-KOMYHiKauiMHHX CHCTeMax».

06cqr Ta cTpyKTypa aaHHX, AKHMH 06MiH}OYOTbCH cy6'€KTH eneKTPOHHOi
iH(bopMauiMH0i B3a€M0Aii qepe3 nporpaMHi eneKTPOHHHX
iH(bopMauiäHHX pecypciB (cepBicu), BH3HaqaK)TbC51 AoroBopaMH TIPO iH(bopMauiüHY

YKJ1aneHHMH BiÅ110BiAHO Ilop%AKY ej1eKTPOHHOi (TexHiqH0i Ta

iH(bopMauiüH0i) B3a€M0Aii, 3aTBepnxeHoro 110CTaHOB010 Ka6iHeTY MiHicTpiB
YKpaiHH Bia 8 BepecH% 2016 POKY Ng 606 BiCHHK YKpaiHH, 2016 p., N!
73, CT. 2455; 2023 p., N! 11, CT. 721).

12. OYHKUiOHYBaHHflTa P03BHTOK PeecTpy, y TOMY qucni CTBOPeHH% Moro
nporpaMH0-TexHiHHHx 3ac06iB, 3ÅiüCH}O€TbC51 3a paxyH0K KOUITiB AepxaBHoro
610Å>KeTYTa iHUIHX Axepen, He 3a60poHeHHX 3aKOHOAaBCTBOM.

BHeceHHH AO PeecTpy

IH(bopMaui51 BHOCHTbC% AO PeecTpy B pe)KHMi iH(bopMauiüHoro13.
110BiÅOMneHHfl.

14. Ao PeecTpy BHOCflTbC51 BiAOMOCTinpo:
TOPrOBeJ1bHY Ha3BY, A03YBaHH51, (boprvry BHIIYCKY JliKapcbKoro 3ac06y, 1.110

HaÅXOÅHTb B 06ir Ha Tepmopii YKpaiHu;
HOMep cepii, P03Mip cepii Ta KiJ1bKiCTb JliKaPCbKHX3ac06iB, 1140 BB0351TbCfl i3 ui€i

cepii, iHd)OPMaUiK) BBe3eHH% (nepme, 110BTOPHe);
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TepMiH npuaaTHocTi cepii JliKapcbKoro 3ac06y;

BJ1aCHHKa peecTpauii a60 A03BOJIY Ha napaJ1eJ1bHHä iMr10PTJliKapcbKoro 3ac06y,
Moro MiCUe3HaXOA)KeHHH Ta KOHTaKTHi maHi•,

maTY, cepiK) Ta HOMep (3a HaqBHOCTi) peecTpauiüHoro nocBinqeHH% Ha

JliKaPCbKHü3aci6/H0Mep AepxaBH0i pe€cTpauii JliKaPCbKOro3ac06y, Luo BB03HTbCfl,

naTY Ta HOMep pi111eHHfl opraHY AepxaBHoro KOHTPOJI}0 1110110 BHÅaqi A03BOJIY Ha
napaneJ1bHHVf iM110PTJliKapcbKoro 3ac06y, CTPOK Aii A03BOJIY Ha napaJ1eJ1bHHü iM110pT

JliKapcbKoro 3ac06y;

BHP06HHKaJliKapcbKoro 3ac06y, Moro MiCUe3HaXOAxeHHS1Ta KOHTaKTHi aaHi•,

cy6'€KTiB roc110ÅapÆ0BaHHfl (iMnopTepiB, AHCTPH6'}OTOPiB), BiAr10BinaJ1bHHX3a
BBeneHH% B 06ir JliKaPCbKHX3ac06iB Ha Tepvnopii YKpaiHH, ix MiCUe3HaXOA)KeHHH Ta

KOHTaKTHi maHi, y TOMY MHCJ1i iH(bopMauiyo rrpo yr10BHOBaxeHY (BiA110BinaJ1bHY)
oc06y, RKOIO 6YJ10Hamm-10 A03BiJ1Ha 06ir AaH0i cepii.

15. BiA0MocTi, 3UHaqeHi B 11YHKTi14 Aboro Hop51AKY, BHOC%TbC51 AO PeecTpy
ny6J1iHHHM peecTpaTopoM PeecTpy He ni3Hi111e HacTyr1Horo p060qoro 3

110 HbOro iH(bopMauiüHoro FIOBiÅOMJ1eHHA3 UHMH BiÅOMOCT%MH,

OTPHMaHOro qepe3 eneKTPOHHHäKa6iHeT BiA YllOBHOBaxeHOi/Binr10BinaJ1bHOi OC06H
cy6'€KTa (iM110pTepa (napaJ1eJ1bHoro iMnopTepa), LHcTpH6'K)Topa)
(nani — yr10BHOBaxeHa oc06a cy6'€KTa

Y pa3i od)iuiäHoro BHIIYCKY cepii OKPeMHX 6ionoriHHHX JliKaPCbKHX3ac06iB
(iMYHOJ10riHHHX JliKaPCbKHX3ac06iB, JliKaPCbKHX3ac06iB, 51Ki 3 KPOBia60
nna3MH KPOBiJIK)AHHH), BiÅOMOCTi, 3a3HaqeHi B 11YHKTi14 Ilboro Ilopqmcy, BHOC%TbC51
AO PeecTpy YllOBHOBaxeHO}O nocaA0B010 oc060}o opraHY AepxaBHoro KOHTPOJI}O.

Yr10BH0BaxeHa oc06a cy6'€KTa rocnomapK)BaHHfl BiA110Binae 3a FIOBHOTY Ta

AOCTOBiPHiCTbBiAOMOCTeä, BHeceHHX AO PeecTpy.

16. BHeceHH51 iH(bopMauii no PeecTpy MO)Ke 6YTH3a6JIOKOBaHO ny6J1iHHHM

pe€cTpaTopoMPeecTpy, y TaKHX BHnaAKax:
1) HUIBHOCTi iCTOTHHX rrepaneBTHHHHX BiAMiHHOCTeäBin 3ape€cTpoBaHoro B

YKpaiHi JliKapcbKoro 3ac06y;
2) BiÅCYTHOCTinaHHX TIPO peecTpauif0 JliKapcbKoro 3ac06y B ÅepxaBH0MY

peecTpi JliKaPCbKHX3ac06iB;
3) BiÅCYTHOCTinaHHX y ÅepxaBH0MY pe€cTpi JliKaPCbKHX3ac06iB, 1110

napaneJ1bH0 BB0351TbC51 Ha TepHTopiyo YKpaiHH.

17. BKJnoqeHH51 no PeecTpy iH(bopMauii npo cepi}0 JliKapcbKoro 3ac06y, 1110

BB03HTbCH Ha TepHTopiyo YKpaiHH, Ta oci6, BiAr10BiÅaJ1bHHX3a BBeÅeHHR B 06ir
JliKaPCbKHX3ac06iB Ha Tepwropii YKpaiHH, 3AiüCH}0€TbCA ny6J1iHHHM peecTpaTopoM
PeecTpy.

3a6e3neqeHHf1 AocTyny AO PeecTpy
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18. 3a6e3neqeHH51 AO PeecTpy cneuiaJ1i30BaHHM KopucTYBaqaM
3ÅiüCHK)€TbC51 aÅMiHicTpaTopoMPeecTpy Ha nincTaBi•.

p03nopuqoro AOKYMeHTa KepiBHHKa aAMiHicTpaTopa Peecrrpy a60 OC06H, 51Ka

Moro 3aMiL11Y€, 1110A0 YllOBHOBaxeHH% aztMiHicTpaTopiB iH(bopMauiüH0-

KOMYHiKaUiüHOiCHCTerv1W,
3a%BH npo OTPHMaHHA nocrryny AO PeecTpy i3 3a3Haqe1--1HflM

naHHX cneuiaJ1i30BaHoroKopucTYBaqa, nonaH0i 3a BCTaHOBJ1eH010 aAMiHicTpaTopoM

PeecTpy (bopM010.
AocTY11 AO Pe€cTpy KOPHCTYBaqaM npHKJ1aÅHoro rrporpaMHoro iHTep(beücy

PeecTpy (API) Hama€TbC51 3a 3MB0}0 npo OTPHMaHHR nocTY11Y AO Peecmpy 3

BHKOPHCTaHHAM npHKJ1aÅHoro nporpaMHoro iHTep(beücy Pe€cTpy (API) Ha IliacrraBi
YKJ1ameHoro 3 aAMiHicTpaTopoMPeecTpy noroBopy rlP0 iH(bopMauiüHY B3a€MOÅiK).

19. IH(bopMauiH, 1110 MiCTHTbC51 B PeecTpi (KPiM iH(boprv1auii 3 06MexeHHM
AOCTYfl0M), € BiÅKPHTOiOi 3araJ1bHOAOCTY11HO}0 3 MOWIHBiCT}0 6e3011J1aTHoro
uinon060Boro BiJ1bHOro mocTyny Ta K011i}OBaHHA.

KopucTYBaqi Pe€cTpy peani3YK)Tb CBO€ npaB0 1-UOAO OTPHMaHHA Ta

BHKOPHCTaHHA peecTpoB0i iH(bopMauii 3 BHKOPHCTaHHHM eneKTPOHHHX iHTep(beäciB
PeecTpy.

20. KopucTYBaqi PeecTpy MaK)Tb npaBo:

BHKOPHCTOBYBaTH (l)YHKUiOHU1bHiMOWIHBOCTi PeecTpy BiA110BiAH0 npaB rra

YMOB AocTY11Y, BH3HaqeHHX LIHM 110PflÅKOM;
CTBOP10BaTH, nmaBaTH iH(boprvrauiR) AO PeecTpy B MOKax

(l)YHKUiOHaJ1bHHX MO)KJIHBOCTeV1 PeecTpy.

21. 110111YKi neperJ1%A iH(bopMaqii, 11-10 MiCTHTbC% B PeecTpi, a TaKO)K 36HPaHH%,
06P06J1eHH51, BHeceHH% iH(bopMauii AO PeecTpy, Ti 3MiHa Ta BHAU1eHHH, KPiM
BH11aÅKiB, nepeÅ6aqeHHx 3aKOHOM, 3ÅiücmO€TbC51 BiÅ110BiAH0 AO 3aKOHiB YKpaiHH

ny6J1iHHi ej1eKTPOHHi peecTpu», 3axHCT iH(boprvrauii B iH(bopMauiüH0-

KOMYHiKaUiäHHXCHCTeMax».

22. PeecTpoBi Am-li MO)KYTb HamaBaTHC% y (l)0PMi BHTqry, Luo OTPHMY€TbC%
KopucTYBaqaMH Pe€cTpy 3a nor10Mor010 ej1eKTPOHHOPO iHTep(beücy Pe€cTpy.

Pen€LIM p060TH PeccTpy Ta 3axncT iHd)opMauii

23. Peecmp (l)YHKui0HY€ B UiJIOA060BOMYpe)KHMi, KPiMBHnaAKiBnpoBeneHHR
nnaHOBHX i 1103ar1J1aHOBHX Ta/a60 TeXHiHHHX p06iT, 110BtH3aHHX 3

YCYHeHHHM nporpaMH0-anapaTHHxTa/a60 MeTOÅOJ10riqHHX rlOMHJIOK HH rrexHiHHoro
360}0 B p060Ti, TPHBU1iCTbnpoBeneHHfl *KUX BH3Haqa€TbCfl aarv1iHicTpaTopoM
PeecTpy. IH(bopMauiq npo npoBemeHHH Ta/a60 TeXHiHHHX p06iT 3

IliATPHMKHPeecTpy Ha Be6caäTi 1--1eHTpy 3a TPH KaneHAapHi AHi
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marrunpoBeneHH% TaKHX p06iT, KPiMBHnaÅKiB, KOJIH qepe3 TePMiHOBiCTbnpoBeÅeHH%
TaKHX p06iT cB0€qacHe nonepenxeHH51 HeMO)KJIHBe.

24. BeneHH51 PeecTpy 3 BHKOPHCTaHHflM TeXHiHHHX 3ac06iB

eneKTPOHHHX KOMYHiKauiM, *KHMU 3a6e3neHY}0Tbcq 3aXHCT BiÅOMOCTeü, LAO

MiCTflTbC51 y PeecTpi, Bim HecaHKUiOHOBaHHX Aiä•, OHOBJ1eHHH, apxiBYBaHH51

BiAHOBJ1eHH51Ta 110111YK iH(boprqauii, BHeceH0i AO PeecTpy.

25. ElporparvfHHM 3a6e3neqeHHAM PeecTpy 3a6e3neqy€Tbc51 MO)KJIHBiCTb
ny6J1iLIHHM peecTpaToporv1 peccTpoB0i iH(bopMauii PeecTpy a60

amrv1iHicTpaTopoM PeecTpy aHaJ1iTHHHHX, CTaTHCTUHHHX Ta iHLLIHX MaTepiaJ1iB Ha

nimcTaBipe€CTPOBHX AEIHHX Ta peecTpoB0i iH(bopMauii Peecrrpy.

26. 3axucrr peecTpoB0i iH(bopMauii 3AiüCHK)€TbC51 3riÅH0 3 BHMoraMH 3aKOHiB

YKpaiHH 3axHCT iH(boprwauii B CHCTeMax»,
ny6J1iHHi eneKTPOHHipeecTpu».

IliATBepnxeHH51 BiÅfl0BiÅHOCTi CHCTeMH ynpaBJ1iHH% PH3HKaMH Peecmpy Ta

cy6'€KTiB iH(bopMauiäH0i B3a€M0Aii npo 110PYL1.1eHH51 uiJ1icHocTi
pe€cTpoB0i iH(bopMauii 3AiMCHIO€TbC%BiA110BiAH0 AO 3aKOHiB YKpaiHH 3axHCT
iH(bopMauii B CHCTerv1ax», 3axucrr

nePCOHaJ1bHHX
Aepxarrejlb Ta aAMiHicTpaTop PeecTpy 3a6e3net1YK)Tb 3ÅiüCHeHH%Korvmneyccy

nporpaMHvrx, TeXHOJIOriHHHX Ta opraHi3a1-(iüHux 3ax0AiB 11-10110 3axucTY BiAOMocrreä,
MiCTATbC51 B PeecTpi, Bin HecaHKUiOHOBaHOroAocmyny.
3axHCT BiAOMOCTeü y PeecTpi 3a6e3neqy€TbcH UIJIAXOM CTBOPeHHH KOM11J1eKCHOi

CHCTeMH 3axHCTY iH(bopMauii 3 IliATBepnxeHO}O BiÅ110BiAHicT10.





110SICHK)BAJ1bHA 3A11HCKA
AO npo€KTY nocTaHOBH Ka6iHeTY MiHicTpiB YRpaiHH
111,1TaHHf1 BeAeHHH Ta d)YHKUiOHYBaHHq mepmaBHHX peecTpiB

y C(bepi JliKapcbKHX

1. MeTa
Elpo€KT rlOCTaHOBH Ka6iHeTYMiHicTpiB YKpaiHH rlHTaHH% BeAeHHH Ta

(bYHKUiOHYBaHH% AepxaBHux peecTpiB y cd)epi JliKaPCbKHX (majli — npo€KT
aKTa) p03p06neH0 Ha BHKOHaHH% 3aKOHYYKpaiHH Bin 16 JIHIIH% 2024 POKY
N! 3860-IX BHeceHHH 3MiH no AeqKHX 3aKOHiB YKpaiHH LUOAO napaJ1eJ1bHoro
iMnopTY JliKaPCbKHX 3 MeTO}O BH3HaqeHH51 nopHAKY BeneHH% AepxaBHoro
peecTpy JliKaPCbKHX3ac06iB, nop%AKY BemeHH% AeprcaBHoro peecTpy JliKaPCbKHX
3ac06iB, 1110 napaJ1eJ1bH0 BB03HTbC% Ha rrepmopik0 YKpaiHH, nop%ÅKY BeneHH%
AepxaBHoro peecTpy BBeneHHX B 06ir niKaPCbKHX3ac06iB, 1110 BB03HTbCA Ha
rrepvnopiK) YKpaiHH, rrpHBeAeHHH 11010)KeHH51 npo Aep)KaBHHü pe€cTp JliKaPCbKHX
3ac06iB, 3aTBepnxeHoro Ka6iHeTYMiHicTpiB YKpaiHH BiA 31 6epe3HA
2004 p. N! 411, y BiA110BiAHiCTb AO 3UHaqeHoro 3aKOHY, a TaKO)K 3 MeTOK)

BH3HaqeHH% opraHY, Ha HKoro AO CTBOPeHHH UeHTPU1bHOFO opraHY BHKOHaBLIOi
BJ1aAH i3 cneuiaJ1bHHM CTaTYCOM, Luo peani3ye mepxaBHY 110J1iTHKYy cdjepi
CTBOPeHH%, ÅonycKY Ha PUHOK, KOHTPOJII-O HKOCTi, 6e311eKH Ta ecbeKTHBHOCTi
JliKaPCbKHX3ac06iB 110KJ1aÅeH0 BH3HaqeHi IIOPHAKOMBeneHHH
AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, 1.110 napaJ1eJ1bH0 Ha Teppnopi}0
YKpaiHH, Ta IIOP%ÅKOMBeneHHH AepxaBHoro peecTpy BBeÅeHHX B 06ir JliKaPCbKHX
3ac06iB, 1110 BB03%TbC51 Ha TeppnopiK) YKpaiHH.

2. 06rpYHTYBaHHf1 He06xiAHOCTi 11PHüHf1TTf1aKTa
IIPO€KT aKTa p03p06neH0 Ha BHKOHaHHH nonoxeHb 3aKOHYYKpaiHH BiA 28

JIHIIH% 2022 POKY NQ 2469 JliKaPCbKi Ta 3aKOHYYKpaiHH Bim16 JIUIIHH
2024 POKY NQ 3860-IX BHeceHHH 3MiH no meflKHX 3aKOHiB YKpaiHH LUOÅO
napaneJ1bHoro iM110pTY JliKaPCbKVfX BCTaHOBJ1eHO, 1110 Flop%AOK
BemeHH% ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0 BB03HTbCH Ha
TepuTopiK) YKpaiHH, Ta BeneHHH AepxaBHoro pe€cmpy BBeÅeHViX B 06ir
JliKaPCbKHX3ac06iB, 1110 Ha Tepvnopiyo YKpaiHH,
Ka6iHeT0M MiHicTpiB YKpaiHH.

3aKOHOM YKpaiHH Bin 16 2024 POKY NQ 3860-IX BHeceH1-1A 3MiH no
nemcmx 3aKOHiB YKpaiHH LUOAO napaJ1eJ1bHoro iM110pTY JliKaPCbKHX (mani -

3aKOH), 30KpeMa, BHeceHO 3MiHH AO 3aK0HY YKpaiHH Bill 28 JIHIIH% 2022 POKY
N! 2469-IX JliKapcbKi Ta nepeA6aqeH0 BBeAeHHfl B 110JIO)1CHb

3aKOHYYKpaiHH Bim28 JIHFIHH 2022 POKY N! 2469-IX JliKapcbKi LAO

CTOCYOTbC% napaneJ1bHoro iM110pTY JliKaPCbKHX3ac06iB, 3 1 ciHH% 2025 poKY.
IIYHKTOM 5 p03AiJIY II Ta nepexiAHi 3aKOHY

Ka6iHeTYMiHicTpiB YKpaiHH mopyqeH0 P03p06HTH Ta 3aTBePÅHTH nopHA0K BeAeHHfl
AepKaBHoro peecTpy BBeÅeHHX B 06ir JliKaPCbKHX3ac06iB, I-go BB03HTbCH Ha
-repHTopiK) YKpaiHH, Ta AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, Luo napaJ1eJ1bH0
BB03%TbCH Ha Tepmopi}0 YKpaiHH.
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TaK0)K, BiA110BiAH0AO npyroro peqeHHR a63auy Apyroro IliA11YHKTY1 IIYHKTY
2 p03AiJIY 1 3aK0HY Ilop51A0K BeneHH51 AepxaBHoro peecTpy JliKaPCbKHX3ac06iB
3aTBepmxy€TbCA Ka6iHeT0M MiHicTpiB YKpaiHH, BiLU10BiÅH0 AO TpeTboro peqeHHH
a63auy mpyroro niA11YHKTY1 nyHKTY 2 p03Ainy 1 3aKOHY 3a 0KpeM0}0 3a51B010

BJ1aCHHKa peecTpauii MOMY MO)Ke 6YTH BHAaHO BHTnr 3 AepxaBHoro peecTpy

JliKaPCbKHX3ac06iB y nop%ÅKY, BCTaHOBneHOMY Ka6iHeT0M MiHicTpiB YKpaiHH.

I-IPH 1-1bOMY BiÅ110BiÅHOno IIYHKTY 4 p03ÅiJIY II Ta nepexiÅHi

3aKOHY BCTaHOBJ1eHO, 1110 AepxaBHHü pe€cTp BBeneHHX B 06ir
JliKaPCbKHX3ac06iB, LAO BB03flTbCfl Ha TepHTopiK) YKpaiHH, Ta AepxaBHHä peecTp

JliKaPCbKHX3ac06iB, 1.110 napaJ1eJ1bH0 BB03ATbCH Ha TepHTOPiK) YKpaiHH, e
(l)YHKUiOHaJ1bHHMH CKJ1aÅOBHMH AepxaBHoro peecTpy JliKaPCbKHX3ac06iB.

KpiM Toro, IIYHKTOM 2 p03AiJIY II Ta nepexiAHi

3aKOHYYCTaHOBJ1eHO, 1110 CTBOPeHH% UeHTPU1bHOPO opraHY BHKOHaBHOi BJ1aAH
i3 cneUiaJ1bHHM cTaTYCOM, 1110 peani3ye nepxaBHY 110J1iTHKYy cd)epi CTBOPeHH%,
nonycycy Ha PHHOK, KOHTPOJTK) AKOCTi, 6e311eKH Ta ed)eKTHBHOCTi JliKaPCbKHX3ac06iB,
BH3HaqeHOro 3aKOHOM YKpaiHH Bin 28 2022 POKY Ng 2469-IX JliKapcbKi

110BHOBa)KeHH51 mono BeAeHH51 ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB,
1110 napæneJ1bH0 BB03flTbCH Ha TepHTopiK) YKpaiHH, BeneHHR AepxaBHoro pe€cTpy
BBeneHHX B 06ir JliKaPCbKHX3ac06iB, ILIO BB03HTbCH Ha rrepvnopiK) YKpaiHH, HanaHHH
A03BOJIY Ha napaJ1eJ1bHHV1 iM110pT JliKaPCbKHX3ac06iB Ta iH111i nepeÅ6aqeHi LIMM

3aKOHOM KOHTPOJ1bHi110BHOBaxeHHfl IIIOAO rraKHX JliKaPCbKHX3ac06iB 3AiÜCHYOK)TbCA
B nop51ÅKY Ta opraHaMH, BH3HaqeHHMH Ka6iHeT0M MiHicTpiB YKpaiHH.

TaK0)K IIYHKTOM 3 p03AiJIY II Ta nepexiAHi

YCTaHOBJ1eHO, Luo AO 3aTBePÅxeHH51 nopflAKY BeneHHH ÅepxaBHoro pe€cTpy
JliKaPCbKHX3ac06iB, 1110 mapaneJ1bH0 BB03%TbCfl Ha Tepmopiyo YKpaiHH, Ta

BFIPOBaAxeHH51 BiAfl0BiAHoro nporpaMHoro 3a6e3neqeHH51 3a3HaqeHoro peecTpy
iH(boprvrauiH LUOÅO JliKaPCbKHX3ac06iB, LILO mapaneJ1bH0 BB03%TbC51 Ha Tepmopiyo
YKpaiHH, BemeTbC% B eneKTPOHHOMY BHE151Ai B nop%ÅKY, BH3HaqeHOMY Ka6iHeT0M
MiHicTpiB YKpaiHH.

TaKHM MHHOM, npo€KT aKTa p03p06neH0 Ha BHKOHaHHH BHMOr 3aKOHY.

3. OCHOBHi nonomeH1-1f1 npo€KTY aKTa
IIPO€KTOMaKTa npor10HY€Tbcq:
3aTBePÅHTH 110P51A0KBexteHHA AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 51KHü

30KpeMa, BH3HaqaTHMe nop%A0K BHAaqi BHTflry 3 ÅepxaBHoro pe€cTpy JliKaPCbKHX
3ac06iB;

3aTBePÅHTH IlopflA0K BezxeHHH ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 11.10

napaJ1eJ1bH0 BB03%TbCH Ha TepHTopiK) YKpaiHH•,

3aTBePAHTH IIOPAAOK BeneHH51 AepxaBHoro peecTpy BBeneHViX B 06ir
JliKaPCbKHX3ac06iB, 1110 BB03HTbC% Ha TepHTopi}0 YKpaiHw,

BHeCTH 3MiHH AO 110JIO)KeHHH TIPO AepxaBHH1i peecTp JliKaPCbKHX3ac06iB,
3aTBemxeHoro Ka6iHeTYMiHicTpiB YKpaiHH Bin 3 1 6epe3H51 2004 POKY
N! 411;

BH3Hat1HTH opraH, 3AiäCHK)BaTHMe HOBHOBaxeHHH LUOÅO BeneHH%
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110 napaJ1eJ1bH0 Ha Tepmopiyo



3

YKpaiHH era AepxaBHoro pe€cTpy BBeÅeHHX B 06ir JliKaPCbKHX3ac06iB, 1110 BB03ATbC51

Ha rrepvnopiK) YKpaiHH, AO ÅH51 CTBOPeHHfl UeHTpaJ1bHOFO opraHY BHKOHaBHOi BJ1aÅH
i3 cneuia.J1bHHM CTaTYCOM, 1110 peaJ1i3ye nepxaBHY r10J1iTHKYy C(bepi CTBOPeHHH,
nonycKY Ha PHHOK, KOHTPOJI}O *KOCTi, 6e3neKH Ta ed)eKTHBHOCTi JliKaPCbKHX3ac06iB,
BH3HaqeHOro 3aKOHOM YKpaiHH Bin 28 num-IH 2022 POKY N! 2469-IX JliKapcbKi
3ac06H»•,

BH3Hat1HTH Ilop51A0K BeneHHfl iH(bopMauii 1110Å0 JliKaPCbKHX3ac06iB, 1110

napaJ1eJ1bH0 BB03flTbC51 Ha Tepmopiyo YKpaiHH, AO BFIPOBaJVKeHH51 nporpaMHoro
3a6e3neqeHH51 ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB, Luo napaneJ1bH0 BB0351TbCH

Ha TepHTopi10 YKpaiHH.

4.11paB0Bi acneRTH
Y naHiü C(bepi CYC11iJ1bHHXBiAHOCHH Ai}0Tb TaKi HOPMaTHBHO-npaBOBi aKTu:
K0Hcrrvrryuiq YKpaiHw,
OCHOBH 3aKOHOÅaBCTBa YKpaiHH npo oxopoHY 3Aop0B'Y,

3aKOH YKpaiHH Bin 4 KBiTH51 1996 POKY Ng 123/96-BP JliKapcbKi 3ac06H>Y,

3aKOH YKpaiHH Bill 28 JIMI-IHA 2022 POKY Ng 2469-IX JliKapcbKi 3ac06H>Y,
3aKOH YKpaiHH BiA 16 JIHIIH% 2024 poKyNg 3860-IX BHeceHH% 3MiH AO

me;1KHX 3aKOHiB YKpaiHH 140A0 napaneJ1bHoro iMnopTY JliKaPCbKHX3ac06iB»;
3aKOH YKpaiHH 3axHCT nePCOHaJ1bHHX naymx»•,
3aKOH YKpaiHH ny6J1iHHi eneKTPOHHipeecTpm»;
3aKOH YKpaiHH iH(bopMauiyo»•,
3aKOH YKpaiHH 3axHCT nePCOHaJ1bHHX
3aKOH YKpaiHH 3aXHCT iH(bopyrauii B

CHCTeMax»•,
3aKOH YKpaiHH eneKTPOHHi AOKYMeHTH Ta eneKTPOHH1dä

AOKYMeHT006ir»;
3aKOH YKpaiHH eneKTPOHHY Ta eneKTPOHHiA0Bipqi

110CJ1yrn»•,

r10CTaHOBa Ka6iHeTYMiHicTpiB YKpaiHH BiA 08 BepecHH 2016 POKY N! 606

IIHTaHHfl eneKTPOHH0iB3a€M0Åii eneKTPOHHHX iH(b0PMauiäHHX pecypciB»;
nocmaHOBaKa6iHeTYMiHicTpiB YKpaiHH Bin 31 6epe3Hfl 2004 p. N! 411

3aTBePÅ)KeHHA FIOJIO)KeHHH npo AepxaBHHä peecTp JliKaPCbKHX3ac06iB»;
HaKa3 MiHicTepcTBa OXOPOHH 3Åop0B'51 YKpaiHH Bim08 TPaBH51 2014 p. Ng 314

3aTBePA)KeHHA Ilop51AKY BezxeHHR AepxaBHoro peecTpy JliKaPCbKHX3ac06iB

5. (DiHaHCOBO-eKOHOMiH1-1e 06rpyHTYBaHHH
PeaJ1i3aui% aKTa He 110Tpe6ye d)iHaHCYBaHH51 3 AepxaBHoro 610Å)KeTY Ta/a60

MicqeBHX OCKiJ1bKm:
ÅepxaBHHä peccTp JliKaPCbKHX3ac06iB B)Ke CTBopeHmr,1 Ta (l)YHKui0Hye, TOMY

BHAaTKiB Ha Moro CTBopeHH% He nepeA6aqa€Tbcw,
p03p06Ka nporpaMHoro 3a6e3neqeHH% ÅepxaBHoro pe€cTpy JliKaPCbKHX

3ac06iB, Luo napaRJ1bH0 BB0351TbCH Ha Tepurropiyo YKpaiHH Ta AepxaBHoro peecrrpy
BBeneHHX B 06ir JliKaPCbKHX3ac06iB, Luo BB03ATbCH Ha TepHTopi10 YKpaiHH, 6YAe
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3ÅiücHeHa3a paxyH0K KOLLITiBMi)KHaPOÅH0i TexHiHH0i AOTIOMOFH Ta 3 iH111HX mxepen,
He 3a60POHeHux3aKOHonaBCTBOM•,

nepeA6aqa€Tbcn, 1110 AepxaBHuM peecTp JliKaPCbKHX3ac06iB, 1110 napaJ1eJ1bH0

BB03flTbCA Ha TepHTopi}0 YKpaiHH, Ta ÅepxaBHHü peecTp BBeAeHHX B 06ir JliKaPCbKHX
3ac06iB, 1110 BB03flTbCfl Ha YKpaiHH, € (l)YHKUiOHaJ1bHHMH CKJ1aAOBHMH

AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, aÅMiHiCTpYBaHH% 3UHaqeHHX peecTpiB
3AiüCHK)BaTHMe AepxaBHe niJUIPH€MCTB0 eKcnepTHHü I-leHTP
MiHicTepcTBa OXOPOHH 3AOPOB'q (mani - AII 3a

HanaHOK) All JIHCTOM BiA 13 BepecH% 2024 p. Ng 2349/12. I -24, (l)iHaHCYBaHH51
BHÅaTKiB, He06XiÅHHX AJ151 peani3auii npo€KTY aKTa (a caMe - BHAaTKiB Ha
aAMiHiCTPYBaHH51), 6yne 3ÅiäcHK)Barrucq 3a paxyH0K BJ1aCHHX HaAXOA)KeHb All

CYMa KOI-LITiB, He06xiÅHa peani3auii npoeKTY aKTa CTaHOBHTb Ha

2025 piK - 6600 THC. rpH., Ha 2026 piK - 7589 THC.rpH., Ha 2027 - 8728 THC.rPH.
OiHaHCOBo-eKOHOMiLIHi p03paxyHKH AOAaÆOTbCH.

6. 1103MuiH 3aiHTepecoBannx CTOPiH
Ilpo€KT aKTa He CTOcy€TbC51 rlHTaHb (l)YHKUiOHYBaHH51 MicueBoro

caMOBPflÅYBaHH51, npaB Ta iHTepeciB TepvnopiaJ1bHvrx rpowram, MicueBoro Ta

peri0HaJ1bHoro P03BHTKY, COUiaJ1bHO-TPYAOBOiC(bepm, npaB oci6 3 iHBaJ1iAHiCTIO,

(l)YHKUiOHYBaHH51 i 3aCTOCYBaHH51 YKpaiHcbK0i MOBH 51K mepxaBH0i, TOMY He 110Tpe6ye
3 YllOBHOBa-xeHHMH npeÅCTaBHHKaMH BCeyKPaiHCbKHX acouiauiä

opraHiB MicueBoro caMOBP51AYBaHH51 BiA110BiAHHX opraHiB MicueBoro
carviOBPRAYBaHHH, YllOBHOBaxeHUX npeÅCTaBHHKiB BCeyKPaiHCbKHX npo(bcniJ10K, ix

06'€AHaHb Ta BCeyKPaiHCbKHX 06'€ÅHaHb opraHi3a1_1iü P060TOAaBUiB, YPHAOBHM

YllOBHOBaxeHHM 3 npaB oci6 3 iHBaJ1iAHicno Ta BceyKpaiHCbKHMH rp0MamcbKMMH
opraHi3auiflMH oci6 3 iHBaJ1iÅHiCT}0, ix CiliJIKaMH, Yr10BHOBaxeHHM i3 3axucrry
AepxaBH0i MOBH.

Ilpo€KT aKTa He CTOCY€TbC% cd)epH HayKOB0i Ta HayKOBO-TeXHiHHOiAi%J1bHOCTi,

TOMY He 110Tpe6ye noroÅ)KeHHH 3 HayKOBHM KOMiTeTOM Haui0HaJ1bH0ipann 3 nurray-lb

P03BHTKY HayKH i TexHOJ10riä.
Elpo€KT aKTa 110Tpe6ye noroAxer-1H% 3 MiHicTepcTB0M (l)iHaHCiB YKpaiHH,

MiHiCTepcTBOM eKOHOMiKH YKpaiHH, MiHiCTepcTBOM 11H(bpoB0i TpaHc(bopMauii
YKpaiHH, CJTY)K6010 cneUiaJ1bHOro 3B'*3KY Ta 3axncTY' iH(bopMauii
YKpaiHH, AepxaBHOK) peryJ1qrropH0K) CJIY)K60K) YKpaiHH, HagiOHaJ1bH010 CJIPK60}O
3Aop0B'q YKpaiHH, AepxaBH010 CJIPK60K) YKpaiHH 3 JliKaPCbKHX3ac06iB Ta

KOHTPOJI}0 3a HaPKOTViKaMH, YllOBHOBax-eHHM BepxoBH0i Panm YKpaiHH 3 rlpaB
JI}OÅHHH.

FIpo€KT aKTa 110Tpe6y€ 3ÅiäCHeHH51 rrpaB0B0i eKCnePTH3H MiHiCTepcTBOM
K)CTHUii YKpaiHH.

7. OuiHKa BiA110BiAHOCTi
Y npo€KTi 110CTaHOBH BiÅCYTHinonoxeHHfl, 1110 CTOCYfOTbC51 3060B'513aHb

YKpaiHH y cd)epi €BponeücbK0i iHTerpauii, 11paB Ta CB060A, rapaHTOBaHHX
KOHBeHuieyo I-IPO 3aXHCT npaB JITOAHHH i OCHOBOIIOJIO)KHHX CB060A, BTIJIHBaYOTb Ha
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3a6e3neqeHHH piBHHX 11paB Ta MO)KJIHBOCTeä )KiHOK i YOJIOBiKiB, MiCT%Tb PH3HKH

BHHHeHH% KopynuiäHux npaBonopY111eHb Ta npaBonopymeHb, 110B'fl3aHHX 3

Kopynui€K), IlincTaBH AHCKPHMiHaUii.
FIpo€KT nocTaH0BH r10Tpe6ye HampaBJ1eHH51 AO Haui0HaJ1bHoro areHTCTBa 3

IIHTaHb 3an06iraHH51 Kopynuii BH3HaqeH1---1% He06xiAHOCTi npoBeneHHA
aHTMKopynuiüH0i eKcnePTH3H.

FIPO€KTTIOCTaHOBH 110Tpe6ye HanpaBJ1eHHA AO Yp51A0Boro od)icy Koopmvmauii
€BponeücbK0i Ta €BpoaTnaHTHLIH0i iHTerpauiiCeKpeTapiaTYKa6iHeTYMiHicTpiB
npoBeneHHfl eKC11ePTH3H Ha BiÅ110BiAHiCTb 3060B'513aHHAM YKpaiHH y C(bepi

€BponeücbK0i iHTerpauii, y TOMY MHCJ1i Mi)KHaPOAH0-npaBOBHM, Ta npaBY
€BponeMCbKoro COY03Y(acquis €C).

rpoMazxcbKa ar-1THAHCKPHMiHaUiMHaTarPOMaACbKa aHTHKopynuiäHa,

rp0MaAcbKa reHAepH0-npaB0Ba eKC11ePTH3H npo€KTY 110CTaHOBH He IIPOBOÅHJIHC%.

8. nporH03 pe3YJ1bTaTiB
PeaJ1i3aui51 npo€KTY aKTa MaTHMe r103HTHBHHä BIIJIHB Ha iHTepecu HaceneHH%,

OCKiJ1bKH 3a6e311eHHTb BHeceHHfl BiAOMocrreünpo JliKapcbKi 3ac06H AO
ÅepxaBHoro peecrrpy JliKaPCbKHX3ac06iB, AepxaBHoro pe€cTpy BBeÅeHHX B 06ir
JliKaPCbKHX3ac06iB, 11.10 BB03flTbCH Ha TepHTopi}0 YKpaiHH, AepxaBHoro peecmpy
JliKaPCbKHX3ac06iB, LIAO napaneJ1bH0 BB0351TbCH Ha Tepurropi10 YKpaiHH, 1.110

L03BOJIHTb peani30BYBaTH npaB0 KopucTYBaqiB 3a3HaqeHvrx peecniB Ha 110BHY,

AOCT0BiPHY npo JliKaPCbKHü3aci6 Ta ÅOCTyr1HiCTb 0AepxaHH%.
3HHxeHH51 pH3HKiB BHKOPHCTaHHfl HenKiCHHX a60 He6e3neqHmx JliKaPCbKHX3ac06iB.

Pea-Tli3auiq 11po€KTY aKTa He MaTHMe BTIJIHBY Ha PHHKOBe cepeÅ0BHLue,
3a6e3neqeHHH 3axucrry npaB Ta iHTepeciB cy6'€KTiB roc110ÅapK)BaHHH, rp0MaA51H i

mepxaBm; P03BHTOK peri0HiB, niABHIUeHH51 CllPOMO)KHOCTi

TePHTOPiaJ1bHHXrp0Man•, PHHOK npaui, piBeHb 3aäH%TOCTi HaceJ1eHHW, rporvrancbKe
3AOPOB'q, 110Kpa1ueHHA noripmeHH51 CTaHY 3110130B'%HaceRHH51 a60 Moro 0KpeMHX
rpyn; eK0J10ri10 Ta HaBKOJIHUIH€ npup0ÅHe cepeÅ0BH1ue, 06cqr 11PHPOÅHux pecypciB,
piBeHb 3a6pYÅHeHH51 aTMoc(bepHoro 110BiTp51, BOAH, 3eMeJ1b, 30KpeMa 3a6pYAHeHH%
YTBopeHHMH BiÅXOAaMH, iH111i cycniJ1bHi BiÅHOCHHH.

BIIJIHB Ha iHTepecu 3aiHTepecoBaHHx cTopiH:

3aiHTepecoBaHa BIIJIHB peani3auii aKTa 110f1CHeHHf1 oqiKYBanoro BnJIHBY
CTOpoHa

rPOMaÅHHH
(naui€HTH)

Ha 3aiHTepecoBaHY
CTO OH

1103HTHBHHV1 BiJ1bHV1vY1nocTyr1 AO iH(bopMauii 3
ÅepxaBHoro peecTpy JliKaPCbKHX
3ac06iB, AepxaBHoro peecTpy
JliKaPCbKHX3ac06iB, 1110

napaRJ1bH0 Ha
TepHTopiro YKpaiHH, AepxaBHoro
pe€cTpy BBeneHHX B 06ir
JliKaPCbKHX3ac06iB, 11-10 BB0351TbC51
Ha Te HTO iyo YK aiHH, LUOAO



Cy6'€KTH
roc110ÅapK)BaHHA

MeÅHHHHü
nepc0HaJ1
3aKJ1aÅiB OXOPOHH
3nop0B'51

ÅepxaBa

6

1103HTHBHHÜ

F103HTHBHHä

6YÅb-AKoroJliKapcbKoro 3ac06y.

OTPHMaHH%nocrryny AO
iH(bopMauii npo JliKapcbKi 3ac06H,
11-10 BB03HTbCA Ha erepvrrropi}0
YKpaiHH, y TOMY qucjli I-lineü
napaneJ1bHoro iM110pTY.

BiJ1bHHü nocTyr1 AO iH(bopMauii 3
AepxaBHoro peecTpy JliKaPCbKHX
3ac06iB, ÅepxaBHoro peecTpy
JliKapCbKHX 3ac06iB, 1110

napaneJ1bH0 BB03HTbC51 Ha
Tepvnopiyo YKpaiHH, AepxaBHoro
peecTpy BBemeHHX B 06ir
JliKaPCbKHX3ac06iB, 1.110 BB03flTbC%

Ha rrepHTopi}0 YKpaiHH, LUOÅO
6 Ab-SIKOro JliKa CbKOro 3ac06

HOPMaTHBHe3aKpi11J1eHH% nop%AKY
BeAeHH51 ÅepxaBHoro peecTpy

JliKaPCbKHX3ac06iB, AepxaBHoro
peecTpy JliKaPCbKHX3ac06iB, 1110

BB03RTbCH HanapaJ1eJ1bH0
TepHTopi10 YKpaiHH Ta nopAAKY
ÅepxaBHoro pe€cTpy BBemeHHX B

06ir JliKaPCbKHX3ac06iB, 1110
BB0351TbCfl Ha erepHTopi10 YKpaiHH,
BiAr10BiAH0 BHMOr

3a6e3neqeHHA3aKOHOÅaBCTBa,
MO)KJIHBOCTi 06MiHY nay-IHMH Mix
3UHaqeHHMM peecTpaMH Ta

iHUIHMH eneKTPOHHHMH peecTpaMH,
6aHKaMH (6uaMH) Am-mx Ta
iH O MaqiVfHHMH CUCTeMaMH.

Bi op JIAUIKOMiHicTp OXOPOHH 3A01)0B'q YKpaiHH

2024 p.



P03PAXYHKU AO IIPO€KTY AKTA

nnTaH1-1H Bener-ll-rq Ta d)YHKUi01-1YBaHHH AepmaBHHX peecTpiB y C(bepi JliKaPCbKUX

1. nepion peani3auii aKTa (piK)
IloqaTOK peaJ1i3auii aKTa: 2025 p.
KiHqeBHMi TepMiH peaJ1i3auii aKTa: nocTiM1-10

2. CTpaTeriHHi uini Ta 1101€a3H11K11 pe3YJ1wraery, HI-cnx naanyc nocqrTH ro.110BH11ii P03P06HHK npo€KTY mera

Ha3Ba 110Ka3H1,1Ka pe3YJ1bTaTY OAHH1,111f1

BilMi
TIOTOLIHHii piK

2024
PiK
2025

PiK
2026

Pik
2027

CTpaTeri'1Ha uiJ1b 1. 3a6e3neqeHHH d)YHKUiOHYBaHHH B gacTHHi aAMiHiCTPYBaH11f1AepmaBHoro peccTpy JliKaPCbKHX 3ac06iB, 1110

napaJ1eJ1bH0 BB03HTbCH I-la Tep11Topi10 YKpaiH11
AepmcaBHHÜ pe€cTp JliKaPCbKHX3ac06iB, 1110 on.
na anej1bHO BB03flTbCS1 Ha Te HTO iro YK aiHH

1 1 1

CTpaTerit1Ha uiJ1b 2. 3a6e3neqeHHf1 Haj1e'iKHOro d)YHK11iOHYBaHHH B qacTHHi aAMiHiCTPYBaHHf1Aepn«aBHoro peecrrpy BBeneH11X B 06ir JliKaPCbKHX
3ac06iB 1110 BB03SITbCH Ha Te HTO iro YK ail-III
AepxaBHHä pecc•rp BBeneHHX B 06ir JliKaPCbKHXon.
3ac06iB, 1110 BB03flTbC51 1-la Te HTO iro YK aiHH

3. b10A'»Kerrna nporpaMa, B Memax HROi 11J1aHYCTbCH peaJ1i3auif1 a«ra

KIIKBK a60 TEIKBKMb

4. 3araJ1bHa BaPTiCTb ny6J1it1H0i nocayrn 3 d)OPMYBaHHf1 Ta peaJ1i3auii mera

1

Ha3Ba

PiK
2026

1

Amepena 3AiiicHeHHH Bl,rrpaT

3a paxyHOK K0111TiB 610A7€eTY,
TO qncjli:

110T0HHnii piK
2024

PiK
2025

1

muc. c? n

Pik
2027



MicueBoro 61011>1CT
3a paxyH0K iH111HxA}KepeJ1,
He 3a60 Oiler-Inx 3aK01-10AaBCTBOM
YCbOFO

2

6600 7590 8728

5. nepeniK nwraHb 1110110 110Tpe6n npoBene11Hf1 3BeaeH11X d)iHaHCOBO-eKOHOMiHHHX p03paxyHKiB

IIHTaHHf1

1. e maBHa IliAT 11M1€a Ta A0110Mora
LIH HanaBaTHMeTbCS1 HOBa Ta/a60 Bin6YAYTbc513MiHH y HanaHHi
nep-»KaBH0i niATPHMKH Ta/a60 nor10M01"H (l)i3HHHHMhOPHÅHHHHM
oc06aM?
HH 6YÅYTbHanaBaTHC51 1-10Bi Ta/a60 BHOCHTHCSI 3MiHH y HanaHHi
AOIIOMOFH, BH11J1aTH, rreHcii, TOLUO neBHHM 3aiHTepec0BaHHM
CTO OHaM?
2. 011J1aTa n aui

6Y'ÅY'Tb3MiHIOBaTHCb YMOBH onnaTH npaui npauiBHHKiB ycTaHOB
Ta o raHi3auiM, 1110 HM TbC51 3 BiÅ110BiAHHX 6mxeTiB?
LIH 6yne 36iJ1b111eHO/3MeH11RHO quceJ1bHiCTb npauiBHHKiB
610Å)1CTH0i CTaHOBH?
3. Mail-10 060Tn 110CJ1 rn
LIH 6YAYTb ITPHÅ6aBaTV1/ nepenaBaT1d / CllHCYBaTH pyxoMe/HepyxoMe
MafiHO?
LIH TIJ1aHYCTbCS1 OTPHMaHH51 MaäHa y HaTypaJ1bHiV1 (l)0PMi, 511€e
110 e6 Baume nonaJ1b1110M 06CJ1 FOB BaHHfl?
LIH Tpe6a 6yne 3AiViCHK)BaTH ny6J1iHHi 3aKY11iBJ1iTOBapiB, p06iT i
110CJ1 r?

110TO'1HHü pik
2024

PiK
2025

TaK
4

PiK
2026

6

PiR
2027

TaK
2

Hi

3

Hi
5

Hi
7 8

Hi

9
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LIH Tpe6a 6yne p03p06J151TH Be6caMT / OHJ1aäH-CHCTeMH /
KYPCH /

ecc H TOLIIO?
Tpe6a 6yne IIPOBOÅHTH KOMYHiKauiMHi3aXOÅH Ta/a60 '3aXOAH 3

iH O M BaHH51 LUOÅO HOBHXII onen i 11 aBHJ1 aniBHHKiB?
MH 6YAYTb3MeHL11YBarruc51 a60 36iJ1bL11YBaTHCHBHJ&TKH Ha 3B'*30K,

orlJ1aT KOM Haj1bHHX noc r, O eHA , IIOTOHHHÄ eMOHT TOIIIO?
LIH e6a 6 ne 11 OBOÅHTH 6a30Be HaBqaHH51 Tl aniBHHKiB?
4. OXOAH
I-IH 6yne BBeneHO, 3Mi1--1eHOMH CKaCOBaHO I-IMBI-1i nonaTKH, 360PHTa
iH111i AOXOAH?
LIH 6yne 3MiHeHO cTpyKTypy HUIBHHX rronaTKiB, 360piB Ta iH111HX
AOXOAiB?
I-IH 6YÅYTb3MiHYOBaTHCbA>Kepena 3ÅiäCHeHH51 BHAaTKiB era HanaHH51
K eÅHTiB 3 610Å)1CT ?
MH 6 b 6 Ab-KOM HanaBaTHCb IliJ1b1"H B 0110AaTK BaHHi?
5. Bo roBi 3060B'f13aH11H Ta ra ar-1Tii

BiA6yneTbcH BEIJIHB Ha 06cqr nepKaBHoro/MicueBoro 60pry Ta

rapaHT0BaHoro neP)KaB010 / ABTOHOMHOIO Pecny6J1iK0h0 KPHM,
06J1aCHOK) an010 HH Te VITO iaJ1bHOEO r OMaÅ010 MiCTa 60 r ?
6. 110BHOBameHHS1
LIH 6YAYTb nepenaBarrmcb IIOBHOBOICHHSI Ha 3AiÜCHeHH51BHAaTKiB 3

aepxaBHoro no MiCUeBHX Ta/a60 3 MiCUeBHX no nepxaBHoro
61010KeTiB?

6. ba30Bi 110K'd3HHK11

6.1. 3aiHTepec0BaHi CTOPOHH, I-la 3a6e311eqeHHH iHTepeciB HKHX CllPHMOBaHO peani3aui10 arcra

KiJ1bKiCTb oci6
norroqnnii piK

2024
3ai11Te ecoBa11i CTO OHH

PiK
2025

P iK

2026

muc. ociö

PiK
2027



Cy6'€KTH rocnonaPYOBaHH%

6.2. IIPf1Mi Ta HenpHMi BIITPaTH

IlepeJ1iK 110Ka3HVIKiB

n HMi BHT aTH:

F10CJIYFH 1110110 aAMiHiCTPYBaHH51AepmcaBHoro
pe€cTpy JliKaPCbKHX 3ac06iB, 1110 napaJ1eJ1bH0
BB03HTbCH Ha Tepmopiyo YKpaiHH IIIJIHXOM

MonepHi3auii AepxaBHoro pe€cTpy JliKaPCbKMX
3ac06iB Ta nepxaBHoro pe€cTpy BBeneHHX B 06ir

JliKaPCbKHX3ac06iB, 1110 BB0351TbCfl Ha TepHTopi10
YK aiHH
F10TOLIHi BHAaTKH, CllPHMOBYIOTbCAHa 11PHA6aHH51
06J1aAHaHH51 AOBI*OCTPOKOBOFO KOPHCTYBaHH51 Ta
HanaHH51 nocn
Hen HMi BEIT aTn:

0311McaTH 3a T101€a3HHKaMH

7. 3BeAeHi (biHaHCOBO-eKOHOMit1Hip03paxY1-1K11
BHA 610AHWTYJEP)KaBHHV1

4

110T0t1H11ii piK
2024

72,192

PiK
2025

6600

7.1. BHAaTKH Ha 3AiiicHeHHf1 3axomiB, nepeA6aqeHHx npo€K1'0M alera, Ta AOXOAH 610An«eTY

7590

PiR
2026
cneuia
JlbH1-11i

OHA
9

2026

pa30M

10

muc. 2 H

PiK
2027

8728

muc. epu

norca3HHKH

1

1. BHAaTK11 ÖIOA>KTTY
31*iAH0 3 npo€KT0M
alcra Cboro

no-rot1H11ii piR
2024

3araJ1bHnü cneuiaJ1bH

2

'Iii (I)OHA

3

pa30M

4

3araJ1bH111i

5

Pik
2025
cneuiajlb

HHii

OHA
6

pa30M

7

3araJ1bH11Ü1
(t)0HA

8

3araJ1bH11ii
(I)OHA

II

Pik
2027
cneuia.rr

billlii
OHA

12

pa30M

13
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(niA11YHKT 1.1 +
ninn HKT 1.2

y TOMY LIHCJ1i:

1.1. 36iJ1bmeHHH
BIIAaTKiB + , Cboro
3 HHX: 3a 610A)KeTHHMH

nporpaMaMH KHKBK
a60 TIIKBKMB,
HanpflMaMH
BHKOPHCTaHHfl
610XACTHHXKOWTiB,
KEKB (p03r1HcaTH 3a

KonaMH 61011>KeTH0i
KJ1aCH iKauii
1.2. 3MemneHHf1
BIIAaTKiB -

, CI-,oro

3 HHX.• 3a 610A>KeTHHMH

nporpaMaMH KHKBK
a60 TIIKBKMb,
HarlP51MaMH
BHKOPHCTaHHfl
6mnceTHHX KOUITiB,

KEKB (p03nmcaTH 3a

KOAQMH 610AHCTHOi
KJ1aCH iKauii)
2. AOXOAII ÖIOA>KTTY
3riAH0 3 npo€KT0M

arcra, ycboro
(ninnyHKT 2.1 +
ninn 2.2

TOM LIHCJ1i:

2.1. 36iJ1bU1eHHH
AOXOAiB (+),

Cboro
2.2. 3MeHmeHHf1
AOXOAiB

Cboro
3 HHX:
(P0311HcaTH3a KonaMH
610A>KeTH0i
KJ1aCH iKauii
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3. BLIAaTK11
3riAH0 3 npo€KT0M
arcra, RKi HaqBHi y
6K)AH€eTi, Yboro
3 HHX: 3a 610AHCTHHMH
nporpaMaMH KIIKBK
a60 TliKBKMb,
HarlP%MaMH
BHKOPHCTaHHfl
610AnceTHHX KOUITiB,

KEKB (p03nmcaTH 3a

KOAaMH 6tonxeTH0i
KJ1aCH iKauii
4. AOXOAII 610A7€eTY'
3riAH0 3 npo€KTOM
arcra, "Ki HMIBHi y
ÖronmeTi, Cboro
3 HHX.•

(P03nucaTH 3a KOAarvfH
610A>KeTH0i
KJ1aCH iKauiD
5. 3araJ1bHa CYMa
AOAaTKOB11X
610nn«eTH11X KOUITiB,
He06xiAHa
peani3auii npo€l-cra
alcra (IIYHKT I - nyHKT
2 -n HKT3-n HI-cr4
6. Amepena 1101€pnvrq
3araJ1bH0i CYMII
nonaTKOB"X
6ronmeTHHX K0111TiB

(nyl-wr 5), He06xiAH11X
peani3auii

npo€KT0M alcra,
ycboro (ninnymcr 6.1 +
ninn I-II-a 6.2

y TOMY LIHCJ1i 3a

ax 1-10K:



7

6.1. 3MeHmeHHf1
BIIAaTKiB 6ronxerry (-),
Cboro

3 HHX.• 3a 610nxeTHHMH
nporpaMaMH (KIIKBK
a60 TliKBKMb), KERB
(p03rmcaTH 3a KOAaM1d
61,onxeTH0i
KJ1aCV1 iKauii
6.2. 36iJ1bmeHHf1
AOXOAiB 6ronmeTY (+),
Cboro

3 HHX:
(p03nucaTH 3a KOAaMVi
6yonxeTHOi
KJ1aCH iKauii

7.2. 110BepHeHHf1 KpeA11TiB AO 61010KeTYTa p03110AiJ1 1-lanaHHf1 KpeAHTiB 3 610A'iKTTY
muc. c? u

F101€a3HHKH

1. KpeAHTYBaHHfl, ycboro
ninn HI-er 1.1 + ninn HI-cr 1.2

TOM qncni•.
1.1. I-lanaHHs1 K eA11TiB + ,

Cboro
3 HHX: 3a 610A>KeTHVIMH

nporpaMaMH KEIKBK a60

TEIKBKMB Ta KKK
(p0311HcaTH 3a KOAaMH
610A>KeTH0i KJ1aCH iKauii)
1.2. 110BePHeHHf1 KPeAVITiB (-

Cboro
3 HHX: 3a 6mxeTHHMH
nporpaMaMHKHKBK a60

TFIKBKMb Ta KKK

2

pik
(2024)
cneuiaJ1b

OHA
3

pa30M

4

3araJ1bH11ii
(I)OHA

5

Pik
(2025)
cneuiaJ1bH

4)0HA

6

pa30M

7

3araJ1bH11ii
(#0HA

8

PiK
(2026)
cneuiaJ1bH

(POHA

9

pa30M

10

3araJ1bH11Ü1

4)0HA

11

PiK
(2027)
cneuiaJ1bH

(i)0HA

12

pa30

13



(p03nmcaTH 3a KonarvfH
610A>KeTH0i KJ1aCH iKauii

7.3. rapaHTii

8

ra aHTiüHi 3060B'H3aHHf1
3/

HarnteHYBaHHH
cy6'€1cra

rocnonapK)BaHHH

MeTa /

iHBec-rnui1iH11ii

npoercr

x

MeTa /

iHBec-rnuiiiH11ii
npoe«r,Ha

pea.ni3aui10 RKOro

3an0311t1Y10TbCH
KOUITII

x

PiK Ha6paHHH
HHHHOCTi

rapaHTi1iH0K)

yr0A010

x

CYMa rapaHT0BaHoro Kpenwry (110311K") B

iH03eMHiü BaJ110Ti
CYMa rapaHT0BaHoro
Kpenwry (n0311KH) B
I-laui0HaJ1bHW1 B'aJIK)Ti

AOAaTKOBi 3060B'f13aHHH,
BVIKOHa1-1HH SIKWIX

rapaHTYIOTbCHKOA BaJIK)TV1

xPa30M

7.4. 3ar103nqe1-1HH

C Ma

x

C Ma K enil 1103111<11
3/n

1

Pa30M

IHiuiaTop

3aJ1yqeHHH
KpeA11TY (1103111<11)

/ K'iHUeB111i
110311qaJ1bH11K

Bi16ipK•a Kpenwry (n0311KH)

CYMa y BaJ110Ti KpeAWITY CYMa B

Haui0HaJ1bHiii
BaJ110Ti

piK

r10TOLIHH1i (n)

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

CYMa y
BaJ110Ti

Kpemrry
110311K"

x

n0311RH

KOA
Baj1K)TV1

x

CYMa

x

YMOBII KpeA11TY (110311K")

TepMiH KpeAHTY' (n03HKH)

BiACOTKOBa CTaBKa
KOMiciMHi nna•rexi

iH111i 060B'fl3KOBi nnaTe)Ki
111 a Hi caHKuii

x x

8. 06rPYHTYBaHHH Ta npnnyruennq mono OUiHK11 npmroro Ta onocepeAK0Banoro BIIJIHBY npo€KTY mera Ha Ta BHTpaT11
nepmaBHoro Ta/a60 MicueBoro 6K)AHWTiB, nepeJ1iK 1)H311KiB, y TOMY qnc.lli d)iCKaJ1bHHX

PiK
2024
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BiJU10BiÅH0no HOPM rlpo€KTY 110CTaHOBH, Aep)KaBHe niA11PH€MCTBO eKcnePTHHÜqeHTP MiHicTepcTBa OXOPOHH 30p0B'fl YKpaiHH>)
BHKOHY€ (l)YHK11ii AJIMiHicTpaTopaAepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, 1110mapaneJ1bH0 BB0351TbC51 1-la Teppnopiyo YKpaiHH IIIJI%XOM MonepHi3auii
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB Ta ÅepxaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, Luo BB03ATbC% Ha Tepmopiro YKpaiHH, TOMY
iHaHC BaHHS1 6 ne 3ÅiäCHIOBaTHC51 KOIIITH e )KaBHOro Hinn e xaBHHä erccrle THHM ueH MiHicTe CTBa OXO OHH 30 OB.A YK

PiK
2025

AÅMiHiCTPYBaHHS1AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, 1110 mapaneJ1bH0 BB03%TbCA Ha TepHTopiK) YKpaiHM 111JIHXOM MonepHi3auii AepxaBHoro
peecTpy JliKaPCbKHX3ac06iB Ta AepxaBHoro peecTpy BBeneHHX B 06ir niKaPCbKHX3ac06iB, 1110 BB03flTbC51 Ha TepHTopi10YKpaiHH, TOMY
6 ne 3AiüCHYOBaTHC51KOLIITH e xaBHOro Ilian e xam-1Hä eKcne THHÄ neHT Mil-1icTe CTBa OXO OHH 30 OB.H YK

PiK
2026

AÅMiHiCTPYBaHH51AepxaBHoro peecTpy niKaPCbKHX3ac06iB, Luo napaneJ1bH0 BB0351TbCH Ha TepHTopiK) YKpaiHH UIJIHXOM MonepHi3auii AepxaBHoro
peecTpy JliKaPCbKHX3ac06iB Ta AepmcaBHoro peecrrpy BBeneHHX B 06ir JliKaPCbKHXgac06iB, 1110 BB03HTbCH Ha Tepvrropiro YKpaiHH, TOMY (l)iHaHCYBaHHfl
6 ne 3AiüCH10BaTHCfKOIIITH e xaBHOro IliÅ11 HCMCTBO « e >KaBHHV1 eyccne THHVI LleHT Mil-1icTe CTBa OXO OHH 30 013.51 YK

PiK
2027

AAMiHicTPYBaHH51AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0 BB03SITbC51 Ha TepHTopi10YKpaiHH 111J151XOM MonepHi3auii Åep)KaBHoro
peecTpy JliKaPCbKHX3ac06iB Ta AepxaBHoro peecTpy BBeAeHHX B 06ir JliKaPCbKHX3ac06iB, 11-10 BB0351TbCH Ha TepHTopiK) YKpaiHH, TOMY (l)iHaHCYBaHH51
6 ne 3AiüCHIOBaTHC51 KOIIITH e xaBHOEO ninn H€MCTBO « e xaBHHV1 erccrle THHM ueH MiHicTe CTBa OXO OHH 30 OB.51 YK

AnpeKTop AenapTaMeHTY
TpaHc(bopMauiä B oxopoHi 3AOPOB'q AMHTPO JIYK'%HOB



TIOPiBHHJ1bHaTa6JIHUf1
AO npo€KTY nocTaH0BH Ka6iHeTYMiHicTpiB YKpaiHH IIHTaHHH Bener-1HH Ta d)YHKUiOHYBaHHf1 mepmaBHHX

peecTpiB y C(bepi JliKaPCbKHX

3MiCT nonomer-ll-lq aKTa 3aKOHOAaBCTBa 3MiCT BiA110BiAHoro nonomeHHf1 npo€KTY aKTa

IIOJIO>KTHI-IH npo AepxaBHHü peecTp JliKaPCbKHX3ac06iB, 3aTBepameHe
n0CTaHOB010 Ka6iHeTYMiHicTpiB YKpaiHH BiA 31 6epe3Hq 2004 p. N! 411

1. AepmaBHHä peecTp JliKaPCbKHX 3ac06iB (Aaai
PeecTp) MiCTHTb BiAOMOCTi npo JliKapcbKi 3ac06H, A03BOJ1eHi
AJIH BHP06HHUTBa i 3aCTOCYBaHHH B YKpaiHi.

2. PeecTp BeaeTbCf1 3 MeT010 3a6e3neqeHHq:
iAeHTHd)iKauii cy6'€KTiB ninnpn€MHHL1bK0i

AiHJ1bHOCTi, 1110 3AiiiCHIOK)Tb BHP06HHUTBO Ta peani3aui10
JliKaPCbKHX 3ac06iB Ha npod)eciiiHiii OCHOBi 3 AOTPHMaHHf1M
BiA110BiAHHXCTaHAapTiB Ta npaBHJ1 y uiii cd)epi;

opraHi3auii CTaTHCTHV-1HHX cnocTepemeHb y cd)epi 06iry

Jli1€aPCbKHX3ac06iB;
raacHocTi Ta BiAKPHTOCTi npo cy6'CKTH

IliAnpneMHH11bK0iAif1J1bHOCTi;
iAeHTHd)iKauii JliKapcbKHX 3ac06iB, HKi

3aKynOBYIOTbCH BiA110BiAH0 AO nyHKTY 19 qaCTHHH n'f1T0i
cTaTTi 3 3aKOHYYKpaiHH "llpo ny6J1iHHi 3aKyniBJ1i";

iAeHTHd)iKauii JliKaPCbKHX f1Ki3ac06iB,

3aKyn0BY10TbCf1 oc06010, ynoBHOBamenoro Ha 3AiiicHeHHq
3aKyniBeJ1b y C(bepi OXOPOHH 3A01)0B'q, AJIH BHKOHaH1-1f1

1. I-le nonomeHHH BH3Haqae nopf1A0K CTBOPeHHf1 Ta

BeaeHHq AepwaBHoro peecTpy JliKaPCbKHX3ac06iB (Aaai —

PeecTp).

2. Y UbOMY 110,nomeHHi TepMiHH B)KHBa10TbCf1 B TaKOMY
3HaqeHHi:

KopncTYBaq npHKJ1aAHoro nporpaMHoro iHTepcbeiicy
PeecTpy (API) — 6YAb-f1Kaoc06a, HI-ca Mae aBTOMaTH30BaHHü

nocTyn AO BiA0MocTeii PeecTpy 3 BHKOPHCTaHHf1M
npHKJ1aAHoro nporpaMHoro iHTepd)eiicyPeecTpy (API);

KopncTYBaq PeecTpy — (l)i3Ht1Ha a60 IOPHAHt1Ha oc06a,
f1Ka KOPHCTY€TbCH peecTpoB010 y nopHAKY
3araJ1bHoro nocrryny, cneuiaJ1bHoro ,uocTyny Ta/a60

eneKTPOHH0i iHd)opMauiäH0i B3a€M0Aii Mix ny6J1iHHHMH

eneKTPOHHHMH peecTpar„rn•,
ny6J1iqnnii iHTep«beüc Peec•rpy

iHTepq»eiic Peecrrpy, P03MiuxeHHÜ
eneKTPOHHHii

Be6caiiTiI-la

www.drlz.com.ua, HKHii nae MO>KJIHBiCTb BiJ1bHO, 6e30nnaTH0
Ta 6e3 3aCTOCYBaHHf1 3ac06iB eJ1eKTpoHH0i ineHTH(biKauii



nporpaM Ta 3AiäCHeHHf1
oxop0HH 3AOPOB'H.

3. M03.

2

ueHTpaJ1i30BaHHX 3axoniB 3 OTPHMYBaTH peecTpoBY PeecTpy BiA110BiAH0 AO
3aKOHY YKpaiHH JliKapcbKi Ta Ill,oro

110JIOxeHHH,•

cneuiaJ1i30BaHni KOPHCTYBaq PeecTpy — KopncTYBaq
PeecTpy, f1Knii 0T1)HMye cneuiaJ1bHHii nocrryn AO PeecTpy 3a

aBTeHTH(biKauii 3a AOT10Mororope3YJ1bTaT0M
KBaJ1id)iKOBaHOro YAOCKOHa.meHOro eJ1eKTPOHHOro
ninnncy.

IH111i TePMiHH B)KHBa10TbCH y 3HaqeHHi, HaBeneHOMY B

3aKOHax YKpaiHH JliKapcbKi 3aKOHax
YKpaiHH 3axncT nePCOHaJ1bHHX

«npo 3axncT B iH(bopMauiiiH0-
KOMYHiKaUiüHHX CHCTewrax», «npo ny6J1it1Hi eneKTPOHHi
peecrrpn» Ta nonomeHHi npo iHTerp0BaHY CHCTeMY
eneKTPOHH0i iAeHTnd)iKauii, 3aTBepnmeH0MY 110CTaHOB010

Ka6iHeTY MiHicTpiB YKpaiHH Bia 3 JIHCTonana 2023 p. N!
1150 (04)iuiüHHü BiCHHK YKpaiHH, 2023 p., N! 101, CT. 6026).

3. PeecTp CTBOPIOCTbCf1 i (PYHKui0Hye €AHHa
nepxaBHa CHCTeMa, 1110 MiCTHTb BiAOMOCTi

npo 3apeecTpoBaHi B YCTaHOBJ1eHOMY nopHAKY JliKapcbKi

3ac06H, BiAOMOCTi npo BCi 3MiHH AO MaTepiaJ1iB
peecTpauiiiHoro AOCb€ JliRaPCbKHX 3ac06iB, a TaK07<
3a6e3neqye 36ip, HaKonnqeHHH, 06p06KY, 06J1iK, 3axncT Ta

I-laAaHHf1 iH(bopMauii npo Taki JliKaPCbKi3ac06H.
OYHKUiOHaJ1bHHMHCKJ1aAOBHMH PeecTpy e AepmaBHHii

peecTp BBeAeHHX B 06ir JliKaPCbKHX 3ac06iB, 1110 BB03f1TbCH

Ha erepHTopiK) YKpaiHH, Ta AepmaBHHii peecTp JliKaPCbKHX
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3ac06iB, 1110 napaJ1eJ1bH0 BB03f1TbCH I-la TepHTopi10 YKpaiHH,
HKi (bYHKUiOHYIOTb AK 0KpeMi iHd)opMauiiiH0-K0MYHiKauiiiHi
CHCTeMH.

4. Ao PeecTpy BHOCHTbCq TaKi BiAOMOCTi npo 4. M03 3a6e3neqye BiAKPHTHiiTa 6e3011J1aTHHä nocTyn
JliKaPCbKHä3aci6: AO peecTpoB0i iH(bopMauii PeecTpy I-unqxoM iT p03MiuxeHHfl

I-la3Ba JliKaPCbKoro 3ac06y (TOPrOBeJ1bHa Ha3Ba, Ha ny6J1iHH0MY iHTepd)eiici PeecTpy.
Mi}KHaPOAHaHenaTeHTOBaHa Ha3Ba);

HaiMeHYBaHHf1BHP06HHKa, ioro Micqe3HaXOAmeHHf1
Ta MiCUe3HaxoameHHf1iioro BHP06HHHHX noTYXHOCTeÜ;

CHHOHiMH, xiMit1Ha I-la3Ba, n0BHHi CKJ1aA JliKaPCbKOro
3ac06y;

(bapMaK0J10riHHa Aiq, (PapMaK0TepaneBTHHHa rpyna
JliKapcbKoro 3ac06y;

110Ka3aHHH, npoTH110Ka3aHHf1, 3an06i>KHi 3ax0AH,
B3a€M0Aiq 3 iHu.1HMH JliKaPCbKHMH3ac06aMH;

cnoc06n 3aCTOCYBaHHf1, A03a Airoqoi pet10BHHH B

KOXHiii OAHHHUi Ta KiJ1bKiCTb OAHHHUb B ynaK0Bui;
1106it1Ha Aiq, BnnycKY, YMOBH 36epiraHHf1, CTPOK

npHAaTHOCTi, YMOBH BiAnycKY Ta Hane>KHiCTb JliKapcbKoro
3ac06y AO JliKaPCbKHX 3ac06iB, peK•naMYBa1-1Hf1 RKHX
3a60p01-1eHo;

incTpyr«uiq AJIH MeAHt1Horo 3aCTOCYBaHHH JliKaPCbKoro
3ac06y;

iHd)opMauiq npo Hanen€HiCTb AO JliKaPCbKHX 3ac06iB,
f1Ki 3aKyn0BY10Tbcq BiA110BiAH0 AO nyHRTY 19 qacTHHH n'f1T0i

cTavri 3 3aK01-1YYKpaiHH "llpo ny6J1it1Hi 3aKyniBJ1i";
iH(bopMauiq npo Hane>KHiCTb JliKapcbKoro 3ac06y AO
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JliKaPCbKHX3ac06iB, f1Ki MOXYTb nepe6YBarn B 06iry Ha
Teppnopii YKpaiHH BHKJII-OLIHO 3 MeT01-0 6e30nnaTHoro
110CTaqaHHH cTpyKTypHHM ninp03AinaM 3 IIHTaHb oxoponn
3AOPOB'q
MiCbKHX

06naCHHX, KHiBcbK0i Ta CeBaCTon0J1bCbK0i
AepmaAMiHicTpauiä a60 cy6'eKTaM
HKi Mar-OTb JliueH3iro Ha npoBanmeHHH

rocnmapcbK0i AiW1bHOCTi 3 MeAHt1HOi npaKTHKH, 3a
pe3YJ1bTaTaMH 3aKyniBeJ1b 3a KOUITH aepmaBHoro 610AmeTY,
3AiäCHeHHX OC060K), ynoBHOBameH010 1-la 3AiiiCHeHHH
3aKyniBeJ1b y cd»epi OXOPOHH 3AOPOB'q, A.mq BHKOHaHHH

3AiiiCHeHHf1 ueHTpaJ1i30BaHnx 3axoAiB 3nporpaM Ta

OXOPOHH 3AOPOB'q, HKIAO T'ar«nii JliKapcbKHii 3aci6 npoi1110B
AepmaBHY peecTpauiK) JliKapcbKHii 3aci6, e

3apeecTpoBaHHM KOMneTeHTHHM opraH0M CnonyqeHHX
1.11TaTiBAMePHKH, 11.1BeiiuapcbK0i K0HWepauii, AnoHii,
ABcTpaJ1ii, KallaAH Ta 3aCTOCOBY€TbCf1 Ha TepHTopii Tal-cnx

KpaiH a60 KOMneTeHTHHM opraH0M €BponeücbKoro COK)3Y
3a neHTpaJ1i30BaH010 npoueAypmo Ta 3aCTOCOBy€Tbcq I-la

TepnTopii AepmaB - qneHiB €BponeäcbKoro COK)3Y a60
JliKaPCbKnü 3aci6 1-le3a.ne>KH0 BiA KpaiHH BHP06HHKa i3

MaPKYBaHHßM, iHcTpYK11ieuo npo 3aCTOCYBaHHf1 Ta

JliKaPCbKOro 3ac06y,KOPOTKOK) xapaKTepncTHKOK)
BHK.naAeHHMH MOBOIO opuriHaJIY (MOBOK), BiAMiHH010 BiA
AepmaBHOi);

aaHi mono peecTpauii JliKapcbKoro 3ac06y B
CnoJ1yqeHHX I-IITaTax AMepHKH, I-IIBeiiuapcbKiii

A110Hii, ABcTpaJ1ii, KaHaAi, a TaKO>K
AepmaBax - I-IJIe1-1ax €BponeiicbKoro C0103Y, TaKHii
JliKaPCbKHii 3aci6 npoiimoB AepmaBHY peecTpaui10 51K



5

niKapcbKHii 3aci6, 3apeecTpoBaHHii KOMneTe1-1THHM
opraH0M CnonyqeHnx II-ITaTiB AMepnKH, I-IIBeäuapcbK0i
K0Hd»eAepauii, AnoHii, ABcTpaJ1ii, Karman, JliKaPCbKHü
3aci6, 1110 3a ueHTpaJ1i30BaH010 npoueAY1)010
3apeecTp0BaHHü KOMneTeHTHHM opraH0M €BponeiicbKoro
C0103Y, Ta 3aCTOCOBy€TbCS1 Ha Tepmopii 3a3HaqeHHX KpaiH
MH AepmaB - ',-1J1eHiB €BponeäcbKoro COK)3Y, y TOMY qncJ1i

Ha3BH KpaiHH peecTpauii, opraHY peecTpauii Ta narra
peecTpauii;

naHi mono nonepeAHb0i peecTpauii, nepepeecTpauii
CKacyBaHHf1 peecTpauii JliKapcbKoro 3ac06y.
BiA0MocTi npo JliKaPCbKHii3aci6 BHOCßTbCf1 AO PeecTpy

3riAH0 3:

ACTY ISO 21090:2017 B oxopoHi
3AOPOB'q. rapM0Hi30BaHi THIIH AaHHX AJIH 06MiHY

ACTY ISO 11615:2018 "1H(b0PMaTHKa B rany3i
OXOPOHH 3aopoB'q. JliKaPCbKnx 3ac06iB.
EJIeMeHTH i CTPYKTypH mar-Inx AJIH YHiKaJ1bH0i
Ta 06MiHY pernaMeHT0BaH010 npo JliKaPCbKi
3ac06n";

ACTY ISO 11616:2018 "lH(bOPMaTHKa B rany3i

oxopoHH 3Aop0B'q. IAeHTH(biKaUiH JliKapcbKHX 3ac06iB.
EneMeHTH i cTpYKTY1)H naHHX AJIH YHiKaJ1bH0i

06MiHY per.naMeHTOBaH010 iH(bopMaui€10 npoTa
d)apMaueBTHLIHi npenapaTH" ;

ACTY ISO 11238:2018 B

OXOPOHH 3nopoB'q. IneHTHd)iKauiq JliKaPCbKHX 3ac06iB.
EJIeMeHTH Ta cTpyKTypH Aar-Inx AJIf1 YHiKaJ1bH0i
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06MiHY pernaMeHTOBaHOK) iH(bopMauieK)
npo ,

ACTY ISO 11239:2018 "lHd)OPMaTHKa B raJIY3i
OXOPOHH 3AOPOB'q. IneHTHd)iKauiq JliKapcbKHX 3ac06iB.
EJIeMeHTH Ta cTpyKTypa Am-Inx AJIf1 YHiKaJ1bHOi
iaeHTHd)iKauii 06MiHY pernaMeHTOBaH010 iH(bopMaui€K)

npo d)OPMH A03YBaHHH, 0AHHnui nonaHHH,
m.nqxn BBeAeH1-1H Ta naKYBaHHH";

ACTY ISO 11240:2017 B oxopoHi
3AOPOB'q. IneHTHd)iKauiq JliKaPCbKHX 3ac06iB. EneMeHTH i

cTpyKTypa naHHX AJIH YHiKaJ1bH0i imeHTHd)iKauii Ta 06MiHY
OAHHHUHMH BHMiPIOBaHHf1",

ACTY ISO/TS 20443:2018 B raJIY3i
oxop0HH 3AOPOB'q. IneHTH(biKauiq JliKapcbKnx 3ac06iB.
HacTaH0Ba BIIPOBaAm«eHHH ISO 11615 CTOCOBHO
eJ1eMeHTiB i cTpyKTyp AaHHX AJIH YHiKaJ1bHOi iAeHTH(biKauii
Ta 06MiHYper,naMeHTOBaH010 iH(bopMauie10 npo JliKaPCbKi
3ac06H";

ACTY Isorrs 20451:2018 B raJIY3i
oxopoHH 3AOPOB'q. ImeHTH(biKauiq niKaPCbKHX 3ac06iB.
HacTaH0Ba IUOAO BnPOBaAmeHHß ISO 11616 CTOCOBHO
ener,meHTiB i cTpy«rypn Aar-IHX AJIH YHiKaJ1bH0i

06MiHY pernaMeHTOBaH010 iHd)opMauieK) npoTa

(bapMaueBTHLIHi npenapaTH";
ACTY Isovrs 20440:2018 "1H(b0PMaTHKa B oxop0Hi

3A0POB'q. IAeHTnd)iKauiq Meant1HHx 3ac06iB. HacTaH0Ba
UROAO 3anPOBaameHHf1 eneMeHTiB i cTpyKTypn Aar-Inx
3riAH0 3 ISO 11239 AJIf1 YHiKaJ1bHOi imeHTnd)iKauii Ta

06MiHY iHd)opMauie10per.maMeHTOBaH010 npo
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d)apMaueBTHHHi d)0PMH A03YBaHHH, OAHHnui 110AaHHH,
UIJIHXH BBeaeHHf1 Ta naKYBaHHf1" ,

ACTY Isons 19256:2018 B
OXOPOHH 3A01)0B'q. BHMOFH AO CHCTeM CJIOBHHKiB
JliKaPCbKHX 3ac06iB AJIf1 OXOPOHH 3AOPOB'q";

ACTY ISOAEC 17523:2018 B oxop0Hi
3AOPOB'q. BHMorn AO eneKTPOHHHX peue11TiB";

ACTY Isons 19844:2018 B raJIY3i
OXOPOHH 3AOPOB'q. IAeHTnd)iKauif1 JliKapcbKHX 3ac06iB.
HacTaH0Ba mono BnPOBaAmeHHf1 EN ISO 11238 CTOCOBHO
eneMeHTiB i cTpyKTyp am-Inx AJIH YHiKaJ1bH0i iAeHTH(biKauii
Ta 06MiHYpernaMeHTOBaH010 iHd)opMaui€K) npo perlOBHHH";

ACTY Isorrs 16791:2018 B raJIY3i
OXOPOHH 3Aop0B'q. Bnr,morn AO MiRHaPOAHOro Mamm-10-

KOAYBaHHH iAeHTH(biKaTopiB naKYBaHHH34HTYBaHOro
JliKaPCbKHX3ac06iB".

M03 BHOCHTb AO PeecTpy BiAOMOCTi npo JliKaPCbKHÜ
3aci6 Ha niacTaBi HaKa3Y M03 npo iioro nepmaBHY
peecTpaui10.

5. PeecTp BeneTbcq B eneKTpoHH0MY BnrJIHAi. 5. BnaCHHKOM Ta nepmaTeJ1eM PeecTpy, y TOMY qncni
nopf1A0K BeaeHHH PeecTpy BH3Haqa€TbCH M03. ioro nporpaMHo-TexHit1Hnx 3ac06iB, e AepmaBa B oc06i M03.

PeecTp 3aKpir1JIK)€TbCf1 3a AepxaBHHM niAnPH€MCTBOM
eKcnepTHHii ueHTP MiHicTepcTBa oxoponn

3AOPOB'q 1110 Hane>KHTb AO cd)epn ynpaBJ1iHHf1
M03, I-la npaBi rocn0AapcbKoro BiAaHHf1.
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6. BHK,rnoqeHHH JliKapcbKoro 3ac06y 3 PeecTpy
3AiücH10€Tbcq M03 y 3B'fl3KY i3 3aKiHqeHHHM cT1)0KY Aii
ioro AepmaBH0i peecTpauii a60 Ha niAcTaBi HaKa3Y M03
npo 110BHY (THMqaCOBY) 3a60poHY 3aCTOCYBaHHH.

Y pa3i BHKJ110qeHHf1, 3a60poHH nepepeecTpauii
JliKapcbKoro 3ac06y y PeecTpi p06HTbcq BiAnOBiAHHii 3annc.

7. EneKTPOHHa B3aeM0Aiq Mim PeecTpoM Ta iH111MMH

AepmaBHHMH eneKTPOHHHMH iH(bopMauiäHHMH pecypcaMn
3AiiicH10€Tbcq 3 BHKOPHCTaHHHM CHCTeMH eneKTPOHHOi
B3aeM0Aii aepmaBHHX eneKTPOHHHX iHd)0PMauiäHHX
pecypciB y BCTaHOBneHOMY nopqm«y, a AO niAKJ110qeHHf1
PeecTpy AO CHCTeMH eneKTPOHH0i B3aeM0Aii AepmaBHHX
eneKTPOHHHX pecypciB
6e3nocepeAHboro aBTOMaTH30BaHOro

m.J1f1XOM

06MiHY

6. AAMiHicTpaTopoM PeecTpy e AepmaBHe ninnpneMcTB0
erccnePTHHä ueHTP MiHicTepcTBa oxop0Hn

3A01)0B'q

7. CTBOPK)BaqaMH Ta ny6J1iHHHMH peecTpaTopaMH
PeecTpy e npaqiBHHKH aAMiHicTpaTopa PeecTpy,
ynoBHOBameHi I-la BHeceHHf1 BiAOMOCTei AO Peecrpy, 3MiH AO
HHX Ta BHKJ11-oqeHHf1 BiA0MocTeii 3 PeecTpy (Aa.mi

ynoBHOBameHi npauiBHHKH aAMiHicTpaTopaPeecTpy).
IIpaBa Ta 060B'H3KH CTBOPIOBaqiB Ta ny6J1iHHnx

peecTpaTopiB PeecTpy BH3Haqa10TbCf1 3aKOHOM YKpaiHH
«npo ny6J1it1Hi eneKTPOHHi peecTpn», UHM 110J10meHHSIM Ta

nopHAK0M BeAeHHH PeecTpy,3aTBePA>KeHHM M03.110BiAOMJ1eHHf1MHeneKTPOHHHMH 3a A0110Mororo
11PHKnaAHOro nporpaMHoro PeecTpy 3riAH0 3

AOEOBOPOM npo B3aeM0Airo, YKJ1aAe1-1HM Mix
M03 Ta aepmaTeJ1eM (p03nopf1AHHK0M) iHmoro AepmaBHoro
eneKTPOHHOro iH(popMauiiHoro pecypcy, BH3HaqeHO

nopf1A0K eneKTpoHH0i B3a€M0Aii, 06cqr Ta cTpyKTypa aaHHX,
1110 nepena10Tbcq i npnäMaK)TbCf1, HKIUO iHme He
nepen6aqeH0 3aKOHOAaBCTBOM.

BiA0MocTi 3 PeecTpy Hazma10TbCf1 iH111HM cy6'€KTaM
eneKTPOHH0i B3a€M0Aii, 1110 e cy6'€KTaMH B.naAHHX
n0BHOBameHb, Ha 6e30nnaTHiii OCHOBi.

8. BiA0MocTi 3 PeecTpy I-lanaK)TbCH AO eneKTPOHHOi
CHCTeMH OXOPOHH 3Aop0B'q 111J1qxoM aBTOMaTH30BaHOro

8.

3ac06n,
06'eKTOM PeecTpy e iH(bopMauiq npo JliKapcbKi

3apeecTpoBaHi (nepepeecTpoBaHi) M03 y
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06MiHY eneKTPOHHHMH AaHHMH Mim iH(bOPMaUiäHHMH
pecypcaMH M03 Ta HC3Y qepe3 cncTeMY eneKT1)0HH0i
B3aeM0Aii aepmaBHnx eneKTPOHHHX
pecypciB y BCTaHOBJ1eHOMY nopHAKY, a AO niAK.moqeHHf1
PeecTpy AO CHCTeMH eneKTPOHH0i B3a€M0Aii AepmaBHHX
eneKTPOHHHX iHd)opMauiiiHwx pecypciB Y nopHAKY
6e3nocepeAHb0i eneKTPOHHOi B3aeM0Aii Mim
iHd)opMaqiiHHMH pecypcaMH M03 Ta HC3Y 3riAH0 3

norOBOPOM npo B3a€MOAiK), YKJ1aaeHHM Mix
M03 Ta HC3Y, "KHM BH3HaqeHO nopf1A0K eneKTPOHH0i
B3a€M0Aii, 06cqr Ta cTpyKTypa AaHHX, 1110 nepeAa10Tbcq i

npnäMa10Tbcq.

BincYTHiü

BincYTHiü

BCTaHOBJ1eHOMY nopqm«y, A03BOJ1eHi AJIf1 BHP06HHUTBa i

3aCTOCYBaHHf1 B MeAHLIHii npaKTnui.
IneHTHd)iKauiq 06'€KTiB PeecTpy 3AiiiCHK)€TbCf1 3a

nonoptmororo H0Mepy peecTpauiiiHoro nocBinqeHHf1
(peecTpauii) JliKapcbKoro 3ac06y.

9. PeecTp Ta ny6J1iHHHü iHTepd)eüc PeecTpy BeAYTbCf1

AepmaBH010 MOBOIO B eneKTp0HHiii d)0PMi i3 3a6e3neqeHHHM
AOTPHMaHHfI ACTY EN 301 549:2022 (EN 301 549
V3.2.1 (2021-03), IDT) TexH0J10rii. BHMOTH
IIÅOAO AOCTynHOCTi npoAYKTiB Ta noc,rryr IKT» niA gac
CTBOPeHHH, M0AepHi3auii, P03BHTKY, aAMiHiCTPYBaHHq i
3a6e3neqeHHH PeecTpy.

10. @YHKUiOHaJ1bHi MOWIHBOCTi
3a6e3neqyK)Tb:

PeecTpy

aBTOMaTH30BaHY (biKcauiK) Aii KOPHCTYBaqiB y PeecTpi,
ix M0HiTopHHr•,

3axncT iH(bopMauii B PeecTpi, y TOMY MHCJ1i Bim

nocryny AO iHd)opMauii;
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aBTeHTHd)iKaui10 cneuiaJ1i30BaHHx KOPHCTYBaqiB
PeecTpy;

aBTOMaTH30BaHHii AOCTyn KOPHCTYBaqiB AO PeecTpy 3a
AOIIOMOFOK) npHKJ1aAHoro nporpaMHoro iHTep(beiicyPeecTpy
(API);

p03Me>KYBaHHq Ta KOHTPOJ1b mocTyny AO naHHX PeecTpy
3riAH0 3 npaBaMH mocTyny KopncTYBaqiB;

36epemeHHf1, iaBTOMaTH'-1He pe3epBYBaHHH
BiAHOBneHHf1 peecTpoBHx AaHHX Ta peecTpoB0i

aBTOMaTH3aUi10 KOHTPOJTIO 03HaK KOPeKTHOCTi Ta

n0BHOTH iH(bopMauii, 1110 BHOCHTbCf1 AO PeecTpy;
KJ1aCH(PiKaTOPiB, CJIOBHHKiB,BUKOPHCTaHHH

AOBiAHHKiB, CTaHAaPTiB Ta Kpauumx npaKTHK AJIf1

CTPYKTYPYBaHHH BiA0MocTeii, BHecennx AO Peecrpy, Ta

3a6e3neqeHHf1 06p06neHHH iH(bopMauii;
MOWIHBiCTb iH(bopMauiäH0iaBTOMaTH30BaHOi

B3aeM0Aii iHu-1HMH AepmaBHHMH eneKTPOHHHMH3

iH(bopMauiü1-1HMH pecypcaMH, BOJIOAiJ1bUHMH y
e AepmaBHi opraHn a60 opraHH MicueBoro

caMOBPf1AYBaHHf1, 3 MeT010 BHKOPHCTaHHH y p060Ti PeecTpy
aKTyaJ1bH0i i AocT0BipH0i iHd)opMauii•,

aHaJ1iTHLIHe Ta CTaTHCTHt1He 06p06J1eHHq
PeecTpy;

060B'q3KOBe npaBOBOJIOAiJ1bUf1 npo
3anHTH 6YAb-HKHX oci6 IUOAO npo HbOro Ta

Hane>KHi ii0MY npaB0Bi Ta iHIL1i cneuiaJ1bHi CTaTYCH, f1Ka
MiCTHTbCf1 B PeecTpi, a -raKO>K npo 36npaHHH, 06P06J1eHHf1,

BHeceHHH TaK0i AO PeecTpy, 'ii 3MiHY Ta
BHKmoqeHHH y BHnaAKax, BH3HaqeHHX 3aKOHOM.



BiacYTHiä

BincYTHiü

BiacYTHiä

BiAcYT1-1iü
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11. IH(b0PMauiiiHHMH AN€epenaMH PeecTpy e eJ1eKTPOHHi
AOKYMeHTH, CTBopeHi ynoBHOBameHHMH npauiBHm«aMH
aAMiHicTpaTopa PeecTpy peecTpauii npo
06'eKT PeecTpy.

12. Ao PeecTpy BHOCHTbCH BiAOMOCTi, BH3HaqeHi
AOAaTKOM AO ur,oro TIOJ10meHHH.

HiA gac BeAeH1-1ß PeecTpyAOKYMeHTH, f1Ki BiAn0BiAH0 AO

3aKOHY YKpaiHH <dlpo ny6J1iLIHi eneKTPOHHi peecTpn»
BHAa10TbCH npaBOBOJIOAiJ1bUHM 3 MeTOK) ix (bi3HHH0i Ta/a60
ropnnnt1H0i iAeHTHd)iKauii MH 3acBiAqeHHq ix npaBOBHX,
MaiiHOBHX Ta iH111HX cneuiaJ1bHnx CTaTyciB, peyeii i npaB Ha

HHX Ta Ha iH111i 06'€KTH ny6J1iLIHnx eneKTPOHHHX peecTpiB,
He CTBOP1010TbCH.

13. IH(b0PMauiq npo 06'eKTH PeecTpy BHOCHTbCf1 AO

HbOTO ynoBH0BameHHMH npauiBHHKaMH aAMiHicTpaTopa
PeecTpy IUJIHXOM d)iKcauii BiAOMOCTeä, HKi BiA110BiAH0 AO
uboro IIOJIOH€eHHH HanemaTb AO peecTp0Bnx Aar-IHX PeecTpy.

BHeceHHf1 BiAOMOCTeii AO PeecTpy, 3MiH AO HHX Ta
BHK,mroqeH1-1f1 BiAOMOCTei 3 PeecTpy 3AiiicH10€Tbcq

ynOBHOBam«eHHMH npauiBHHKarv1H aAMiHicTpaTopa PeecTpy
Ha nincTaBi BiAH0BiAHoro HaKa3Y M03 npoTqroM II'HTH
p060qnx AHiB 3 maTH npHiiHf1TTH Tar-coro HaKa3Y.

14. EneRT1)0HHa iHd)opMauiiiHa B3aeMOAiq PeecTpy 3

iH111HMH nepmaBHHMH e.meKTPOHHHMH
pecypcaMH 3AiiicmoeTbcq 3ac06aMH CHCTeMH eneKTPOHH0i
B3a€M0Aii AepmaBHHX eneKTPOHHHX iHd)opMauiiiHnx
pecypciB



BiAcyTHiii
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Y pa3i BiACYTHOCTiTexHiHH0i MO)KJIHBOCTi nepenaqi
AaHHX 3 BHKOPHCTaHHHM CHCTeMH eneKTpoHH0i B3aeM0Aii
mepmaBHHX e.meKTpoHHHX iHd)opMauiiHnx pecypciB

e.neKTPOHHa iHd)opMauiäHa B3a€M0Aiq cy6'€KTiB
eneKTPOHHOi B3a€M0Aii 3AiiCHIOCTbCH 3 BHKOPHCTaHHHM
iH111Hx iHd)opMauiäHo-K0MYHiKauiäHHx i3CHCTeM
AOTPHMaHHHM BHMOr UROAO 3axncTY BiA110BiAHO
AO cTavri 8 3aKOHY YKpaiHH «npo 3axncT B

iHd)opMauiiH0-K0MYHiKauiiiHnx CHCTeMax».
06cqr Ta cTpyKTypa aaHnx, HKHMH 06MiHIOK)TbCf1

cy6'eKTH eneKTPOHH0i B3aeM0Aii qepe3
nporpaMHi iHTepd)eiicH eneKTPOHHHX iHd)opMauiiiHnx
pecypciB (cepBicn), BH3HaqaK-0TbCH noroBopaMH npo
iHd)opMauiiiHY B3a€MOAi10, YKJ1aAeHHMH BiA110BiAH0 AO

HOPHAKY eneKTpoHH0i (TexHiqnoi Ta

B3a€M0Aii, 3aTBepAH€eHoro 110CTaH0B010 Ka6iHeTY MiHicTpiB
YKpaiHH BiA 8 BepecHH 2016 poKY N! 606 (Od)iuiiiHnii BiCHHK
YKpaiHH, 2016 p., 73, CT. 2455; 2023 p., N! 11, CT. 721).

15. 3a6e3neqeHHf1aocTyny AO PeecTpy cneuiaJ1i30BaHHM
KopncTYBaqaM 3AiäCHÆOCTbCH aAMiHiCTpaTOPOM PeecTpy Ha
niAcTaBi:

p03nopf1Aqoro AOKYMeHTa KepiBHHKa aAMiHicTpaTopa
PeecTpy a60 OC06H, mea ioro 3aMiuuye, momo ynoBHOBameHHf1
aAMiHicTpaTopiB iHd)opMauiiiHo-K0MYHiKauiäH0i CHCTeMW,

3aßB1-1 npo OTPHMaHHf1 AocTyny AO PeecTpy i3

3a3HaqeHHf1M iAeHTH(biKauiüHHx AaHHX cneuiaJ1i30Banoro
KopncTYBaqa, nmaH0i 3a BCTaHOBneH010 aAMiHicTpaTopoM
PeecTpy d)OPM010.



BiacyTHiii

BincyTHiii

BiAcYTHiLi

BincYTHiü
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16. AocTyn AO PeecTpy KopncTYBaqaM nPHK.naAHOro
nporpaMHoro iHTep(beäcy PeecTpy (API) Haaa€TbCH 3a
3aHB01-o npo 0TpHMaHHß mocryny AO PeecTpy 3

BHKOPHCTaHHßM npnKJ1aAHoro nporpaMHoro iHTep(beicy
PeecTpy (API).

17. PeecTpoBa iHd)opMauif1 PeecTpy I-lamaeTbCf1
6e30nnaTH0 y d)0PMi BHTqriB 3 PeecTpy 3a 3aHB010 (bi3HHHOi
a60 ropHAHHH0i OC06H.

18. 110Pf1AOKBeAeHHf1 PeecTpy 3aTBePAmyeTbCHM03.

19. AAMiHicrparopPeecTpy 3a6e3neqye:
BHeceHHq BiAOMOCTeä AO PeecTpy, 3MiH AO HHX Ta

BHKJ11•oqeHHf1 BiAOMOCTeä 3 PeecTpy;
niAT1)HMKY ny6J1iHHoro iHTepd)eücy PeecTpy 3 MeT010

BiJ1bHOro Ta 6e30nnaTHoro nocTyny AO BiAOMOCTei PeecTpy
mnqxoM OllPHJIK)AHeHHf1 3 PeecTpy 3riAH0 3

AOAaTKOM;
3aXHCT ny6J1iHHoro iHTepcbeiicy PeecTpy 3a A0110Mor010

opraHi3auiiiHnx Ta TexHiCIHnx 3ac06iB;
36epemeHHf1 Ta 3aXHCT Aar-IHX PeecTpy BiA110BiAHO AO

BHMOr 3aKOHonaBCTBa npo 3aXHCT iHd)opMauii B

cncTeMax;
OllPHJ110AHeHHH ny6J1it1H0i iH(bopMauii PeecTpy y

BiAKPHTHX aannx nopqm«y, BCTaHOBJ1eHOMY
3aKOHOAaBCTBOM.;

3AiäCHeHHf1 iHmnx d)YHKAiii, nepeA6aqeHnx 3aKOHOM
YKpaiHH «npo ny6J1iLIHi eneKTPOHHipeecTpn».



BincyTHiii

BincyTHiii
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20. 3aXHCT peecTpoB0i iH(bopMauii 3AiiicH10€Tbcq 3riAH0
3 BHMOraMH 3aKOHiB YKpaiHH «npo 3aXHCT iH(bopMauii B
iH(bopMauiiiH0-K0MYHiKauiiiHHx cncTeMax», ny6J1it1Hi
eneKTPOHHipeecrpn».

IliATBePAmeHHH BiA110BiAHOCTi CHCTeMH ynpaBJ1iHHH
iH(bOPMYBaHHH cy6'€KTiBPH3HKaMH PeecTpy Ta

B3a€M0Aii npo nopymeHHH uiJ1icHocTi
peecTpoB0i 3AiiCHIOCTbCq BiA110BiAHO AO 3aKOHiB
YKpaiHH «npo 3aXHCT iH(bopMauii B

KOMYHiKaUiäHHXCHCTeMax», «npo 3aXHCT nePCOHaJ1bHHX
Aar-Inx».

AepmaTeJ1b Ta aAMiHicTpaTop PeecTpy 3a6e3neqY10Tb
3AiiiCHeHHf1 KOM11J1eKcy nporpaMHHx, TeXHonoriHHHX Ta

opraHi3auiiiHnx 3axoaiB mono 3axncTY BiA0MocTeii, f1Ki

MiCTßTbCf1 B PeecTpi, Bia HecaHKui0HOBaHoro AocTyny.
3axncT BiAOMOCTeÜ y PeecTpi 3a6e3neqy€Tbcq II-IJIqxoM

CTBOPeHHf1 KOMnneKCH0i CHCTeMH 3axncTY iH(bopMauii 3

niATBePAmeH010BiA110BiAHiCT10.
Y pa3i HaqBHOCTi BiA110BiAH0i erexHiHH0i MOWIHBOCTi

aAMiHicTpaTop PeecTpy 3a A0110Mor010 3ac06iB PeecTpy
3Aiiicmoe 060B'H3KOBe iHd)0PMYBaHHfl npaB0B0J10AiJ1b1ÅiB

npo 3a11HTH 6YAb-f1KHXoci6 IUOAO iHd)opMauii npo HHX, uxo
MiCTHTbcq B PeecTpi, a TaKO>K npo 36HPaHHf1, 06P06J1eHHf1,

BI-IeceHHf1 TaK0i AO PeecTpy, 3MiHY Ta

BHAaneHHq He ni3Hime HacTY11Horo 3 AHH OTPHMaHHH
TaKHX 3a11HTiB 3AiiicHeHHf1 3a3HaqeHHX Aiii.

21. @YHKUiOHYBaHHH Ta P03BHTOK PeecTpy, y T0MY
qncni CTBopeHHf1 iioro nporpaMHo-TexHit1HHx 3ac06iB,
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3AiiCHIO€TbCf1 3a paxyH0K KOUITiB mepmaBHoro 6ronmeTY,
Mi>KHapoAH0i erexHiHH0i Ta/a60 a60noBopoTH0i
6e3110BopoTH0i d)iHaHcoB0i AonoMorn Mi'KHaPOAHHX
opraHi3auiü Ta iHumx Amepen, He 3a60poHeHnx
3aKOHOAaBCTBOM.

22. npo 06'eKTH PeecTpy, CTBopena 3

AaTH noyaTKY ioro (bYHKUiOHYBaHHH (BBeAeHHH B Airo), e
0(biuiiiH0K) 3 MOMeHTY iT BHeceHHH AO PeecTpy.

BiKT0p JIHUIKO



AHAJ113 PEFYJISITOPHOFOBIIJIHBY
AO npo€KTY 110CTaHOBH Ka6iHeTYMiHicTpiB YKpaiHH
nnTaH1-1f1 Benelli-ISI Ta d)YHKUiOHYBaHHf1 AepmaBHnx peecTpiB

y C(bepi JliKaPCbKHX

I. BH3HaqeHHH np06J1eMH

Ilpo€KT TIOCTaHOBH Ka6iHeTYMiHicTpiB YKpaiHH rlHTaHHH BexleHH51 Ta

(l)YHKUiOHYBaHHfl aepxaBHHX peecTpiB y C(bepi JliKaPCbKHX (nani — npo€KT
aKTa) p03p06neH0 3 MeTOK) BH3HaqeHH51 nop51ÅKY BeneHH51 AepxaBHoro peecTpy
JliKaPCbKHX3ac06iB, nopRAKiB BeAeHH% AepxaBHoro pe€cTpy BBeneHHX B 06ir
JliKaPCbKHX3ac06iB, 1110 BB03%TbCH Ha Tepmopi}0 YKpaiHH, ÅepxaBHoro peecTpy
JliKaPCbKHX3ac06iB, 1110 napaJ1eJ1bH0 BB03HTbC51 Ha TepmopiK) YKpaiHH, 51Ki €
(l)YHKUiOHaJ1bHHMH CKJ1aAOBHMH AepxaBHoro pe€cTpy JliKaPCbKHX 3ac06iB,

11PHBeneHHH npo AepxaBHHV1 pe€cTp JliKaPCbKHX 3ac06iB,

3aTBepA)1CHoro 110CTaHOBOK) Ka6iHeTYMiHicTpiB YKpaiHH Bin 3 1 6epe3H% 2004 p. Ng

411, y Binr10BiAHiCTbno 3aKOHYYKpaiHH BiÅ 16 num-IA 2024 POKY N! 3860-IX
BHeceHH51 3MiH Åe51KHX 3aKOHiB YKpaiHH 1110A0 mapaneJ1bHoro iM110pTY JliKaPCbKHX

Ta y BiA110BiÅHiCTb AO 3aKOHY YKpaiHH ny6J1iHHi eneKTPOHHi
a TaKO)K BCTaHOBneHH51 Ta nopflÅKY BHeceHH51 BiÅOMocrreMTIPO

JliKaPCbKHü3aci6 Ta npo A03BOJIH Ha napaJ1eJ1bHuM iM110pT JliKaPCbKHX3ac06iB AO
3a3HaqeHHx pe€cTpiB, Ta cnpflM0BaH0 Ha rlpaBa opraHiB nepxaBH0i BJ1aÅM,
(l)i3HHHHX Ta K)PUÅHHHHX oci6 Ha OTPHMaHH% 110BHOi, ÅocTOBipH0i Ta aKTyaJ1bHOi

iH(bopMauii npo JliKapcbKi 3ac06H Ta 3a6e3neqeHH% nocTyr1HocTi TaK0i
iH(boprvrauii.

npo€KT aKTa p03p06neH0 Ha BUKOHaHHH 110JIO)KeHb 3aKOHYYKpaiHH Bin 16

JIHIIH% 2024 POKY N! 3860-IX BHeceHH51 3MiH AO meflKHX 3aKOHiB YKpaiHH momo
napaneJ1bHoro irvrnopTY JliKaPCbKHX *KHMU BCTaHOBJ1eHO, 1.110 Flop;1Å0K

BeneHH% AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, Flop51A0K BezxeHH51 AepxaBHoro
peecTpy JliKaPCbKHX3ac06iB, LI_IO napa-neJ1bH0 BB03ATbCA Ha -repmopi}0 YKpaiHH, Ta
Ilop51A0K BeneHHA ÅepKaBHoro peecTpy BBeAeHHX B 06ir JliKaPCbKMX3ac06iB, 11-10

BB0351TbCA Ha -repvnopiyo YKpaiHH, Ka6iHeT0M MiHicTpiB YKpaiHH.
1-1bOMY 3aKOHOM YKpaiHH BiA 16 JIHIIH}1 2024 POKY N! 3860-IX

BHeceHH51 3MiH AO meqKHX 3aKOHiB YKpaiHH 1110A0 napaneJ1bHoro iM110pTY JliKaPCbKHX
BCTaHOBJ1eHO, Luo AepxaBHHü peecTp BBeÅeHHX B 06ir JliKaPCbKHX3ac06iB,

1110 Ha Tepvnopiyo YKpaiHH, Ta AePKaBHHMpe€cTp JliKaPCbKUX3ac06iB, 1.110

napaneJ1bH0 Ha rrepHTopiK) YKpaiHH, € (l)YHKUiOHaJ1bHHMH CKJ1aÅOBHMH
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB.

Y 3B'513KY3 LIHM BHHHKae He06XiAHiCTbBperYJ110BaHH% npoueAyp:
BeneHHR ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB;
(l)0PMYBaHH51 Ta BeneHHH Aep)KaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKHX

3ac06iB, 11-10 BB03flTbCH Ha Tepmopiyo YKpaiHH, Ta AepxaBHoro peecTpy JliKaPCbKHX
3ac06iB, Luo napaneJ1bH0 BB03HTbC% Ha TepHTopiÆ0 YKpaiHH, Ta P03p06neHH%
BiA110BiAHHXnop%ÅKiB ix BeAeHH%.

IlPHäHflTTflnpo€KTY aKTa A03BOJIHTb 3a6e311eqHTH:
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IliAXiA AO BHeceHH}1 iH(boprqauii npo JliKapcbKi 3ac06H Ta

A03BOJIH Ha napaJ1eJ1bHHü iMr10PTJliKaPCbKHX3ac06iB no BHLUe3UHaqeHHX

AepxaBHHX peecTpiB, 1110 CTBOPHTb YMOBH iHTerpauii Ta 3J1ar0A)KeH0i P060TH
pi3HHX eneKTPOHHO-iH(bOPMaUiiiHHX CHCTeM B cd)epi OXOPOHH 3mop0B'51 i3
3a3HaqeHHMH peecTpaMu•,

CTBOPeHH% np030poro MexaHi3MYKOHTPOJIK) Ta nocTY11Y AO iH(bopMauii npo
JliKapcbKi 3ac06H Ta A03BOJIH Ha napaneJ1bHHü iMnopT JliKaPCbKHX3ac06iB
opraHiB AepxaBH0i BJ1aÅH, lopHÅHHHmx Ta (l)i3HHHHX oci6.

Bpax0BY}0LIH BHKJ1ane1--1e, Ta 3 Merroyo peani3auii 110J10xeHb 3aKOHY, p03p06J1eH0

rmpo€KT aKTa, AKHM:

np0110HY€Tbcn 3aTBePAHTn:
HopflAOK BexxeHH51 AepxaBHoro peecTpy JliKaPCbKUX3ac06iB;
110P%A0KBemeH1---1H ÅepxaBHoro peecTpy JTiKaPCbKHX3ac06iB, 1.110 mapaneJ1bH0

BB03flTbCfl Ha TepmopiE0 YKpaiHn•,
Ilop51Å0K BeAeHH51 ÅepxaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB,

Luo BB0351TbCA Ha TepHTopiro YKpaiHw,
np0110HY€Tbcq BHeCTH 3MiHH AO IIOJIOHCHHR rrpo AepxaBHHä peecTp

JliKaPCbKHX3ac06iB, 3aTBepA)KeHoro 110CTaHOBO}OKa6iHeTYMiHicTpiB YKpaiHH BiA
31 6epe3HH 2004 p. N! 411, 3 MeTO}0 11PHBeneHH51 Moro y BiA110BiÅHiCTbAO 3aKOHY
YKpaiHH Bim 16 JIH11H51 2024 POKY Ng 3860-IX BHeceHH% 3MiH AO neqKViX 3aKOHiB

YKpaiHH momo napaneJ1bHoro iM110pTY JliKaPCbKHX Ta y BiA110BiAHiCTb AO

3aKOHYYKpaiHH ny6J1iHHi eneKTPOHHi
IIPHÄHATT% npo€KTY aKTa A03BOJIHTb Bpe1YJ110BaTH Ta YAOCKOHUIHTH

npouemypy BHeceHHH BiAOMOCTeänpo JliKaPCbKHä3aci6 AO AepxaBHoro pe€cTpy
JliKaPCbKHX3ac06iB Ta ÅepxaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, 1.110

BB03flTbCH Ha Tepurropi}0 YKpaiHH, a rraKO)K BHeceHH51 iH(bopMauii npo A03BOJIH Ha
napaJ1eJ1bHHü iM110PTJliKaPCbKHX3ac06iB AO ÅepxaBHoro peecTpy JliKaPCbKHX
3ac06iB, 1110 napaRJ1bH0 BB03%TbCfl Ha Tepvnopi}0 YKpaiHH.

OCHOBHi nn, Ha n 06J1eMa aBJIH€ BIIJIHW.

r H IliÅ

r OMaAflHH
e xaBa

C 6'€KTH rocnona YOBaHHH,

y TOMY tlHCJ1i cy6'€KTH Manoro
IliÅ11 H€MHHLITBa

Hi

Ha cbor0ÅHi BperYJIK)BaHHfl 3UHaqeHHX np06neMHHX ITHTaHb He MO)Ke 6YTH
3AiüCHeH0 3a

PHHKOBHX MexaHi3MiB, OCKiJ1bKH 3UHaqeHe IIHTaHHA peryJ1}010TbcH BHKJIK)HHO

HOPMaTHBHO-npaBOBHMH aKTaMH•,
Aiyoqvrx peryJ1flTopHHx aKTiB, OCKiJ1bKH y MHHHHX HOPMaTHBHO-11PaBOBHXaKTax

BiÅCYTH€BPerYJ1}OBaH1-151nopflAKY BeneHHH AepxaBHoro pe€cTpyJliKaPCbKHX3ac06iB,
LAO napaJ1eJ1bH0 BB03HTbC%Ha rrepvrropiK) YKpaiHH, Ta AepxaBHoro peecTpy BBeÅeHHX
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B 06ir JliKaPCbKHX3ac06iB, 1110 BB03%TbCH Ha Tepvnopiyo YKpaiHH, a MHHHe

peryJIK)BaHH51 BezxeHHH AepxaBHoro peecTpy JliKaPCbKHX3ac06iB He BiA110Binae
HOPMaTHBHO-npaBOBHM aKTaM BHI-UOiyopHAHHH0i CHJIH, a caMe 3aKOHYYKpaiHH BiA
16 JIHTIHH 2024 POKY Ng 3860-IX BHeceHHA 3MiH me%KHX 3aKOHiB YKpaiHH
1110110 napaJ1eJ1bHoro iMr10pTY JliKaPCbKHX era 3aKOHY YKpaiHH
ny6J1iHHi enercrpoHHi peecTpu».

II. I-lini Aepn«aBHOro peryJ110BaHHf1

OCHOBHHMH UiJ1%MHÅepxaBHoro peryJ1i0BaHH51 C:

BH3HaqeHH}1 npouemypø BezxeHH51 AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110

mapaneJ1bH0 BB03flTbC51 Ha Tepmopiyo YKpaiHH, Ta ÅepxaBHoro peecTpy BBeÅeHHX B

06ir JliKaPCbKHX3ac06iB, BB03HTbC% Ha rrepHTopi}0 YKpaiHH, BiLU10BiÅH0AO BHMor
3aKOHYYKpaiHH Bin 16 2024 POKY N! 3860-IX BHecem-1A 3MiH no AUIKHX
3aKOHiB YKpaiHH LUOÅO mapaneJ1bHoro irvmopTY JliKaPCbKHX3ac06iB»;

npHBeAeHH}1 VIOJIO)KeHHR npo ÅepxaBHHä pe€cTp JliKaPCbKHX3ac06iB,

3aTBepnxeHoro TIOCTaHOBOK) Ka6iHeTYMiHicTpiB YKpaiHH Bin 31 6epe3Hfl 2004 p. N!

411, y BiAflOBiÅHiCTb AO 3aKOHYYKpaiHH BiA 16 JIH11H51 2024 POKY N! 3860-IX
BHeceHHH 3MiH no AeqKHX 3aKOHiB YKpaiHH LUOÅO napaneJ1bHoro irvmopTY JliKaPCbKHX

Ta y BiÅflOBiÅHiCTb AO 3aKOHY YKpaiHH ny6J1iHHi eneKTPOHHi
pe€cTpvr»;

3anp0BaA)KeHH51 niAx0ÅY AO BHeceHH51 iH(bopMauii npo
JliKapcbKi 3ac06H Ta A03BOJIH Ha napaneJ1bHHü iMnopT JliKaPCbKHX3ac06iB
BHLue3a3HaqeHux ÅepxaBHH,x peecTpiB, 1.110 CTBOPHTb YMOBH AJIfl iHTerpauii Ta

3J1aromrceH0i p060TH pi3HHX CHCTeM B C(bepi OXOPOHH
3Aop0B'% i3 UHMH peecTpaMw,

CTBOPeHHR np030poro MexaHi3MYKOHTPOJIK) Ta AocTyny iH(bopMauii npo
JliKapcbKi 3ac06H Ta A03BOJIH Ha napaJ1eJ1bHHü iMnopT JliKaPCbKHX3ac06iB
opraHiB mepxaBH0i BJ1aAH, }OPHAHHHHX Ta (l)i3HLIHHX oci6;

OllTHMi3aUiS1p060TH AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, YAOCKOHaJ1eHHH
Moro (l)YHKUiOHaJ1bHHX MO)KJIHBocrreä KOPHCTYBaqiB, a TaKO)K 3a6e311eqeHHH

HaycormqeHH% iH(boprqauii rlP0 3ape€cTpoBaHi JliKapcbKi 3ac06H Ta 3pyt1HocTi B

OTPHMaHHiKopHCTYBaqarv1H TaK0i iH(boprvrauii.

III. BH3HaqeHHf1 Ta OUiH1€a aJ1bTePHaTHBHHX cnoc06iB AOCqrHeHHf1 uiJ1eä
1. BH3HaqeHHH a.r1bTe I-laTHBHHX cnoc06iB:

BHA aJ1bTe 1-1'aTHBH

AJIbTepHaTHBa 1.
Onnc aj1bTe I-laTHBH

He 3a6e3neqye AOC%PHeHHH uineä
36epexeHHfl cmyauii, iCHY€Ha nepxaBHoro peryJIK)BaHH51, BH3HaqeHHX y

p03AiJ1i II Uboro AHaJ1i3YperyJ1xropHoroI-lei qac.
BIIJIHBY (nani — AHU1i3), a caMe He 6yne:

BH3HaqeHO npouexxypy BeÅeHHfl
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB,
1110 na aneJ1bHO BB03%TbCA Ha Te HTO iK)
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YKpaiHH, Ta AepxaBHoro peecTpy BBeÅeHHX
B 06ir JliKaPCbKHX3ac06iB, 1110 BB03ATbC% Ha

Tepmopiyo YKpaiHH, BiÅ110BiAHO 110 BHMor
3aKOHYYKpaiHH Bin 16 JIHIIH% 2024 POKY M2
3860-IX BHeceHHH 3MiH no meflKHX
3aKOHiB YKpaiHH 11.10ÅO napaJ1eJ1bHoro
iMr10pTY JliKaPCbKHX3ac06iB»;

BperYJ1b0BaH0 npouenypy BeÅeHH51

ÅepxaBHoro peecTpy JliKaPCbKMX3ac06iB
BiAfl0BiAH0 AO BHMor 3aKOHYYKpaiHM BiA
16 2024 POKY N! 3860-1X
BHeceHHH 3MiH nemcvrx3aKOHiB YKpaiHH

1110Å0 napaJ1eJ1bHoro iM110pTY JliKaPCbKHX
Ta 3aKOHYYKpaiHH ny6J1iHHi

eJ1eKTPOHHipe€CTPH>Y,

3anpoBanxeH0 IliÅxiA no
BHeceHHH iH(bopMauii npo JliKapcbKi 3ac06H
Ta A03BOJIH Ha napaJ1eJ1bHHü iMr10pT

JliKaPCbKHX3ac06iB AO BH11(e3a3HaqeHHX

mepxaBHHX peecTpiB, 11-10 He A03BOJIVITb

BHKOHaTH BHMOFH 3aK0Hy•,

MexaHi3MYnp030poroCTBOPeHO
KOHTPOJIÆO Ta nocTyny iH(bopMauii npo
JliKapcbKi 3ac06H Ta Å03BOJIH Ha

napaJ1eJ1bHHV1 iM110PTJliKaPCbKHX3ac06iB
opraHiB AepxaBH0i BJ1aÅH, }OPHAHHHHX

Ta (l)i3Ht1Hnx oci6;
orlTHMi30BaH0 p060TY ÅepxaBHoro

pe€cTpy JliKaPCbKHX3ac06iB, YAOCKOHaneHO
Moro (l)YHKUiOHaJ1bHi MO)KJIUBOCTi AJ151

a rraKO)K 3a6e3neqeH0KopucTYBaqiB,
HaKonnqeHH% iH(bopMauii TIPO

AJIbTepHaTHBa 2.
FIPHäHRTT51npo€KTY aKTa.

3apeecTpoBaHi JliKapcbKi 3ac06H Ta

3PYHHiCTb B OTPHMaHHi KOPHCTYBaqaMH
TaK0i iH(boprv1auii.

1103HTHBHi CTOPOHH y 36epexeHHi
CH auii, mca iCH € Ha ueüqac, Binc THi.

TaKa aj1bTePHaTHBa A03BOJIHTb
3a6e3net1HTu:

BH3HaHHTH npouemypy BeneHH51

ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB,
LILO napaneJ1bH0 BB03HTbC% Ha TepHTopiK)
YKpaiHH, rra ÅepxaBHoro peecTpy BBeAeHHX
B 06ir JliKa CbKHX 3ac06iB, 1110 BB0351TbCA Ha



5

TepHTopi10 YKpaiHH, BiÅ110BiAH0 AO BHMOr

3aKOHYYKpaiHH Bin 16 JIH11Hfl 2024 POKY N!
3860-IX BHeceHH51 3MiH AO neqKHX
3aKOHiB YKpaiHH 1110110 napanejlb}-loro
iMnoprry JliKaPCbKHX3ac06iB»;

npouenypy BeneHHABperYJ1f0BaTH
ÅepxaBHoro peecTpy JliKaPCbKHX3ac06iB
BiA110BiAH0AO BHMOr 3aKOHY YKpaiHH Bin
16 2024 POKY N! 3860-1X
BHeceHHH 3MiH AO memcux 3aKOHiB YKpaiHH
II-IOAO napaJ1eJ1bHoro iMnopTY JliKaPCbKHX

Ta 3aKOHYYKpaiHH ny6J1iHHi

eneKTPOHHipeecrrpm»•,

3anp0BanxeHHH Ilimxony
BHeceHH51 iH(bopMauii npo JliKapcbKi

3ac06H Ta A03BOJIH Ha napaJ1eJ1bHHü iM110pT

JliKaPCbKHX3ac06iB no BHIue3a3Haqe}-mx

AepxaBHHX pe€cTpiB, 1110 CTBOPHTb YMOBH
iHTerpauii Ta 3J1ar0Å)KeH0i p060TH

pi3HHX CHCTeM

B cd)epi OXOPOHH 3AOP0B'51 i3 UHMH
peccTparvm•,

MexaHi3MYrrp030poroCTBOPeHHH
KOHTPOJUO Ta ÅocTyny AO iH(bopMauii npo

3ac06H Ta Å03BOJIH HaJliKapcbKi
napaJ1eJ1bHHü iMI-10pT JliKaPCbKHX3ac06iB
AJ151 opraHiB nepxaBH0i BJ1aAH,

Ta (l)i3Ht1Hux oci6;
OTITUMi3YBaTHp060TY ÅepxaBHoro

peecTpy JliKaPCbKHX3ac06iB, YAOCKOHaJIHTH
Moro (l)YHKUiOHaJ1bHi MOXJIHBOCTi

a TaKO)K 3a6e3net-1HTHKOPHCTYBaqiB,
HaKonuqeHHfl npo
3ape€cTpoBaHi JliKapcbKi 3ac06H Ta
3py-1HicTb B OTPHMaHHi KOPUCTYBaqaMH
TaK0i iH(bopMauii.

3a11POBanxeHHHTaKoro peryJ1f0BaHH51

A03BOJIHTb:
nepxaBi: YAOCKOHUIHTH 3aKOHOAaBCTBO

YKpaiHH y cd)epi JliKaPCbKHX3ac06iB B

qacTHHi BeneH1--151 peecmpiB•,

cy6'€KTaM roc110AapK)BaHH51:

BHKOHYBaTH BHMOrH 3aKOHY LIIJI%XOM

BHeceHH% BiÅOMOCTeü n O BBe3eHi Ta
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BWIYLueHiB 06ir JliKapcbKi 3ac06H AO
AepxaBHoro pe€cTpy BBeAeHHX B 06ir
JliKaPCbKUX3ac06iB, 1110 BB0351TbCH Ha

YKpaiHH, Ta OTPHMYBaTH
3 BiA110BiÅHux AepxaBHHX

pe€cTpiB•,

OTPHMYBaTH He06xiAHY
iH(bopMaui10 1.110110 JliKaPCbKHX3ac06iB.
I-lilli mepxaBHoro peryJ1i0BaHHR 6YÅYTb

Aocnr}-l Ti.

2. OuiHKa BH6paHnx aJ1bTePHaTHBHHX cnoc06iB AOCf11*HeH1-1f1 uineii
OuiHKa BIIJIHB Hac e iHTe eciB ne maBH

BHA a,J1bTePHaTHBH

AJIbTep1-1aTHBa 1.

36epexeHH%
cvnyauii, iCHY€
Ha ueäqac.

BuroAH

BiÅcyTHi, OCKiJ1bKH He
6yme 3a6e3neqeHo•.

1) BH3HaqeHH51

npouenypu
ÅepxaBHoro

BeneHHH

peecTpy

BHTpaTH

BHTPaTHBiACYTHi.
BHTpaTH

amviiHiCTPYBaHH51
ÅepxaBHoro
JliKaPCbKHX

Ha

peecTpy
3ac06iB

JliKaPCbKHX 3ac06iB, LILO

napaJ1eJ1bH0 BB03%TbCH Ha
TepHTopiK) YKpaiHH, Ta

ÅepxaBHoro peecTpy
06irBBeneHHX

JliKaPCbKHX 3ac06iB, 1110
BB03flTbC51 Ha TepHTopi10

YKpaiHH, BiÅ110BiAH0 no
BHMor 3aK0HYYKpaiHH Bill
16 JIHIIH% 2024 POKY N!
3860-1X BHeceHHfl
3MiH AO AeqKVfX 3aKOHiB

3ÅiÜCHYO}OTbC51 3a KOI-UTH

mepxaBHoro ninnpuervrcTBa
eyccnePTHHä

MiHicTepcTBaueHTP
OXOPOHH 3nop0B'%

YKpaiHH
napaneJ1bHoro

IAOÅO
iM110pTY

JliKaPCbKHX3ac06iB»;
2) BperYJ110BaHH51

npouenypH
AepxaBHoro
JliKaPCbKHX

BeneHH51

peecTpy
3ac06iB

BiÅ110BiAHO 40 BHMOr

3aKOHY YKpaiHH Bin 16

JIHIIH% 2024 POKY N! 3860-
IX BHeceHH51 3MiH no
neqKHX 3aKOHiB YK aiHH
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napueJ1bHoro
JliKaPCbKHX

3aKOHYTa

YKpaiHH rly6J1iHHi
eneKTPOHHipeecrrpu»•,

3)

nimxomy AO BHeceHH%
iH(bopMauii npo JliKapcbKi
3ac06H Ta A03BOJIH Ha

iMnopTnapanejlbblmvi

JliKaPCbKHX 3ac06iB AO

BHLUe3a3HaqeHHX

meph€aBHHX pe€cTpiB•,
4) CTBOPeHH% np030poro

MexaHi3MY KOHTPOJI}O Ta

Aocrryny AO iH(bopMauii
npo JliKapcbKi 3ac06H rra

A03BOJIH Ha napaJ1eJ1bHHü
iM110pT JliKaPCbKHX3ac06iB
AJ151 opraHiB nepxaBH0i
BJ1aAH, IOPUÅHLIHHX Ta

(l)i3HHHmx oci6;
5) orlTHMi3auiK) P060TH

ÅepxaBHoro
JliKaPCbKHX
YAOCKOHaJ1eHH}1
(l)YHKUiOHaJ1bHHX
MO)KJIHBOCTeü

peecTpy
3ac06iB,

Moro

KOPHCTYBaqiB, a rraKO)K

3a6e3neqeHH51
HaKormqeHH51 iH(bopMauii
TIPO 3ape€cTpoBaHi

AJIbTeP1-1aTHBa2.
ElpuüHqrrq npo€KTY
aKTa.

JliKapcbKi 3ac06H Ta

3PYYHiCTb B OTPHMaHHi
TaK0iKOPHCTYBaqaMH

iH o Mauii.
FIPHüHSITT51 npo€KTY

aKTa A03BOJIHTb•.
1)

npouextypy
BH3HaHUTH

BezxeHHH
AepxaBHoro pe€cTpy
JliKaPCbKHX3ac06iB, Luo

napaneJ1bH0 BB03%TbC51 Ha

Te HTO ilo YK aiHH, Ta

Peani3auiq npo€KTY aKTa

He r10Tpe6ye AOAaTKOBHX
BHTPaT 3 AepxaBHoro MH

MiCUeBHX
OiHaHCYBaHH51BHAaTKiB,

He06XiAHHX
YAOCKOHaJ1eHHA AepxaBHoro

JliKa CbKHX 3ac06iB,e€c
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AepKaBHoro pe€cTpy
06irBBeneHHX

JliKaPCbKHX 3ac06iB, 1110

BB03flTbC% Ha TepHTopiK)

YKpaiHH, BiÅ110BiÅH0 AO

BHMor 3aK0HYYKpaiHH BiÅ
16 2024 POKY N!
3860-IX BI-IeceHH%

3MiH no meqKHX 3aKOHiB

nepen6aqeHi 3aKJ1}OHHHM

aKTOM npHMMaHH51-nepemaqi

Bin 05 6epe3H51 2024 POKY AO
ÅoroBopy npo HamaHH%

Hanocnyr
ny6J1iHHoro

ÅepxaBHoro

CTBopeHH51

MOAYJ151

peecTpy

YKpaiHH
napaJ1eJ1bHoro

LUOAO
iM110pTY

JliKaPCbKHX3ac06iB»;
2)

BeÅeHH51npouemypu
ÅepxaBHoro peecTpy

3ac06iBJliKaPCbKHX
Biar10BiAH0 AO BHMOr

3aKOHY YKpaiHH
ny6J1iHHi

peecnu»•,
3)

ej1eKTPOHHi

3af1POBaAHTH
ninxiA AO

BHeceHH51 iH(bopMauii TIPO
3ac06HJliKapcbKi Ta

A03BOJIU Ha napaJ1eJ1bHHü

iMnopT JliKaPCbKHX3ac06iB
BVi111e3a3HaqeHUX

mepxaBHHx peecTpiB, 1110

CTBOPHTb YMOBH
iHTerpauii Ta 3J1aronxeH0i

pi3HHXP060TH
eneKTPOHHO-

CHCTerv1 B

OXOPOHH 3ÅOPOB'q i3
I-IHMH peecTpaMw,

4) CTBOPHTH np030pHM
MexaHi3M KOHTPOJIK) Ta

mocTyny no iH(bopMauii
JliKapcbKi 3ac06H Ta

A03BOJIH Ha IlapaJ1eJ1bHHü

iMnopT JliKaPCbKHX3ac06iB
opraHiB AepxaBH0i

BJ1aAH, YOPHÅHHHHX Ta
i3HLIHHX oci6;

JliKaPCbKHX3ac06iB BiA 23
cit1H51 2023 POKY Ng 6, 3a

AKHM 3aMOBHHKOM BHcTynae
Caä1-1eHCH3

IHC.»,(bop xenc
peLIH11i€HTOM — MiHicTepcTB0
OXOPOHH 3Åop0B'q YKpaiHH,

TOBa BHKOHaB1-1eM

Binr10BiAH0 AO YMOB
BaPTiCTbAoroBopy,

ny6J1iLIHoro MOAYJ1fl PeecTpy
CTaHOBHTb 1 952 747, 95 rpH.

(t)iHaHCYBaHH51 3ax0AiB
LUOAO CTBopeHH51, TexHiHH0i

riiATPHMKHrra MonepHi3auii

AepxaBHoro peecTpy
JliKaPCbKHX 3ac06iB, 1.110

napaneJ1bH0 BB03flTbCfl Ha
TepHTopi10 YKpaiHH, Ta

ÅepxaBHoro peecTpy
BBeneHHX B 06ir JliKaPCbKHX
3ac06iB, uXO BB03ATbCA Ha
TepHTopi10 YKpaiHH,
3ÅiüCH}OBaTHMeTbCH
paxyH0K

3a
K0111TiB

erexHiHH0iMi)KHaPOAH0i

Å0110MorH Ta iH111HX A)KepeJ1,

He 3a60POHeHHX3aKOHOM.
Pa30M 3 THM, BHTPaTH Ha

aÅMiHiCTPYBaHHH
AepxaBHoro peecTpy
JliKaPCbKHX3ac06iB Ta Moro
(l)YHKUiOHaJ1bHHX CKJ1aAOBHX

(AepxaBHoro peecTpy
JliKaPCbKHX 3ac06iB, Luo

na anej1bHO BB03flTbC51 Ha
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5) 011THMi3YBaTHp060TY
ÅepxaBHoro
JliKaPCbKHX
YÅOCKOHaJIHTH
(l)YHKUiOHaJ1bHi
MO)KJIHBOCTi

pe€cTpy
3ac06iB,

Moro

ÅJ1fl
KopucTYBaqiB, a TaKO)K

3a6e3neHHTH HaKonmqeHH51

iH(bopMauii npo
3apeecTpoBaHi JliKapcbKi
3ac06H Ta 3PYHHiCTbB
OTPHMaHHiKOPHCTYBaqaMH
TaK0i iH(bopMauii.

Tepvnopilo YKpaiHH, Ta

AepxaBHoro peecTpy
BBeAeHHX B 06ir JliKaPCbKHX
3ac06iB, 1.110 BB03RTbC% Ha
TepHTopi10 YKpaiHH) 6YAYTb
3ÅiViCH}OBaTHCA3a KOLIITH

AeprcaBHoro niAnpH€McTBa
eKcnePTHViä

MiHicTepcTBaIRHTP
OXOPOHH 3Aop0B'H

BaPTiCTbOPi€HTOBHa
BHTPaT Ha aÅMiHiCTPYBaHHfl
cKJ1anae:

y 2025 poui -

rpH•,

y 2026 poui -

rpH•,

y 2027 poui -

rpH.

6 600 THC.

7589 THC.

8728 THC.

OuiHKa BIIJIHBY Ha cd)epy iHTepeciB rp0MaAHH.

BHA a,J1bTe I-laTHBH
AJIbTepHaTHBa 1.

36epexeHHA
cvrryauii, iCHye

Ha nefi qac.

AJIbTePHaTHBa2.
FIPHMH51TT}1npo€KTY
aKTa.

Buronn
OCKiJ1bKHBimcyTHi,

AocTyr1 Hacenem-lfl AO

AOCT0BipH0i iH(boprvrauii

npo JliKapcbKi 3ac06H, y
TOMY HHCJ1i JliKapcbKi
3ac06H, 1110 BB03%TbCA Ha
Tepvnopilo YKpaiHH,
30KpeMa I-linevi
napaJ1eJ1bHoro iM110pTY,

3aJIHUIHTbCH Ha

BHT amn
BHTpaTH BiACYTHi

BHTpaTH BiÅCYTHi
iCH YOM IBHi.

IlPHüH%TT51 rrpo€KTY
aKTa CllPH%THMe
3a6e3neqeHH10 nocrryny
HaceJ1eHi151 no mocTOBipH0i
iH(bopMauii npo JliKapcbKi
3ac06H, y TOMY HHCJ1i
JliKapcbKi 3ac06H, 1110
BB0351TbC51 Ha TepvnopiK)

YK aiHH, 30K erv:a



uineä
iM110 T
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napaJ1eJ1bHoro

OuiHKa BIIJIHBY Ha C(bepy iHTepeciB cy6'€KTiB roc110Aa1)10BaHHf1.
Ilpo€KT aKTa 3aqina€ iHTepecm cy6'€KTiB rocnonapK)BaHH51, 51Ki npoBaÅ51Tb

rocnonapcbKY AiflJ1bHiCTb, 30KpeMa 3 iM110pTY JliKaPCbKHX3ac06iB (KPiM aKTHBHHX
(bapMaueBTHHHvrx iHrpeÅi€HTiB), orlTOB0i TopriBJ1i JliKaPCbKHMH3ac06aMH, a TaKO)K

cy6'€KTiB rocf10Aap}0BaHH51 - BJ1aCHHKiB peecTpauiäHux nocBimqeHb Ha JliKapcbKi
3ac06H.

110Ka3HHK
KiJ1bKiCTb cy6'€KTiB
rocnonaP0BaHH51,
11-10 ninnaAaY0TbHiA
AiE0peryJ110BaHH51,
OAHHHUb
IIHTOMa Bara rpyr1H

y 3araJ1bHiü
KiJ1bKOCTi, BiACOTKiB

Be.11HKi

95

6%

CepeAHi
1409

Majli MiKpo
o

Pa30M

1608*

100%

*Iliö Dho peeymogaHHfl niDnaDcuomb cy6'acmu eocnoDapogaHHfl Hacmynnux
Rameeopiü:

l) cy6 'ocmueocnoDapogaHHfl - CICICHUICUpeccmpauiünux noceiDqeHb,•
2) cy6'€Rmu eocnoDapogaHHfl, mci 3DiücH10K)111b eocnoöapcwcyDinv7bHicmb 3

iMnopmy niKaPCbKUX 3ac06i6 (KPiM cucnauguux (Papntauegmuqnux inepeDicnmi6),

onmogoi mopei6J1i niKCIPCbRUMU3ac06axu.
6t13HaqeHHA Kinwcocmi cy6 '€Kmi6 eocnoDapogaHHA enacuwci6

peccmpauiüuux noc6iöqeHb emcopucmano Dani zgoöo6Cix enacnuKi6 peccmpauiünux
noceic)qeHb Ha Jihcapcwci 3ac06u, 3apeccmpogani 6 J4cpaiHi, Gic)omocmi npo AKUX c 6

Åepmca6H0MY peccmpi JliRCIPCbRUX3ac06i6.
TaK cmaHOM Ha 27.06.2024 6 Peccmpi 3apeccmpogano 14 957 JliRaPCbKUX

3ac06i6 (6imqu3HAHi - 4594, iH03eMHi - 10363), npu UbOJVty 3CV16Hwca,uu (gnacnmca,uu
peccmpauiÜHux noceiDqeHb) eucmynalontb 1 019 R0NtnaHiÜ. Oocinwcu 6 J4cpaiHi He
geDembcn Depuagua cmamucmmca gnacHi1Ri6 peccmpauiünux noc6iDqeHb Ha
JliRCZPCbRi3ac06u 6 p03pi3i ixHboeo noöiny na cy6 'acmi6 genmcoeo, cepeDHboeo ma
Manoeo (301cpeuaMhcpo) niönpuevmutpnga ma, gpaxogyoqu moü cpcucm,LUO 3a Danu.uu
Peccmpy cepeö 6MCHUKi6 peccmpauiünux noceiDqeHb na nücapcwci 3ac06u
nepegamccuomb ecec6imHb0 6ic)0Mi (Papntauegmuqm• Rontnanii, nponouycmbcn YM06HO
Donycmumu, zgo 6iflbtuicmb 3 Hux naneycamuvMYi11b Do cy6'€Rmi6 cepeDHboeo
niönpucnmuumga ma npu6nu3H0 5% (3a Danu.uu «Proxima Research» 6 J4cpaiHi 3a

nücapcwci 3ac06u Ha puH0R) - Do cy6 '€jcmi6 genmcoeo
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Ann 6u3HaqeHHfl KiJ1bKocmi cy6'ocmi6 eocn00apogaHHfl, "Ki 3DiÜcH1010tnb

eocnoöapcwcy Diw1bHicmb 3 iMnopmy JliKaPCbRUX 3ac06i6 (RPiM awnugnux

wap,vtauegmuqnux inepeöicnmi6), onnaogoi mopeigni JliKCIPCbKtLMU3ac06auvtu

emcopucmogyganucb Dani 6iDn06iDH0 Do Danux 36imy JepRJ1üccnymc6u 3a 2023 piK,
32iDH0 3 mcuxu, 30Kpeua, KinbRicmb cy6 'acmi6 eocnoDapogaHHR, tgo Nta10111bniueH3ii
Ha npogaö.yceuuneocnoöapcwcoi DiW1bHocmi 3 gup06uuumga Jlücapcwcux 3ac06i6,

imnopmy nhcapcwcux 3ac06i6 (RPiM cucmugnux Wap,uauegmutmux inepeDicnmi6),

onmogoi ma p03Dpi6H0i mopei6J1i Jibcapcblcuntu 3ac06antu cuaDac: 3 iltnopmy

Jibcapcwcux 3ac06i6 (RPiM cucmugnux wapntaueemutmux inepeDicumi6) 215; 3

onmogoi mopeigni (anmezmi ocnac)u) niRaPCbRUX3ac06i6 — 374; 6Cboeo cy6'acmig

eocnoc)apogaHHfl — 5891.

BHA a.11bTe 1--1aTHBH

AJIbTepnaTHBa 1.

36epexeHHH cmyauii,
iCHye Ha ueüqac.

Bnronn
BimcyTHi, OCKiJTbKH He

6yme 3a6e3neqeHo:

l) BH3HaqeHHA npouenypm
ÅepxaBHoroBemeHHS1

pe€cTpy JliKaPCbKHX3ac06iB,
1110 napaRJ1bH0 BB0351TbC51 Ha
TepHTopi10 YKpaiHH, Ta

AepxaBHoro pe€cTpy
BBeAeHHX B 06ir JliKaPCbKVfX
3ac06iB, 11-10 BB03ATbCf Ha

YKpaiHH,Tepmopiyo
BiA110BiAHO AO BUMOr 3aK0HY
YKpaiHH Bin 16 JIHFIHH 2024
POKY NQ 3860-1X
BHeceHH51 3MiH AO Ae51KHX

3aKOHiB YKpaiHH LUOAO
iM110pTYnapaJ1eJ1bHoro

JliKaPCbKHX3ac06iB»;
2) BPe1YJ1fOBaHH51

BHT aTH

ÅonaTKOBiBHTPaTH He
oqiKY}0Tbcq, pa30M 3 THM

3aKOHYBHMorH
3ajmmaTbC51

HeBHKOHaHUMH.

npouenypu
AepxaBHoro
JliKaPCbKHX

Bener-1H51

peecTpy
3ac06iB

BiÅ110BiAH0no BHMOr 3aKOHY
YKpaiHH Bin 16 2024
0K 3860-1X 0

lhttps://www.dls.gov.ua/activity %82-
10/0800/0dO%be-

10/096-



12

BHeceHHA 3MiH AO Aemcux
3aKOHiB YKpaiHH LUOÄO

iMnopTYnapaJ1eJ1bHoro

JliKaPCbKHX Ta

3aKOHY YKpaiHH <dlpo
ejieKTPOHHiny6J1iqHi

peecTpu»;
3) YHid)iK0BaHoro niÅxony

AO BHeceHH51 iH(bopMauii npo
JliKapcbKi 3ac06H Ta A03BOJIH
Ha napaneJ1bHHM iMnopT

JliKaPCbKHX 3ac06iB no
BHIue3a3HaqeHHX nepxaBHux
peecTpiB•,

4) CTBOPem-1% np030poro
MexaHi3MY KOHTPOJ1fO Ta

nocrryny AO iH(bopMauii npo
JliKapcbKi 3ac06H Ta A03BOJIH
Ha napaJ1eJ1bHHVf iMnopT

JliKaPCbKHX 3ac06iB
opraHiB nepxaBH0i BJ1aAH,

}OPHAVNHHX Ta (l)i3HHHmx

oci6;
5) OllTHMi30BaHO p060TY

ÅepxaBHoro
JliKaPCbKHX
YAOCKOHaneH0

peecTpy
3ac06iB,

Moro
d)YHKUiOHaJ1bHi MO)KJIHBOCTi

KopucTYBaqiB, a TaKChK
3a6e3neqeH0 HaycormqeHH51

iH(bopMauii
3apeecTpoBaHi

npo
JliKapcbKi

AJIbTePHaTHBa2.
ElpHüH511T51 npo€KTY
aKTa

3ac06H Ta 3pyt1HicTb B

OTPHMaHHi KOPHCTYBaqaMH
TaK0i iH O Mauii.

IIPUMH%TTHnpo€KTY aKTa

Å03BOJIHTb:
1) BH3HaHHTH npouenypy

BeneHH51 ÅepxaBHoro
pe€cTpy JliKaPCbKHX3ac06iB,
Luo napaneJ1bH0 BB03flTbC% Ha

YKpaiHH, Ta

AepxaBHoro pe€cTpy
BBeneHHX B 06ir JliKa CbKHX

I-IMBHi BUTpaTV1 qacy
KOUITiBTa AJIfl

OTPmrvraHH51 nepBHHH0i
iH(bopMauii I-IPO BHMorH

peryJ151TopHoro aKTa.
BHTPaTH, r10B'513aHi 3

He06xiÅHicT}0
03HaMOMneHH51 3

nonoxeHHSIMH 0€KT
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3ac06iB, 1110 BB03HTbC51 Ha
TepHTopi}0 YKpaiHH,
BiA110BiAH0 AO BHMOr 3aKOHY
YKpaiHH Bim 16 JIH11H51 2024
POKY N! 3860-1X
BHeceHHA 3MiH AO Ae51KHX
3aKOHiB YKpaiHH LUOAO

iM110pTYnapaJ1eJ1bHoro

JliKaPCbKHX3ac06iB»;
2) BperYJ1}0BaTH

aKTa (p03pax0BYi0Tbcq
BCix cy6'€KTiB

Ha

AKHX HOLI-IUPO€TbCA Ain
peryJIE0BaHHfl): I rOAHHH
* 48 rpWr0Å * 1

npaUiBHHK.

npouenypy
AepxaBHoro
JliKaPCbKHX

BemeHHA

peecTpy
3ac06iB

Binr10BiAH0 BHMOr 3aKOHY
YKpaiHH Bin 16 JIHIIH% 2024
POKY N! 3860-1X
BHeceHH51 3MiH AO meqKHX
3aKOHiB YKpaiHH 1110110

iMnopTYnapaRJ1bHoro
JliKaPCbKHX Ta

3aKOHY YKpaiHH
eneKTPOHHiny6J1iHHi

3) 3anp0BaAHTH
IliÅXiÅ AO

BHeceHH51 iH(bopMauii npo
JliKapcbKi 3ac06H Ta A03BOJIH
Ha napaJ1eJ1bHHä iM110pT

JliKaPCbKHX 3ac06iB AO
BHUxe3a3HaqeHVIX AepxaBHHX
peecTpiB, LAO CTBOPHTb YMOBU

iHTerpauii TaÅJ151

3J1aronxeH0i p060TH pi3HHX

CHCTeM B C(bepi OXOPOHH
3AOPOB'q i3 UHMH peecTpaMw,

4) CTBOPHTH np030pHü
MexaHi3M KOHTPOJI}O 'Ta

ÅocTY11Y AO iH(bopMauii ripo
JliKapcbKi 3ac06H Ta A03BOJIH
Ha napaJ1eJ1bHHä iM110pT
JliKaPCbKHX 3ac06iB

o raHiB ae )KaBHOi BJ1aAV1,
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}OPHÅHHHHX Ta (l)i3HHHHX

oci6;
5) 011THMi3YBaTHp060TY

AepxaBHoro
niKaPCbKHX
YAOCKOHaJIHTH

peecTpy
3ac06iB,

Moro
(l)YHKUiOHaJ1bHi MO)KJIHBOCTi

KopucTYBaqiB, a TaKO)K

3a6e3neHHTH HarconuqeHH51

iHd)oprvtauii
3ape€cTpoBaHi

npo
JliKapcbKi

3ac06H Ta 3pyHHicTb B

OTPHMaHHi KOPHCTYBaqaMH
TaK0i iH O Mauii.

CYMapHi BHTPaTH 3a
a,J1bTe I-laTHBaMH

AJIbTePHaTHBa1.
36epexeHH% cvnyauii, mca iCHye Ha
I-lei qac.

BH aTH me xaBH
BHTpaTH c/r Bej1HKOFO Ta cepeÅHboro
ninn H€MHHUTBa
BH aTH c/r Manoro Hinn H€MHHUTBa

AJIbTePHaTHBa2.
npo€KTY aKTa

BH aTH ne xaBH

BHTPaTHc/r BeJIHKOro Ta cepeÅHboro
H€MHHUTBa

BH aTH c/r Manoro ninn H€MHHUTBa

CYMa BHTPaT, FPHBeHb

72 192,00 rpH

IV. Bn6ip Haii6iJ1b111 OTITHMaJ1bHOro aj1bTePHaTHBHOro cnoc06y
AOCqr1-1e1•1HH uineii

3a pe3YJ1bTaTaMH ompaLIK)BaHH51 a-IlbTePHaTHBHHX cnoc06iB AocqrHeHH51 uineü
aep)KaBHoro peryJIY0BaHH% 3AiMCHeH0 BH6ip OVITHMaJ1bHOro aJ1bTePHaTHBHOro
cnoc06y 3 ypaxyBaHH%M CHCTeMH 6aJ1bH0i OUiHKHCTY11eHA nocqrHeHHA BH3HaqeHHX

I-lineä.
BapTicTb 6aJ1iB BV13Haqa€TbCH 3a HOTHPH6aJ1bH010CUCTeMO}O OUiHKH cTyneHfl

AOCWHeHH51 BH3HaqeHHX uineü, me:
4 - uini npo€KTY aKTa, 51Ki MO)KYTb 6YTHmocqrHYTi

(np06nerqa 6iJ1b111e iCHYBaTHHe 6yne);
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3 - uini IIPHMH%TTHnpo€KTY aKTa, HKi MO)KYTb 6YTHmocffHYTiMaixe 110BH010

MiPOY0(yci Ba)KJIHBi acneKTH np06nerv1H iCHYBaTHHe 6YÅYTb);
2 - uini npHüHnrrq npo€KTY aKTa, 51Ki MO)KYTb 6YTH nocTHYTi qaCTKOBO

(np06neMa 3HaHH0 3MeHUIHTbCH, Aemci Ba)KJIHBi Ta KPHTHHHiacneKTH np06J1eMH

3aJIHL1.1aTbCS1 HeBHPimeHHMH)•,
1 - uini rrpHäH%TTH npo€KTY aKTa, He MOXYTb 6YTHÅocqrHYTi (np06J1ervra

nponomcy€ iCHYBaTH).

PeiTHHr
pe3YJ1bTaTHBHOCTi
(AOCf1FHeHHH uinei
nin gac BHpimeHHf1

np06J1eMH)

AJIbTepHaTHBa 1.

36epexeHHfl
cvnyauii, Alca iCHY€
Ha ueäqac.

AJIbTePHaTHBa2.
TIPUüHflTT51npo€KTY
aKTa

PeiiTHHr
pe3YJ1bTaTHBHOCTi

AJIbTePHaTHBa1.
36epexeHHfl
cHTyauii, Alca iCHY€
Ha ueüqac.

pe3YJ1bTaTHBHOCTi
(3a

HOTHPH6aJ1bH010
CHCTeM010 OUiHKH)

1 - uini
npo€KTY aKTa He

MO)KYTb 6YTH
AocqrHYTi
(np06nerwa

nponomcye
iCH arru
4 - uini

npo€KTY aKTa

MOXYTb 6YTH
AocqrHYTi
HOBHO}O

MiP0}0(np06J1eMa
6iJ1b111e iCHYBaTH

He 6yme).

BuroAH (niACYMOK)

AepmaBH:
BincyTHi

K0MeHTapi 1110A0 IIPHCBO€HHH
BiA110BiAHoro 6ana

36epe)KeHH51 LIHHHOFO peryJIK)BaHH51
He Aa€ 3MorH Aocqrru I-lineä

peryJ110BaHH51,nepxaBHoro
BH3HaqeHHX y p03AiJ1i II AHU1i3Y.

npo€KTY 110CTaHOBH e
Haä6iJ1b111 HPHMHHTHHMTa ed)eKTHBHHM
CllOC060M, A03BOJIHTb noc511TH

uineü nepxaBHoro peryJIK)BaHH51,
BH3HaqeHUX y p03AiJ1i II AHaJ1i3Y.

BwrrpaTH
(nincyM0K)

AJIf1 aepmaBH:
BimcyTHi.
AonaTKOBe
HaBaHTaxeHH51 Ha

06rpYHTYBaH

BiA110BiAHoro
Micuq

aJ1bTepnaTHB
H y peiTHHry

Am-la
a.T1bTePHaTHBa
He 3a6e3neqye

no e6H



nepxaBHHM
BiÅCYTH€.
BHTPaTH

AJIbTepHaTHBa 2.
Elpuüwwrn npo€KTY
aKTa
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AJIH rp0Manm-1:
BiAcyTHi.

ÅocrrynHaceJ1eHH%
AO AocT0BipH0i
iH(bopMauii npo
JliKapcbKi 3ac06H,

UXO BB03flTbC% Ha
Tepmopi}0
YKpaiHH, y TOMY
HHCJ1i uineü
mapaneJ1bHoro
iM110pTY,

3aJIHUIHTbCH Ha

icHY}0H0MYpiBHi.

cy6'€KTiB
rocnoaaP10BaHHH:
BiÅcyTHi.

nepmaBn:
IIPHMH%TMM
npo€KTY aKTa 6yue
3a6e3r1eqeHo:

BHKOHaHHfl

BHMOr 3aKOHYTa
BH3HaqeHH51

Ha
aÅMiHicTpyBaHHA
Pe€cTpy
3ÅiÜCHIOwrbCH 3a

KOUITH AepxaBHoro
rliÅnpvr€McTBa

eKcnepTHHü I-teHTP
MiHicTepcTBa
oxopoHH 3AOPOB'fl

rp0MaAf1H:
BincyTHi.

AJIf1 cy6'€KTiB
roc110AaP10BaHHH.•
AonaTKOBiBHTPaTH
He OHiKY}0TbCfl,

pa30M 3 TUM

BHMOI*H 3aKOHY
3aJIHU-1aTbC51

1--1eBHKOHaHHMH.

AJIf1 nepmaBH.•
Pea-Tli3aui% npo€KTY
aKTa He r10Tpe6ye
AOÅaTKOBHX BHTPaT
3 aepxaBHoro
MicqeBHX
6}0AHCTiB.

P03B'%3aHHi
np06J1eMH Ta

AOCWHeHH51
BCTaHOBneHUX
uineü y
P03ÅiJ1i II
Uboro
AHaJ1i3Y.

TaKa
aJ1bTePHaTHBa e
Haä6iJ1bU1

OCKiJ1bKH

3a6e3neqy€
110 e6H



npouenypm
BeAeHH51

ÅepxaBHoro
pe€cTpy
JliKaPCbKHX
3ac06iB,

napaneJ1bH0
BB0351TbCS1
erepmopi}o
YKpaiHH,
ÅepxaBHoro
pe€cTpy
BBeneHHX B

JliKaPCbKHX
3ac06iB,

BB03flTbCA

YKpaiHH•,

17

1110

Ha

Ta

06ir

1110

Ha

(DiHaHcyBaHHA
BHAaTKiB,

He06xiÅHHX
YAOCKOHaJ1eHHR
ÅepxaBHoro
pe€cTpy JliKaPCbKHX
3ac06iB,

nepeÅ6aqeHi
3aKJ1}OLIHHM aKTOM

11PHüMaHHfl-
nepenaqi Bin 05
6epe3H51 2024 POKY
AO AoroBopy I-IPO
Hamar-1HH nocnyr Ha

CTBopeHH51
ny6J1iHHoro MOAYJIH
AepxaBHoro
pe€cTpy JliKaPCbKHX
3ac06iB Bin 23 ciHHH
2023 POKY N! 6, 3a

*KHM 3aMOBHHKOM

Bucrryna€

(bopCaMHeHCH3

P03B'513aHHi
np06neMH Ta

AOCWHeHH51

BCTaHOBJ1eHHX

I-linei.

BperYJ1b0BaH0
npoueAypy
BeneHHH
AepxaBHoro
peecTpy
JliKaPCbKHX
3ac06iB
BiA110BiAH0 no

3aKOHYBHMOr
YKpaiHH Bin 16

JIH11H51 2024 POKY
N! 3860-1X
BHeceHH51 3MiH AO
nenKHX 3aKOHiB
YKpaiHH 1110Å0

napaneJ1bHoro
iM110pTY

JliKaPCbKHX
Ta

3aKOHY YKpaiHH
ny6J1iHHi

ejieKTPOHHi
peecTpu»•,

- 3anp0BaÅ)KeH0

niÅXiA

Xenc IHC.»,
peUH11i€HTOM
MiHicTepcTB0
oxop0HH 3Aop0B'%
YKpaiHH, a
BHKOHaBUeM — TOB

PILLIEHHA».
BiÅ110BiAH0 AO YMOB
AoroBopy, BaPTiCTb
ny6J1iHHoro MOAYJIA
PeecTpy CTaHOBHTb
1 952 747, 95 rpH.

OiHaHCYBaHHH
3ax0AiB
CTBopeHH51,
TexHiqH0i
IliÄT HMKH

LUOAO

Ta
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BHeceHH%
iH(bopMauii npo
JliKapCbKi 3ac06u
era A03BOJIH Ha
napaJ1eJ1bHHÄ

iM110PT
JliKaPCbKHX
3ac06iB

BHLUe3UHaqeHHX

nepxaBHHX
peecTpiB, 1110

CTBOPHTb YMOBH
AJI}I iHTerpauii Ta
3nar0Å)KeH0i

P060TH pi3HHX

eneKTPOHHO-
iH(bopMauiäHnx
CHCTerv1 B C(bepi

OXOPOHH
3nop0B'51 i3 UHMH

MomepHi3auii
AepxaBHoro
peecTpy JliKaPCbKHX
3ac06iB,

napaneJ1bH0

Tepmopi}0
YKpaiHH,
AepxaBHoro

11.10

Ha

Ta

peecTpy BBeAeHHX B

JliKaPCbKHX06ir
3ac06iB,

BB0351TbC51
Tepurropiyo
YKpaiHH,

1110

Ha

3AiüCH}OBaTHMeTbCH
3a paxyH0K K0111TiB
Mi)KHaPOAH0i
erexHiHH0i
AOIIOMOFH Ta iH111HX

peecTpaMH',
- CTBOPeHH%

11p030poro
MexaHi3MY
KOHTPOJI}O
nocmyny

Ta

mxepen,
3a60POHeHHX
3aKOHOM.

Pa30M 3

BHTPaTH

He

THM,

Ha

iH(boprqauii I-IPO
JliKapcbKi 3ac06H
Ta A03BOJIU Ha
napaJ1eJ1bHHä

iMnopT
JliKaPCbKHX
3ac06iB
opraHiB
nepxaBH0i
BJ1aÅH,

K)PHÅHHHHX Ta

(l)i3HLIHnx oci6;
- OllTUMi3a1.1i10
p060TH
ÅepxaBHoro
pe€cTpy
JliKaPCbKHX
3ac06iB,

aAMiHiCTPYBaHHA
ÅepxaBHoro
peecTpy JliKaPCbKHX
3ac06iB Ta Moro
(l)YHKUiOHaJ1bHHX

CKJ1aÅOBHX

(AepxaBHoro
pe€cTpy JliKaPCbKHX
3ac06iB,

napaJ1eJ1bH0

BB03ATbCH
TepHTopiyo
YKpaiHH,
AepxaBHoro

1110

Ha

Ta

peecTpy BBeÅeHHX B

06ir JliKaPCbKHX
3ac06iB,

BB03flTbCfl
uxo
I-la
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YÅOCKOHaJ1eH0
Moro
(l)YHKUiOHaJ1bHi
MO)KJIHBOCTi

KopucTYBaqiB, a
TaKO)1C

3a6e311eqeH0
HaKonmqeHH51

iH(bopMauii npo
3ape€cTpoBaHi
JliKapcbKi 3ac06H
Ta 3pyt1HicTb B

OTPHMaHHi
KopucTYBaqaMH
TaK0i
iH(bopMauii.

AJIf1 rp0MaAH1-1:
TIPHÄHATT%
npo€KTY aKTa
cnpHflTHMe
3a6e3neqeHHY0

nocrryny HaceneHHH
iH(bopMauii TIPO

JliKapcbKi 3ac06H,
1110 BB03flTbC% Ha
TepHTopi}0
YKpaiHH, y TOMY
qucJ1i AJ151 uineü
napaJ1eJ1bHoro
iM110pTY.

AJIH cy6'€KTiB
roc110Aa1)10BaHHH:

npo€KTY 110CTaHOBH

cnpmxrvme
BHKOHaH1-1EO BHMOr

3aKOHYmono
BHeceHH51
iH o Mauii no

TepvnopiK)
YKpaiHH) 6YAYTb
3AiMcmOBaTVfCH 3a
KOLLITH nepxaBHoro
Ilinnpu€McTBa

eKcnePTHHä I-leHTP
MiHicTepcTBa
OXOPOHH 3ÅOPOB'fl

OPi€HTOBHa
BaPTiCTbBHTPaT Ha

aAMiHiCTPYBaHH51
cKJ1anae:

Y 2025 poui
6600 THC. rpH',

y 2026 poui
7589 THC. rpH•,

y 2027 poui
8728 THC. rpH.

rpoptmaAHH:

BHTPaTHBiACYTHi.

cy6'€KTiB
roc110Aap10BaHHq:
Ha51BHi BHTpaTH

qacy Ta K0111TiB

OTPHMaHHA
nePBHHHOi
iH o Mauii 11 0
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AepxaBHoro
pe€cTpy BBeÅeHHX B
06ir JliKaPCbKHX
3ac06iB, 1110

BB0351TbCS1 Ha
Tepvnopiyo
YKpaiHH•,
3a6e3neqeHmo

nocTY11Y AO
iH(boprvrauii ripo
JliKapcbKi 3ac06H,
11.10 BB03flTbC51 Ha
erepHTopiyo

YKpaiHH, y TOMY
tlHCJ1i AJ151 uinerr
napaJ1eJ1bHoro
iM110 T .

BHMorH

perynmop}-loro
aKTa.

BHTPaTH, r10B'513aHi

He06xiAHicTÆ03

03HaMOMJ1eHH51 3

nonoxeHH51MH
npo€KTY aKTa
(p03pax0BY10Tbcfl

BCix cy6'CKTiB

rocnomap}0BaHH51,
Ha 51KHX

110111HPIO€TbCA Ai51
1

roÅHHa
48 rpH/r0Å * 1
11 aniBHHK.

PeiiTHHr

AJIbTePHaTHBa1.

cvnyauii, 51Ka iCHye

Ha ueüqac.

AJIbTePHaTHBa2.

npo€KTY aKTa

ApryMeHTH 1110A0

nepeBarn 06paH0i
a.J1bTePHaTHBH/r1PHt1HHH

BiAMOBL1Bia
a.11bTe I-laTHBH

IlepeBaru BincyTHi,
aJ1bTePHaTHBa He

CllPHATHMe AOCfl1'HeHHK)
I-lineüAepxaBHoro
peryM0BaHHR.

TaKa aj1bTepHaTHBa €
Haü6iJ1b111 OllTHMaJ1bH010,
OCKiJ1bKH cnpwe
AOCflPHemuo uineä
me xaBHOFO e J110BaHHfl.

OuiHKa PH3HKY 30BHiUIHiX

HHHHHKiB I-la Ai10
3anp0110H0BaHoro

perynmopnoro aKTa

BiA110BiÅH0 AO ui€i
aj1bTePHaTHBH HOPMaTHBHe
BPerYJIK)BaHHfl nopHAKY

BeneHHR ÅepxaBHoro peecTpy
JliKaPCbKHX3ac06iB, 140

napaJ1eJ1bH0 BB03flTbC51 Ha
TepHTopi10 YKpaiHH, Ta
AepxaBHoro peecTpy
BBegxeHHX B 06ir JliKaPCbKHX
3ac06iB, 1110 BB03flTbC% Ha
TepHTopif0 YKpaiHH, 6yzxe

BiACYTHiM.

PH3UK 30BHi111HiX LIHHHHKiB Ha
AiK) aKTa BiAcYTHiü.

V. MexaHi3M Ta 3ax0AH, HKi 3a6e3neqaTb
P03B'f13aHHHBH3HaqeH0i np06J1eMH
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AOCqrHeHHH uineä, BH3HaqeHHX y P03Åini II Uboro AHU1i3Y, npo€KTOM aKTa
nepeA6aqeH0 MexaHi3M P03B' np06J1eMH, HaBeÅeH0iy P03AiJ1iI IlboroAHaJ1i3Y.

3a3HaqeHi uini AOCqraK)TbCH 11.1JIHXOM 3aTBepnxeHH% flopm:ucy BeneHH51

AepxaBHoro peecTpy JliKaPCbKUX3ac06iB; IlopflAKY BeneHH% ÅepxaBHoro peecmpy
JliKaPCbKHX3ac06iB, mo napaneJ1bH0 BB0351TbCH Ha TepHTopii0 YKpaiHw, FIop%AKY
BeneHHS1 ÅepxaBHoro pe€cTpy BBeÅeHHX B 06ir JliKaPCbKUX3ac06iB, 1110 BB03flTbC% Ha
•repvnopiyo YKpaiHH, BHeceHH51 3MiH AO npo AepxaBHHü peecTp
JliKaPCbKHX3ac06iB, 3aTBepA)KeHoro r10CTaHOB0}0 Ka6iHeTYMiHicTpiB YKpaiHH Bin
31 6epe3HH 2004 p. N! 411, 3 MeTOK) TIPHBeneHH% Moro y Binr10BiAHiCTb AO 3aKOHY
YKpaiHH Bin 16 JIH11H51 2024 POKY N! 3860-IX BHeceHHfl 3MiH no memcvrx3aKOHiB

YKpaiHH 1110110 mapaneJ1bHoro iM110pTY JliKaPCbKHX Ta y BiÅ110BiÅHicTbno
3aKOHYYKpaiHH ny6J1iLIHi eneKTPOHHipeecTpu».

3anpor10H0BaHe npo€KTOM aKTa peryJ110BaHH51 CllPH%THMe Bupimemno pqmy
IIHTaHb:

l) BUKOHaHHH BHMOr 3aKOHYTa BH3HaqeHHR npoueÅypH BemeHHH ÅepxaBHoro
peecTpy JliKaPCbKHX3ac06iB, AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, 1110

napaJ1eJ1bH0 BB0351TbCS1 Ha YKpaiHH, Ta AepxaBHoro peecTpy BBeneHHX B

06ir JliKaPCbKHX3ac06iB, LILO BB03flTbC51 Ha TepHTopiK) YKpaiHH, BiA110BiAH0no BHMOr
3aKOHy•,

2) 11PHBeAeHHH TIOJ10xeHHfl npo ÅepxaBHHä pe€cTp JliKaPCbKHX3ac06iB,

3aTBepnxeHoro 110CTaHOBO}OKa6iHeTYMiHicTpiB YKpaiHH BiÅ31 6epe3H512004 p. N!
411, y BiA110BiAHiCTb110 3aKOHYYKpaiHH BiÅ 16 JIHIIHH 2024 POKY N! 3860-IX
BHeceHH% 3MiH 40 AenKHX 3aKOHiB YKpaiHH 1110A0 napaRJ1bHoro iM110pTY JliKaPCbKHX

Ta y BiA110BiAHiCTb AO 3aKOHY YKpaiHH ny6J1iHHi eneKTPOHHi
peecTpu»;

3) 3anpoBanxeHHH Ilinxomy AO BHeceHHfl iH(bopMauii npo
JliKapcbKi 3ac06H Ta A03BOJIH Ha napaJ1eJ1bHHM iM110PTJliKaPCbKHX3ac06iB AO
BHIue3UHaqeHHX nepxaBHHX peecTpiB, 1110 CTBOPHTb YMOBH iHTerpauii Ta
3J1aronxeH0i P060THpi3HHX CHCTeM B C(bepi OXOPOHH
3Aop0B'% i3 UHMH pe€cTpaMH•,

4) CTBOPeHHA np030poro MexaHi3MYKOHTPOJIIO Ta nocTyny AO iH(boprvrauii npo
JliKapcbKi 3ac06H Ta A03BOJIH Ha napaJ1eJ1bHHü iM110pT JliKaPCbKHX3ac06iB
opraHiB AepxaBH0i BJ1aAH, TOPHAHHHHX Ta d)i3HLIHHX oci6;

5) 011THMi3aui}0 P060TH AepxaBHoro peecTpy JliKaPCbKHX 3ac06iB,

YAOCKOHaJ1eHHH Moro (l)YHKUiOHaJ1bHHX MO)KJIHBocrreä AJ151 KopucTYBaqiB, a TaKO)K

3a6e3neqeHH51 HaK01UåqeHH% iH(bopMauii npo 3ape€cTpoBaHi JliKapcbKi 3ac06H Ta
3pY'HHicTb B OTPHMaHHiKOPHCTYBaqaMH TaK0i iH(bopMauii.

3a11POBaAxeHH51TaKoro A03BOJIHTb•.
nepxaBi: BHKOHaTH BHMOrH 3aKOHOÅaBCTBa I-UOÅO BperYJIK)BaHH51 npouenypH

BeneHHH AepxaBHoro pe€cTpy JliKaPCbKHX3ac06iB, AepxaBHoro peecTpy JliKaPCbKHX
3ac06iB, 1110 napaneJ1bH0 BB03flTbCfl Ha erepvnopiK) YKpaiHH, Ta ÅepxaBHoro peecTpy
BBeAeHHX B 06ir JliKaPCbKHX3ac06iB, LAO BB03SITbC51 Ha TepHTopi10 YKpaiHH•;
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cy6'€KTaM rocnonapÆ0BaHH51: BHKOHaTH BHMOI'H 3aKOHY LUOÅO BHeceHH51
iH(bopMauii AO AepxaBHoro peecmpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, uxo
BB03flTbC51 Ha TepHTopi}0 YKpaiHH, Ta OTPHMYBaTH iH(bopMaL1iro TIPO JliKapcbKi 3ac06H,
1110 Ha TepHTopi}0 YKpaiHH, y TOMY MHCJ1i AJ151 uineä napaneJ1bHoro
iM110pTy•,

rp0MaAm-1aM: OTPHMYBaTH iH(bopMauii0 npo JliKapcbKi 3ac06H, 1110 BB03%TbCA Ha
Tepvnopil-o YKpaiHH, y TOMY qucni ÅJ151 uineü napaJ1eJ1bHoro iM110pTY.

3aXOÅH, 110BHHeH 3ÅiüCHHTHopraH BJ1aAH (MiHicTepcTB0 OXOPOHH 3Åop0B'51

YKpaiHH) BFIPOBanxeHH51 Uboro peryJ151TopHoro aKTa:
3a6e3neHHTH noronxeHH51 npo€KTY aKTa 3 3aiHTepec0BaHHMH I-xeHTpaJ1bHHMH

opraHaMH BHKOHaBt10i Bilamm•,

3a6e3neHHTH npoBeneHH% ny6J1it1Hux KOHCYJ1brraUivY1IIIJI%XOM P03Mi1-qeHH51

npo€KTY aKTa Ha od)iuiäH0MY Be6caMTi MiHicTepcTBa OXOPOHH 3ÅOPOB'flYKpaiHw,
nomaTH TIPO€KT aKTa Ha p03rJIAÅ Ka6iHeTYMiHicTpiB YKpaiHH.
Cy6'€KTaM rocnonapE0BaHH% y pa3i He06xiAHOCTi BFIPOBanxeHH51 BHMOr

AepxaBHoro peryJ110BaHH51 He06xiAHo:
03HaüOMHTHC% 3 BHMOraMH peryJIK)BaHH51 (11011-IYK Ta onpa11f0BaHH%

peryJ151TopHoro aKTY B Mepexi IHTePHeT)•,
npoBecTH nepc0HaJIY 1110110 HeAor1Y1ueHH}1 nopY111eHH51 BHMOI"

3aKOHOÅaBCTBa.

VI. OuiHKa BHKOHaHHf1 BHMOr peryJ1f1TopHoro aKTa 3ane}KHO BiA pecypciB,

HKHMH p03nopHAma10Tbcq opraHH BHKOH'aBLIOi BJ1aAH opraHH MicueBoro
caMOBPflAYBa1-1HH, Ta K)PHAHt1Hi OC06H, HKi 110BHHHi Bnp0BaA>KYBaTH a60

BHK0HYBaTH ui BHMorn

Peani3aui51 npo€KTY aKTa He 110Tpe6ye AOÅaTKOBHX BHTPaT 3 nepxaBHoro
MiCUeBHX610A)KeTiB.

OiHaHCYBaHHH BHAaTKiB, He06XiÅHHX YAOCKOHaneHH% ÅepxaBHoro
peecTpy JliKaPCbKHX3ac06iB, nepen6aqeHi 3aKJ1}OHHHM aKTOM npuMMaHHq-nepenaqi
Bin 05 6epe3HA 2024 POKY AO AoroBopy npo HazxaHH51 nocnyr Ha CTBOPeHHA
ny6J1iHHoro MOAYJIH AepxaBHoro peecTpy JliKaPCbKHX3ac06iB BiA23 ciHH% 2023 POKY
N! 6, 3a *KHM 3aMOBHHKOM BHCTyna€ CaMHeHCH3 (bop Xenc IHC.»,

pel-1H11i€HTOM — MiHicTepcTB0 OXOPOHH 3Åop0B'% YKpaiHH, a BHKOHaB1-xeM — TOB
PILIIEHHA». BiA110BiAH0 AO YMOB noroBopy, BaPTiCTbny6J1iHHoro

MOÅYJIA Pe€cTpy CTaHOBHTb 1 952 747, 95 rpH.
ØiHaHCYBaHHH 3ax0ÅiB LUOAO CTBOPeHHH, TexHiHH0i IliATPHMKH Ta

M0ÅepHi3auii AeprcaBHoro peecTpy JliKaPCbKHX3ac06iB, LAO napaJ1eJ1bH0 BB03HTbC}1
Ha Tepmopiyo YKpaiHH, Ta ÅepxaBHoro peecTpy BBeAeHHX B 06ir JliKaPCbKHX3ac06iB,
Luo BB03RTbCH Ha Tepprropiyo YKpaiHH, 3AiüCHK)BaTHMeTbCH 3a paxyH0K KOUITiB
Mi)KHaPOAH0i TexHit1H0i nor10MorH Ta iHUIHX nxepen, He 3a60POHeHHX3aKOHOM.

Pa30M 3 THM, BHTPaTH Ha aÅMiHiCTPYBaHHHÅepxaBHoro peecTpy JliKaPCbKHX
3ac06iB Ta Moro (l)YHKUiOHaJ1bHHX CKJ1aAOBHX (AepxaBHoro pe€cTpy niKaPCbKHX
3ac06iB, uxo napaJ1eJ1bH0 Ha rrepHTopiK) YKpaiHH, Ta AepxaBHoro peecTpy
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BBeneHHX B 06ir JliKaPCbKHX3ac06iB, 1110 BB03flTbC51 Ha -repmopiro YKpaiHH) 6YÅYTb
3AiüCH}OBaTHC51 3a KOLLITH AepxaBHoro Ilianpu€McTBa eyccnepn-llåü

qeHTP MiHicTepcTBa oxop0HH 3AOPOB'51
OPi€HTOBHaBaPTiCTbBHTPaT Ha aAMiHiCTPYBaHHHcKJ1aAae:
y 2025 poui - 6600 THC. rpH•,
y 2026 poui - 7589 THC. rpH;
y 2027 poui - 8728 THC. rpH.
AepxaBHe peryJIY0BaHHA He nepen6aqa€ YTBOPeHH51 HOBOro nepxaBHoro

opraHY (a60 HOBOro cTpyKTypHoro niap03ÅiJIY Airoqoro opraHY).
IIp0BeneH0 p03paxyH0K BHTPaT Ha OAHoro cy6'€KTa rocnonap10BaHH51

Bej1UKOro i cepeAHboro nimnpH€MHHLITBaB Mexax naHoro aHaJ1i3Y.
Elp0Beney-10 p03paxyH0K BHTPaT cy6'€KTiB Manoro (MiKpo) niÅr1PH€MHHUTBaB

Mexax Aay-loro aHaJ1i3Y.

VII. 06rPYHTYBaHHH3anp0110H0BaHoro CTPOKY Aii perynmopr-loro aKTa
IIp0110Hy€Tbc51 BCTaHOBHTH He06MexeHHM CTPOK Aii peryJ151TopHoro aKTa,

OCKiJ1bKH BiH perymoe BiÅHOCHHH, MalOTb rlPOJIOHrOBaHHäxapaKTep.
TepMiH Ha6paHH% MHHHOCTi peryJ1flTopHHM aKTOM — 3 1 citiH51 2025 p. , KPiM

a63auy npyroro IIYHKTY 1 rlpo€KTY aKTa, a63auympyroro IIYHKTY 1 5 IlopflAKY Bezxey-1HA

AepxaBHoro pe€cTpy BBeneHHX B 06ir JliKaPCbKHX3ac06iB, 1110 BB03HTbC% Ha

Tepmopiyo YKpaiHH, 1110 3aTBepzmcy€Tbc51 HPO€KTOM aKTa, flKi Ha6upa10Tb MHHHOCTi

OAHOHaCHO B BBeneHH%M B Aiyo 3aKOHYYKpaiHH Bia 28 JIHIIHH 2022 p. N! 2469
JliKapcbKi

3MiHa CTPOKY Aii peryJ1qpHoro al<Ta MOWIHBa B pa3i 3MiHH MiXHaPOAHO-
npaBOBHX aKTiB, peK0MeHAaL1iü BiA110BiAHHX MiXHaPOAHHXopraHi3auiü
HOPMaTHBHO-npaBOBHX aKTiB YKpaiHH BHILIOiK)PHAHHH0i CHJIH, Ha BHKOHaHH51 51KHX

p03p06neHHü ueünpo€KT aKTa.

VIII. BH3HaqeHHf1 nol€a3HHKiB pe3YJ1bTaTHBHOCTiAii peryJ1f1TopHoro aKTa

HporH03HHMH 3HaqeHHRMH 110KUHHKiB pe3YJ1bTaTUBHOCTi peryJ1xropHoro aKTa

e:
p03Mip HaAXOA)KeHb no aepxaBHoro Ta MicueBHX i nepxaBHux

UiJ1bOBHX(l)0HAiB, 110B'A3aHHX i3 Ai€K) aKTa — He nporH03y€Tbcn•,
KiJ1bKiCTb cy6'€KTiB rocnonapK)BaHH51, Ha AKHX Ain

npo€KTY aKTa: 1608;
cyMapHi BHrrpaTV1 cy6'€KTiB rocnonapY0BaHHH BeJIHKOro Ta cepeÅHboro

ninnpH€MHHLITBa CKJ1ana}OTb 72 192 rpH•,

KOUITH Ta Mac, 1110 BHTpaqaTHMYTbCS1 cy6'€KTaMH roc110ÅapK)BaHH51 Ta/a60
(l)i3Ht1HHMH OC06aMH, r10B'513aHi 3 03HaäOMJ1eHHSIM 3 BHMoraMH npo€KTY aKTa: I
roÅHHa* 48 rpH./ÅeHb * I npauiBHHK.

PiBeHb noiH(bopM0BaHocTi i3 OCHOBHHMH nonoxe1-1H%MH npo€KTY
perynwropHoro aKTa — BHCOKHM, OCKiJ1bKH npo€KT aKTa p03MimeH0 Ha od)iuiüH0MY
Be6caäTi MiHicTepcTBa OXOPOHH 3Å0POB'%YKpaiHH AJ151 rp0MaAcbKoro 06r0BopeHHH.
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Pe3YJ1bTaTHBHiCTbnpo€KTY aKTa 6yne BiACJ1iAKOBYBaTHCbLHJ1flXOM aHaJ1i3Y
TaKHX KiJ1bKiCHHX 110KUHHKiB:

KiJ1bKiCTb cl€apr/3BepHeHb BiÅ cy6'€KTiB rocnomap10BaHH51, 110B'W3aHViX i3 Ai€}0
peryJ151TopHoro aKTa•,

KiJ1bKiCTb cy6'€KTiB rocnomaph0BaHH%— BJ1aCHHKiB pe€cTpaL1iMHux 110CBinqeHb
Ha JliKapcbKi 3ac06H Ta KiJ1bKiCTb cy6'€KTiB rocnonap10Bay-1HH — BJ1aCHHKiB A03BOJ1iB
Ha napaJ1eJ1bHHä iM110pT•,

KiJ1bKiCTb BBe3eHHX Ta BH11Y1ueHHX B 06ir Ha Tepmopii YKpaiHH JliKaPCbKHX
3ac06iB, y TOMY CIHCJ1i uineü napaneJ1bHoro iMr10pTY.

IX. BH3HaqeHHf1 3axoniB, 3a HKHX 3AiiiCHIOBaTHMeTbCH
BiACTemeHHf1 pe3YJ1bTaTHBHOCTiAii peryJIHTopHoro aKTa

BiacrrexeHHH pe3YJ1bTaTHBHOCTi npo€KTY aKTa 3AiüCHIOBaTUMeTbC%IIIJI%XOM
11POBemeHH}1 6a30Boro, HOBTOPHoro Ta nepi0AHHHoro BiACTexeHb CTaTHCTHHHHX
110KUHHKiB pe3YJ1bTaTHBHOCTi aKTa, BH3HaqeHHX niÅ qac 11POBeneHH% AHU1i3Y.

Ba30Be BiACTexeHH}1pe3YJ1bTaTHBHOCTi perynxropHoro aKTa 6yxxe 3ÅiüCHeH0
IlicJ1fl Ha6paHHA LIHHHOCTi IIPO€KTOM aKTa, ane He Ili3HiLL1e AHR, 3 mcoro 110LIHHa€TbCH

npoBeAeHH51 110BTopHoro BimcrrexeHH51 pe3YJ1bTaTHBHOCTi npo€KTY aKTa UIJ1flXOM

aHaJ1i3YCTaTHCTHHHHX naHHX.
110BTOPHeBiÅCTexeHH}1 6yne 11POBOÅHTHCb qepe3 piK 3 Ha6paHH51 MHHHOCTi

Ta BBeAeHHH B Ai}0 npo€KTY aKTa IIIJIHXOM aHaJ1i3YCTaTHCTHHHHX AaHHX 110PiBH51HO3
6a30BHM BiACTexeHHAM.

Ilepi0AHt1He BiAcrrexeHH51 pe3YJ1bTaTHBHOCTi perynmopy-loro aKTa 6yne
3AiäCH}OBaTHC51pa3 Ha KO)KHi TPH POKH, 110MHHa}0HH 3 3aKiHqeHH% 3ax0AiB 3

HOBTOPHOEO BiÅCTexeHHA pe3YJ1bTaTHBHOCTi npo€KTY aKTa.
MeT0Å npoBeneHHR BiÅCTexeHH51 pe3YJ1bTaTHBHOCTi — CTaTHCTHt1HHä.

I-liJ1b0Bi rpynu, HKi 6YAYTb 3aJ1yqaTHCb AO npoBeneHH51 AOCJ1inxeHHq:

MiHicTepcTB0 oxopoHH 3Aop0B'fl YKpaiHH, AepxaBHa cJIY)K6a YKpaiHH 3 JliKaPCbKHX
3ac06iB Ta KOHTPOJHO 3a HaPKOTHKaMH.

MiHicTp OXOPOHH 3A01)0B'q YKpaiHH
2024 p.

BiKT01) JISIUIKO



AonaTOK I
AO AHaJ1i3YperynxropHoro BFIJIHBY

npo€KTY TIOCTaHOBH Ka6iHeTY
MiHicTpiB YKpaiHH
IIHTaH1---1A BeneHH% Ta

(l)YHKUiOHYBaHH51 mepxaBHHX
peecTpiB y C(bepi JliKaPCbKUX

BViTPATH
Ha OAHoro cy6'€KTa rocr10Aap10Ba1-1HH Be•JIHKoro i cepeAHboro

niA111)H€MHHIÅTBa, HKi BHHHKa10Tb BHaCJ1iAOK Aii peryJ1flTopHoro aKTa

110Pf1AROBHi
1-10Mep

1

2

3

4

5

6

7

BHTpaTH

BHTPaTH Ha 11PHA6aHH51OCHOBHHX (l)0HAiB,
06J1aÅHaHHATa npunaÅiB, cepBicHe
06cnyrOBYBaHHfl, HaBqaHHH/r1iABUIUeHH51

nepc0HaJIY TOLUO, rPHBeHb
IlomaTKH Ta 360pu (3MiHa p03Mipy
nmaTKiB/360piB, BHHHKHeHH51 He06xiÅHOCTi
y CllJ1aTi nonaTKiB/360piB), rPHBeHb
BHTPaTH, HOB' 513aHi i3 BeaeHHflM 06niKY,
niJWOTOBKOK) Ta nmaHH51M 3BiTHOCTi
nepxaBHHM opraHaM, IPHBeHb
BHTpaTH, HOB' 513aHi 3 aÅMiHiCTPYBaHH%M
3ax0ÅiB nepxaBHoro Harnuy (KOHTPOJIIO)
(riepeBipoK, caHKuiü, BHKOHaHHfl
pil-ueHb/ npunnciB TOIUO), rpHBeHb

BHTPaTH Ha OTPHMaHH% aÅMiHiCTPaTHBHHX
nocnyr (A03BOJ1iB, JliueH3iü, cepTHd)iKaTiB,
aTecTaTiB, noromxeHb, BHCHOBKiB,

npoBeAeHH51 He3U10KHHX/060B
'

%3KOBHX

eKCnePTH3, cepTHd)iKauii, aTecTauii TOLIIO)
Ta iHUIHX nocnyr (npoBeAeHH51 HayKOBHX,
iH111HX eKcnePTH3, CTpaxyBaHH% TOII.IO),

rpHBeHb
BHTpaTH Ha 060POTHiaKTHBH (MaTepiaJIH,

Kai-IUeJIHPCbKiTOBaPH TOLUO), rpHBeHb
BHTpaTH, 110B'fl3aHi i3 HaüMOM monaTKOBOFO
ne COHUIY, rpHBeHb

nepmnä
piK

3a n'HTb
POKiB



2

IHL11e (YTOLIHHTH), rpHBeHb:

VIPOÅOB)ICHHSI nonaTKa I

8

9

10

11

ompuxaHHfl nepguHH0i iHØop,vtauii npo
6Uvvt02U peeymogaHHfl

PA30M (CYMa P51AKiB:1 +2 + 3 +4 + 5 + 6

+ 7 + 8), 1'PHBeHb
KiJ1bKiCTb cy6'€KTiB rocnonap10BaHHR
BeJIHKOro Ta cepeÅHboro IliAnpH€MHHLITBa,

Ha AKHX 6yne 1101.11HpeH0 peryJIK)BaHH51,

OAHHHUb

CYMapHi BHTPaTH cy6'€KTiB
rocnomapK)BaHHfl Bej1HKOro Ta cepeAHboro
IliAHPH€MHHUTBa, Ha BHKOHaHHH
peryJ1}0BaHHfl (BaPTiCTb peryJ110BaHH51)

(PHA0K 9 X pnA0K 1 0), rpHBeHb

48 rpH.

48 rpH.

1504

72 192

rpH.

48 rpH.

48 rpH.

1504

72 192

rpH.

*41151onaÜOMJ1ennn 3 peaynnmopnu.ll cucmont nompiöna I ÅJ15106paxymcy 3a ocnogy
6epembcn MiniMW1b11C1 3ap06inma mama, 6113naqena y noeoc)unnonty p03Mipi, 1110 Do
3mcony S4cpainu ccTIpo Aepoæacmuü 6100,ycem S4cpainu na 2024 (3 1 Rßinmn 2024 p.)

piR 3anpogadycennn pec?YJ1106WIHA.



AOAaTOK2
no AHaJ1i3YperyJ151TopHoroBIIJIHBY
npo€KTY 110CTaHOBH Ka6iHeTY
MiHicTpiB YKpaiHH FIHTaHH%

BezxeHH% Ta

nepxaBHHX peecTpiB y C(bepi

JliKaPCbKHX

bK)AXETH1 BHTPATH
Ha aAMiHiCTPYBaHHf1peryJ110BaHHf1 AJIf1 cy6'€KTiB BeJIHKOro i cepeAHboro

niAnpn€MHHLITBa

P03paxyH0K BHTPaT Ha aAMiHicTPYBaHH51peryJ1}0BaHHH 3ÅiäCHIO€TbCR0KpeM0
AJ151 KO)KHOFO Bimr10BiAHoro opraHY nepxaBH0i BJ1aAH MH opraHY MicueBoro
caMOBP51AYBaHHH, Luo 3aJ1yqeHHü AO npouecy

Aep)KaBHHÜ opraH, mcoro 3ÅiüCHIO€TbCfl p03paxyH0K aÅMiHiCTPYBaHH51
peryJIK)BaHHq•.

MiHicTepcTB0 OXOPOHH 3AOPOB'f1YKpaiHH

Elpouenypa
peryJIK)BaHH51

cy6'€KTiB Bej1HKOro

i cepeÅHboro
Ilinr1PH€MHH11TBa
(p03paxyH0K Ha
OAHoro THIIOBOro

cy6'€KTa
rocnonap10BaHH51)

1. 06J1iK cy6'€KTa
rocr10Åap10BaHH51,
1110 nepe6YBa€ y

peryJ110BaHHA

2. 110TOt1HHä

KOHTPOJ1b 3a
cy6' €KTOM

rocnonap10BaHHfl
, 1110 nepe6YBae y
cd)epi peryJ1}0BaHH51,
y TOMY MHCJ1i:

KaMepaJ1bHi

BHi3Hi

BapTicTb qacyIIJ1aHOBi

BHTPaTH qacy cniBp06iTHHKa
Ha npouenypy opraHY

AepxaBH0i
BJ1aAH

BiA110BiJIH0i
KaTeropii

(3ap06iTHa
FIJIaTa)

0

OuiHKa
KiJ1bKOCTi

npouenyp 3a
piK, 1110

11PH11anaK)Tb

Ha OAHoro
cy6'€KTa

OuiHKa
KiJ1bKOCTi

cy6'€KTiB, LILO

IliÅ11aaa10Tb
nin nilo

npouenypn
peryJ110BaHHfl

0

BHTPaTHHa
aAMiHicTpy
BaHHH

peryJIK)BaH
1151* (3a

piK),

rPHBeHb



3. Flinr0TOBKa,

3aTBepnxeHH51 Ta
onpa1110BaHH51

OAHoro 0KpeMoro
aKTa VIPO
nopylller-lff}l

BHMOr

er JlK)BaHHA

4. Pea-ni3aui% OJIHoro
0KpeMoro pill-leHHfl
1110Å0 nopymeHHfl

5. OcrcaP)KeHH51

0ÅHoro 0KpeMoro
PimeHH%cy6'CICraMH
rocnona IOBaHHS1

6. IliJ11"0TOBKa
3BiTHOCTi 3a
pe3YJ1bTaTaMH
e J110BaHH51

7. IH111i
aÅMiHiCTpaTHBHi

npouenypn
TOMHHTH :

Pa30M 3a piK

CYMapH0 3a 5 POKiB

0

0

0

AepmaBHa cnym6a YKpaiHH 3 JliKaPCbKHX 3ac06iB Ta KOHTPOJIIO 3a

I-laPKOTHKaMH

Ilpouenypa
peryJ110BaHH51

cy6'€KTiB BeJIHKOro
i cepeAHboro

IliA11PH€MHH11TBa
(p03paxyH0K Ha
OAHoro THIIOBOFO

cy6'€KTa
rocnonapY0BaHH%)

1. 06J1iK cy6'€KTa
rocnonaP10BaHH51,
1110 nepe6YBac y
C(bepi peryJIK)BaHH51

IhaHOBi
BHTPaTH qacy
Ha npouenypy

BapTicTb qacy
cniBP06iTHHKa

opraHY
ÅepxaBH0i

BJ1aÅH
Biar10BiAH0i
KaTeropii
(gap06iTHa
11J1aTa)

OlliHKa
KiJ1bKOCTi

npouenyp 3a
piK, 1110

npvmana10Tb

Ha OJIHoro
cy6'€KTa

OuiHKa
KiJ1bKOCTi

cy6'€KTiB, 1110

Tlinnana}0Tb
nin Aiyo

npoueÅypH
peryJ110BaHH51

BHTPaTH Ha
aAMiHicrrpy

BaHH%

peryJ110BaH
(3a

piK),

rPHBeHb



2. 110TOHHHii

KOHTPOJ1b ga
cy6'€KTOM

rocnonap10BaHHR
, 1110 rrepe6YBae y
cd)epi peryJ110BaHH51,
y TOMY HHCJ1i:

KaMepaJ1bHi

BHi3Hi

3. IliAr0TOBKa,
3aTBePA)1CHHS1 Ta

onpa1.UOBaHHfl

OAHoro 0KpeMoro
aKTa npo
nopylllem-l%

BHMOr
e J110BaHHH
4. Peani3auifl OAHOro
0KpeMoro pi111eHH51

1110110 nopY111eHH51

5. OcrcapxeHH51

OAHoro 0KpeMoro
pimeHH51 cy6'€KTaMH

rocnona YOBaHH%

6. Flinr0TOBKa
3BiTHOCTi 3a
pe3YJ1bTaTaMH
e JilOBaHHfl
7. IHL11i
anMiHicerpaTHBHi

npouenypH
(YTOHHHTH):

Pa30M 3a piK

CYMapH0 3a 5 POKiB 0



AOBIAKA
1110A0 Bimn0BiAHocTi 3060B'H3aHHHM YKpaiHH y C(bepi €BponeäcbR0i iHTerpauii

Ta npaBY €BponeicbKoro C0103Y (acquis €C)
npo€KTY nocTaHOBH Ka6iHeTY MiHicTpiB YKpaiHH

nvnal--ll--lfl BeAe1-1Hf1 Ta (bYHKUiOHYBaHHf1 AepmaBHHX peecTpiB
y C(bepi JliKaPCbKHX

Hpo€KT aKTa p03p06J1eH0 MiHiCTepcTBOM OXOPOHH 3AOPOB'q YKpaiHH.

1. Hane>KHiCTb npo€KTY aKTa AO cd)ep, npaBOBiAHocHHH B HKHX

peryJ11010Tbcq npaB0M €BponeäcbKoro C0103Y (acquis €C)
TIPO€KT aKTa 3a rrpeAMeT0M npaB0Boro peryJIK)BaHH51 Hane)KHTb no cd)ep,

npaBOBiAHOCHHH B %KHX perym0}0Tbcq npaBOM €BponeMCbKoro C0103Y(acquis €C),
a carvre:

BHCHOBKH Pann IIIOAO OXOPOHH 3401)013'51 B cycniJ1bCTBi

AOCWHeHH51 nporpecy B iHH0Bauinx Ha OCHOBi naHHX y C(bepi oxopoHH 3AOPOB'}1
(2017/C 440/05);

€BponeüCbK1åM npocTip naHHX npo oxopoHY 3ÅOPOB'51— Elp01103uuifl IÅOAO
pernaMeHTY CBponeücb1€oro napnaMeHTY Ta PaAH mono CBponeMCbKoro npocTopy
Am-lux npo oxopoHY 3nop0B'51.Com/2022/197).

2. 3060B'H3aHHH YKpaiHH y cd)epi €BponeicbK0i iHTerpauii (y TOMY LIHCJ1i
MimmpoAH0-npaB0Bi)

Ilpo€KT aKTa 3a npeÅMeT0M npaB0Boro peryJ110BaHH% He CTOcy€TbC%
Mi)KHaPOÅHO-npaBOBHX 3060B'%3aHb YKpaiHH y cd)epi €BponeMCbK0i iHTerpauii,
BH3HaqeHHX Y roA0K) npo Mix YKpaiH0K), 3 0ÅHi€i CTOPOHH, Ta
€BponeüCbKHM COÆ030M, €BponeäCbKHM ClliBTOBaPHCTBOM3 aTOMHOi eHeprii i
iXHiMH AepxaBaMH-HJ1eHarv1H, 3 iHL110i CTOPOHH.

3. nporpaMHiA0KYMeHT1,1 y C(bepi €BponeäcbK0i iHTerpauii
nporpaMHi AOKYMeHTH y cd)epi €BponeMcbK0i iHTerpauii FIpe3HAeHTa YKpaiHH

Ta/a60 Ka6iHeTY MiHicTpiB YKpaiHH mono npeAMeTa rlpaB0Boro
npo€KTY aKTa BincyTHi.

4. 110PiBHf1J1bHO-npaBOBHii al-1aJ1i3
IIPO€KT aKTa 3a npeÅMeT0M 11paB0Boro He CTOCY€TbCH

Mi)KHaPOÅHO-npaBOBHX 3060B'513aHb YKpaiHH y C(bepi €BponeMcbK0i iHTerpauii, TOMY
HOPiBH%J1bHO-npaBOBHM aHaJ1i3 He IIPOBOÅHBCA.

5. OqiKYBaHi pe3YJ1bTaTH
Ilpuü}-lqvrn rrpo€KTY aKTa A03BOJIHTb Bpe1YJIK)BaTH IIHTaHH% nop51AKY BeneHHA

ÅepxaBHoro pe€cTpy JliKaPCbKHX 3ac06iB, BH3HaqeHH% nopHÅKY BeneHHA
AepxaBHoro peecTpy JliKaPCbKHX3ac06iB, 1110 napaneJ1bH0 Ha TepmopiE0



2

YKpaiHH, nopHÅKY BeneHH51 AepxaBHoro peecTpy BBeneHHX B 06ir JliKaPCbKHX
3ac06iB, 1110 BB03flTbCH Ha TepHTopi}0 YKpaiHH, a TaKO)K BH3HaqeHH% opraHY, Ha HKoro
110KJ1aneHO HOBHOBaxeHH51 LUOAO BeneHH}1 ÅepxaBHoro pe€cTpy JliKaPCbKViX3ac06iB,
1110 napaJ1eJ1bH0 BB03%TbC51 Ha Tepmopiyo YKpaiHH, Ta AepxaBHoro pe€cTpy BBeneHHX
B 06ir JliKaPCbKHX3ac06iB, 11.10 BB03flTbCfl Ha TepmopiK) YKpaiHH.

6. Y 3araJ1bHeHHLi BHCHOBOK
HPO€KT al<Ta 3a npeAMeT0M npaB0Boro He CTOcy€TbC51

Mi)KHaPOAHO-npaBOBHX 3060B'fl3aHb YKpaiHH y C(bepi €BponeücbK0i iHTerpauii.

MiHicTp oxop0HH 3AOPOB'q YKpaiHH
2024 POKY

iKTOPJISIUIKO



3ATBEPÅ)KEHO
HOCTaHOBOiOKa6iHeTYMiHicTpiB YKpaiHH

2024 p. N!Bim

HEPEJIIK
nocTaH0B Ka6iHeTYMiHicTpiB YKpaiHH, 1110 BTpaTHJIH MHHHiCTb

1. 110CTaHOBa Ka6iHeTYMiHicTpiB YKpaiHH Bim 31 6epe3H% 2004 p. N! 411

3aTBepnxeHH% npo AepxaBHHü pe€cTp JliKaPCbKHX
BiCHHK YKpaiHH, 2004 p., N! 13, CT. 897).

2. IIYHKT 3 3MiH, 1110 BHOC51TbCH no 110CTaHOB Ka6iHeTYMiHicTpiB YKpaiHH,

3aTBepmxeHHX 110CTaHOBOK) Ka6iHeTYMiHicTpiB YKpaiHH Bim 20 rpyAHH 2008 p.
N! 1122 (O(biUiäHHä BiCHHK YKpaiHH, 2008 p., N! 100, CT. 3313).

3. 110CTaHOBa Ka6iHeTYMiHicTpiB YKpaiHH Bia 28 2010 p. NQ 645

BHeceH1--1% 3MiHH AO IIOJ10xeHHfl npo AepxaBHHä peccTp JliKaPCbKHX
BiCHHK YKpaiHH, 2010 p., N! 57, CT. 1961).

4.110CTaHOBaKa6iHeTYMiHicTpiB YKpaiHH BiA 16 JIHTIH% 2012 p. N! 629

BHeceHH% 3MiH AO nyHKTY 4 IlonoxeHH51 npo AepxaBHHü peecTp JliKaPCbKHX
(04)iuiäHHü BiCHHK YKpaiHH, 2012 p., N! 53, CT. 2136).

5. FIOCTaHOBa Ka6iHeTYMiHicTpiB YKpaiHH BiÅ 12 cepr1HA 2015 p. N! 598

BHeceHH% 3MiH mo ITOJIOHCHHI npo ÅepxaBHHä peecTp JliKaPCbKHX
BiCHHK YKpaiHH, 2015 p., N! 67, CT. 2211).

6. 110CTaHOBa Ka6iHeTYMiHicTpiB YKpaiHH Bin 30 JlucT011ama 2016 p. N! 874
BHecem-1% 3MiH AO 110JIO)KeHHH TIPO AepxaBHHä peecTp JliKaPCbKHX

BiCHHK YKpaiHH, 2016 p., N! 97, CT. 3153).

7.110CTaHOBaKa6iHeTYMiHicTpiB YKpaiHH BiÅ 8 rrpaBHH 2019 p. N! 387
BHeceHHA 3MiH AO ITYHKTY 4 110JIO)KeHHfl npo ÅepxaBHHü peecTp JliKaPCbKHX
(Od)iUiäHHü BiCHMK YKpaiHH, 2019 p., N! 39, CT. 1373).

8. IIYHKT 1 3MiH, 1110 BHOCHTbCR AO r10CTaHOB Ka6iHeTYMiHicTpiB YKpaiHH,
3aTBePÅ)KeHHX 110CTaHOBO}O Ka6iHeTYMiHicTpiB YKpaiHH Bim 15 KBiTH}1 2020 p.
N! 282 BiCHHK YKpaiHH, 2020 p., N! 34, CT. 1137).

9. IIYHKT 1 3MiH, 11-10 BHOC%TbCH AO r10CTaHOB Ka6iHeTYMiHicTpiB YKpaiHH Bin
31 6epe3H% 2004 p. N! 411 i BiÅ25 KBiTHA 2018 p. N! 411, 3aTBepnxeHHX 110CTaHOB010

Ka6iHeTYMiHicTpiB YKpaiHH Bin 26 JIH11Hfl 2022 p. Ng 837 BiCHHK
YKpaiHH, 2022 p., N! 61, CT. 3664).



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


