MMOPIBHAJIBHA TABJINIA
10 npoekTy nocranoBu Kadinery MinicTpiB Ykpainu
«IIpo BHecenHsi 3MiH 10 Ilopsiaky cTBopeHHs Ta ynpasjiHHsg HamioHaJbHUM KaTaJI0roM miH»

3MicT MoJI0KEeHHS aKTa 3aKOHOAAaBCTBA

3MicT BiiOBITHOTO MOJIOKEHHS NIPOEKTY aKTA

[Topsimok cTBOpeHHs Ta ynpaBiaiHHsA HalioHaabHUM KaTajoroM IliH, 3aTBEpKeHu moctaHoBoto Kabinery MinictpiB Ykpainu Big 4 kBitHs 2025 p. Ne
439

1. Heii Ilopsamok Bu3HAYae MOPSAOK CTBOpEHHS, (OpMyBaHHS,

BeJleHHs HarioHaJIbHOTO KaTaJIory ITiH.

2. HamioHanmpHU KaTaJor IiH CTBOPIOE, JOPMYE Ta BEJIE B €IIEKTPOHHIH
dopmi MO3 3a popMOI0 3T1IHO 3 T0AATKOM.

3. [I'pannynHi ONTOBO-BIANYCKHI I[IHM Ha JIKapCchKUi 3aci0
y HarionansHOMY KaTtano3i IiH BU3HA4Yal0ThCs Y HalllOHAJIbHINA BaloTi 6e3
ypaxyBaHHsS IOCTayaJIbHHUIILKO-30yTOBUX, TOProBeJIbHUX (PO3APIOHUX)
Ha/10aBOK Ta MOAATKY Ha J0JaHy BapTiCTh.

1. Heii Ilopsmox BU3HAYAa€E MEXaHI3M CTBOPEHHS, YIPABIiHHS,
CYIIPOBOJy, OHOBJICHHSI, TE€XHIUYHOro 3abe3meueHHs Ta i1H(OpMaLiiHOTO
HATNOBHECHHs oiniiiHoro BeOcaity ‘“HarionansHuil karajor mwin” (mani -
HamioHnaneHuii KaTaior IiH).

2. Y upomy llopsinky TepMiHH BXKHBAIOTHCS B TAKOMY 3HAYCHHI:

€JICKTPOHHMH KabIHET — IepcoHalIbHA BeO-CTOpIHKA CITeIiali30BaHOTO
KOpUCTYBa4a, 1[I0  MPOWIIOB  E€JIeKTPOHHY  ijeHTHdikamilo  Ta
aBTeHTH(}IKalliI0, MpU3HAYeHa I 3a0€3MEUYEeHHS MOMJIMBOCTI CTBOPEHHS,
neperisay, MoJaHHs, OOMiHy iH(OpMAIIfHUMHU BIAOMOCTSMH Ta/abo
JOKYMEHTaMH;

KOpUCTYBadl - OpUAWYHI Ta (I3UYHI OCOOHU, SIKI MarOTh BIIBHUUN
JIOCTYT /10 BIIKpUTHX JaHuX HamioHaneHOTro Katauory IiH;

crieriagizoBadi KOpUCTyBadl — IOPUANYHI 0coOu Ta Pi3uyuHi 0cooH, AKi
OTPUMAJIH JOCTYI JI0 €JIEKTPOHHOTO KaOiHeTy.

[HIIl TEepMiIHM BXKMBAIOTHCS Y 3HA4YEHHI, HAaBEJEHOMY B 3aKOHax
Vkpainu «IIpo iHdopmarmito», «IIpo 3aXHUCT MNEPCOHATBHUX JIAHHUX,
«OCHOBU 3aKOHOJIaBCTBAa YKpaiHM PO OXOpPOHY 3J0POB’S», MOCTAHOBI
Kab6inery MinictpiB Ykpainu Bix 04 kBiTHS 2025 poky Ne 439 «Jleski
MUTaHHS JepKABHOTO PEryJIIOBaHHS LIH Ha JIiKapchKi 3acoom» (Odimiitamii
BiCHUK YKpainu, 2025 p., Ne 39, ct. 2620).

3. HamionanbHMI KaTajior IiH € OQIIIHHUM I1HTEpHET-PECypcoM
JIepKaBHOTO MiAnpreMcTBa “JlepkaBHUI ekcniepTHU HeHTp MiHicTepcTBa
OXOpPOHH 370pOB’sl YKpaiHu, 110 HaJIeXUTh A0 chepu ynpaiaiHHI MO3,
NPU3HAYEHUM JUIS ONPWIIOAHEHHsS i1HQopmaiii mpo JiKapchki 3acoow,
30KpeMa I'paHUYHI ONTOBO-BIANYCKHI Ta pO3paxoBaHl I'paHUYHI PO3JpiOHI
LiHY.

MiHicTepcTBO OXOpPOHU 340p0OB S YKpaiHu

_.ri: Mianucanns KEM Nyk'aHos muTtpo OnekcaHapoBuY
# 3FAA9288358EC0030400000075A438002D42D100
A MiTka yacy: 17.12.2025 19:12:13
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4. BizoMocTi mpo 3aj7eKIapoBaHi IPaHUYHI ONTOBO-BIAMYCKHI IIIHU HA
JiKapchKuid 3acid BHOCATHCS 10 HarioHanbHOTO KaTajory IiH Ha IMiJCTaBi
Hakazy MO3 npo JekiapyBaHHs I'paHMYHOI ONTOBO-BIIIYCKHOI I[IHM Ha
nikapcbkuii 3aci6 B HarionansHOMY KaTanosi IiH.

5. Jlo HamioHaipHOTO KaTtajory IiH BHOCATBHCS TakKi BIIOMOCTI IIPO
JiKapchbKui 3acio:

MDKHApOJ/IHA HeTIaTeHTOBaHa Ha3Ba abo CKIIaJ JAi0UnX PedoBHH (Y pasi
BiJICYTHOCTI Mi>)KHapOIHO1 HENaTEeHTOBAHOT HAa3BH);

TOproBesibHA Ha3Ba,

¢dbopma BHITYCKY;

M03yBaHHA. SIKIIO JiKapCchKWH 3acid MICTUTh JIEKiIbKa JIFOYMX
PEYOBHMH, 3a3HAYAIOTHCS BIJJOMOCTI MPO KUTBKICHUH CKJIQJ KOKHOI JIF0UY0i
PEYOBHHHU JIIKAPCHKOTO 3aC00Y;

KUTBKICTh OMHUIIB JIIKAPCHKOTO 3aC00Y y CIOKHMBYIN YIAKOBIIi,

HallMEHYBaHHs BUPOOHHMKa, KpaiHa Horo peecrpariii;

HallMEHYBaHHS BJIACHUKA PEECTPALIITHOTO MTOCBIAUYEHHS Ha JTIKapChKUI
3aci6 a0o BIacHUKA J03BOJTY Ha MapayelbHUN IMIIOPT JIKapChKOro 3acoly,
KpaiHa Moro peecTpaiiii;

(dapMakoTepaneBTUYHa Irpymna, 0 SKOI BXOAMUTH [il04a pEedOBUHA
(peyoBuHN) nikapcbkoro 3acody (kox ATX);

HOMEp peeCTpaLiiiHOro MOCBIAYEHHSI Ha JIIKapCchKHii 3aci6 abo 103BOITY
Ha MapayieIbHUM IMIOPT JIIKAPCHKOTO0 3aco0y;

JlaTa 3aKiIHYEeHHs CTPOKY JIii peecTpauiifHoro NocBiJueHHs abo 103BOITY
Ha MapayieIbHUM IMIOPT JIIKAPCHKOTO 3aco0y;

YHIKaJIbHUH 17eHTU(IKAaTOp JiKapChKOro 3acoly, 1mo (GopMyeThcs Ha
MiJCcTaBl 3anucy B JlepKaBHOMY peecTpi JIKapChbKUX 3ac001B;

3aJieKJIapoBaHa r'paHMYHa ONTOBO-BIANYCKHA I[iHA Ha JIIKapChKuii 3acio;

KaTeropis JKapchKoro 3aco0y (JIKapchKi 3acoOu, sIKi BKIFOUYEHI
no HamionaneHOro  mepeniky ~ OCHOBHUX  JIKapchKuUX  3aco0iB,
3aTBepAKeHoro nocranoBoro Kabinery MinictpiB Ykpainu Bin 25 6epesns
2009 p. Ne 333 “Jlesiki muTaHHS AEP>KaBHOTO PErYJIIOBAHHS IIiH Ha JIIKapChKi
3acobu 1 BUpoOUu MeauuHoro npusHadeHHs (OdimiiiHuil BicHUK YKpaiHu,
2009 p., Ne 27, ct. 906) (mani - HamionanpHMiA niepenik), abo siki 3TigHO 3

4. HarmioHayibHH# KaTajor IiH (DYHKITIOHYE 3 METOI0 3a0e3IeueHHs
BIJIKPUTOCTI, IPO30POCTi Ta JOCTYIHOCTI iH(opMarlii mpo JiKapceKi 3acobu
I TPOMAJISIH, MEAMYHHUX 3aKJIaJiB, Cy0’€KTIB TOCIIOAAPIOBAHHS, OpPraHiB
JIep KaBHOT BIIQJM Ta 1HIINX 3aiHTEPECOBAHUX CTOPIH.

5. HamionanbHuMii KaTanor mid 3ade3neuye:

1) nmyGniyHui, 6e301uIaTHUI 1 1I01000BUIT JOCTYI 10 iH(OopMaii;

2) iIHCTpYMEHTH IOMIYKY 1 QinbTpalii JaHuX;

3) MOXKJIMBICTh 3aBaHTAKCHHSI HAOOPIB BIAKPUTHX JaHUX;

4) Bizyasi3allifo OHOBJICHHX IIiH;

5) BimoOpaxxeHHs ICTOPIT 3MiH I1iH;

6) 1oCTyI 10 €JIEKTPOHHOTO KabiHEeTy 3asiBHUKA.
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IHCTPYKITIEIO 11 MEIWYHOTO 3aCTOCYBaHHS ITIIATAIOTh BIAIYCKY 3a
pelenToM Ta He BKJItOYeHi 10 HarioHanpHOTO mepeniky, abo siKi 3TigHO 3
IHCTPYKITIEIO 11 MEIWYHOTO 3aCTOCYBaHHS IiAJIATAIOTh BIIIYCKY O€3
perenta Ta He BKJItOUYeHi 70 HamioHansHOTO TIeperniky);

BIJIHECEHHS JI0 OpUTIHATILHUX (IHHOBAIIHHUX ) JIIKAPCHKUX 3aC001B;

po3paxoBaHa TpaHWYHA BiAMycKHa (po3apiOHa) IiHA 3a YIAaKOBKY
JIKapChKOTO 3ac00y (KpiM JIiKapChKUX 3aco0iB, sIK1 MpUI0aBalOThC Ta/abo
BiJIIITKOTIOBYFOTHCSI TTIOBHICTIO 200 YaCTKOBO 32 PaxXyHOK KOIIITIB JICPKaBHOTO
Ta/ab0 MiCIIeBHX OIOJIKETIB);

odimiiiHMii Kypc TpPUBHI 1O 1HO3EMHOI BaJIOTH, BCTAHOBJICHHI
HamionaneHuM OaHKOM Ha JaTy MOJaHHS 3asBU IPO JIEKJIApyBaHHS
IpaHUYHOI ONITOBO-BIITYCKHOI IIIHU Ha JIIKAPCHKUI 3aci0;

nata 1 Homep Hakazy MO3 mpo AekiapyBaHHsS TPaHUYHOI OMTOBO-
BIJITYCKHOI LIHU HA JiKapchKuii 3aci0 B HamionampHOMY KaTanosi IiH.

6. Po3paxyHOK rpaHu4HOI BiAIMycKHOI (po3apiOHOT) MiHK 3a YIAKOBKY
JKAapChKOTO 3aco0y, M0 BHOCUTHCSA 10 HamioHampHOTO KaTajory IIiH,
3nilicHIoeThess MO3 3a Takoro (hopMyIioro:

I'PUyn =1x (1 + Ho/ 100) x (1 +Hp / 100) x (1 + IT1JIB/100),
ne I'PLlyn - rpannyHa BigmyckHa (po3piOHa) IiHa 3a YIIaKOBKY
JIKapChbKOTO 3ac00y, IPUBEHb;

I{n - 3amexnapoBaHa rpaHUYHA ONMTOBO-BIAMYCKHA I11HA HA JIKAPCHKHUMA
3aci0, TPUBEHB;

Hm - rpannyHa nmocTadaibHUIIBKO-30yTOBa Ha0aBKa;

Hp - rpannuna ToprosensHa (po3apiOHa) HanOaBKa;

[1/IB - mogaTok Ha 10JAaHy BapTiCTh.

7. Hna iHdopmamiifHO-TeXHIYHOro 3a0e3neyeHHs (OopMyBaHHS Ta
BefeHHs HamionaneHoro — kartamory  1miH MO3  3anmyuyae  Jep:kaBHe
MiATPUEMCTBO “‘/lepkaBHUN eKCrepTHUH LEeHTp MiHicTepcTBa OXOpOHHU
310poB’st YKpaiHu™.

8. MO3 po3minrye HamionanbHH KaTajor 1iH y BIIKPUTOMY JOCTYI1
Ha cBoeMY o(iliiHOMY BeO-CaiTi.

6. BiracaukoM Ta aaminicTpaTopoM HarioHaapHOrO KaTaiory IiH €
JepKaBHE MIAMPUEMCTBO “‘/lepkaBHUN eKcrepTHUH HEeHTp MiHicTepcTBa
OXOpPOHM 3/10pOB'a YKpaiHu”, 110 HaJeXUThb 10 chepu ynpasiainHg MO3.

7. Anminictpatop HarioHanbHOTo Katanory wLiH 3a0e3neuye:

po3po0JeHHs Ta OHOBJICHHsI HallioHaAJIbHOTO KaTaJIoTy I1iH;

TEXHIYHY MIATPUMKY, aJMIHICTpyBaHHA Ta cynposia HamioHansHOTro
KaTajory IiH;

NIATPUMKY MyOiuHoro iHTepdeiicy HamioHambHOro Karaiory IiH 3
METOIO BUIBHOTO Ta 0€30IJIaTHOTO JIOCTYITY 70 1H(pOpMAIIii;

3axucT myoaiuHoro iHTepdeiicy HamioHanbHOro Karamory IiH 3a
JIOTIOMOT'OF0 OpTaHi3aIlifHIX Ta TEXHIYHUX 3aCO0i1B;
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9. HamioHanmpHUI KaTaJor I[iH OHOBIIIOETHCS IIOMICALS Yy TEPIINA
poOouMii IeHb Mics1s y pasi:

1) BHecenHns no HamioHambHOTO KaTtajory IliH 3a 3asBOIO0 BJIACHHKA
peecTpaliifHOro MOCBiUEHHs Ha JIIKapChKHil 3aci0 abo BIIaCHUKA JT03BOJY
Ha TapaJIeTbHUN IMIIOPT JIIKApPChKOTO 3ac00y ab0 HOro yImOBHOBAKEHOTO
MpelcTaBHUKA (Jali - 3asBHUK) TPAaHUYHOI OMNTOBO-BIAMYCKHOI I[IHM Ha
JKapChbKUM 3aci0, 1iHA Ha SKUM JAEKJIapyeThCs BIEpIIE YU 3MIHIOETHCA Y
3B’3KY 13 3MIHOIO T'PaHMYHOI ONTOBO-BIAIYCKHOI I[IHM Ha OpPUTiHAJIBHUN
(1HHOBaLIMHUI) JIIKapChKUM 3aci0;

2) BHeceHHs 110 HarioHanbHOTO KaTajory IiH BUIIPABICHb MOMHJIOK
TEXHIYHOTO XapakTepy;

3) 3HMKEHHS 3a 3asBOIO 3asBHUKA I'PAaHUYHOI ONTOBO-BIAMYCKHOI LIIHU
Ha JIIKapChKUii 3aci0, BHeceHO1 10 HarlionaapHOTO KaTajory IiH;

4) BUKIIIOYEHHS 3a 3asBOIO 3asBHUKA 3 HallloHaJIBHOIrO KaTajiory IiH
B1JIOMOCTEH MpO rpaHUYHY ONTOBO-BIAMYCKHY I1HY Ha JIIKApChKH 3aci0;

5) BukioueHHs 3 HalioHanbHOTO Karajory IiH BiIOMOCTEH PO
IpPaHUYHY ONTOBO-BIAMYCKHY I[IHY Ha JIKapcbKUi 3acid y 3B’S3Ky 13

BHECEHHsI HOBO{ 1H(OpMaIlii Ta OHOBJICHHS ICHYFOUHMX JIaHHUX, & TAKOXK
TEXHIYHE OHOBJICHHsI HallioHAIbHOTO KaTaJIOTy I[iH, Y TOMY YHUCIIi:

1) miAroToBKY JaHUX 0 MyOiKaIii;

2) po3MillIeHHS Ta OHOBJICHHS (DAIIiB BITKPUTHX JTAHUX;

3) perymsapHe pe3epByBaHHs iH(OpMaIii;

4) 36epekeHHs apXiBiB IaHUX;

30epexeHHs Ta 3aXUCT JIaHUX Ta iH(opMallii BIAMOBIAHO IO BHMOT
3aKOHOJIABCTBA MPO 3axXUCT iHpopmamii B iHpopMaiHHO-KOMYHIKalIHHUX
cucTeMax;

OTIPHIITIOHEHHS 1myOmiuHoi iHpopmanii HamioHamsHOTO KaTajory miH
y hopMi BIIKPUTUX JAHUX Y MOPSIKY, BCTAHOBICHOMY 3aKOHOJIaBCTBOM.

8. JlOCTOBIpHICTh 1 aKTyaJbHICTb JaHHWX, IO MICTATBCS Y
HanionansHoMmy kartanosi miH, 3a0e3neuyeTbesi AIMIHICTPaTOPOM.

9. IndopmariitHo-TexHiuHe 3a0e3medeHHss (OPMYBaHHS Ta BEJCHHS
3NIACHIOIOThCS BIANOBIAHO a0 BuUMor 3akoHiB Ykpainu «IIpo 3axwucr
iH(popmanii B iHPoOpMaliliHO-KOMYHIKalIHHUX cucrteMax», «I[Ipo 3axwucr
NEepCOHANBHUX JIaHMX», a Takoxk 1boro Ilopsaky, 3aTBepakeHHX
nocranoBoro Kabinery MinictpiB Ykpainu Bij 04 kBiTHS 2025 poky Ne 439.

[lin yac dopmyBaHHS Ta BeaeHHS HarioHanbHOTO Kartajory IliH
3abe3neuyerbes norpumants sumor JJCTY EN 301 549:2022 (EN 301 549
V3.2.1 (2021-03), IDT) «Iudopmariiiai TexHomorii. Bumorn 1momo
JOCTYIHOCTI IPOAYKTIB Ta rmocayr IKTy.
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3aKIHYEHHSM CTPOKY JIii peecTpaliiHoro MocBiTYeHHs Ha JIIKapChbKUi 3aci0
a00 /103BOJTy Ha MapaJeNbHUI IMIIOPT JIIKAPCHKOTO 3ac00y.

10. Ilepernan 3amexiapoBaHMX I'PaHUYHHMX OINTOBO-BIANYCKHHUX I[IH
BHUpOOHMKA a00 iIMIIOpTEpa JiKapChKUX 3ac00iB y TPUBHIX MOXKIUBUH y pasi
3MiHU OQIIMHOrO Kypcy T'pHUBHI 10 yMOBHOI ojpuHuIl (monapa CIIA a6o
€BpO) OLIBIIIE HIXK HA IT’ITh BIZACOTKIB BiJl OQIIIITHOTO KypCy, BCTAHOBJICHOTO
HamionansHuM G6aHKOM Ha Hepmdid poOOYM JEHb MICSIS, 10 HACTaE 3a
MicsiieM, B SIKOMY BiIOyJ0Cs TaKe KOJTHBAHHSI.

HarionanbHui KaTanor 1iH neperisgaeThes 3a 3asBO0 3asBHUKA Y pasi
KOJIMBaHHS OQIIiifHOr0 Kypcy rpuBHI 200 OJIMH pa3 Ha HIICTh MICSIIIB y pasi
IIJIBUIIICHHS TPAaHWYHOI OINTOBO-BIAMYCKHOI IIIHM Ha JIKapChKUH 3acio,
BHeceHo1 10 HamioHabHOTO KaTanory IfiH.

11. MOHITOPUHT TPaHUYHUX ONTOBO-BIANMYCKHUX IIIH Ha JIIKapChKi
3aco0u, BHECEHHWX /g0 HarmioHalbHOrO KaTajuory IiH, 3IIHCHIOETHCS
Jiep>KaBHUM MIANPUEMCTBOM “‘/lepxaBHUii ekcriepTHUH LeHTp MiHicTepcTBa
OXOpOHHU 370poB’st Ykpainu” 3a Bumororo MO3 3 HamaHHSIM 3BITy 3a
pe3yabTaTaMH HOTo MPOBECHHS.

12. 'YV pa3i BuUsBJICHHS TIEPEBUIIECHHA  3aJCKJIapOBAaHOI B
HamionanbHOMY Kartano3i I[iH T'PaHUYHOIO OINTOBO-BIANYCKHOIO I[IHOIO Ha
JKapChbKUM 3aci0 piBHS TPaHUYHOI peepEeHTHOT LIIHU HA TaKUH JIIKapChKUM
3aci0 abo piBHSA TPAaHUYHOI ONTOBO-BIAMYCKHOI I[IHM HA TeHEPHUUHUI abo
noAiOHMI O10JIOTTYHMM JTIKapChKHUM 3aci®, chOpMOBAaHOI BIAMOBITHO 0
BuUMoOr MyHKTY 16 Ilopsinky neknapyBaHHsA IIH Ha JIKapchbki 3acobu B
HamionaneHoMy Kartajo3i IIiH, 3aTBEp/KEHOro IMocTaHoBoro KaliHety
MinictpiB Ykpainu Bix 4 kBiTHA No 439 “Jlesiki mUTaHHS JIepXKABHOTO
perysroBaHHS I1H Ha JTiKapchki 3acobn’” MO3 HeBiAKIaIHO, ajie HE Mi3HIIIe
TPbOX pOOOYMX JAHIB 3 JTHS BUSBJICHHS TAaKOrO IMEPEBMUIICHHS 1HPOpPMYE
BJIACHHMKA PEECTPALIfHOr0 MOCBIIYEHHS Ha JIIKapCchKHi 3aci0 abo BlacHUKa
J03BOJTy Ha MapajelbHU IMIOPT JiKapchbkoro 3aco0y, abo ioro
YIIOBHOBaXEHOTO TPEJCTaBHUKA B €JIEKTPOHHIM (opMi Mpo MOYATOK
aZIMIHICTPAaTUBHOI POLIeypH BUKIIIOUeHHS 3 HarlioHanbHOro KaTtanory i
BIJIOMOCTENl MpO 3aJEKJIIapOBaHy TPaHUYHY ONTOBO-BIANYCKHY IIHY Ha
TaKU# JIIKapChKHii 3aci0.

10. I'pannynHi ONTOBO-BIANYCKHI IIIHK Ha JIKApChKUHA 3acid y
HarionansHOMY KaTayio3i I[iH BU3HAYAIOTHCS Yy HAIlIOHAIBHIA BaliOTI 0e3
ypaxyBaHHS IMOCTAYaJIbHUIIbKO-30yTOBHX, TOPTOBENbHUX (PO3ApiOHUX)
Ha70aBOK Ta MOJATKY Ha JOJaHy BapTiCTh.

11. BigoMocTi npo 3aAeKiIapoBaHi TpaHUYHI ONTOBO-BIAIMYCKHI I[IHU
Ha JIIKapChKUii 3aci0 BHOCATHCS 10 HarlioHanbHOTO KaTaJory IiH Ha MiIcTaBi
Hakazy MO3 npo JexnapyBaHHS I'pPaHMYHOI ONTOBO-BIIIYCKHOI I[IHM Ha
nikapcekui 3aci6 B HamioHamsHOMY KaTanosi IiH.

12. Jlo HamioHanbHOTO KaTaJloOTy I[iH BHOCATHCS TakKi BiIOMOCTI MPO
JiKapchKui 3acio:

MIKHApO/IHA HeTIaTeHTOBaHa Ha3Ba a00 CKIIa/1 AIF0YMX PEYOBHUH (y pasi
B1JICYTHOCT1 MI>KHAapOJIHOI HETTaTEeHTOBAHOI Ha3BU);

TOProBeJibHA Ha3Ba;

(hopMa BUITYCKY;

NO3yBaHHA. SIKIIO NiKapChKHM 3acid MICTUTHh JAEKiIbKa III0YMX
PEYOBHH, 3a3HAYAIOTHCS BIIOMOCTI MPO KUIBKICHUW CKJIaJ KOXHOI JiF040i
PEUOBHHH JTIKApCHKOT0 3ac00y;

KUIBKICTh OJMHUIIb JIKaPCHKOTO 3aC00Y y CIIOKUBYIM yIaKOBII;

HallMeHyBaHHS BUPOOHUKa, KpaiHa floro peecrpariii;

HallMEHYBaHHsSI  BJaCHMKA  pPEECTPALlIfHOrO  MOCBIAYEHHS  Ha
JiKapchKUi 3acid abo BIacHMKAa [O3BOJY Ha MapajelibHUM iMIopT
JKapCchKOTro 3ac00y, KpaiHa HOTo peecTpartii;

(apMakoTepaneBTUYHa TIpymna, 10 KO BXOIUTH Jil0Ya PEYyOBHHA
(peyoBuHM) nikapcbkoro 3acody (kox ATX);
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Y [oBigOMIIEHHI 3a3HAYalOThCS IMpaBa Ta OOOB’A3KM BIIACHUKA
peecTpariitHoro MOCBiAUYEHHS Ha JTIKapChKUN 3aci0 a00 BIACHUKA JO3BOIY
Ha MapajelbHUN IMIOPT JIKapChKOTo 3aco0y, a00 HOro yImoBHOBa)KEHOTO
MPEJCTaBHUKA, 30KpeMa MOPSIOK 03HAMOMIIEHHS 3 MaTepiajlaMH CIpaBH, a
TaKOX CIOCOOM MOJaHHs MOSICHEHb Ta MPOMNO3MIIM y chpaBli Ta CTpPOK,
OPOTSTOM SIKOTO TaKWi BJIACHUK PEECTPALIHHOTO TIOCBIIYEHHA Ha
JiKapchbKUi 3acid abo BIACHUK JIO3BOJY Ha TNapaliebHUNW IMIOPT
JKapChKOTO 3ac00y, a00 HOro yIOBHOBXKECHUH MPEICTABHUK Ma€ MPaBo iX
MOJIaTH.

[Tosicnenns Ta/abo mpono3wuiii BIaCHUKA PEECTPALIKHOTO TOCBITYEHHS
Ha JIKapchKHil 3aci0 abo BJIacHWUKA J03BOJY Ha NapaliebHUN IMIIOPT
JKapchKOro 3aco0y, abo HOro yrmoBHOBaXEHOTO NPEACTaBHUKA MOJAIOTHCS
B TMHUCBMOBIH (OpMiI IIIIXOM OCOOHMCTOTO 3BEPHEHHS, IOIITOBUM
BiJIITPABJICHHSIM a00 B SJICKTPOHHIN (Popmi.

Y pa3i MOAaHHS BIIACHUKOM PEECTPAIIHHOTO TOCBITYCHHS Ha
JmiKapchkuid 3acid a00 BIACHUKOM JI03BOJy HAa TNapalielbHUN IMIOPT
JKapchbKOro 3aco0y, abo oro ynoBHOBa)XEHUM MPEACTaBHUKOM 3asBH I1PO
JeKJIapyBaHHs 3HUKEHOI TPaHUYHOI ONITOBO-B1AMYCKHOT I[IHU Ha JIIKApChKHM
3aci0 pileHHs PO BUKIIIOUEHHS 3 HallioHanbHOTo KaTajory LiH BiJoMOCTel
PO 3aJIeKJIApOBaHy TPAaHUYHY ONITOBO-BIAMYCKHY IIHY Ha TAKUH JIIKapChKUH
3aci0 He mpuiMaeTbcs, a MPUUMAETbCA PIMIEHHS TMPO OHOBJIEHHS
3aJIeKJIapOBaHO] I'PaHUYHOI ONTOBO-BIIYCKHOI I[IHM Ha JIKAapChbKUM 3aciO
B HamionaneHOMY Kartano3i IiH, SIK€ JOBOAMTHCS IO BiJloMa 3a3HAYEHUX
oci0.

HOMEpP PEECTPALIfHOTO IIOCBIMUEHHS Ha JKapChKUi 3acid abo
JI03BOJTY Ha TIApaJIeIbHAN IMITOPT JIKaPCHKOTO 3ac00Y;

JaTa 3aKiHYeHHS CTPOKY [ii peecTpamiiHOro IOCBiTYeHHsT abo
JI03BOJTY Ha TIApaJieIbHAN IMITOPT JIKaPCHKOTO 3ac00Y;

YHIKQJIbHUH 11IeHTU(]IKATOp JiKapChKOro 3acoly, mo GopMyeThCS Ha
mizicTaBi 3anmucy B JlepxaBHOMY peecTpi TiKapchbKuX 3aco0iB;

3a/leKjlapoBaHa T'paHWYHA ONTOBO-BIANYCKHA I[iHA HA JKAPCHKUU
3acio;

KaTeropis JiKapchbKoro 3aco0y (Jlikapchki 3aco0M, K1 BKJIIOYEHI J0
HamionanbHOro mepesiky OCHOBHHX JIIKAPCHKUX 3ac00iB, 3aTBEPIKEHOTO
nocranoBoro Kabinery MinictpiB Ykpainu Big 25 6epe3ns 2009 p. Ne 333
«Jlesiki TMUTaHHS JEP)KAaBHOTO DPETYIIOBaHHS IIH Ha JIKapchKi 3acodu i
BUpOOU MeauyHoro npuszHadeHHs» (Odiuiiinuii BicHuk Ykpainu, 2009 p.,
Ne 27, cr. 906) (manmi — HamionanpHui mnepenik), abo sKi 3TigHO 3
IHCTPYKII€IO [UIsi MEIWYHOIO 3aCTOCYBAaHHS MIAJSATAIOTh BIAIMYCKY 3a
perenToM Ta He BKJIIOYeHi 10 HarionanpHOTO Tepeniky, ado sKi 3TigHO 3
IHCTPYKILI€I0 Ui MEIWYHOIO 3aCTOCYBaHHS MUUIATalOTh BIAMYCKY 0e3
penienTa Ta He BKJIO4eH1 o HarioHanbHOTo nepeniky);

BITHECEHHSI /10 OPUTiHATBHUX (IHHOBALIIMHUX ) JIKAPCHKUX 3aCO01B;

po3paxoBaHa TpaHM4YHA BiANyCKHA (po3apiOHAa) IiHA 3a YHNAKOBKY
JIKapchKOro 3aco0y (KpiM JIIKapchbKHUX 3ac00iB, sIKi MPH0aBatOThCs Ta/abo
BI/IIIKOJTOBYIOTHCS TTOBHICTIO @00 YaCTKOBO 33 PaXyHOK KOIIITIB JIEP>KaBHOTO
Ta/ab0 MICIIEBUX OIOKETIB);

oQiiiHUI KypC TPUBHI JO I1HO3EMHOI BAJIIOTH, BCTAaHOBJICHHI
HarmionaneHuM OaHKOM Ha JaTy MOJaHHSA 3asiBU MPO JEKIapyBaHHs
IPaHUYHOI ONTOBO-BIAIYCKHOT I[IHM Ha JIIKapChKuUil 3acio;

nata i HoMmep Hakazy MO3 mpo nexnapyBaHHS TPaHUYHOI ONTOBO-
BIJIMTYCKHOI 1I1HM Ha JiKapchkuii 3aci0 B HamionansHOMY KaTanosi LiH.

13. Po3paxyHOK rpaHMYHOI BiITyCKHOT (p03/1piOHOT) LIIHU 32 yIIaKOBKY
JKapCchKOro 3aco0y, MmO BHOCUTHCA 10 HaioHanpHOTO Kartajmory IIiH,
3nilicHIoeThess MO3 3a Takoro (hopMyInoro:

I'Pllyn = Iz (1 + Ho/ 100) x (1 + Hp / 100) x (1 + I1/1B/100),



https://zakon.rada.gov.ua/laws/show/439-2025-%D0%BF#n162

ne I'Pllyn - rpanmuyHa BignmyckHa (po3apiOHa) IiHA 3a YIMAKOBKY
JTIKapChKOTO 3ac00y, TPUBEHB;

L - 3aaexnapoBana rpaHUYHA ONITOBO-BIAMYCKHA I[iHA HA JIIKAPChKUN
3aci0, rpUBEHb;

Hrm - rpannyHa nocravyanbHUIBKO-30yTOBa HaJ0ABKa,;

Hp - rpannyna ToprosenbHa (po3apioHa) HagOaBKa;

[1/IB - momatok Ha 10/1aHy BapTiCTh.

14. HamioHanpHHIA KaTaJoT LiH OHOBJIIOETHCS IIOMICAIS Y TEPIIHiA
poOounii 1eHb MicAld y pasi:

1) BHecenHs no HarioHanpHOrO Karajory IIiH 3a 3asBOO0 BIACHHKA
peecTpalliitHoro MoCcBiAYEHHS Ha JIKapChKUi 3acid a0o BIACHUKA J03BOIY
Ha MapaJieTbHUIN IMIIOPT JIKapChbKOTo 3aco0y abo HOro yrmoBHOBaKEHOTO
npeIcTaBHUKA (Jai - 3asABHUK) TPAHUYHOI ONTOBO-BIAMYCKHOI IIHM Ha
JTKapChKUK 3aci0, IiHa Ha SIKWI JAEKJIAPYEThCS BIIEPIIE UM 3MIHIOETHCS Y
3B’SI3KY 13 3MIHOIO TPAHUYHOI ONTOBO-BIAMYCKHOI LIHU Ha OPUTiHATHHHIA
(iHHOBAIiTHMI) JTIKapChKUi 3aci0;

2) BHeceHHs 10 HarioHanbHOro KaTajory IiH BUIIPaBIeHb MOMMIIOK
TEXHIYHOTO XapaKTepy;

3) 3HMKEHHSI 32 3as1BOIO 3asiBHUKA IPAHUYHOI ONTOBO-BIAIYCKHOI IIIHU
Ha JIIKapCchKuii 3aci0, BHeceHo1 10 HarioHansHOTO Katanory IiH;

4) BUKJIIOUEHHS 32 3asBOIO 3asBHMKA 3 HallloHaIBHOrO Karajory LiH
B1JIOMOCTEH MpO rpaHUYHY ONTOBO-BIAMYCKHY IIHY Ha JIIKApChKUii 3aci0;

5) BukmroueHHs 3 HarioHanbHOTrO KaTajory ILiH BiIOMOCTEH Ipo
IpaHUYHY ONTOBO-BIAMYCKHY I[IHY Ha JIKapChbKui 3acid y 3B’A3Ky 13
3aKIHUEHHSIM CTPOKY Jii peecTpauiifHoro mocBilMeHHs Ha JIIKAapChKUil 3aci0
a00 103BOJTY Ha MapayeIbHUN IMIOPT JIIKAPCHKOTO 3aco0y.

15. Tlepernsa 3aAeKkiIapoBaHUX TPAHUYHHUX OMTOBO-BIAIMYCKHUX IIiH
BUpOOHHUKA a0 IMIOpTepa JIIKapChKUX 3aC001B Y TPUBHIX MOKIMBUH Y pasi
3MiHM OQILIHHOrO Kypcy IpHBHI 10 yMOBHOI oaunuui (nonapa CIHA a6o
€BpO) OLTBIIIE HIXK HA T’ SITh BIZICOTKIB Bi O(IIIIHOTO KYpCY, BCTAHOBJICHOTO
HarmionansHuMm GaHKOM Ha mepuinii poOouuil AeHb Micslld, IO HAacTae 3a
MiCALIEM, B IKOMY B1JI0YJIOCS] TaKe KOJIMBAHHSI.




HamionanbHuil Katajor IiH NeperyisagaeTbecs 3a 3asiBOK0 3asBHUKA Y
pa3i KkonuBaHHA 0(iLiHOTO KypCy T'pUBHI 200 OJIMH pa3 Ha IIiCTh MiCALIB Y
pasi miABUIIEHHS TPAHNYHOI ONTOBO-BIAMYCKHOI I[IHU Ha JIIKapChKUil 3aci0,
BHeceHoi 10 HamioHaneHOTro KaTanory IiH, abo y pa3i OHOBJCHHS IiHUA Ha
nmikapcbkuit 3aci6 B Ilepemiky JiKapchbKUX 3ac00iB, SKI MiAIATalOTh
peimMOypcamii 32  mporpaMor0  Jep>KaBHUX  TapaHTid  MEIUYHOTO
00CITyroByBaHHSI HACEJICHHS Y MICSIYHUN TEPMiH.

16. MOHITOpPUHT TPaHWYHHUX ONTOBO-BIJIYCKHUX IIIH Ha JIIKAPCHKi
3acobu, BHeceHHX /A0 HallioHalbHOrO KaTajmory IfiH, 3A1HCHIOEThCS
Jiep>KaBHUAM IIAIPUEMCTBOM “‘/lepxaBHUIA eKcriepTHUI LeHTp MiHicTepcTBa
OXOpOHH 370poB’st Ykpainu” 3a Bumororo MO3 3 HagaHHSM 3BITY 3a
pe3yabTaTaMy HOTO MPOBECHHS.

17. 'V pa3l BuUSBIEHHSA IEPEBUILEHHS 3a/E€KJIapOBaHOI0 B
HamionansHOMY Kartano3i I[iH TPAaHHYHOIO OINTOBO-BIAIYCKHOIO IIHOIO Ha
JiKapchKui 3aci0 piBHA rpaHUYHOI peepEeHTHOT [IHU Ha TaKWUH JTIKApChKHUI
3aci0, abo piBHS ONTOBO-BIANYCKHOI IIHM HAa TaKWi JIKapChKUH 3acio,
3a3HAYeHO1 y epetiKy JiKapchbKHX 3ac00iB, sIKi MiJJIATa0Th peiMOypcariii 3a
MPOTPaMoI0 JIEPKABHUX TapaHTiii MEIUYHOTO OOCITyrOBYBaHHS HACEJCHHS,
3atBepukeHOMY MO3, abo piBHS IpaHUYHOI ONTOBO-BIMYCKHOI LIHU Ha
reHepuYHUi abo moniOHuil O10JI0T1UHUE JIKapchKHUi 3aci0d, copMoBaHOi
BIZIMOBIZTHO 710 BUMOT MyHKTY 16 Ilopsiaky nexnapyBaHHS IiH Ha JIIKAPChKi
3acobu B HarioHanpHOMY KaTajio3l I[iH, 3aTBEPIKEHOTO IOCTaHOBOIO
Kab6inery MinictpiB Ykpainu Big 4 kBiTHA 2025 p. Ne 439 “Jlesiki nuTaHHA
JIEP’)KaBHOTO PEryJIOBaHHS IIH Ha JIKapchbki 3acoon” MO3 HeBiIKIaIHO,
aJie He Mi3HilIe TPhOX pOOOYMX JIHIB 3 IHS BUSBJIEHHS TaKOTO MEPEBUIICHHS
1H(pOpMYy€e BIaCHUKA PEECTPaLliHOTO MOCBITYEHHS Ha JIIKapChKHii 3aci0 abo
BJIACHUKA JI03BOJIy Ha MapaJieIbHUN IMITOPT JiKapchKoro 3acoly, abo ioro
YIOBHOBAXEHOTO TMPEACTAaBHUKA B EJIEKTPOHHIM (opMi MpPO MOYATOK
aJIMIHICTPAaTUBHOI IPOIeypH BHKIIOUeHHs 3 HarioHanpHOro katanory il
BIIOMOCTEH TpO 33JCKJIapOBaHy T'PAaHUYHY OITOBO-BIAMYCKHY IIHY Ha
TaKu# JTiKapcbKUii 3acib.

Y ToBIZOMJICHHI 3a3HA4YalOThCs MpaBa Ta OOOB’S3KM BIIACHUKA
peecTpaliifHOro MOCBIJUEHHS Ha JIIKAPChKUM 3aci0 abo BIacHUKA J03BOIIY




Ha TMapajebHUI IMIIOPT JIKapChKOro 3aco0y, abo HOro yrmoBHOBa)KEHOTO
MpeICTaBHUKA, 30KpeMa TOPSI0K 03HAHOMIICHHS 3 MaTepiajlaMu CIIpaBH, a
TaKOX CIOCOOM TMOJAaHHS MOSICHEHb Ta MPOMO3MIIHM y chpaBli Ta CTPOK,
MOPOTSATOM SIKOTO TaKUW BIACHUK PEECTPALIHHOTO TOCBIAYEHHS Ha
Jikapchkuii 3acid a0o BJIAaCHUK [I03BOJY Ha MapajelbHUN IMIIOPT
JIKapchKOTo 3ac00y, a00 HOro yrmoBHOBaKEHUH MPEICTABHUK Ma€ MPaBo iX
MOJIaTH.

[losichenHss  Ta/abo0  mpomo3WIii  BIIACHWKA  PEECTPALIHHOTO
MOCBIIYEHHS Ha JIIKApChKUIA 3aci0 a0 BIIaCHUKA JI03BOJTY Ha MapajebHUN
IMIOPT JiKapchKoro 3aco0y, abo HOro ymoBHOBaXXEHOTO NpEACTAaBHUKA
MOJIAI0ThCS B TUCHMOBI (hOpMI IIITXOM OCOOUCTOTO 3BEPHEHHSI, IIOIITOBUM
BiJIIIPABIICHHSM a00 B SJICKTPOHHIN (Popmi.

Y pa3i mogaHHS BIACHUKOM PEECTPALlIHOTO TMOCBiAYEHHS Ha
JTKapCchKUK 3acid abo0 BIACHUKOM [103BOJly HAa TAapalielbHUN IMIOPT
JiKapchKOro 3acoly, abo Horo yrmoBHOBaXXEHUM MPECTABHUKOM 3asBU PO
JIeKJIapyBaHHs 3HMKEHOT IPaHUYHOT ONITOBO-BIAIYCKHOI LIIHU HAa JIIKAPCHKHUHA
3aci0 pileHHs Mpo BUKITIOYeHHs 3 HallioHaIbHOTO KaTaiory IiH BiIoMOCTen
PO 3aJIeKJIapOBaHy TPAaHUYHY ONTOBO-BIMTYCKHY 11HY Ha TAKUH JIIKapChKUI
3aci0 He TMpHUIIMaeTbCs, a MPHUIUMAEThCA PIMIEHHS TMPO OHOBJICHHS
3aJIeKJIapOBaHO] T'PAaHMUYHOI ONTOBO-BIAIYCKHOI IIHM Ha JIIKApChKUM 3aci0 B
HarionansHOMYy KaTanosi 1iH, ke JOBOJUTHCS 0 BioMa 3a3Hau€HUX OcCi0.

18. Habip manux, mo MicTaThcsa B HarmioHanpHOMY Kartanosi IiH Ta
HiJJIATal0Th ONPWIIOJHEHHIO, 3 ypaxyBaHHsAM 3akoHy Ykpainu «lIpo
JOCTYII JI0 Iy0J1i4HO1 1H(OpMaIii», po3MIIIYeThCS Ha oPiliiHOMY BeOCaiTi
MO3.

19. ®yHKIIOHATEHI MOXKJIUBOCTI HalioHanpbHOTO Katajory IiH
3a0€3MeUyI0Th:

aBTOMATH30BaHy (QiKcallilo il KOPUCTYBayiB, CIHeliali30BaHUX
KopucTyBadiB y HarioHanbHOMY KaTaso3i IiH, 311HCHEHHS IX MOHITOPUHTY;

3aXMCT JaHUX, 10 MICTAThCS Y HarioHalbHOMY KaTano3i 1iH, 30KpeMa
BiJI 3HUIICHHS, OJIOKYBaHHS, MOPYIICHHS IIITICHOCTI Ta PEXKUMY JTOCTYITY 10
naHux HarioHanpHOTO KaTaiory IiiH,
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aBTeHTHU(IKAIIO CHeliaTi30BaHuX KOpUCTyBadiB HarioHanpHOTO
KaTaJory LiH;

aBTOMAaTH30BaHUH JIOCTYI KOPUCTYBadiB 70 HalioHaneHOro Katanory
OiH 32 JONOMOrOI MPHUKIATHOTO HporpamHoro inrepdeiicy (API)
HamioHnansHOTO Karaaory IiiH;

PO3MEXKYBaHHS JTOCTYIYy Ta 3MIHCHEHHS KOHTPOJIO 32 JOCTYIIOM [0
indopmarii HarioHasibHOTO KaTtajory I[iH 3TiIHO 3 TpaBaMH JOCTYIY
CreniaTi30BaHuX KOPHCTYBaYiB;

30epexeHHs, aBTOMaTUYHE pe3epBYBaHHs 1 BIAHOBJIECHHS JaHUX, LIO
MiCTAThCS y HarlioHanmsHOMY KaTano3i miH;

aBTOMATH3alli}0 KOHTPOJIIO O3HAK KOPEKTHOCTI Ta MOBHOTH JIaHUX, 110
MiCTAThCS Y HarlioHanmsHOMY KaTayo3i IiH;

MOJXKJIUBICTh €JIEKTPOHHOI i1H(OpMaIiiHOI B3aeMOJli 3 I1HIIMMH
JIep>KaBHUMH €JIEKTPOHHUMH 1HPOPMALIHHIMH peCypcamu, BOJIOIUTBIISIMA
iHpopmarii B SKMX € JepkaBHI oOpraHd ab0o0 oOpraHd MiCIIEBOTO
CaMOBPSIlyBaHHS, 3 METOI0 BHUKOPUCTaHHsA Yy poOotri HamioHamsHOTO
KaTaJIOTy I[1H aKTYyaJIbHO{ 1 JOCTOBIPHOI 1H(pOpMallii;

aQHAJIITUYHE Ta CTATUCTHYHE OOpOOJIEHHS NaHuX, L0 MICTATbCA Y
HarionansHOMY KaTanosi miH.

20. EnextponHa indopmariitna B3aemoisi HarjioHaapHOTO KaTaiory
I[iH 3 IHIIUMHU JEepXKaBHUMHU €JIEKTPOHHUMH 1H(OpMAaIifHUMHU pecypcaMu
3IACHIOEThCA 3aco0amMH CHUCTEMM €JIEKTPOHHOI B3aeMOIl JepaBHUX
eJIEKTPOHHUX 1H(popMaliiiHux pecypciB  “TpemOiTa” BIANOBIAHO 70
[lopsnky enexkTpoHHOI (TexHiYHOI Ta 1H(poOpMalIiHOI) B3aeMOAI,
3aTBEpKEHOro nocranoBoro Kabinery MiHicTpiB Ykpainu BiJ 8 BepecHs
2016 p. Ne 606 “Jlesxki muTaHHS EJNEKTPOHHOI B3AEMOJIi €IEKTPOHHUX
iHpopManiiinux pecypciB” (O¢iuiitnuii BicHuk Ykpainu, 2016 p., Ne 73, cr.
2455; 2021 p., Ne 52, ct. 3216; 2023 p., Ne 11, ct. 721).

Y pasi BiACYTHOCTI TEXHIYHOI MOXJIMBOCTI Tepeaadi IJaHUX 3
BUKOPHUCTaHHSM CHUCTEMH €JIEKTPOHHOI B3a€MO/IiT Iep’KaBHUX EIEKTPOHHUX
iHpopmaniiiHux  pecypciB  “Tpembita”  enexkTpoHHa iHopMaliiiHa
B3a€EMOISl  CyO’€KTIB  €JNEKTPOHHOI  B3a€MOAll  3IIHCHIOETBCA 3
BUKOPUCTaHHAM 1HIIUX iH(OpMAIiifHO-KOMYHIKAIlIHHUX CUCTeM 13
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JTOTPUMAHHAM BHUMOT IOAO 3aXHCTy iH(opmallii BiAMOBIAHO M0 CTATTi 8
3akony VYkpainum “IIpo 3axmer iHdopmamii B iH(pOpMaLiiiHO-
KOMYHIKaIIfHUX crucTemMax’”.

JAupexrop Jdenapramenty undposux tpancopmanii
B 0XOPOHi 310poB’st MiHicTepCTBA 0XOPOHH 310POB’H Y KpPaiHu Amutpo JYK’SAHOB

« » 2025 p.




