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NMPOEKT

KABIHET MIHICTPIB YKPATHH

NNOCTAHOBA

BiJl 2025 p. Ne

Kuis

Jleski nUTANHA 1ePKABHOIO PEry/1I0BAHNHS HIH Ha JiKapebKi 3acobu

KaGiner MidicTpiB YkpailHE moeTaAH OB I A €

1. 3arBepaAnTH TaKI, 1O 104K THCH:

[lopsaox pedrepyBanHs Ui Ha JiKapebki 3acobu;

[Topsaok jJeknapyBaHHs UiH HA AiKapebki 3aco0u B HauloHanbHOMY KaTanosi
1iH;

[Mopsinok crBopeHHs Ta yrpasininng HauioHaabHUM KaTaloroM 1iH.

2. YCTaHOBHTH, LIO:

1) BIAOMOCTI NP0 3a0CKIAPOBAHY 3MiHY ONTOBO-BIANYCKHOT UIHM Ha
TOPriBeJIbHI HA3BY JIIKAPCHKUX 3aCO0IB, BKIIFOMCHMX 10 NEPEaiKy 3a1eKIapoBaHiX
ONTOBO-BIAMYCKHMX IIH HA JIKAPCBKI  3ac00M, NIATAIOTh BHKIIOYEHHIO
MiHICTEpPCTBOM OXOPOHHM 30POB’S 13 3a3HAYEHOrO MEpeniky B pa3i BKIOYEHHS
TAKMX TIKapChKUX 3acobin 10 HamioHaasHOTo Katanory iiH;

2) rpaHMu4HI ONTOBO-BUANYCKHI WIHW Ha JIKapchKi 3acolM, BKIOYEHI 10
nepesiiky BIAOMOCTEH 1010 rPaHHYHHX ONTOBO-BIAMYCKHHX LiH Ha JeAKi TiKapChKi
3aCO0H, 110 3aKYNOBYIOTLCSH 3@ GIO/UKeTHI KOIWITH Ta NMIIArATE pedepeHTHOMY
UIHOYTBOPEHHIO, TVISTAOTh BHETIOYeHHI0 MiHICTEPCTBOM OXOPOHH 3/10pOB’s i3
3a3HAYEHOTO TepeiKy B pa3i BKIKOYEHHA TaKMX JKapchkux 3acobiB 10
HauionansHOro karanory iis;

3) npoueaypu 3akyniBejib JiKapChKHX 3acoDiB, po3noyati 10 BHKIIOHYEHHS
BIIOMOCTEH 3 TiepeniKiB, 3a3HaveHuX B nianyHxktax | 71a 2 UBOrO MYHKTY,
3aBEpUIYIOTHCA BIAMOBIAHO 10 BUMOI mignyHKTy 2 nyHkTy | nocrasosu KaGinery
Minictpis Vkpaiun i 2 aunug 2014 p. No 240 «[TuTanua J1exnapysaHHs 3MiHH
ONTOBO-BIANMYCKHMX UIH Ha nikapeeki 3acobmu» (O¢iuilfinmii BicHuk Yxpaium,
2014 p., Ne 56, cr. 1528) abo nianyskry 2 nykkty 2 nocrasosy KaSinety Minictpis
Yxpaiuu 8ia 3 ksitns 2019 poxy Ne 426 «I1po pedepentie UiHOYTBOPEHHS Ha AesKi



mikapebKi 3acobu, 1o 3aKyNoBYIOTECA 3a OroKeTHI KowTHy» (Oditiinni BiCHHK
Vkpainn, 2019 p., Ne 46, cr. 1483);

4) onTOBO-BIINMYCKHA 11IHA HA JIKAPCLKI 3aco0M, SKi BHNYyUIeHi 8 obir nicns
neKTapyBanHs wink B HauloHaibHOMY KaTajlory LiH, HC MOJKE NEPEBHILYBATH LIIHY
BH3HaYeHy B HanionansHOMY KaTas103i WiK;

S) y pazi 3MiHM 3aeK1apOBAHOT ONTOBO-BI/IYCKHOT LIHK Ha JiKapchbKuii 3aci
B HauionaneHOMy Karanos3i IiH, 3a0HIIKH TakMX JIIKApCbKMX  3acobiB
PCaNi3OBYIOTECA 3 YPaXyBaHHAM ONTOBO-BUINMYCKHMX LiH, 11O JiAJH HA MOMEHT
HabyTTs npaBa BAACHOCTI 3AMOBHUKAMM Ha Taki Jikapebki 3acod 1 Oyaw
3afieknapoBati B HauionansHoMy Katanosi uis;

6) 3ATHILKH JIKaPChKMX 3aco0iB, AKI BMIIYILCHI B ODIr 0 BBCACHHA B 1K
HauloHanbHOro KaTanory UiH i ACKIapyBaHHA ONTOBO-BIANYCKHMX LIH HA TaKi
nikapeski 3aco0H B HauioHansHOMy Katanosi UiH, [103BOISETHCA PEaTi3oByBaTH
3AMOBHHMKAM 3 YPaxXyBaHHAM ONTOBO-BIINYCKHHX LIH, O AisS1H HA MOMEHT HAOy T3
fpasa BAACHOCTI Ha TakKi JIKapChKi 3aco0m, ale He OibUIe YOTHPBLOX MICALIB 3 1aTH
BBezienHs B Ail0 Hawionanenoro kartanory uin? 8 SKOMY HasBHI 3a/1CK1apoBaHi
ONTOBO-BIAMYCKHI 1iHW Ha Taki JIKapchKi 3aco0u.

7) JOKYMEHTH If AEKAapyBaHHs ONTOBO-BUINYCKHOI LHHW OPUTiHAILHOIO
(iHHOBaUiHOIO) NiKapChKOro 3aco0y noAawTbea npotarom |0 kaneHaapHHX AHIB
3 JiHS HaOpaHHs YHHHOCT] LIEK0 NOCTAHOBOKO.

3. Bu3HatH TAKUMHK, WO BTPATHIN YHHHICTB, noctaHosy Kabidery Midictpis
YKpaiHu 3riIHO 3 NEpelikom, O 10AaEThCH.

4. Lls nocraHosa Habupae uuHHOCTI 3 28 Bepesus 2025 poky.

[pem'cp-minictp Yxpainn JA. LIMHI'AJTD



3ATBEPJUKEHO
nocraHosoio Kabinery Minictpis Ykpainu
Bijl 2025 p. Ne

Mopsnox
pedepyBanus UiH HA JiKapCbKi 3aco00H

I. Lleit TMopsinok BH3HAYaE MeXaHI3M PO3PAXYHKY TPAHHYHHX ONTOBO-
BIINYCKHUX LIH HA NIKapChKi 3ac00M, 103B0OJIEHHX /10 3acTOCYBanHs B YKpaini (qani -
pedepenTHI WiHK) HA OCHOBI OCTAHHIX AOCTYMHMX IAHHX NPO WIHH Ha JIKAPCBKI
sacobn B Pecnybaini IMonsma, Crosauskiit Pecnybniui, Yecexiit Pecrmy®niui,
Jlateificekiit PecnyOaiwi, Vropumui, PecnyGaiui Monnosi, Pymynii, Pecry®miui
Bonrapii (mani - pedepenThi Kpaium), OTpUMaHHUX 3 OQIUIHHHX JUKepen
YIOBHOBAKEHHX JIEPKABHMX OPIaHiB KX KpaiH (1ai - 30BHIMHE pedepyBans).

2. MO3 3abesneuye 10CTYT 0 OPiliiHNX JKepen JaHuX Npo UiHH Ha TIKapChKi
sacobu y pedepeHTHHX KpaiHax Ha cBoemy odiuiiHomy sebcaiiTi, a Takok 3IHCHIOE
3aTBEP/UKEHHS T[PAHMYHHUX ONTOBO-BIANMYCKHHX I1HH Ha ikapcbki 3acobu, ki
OIPHIIOIHIOIOTLCA Ha odiuiiiHomy Bebeaitri MO3.

MO3 sanyyae a0 3AIHCHEHHA PO3PaxyHKy pedepeHTHHX WiH JAepikaBHe
nianpuemcTeo “*Jlepxasuuii excneprHuil uentp MiHicTepcTBa OXOPOHH 310pOB’'A
Ykpainu™.

3. PozpaxyHok pedepeHTHHX WiH FUACHIOETLECS JUIS KOKHOIO rOTOBOrO
NiKapceKoro 3acoly 3a MDKHApOAHOI HenaTeHToBaHow Haszpow (aam - MHH),

(OPMOIO BHIYCKY Ta 103YBAHHAM B [ICPEPAXYHKY Ha OJHHHLIO JiKapebkol Gopmu (He3
ypaxyBaHHA PO3MIpiB yNaKkoBOK).

4. PedepeHTHI LiHK PO3PAXOBYIOTHCA Ha NiKapChKi 3acobu, sKi:

1) BrmoyeHi o HauioHansHOro nepeniky OCHOBHUX JIIKAPCHKMX 3acoDiB,
zaTBepukenoro nocranosolo Kabinery Minictpie Vipainu Bin 25 Gepesus 2009 p.
Ne 333 «/leaki nuTaHHS AE€PKABHOMO PEryJIOBAHHA LiH HA JiKapcbki 3aco0M 1 BUpodu
meauunoro npushavenns» (Odiuiinnit Bichuk Yxpaimu, 2009 p., Ne 27, cr. 906)
(aam — HauioxanbHuii nepenik);

2) 3ri/IHO 3 IHCTPYKUIEHO JUIS MEAWYHOIO 3aCTOCYBaHHS MVIATATh BIAMYCKY 34
peuenTom Ta He BIoyYeni 10 HauioHaabHoro nepesniky;
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3) Ilepeniky nikapcbkux 3acobis, K 3riAHO 3 IHCTPYKUIEKD A1 MEIHYHONO
3aCTOCYBAHHA MIANATAIOTH BiANycKy 6e3 peuenTa ta He BK/aodeni a0 HanlonaasHoro
nepenixky, Ha AKi MoUMPIOETHCA PO3PaxyHOK pedepeHTHHX LiK, 3aTsepxeroro MO3,

PedepenTHi 1inM, pospaxosani BNOBIAHO A0 nyHkty 9 nsoro [lopaaky, He
NOWHPIOIOTLCA HA JIKAPCHKI 3aCO0H, TOPriBe/IbHI HA3BK AKKX, BKJItoueHi 10 [Nepeniky
mKapebkKux 3acobiB, AKI MANATaloTh peiMOypcauil 3a nporpamMord JACpKaBHHX
rapasTii MeAHYHOro oDCAYroByBaHHA HaceNeHHA, 3aTBepakesoro MO3.

5. PedepeHTHI LIHA HE PO3PAXOBYIOTHCH Ha:

1) nikapchki 3aco0M, 110 3aKYNOBYIOTHCH BUINOBIIHO /10 I0I0OBOPIB KEPOBAHOTO
JIOCTYTTY, & TAKOXK Ha OpHriHaibHi (IHHOBAUIHHI) NiKapehKi 3aco0Hu;

2) nikapcbki 3aco0H, JaHi NMPo [IHKW HA AKI HAgBHI MEHII HIK B TPLOX
pedepeHTHHX KpaiHax;

3) pagiodapmauesTHYHI NIKApChKi 3ac00H, HAPKOTHYHI, ICHXOTPOIHI JAiKapChKi
3acO0H, MEIMYHI Fa3u, a TAKOXK JIKapchKi 3aco0u (KpiM KOMOIHOBaHKX), O MICTATD

MPEKYPCOPH:

4) onikapceki 3acofHM, SKI HE MalOTh AHATOrB (3@ MDKHAPOIHOIO
HENaTeHTOBAHOK HA3BOIO ad0 CKIAZOM JIIOYMX pevyoBHH, HOPMOIO BHIYCKY), #AKi
3apeecTpoBati B YKpaiHi Ha Nepioa NpoBeeHHA Po3paxyHKy pedepeHTHHX LiH.

5) renepuyni abo noaidHi Gionoriymi AiKapckKi 3aco0H, SKi MICTSTH aHANOTTYHY
0 OpHriHanbHOro (iHHOBaUiiHOrO) Nikapcbkoro 3acody (Ha sKii 3ajexnaposaHa
onToBO-BiANYCKHa wiHa B HauwioHanibHOMY KaTasos3l UiH), /A03BOJEHOr0 J0
3aCTOCYBaHHS B YKpaiHi, MDKHAPOJHY HeNaTeHTOBaHYy Ha3By abo CKuan AiloYHX

PEUYOBHH, GOPMY BHTIYCKY.

6. PedepeHTHI UIHH BH3HAYAKOTBCS 3 YPAXYBAHHAM  IIEHTHYHMX

dapmalesBTHYHHX XapakTepucTHK nikapebkux 3acobis (MHH, dopma Bunycky,
O3YBaHHA ).

7. Y sunaakax nepenbauenux niamynkramu 2 i 4 nyHkty 5 usoro [Mopsaxy
PO3PAXYHOK pediepenTHOl IIHK HE NPOBOIMTHCA, BIAOMOCTI NPO Takuii JiKapchKHil
3aci0 BKIIIOYAKOTHCA J10 NEPesiiKy BIIOMOCTEH 100 TPAHUYHUX pedepeHTHHX 1iH Ha
nikapeeki 3acobu 6e3 3a3HaueHHs pe)epeHTHOT LiHK Ta 3 PHMITKAMH «1CKIapyBaHHS
(BiacyTHi AaHi mpo uiHK)» abo BIANOBIAHO «IEKAAPYBAHH (BLACYTHI 3apeccTPOBaHi
npenaparu-aHalaory p».
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8. PechepenTHi LiHK Ha NiKapChKi 3ac00HM BU3HAYAIOTHCA Y HALIOHATBHIH BAMOTI
Vipainu Ge3 ypaxyBaHHA MOCTa4albHHIBKO-30YTOBHX, TOProBelbHUX (po3apiOHKX)
HanbaBoK Ta NOJATKY HA I0JaHY BapTiCTh.

Ilepepaxysanus pedepeHTHUX UIH 3 iHO3EMHHUX BalOT pedepeHTHHX KpaiH y
HauioHansHy BamoTy YKpaiHH 3AiHCHIOETHCH 33 ODIUiHHUM KYPCOM, BCTAHOBICHHM
HauionanbHum GankoM YKpaiHu Ha Jaty BH3HAUCHHS LlH,

9. Jlns 30BHIEBOTO pedepyBaHHs PO3paxyHoK pedepenTHOT LiHKU JTIKAPCHKOro
3acoby (3 ypaxyBaHHSM {IEHTHYHMX DapMaleBTHHUHHX XaPaKTePHCTHK JiKapChKHX
3aC00IB) MIHCHIOCTLCS B TAKOMY TOPSUIKY

1) po3paxyHOK MiHM OAMHHILI Jixapchbkoi (opMu JliKapceKoro 3acody 3
ypaxyBaHHAM 1JeHTHYHMX (apMaleBTHYHHX XapaKTepuCTHMK JIKapehKux 3acobis
MACHIOETHCH 33 (hOPMYII0I0:

P11l = nina 3a ynakoBKy JNiKapcbKOro 3acofy / KilbKiCTh OJAHHHLE JIIKapChKOTo
3aco0y B ynakoslli,

ae PIL - uina sikapeskoro 3acoby B nepepaxyHKy Ha OAMHHINO JIIKapChLKOl
hopmu;

2) po3paxyHoK pe(epeHTHOT UWiHH OJMHMIN JIIKApChKOT (GOPMHM JIKAPCHKOIO
3acoDy B pedepeHTHIH KpaiHi, 3AIHCHIOETECA 3a HOPMYJIOIO:

PLIpk = cepenne apumernune snadenns (PLI1+... PLin),

ne Pllpx - pospaxosasa pedepeHTHa WIHA OIMHMLI NiKapceKol (GopmH
nikapeekoro 3acody B pedepeHTHiit kpaiHi,

PLI - nina 3a omHHINO JiKapesKoi Gopmu aikapeskoro 3acody B pedepentHii
KpaiHi;

3) 3a pe3sy/abTaTaMH PO3PAXYHKY pedepeHTHHX WiH 33 OAMHMLKO NiKAPChKOT
thopmu aikapceKoro 3acody B pedepeHTHHX KpaiHaX, BU3HAIOTHCA YOTHPH HAHHHKYI
petepenTHi uinu (PLIpK) cepea Beix pedepeHTHHX KpaiH. 3 UbOIO CIHUCKY YOTHPLOX
HAHHHAYHX peepPeHTHHUX UiH, BHKIKOYACTLCH 3HAYEHHA OAHICT HaWMEHILO]
pedepenTHOl HiHK B pedepeHTHIN KpaiHi.

4) rpaHuyHa pedepenTHa KA 33 OAMHMINO TiKapchkol GOPMM NiKApChLKOro
3aco0y 3MIHCHIOCTbCA AK CepelHe apu(MeTHuHe 3HAYEHHS cepell HAHWKYMX UiH

TPBOX peepeHTHHX KpaiH, o (GopMylOThCS BIANOBIAHO A0 NUINYHKTY 3 1BOro
MYHKTY, 3a GOPMYII010.

PLirp= cepeane apupmerntne suavenns (PLpx!+PLpk2+PLpk3), ne
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PLIrp - rpaiu4Ha pedepenTHa 1iHA 32 OAMHHLLO JIKAPCHKOT (POPMH JTIKAPCLKOTO
3aco0y;

PLIpx1, PLIpk2, PLIpk3 — po3paxosani pedepeHTHI LiHH 32 OJHHHIIO NIKapChKOl
bopmu nikapcekoro 3acoby B pedepeHTHHX KpaiHax.

10. Skmwo pospaxosadi pedepeHTHI WiHM 3a ONMHMINO JiKapebkol (opmu
NKAapCLKOro 3acody HafABHI JHIE B TPLOX ped)epeHTHHX KpaiHax, TOAi rpaHH4Ha
pedepenTha uiHa 3a OAHHHLUIO JIKapChKOl (OPMH JIKApCLKOro 3aco0y BH3HAYACTHCA
SIK CEPE/IHE 3HAYEHHSA TAKMX LiH, HAABHUX B TPhOX pedepeHTHHX KpalHax.

11. MO3 susnauae [lepenix BiaoMocTeit M1010 rpaHHYHNX pedepPeHTHUX UiH
NiKapchKHX 3acobiB (nani - lNepenik) 3a GOPMOK, BH3HAYEHOK B 0JATKY /10 1ILOTO
[Mopsaaxy.

12. Onosnenna [Nepeniky 31iHCHIOETECS LIOPOKY MPOTATOM NEPHIOTO KBapTany.
13. INosaueprose onosnenHa [lepeniky snifcmoeTnes:
1) 2o 1 nunua 2025 poky;

2) B pasi 10MycKy 10 3acTocyBanHs B YKpaini nikapcskoro 3acoby, pedepentha
iHA HA SKUH He Po3paxoBaHa (B YacTHHI JIMIIE HOBHX JOJAHHX NO3HLIH TIKapChKUX
3acobin).

14. V paszi pussieHHs TexHivHol nomuixy 8 Ilepeniky, 30KkpeMa B po3paxyHKy
rpanu4Hol pedepeHTHOl UiHM Ha Jikapcebkuii 3acib, no Ilepeniky naxazom MO3
BHOCATBCA 3MIHH HA MIACTaBI 3BepHEHD HIZHUHHX Ta IOPHIHYHUX OCiD.




Jlonarox

a0 Topsaky pedepyBanus win
Ha JliKkapeeKi 3aco0H

Mepeaix
BijoMocTell 1010 rpannunKX pedepenTHIX LIl Ha JiKapenKi 3acobu

Ne Mixzapoasa DOpMa BHIYCKY Joaysanns I'pannina Bua pediepysannn
¥/n | HenaTenToBaka HazRa abo | AiXApCLKOTO 3ac00y |Fikapeekoro sacody| pedepenTHa uika 8 (308HimBC ) 300
CRNAN ATOHX PCHOBHM (Y nepepaxyHxy wa JCKNAPYBAHIA
pasi siacyTHocTi OAMHINO Aikapeskol | (BLICYTHI 3aMi npo
MiKHAPOAHOT dopmi, rpy wikk 00 BLACYTIN
HETATENTORAHOT HA3BH) JAPCECTPOBAKI
NPENAPATH-AHANOMH)




3ATBEPJDKEHO
nocratosoro Kabinety Minictpis Ykpainu
BiJL 2025 p. Ne

IMopsnok
AeknapyBanus uin Ha Jikapebki sacobn 8 Hauionaasnomy karanosi uin

1. Lleit IMopsiaok Bu3nayae MexaHi3M aekaapysanus B HauionansHomy katanosi
UiH ONTOBO-BIAMYCKHHX IWIH HAa rOTOBI JKapchKi 3aco0M, AKI 703BOJEHI A0
3acTOoCYBaHHA B YKpaiHi, B TOMY YMCII Ha SKi BMAQHO [03BUI JUIA NapanenbHoro

IMIIOPTY.

2. Jlns uinelt usoro Tlopsaky nij «ONTOBA-BIAMYCKHA HiHA» PO3YMIETHCSA
ONTOBa-Bi/ANYCKHA WiHa, Bu3naueHa nyHkTom 4 Tllopsaky dopmysaHHs LiH Ha
NiKapchKi 3acOOM | BHPOGH MeAMYHOIO NPH3HAYEHHS, WIOJ0 AKHX 3aMPOBATKEHO
JepiKaBHE pery/lioBaHHs, 3aTBepuKeHoro nocranosoo Kabinery MinicTpis Vipainu
i 25 Gepesns 2009 p. Ne 333 “Jleaki nuTanHs AepiKaBHOIO PEryIIOBAHHA K Ha
AiKkapeski 3aco0u | BHpodu Meauusoro npusHavenns” (Odiuifinuii BicHHK YKpaiu,
2009 p., Ne 27, cr. 906).

3. 1linn ua nikapcbkuit 3acid y HanionaneHoMmy Karanosi UiH BH3HAYAIOTLCA Y
HatoHanbHIH Bamori YkpaiHd ©Oe3 ypaxyBaHHs [10CTa4albHHIIBKO-30YTOBHX,
TOPropebHUX (PO3APIOHIX) HAAOABOK, 3HUKOK T4 NOJATKY HA JOJAHY BapTICTh.

4, Jlo HauioHaNLHOro Katajory [iH BHOCHTBCH 3a/€KNapoBaHa OMNTOBO-
BIANMYCKHA UIHA TOTOBOMO JiKapChKoro 3acoly, #Ka HE MOXe MepeBMiyBaTH
su3Haveny MO3 rpannuny pedepeHTHY 1LiHY Ha JiKapchkui 3acid, po3paxoBaHy Ha
OCHOBI JJaHHX NPO LIHKM HA JIKapchKi 3acobn B pedepeHTHHUX KpaiHax (y pasi, AKIo
PO3PAaXyHOK IPAHHYHOI LIHK NPOBOAHTLEA ) BiANoBiaHO 10 Nopaaxy pedepysants uin
Ha fikapchki 3aco0M, saTBepkeHoro nocranosoio Kabinery Minictpis Ykpainn sia

Ne «JlesKi NUTAHHR ACPKABHOIO PEry/lOBAHHA LIH HA JIKapPChKi

32CO0H .

5. JleknapyBauHio MiAISraloTh ONTOBO-BIANYCKHI WIHM Ha JIKApChKl 3acobw,
AKI:

1) Bkmoveni no HauioHaTLHOTO nepeniky OCHOBHHX JIKapChbKHX 3acobiB,
3arBepaxkenoro nocranosoo Kabinery Minictpis Ykpainu sia 25 Gepesus 2009 p.
Ne 333 «/leaki nHTaHHA ASPKABHOTO PEryIIOBaHHA LIH Ha JIKapChbKi 3acobu | BHpoOH
meauyaHoro npusnadenns» (Odiwitnmi sBicunk Yxpaiuu, 2009 p., Ne 27, cr. 906)
(aani — HauionansHuil nepenik);
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2) 3riIHO 3 IHCTPYKIIECIO /U1 MEHYHOTO 3aCTOCY BAHHA NiIATal0Th BLATYCKY 38
PELENTOM, Ta He BK/IoueHi Jo HauionansHoro nepeniky;

3) skmoyeni a0 BuzHavenoro MO3 Iepeniky nikapebknx 3acobis, ki 3riHO 3
IHCTPYKIEI IS MEIMYHOTO 3aCTOCYBAHHA MiIArAlOTH Biamycky Oe3 peuenTa, He
pmoueHi a0 HamiowansHoro mnepeniky, Ha SKi NOWMPIETECS  PO3PAXYHOK

pedepeHTHHX HiH.

6. JleknapyBaHHs ONTOBO-BIANYCKHHX LIH HE MOWHPIOETLCS HA:

1) nikapchKi 3acobH, M0 3aKYNOBYIOTHCA BIAMOBIAHO 10 A0NOBOPIB KEPOBAHOTO
OCTYNY;

2) nikapeski 3aco0m, ski Bimodeni o [lepeniky nikapeskux 3acobis, AKi
nijnsraloTs  peimGypcauii 33  MPOrPaMoI0  JIEPAKABHUX  FAPAHTIH  MEIMYHOTrO
0GCayroByBaHHs HaceleHHs, 110 3aTBepaKyeTses MO3;

3) nikapchki 3acoDM, #AKi 3aKYMOBYIOTLCS JICPKABHUM  MIANPHEMCTBOM
“Meanuni sakynisai Yipainu” ax ojepacysadeM G10KeTHHX KOWTIB 1158 BHKOHAHHA
MpOrpaM Ta 3AiHCHEHHS IEHTPANI30BAHNX 3aX0JIIB 3 OXOPOHH 310POBA;

4) paniodapManesTH4HI NiKapchKi 3aco0n, HAPKOTHYHI, ICHXOTPONHI TiKapehKi
1acO0K, MEIHYHI ra3M, a TAKOXK JiKapChki 3aco6u (KpiM KOMOIHOBaH#KX ), IO MICTATH

PEKYPCOpH;

5) nikapchKi 3aC00H, NPH3HAYEH] /UTA HAJAHHA MEJHYHOT JOTIOMOTH HaceIeHHIO
npu 3dificrenni cneundivHol iMyHONpodirakTHKH indeKuifHMX 3aXBOPIOBaHD, AKI
BxoaaTs g0 Kanennapsa npodinaktrunux wernieHs B Ykpaiti, 3arseppkenoro MO3.

7. JlexnapyBaHHIO MiUISTAE WIHA KOWHOI [IKapehkoi (hOpMHM, N03YBAHHA Ta
CIIOKMBYOI YITAKOBKH JTIKapPCHKOTO 3aco0y:

BITYM3HAHOIO BHPOOHMLTBA - Y HALLIOHATLHIN BaMIOTI;

iHO3eMHOT0 BHPOOHHLITBA - Y HALIOHAIbHIH BATIOTI i3 3a3HaYEHHAM Odiuiiinoro
KypCY IPHBHI 10 iHO3eMHOI BaMioTH, BeTanoBaenoro HaionansHum HGaHKOM Ha gaty
NOAaHHs ACK1apauii LiHM Ha JIIKapChKHif 3acid.

8. MO3 3anyyae 10 3AIHCHEHHSA TEXHIMHOIO CYIIPOBOAY NPOLECY ACKIapyBaHHA
ONTOBO-BUINYCKHHX LIiH HA NiKapChKi 3aco0M aep:kaBHe nianpuemctso “Jlepkasunii
excrneprHuit ueHTp MiHicTepeTsa OXOpoHH 310poB’s Ykpaiuu™ (aani - Llentp).

9. Jl1s sexnapyBaHHs ONTOBO-BIANYCKHOT WIHW Ha TIKapChKMit 3aci® BIacHMK

peecTpaliifHoro nocBijlueHns Ha JKapchKHii 3acid abo #HOro ynoBHOBaKeHHH
npejacTaBHUK (aani - 3aa8HuK) nojae 10 MO3 Taki J0KyMenTH:
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1) 3asBy PO ACKIApyBaHHA 1iHH HA JIKAPCEKHI 3aci0 33 GOPMOIO, HABECHOK
B 1oaaTky A0 usoro Iopaaxy;

2) AOBIPEHICTh, 1110 3aCBiAYYE NOBHOBAKEHHA 3aABHHKA JCKNapyBaTH WiHY Ha
AiKapChKHii 3acif, 3 MepexIaloM Ha YKPaiHChKY MOBY, 3aCBIIYCHHM B YCTAHOBICHOMY
3aKOHOAABCTBOM  MOPSAKY, @00 KoMl Takoi JOBIpeHoCTi, 3acBi4eHY B
YCTAHOBJIEHOMY 3aKOHOAABCTBOM IMOPAJIKY:

MO3 nporaroM TphOX PpoOOMHX [HIB 3 IHA OTPHMAHHS BiANOBIAHWX
JOKYMEHTIB nyOnikye Ha cBoemy BeOcaiTi iHhOpMaLi0 1010 3aNPONOHOBAHHX 10
JCKNApYBaHHA [IHA Ha OpUTiHA/bHI (IHHOBaWiHHI) JTiKapehKi 3acobu.

10. V pa3i HaABHOCTI I03BOIEHUX J10 3aCTOCYBAHHA B YKpaini renepuunux ado
noaibHux GionoriuMmMx JiKapchKMX 3acobiB, HKi  MICTATL  AHAIOTIYHY 710
OpUriHAZBHOrO (iHHOBaUIHOIO) JIKapCLKOro zacofy (Ha #AKuil 3a1eKknaposana
ONTOBO-BIANYCKHA WiHA), A03BONEHOIO A0 3acTOCYBaHHA B YKpaiHi, MIKHapoIHY
HENATEHTOBAHY Ha3By (CKAa] ALIOYMHX peyOBHH) Ta (opMy BHIYCKY, ACKIapyBaHHA
ONTOBO-BIINYCKHOT LiHM Ha TakKi JIKapChKi 3aco0M 3MIHCHIOETBCA 3aABHHKOM 3a
ONTOBO-BIANYCKHOIO WIHOW, ska He nepesuirye 60 BincoTkis BiA  BapToCTi
3agexnaposanoi B HauioHanbHOMY KaTanosi wiH, ONTOBO-BIAMYCKHOI HiHM 3a
YIIAKOBKY Ha BIANOBiAHMI opurinansuuit (iHHOBauiiuuil) nikapcexkuit 3acib (s
nepepaxyHKy Ha OJHHHILO MiKapcekoi (opME mikapeekoro zacody). V pasi, Sxuwio
JO3YBaHHA TAKOrO JIKAPCBKOrO 3acofy  BIAPISHAETBCH  Bil  OPUTIHATHLHOTO
(iHHOBAWIHHOrO) JiKapcLKOro 3acody, POIPaXyHOK iKW OJAHHHII JIKapesKoi Gopmu
JKapehKOro 3aco0y 3AIHCHIOETHCA HA OCHOBI LIHH OIMHUIL MACH JIIFOMOT PEYOBHHH, 3
NOAANBIIMM PO3PAXYHKOM IIHK 33 OMHULIO NIKapChKoi GopMH Ta JeKnapyBaHHAM
ONTOBO-BIAIYCKHOT LIIHH.

11. JlokymenTn ans JeknapyBaHHs LiHM nojaioTees a0 MO3 sassBHukoMm B
eNeKTpOoHHIH (opMi 3 HAKIAJAHHAM EIeKTPOHHOIO MIANKCY B YCTAHOBICHOMY
3aKOHO/1aBCTBOM TIOPAIKY.

BianoBiAaisHICTh 34 HEAOCTOBIPHICTb 3a3HAYEHOI B TAKHMX JIOKyMeHTax
iHpopmallii NoKnataeTbCa Ha 3asBHHKA.

[lepenix qokymeHTiB, 3a3Hadenuit y myskTi 9 usoro INopsaky, 1is npoueayps
NeKIapyBalHe € BUUEPITHHUM.

12. Y pa3i, AK110 nojiaHa 3asBHUKOM V1A JIKIapYBAHHA OMTOBO-BIAYCKHA LiHA

MepeBHUIYE BH3HAYCHY rpaHuuHy pedepeHTHy uiHy, sigomocti g0 Hauionansnoro
KaTa/I0ry UiH NPO TAKHH TIKapCLKHi 3aciD He BHOCATHCS.

13. V pa3i koiu JOKYMEHTH, 3a3HayeHi y nyukri 8 usoro [lopsaky, noaani He B
noHoMy obcazi, ohopmiIeHi 3 NopywieHHAM yeranosiennx sumor, MO3 npuiimae
PIlIEHHS NP0 3AIMILICHHS 3asBH Ge3 pyXy WASX0M HAJICHIAHHS 3a5BHUKY MTHCHMOBOTO
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NOBIZOMIEHHS TIPO 3ATMILEHHA 3a8BH 0e3 pyXy MPOTATOM TPHOX PODOUMX JHIB 3 JHS
OTPUMAHHA 3a4BH.

YV NOBiZIOMIEHHI NPO 3aMMILCHHA 3a88H 0e3 pyXy 3a3HaualOThes BHABJICHI
HENOMIKH 3 MOCHIaHHAM Ha nopymeni Bumory usoro [lopanky, cnocié Ta cTpok
YCYHEHHSA HEJOMNIKiB, @ TAKOK CIIOCOOH, NOPAILOK T4 CTPOKH OCKAPHKEHHS PILICHHA PO
JANHIIEHHS 33984 0e3 pyxXy.

MO3 BCTAHOBIIOE CTPOK, AOCTATHIN [UIN YCYHEHHA 3aABHHKOM BHSB/ICHHX

HeaoniKiB. 3a knonotanusMm 3assHuka MO3 mMoxe MpoaoBKHTH CTPOK YCYHEHHS
BUABIEHHX HEJOMIKIB.

HeoOrpyHTOBaHe 3aHileHHs 3as84 Oe3 pyXy HE JI0MYyCKacThes.

V pa3si ycyHeHHs BHSBICHHX Hel0NiKiB y CTpok, BeraHoraenwin MO3, sasnsa
BBAXACTLCA MONAHOI0 B ACHL 11 NepBHHHOrO noaanus. [Ipy ubOMY CTPOK po3risay
CMIPaBH NPOJOBKYETHCA HA CTPOK 3ANHLICHHS 3asBH 0e3 pyxy.

He nonmyckaeTses NMOBTOpHE 3aiuuIeHHs Oe3 pyXy 3asBH, B AKIH YCYHYTO
BHAB/IEH] HEJIONIKH, 3a3HAYEH] B MOBIJIOMJICHHI PO 3AIMINCHHA 3a7BH 0e3 pyXy.

13. 3a yMOBM noAaHHs B NOBHOMY OOGCA3] Ta HANCKHUM YHHOM OQOPMICHHX
aokymentis MO3 nporsronm 30 kasneHaapHHX [AHIB MPOBOHTE NEPEBIPKY, 3IHCHIOE
PO3PaxXyHOK PaHHUYHOI BiANMYCKHOT (po3aApiOHOT) WiHK 32 YNaKOBKY J1iKapehKOro
3aco0y Ta TpHiiMac pilleHHs NpO [SKIapyBaHHA WIHM HA JIKapCLKHUi 3acid,
3aNpPONOHOBAHOT 3aABHUKOM, | BHOCHTD BiIoMOCTI 10 HallioHaIbHOrO KaTanory wiH,

14. PospaxyHoK rpaHu4Hoi BianyckHoi (po3apiOHOl) WiHM 33 YNMaKoBKY
nikapcekoro 3acody ificuioerses MO3 3a Takoo Gopmynow:

I'PLlyn = Lln + Hn + Hp + T/IB,
ae

Pllyn — rpasuusa BiAnmyckHa (po3apiOHa) 1iHAa 3a YNakoBKY JIiKapChKOro
3acody;

L1 — 3anponoHoBaHa 3asBHUKOM 10 ACKIAPYBaHHA ONTOBO-BIANYCKHA [IHA Ha
JniKapcbKuii 3acit;

Hn — rpauuuna noctavaibHULULKO-30yTOBa Ha10aBKa;
Hp -~ rpaunyna Toprogensha (po3pibna) nandasxa;
[1/IB — noaaTok Ha A0AaHy BapTiCTh.

15. Buecenns onroso-siAnyckuoi uinu supobuuka abo iMnoprepa (B TOMY
HHCI THX, AKI 3MIACHIOIOTD NapaiebHiil IMIIOPT JIKAPCEKUX 3ac00iB) AiKapeLKOro

3aco0y no HauonansHoro karanory 1 3aiHcHIOETbCH Ha nigctasi Hakasy MO3 npo
3aTBEPUKEHHA 3a1€KIapOBAHOT LITHM.
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16. Bukmoyenna 3 HauionansHoro xarajory uiH BiiomocTedl npo uiHy Ha
AKapehKHit 3acid 31IHCHI0ETHCA:

y 38'A3KY i3 3aKiHYEHHIM CTPOKY Aii peecTpauiiHOro MocBiIYeHHs  Ha
nikapchkuii 2aci6 abo 403BOY NapaneabHuil IMIOPT 1A JiKapehkoro 3acody:

33 3aABOIO 3AXBHMKA, MOJAHOK YV JI0BINBHIH hopmi:

Y pasi NepeBHILeHHS PiBHA IPAHHYHOT LiHH.

17. OckapxeHHA pilmieHs, NpuitHATHX Bianosimkwo ao usoro Ilopsiaky,
FUHCHIOETHCA Y MOPAIKY AAMIHICTPATHBHOTO OCKapkKeHHS BIANOBIAHO 10 3akoHy
Ykpainn «ITpo agmiHicTpaTHBHY npoLenypy» ta/abo B CyJ10BOMY NOPAIKY.




Jasna

PO ACKAapYBaHHA LN Ha JTiKapesknil 1acib

Bin Ne

Fasnnuk:
Haiimenypanns
MicueIHAX O UKEHHA
ILLE. xepignnxa, 1€,

VnoBHOBaXREHA 0¢oDa JaABHHKA:
Ha#lmenysanus
MicueIHaxapReHHR

[LLB. kepinnnxa, Ten.

T1.LE. kouTakTHol ocobu, 1e.

HAoparox

no NMopaaxy aexknapysasHs

WiH HA TIKAPCHK] 1CO0H

» HauiosaabHoMy Karanosi uin

MubxHapoaHa Toproseas | ®opma | Mloay- | Kinekicte | Hafimenysan | Kon | Howep Jasenena no | Kateropis Opurinans-
HENATEHTOBAHA | HA HA3BA BHITYCK | BAHHA | OMHMLEL | WA AT | peectpauifino | nexaapysan | JKapCukoro | HuR
abo NiKapeHKor |y nikapck- | BHpoGHnka, | X ro uA Uina pa | sacoby* ( IHHORALLIH-
saranbHONpHKER | 0 3008y KOro Kpaina NOCBIAMCHHE | JliKAPCHRMI HIH)
Ta HIIBA sacoby y alo a0seony | 3acid, rpu AIKApCLKHIl
NKAPCHROTO CHIOAHE- na 3acib (Tax/ui)
3ac0dy ik napascasHni
YNAKORIL IMIIOPT Ha

JHKAPCHKHA

3acid
1 2 3 q 5 6 7 8 9 10 11




* Bruoveni 10 Hationausuoro nepeniky ocHOBHEX NiKapehkuX 3acobis, sarsep/ukenomy nocranosolo Kadinety Minictpis VYipaiau gin 25 Gepeing
2009 p. Ne 333 «Jlestki NHTAHAS ICPRABHOIO PETYIIOBAHHA 1LiH Ha AiKapei sacotu i BHPoOH MeMYROTO NpHIHaticHHA» (11 — Hauiosansini
fepeaix) afo AKi ALHO 3 IHCTPYKIICIO /1% METHYHOTO JaCTOCY BAHHA NUUIIIaioTh BUNTYCKY 3a PeLeITToM Ta He BKoyeHi 1o Hanionaasnoro nepeixy
aB0 AKi U0 3 IHCTPYKIEO V1% MEIHIHOTO 3aCTOCY BANNA NLLIATAIOTH Bianycky Oe3 peuenTa, Ta He BKAIOYeHT 10 HalonamsHoro nepeniky.

** 3aMOBMIOCTHCA NLE 1A TIKApChKHX 3acoBis inoleMHoro BHpoGHuIBa.

(nocana ynosHoBaxeHo! ocoln) (mizmme) (ILLE.)




3ATBEP/UKEHO
nocrasiosoto Kabinetry MinicTpis Ykpainu
BiJl 2025 p. Ne

IMopsaox

cTBOpennst Ta ynpapiinna HanionaasHum KaTajorom uin

1. Lleii Tlopsaok BH3HAYac NMOPSAOK CTBOPEHHA, (OPMYyBaHHS, BEJEHHS Ta
BHECEHHA 3MiH 110 HauioHaIbHOrO KaTanory uiH.

2. HanionaneH#ii Katanor (id MICTHTL BiIOMOCTI MPO 3a/eK/1apoBaHy ONTOBO-
BIZMYCKHY LiHY Ha Jikapeskuii 3aci6, Takosk BiioMocTi nepeabadeHi NyHKTOM 6 1koro
[Topaaxy.

3. OnToBO-BiANYCKHI LiHKM HA Aikapcbkuii 3acié y HauionamHomy xaranosi uix
BH3HAYAIOTLCS Y HALlIOHATBHIN BamoTI YKpainu Oe3 ypaxyBaHHA N0CTa4aibHHIIBKO-
30yTOBHX, TOproBenbHuX (po3apiOHMX) HanOaBOK, 3HWKOK T4 NOAATKY HA J0AaHY
BapTICTh.

4, BioMOCTI Npo 3aaeK1apoBaHi ONTOBO-BIAMYCKHI 1IHK HA NIKApChKHii 3aci
pHOCSThCs A0 HanioHansHoro karanory uid Ha mnigcrasi sakazy MO3 mpo
AEK/IapYBaHH LiHK HA JTIKAPChKi 3aCO0H.

5. HaulonansHuit katanor uix gopmye 1a Beje B enekrponHomy surisii MO3
3a (hOPMOKD, HABE/IEHOIO B ZIOJIATKY /0 1LOro [opsaky.

6. Jlo HauloHansHOTro Katanory UiH BHOCATHCA BIAOMOCTI Npo:

MIKHADOJAHY HENaTeHTOBaHy abo 3aralbHONMPHITHATY HA3BY JIIKApPCHKOro
3aco0y. SIKII0 NiKapchKui 3acid MICTHTD JICKLIbKa AKTUBHHX PEYOBHH, 3a3HA4AI0THCA
BIJIOMOCTI NPO aKTHBHI PEHOBUHM JIIKapPChKOT0 3acody;

TOProBeibHY HA3BY JAIKapChKOro 3acody;

bopmy BHIYCKY;

A03yBaHHA. SKWIO 1iKapChKMi 3acid MICTHTH JIeKinbKa aKTHMBHHX PEYOBMH,
BKa3YIOTECA BIOMOCTI PO  KUILKICHHMI CKNQJ KOXKHOI AKTUBHOI PeYOBMHM
AIKapebKoro 3acoby;

KUTBKICTB OJIMHHITL JIKAPCLKOTO 3ac00y ¥ CHOXKHBYIH YIIAKOBII;

HaliMeHyBaHHA BUpOOHHMKa, KpaiHy;

(hapmakoTepanesTHUHY rpyfy, A0 SKOIi BXOAMTH Ai0Ya peHOBHHA (PEYOBHHH)
nikapcbkoro 3acoby (kon ATX);

HOMEp PeccTpallifHoro MOCBIIYEHHA Ha JiKapchKuil 3acid abo po3sony Ha
napaneJbHHA IMIIOPT Ha JikapebKuit 3acib;
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yHiKanpHuil igenTHdiKaTop nikapeskoro 3acody, 1o GopMyeThes Ha nijicTasi
sanucy B JlepxasHoMy peecTpi JIIKapChKHX 3aco0is;

3asBjIeny /10 JeKIapyBaHHs ONTOBO-BIAMYCKHY IiHY Ha Jikapchkuil 3acid y
TPHBHAX;

Kateropis Jikapcekoro 3acoby (BkmoueHi o Hauionanshoro nepesniky
OCHOBHMX JHKAPCHKHX 3acobiB, 3aTBepraeHoro nocranosoro Kabinery Minictpis
Vkpainn Bin 25 Gepesns 2009 p. Ne 333 «Jlesiki NUTaHHA JEPKABHOTO peryioBaHHs
wiH Ha gikapceki 3acobm 1 BupodM MeandHOro npusnadenus (Oiuiinui BicHHK
Vipainun, 2009 p., Ne 27, cr. 906) (2ani — Hauionansnuii nepenix) abo aki 3riauo 3
IHCTPYKUI€HO /18 MEIHYHOTO 3aCTOCY BaHHA NUIATAITh BIAMYCKY 33 PELCNITOM Ta He
prmoyeni 10 HauionansHoro nepeniky abo siki 3rijIHo 3 IHCTPYKIIEIO 118 MEAMHHOTO
3CTOCYBAHHA MUIAraloTs BiANycky 6e3 penenta, Ta He BKIo4YeHi 10 Hauionanstoro
nepemiky);

BiJHECEHHA /10 OPHITHANBHHX (IHHOBAIHHNX ) JIIKAPCHKUX 3aC001B;

pO3paxoBaHa rpaHKH4Ha BiANycKHa (po3/ApiOHa) KA 3a YNaKOBKY JiKapeeKkoro
3acoby (kpimM Jikapcekux 3aco0is, siki npuabaBaloTbes Ta/abo BIAUWIKOAOBYIOTHCS
NOBHICTIO 260 HACTKOBO 33 PAXYHOK KOIITIB JlepAaBHoro 1a/abo MicueBux GroukeTiB);

oiuifinuii Kypc Ta BHA HO3eMHOT BaNOTH, BCTaHOBAEHMH HauloHanbHHUM
faxkoM YKpaiHu Ha AaTy NOJAHHSA AeKnapaiil winu Ha nikapebkuii 3acit;

nary i Homep Hakasy MO3 npo JekiapyBaHH# WiHK Ha JiKapebkuii 3aci6.

7. ¥ HauioHaNbHOMY KaTano3i 1iH J0NYCKatThCH BHIPABICHHA TEXHIYHOTO
xapakrepy, fiki BHOCAThCs 110 HalionanbHoro karanory wid Ha nijctasi nakasy MO3.

3 meTor indopMaLiiHO-TeXHIuHOrO 3a0e3neyeH s (opMyBaHHS, BeICHHS Ta
BHeceHHa 13MiH a0 HauionansHoro karazory uin MO3  sanydae nepkapHe
nianpuemcrso “Jlepkasnuii excrnepruui uentp MinicTepcTBa OXOPOHH 3/10pOB’s
Ykpainn".

8. MO3 po3smintye HationansHmit Kataior Uid y BIAKPHTOMY A0CTYTII Ha CBOEMY
odiuiiinomy BedcaitTi.

9. HaujoHanbHuii Karalor WiH OHOBIIOETHCS IIOMICAYHO Y nepuiuii podounii
ACHb MICALA HA OCHOBI ZIEKNAPOBaHO! BHPOOHMKOM LiHH.

10. HauionaasHuit KaTaior Wi neperngaiacTbesa OHH pa3 Ha WIiCTh MicALIB abo
3a HeOoOXIAHICTIO Y pa3i KoaMBaWHs Kypcy HauioHansioi samotd. llepernsa uin
BupoOHHKa abo iMnoprepa JiKapchbKUX 3aco0iB y rPUBHI MOXKIMBHIA Y pa3i 3MiHM
oditiiHOTO Kypey rpuBHI 10 yMoBHOT oqmuuii (1onapa CIIIA aGo espo) Ginbine wik
Ha 5 Bigcorkis Big o@iuiliHoro kypey, BerasosiaeHoro Hauionwanshum OaHkom

Ykpainn Ha nepuinii poGouHi [€Hb HACTYNHOrO Micsus, KON BiAOYlNOCs Take
KO/IMBAHHS.
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11. Ilina supobuuka abo iMmopTepa IiKapcLKOro 3acody, BHECEHA 110
HauioHanbHOro Katanory UiH, Moxe OyTH 3HHKeHa B Oyab-KHI MOMEHT Ha 3anut
3afBHHKA, HE3AICHKHO BiJI BATIOTHHX KOJIHBaHb.

12. Bukmouewns 3 Hauiosanssoro karaiory UiH BIIOMOCTEH 1po
3a/1eKIapOBaHy [Ny Ha JiKapChKHif 3aci0 311HCHIOETHCS:

y 383Ky i3 3aKiHYeHHSM CTPOKY /il PeecTpauiifHoro MOCBiA4YeHHS Ha
AiKapebKuif 3aci6 abo 10380y Ha napanexbHU IMIOPT Ha JiKapchKUii 3acid;

34 3a8BOIO 3aABHHKA, MOJAHOK0 ¥ 10BUILHIH (opmi;

y pasi nepeBHIieHHs PIBHA TPAHHYHOT LIHM.




HauioHaabHui KaTaJor uin

Honarox

J0 Tlopaaxy
creoperns Ta ynpasainns Hanionansunm
KaTanoroM win

Museapaosa Toproscona | Topua | Sosvean | Kiskiers Hafmony e | Koo Hoseep YHIRHHR S w Kaveropia | Opansuannnid | Fospaxoris Opipdndt | Jara m nomep
nenareiTosANa Mo nased _Ryoxy " o | & mmpotin, | ATX | pecorpauiimoro | Leentinexatop | assaapysatin | AKAECHOO Civmomaiudsng ) TPAHYHA VP T8 nawty MO
AR EOPHARETS | SIKapCIRon) (KPR ROT Kpaiim POCHIANCHNIR 11 | SEApCHROD 1A e Jacohy* Iapch il BLATVCKNH THOMEMHGE opo
AR TIRTPCH RN ) oty 0oy ¥ anapesasil 0oy, m TKapcssasii =i {easoui {poxspafina) BN, ACKPINAHI

w00y cnosspail el ¥ mw_\mg w0, 1P ik 1 2CTAONIENI 180
yImRoR IOy Ha Wil I T MERORKY Hatsooamamny | kapcucnit
e sl Y N AEAPLHKOTY {astiom et
INFOPT 6t Jlepacamponey oGy (Kpiv Yepaiin ma
ksl peecip FKAPCLIEN SN THUEAHHA
il AAPOs KIS 1acodim, 3K1 Aeknspaial
mcobin MpNAlARaTCA i na
el Xiapchaondi
BLKOAOEVIOTH st
o8 noRtcTI 2o
WRCTROMO 18
PO MO KUUITTR
2EAABHOND
T/a50 MICIRENX
(K HETIR. Fpot
I 2 3 4 5 o 7 s 9 1) n 1’ 3 4 IS

* Braoveni 10 HaloHUILHOro NEpetixy ocHomiix NIKIPCsEnX 1acodis,
NEPAIEHOTO PEEYAIOBANHR LWIH 12 HIKEPCHKT 3aC00H | BHPOGH MEPINOTO IPIIHAMEH N (Aani -
GIAARrAIOTH BUANYCKY 30 PEUEITOM T8 He sxonoteni 16 HaulonansHoro nepesicy abo axi Ko

axnovenl 10 HamioHahHONo DEPEIiKY,

yrepaenoro nocTanosowe Kabivery Minicrpin Ykpaiki 6in 25 Gepeans 2009 p. N 333 oJlenxi nuranns

*% JanoBHIOETECA AHIE 18 JIKAPCHEHX 3aC00IN IHOSEMHBOTO BIPODINIITEL

Hauiosaasidi nepenix) ado SKi 3rimo § iCTpykiien 1% MeayHoro sac1ocy BaHiA
3 IHCTPYXIUIEO 400 METNYHOTO SICTOCYRAHHR THLIAraOTS Bianycxy 63 peuenta, 1a we




3ATBEP/IKEHO
nocranosoro Kabinetry Minictpis Ykpaiuu
Bl 2025 p. Ne

Mepeaix
nocranor KaGinery Minicrpis YKpainu, o BTpaTHIH YHHHICTH

I. Tlocranosa Kadinery Minictpie Ykpainu Big 2 aunus 2014 p. Ne 240
«[TuTanns aeKiapyBaHHs 3MIHH ONTOBO-BIANMYCKHMX [IH Ha JIKapceki 3acodu»
(Odiuiiinmii Bichuk Yxpainn, 2014 p., Ne 56, cr. 1528),

2. Tlynkt 3 3miH, w0 BHOCATLCA 10 noctanos Kabinery Minicrpis Ykpainu,
3aTBepKeHHX noctasoroio Kabinery Minictpie Ykpaiuu Bin 22 xksitea 2015 p.
Ne 449 (Odiuiitnnii sicauk Yxpaiuu, 2015 p., Ne 54, c1. 1740).

3. Iynkr 2 3min, mwo sHocaTses 10 nocrasos Kadinery Minictpin Ykpaiuu Bia
17 wostHs 2008 p. Ne 955 i Bia 2 nunna 2014 p. Ne 240, sarsep/KeHHX OCTAHOBOIO
Kabinety Minictpis Vkpaitn sia 25 civns 2017 p. Ne 43 (Odiuidinuit BicHuk Y kpaiin,
2017 p., Ne 13, cr. 361).

4. INTocranosa KabGinery MinictpiB Ykpaiuu Bia 3 keitus 2019 p. Ne 426 «llpo
pedepeHTHe UIHOYTBOPEHHS HA JesKl JIIKApChKi 3aco0M, 110 3aKYNOBYIOTECH 3a
oromxerHl kowryy (Odiuiiinnii Bichuk Ykpainu, 2019 p., Ne 43, ct1. 1483).

5. Ilynxr 3 3min, wo BHocaThes Ao nocraHos KaGiwery Minictpis Ykpaiau,
zaTBepKeHnX noctadoBoo Kabinery Minictpis Yipainn 8ia 27 nucronana 2019 p.
No 1172 «/leski nuranns 3abe3neueHns ePeKTHBHOIO (YHKLIOHYBAHHA CHCTEMM
3aKyniBe/b JiKapCchbKUX 3aco0iB, MEIHYHHUX BHPODIB, ONOMIKHHX 3ac0o0iB Ta IHIIHX
ToBapiB MeanyHoro npuinavenus» (Odiminui picunk Yipainun, 2020 p., Ne 10,
cr. 373).

6. INynkt 3 1a 6 3miH, wo BHocAThea A0 nocrados Kabinmery Minictpis
Yxpainu, 3arsepaxenux nocraHoBow KabGinery Minictpis Vkpainu Bin 15 KBiTHs
2020 p. Ne 282 (Odpiniinnii Bicuuk Yxpaiuu, 2020 p., Ne 34, ct. 1137).

7. Ilynkt 4 1a 6 3min, wo sHocaTees Ao nocranoB KaGinery Minictpis
Ykpainu, 3arsepukeHHx nocranoow Kabinery Minictpis Ykpainu Big 27 ciuxs
2021 p. Ne 61 «Jleaki mUTaHHA 1OA0 AOMOBOPIB KEPOBAHOTO AOCTYIY T4 3YMHHEHHS
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aii abzany nepuworo myekty 1? nocranosu Kabiwetry MinictpiB Ykpaiun sin 25
Gepesus 2009 p. Ne 333» (Odiuifinnii Bichuk Ykpainn, 2021 p., Ne 11, cr. 466).

8. IMynkT 4 3MiH, WO BHOCATLCA A0 AeAkHX noctanos Kabinery Minicrtpis
Vkpainu, sarsepakennx nocranosoro Kabinery MinicTpis Ykpainu Bia 29 bepesns
2021 p. Ne 267 «Ilpo BHeCeHHS 3MIH Ta BH3HAHHS TAKHMH, 1O BTPATHIM YHHHICT,
aeakux nocraHos KabGimery Miwictpis Yipainu» (Odiuifinuii BicHuk Ykpaium,
2021 p., No 28, ct. 1588).

9. Ilyuxktu 3 12 9 3min, wo BHOCATLCA A0 nocrasoe Kabdinety MinicTpis
Vkpaiun, 3ateepxeHnx nocradoporo Kabinery Minictpip Yipainn sin 28 aunns
2021 p. Ne 854 «Jleski nutanns peimOypcauii Jikapchkux 3acobiB Ta MeAMYHMX
BHpOGIB 33 NPOrPaMOKd  [IePKABHWX rapaHTiii  MEAMMHOrO  00CHYroBYBaHH:
HacenenHs» (Odiuiitnuit Bicauk Ykpainu, 2021 p., Ne 67, cr. 4230).

10. TMysxkr 1 1a 3 3MiH, wo BHOCATECA 10 nocranos Kabinery Minictpis
VipaiHu 1040 pedepeHTHOro LHOYTBOPeHHs Ha JesKi JKapeeki 3acob, mo
3aKYMOBYIOTBCA 3a OIOUKETHI KOWITH, 3aTBEpAEHHX nocTaHoBoio Kabinety
Minictpis Ykpainu Big 4 xkostha 2022 p. Ne 1117 (Odiniiinnit sicuuxk Ykpainu,
2022 p., Ne 81, cT. 4950).

1. Mysxrs | ta 5 3Min, mo BHOcsTLES 0 nocranos Kabinery Misnictpis
VKpaiHu 1010 BNOPSAKYBaHHS HAlMCHYBaHb OKPEMHX peecTpiB y chepi oXopoHH
310pOB s, 3aTBepKeHHX nocranoBow Kabinety Minicrpip Yipainn sin 14 Gepesns
2023 p. No 221 (Odiuifinmii Bicuuk Ykpainu, 2023 p., Ne 32, cr. 1718).

12. Iynxr 40 3MiH, nio BHOCATRES J10 noctanos KabGinery Minictpis Ykpainu
OO BUKOPHCTAHHS NEYaroK, 3aTBepKeHHX nocraHoBow Kabinery MinicTtpis
Vpainu Bijg 29 Gepesus 2024 p. Ne 344 «[1po BHeceHHs 3MiH A0 noctaHoB Kadinety
MinicTpis YkpaiHu 1010 BUKOPHCTAHHA NMEYATOK Ta BH3HAHHA TAKMMH, 110 BTPATHIH
YHHHICTb, AeSKkuX noctanos Paau Minictpis Ykpaincekoi PCP ta KabGinery Minicrpis
Ykpainu» (O¢iniiinuii Bicauk Ykpainu, 2024 p., Ne 33, cr1. 2096).

14, Tlynxt 4 1a 6 3MiH, mo BHOCATLCS 10 nocrasor KabGinery MinicTpis
Ykpainu 3 nUTaHe NapalenbHOro IMMOpPTY MIKAPChbKHX 3aco0iB, 3aTBEPIKCHMX
nocranosory Kaditery Minictpis Ykpaiuu sij 14 mororo 2025 p. Ne 166.




AHAJI3 PEIYJSITOPHOI'O BILIMBY
a0 npoekty nocranosu Kabinery Minicrpis ¥Yxpainu «/leaxi nuranns
ACPAABHOIO Pery/1l0BaHHA Uil HA JikapebKi 3aco0m»

I. Buznauenus npobiaemu

Mpoekt mnocranosn KaGiwery Minictpis VYkpainu «Jleski nutaunus
JEPAABHONO PerymioBaHHs UiH Ha JiKapchKi 3acobu» (1ani — NpOEKT NOCTaHoBH)
pospobaeno 3 merowo peanizauii crarri 203 3akony Ykpaiuu «[lpo nikapebki
3aco0M» (31 3minamu, BHeceHUM 3akonoMm Ykpaiuu sia 12 motoro 2025 poky Ne
4239-1X «Ilpo BHeceHHs 3MiH 10 JeSKMX 3aKoHis YKpainu mono ocobansoctei
NepKABHOT peccTpalii TiKapchKHX 3acobiB, AKI MOKYTE 3aKYNOBYBATHCA 0C0ODOIO,
YNOBHOBAKECHOIO Ha 3/AIMCHEHHS 3aKyniBenb Y chepi OXOpOoHM 310pOB’s, Ta
BPErYJIOBAHHS OKPEMHX MATAHb, MOB S3aHMX 3 peanizallicio NiKapchKkux 3acobisn).

3axonom Ykpainu gin 12 mororo 2025 poky Ne 4239-1X «Ilpo BHeceHHs 3MiH
[0 AeSKMX 73aKOHIB YKpaiHW 100 O0cobIMBOCTEH JlepxasHOT peecTpauii
AiKapchbKUX 3aco0iB, AKI MOXKYTH 3aKyNOBYBATHCA 0C000I0, YNOBHOBAKCHOK Ha
3AIMCHEHHS 3aKyMiBeab Y chepi OXOPOHH 310POB S, Ta BPEry/TIOBaHHS OKPEMUX
MUTaHb, MOB N3aHKX 3 peadizauicio Jikapebkux 3acobie») 3axon Yxpainu «llpo
miKapchKi 3aco0M» [IONOBHEHO HOBOIO cTarrerd 203, AKOW  3anpoBaKeHO
cTBOpenHs HauioHansHOro Kataiory 1iH, /10 SKOro BHOCHTECA 3a/1eK/1apoBana 1ina
pupoGHHKa abo iMnoprepa 1iKapchbKoro 3acofy, fKka He MOKE NePeBHILYBaTH 1iHY,
pO3paxoBaHy #K CEPEIHE 3HAYCHHA TPHOX HAHHMAYMX WIH BIANOBIIHOIO
nikapceKoro 3acody (3a MiZKHAPOIHOK HENATeHTOBAHOK HA3IBOI) ¥ pedepeHTHHX
KpaiHax.

Mexatism pedpepyBanis, y3ro[KeHHS, 3aTBEPKEHHA Ta peecTpauli UiHW
BrpoGHuKa abo iMnopTepa ikapebkoro 3acoby 8 Hauionanssomy katanosi uin, a
TAKOK MOPAZOK JEKIapyBaHHA Ta pedepyBauHs LiH IHHOBAUIAHKX JIKAPCHKHX
3aco0is (opuriansHuX) 3arsepaxytoThes KaGinetom MinicTpis Vikpainu.

TakuM 9HHOM, BHHHKIA HeoOXiaHicTh 3arsepaxenHs KaGiverom MinicTpis
Vipainu [Nopsaaky pedepysanns win Ha aikapeski 3acodu, [opsanky aexkaapysanns
LiH Ha JiKapceKi 3acobu B HauioHanbHOMY KaTaznosi wiH, a Takox [Nonokenus npo
HauioHanbHH# KaTtanor wiH.

[MpoekT mnoOCTaHOBH PoO3pobICHO 3 METOK 3anodiraHHs  NoJATLIIOMY
NiABUILCHHIO [iH Ha JiKapchKi 3aco0u Ha TepuTopil Y KpaiHH.

OcHoBHI rpyn#, Ha sKi npobaema CrnpasiIse BILIHE:

Fpynu (niarpynus) ~ Tak Hi
 'pomanssy . :
Jlepxasa + -
Cy0 exTH rocnosaproBaHys, + = ‘
y TOMY uucai cy®'ekTH Manoro + -
NINMPHEMHHIITBA

BperynmoBanns 3a3Ha4eHHX NPoONEMHHX [MHTaHb HE MOXKe OYTH 3/1iICHEHO 3a
JONOMOTOH):

PMHKOBHX MEXaHi3MiB, OCKUIBKM Taki NMHTaHHA PeryiioiThCs BHKIIOUHO
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HOPMATHBHO-TIPABOBHMM AKTaMH;
AIOUMX PEryIATOPHHX AKTIB, OCKIIBKH YHHHWM 3aKOHONABCTBOM MOpPYIUEHI
MATAHHA HE BPEryIbOBaHi y moBHOMY 00cs3i.

11, Liisi AepAaBHOIO pery.ioBaHHs
[MpuitusTrs  npoekTy akrta 3ale3neyuTs  BPCryJIIOBAHHA  MHTaHHA
ILIHOYTBOPEHHS Ha JIIKAPChK] 3aCO0M IIAXOM BH3HAYCHHA:
Mopsaxky pedepyBatHa WiH Ha TIKapCLKI 3ac00M;
MopaaKy AekiapyBaHHA 1iH Ha Jikapeski sacoOu 8 HauioHanbHOMY KaTanosi
iH;
[Monomenns npo Hamonansnuil kaTanor i,

I11. Bu3sHAY“EHHSA T2 OUIHKA ALTEPHATHBHHX CNOCODIB NOCATHEHHA HiTeH
1. Bu3HAYEHHSA ATHTEPHATHBHHX CIIOCO0IB

Bua ansrepHarusu OnuHe anbTepHAaTHBH i
AnsTepHarusa l. He 3abesneuye pocar#eHHs Uineil aepxkasHOro
36epexenns cHTYALI, perymoBanus, nepeanbauenux y posgini Il usoro
KA ICHYE Ha Lei vac aHasisy.

[lurans UWIHOYTBOPEHHS HA 1IKapChKi 3aco0M He
BPETyJbOBaHO. B
| AnbTepHaTHBa 2, TMpuitHaTTs NPOEKTY axKra zabe3neunTs
TTpUHHATTA NPOEKTY AKTa | BPEry/OBaHHS NUTAHHS UIHOYTBOPEHHA HA JiKapChKi
3acO0H IIAXOM BHIHAMCHHS:
[Nopsaky pedepyBanns WiH Ha JIKAPCLKI 3aC00H,

[Mopsaky AeKnapyBaHHS UiH Ha JiKapekki 3acobu B
HauioHaibHOMY KaTanosi wiH;
| TMonoxenns npo Hauionanpuuii katanor wid.

2. Ouinka BHOpaHHX ILTEPHATHBHUX CNOCODIB AOCATHEHHS LIk
OuiHKa BIUTHBY Ha cdepy iHTepeciB JAepkaBsH

. Buja ansrepHaTtusH ~Buroau Butpatu

AnbrepHarusa | BiacyTHi. Butpati BiACyTHI.
[TuTanns  WiHOYTBOPEHHS
Ha JiKapceki 3acobu  He

BPETyJIbOBAHO,

Anbreprarusa 2 3abesrneycHus HanexHoro | BiacyrHi.
JIEPIKABHOIO Peauniszauis HOJOXKEeH
UIHOY TBOPEHHS Hd | MPOEKTY akTa He norpedye
MKapchKi 3acobM WIAXOM | BUTpaT aepkasHoro ta‘abo
BH3HAYEHHA: MICLEBUX DIO/KETIB.

Iopsaaky  pedepysanns
IiH Ha NIKApChKi 3ac0o0M;
INopaaky aexknapysaHHs
UiH Ha J1IKapChKi 3acobM B
HauioHansHoMy  Katanosi
LiH;
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[onowenns npo
HauioHaabHni Karanor
LiH.

Ouinka BrUMBY Ha cdepy IHTEpeciB rpoMajisH

Bua ansrepHaTHBH Burosm Butparu
AnbrepHaTusa | Bincyrni. Llinoyrsopenss | ButpatH, nos'ssani 3
Ha Jlikapcbki 3aco0H He | MIABHIIEHHAM Wi Ha
BPery/IbOBAHO. NKAPCHKi 3aCO0H.
AnsTepHarusa 2 CraGinizamis  uin Ha | Burparu BUACYTHI.
JIIKapchKi 3aco0M.

Ouinka sBraMsy Ha chepy iHTepeciB cyd €KTIB rocnoaapiOBaHHsA

[lokazuuk Beanki | Cepeani Maai  Mikpo = Paiom

Kinekicts cyd ekTiB 50 784 - - 834
rOCIIOAAPIOBAHHS, 110
MiAnazaoTh Mi Ao
PeryiOBaHHs
_(BCHOTO OAHHMILE)

TMuroma Bararpynuy | 6% 94% - - 100%
3aranbHii KUIBKOCTI,
BIACOTKIE }

Has npoeedenns yux pospaxyrkie 6UKOpUCMosyeaich 0ani.

Ilpoekm Hakazy cmocyemoscf 6Cix MikApeubKux 3acobis, 3apeccmposanux &
Vipalui ma enecenux do [deprcasnoco peecmpy aikapcokux sacobie, a omxce |
KOJCEH 3 BAGCHUKIE peecmpayiiinix noceioyens nidnadac nid 6niue noaoNCeHs
npoexmy axma.

Tax cmanom na 28.02.2025 ¢ Pecempi zapeccmposaro 16 470 aikapcbrux
3aco0i6, NPU  YLOMY 3ARBHUKAMU  (GIACHUKAMU PEeCCMPayitiiux  noceiovens)
sucmynaiomev 834 xomnanit. Ocxintexu ¢ VYipaini ne eedemvca oepocaena
CMAMuUCMuKa B1ACHUKIE PEECMPAYIIHUX NOCEIONeHb HA NIKGPCHK 3acobu 8 po3pisi
IXHBLO2O NOOLTY Ha CYD 'exmis 8eAUKO20, CEPEOHbO2O Ma MAN020 (30Kpemd MiKpo)
RIONpUEMHUYMEA ma, spaxoeyiouu moi gaxkm, wo 3a danumu Peccmpy cepeo
GIACHUKIE PecCmPayiiHux noCeiouens Ha NKApCoKi 3acobu nepesaicaions 8idomi
hapmayeemuuni xomnanil, Hlibwicms 3 HUX HaexNcams 00 cyb '€kmis cepeonbo2o
nionpuemuuymea. B mou xce wac, sa oanumu «Proxima Researchy & Ykpaini za
ocmanHi  poxu  Modcna  eudinumu  45-50  ocHoGHuUX  BCECERIMHBOBGIOOMUX
hapmayeemuuni kKoMnanin, wWo UECOIMb HOBI AIKAPCHKI 3ACOOU HA PUHOK, WO
cknadae npubnusno 6% 3a2aibHoi KiTbKOcmi KOMMAHIN, NPUCYMHIX HA PUHKY
Vipairiu, axi 6ionocamses 0o cyd ckmie 6e1uKo20 nionpuemnuymea..
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Bua Buroan Butparu
abTEePHATHBH
AspTepHaTusa | BiacyTi. Burpat BIACYTHI.
AnbrepHaTusa 2 YiTkwit mexaHizm | Butpats, nos’ssani 3
HIHOYTBOPEHHS Ha JIKapebKi | HeOOXiAHICTIO
3ac00Hu. O3HAHOMICHHS 3
HOBHMH BHMOTaMH
peryIOBaHHs,

BCTAHOBJICHUMH

1 NMPOCKTOM  aKkra  Ta
NOJaHHAM  JIeKiapaitii
UWiIHH Ha JKapChKHi
3aci0:

| romuua * 4800
rpu/aens * | npauiBHHk

CyMapHi BUTPATH 3a aibTepHATHBAMM Cyma BHTpaT, rpuBeHh

AnbrepHaTiia l.

Butpati nepikasu ' i

Butpati ¢/T BEIHKOTO Ta CEPe/IHbOro --
NNPHEMHHITBA

BurpaTti ¢/T MaIOrO NMiANPHEMHHLITBA -

AnbrepHarusa 2.

Burparth AepAKaBu -

Butparn ¢/r BeIIHKOro Ta CepeaHboro 40 032,00 rpH.
NiANPHEMHHIITBA

' Butpati ¢/r MaZIoro mianpHeMHHLTBA --

I'V. Bubip Haiibiibi oNTHMAABHOIO ALTEPHATHBHOTO CNOCODY
JNOCHATHEHHS HijeH

3a pesybTaTAMM ONPALOBAHHA a1bTEPHATHBHUX CMOCOOIB AOCATHEHHS 1H/IeH
JIEPKABHOIO PEryJlOBaHHA 3AiHcHeHO BUOIP ONTHMANBLHOTO AILTEPHATHBHOIO
cnocody 3 ypaxyBaHHSM CHCTeMH OanbHOI OWIHKM CTYMEHA [OCATHEHHA
BH3HAYEHHX LIJeH.

Bapricrb 6anis BUSHAYAETECH 3@ HOTUPHOANBHOK CHCTEMOK) OLIHKH CTYNEHSA
JOCAIHCHHA BH3HAUYCHUX LINeH, ne:

4 — i NPHAHATTS NPOEKTY AKTa, AKI MOXKYTh OYTH ZOCATHYTI OBHOKO MIpPOKO
(npobniema Ginblue icHyBaTh He Oyie):

3 — wini NpUAHATTS NPOCKTY AKTA, AKI MOKYTh OVTH 10CATHYTI Maiike NOBHOIO
Mipoio (yci BaxuBi acnekT npodiemMy icHyBaTtH He OYayTh);

2 — wini NpHAHATTA NPOEKTY aKTa, AKIi MOXYTh OYTH JOCATHYTI HacTKOBO
(npobiiema 3HAYHO 3MEHIIMTHCS, JESKI BaKIHBI Ta KPUTHYHI acrnekT npodiemu
3ANHILATLCH HEBHPIEHHMH );

| — uini NpuUAHATTA NPOEKTY aKTa, AKi He MOXKYTh OyTH HocarHyTi (npobiema
MPOOBKYE ICHYBATH),
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PeiTinr baxn pesyasTarus- KomeHTapi 111010 NPHCBOEHHSA ]
pe3yNbTaTHBHOCTI HocCTi (32 BiLAMOBIAHOrO Oana

(nocsrvenns uisei | 4oruprbanbHOO

MiJ 4ac BUPIILICHHA CHCTEMOIO

npobaemu) OLIHKH)

AsnbTepHaTiba | 1 [lini npuiiHATTS NPOEKTY aKTa HE
MOKYTb OYTH AOCATHYTI. 3aNHIIAIOTLCA
npobiemu, 3a3Havedi y posaini | usoro
aHanizy.

AnbTepHatupa 2 - [MpuiHATTA NPOCKTY aKTa € Hanbinbi

NPUIAHATHHM Ta edeKTHBHHM
CrocobOM, AKHI JIOZBOMMTL JOCSITH
Hinel  IepPAKABHOIO  Pery/lOBaHHS, |

BH3Ha4YeHHuX v po3aiai Il usoro anamnisy. |

Peitrunr Buroan (niacymok) | Burparn OOrpyHTYBaHHA
Pe3y/IbTATHBHOCTI (miacymox) BIANOBIIHOTO
Micus
ATLTEPHATHBY Y
penTHHIY
AnsrepratiBa |. | Jlns nepxasu: Jas nepxasu: Taxa
BincyTi. Butparu, a/lbTEPHATHBA HE
[Tpobaemui Nos'A3aHi 3 sabesneuye
aCIeKTH HeoOIpyHTOBaHH | noTpedu y
LIHOY TBOPEHHS M MIIBHIIEHHAM | PO3B'A3aHHI
TKapChKHX LiH Ha JIKapchKi | npodiemu Ta
3acobis. 3ac00H JOCATHEHHSA
BCTAHOBIEHNX
s rpomansn: Jan rpomanan:  uinei
BiacyrHi. Burpartu, JIEPKaBHOTO
ICHYIOTD PH3HKH nos's3axi 3 peryaroBaHHA
MIIBUILEHHS LK HA | HCOOIPYHTOBAHH | LIHOYTBOPEHHS
nikapebKi 3acodu. M NIIBHILEHHSM | Ha MKAPChKi
UiH Ha Jikapeeki | 3acobm.
' 3ac00M,
Jas cyB’exrin Jan cy®’exrin
TOCNOAPIOBAHHA. | TOCHOJAPIOBAHH
Biacytui. n:
Butpatu
BiJICYTHI. N
AnbrepHarusa 2. dan aepxapn: Jas aepxasu: Taka
3abe3nevenns Biacyrni albTepHaTHBA
HATEHKHOTO | NOCATHEHHS




ACPKABHOIO uinei
KOHTPOTIO JCPKABHOIO
PeryJIOBaHHSA perymoBaHHs
IIHOYTBOPEHHA  Ha CNPUATHME:
MKapebKi 3aco0H. HANEKHOMY

BPETyIH0BaHHIO
Jlas rpomansin: Jas rpomansn: | NHTAHHA

Crabinizauis  uin | BigcyTsi HIHOYTBOPCHHA
Ha niKapyLKi Ha NiKapehKi
3ac00M. 3aco0M  UUIAXOM

BH3HAYCHHA:

Jdasn cyb'exrie | Jlan cyb'exrin [lopanky
roCHOAAPIOBAHNA | rocnoapioBan- | pedepyBaHHs uin
: HSL: Ha NiKapebKi

3abe3neyeHns BHTPATH Ha 3aco0u;
HAJICKHOTO 03HAHOMIICHHA 3 IMopsaxy
JepPIKaBHONO NOIOKEHHS AeKIapyBaHHs
KOHTPOJIO NPOEKTY WiH Ha [iKapChbKi
peryaioBaHHs NOCTAHOBH Ta 3acobm 8
HiHOYTBOPEHHS Ha | nojanHA 3asBH Ha | Hauionansnomy
NIKapcbKi 3aco0H. JeKNapyBaHHA KaTanosi wiu:

uin na mikapeski | [onoxenus

3aco0m npo
Hauionanbuui
KaTasmaor Wi,

PeiTunr AprymeHTH mozio nepesars | Ouinka pH3HKY 30BHILIHIX
o0OpaHoi YHHHHKIB Ha 110
abTePHATHBH/ TIPHYUHHH 3aMpPONOHOBAHOINO
. BIJIMOBH Bi/l &/IbTEPHATHBH PETYJISTOPHOTO aKTa
AnwrepHatisa |. | [lepesary BiJCyTHI. BruiMB 30BHIMIHIX YHHHHKIB

[Tpobaemu, BH3HAYCHI Y
po3aini I uboro asanisy,
FANMILAIOTHCS HE
BHPILICHUMH.

pbavacTLCa 3HAMHHM,
3AMHILIAIOTHECH npobiemui
ACTMeKTH IIHOYTBOPEHHS Ha
JIKapChKi 3acobH.

AnprepHarusa 2,

Taka anbTepHatWBa €
HAHOLIBII  ONTHMANBHOIO,
OCKINIbKH 320€3MeYHTh!
JlepxasHe  peryaoBaHHA
LIHOYTBOPEHHA Ha
MKapchbKi 3aco0H  ULIAXOM
BH3HAYEHHA!

[Mopsaxky  pedepysanns
IiH Ha JIKapCchKi 3aco0H;

BrjuB 30BHILIHIX YHHHHKIB
BIZICYTHIH, OCKIZILKH IHTEpPeCH
rPOMAJISH, JAep/KaBu Ta
cy0’€KTIB rocnoapoBaHis
BpaxoBaHi Ta 3abe3neyeHi.




-

[lopsaky nexknapyBaHHs
IWiH Ha JIKapChKi 3acO0H B
HauiosaneHoMy  Kataiosi

HiH;
[onoxeHHn npo
HauioHansHuii  Kartanor
1iH.

V. Mexanizm Ta 3axoad, ski 3abe3neqars Po3B’H3AHHA BH3IHAYEHOT

npob.aemu

[MPOEXTOM aKTa 3 METOK BHKOHaHHA noaoxens crarti 20° 3akoHy Vkpainun
«[Tpo nixapceki 3aco0m», nepeadaveno 3aTBepIAKCHHA:

[Mopaaky pedepyBaHHs 1iH HA TIKapChKi 3aC00M;

[Topsiky meknapyBauHs Uid Ha Nikapcebki 3acobu B HanionaisHomy Karanosi
HiH;

[Tonoxenns npo Hauionansuuil Karanor wiH.

VI. Oninka BHKOHAHHA BHMOI PeryJsiTOPHOIO AKTa 3AJEKHO Bl
pecypeiB, AKHMH POINOPSIAKAIOTLCH OPraHH BHKOHABYOI BJAAH “IH OPraHH
micueBoro camospsiaysanns, QizHuHi Ta WPHANYHI 0cobu, AKI NOBHHHI
BHPOBAAKYBATH 200 BHKOHYBATH Ui BHMOTH

PerymoBaHus He nependavac HeoOXiHOCTI 3NIHCHEHHA 10aTKOBUX BHTpAT
opranaMM BHKOHABYOI BIAAW YH OPraHamM MICUCBOrO CaMOBPA/IYBaHHA, TOMY
PO3paxyHKH 3riHO 3 J0JaTKOM 3 10 MeToauku NpOBEACHHA aHali3y BIIMBY
PErYISTOPHOIO 4KTa HE NPOBOIHIIHCS.

Pospaxymku BuTpar cy0'eKTiB TOCNOJApIOBaHHS BEJAMKONO 1 CEPEAHBOrO
NiANPHEMHHIITEA HABEACHO B A10AaTKy | 10 1bOTO anamisy.

OuiHKa BUKOHAHHS BHMOI PeryIiOBaHHS, a came, BUToJl i BHTpar cyd’exris
rOCNOAAPIOBAHHA Ta AepkaBu 3jilicHena B pamxax posaiay Il uvoro amamsy
«Busnavenss Ta OLIHKA AIbTEPHATHBHUX CIOCO0IB TOCATHEHHA LICH»,

VIL O6rpysryBanHus 3anponoHOBaHOTO0 CTPOKY Al PEry.ISTOPHOIO aKTa

CTpok i MPOEKTY AKTA BCTAHOBIIOETHCA HA HEOOMEKEeHHI CTPOK, OCKLILKH
BIJIHOCHHH, SKI BOHA PEryJIHO€ MalOTh NOCTIHHKUI XapakTep.

3miHa CTPOKY JiT aKTa MOXJ/IMBA B pa3i 3MiHM MDKHaPOIHO-NIPABOBHX aKTIB,
peKOMEeHAALIH BIANOBI/IHUX MIKHAPOAHHUX OpraHizauiif 44 HOPMaTHBHO-TIPABOBHX
akTiB YKpaiHH BMILOI FOPHIHYHOT CH/IH, HA BHKOHAHHA SKHX po3poOieHui e
NPOEKT NMOCTAHOBH.

VIII. Buinauennss NOKA3HHUKIB pesyabTaTHBHOCTI Al peryiastopHoro
aKTa

[TpOrHO3HHUMH 3HAYEHHAMH TMOKA3HHUKIB PE3YIBTATHBHOCTI PEryasTOPHOTO
aKTa €:

KUTBKICTB CY0'€KTIB rOCMOAAPIOBAHHA, HA AKHX MOLIMPIOETECA Al akra — 834
(OpIEHTOBHO):
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KOWITH T4 4ac, IO BHTPAYaTHMeThcs CyO'€KTAMH rocnojapiosaHHs Ta/abo
bizugHHME 0cODaMH, TOB'F3AHUMH 3 BHKOHAHHAM BHMOI aKTa:

1 roguam * 48,00 rpu./aens * 1 npauiBHuK.

PigeHb noiHGOPMOBAHOCTI 13 OCHOBHHMH  MOJIOWEHHAMH  TIPOCKTY
peryisTOPHOTO aKTa — BHCOKMl, OCKIIbKH NIPOEKT aKTa posmitnennii a odiuiiiHomy
pebcaiiti MO3,

PesynbTaTHBHICTL NMPOEKTY aKTa Gyle BLACHIIKOBYBATHCH ULTAXOM aHA/i3y
TAKUX KIJABKICHHX MOKA3HHKIB:

KiLKICTh 3a€K1apOBaHMX LiH Ha MiKapchKi 3acobu;

KiJIbKICTh BIZIMOB Y JIeKAapyBaHHi LiH Ha Jikapchki 3acodu;

KUIBKICTh CKapr/3BepHEHb BiJl Cy0 €KTIB roCrofaploBaHKA, OB’ A3aHUX 13 A1€10
PEryJIATOPHOTO aKTa.

IX. BHinauyeHHs 3aX04iB, 32 JONOMOYOK SKHX 3MIHCHIOBATHMETHCHA
BIACTEREHHSA PE3YIbTATHBHOCTI il PEryJasiTOPHOrO aKTa

BincTekeHns pesyJbTATHBHOCTI MPOEKTY dKTA 3AIHCHIOBATHMETBCH LLIAXOM
NpPoBe/IeHHA GA30BOr0, MOBTOPHOTO Ta MEPIOIHYHOIO BIACTEAECHb CTATHCTHYHMX
NOKA3HMKIB PE3YILTATHBHOCTI AKTA, BH3HAYCHHMX MM 4Yac NPOBEACHHA aHanizy
BILUTHBY PEryJISTOPHOIO aKTa.

BazoBe BIACTEXKEHHA Pe3y/ILTATUBHOCTI MPOEKTY akTta Gyne 3AiiCHEHO nicaA
HAGpaHHA YHHHOCTI NPHIHATHM aKTOM, ane He Ni3HILE AHA, 3 AKOTO MOUHHAECTLCA
[POBEJCHHA NMOBTOPHOIO Bi[ICTEXEHHS Pe3y/IbTATHBHOCTI MPOEKTY aKTa ULIAXOM
aHali3y CTATHCTHYHHX JaHHX.

[TosTopHe BIACTEXKEHHS PE3yNbTaTHBHOCTI NPOEKTY aKTa Oy/e NPOBOMMTHCEH
yepe: piK 3 JHA HaOpaHHs YMHHOCTI TPHHHATHM aKTOM LUIAXOM aHami3y
CTATHCTHYHHX JAHHUX MOPIBHAHO 3 0a30BHM BIICTEXESHHAM.

Iepiopnyne  BiACTEXEHHS  Pe3y/IbTAaTHBHOCTI  npoexty akra  Oyae
IMHCHIOBATHCH Pa3 HA KOXKHI TPH POKM, MOYHHAIOUH 3 [IHA 3aKiHYEHHR 3aX0.iB 3
MOBTOPHOTO BIICTERKCHHA PE3Y.IbTATHBHOCTI MPOEKTY aKTA.

MeTo/ npoBe/ieHHs BIACTEXKEHHA PE3YAbTATUBHOCT] — CTATHCTHYHM.

LlinboBi rpynH, sKi OyAyTs 3a1y4aTHCh [0 NpoBeieHns gocitipkenHs: MO3,

—
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Honarox |

A0 AHa/i3y peryisTOpHOro BIUTHBY

BUTPATH

Ha 0AHOro cy0’EKTA rOCHOAAPIOBAHNS BEIHKOIO | CEPEAHBLOTO

NANPHEMHHUTBA, AKI BHHHKAKTH BHACAII0K il PEry/JSTOPHOIO aKTa

MNopsaaxkoBuii
Homep

Burparn

3a

nepunii

piK

3a n’aTe
pPoKiB

Butparti Ha npuadaHHA OCHOBHHX (OB,

obnanHaHHs Ta NpHIAAIB, CepBicHe
CIYrOBYBaHHs, HABYAHHA/TILIBUILEHHS

kBaidikaiii nepcoHany Tollo, rpHBeHb

2

onaTKis/300pis, BHHHKHEeHHS HCOOXIIHOCTI
s cnaari 1oaaTKis/300pis), rpHBCHb

Butparh, nos’s3axi i3 senennam obiky,
MArOTOBKOIO T4 NOJAAHHAM 3BITHOCTI

[Moaarku Ta 360pH (3MiHa PO3MIpY
n
epKABHHM Opranam, rpuseHb

MTPaTH, NOB’A3aHi 3 AIMIHICTPYBAHHAM
axo/1iB JIePHKaBHOrO HAMANY (KOHTPONO)
(nepeBipok, mTpadHuX CaHKIii, BHKOHAHHS

ileHs! PUIACIB TOILO), FPHBCHD

ocayr (1038018, JAiLeH31H, cepTHdikaTiB,
€CTaTiB, NOroKeHb, BACHOBKIB,
POBEIEHHS HE3ATEKHHX/0DOB A3KOBHX
lekcnepTus, ceprudikaiii, arecTauii Towo) Ta
IHIOHX Mocayr (MpoBeeHHA HAYKOBHX,
IHILHX eKCnepTH3, CTPaXyBaHHs TOLIO),
Jl]:»mem,

MTPATH HA OTPUMAHHA ATIMIHICTPATHBHHX
n
n

Butpatu Ha 000OpOTHI aKTHBH (MaTepiain,
KAHLEAAPCHKI TOBAPH TOIINO), TPHBEHD

BuTparH, 0B’ 43aHi i3 HAHMOM 101aTKOBOTO
MepcoHany, rpHBeHb

IHine (YTOYHHUTH), TPHBEHB: Yac Ha
IHAHOMIICHHS 3 NONOKEHHAMH aKTa
abinery MinicTpis VKpaiHu 1a nojaHHs
AsABH JINS JIEKNAPYBAHHS IIHH HA NIKAPChKMIT
acid (1 roa. x 48.00 rpH.)

48 rpH.

48 rpH.




2 [lpoposkents nonarka |

9 PA3OM (cyma psiakis: 1 +2+3+4+5+6 | 48 rpu. | 48 rph.
+ 7 + 8), rpuBeHs

10 KinbkicTs ¢y0’€KTiB rocnoiapioBaHHs 834 834
BEJIMKOTO T4 CCPEAHBOTO MIAMPHEMHHLTBA,
Ha AKX Oy/ie NOLIHPEHO PeryIioBaHHA,
|OZAHHHIE

11 yMapHi BHTpaTH cy0 ' €KTiB 40 032,00 [ 40 032,00
rOCNoJaprOBAHHS BEJIHKOIO Ta CEPeIHBOIO IPH. I'PH.

NiANPHEMHUIITBAE, HA BHKOHAHHA
peryioBaHHA (BapTiCTh pery/liOBaHHs#A)
panok 9 x panok 10), rpuseHs

Lleft po3paxyHOK IPYHTYCTHCS HA TAKHX NPHITYLHICHASX !
J115 NPOBEICHHA LHX POIPAXYHKIB BUKOPHCTORYBATHCH JIaHi:

JIep&ARBHOIO peccTpy JliKapehknx 3acobiB YKpainu, 3rHO 3 SKHMH CTaHOM Ha 28.02.2025
KUIBKICTE CYD'€XTIB TOCHIOAAPIOBAIHS, SKHM B YCTHHOBICHOMY 3aKOHOIABCTBOM HOPAIKY BHIAHO
peccTpaltiifai nocsi 14eHNs (BIACHHKH PeecTpaLifiHX NOCBLITICHE) CTAHOBHTL 834 ocobu.
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fonoBHa MOBIOOMITEHHSA npo onpuntogHEHHS NPOEKTY NOCTaHOBU KabiHeTy MiHICcTpiB VKpaiHu «[esaKi NMTaHHA aep>XXaBHOro
peryntoBaHHS LiH Ha Nikapcbki 3aco6u»

MNOBIOOMJTEHHA npo onpuntogHeHHA NPOEKTY
nocTtaHoBU KabiHeTy MiHicTpiB YKpaiHn «[desiki MMTaHHSA
Oep>KaBHOro perynoBaHHA LiH Ha NiKapcbKi 3acoou»

MpoeKT noctaHoBU KMY

MOACHIOBATIbHA 3AMNCKA

Mopsapok pedepyBaHHA LiH Ha NikapCbKi 3aco6bu

MopsapokK geknapyBaHHS LiH Ha NikapcbKi 3aco6y B HauioHanbHOMY KaTanosi LiH
MopsinoK CTBOPEHHS Ta ynpaBniHHA HalioHanbHMM KaTanorom LiH

Mepenik noctaHoB KabiHeTy MiHICTpiB VYKpaiHu, WO BTPATUIN YUHHICTb

AHATMI3 PEMVAATOPHOIO BMMUBY

[Jopatok 1 0o AHarnisy perynsTopHoro BrsivBy

NOBIAOMIJIEHHSA
Npo onpuniogHeHHS NPOEKTY NoctaHoBu KaGiHeTy MiHicTpiB YKpaiHu

«[JesaKi NUTaHHA Aep>XXaBHOIO perynoBaHHSA LiH Ha NikapcbKi 3aco6u»

MiHiCTepCTBOM OXOPOHU 300POB'A VKpaiHM Ha rpoMagcbke O6roBOPEHHST MPOMOHYETLCA MPOEKT MOCTaHOBU
Kab6iHeTy MiHicTpiB YKpaiHu «[Jesiki NUTaHHS Oep>XaBHOro peryntoBaHHS UiH Ha nikapcbki 3aco6u» (pani -
MPOEKT NOCTaHOBW).

MPOEKT NOCTAaHOBU PO3pPO6NeHNn MiHICTEPCTBOM OXOPOHM 300POB'S VKpaiHM 3 MeToto peanisauii ctaTTi 203
3aKOHY VYKpaiHu «[po nikapcbki 3aco6u» (3i aMiHaMun, BHECEHUM 3aKOHOM YKpaiHu Bif 12 ntoTtoro 2025 poky
N2 4239-IX «[1pO BHECEeHHS 3MiH OO0 OesKUX 3aKOHIB YKpaiHW Logo OCO6MMBOCTEN OepXXaBHOI peecTpauii
NiKapCbKMX 3aco6iB, fAKi MOXYTb 3aKyrnoByBaTUCS OCO6010, YNOBHOBa)XEHOI Ha 3[iNCHEeHHS 3akyniBenb Yy
chepi OXOPOHW 3O0pPOB’A, Ta BPEryNtOBaHHS OKPEMUX MUTaHb, MOB’A3aHUX 3 peanisauieto NikapCbKnx
3aco6iB»).

MPOEKTOM NOCTaHOBM NepensdadacTbCs 3aTBEPO)KEHHS:

Mopsaky pedepyBaHHSA UiH Ha NikapcbKi 3acobu;

MopsaKy OeknapyBaHHSA LiH Ha Nikapcbki 3aco6u B HauioHanbHOMY KaTanosi UiH; (

MopsapgKy CTBOPEHHS Ta yrnpasniHHA HalioHanbHMM KaTasilorom LiH.
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MpPoOeKT MNocTaHOBMW, aHani3a perynaTopHOro BMIMBY Ta MOSCHIOBaNbHa 3arnncka OMPUOOHEHI LUNSAXOM
PO3MIlLEHHA Ha odiuinHoMy Be6-canTi MiHICTEepCTBA OXOPOHU 300POB’A VKpaiHW y Mepexi |HTepHeT
(www.moz.gov.ua).

3ayBaXKEHHS Ta Npono3unLii NpocumMo Hapcunatn 0o MiHicTepCcTBa OXOPOHUM 300POB'A YKpaiHW 3a afpecoto: M.
Kwuig, 01601, Bys. pyLweBCbKOro 7, e-mail: moz.pharm@moz.gov.ua.

Lisa poscurnka cTBopeHa gns Toro, Wwo6 Oinmtmncsa HoBUMHaMU OO0 3MiH B YKPATHCBKIN MeOnLNHI.
Oony4yanTecs!
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OdpiuinHMM Be6-canT
Mpo mMmiHicTepcTBO JJOKyMeHTU
BO€HHU cTaH KOHTaKTMn
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