3ATBEP/I’KEHO

Haka3 MinictepcTBa 0XOpOHHU
310pOB’A YKpaiHu

5 xoBTH: 2022 poky Ne 1809

3apeectpoBaHo B MiHICTepCTBI
foctunii Ykpaiau 19 xostas 2022
poky 3a Ne 1271/38607

HOPAAOK
PO3paxyHKy 'PAHUYHHUX ONTOBO-BiIMYCKHUX I[iH HA JesAKi JIKapCcbKi
3aC00H, 110 3aKYNOBYIOTHCS 32 OI0’KETHI KOIITH Ta MiJIATAI0Th
pedepeHTHOMY iIHOYTBOPEHHIO

1. Lei Ilopsimok BU3HAUA€ MEXaHI3M PO3PAaXyHKY TpPaHUYHUX OITOBO-
BIIMYCKHUX I[1H Ha JIIKAPChK1 3ac00H, SIK1 3apeecTpoBaHi B YKpaiHi:

Ha OCHOBI IIIH Ha JiKapchbki 3acob6u B PecmyOmimi Ilonemia, CroBambkii
PecnyOmini, Yecbkiii PecniyOumini, JlaTsiiicekiit PecnyOmimi, YropmmHi (mam —
pedepeHTHl KpaiHu), OTpUMaHUX 3 OQIUIHHUX JOKEpPENT YIOBHOBAKEHHUX
JIep’KaBHUX OPraHiB IIMX KpaiH (Aaii — 30BHINIHE pedepyBaHHS);

Ha OCHOBI IIIH Ha JIKapChKi 3aco0M B YKpaiHi, OTPUMAHHX 3a JaHUMH
CUCTEMU JIOCTIPKEHHSI PUHKY B YKpaiHi, 1[0 BUKOPUCTOBYETHCS HA JOTOBIPHUX
3acamax MO3 Ta/abo AepKaBHUM MiANPUEMCTBOM, SIK€ HajliexaTh 10 cdepu
ynpasmiaHs MO3 Ta 3amy4aeThes ISl 3IHCHEHHS PO3paxyHKIB (1alli — BHYTPIIIHE

pedepyBaHHS).

2. Jlis uporo Ilopsnky mNOMMPIOETECA Ha JIIKAPChKl 3aco0u, sKi
3apeecTpoBaHi B YKpaiHi, 3aKyMOBYIOTHCS 3a OI0JIPKETHI KOIITH Ta:

BKJIIOYEeHI 10 HalioHanbHOro mnepeniky OCHOBHHMX JIIKAPChKUX 3acoOiB,
3aTBep/KeHOro mnocraHoBoro KaOinery MinictpiB Ykpainu Bing 25 Oepes3Hs
2009 poxy Ne 333 (y penmakmii mocraHoBu KabGinety MiHicTpiB Ykpainu
BiJ 23 rpyaHs 2021 poxy Ne 1431) (mam — HanionanbHUi nepenik);

OJI0 SKUX 3a pe3yJbTaTaMU JEeP>KaBHOI OIIHKH MEIUYHHX TEXHOJIOTIH,
npoBeaieHoi BianoBigHo a0 Ilopsaky mpoBeneHHs Aep>KaBHOI OIIHKKA MEIHYHHX
TEXHOJIOT1M, 3aTBEpKEHOro rmnoctaHoBoro Kabinery MinictpiB  VYkpainu
Bin 23 rpyans 2020 poxy Ne 1300, miAroToBICHO BUCHOBOK YIOBHOBAXXEHOTO
Oprany 3 peKOMEHJAIlisIMM II0JI0 BKJIIOYEHHS JIKAapChKOro 3acoly [0
HartionanpHOTO TIepeniky Ta/abo HOMEHKIATyp (TepeiKiB, CIUCKIB, PEECTPIB), 10
3aKyMOBYIOTHCSI 32 KOIITH JEPXKABHOTO OFOKETY IS BUKOHAHHSA TPOTpaM Ta
3MIIMCHEHHSI LIEHTPAJII30BAHUX 3aXO0JIIB 3 OXOPOHHU 3JI0POB’S, KPIM THUX JIIKAPCHKUX
3ac001B, IS AKUX PEKOMEHI0BAHO YKJIAJEHHS YW MPOJOBXKEHHS Mii (IpOooHralii)
JIOTOBOPIB KEPOBAHOTO JIOCTYILY.
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3. Po3paxyHOK TpaHWYHUX OINTOBO-BIAMYCKHUX I[iH 3IACHIOETHCS 32
MDKHApOJHUMHU HelaTeHToBaHUMHM Ha3Bamu (naini — MHH), dopmamu Bumycky ta
JI03YBaHHSM JIIKQpChKUX 3aC001B B MepepaxyHKy Ha OJMHUITIO JIIKAPChKOi PopMH.

4. PedepeHTHi I1IHM BHU3HAYAIOTBCS 3 YpaxyBaHHSAM 1JEHTHYHHX
(dhapMalleBTUYHUX XapaKTEPUCTUK JiKapchkux 3aco0iB (MHH, dopma Bumycky,
JI03YBaHHS, KUIBKICTh OJIMHMILH JTIKAPCHhKO1 (DOPMU B YITAKOBIII).

Jlns  30BHImHBOTO pedepyBaHHs y pasi, Kkoid (DapmareBTUYHI
XapaKTEPUCTHKHU JIIKAPCHKUX 3aC001B (03yBaHHS, KIJbKICTh OJIMHUIID JIIKAPCHKOT
dbopMH B yHakoBIl), BU3HAYEHWX NYHKTOM 2 1boro I[lopsnaky, BiACyTHI B
pedepeHTHHX KpaiHaX, ped)epeHTHA IliHA BU3HAYAETHCS HA OCHOBI I[IHH OJIMHUII
Macu A1r040i peqyoBuHU (1 M ass po3unHy, 1 Mr aiia TBepaoi popmu).

5. YV pa3l BIACYTHOCTI IIIH Ha JIIKAPChKUN 3aci0 B YOTUPHOX 3 I SITH
pedepeHTHUX KpaiHax Ta YKpaiHi 30BHIIIHE Ta/a00 BHYTpIIIHE pedepyBaHHS HE
IPOBOJUTHCA, BIJOMOCTI MPO TAaKUil JIKAPCHKHUI 3aci0 BKIIIOYAIOTHCS 10 PEECTPY
B1JIOMOCTEH 111010 TPAaHUYHUX OINTOBO-BIIMYCKHUX IIIH HA JACSAKI JIKapChKi 3aCO0H,
0 3aKyNOBYIOTBCA 3a OIOJKETHI KOWITH Ta MiJJISTaloTh pedepeHTHOMY
IIHOYTBOpEeHHIO (nani — PeecTtp) 6e3 3a3HayeHHs TPAHUYHOI OMTOBO-BIAMYCKHOI
I[IHU HAa JIIKAPChKUIA 3aCi0 Ta 3 MPUMITKOIO «JICKJIApyBaAHHSD».

VY BUMNaaKy, KOJIU JIJIsi 30BHIIHHOTO peepyBaHHS I[IHU HA JIIKAPCHKI 3ac00U
HasBHI y JBOX a00 Oiiblne pegepeHTHUX KpaiHax, I[iHa BU3HAYAETHCS HA OCHOBI
JIAHUX IHUX KpalH.

6. PedepenTHl LIHM Ha JIKAPCHKI 3aCO0M BU3HAYAIOTHCS y HaALllOHAIBbHIN
BAIIOTI YKpaiHu 0e3 ypaxyBaHHS MOCTAYaJIbHUI[bKO-30yTOBUX, TOPTOBEIBHUX
(po3apiObHMX) HaA0ABOK Ta MOAATKY Ha I0AaHY BAPTICTb.

JUist  30BHIIIHBOTO pedepyBaHHS IepepaxyBaHHsA pedepeHTHUX IH 3
1HO3EMHUX BaJIIOT pePEpeHTHUX KpaiH Yy Hal[lOHAIbHY BalOTYy YKpaiHU
3MIMCHIOETHCS 32 OQIMIMHUM KypcoM, BCTaHOBJIEHUM HarioHaIbHUM OaHKOM
VYkpainu Ha JaTy BUSHAUEHHS IiH.

7. Jns 30BHIIHBOTO pedepyBaHHS pO3paXyHOK TPAHUYHOI OMTOBO-
BIJIMMYCKHOI I[IHU JIIKAPCHKOTO 3aC00Y 3A1HCHIOETHCS B TAKOMY TTOPSIIKY:

1) y pa3i HasgBHOCTI B pedepeHTHI KpaiHi JIKapChKUX 3aco0iB 3
IIEHTUIHUME (hapMarleBTUIHUMHU XapaKTePUCTUKAMMU:

PO3paxXyHOK IIIHM OJMHHII JKapCchkoi (opMHU JIKapChbKOro 3acoly B
pedepeHTHIN KpaiHi 311MCHIOETHCS 32 POpMYIIOIO:

P11 = mina 3a ynmakoBKYy JIIKapChKOTO 3ac00y / KUIBKICTh OJIMHUIIL
J1KapChKOro 3aco0y B yIMaKoBIIl,

ne PII — mina nikapchkoro 3aco0y B epepaxyHKy Ha OJMHUITIO JIIKapChKoi popMu;

2) po3paxyHOK pedepeHTHOI I[iHM 3a OJMHHINO JIIKapCchkoi (dopMu
JKapChKOT0 3ac00y 3A1MCHIOETHCS K Me/I1aHa I[iH 3a PopMyII0t0:

Plipk = MEJIIAHA (PLl;... PIly),
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ne PLIpk — po3paxoBaHa pedepeHTHA I1iHA B MepepaxyHKy Ha OJUHUIIIO JIKAPChKO1
(opmu,

PII — mina 3a oauHUIO JiKapCchKoi (hOPMU JTIKAPCHKOTO 3ac00y B pedepeHTHIN
KpaiHi;

3) y pasi BiACYTHOCTI B peepeHTHI KpaiHi JaHUX MPO I[IHA HA JIIKAPChKi
3aco0M 3 IEHTUIHUMHU (DapMaIeBTUIHHMH XapaKTEPUCTUKAMU PO3PaXyHOK I[IHU
ONIMHUIIl JIKapchkoi QopmMu Jikapchkoro 3aco0y B pedepeHTHid KpaiHi
3MIMCHIOETHCS HA OCHOBI I[IHM OJWHUII MAacH Jil0Y0i PEUYOBHHH, 3 ITOATILIITHAM
pO3paxyHKOM pe(epeHTHOI IMiHU 3a OJMHUITIO JIKAPChKOi dopMu 3a (HOpMyIIoro,
BU3HAYCHOIO MiAIMMYHKTOM 2 IIHOTO MYHKTY.

Sxmo Ui pi3HUX YMAKOBOK I[IHA 3a OJIMHUIIIO JIKAPCHKOTO 3aco0y
BIJIPI3HSIETHCS, KIHIEBUM PO3PAXYyHOK I[IHU 32 OJIMHHUIIIO JIKAPCHKOTO 3aco0y,
BU3HAYAETHCS K cepe/iHs apudMeTHyHa 1iHa Cepell IiH 3a OJMHHUIIIO JIIKApChKOTO
3ac00y pi3HHUX yaKOBOK;

4) po3paxyHOK T'pPaHUYHOI ONTOBO-BIAMYCKHOI I[IHU JIIKAPCHKOTO 3aco0y B
NepepaxyHKy Ha OJIMHUIIIO JIIKAPChbKOT (hOpMHU 3IHCHIOETHCS SIK ME/1aHa I1H cepe]l
pedepeHTHUX 1iH B peepeHTHUX KpaiHax 3a TaKkoko (popmyoro:

['OBL] = MEJIIAHA (PLIpk;, ... PLipky),

ne 'OBLI — rpannyHa onTOBO-BIAMMYCKHA I[1HA JIIKAPCHKOT0 3ac00y B MepepaxyHKy
Ha OJIMHUIIIO JIIKAPChKO1 (hopmH,

Pllpx — po3paxoBaHa pedepeHTHA I[iHA B IEPEPAXYHKY HA OJIUHUITIO JTIKAPCHKOT
dbopmu B pepepeHTHIN KpaiHi,

5) y BUNaAKy, KOJW IIHM Ha JIKapChKi 3aco0M HAasBHI JIMIIIE B JBOX
pedepeHTHUX KpaiHaX, 'paHWYHa ONTOBO-BIJMYCKHA IIHA JIIKAPCHKOTO 3ac0o0y B
NEepepaxyHKy Ha OJUHUIIO0 JIKAPCbKOI (OPMHU BH3HAYAETHCS SK CEpeAHs
apu(MeTHYHa 1[1Ha [IUX KPaiH.

8. Jlnsa BHYTpiIHBOrO pedepyBaHHS pPO3PaXyHOK TPAHUYHOI OINTOBO-
BIJIMTYCKHOI I[IHU JIIKAPCHKOT0 3aCO0Y 3A1HCHIOETHCS B TAKOMY TTOPSIIKY:

1) po3paxyHOK IIIHM 3a YHAKOBKYy JIIKQpPCHKOTO 3ac00y 3 1IEHTUYHUMU
bapmareBTUHYHUMHU XapaKTePUCTUKAMU 3IHCHIOETHCS 32 TaKOI0 (DOPMYJIOIO:

PIlyn = lyn — Ho — Hp — I1/IB,

ne PIlynm — miHa 3a ymakoBKy JIKapChKOTO 3aco0y 0€3 ypaxyBaHHS TPaHUYHHX
MOCTAYaIbHUIIBKO-30yTOBUX 1 TOPTOBENbHUX (PO3apiOHMX) HAJ0ABOK, a TaKOXK
MoJaTKy Ha J0JaHy BapTiCTh, BU3HAYEHUX BIAMOBIIHO /10 3aKOHOAABCTBA;

Lyn — po3npiOHa 1iHa 3a yHaKOBKY JIIKAPCHKOrO 3aco0y Ha pUHKY YKpaiHu 3
ypaxyBaHHSM  TPaHUYHUX  IOCTAYaJbHUIIBKO-30yTOBUX 1  TOPTOBEIBHHUX
(po3npiOHMX) HAM0aBOK, a TAaKOX IOAATKY Ha J0JaHy BapTiCTh, BU3HAYEHUX
3T1THO 3 3aKOHOJABCTBOM, 1110 CKJIajacsi MPOTATOM TPhOX MICAILIB (32 OCTAHHIMHU
JaHUMH TIPO I[iHK), 10 MEPEIyIOTh MICAII0, B SKOMY 3IHCHIOETHCS PO3PaXyHOK
IPaHUYHOI ONTOBO-BIAMMYCKHOT IIIHU Ha JIKapChKUil 3acio;
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Hno — rpanmyHa mocTavanbHUIIBKO-30yTOBa Haj0aBKa B poO3MIpi,
BCTAaHOBJICHOMY BIJMOBIIHO 10 MiANYHKTY 1 myHKTy 1 moctanoBu KabGinery
MinictpiB Ykpainu Big 17 xoBTtHa 2008 poky Ne 955 «lIpo 3axomu miono
cTalOiizarlii 1iH Ha JiKapchki 3acobm» (mami — [ToctanoBa Ne 955), mis mikapchbKux
3aco0iB, BKJIIOYEHUX 10 HallioHalbHOro mepenmiky, a s JIKapChKUX 3aco0iB,
BH3HAYCHHUX a03aIlOM TPETIM IMYHKTY 2 1150T0 Ilopsiky, B po3Mipi, BCTAHOBICHOMY
BIAMOBIAHO 10 MiANYHKTY 2 myHKTY 1 IloctanoBu Ne 955;

Hp — rpanuuna ToproeenpHa (po3apiOHa) HagOaBKa B pO3Mipi, BCTAHOBICHOMY
BIAMOBIAHO 10 miAyHKTy 1 myHKkTy 1 IToctanoBm Ne 955, mis mikapchbKux 3aco0iB,
BKJIIOUEHHX 10 HarioHaapHOTO IIepeniky, a ISl JIIKapChKUX 3ac00iB, BU3HAUCHHUX
a03a1oM TpeTiM MyHKTY 2 1boro Ilopsiaky, B po3Mipl, BCTAHOBIEHOMY BiATIOBITHO
1o manyHkty 2 nyHkty 1 [ToctanoBu Ne 955;

IIJIB — mogaTok Ha J0JaHy BapTICTh 3a CTaBKOIO B PO3MIpi, BCTAHOBJICHOMY
BIJIMIOBITHO 70 a03ally Apyroro MNIANYHKTY «B» NOyHKTY 193.1 crarri 193
po3ainy V [logatkoBoro koaekcy Ykpainu;

2) po3paxyHOK IIIHU OJMHHMII JIIKApChKOi (OpMHU JIKApCHKOro 3acoly
3JIIHCHIOETHCS 32 TAKOIO (POPMYJIOL0:
Pllon = PLlyn / KiTbKICTh OJIMHULIB JIKAPCHKOTO 3aC00y B YITAKOBIIL,
ne Pllon — miHa jikapchkoro 3aco0y B IMepepaxyHKy Ha OJMHMINO JIIKAPCHKOT
hopm,
Pllyn — miHa 3a ymakoBKYy JIIKQpCbKOTO 3aco0y 0e3 ypaxyBaHHS TpaHUYHHX

MOCTa4YaJIbHULIBKO-30yTOBUX 1 TOProBeNbHUX (PO3ApiOHMX) HAAOABOK, a TaKOXK
MOJATKY Ha JJOJIaHy BapTICTh, BUBHAYEHHUX BIJNOBIIHO 10 3aKOHOJABCTBA;

3) po3paxyHOK TPaHUYHOI OMTOBO-BIAMYCKHOI IIHH JIIKQPCHKOTO 3ac00y B
nepepaxyHKy Ha OJIMHUINO JIKapChKOi (OPMU 3AIMCHIOETHCS SK MeAlaHa I[IH
OJIMHMIII JIKApChKOi (hOpMU JIKapChKOTro 3ac00y B YKpaiHi 3a popMyioro:

I'OBI = MEJIIAHA (PLlox;... Plloa,),

ne 'OBL — rpannyHa onTOBO-BIAMYCKHA I[1HA JIKaPChKOIro 3ac00y B MepepaxyHKy
Ha OJIMHULIIO JIIKApChKO1 GOopMH,
Pllon - mina mikapchkoro 3aco0y B TEpepaxyHKy Ha OJWHUITIO JIIKAPChKOT
dbopmu.
9. Po3paxyHOK TpaHMYHHMX ONTOBO-BIIMYCKHHUX I[IH Ha JIKAapPChKi 3aco0u
3aiicaroe MO?3.

MO3 moxe 3amydatd 70 3IIACHEHHS pPO3paxyHKy (haxiBIB Jep KaBHUX
MIPUEMCTB, 110 HaJIeXKaTh 70 cepu ynpasminas MO3.

10. MO3 3arBepaxye Peectp 3a popmoro, BU3HAYEHOIO B TOAATKY 10 I[HOTO
[lopsinky. Peectp onpwiolHIO€TbC Ha  odiuiiHoMy  BeOcaiiti  MO3
(www.moz.gov.ua).

11. OnoBneHHs PeecTpy 3M1HCHIOETHCS IIOPOKY B JIIOTOMY.
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12. TlozaueproBe oHOBJICHHS PeecTpy 3MIHCHIOETHCS B pasi:

1) BkiIrOUEHHS JIIKapChKUX 3ac00iB g0 HarioHansHOTO TIepeniky (B 4acTUHI
JIUIIIE HOBUX JIOJIAaHUX MO3UIIIN JIKapChKHUX 3aC001B);

2) MATOTOBKHM YIOBHOBA)KCHMM OPIaHOM BHMCHOBKIB IIOJO JIIKapChKUX
3aco0iB BIAMOBITHO 10 ad3ally TPEThOro MyHKTY 2 mporo Ilopsnaky (B 4acTuHI
JIUIIIE HOBUX TTO3MIIIH JIIKAPCHKUX 3aCO01B);

3) 3miHu odimiiiHOro Kypey rpuBHI Ao nonapa CIHIA, BCTaHOBIIEHOTO
HamionanpauM 6aHKOM YKpaiHu, OiIbIlle HiK Ha 5 BiZCOTKIB 3a Micsib a0o Ha 10
BIJICOTKIB 3a KBapTajd (3a HAasIBHOCTI 3BEPHEHb BIACHUKIB pPEECTpAIliiHUX
MOCBITYEHb Ha JIIKAPCHKI 3acO0M a00 iX YIIOBHOBa)XKEHUX MPEACTABHUKIB).

13. V pa3i BUSABIICHHS TEXHIYHOI MOMIJIKH B PeecTpi, 30KkpemMa B pPO3paxyHKy
TpaHUYHOI OINTOBO-BIAMYCKHOI ITIHM Ha JIKapChKui 3aci0, 10 Peectpy Hakazom
MQO3 BHOCSTBCS 3MIHM Ha TiJACTaBl 3BEpHEHb (I3UYHUX Ta IOPUAMYHUX OCIO,
CIIy’)kOOBHX, JIOMOBIAHMX 3allMCOK CTPYKTYpHHX MiApo3autiB  MiHicTepcTBa
OXOPOHM 370pOB’sl YKpaiHH IOJ0 BUSBICHHS TAKUX MIOMHIIOK.

B.o. I'enepaabHOro gupexropa
dapMaeBTUYHOIO JUPEKTOPATY IBan 3A/IBOPHUX



JlomaTok

1o Tlopsiaky po3paxyHKy TpaHUYHHUX OTMTOBO-
BIJIMMYCKHUX ITiH Ha JEsKi JIIKapChKi 3ac00M, 110
3aKyIMOBYIOTHCS 32 OFOJKETHI KOIIITH Ta
MJJIATa0Th peepEeHTHOMY I[IHOYTBOPEHHIO

(myukt 10)

PEECTP
BiZIOMOCTeH 111010 TPAHMYHMX ONTOBO-BIANMYCKHUX IiH HA JAesKi
JiKapcbKi 3ac00H, 1110 3aKYNOBYIOTbLCS 32 OI0IKETHI KOIITH Ta

NiVIATalTh pedepeHTHOMY HiHOYTBOPEHHIO

I. BizomocTi 11010 TPAHUYHHMX ONTOBO-BIANYCKHHUX LiH HA JIKAPCHKI
3aco0u, BKJIO4YeHi 10 HanioHaabHOro nepeiky 0CHOBHMX JIIKapCbKUX

3ac00iB
Ne | Mixnapoana dopma Jlo3yBaHHS I'pannyHa onTOBO- [30BHIIIHE/BHYTPIIITHE
3/1 |[HEemaTeHTOBaHA| BHUIYCKY | JIKapChKOTO BIJIITyCKHA 1iHA B pedepyBaHHs/
Ha3Ba JKapChbKOTO 3aco0y nepepaxyHKy Ha NeKIapyBaHHs
3aco0y OJIMHHMIIIO JTIKAPCHKOT
¢dbopmu, TpH
1 2 3 4 5 6

I1. BinomocTi 111010 TpaHMYHMX ONITOBO-BIANMYCKHUX IiH HA JeAKi
JiKapchKi 3ac00M, 1010 AKHUX 32 Pe3yIbTATAMU JACPKABHOI OLIHKHA MeIUYHUX
TEXHOJIOTIi MAr0TOBJIEHO BUCHOBOK YIIOBHOBAKEHOT'0 OPraHy

Ne | MixxnapoaHa dopma Jlo3yBaHHs I'pannyna onTOBO- [30BHIIIHE/BHYTPILIHE
3/11 |[HemaTeHTOBaHa| BUIYCKY | JIIKAPCHKOTO BIIITYCKHA 111HA B pedepyBanHs/
Ha3Ba JKapChbKOTO 3aco0y nepepaxyHKy Ha NeKIapyBaHHs
3aco0y OJIMHMIIIO JIIKAPCHKOT
¢dbopmu, TpH
1 2 3 4 5 6




