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3MICT ITOJIOKEHHS aKTa 3dKOHOJaBCTBa

3MICT BIJIIOBITHOTO TOJIOKECHHS ITPOEKTY aKTa

IMocranoBa Kadinery MinicTpiB Ykpainu Big 28 simnus 2021 p. Ne 854 “Jlesaki nuranns peimOypcauii JikapcbKHuX 3ac00iB 32 NporpamMoro
JAePsKABHUX FapaHTii MeIMYHOro 00CIYrOBYBAHHS HACEJCHHA”

Jlesiki muTaHHs peiMOypcarlii 1ikapchbKuX 3ac0o0iB 3a MPOTrpaMoro
JIepYKaBHUX TapaHTId MEAMYHOTO OOCITyTOBYBaHHS HACEIICHHSI

Jesiki nutaHHs peiMOypcarlii likapchbKUX 3ac00iB Ta MeIMYHUX BUPOOiB
3a MPOrpaMoI0 JACPKABHUX rapaHTIid MEIUYHOTO 0OCITyrOBYBaHHS
HaCEJICHHS

1. 3aTBepauTH TaKi, 10 JOJAIOTHCS:

[Topsiok po3paxyHKy T'PaHUYHUX OINTOBO-BIAIMYCKHHUX IIIH HA JIIKAPCHKI
3aco0u;

[Topsimok peimOypcartii TiKapchKUX 3ac001B.

1. 3aTBepauTH TaKi, MO JOJAIOTHC:

[Mopsiiok po3paxyHKy T'PaHUYHUX ONTOBO-BIAIMYCKHUX IIIH HA JIIKAPCHKI
3aco0u Ta MeIM4YHi BUPOOH;

[Mopsimok peimOypcarii TiKapchKUX 3aC001B Ta MEIUYHUX BHPOOiB.

2. VcramoBuTH, moO y pasi BiACYTHOCTI TEXHIi4HOI MOKJIHBOCTI
BUITUCYBaHH €JIEKTPOHHUX PELENTIB Ha JIIKapChKi 3ac00H, AKi MIIATa0Th
peiMOypcariii, Ha Tepioa Mii BOEHHOTO CTaHy peLeNTH Ha 3a3Ha4yeHl
JIKapchKi 3ac00M MOXKYTh BUITMCYBATHCS B ManepoBiil ¢opMi BiAMOBITHO
no [IpaBus BUNucyBaHHsI pEIENTIB HA JIKapChKi 3aCO0U 1 METUYH1 BUPOOH,

3aTBEpPAKEHUX HakasoeMMiniereperBa-0xopoHH3A0pon aBia19sHirH%

2005—p-—Ne—360. Bumoru Ilopsaky peimOypcarii JiKapchbKuX 3aco0iB,
3aTBEPAKEHOT0 IMMYHKTOM | II1€1 TOCTAaHOBH, 1010 €JIEKTPOHHUX PELIENITIB

JUIs  JIIKQpChKUX ~ 3aco0iB, sIKI  MJUIsraloTh  peiMOypcamii, He
3aCTOCOBYIOTBCSL.

2. VcramosuTH, mo y pa3i BiACYTHOCTI TEXHI4HOI MOKIMBOCTI
BUIMCYBaHHS €JIEKTPOHHUX PELENTIiB Ha JIIKapCchKi 3aco0u Ta/a60 Meau4Hi
BUPOOH, K1 MUISAraoTh peiMOypcalii, Ha mepioA il BOEHHOTO CTaHy
peLenTH Ha 3a3HaueHi JIIKapchbki 3ac00M Ta/a60 MeAMYHI BUPOOM MOXYTh
BUIHCYBATHCS B ManepoBiii gopmi BianoBigHo 10 [IpaBun BunucyBaHHS
peLenTiB Ha JIKapchKi 3aco0M 1 MeauuHi BUpoOu, 3arBepmaxkeHnx MO3.
Bumoru Ilopsaky peimOypcarii Tikapcbkux 3aco0iB Ta MeIMYHUX
BHPOOIB, 3aTBEP/HKEHOT0 MYHKTOM 1 I1i€] MOCTAaHOBH, 11010 €IEKTPOHHHUX
pelenTiB IS JIKApChKUX 3aC001B Ta MeAMYHUX BUPOOIB, SK1 MiIJIATAIOTh
peimOypcaiiii, He 3aCTOCOBYIOThCSI.




IMopsinok po3paxyHKy rpAHMYHHUX ONTOBO-BIANMYCKHUX UIiH HA JiKapcbKi 3ac00u, 3aTBepaAkeHuii moctanoBor Kadinery MiHicTpiB YKpainu Bin
28 aunus 2021 p. Ne 854

[TOPAJJIOK
pO3paxyHKy I'PaHHYHHUX ONTOBO-BIAIYCKHUX IIIH HA JIIKAPChKi 3aCO0M

[MOPAJJOK
pO3paxyHKy I'PaHMYHUX ONTOBO-BIIMYCKHMX IIH Ha JIIKapChKi 3ac00M Ta
MeIMYHi BUPOOH

1. Leit Ilopsanok BH3HAYa€ MEXaHi3M PO3PaXyHKY TI'pPaHHYHUX OITOBO-
BIJIMYCKHUX I[iH Ha JIKapChKi 3aco0u, sKi MiUIsIralTh peiMOypcarii 3a
MIPOTPaMOI0 EPKABHHUX TAPAHTIH MEAMYHOTO 0OCITYrOBYBaHHS HACEICHHS
(mami - mporpama MEOWYHHMX TapaHTiii), mpouenypy (opmyBaHHA Ta
BefieHHs1 lleperniky TIpaHUYHUX ONTOBO-BIANYCKHUX IIiH HAa JIKApCHKi
3acobu, SKi MiUIsIraloTh peiMOypceallii 3a MporpaMor0 MEAMYHUX TapaHTid
(mami - [Tepenik rpaHIYHUX ONTOBO-BIAIYCKHUX IIiH HA JIIKApChKi 3ac00n).

1. Leit [Hopsinok BH3HA4Ya€ MeXaHi3M PO3PaxXyHKY TPAaHUYHHX OITOBO-
BIJIMNYCKHUX I[1H Ha JIIKapChKi 3ac00U Ta MeAUYHi BUPOOM, SKi MMiATATAIOTh
peimMOypcamii 3a mporpamor0  JIepXKaBHUX TapaHTid  MEIUYHOTO
o0CIIyroByBaHHs HacelieHHA (Jaii - mporpamMa MeIWYHHX TapaHTii),
npouenypy ¢opmyBaHHS Ta BeAcHHS Ilepeniky TpaHUYHHX ONTOBO-
BIIMNYCKHUX I[IH Ha JIKapchKi 3aco0u, fKI MUIAraloTh peimOypcamii 3a
IpOrpamMor0 MEAWYHMX rapaHTii (mami - [lepenmik rpaHWYHHUX OITOBO-
BIJIMYCKHUX I[iH Ha JIiKapchKi 3acobu) Ta Ilepesiiky rpaHUYHUX ONTOBO-
BiIMYCKHMUX LiH HA MeIUYHi BUPOOH, AIKi MiIAraloTh peimoypcaiii 3a
NPOrpamMor0 MeJUYHHUX rapantii (aani - Ilepesik rpaHU4YHUX ONTOBO-
BiIMYCKHUX IiH HA MeIMYHi BUPOOH).

2.V upomy Ilopsaky TepMiHU BXKHUBAIOTbCS y TAKOMY 3HAYEHI:

Honoscenna giocymue

2.V upbomy Ilopsiiky TepMiHM BXKUBAIOTHCS Y TAKOMY 3HAU€HI:

1') rpaHmMuHa ONTOBO-BiANyCKHA I[iHA MEIMYHOIO0 BHPOOY -
MaKCUMaJbHA BapTiCTh OJAMHHUIII MeIMYHOI0 BUPOOY, AKMI migJsirae
peiMOypcanii, po3paxoBaHa Ha OCHOBi 30BHIIIHHOIO pe(depeHTHOro
HiHOYTBOpeHHs BianoBinHo 10 uboro Ilopsaky 0e3 ypaxyBaHHS
NMOCTAYATbHHUIbKO-30yTOBHX Ta TOProBeJIbHUX (PO3apiOHNX) HA10aBOK
Ta NOAATKY Ha 101aHy BapTiCTh;

6) pedepeHTHI KpaiHM - KpaiHHM, BHU3Ha4eHI B J0JaTKy |, HaHi 11010
BCTAaHOBJICHUX LIIH Ha JIKapChKi 3aCO0M B SKMX BUKOPUCTOBYIOTHCS JJIS
30BHIIIHBOTO pe(epeHTHOr0 LIHOYTBOPEHHS JJIS JIIKAPCHKUX 3aC00iB.

6) pedepeHtHi KpaiHm - KpaiHW, BH3HAYCHI B J0AaTKy 1, mdaHl 11010
BCTaHOBJICHUX IIIH Ha JIKapChKi 3aCO0M B SKMX BUKOPUCTOBYIOTHCS IS
30BHIIIHBOTO peepeHTHOro LIHOYTBOPEHHS Ul JIIKapChbKUX 3ac00iB, Ta
KpaiHd, BU3HAYeHi B J0AaTKYy 3, JaHi IIOJ0 BCTAHOBJIEHUX LiH Ha




[Hmi TepMiHM BXHMBAIOTBCS Yy 3HAYeHHI, HaBejeHoMy B OcHOBax
3aKOHOJABCTBA YKpaiHU IPO OXOPOHY 310poB’d, 3akoHax Ykpainu “IIpo
nepkaBHl (GiHAHCOBI TapaHTIi MEIUYHOTO OOCITYyTOBYBAaHHS HACEJEHHS ',
“Ilpo mikapceki 3acobu”, Ilopsinky peimOypcariii JiKapchbKuX 3aco0iB,
3aTBepKeHOMY roctaHoBoro Kabinery MinictpiB Ykpainu Bij 28 murHs
2021 p. Ne 854 “Jleski murtaHHa peimOypcarii JKapCchKUX 3aco0iB 3a
IporpaMor0  JCp)KaBHUX  TrapaHTidi  MEAMYHOrO  OOCIIyroBYBaHHS
HACEJIEHHS .

MeIUYHi BHPOOM B SIKMX BHKOPHCTOBYIOTHCS /IJIS 30BHIIIHBOIO
pedepeHTHOr0 HiHOYTBOPEHHS IJIsi MeIMYHUX BUPODiB.

[Hmi TepMmiHM BXHMBAaIOTbCA Yy 3HA4eHHI, HaBeaeHoMmy B OcHoOBax
3aKOHOJIaBCTBa YKpaiHU MPO OXOPOHY 370poB’s, 3akoHax Ykpainu “IIpo
JepKaBHI (IHAHCOBI TapaHTIi MEIUYHOTO OOCIyrOBYBaHHS HACEICHHS
“IIpo mikapcebki 3acobu”, Ilopsaky peimOypcarii JTiKapchKuX 3aco0iB Ta
MeAMYHMX BHPOOIB, 3aTBepKeHOMY MocTaHoBoro Kabinery MiHicTpiB
VYkpainu Big 28 numusa 2021 p. Ne 854 “Jleski murtanHs peiMOypcarlii
JTKapChKHUX 3ac00iB Ta MeIHYHUX BHPOOIB 3a MPOrpamMoro Jep’KaBHUX
rapanTii MeaunyHoro oOcinyroByBaHHs HaceneHHs (Odiuiiinuii BicHuk
Yxpainu, 2021 p., Ne 67, cr. 4230), TexHiuHoMy peryiaMeHTi L1010
MeIMYHUX BUPOOIB, 3aTBepa:keHOMY nocTaHoBor KabGinery MinicTpis
Yxpainu Big 2 :koBTHA 2013 p. Ne 753 (Odiuiiinmii BicHuk Ykpainu,
2013 p., Ne 82, cr. 3046), TexniuHomMy peryiaMeHTi 00 MeIMYHHUX
BUPOOIB /51 JAIarHOCTUKHU in vVvitro, 3aTBepa:KeHOMY IOCTAHOBOIO
Kaobinery MinicTpiB Ykpainu Bia 2 :koBTHs1 2013 p. Ne 754 (O¢iuiitnmii
BicHUK Ykpainu, 2013 p., Ne 82, ct. 3047).

3. His uporo Ilopsaxky mommuproeThCcsl Ha 3apeecTpoBaHi B YKpaiHi TOTOB1
miKapchki 3aco0u, M0 MUIAraloTh peiMOypcarlii  BIAMOBIZHO 0
BU3HAYEHOTO TMPOTpamMoOI0 MEIWYHUX TapaHTii Ha BIAMOBIAHHA pIK
Mepeniky CTaHiB Ta MDKHApPOJHMX HEMAaTeHTOBAaHMX HAa3B JIIKapChKHUX
3ac001B (Jai - mepeiik M XKHApOJAHUX HETIATEHTOBAaHUX Ha3B).

3. Hdis uporo [opsaaky nomuproeTscs Ha:

1) 3apeectpoBaHi B YKpaiHi TOTOBi JIKapChKi 3ac0o0H, IO MiJIATAIOTh
peimOypcatlii BiIMOBIAHO 10 BA3HAYEHOT'O MPOTPaMoI0 MEAMYHUX rapaHTii
Ha BIANOBIAHUHN DIK MEPEiKy CTaHIB Ta MDKHAPOJHUX HEMAaTeHTOBAaHUX
Ha3B JIIKApPChKHUX 3ac0o01B (Aaji - mepesik MKHAPOJHUX HEMAaTeHTOBaHUX
Ha3B);

2) BBemeHi B 00ir B YKpaiHi BiINOBiIHO 10 BHMOI YHHHOIO
3aKOHOJAABCTBAa MeAUYHi BHPOOM, WI0 NiAAATalThL peiMOypcamii
BIAMOBIAHO 10 BH3HAYEHOI0 MNPOrPaMoOK) MeAHYHHMX TrapaHTiii Ha
BiimoOBiAHMH pik mepesliky cTaHiB Ta HA3B MeIUYHUX BHPOOIB (naJi -
nepeJiik Ha3B MeMYHUX BUPODiB).




4. PedepeHTHi IiHM Ha JIKapCbKi 3acO0M BU3HAYAIOTHCS HA OCHOBI
OCTaHHBOI 3a JIaTOI0 OIyOJiKOBaHOI iH(OpMAaLii PO 3apeecTpoBaHi IiHH,
OTPUMAHOI 3 OQIIIKHUX JDKEpeN, y TOMY 4YHCIi OQiliifHNX BeO-CalTiB,
YIIOBHOBAKEHHX JICP’KaBHUX OpPraHiB peepeHTHUX KpaiH.

VY pasi BiICYTHOCTI JaHHMX IIOJO OITOBO-BIAIYCKHOI LIHM JIIKAPCHKOI
dhopmu JIiKapChKOTO 3ac0o0y (1 MperapaTiB IHCYJIiHY a00 KOMOIHOBaHHMX
JMKApChKUX 3ac00iB - TIEPBHHHOI YIAKOBKHU IIpermapaTy IHCYNiHY a0o
KOMOIHOBAHOT'O JIIKAPCHKOT'0 3ac00Y BIAMOBIIHOT JIiKapCchKoi (hopmMu) y BCiX
pedepeHTHUX KpalHax, JaHi SIKHX BUKOPHUCTOBYIOTHCS JJISI 30BHIITHHOTO
pedepeHTHOTO I[IHOYTBOPEHHS JUIs BIAMOBIIHUX JIIKAPCHKUX 3aC001B, Mij
yac OHOBJEeHHA llepenmiky TpaHMYHHX  ONTOBO-BIAIYCKHUX  IIiH
3a3HAYa€ThCS TpaHUYHA OINTOBO-BIANYCKHA I[iHA JKAapchKoi ¢dopMu
JTKApChKOTO 3aco0y (mis mpemnapariB iHCYJIiHYy ab0 KOMOIHOBaHHX
JTKapChKUX 3ac0o0iB - MEPBUHHOI YIAKOBKU Mpernapary 1HCYNIiHy abo
KOMOIHOBaHOTO JIIKapChKOTO 3aco0y BiANOBIMHOI JIKapchKoi (opmu),
3a3HaueHa B llepeniky rpaHUYHHX ONTOBO-BIAMYCKHUX I[IH Ha JIKapChKi
3aco0u, YNHHOMY Ha JaTy ioro oHoBieHHs. Skmio [lepenik, unHHUI Ha
JaTy OHOBJIEHHS, HE MICTUTh Takoi I[iHM, JIIKapcbka (hopMa JIiKapchbKOro
3aco0y ([1s mpenapartiB 1HCYJ1HY @00 KOMOIHOBaHHX JIIKAPChKUX 3aCO0IB -
NIepBUHHA YIIaKOBKa MpenapaTy iHCY/IiHy a00 KOMOIHOBAHOTO JIIKapChKOTrO
3aco0y BIJIMOBIIHOI JIIKAPCHKOT (JOPMHU) HE BKIIFOYAETHCS O OHOBIIEHOTO
[Tepemniky.

4. PedepentHi miHM Ha JIKapChKi 3aco0M Ta MeIMYHi BHPOOH
BH3HAYAIOTHCS Ha OCHOBI OCTaHHBOI 3a J1aTO0 OIMyOIiKoBaHOI iH(opMaIIil
PO 3apEECTPOBAHI IIHU, OTPUMAHOI 3 OQIIIHHUX JDKEPE, Y TOMY YHCII
o(inmiiHuX BeO-CaiTiB, yIIOBHOBAXXEHUX JICPKABHUX OPraHiB peepeHTHUX
KpaiH.

Y pa3i  BIACYTHOCTI ONTOBO-BIIIYCKHOI I[IHU JIIKAPChbKOi opMu
JTIKapchKOTO 3aco0y (s mpemapariB  iHCYJAiHY ab0 KOMOIHOBaHHX
JMKApChKUX 3ac00iB - TEPBMHHOI YIAKOBKU IpemapaTy IHCYNiHY abo
KOMOIHOBaHOTO JIIKapChbKOTO 3aco0y BiANOBIMHOI JiKapchKoi (opmu),
OJMHMII MeJUYHOro BHPOOY y BCiX pedepeHTHuX KpaiHax, AaHi SKUX
BUKOPHUCTOBYIOTBCS [UIS 30BHIITHBOTO pe(epPEHTHOTO I[IHOYTBOPEHHS IS
BIIMOBIIHMX JIIKAPChKUX 3aco0iB Ta/a00 MeIWYHHMX BHUPOOIB, IiJ dYac
oHoByieHHs [leperniky rpaHMYHUX ONTOBO-BIANYCKHHX IiH HA JiKapcbKi
3aco0m Ta/abo Ilepesiky rpaHMYHMX ONTOBO-BIANIyCKHMX WIiH Ha
MeJAWYHI BHPOOM, 3a3HAYAETHCS TPAHWYHA ONTOBO-BIAIYCKHA IIiHA
mikapchkoi (opMu JiKapchbKoro 3acoOy (sl mpemnapariB iHCYNIHY abo
KOMOIHOBaHHMX JIIKAPCHKUX 3acO0IB - TEPBHUHHOI YIAKOBKH IperapaTy
1HCYNIHY 200 KOMOIHOBaHOTI'0O JIKapChKOro 3aco0y BiAMOBIAHOT JiKapChKOT
¢dbopMu), oqMHULI MeJUYHOT0 BUPOOY, 3a3HayeHa B [lepeniky rpaHudHNX
ONTOBO-BIANYCKHMX I[IH Ha JIKapchki 3acobu Ta/ado Ilepesiky
rPAHUYHUX ONTOBO-BIANYCKHHUX WiH HA MeJUYHi BUPOOM, YNHHOMY Ha
naty ioro onoBneHHs. fkmo BinmoBinnuii Ilepenmik, unHHUN Ha naTy
OHOBJICHHSI, HE MICTUTh TaKoOi I[IHH, JIIKapCchka GopMa JIIKapChbKOTO 3ac00y
(1 mpemapaTiB iHCYNiHY ab0 KOMOIHOBAaHHMX JIIKapChbKHX 3aco0iB -
NepBUHHA YIIaKOBKa Mpenapary iHCY/IiHy abo KOMOIHOBAHOTO JIIKAPCHKOTO
3aco0y BiAMOBIAHOI JIIKAPChKOi (pOpMHU), OAMHUILIS MeIHYHOT0 BUPOOY HE
BKJTFOYAETHCS 70 BiAMOBiIHOTr0 oHOBIeHOTO [lepeniky.

5. PedepenTHi 1iHM Ha JiKapchki 3ac00M BU3HAYAIOTHCS B HAIllOHATBHIN
BaJTIOTI.

5. Pedepentni miHM Ha JiKapchbKi 3aco0W Ta MeIU4HI

BU3HAYAIOTHCS B HAL[IOHAILHIN BaJIIOTI.

BHPOOH




[TepepaxyBanHs pedepeHTHUX IIIH Ha JIKApChbKi 3acobW 3 1HO3EMHOI
BATIOTH peQepeHTHUX KpaiH y HaliOHAJIbHY BaIIOTY 3/1HCHIOETHCS 3a
oQiiHHUM KypcOM, BCTaHOBJIEHMM HarioHaapHUM OaHKOM Ha JaTy
BHU3HAUCHHS ITiH.

[TepepaxyBanHs pedepeHTHHX I[iH Ha JIKapChKli 3acoOM Ta MeaudHi
BHPOOHU 3 i1HO3EMHOI BaJTIOTH pe)epeHTHUX KpaiH y HalliOHAJIbHY BAJIOTY
3MIMUCHIOETBCA 3a OQIUIMHMM KypcoM, BCTaHOBJICHMM HaiioHambHUM
0aHKOM Ha JaTy BU3HAYCHHS I[iH.

6. MO3 Bene Ilepernik rpaHMYHUX ONTOBO-BIAMYCKHHMX I[IH Ha JIIKapChKI
3aco0u 3a GOpMOI0 3TiHO 3 JoAaTkoM 2. 3aznauenuit [lepenik popmyerscs
Tta BegeTbess MO3 (i3 3aTBepIKEHHSM BiANOBIIHUM HakazemM MO3) Ha
migcTtaBi  po3paxyHkiB, Hamanmx HC3Y, Ta OnpuiIrOAHIOETBCS Ha
odimiitHomy Beb-caiiti MO3 1 €auHOMy JAepKaBHOMY BeO-mopTali
BIJIKpUTHUX JaHUX.

Yy pa31 BUSBJIEHHS TEXHIYHOI IMOMUJIKH (Rpm—ﬂﬁ-M—H—H-KHO-B—ﬂ%aH&l—}
pﬁ%ﬂpﬁM—Fp—a*HHHel—eﬂTﬁBﬁ—Bﬂ}H—yﬂ(—Hﬂl—H—Hiﬂ) 3MIHH J0 HepeJnKy

IpPaHUYHUX ONTOBO-BIAMYCKHUX LIIH Ha JIIKapchki 3acobu BHOCATHCSE MO3
Ha ITiJICTaBi BUIIpaBIieHOi iHpopmaii, Hamanoi HC3Y.

6. MO3 Beae Ilepenik rpaHMYHMX ONMTOBO-BIAIMYCKHHUX IIIH Ha JIIKAPCHKI
3aco0u 3a popmoro 3rigHo 3 JlonaTtkom 2 Ta [lepesik rpaHUYHUX ONITOBO-
BiANYCKHUX LiH HA MeAU4HiI BUpPoOHU 3a ¢opmoro 3rigno 3 JogaTkom 4.
3a3naveni Ilepesikm ¢opmyoTseess Ta Bexyrbes MO3 (i3
3aTBEepKEHHSAM BiAMOBITHUMHU HakazamMu MO3) Ha mifCcTaBl po3paxyHKiB,
Hagaanx HC3Y, ta onpumogHioThC Ha odimiitHoMy Beb-caiiti MO3 1
€auHOMY J1ep>KaBHOMY BeO-TIOpTai BIIKPUTUX JaHUX.

VY pasi BUsBIEHHS TEXHIYHOI MOMWIKH 3MiHM 10 llepeniky rpaHudHHX
OTITOBO-BIAIYCKHMX IIiH Ha JIiKapchki 3acobu Ta Ilepesiiky rpaHmyHHX
ONTOBO-BiANYCKHHUX LiH HA MeAUYHi BUpoOu BHOCAThc MO3 Ha mijicTaBi
BUIIpaBIeHO1 iHpopmanii, Haganoi HC3Y.

7. Onosnenns Ileperniky rpaHUYHUX ONTOBO-BIAMYCKHUX I[iH Ha JIIKAPCHKI
3aco0U 3A1HCHIOETHCS:

IIOPOKY B MEPIINI poOOUHii IEHb CIUHS Ta JIUITHS;
3a 3BEpHEHHSM 3asBHHKA (3asBHUKIB) 10 HC3Y B pasi 3minu odimiitHOro

Kypcy rpuBHi qo aoiapa CIHIA, BcranoBineHoro HamioHanibHUM OaHKOM,
Oinbire HiXK Ha 10 BiZICOTKIB 3a KBapTall.

7. OnosnenHs Ilepeniky rpaHUYHUX ONTOBO-BIAMYCKHUX I[iH Ha JIIKAPCHKI
3acobu Ta Ilepesiky rpaHMYHMX ONTOBO-BIAMYCKHMX IiH HA MeIUYHIi
BHPOOU 3/11CHIOETHCS:

IIOPOKY B MEPIIU poOOYHii IeHb CIUHS Ta JIUIHS,
3a 3BEpHEHHAM 3asBHHKA (3asBHUKIB) 10 HC3Y B pasi 3Minu odimiitHOro

Kypcy rpuBHi 10 gojapa CHIA, BcranoBneHoro HamioHanbHUM GaHKOM,
OinpIie HX Ha 10 BiCOTKIB 3a KBapTall.

Ilonoscenna giocymune

12. HC3Y po3paxoBy€ IpaHM4YHY ONTOBO-BilllyCKHY LiHY OJWHHLI
MeJUYHOIr0 BUPOOY, BKJIKYEHOI0 10 Nepesiiky Ha3B MeIMYHUX BUPOOiB,
3a TAKMMHM €TallaMu:




1) 3piiicHeHHsI PO3pPaxyHKY WiHH OJWHMII MeIUYHOTO BHPOOY Yy
pedepenTHiii KpaiHi 3a Tako0 (POPMYJI010:

31loa = 3l yn/Kox,
ne 3oz - 3apeecTpoBaHa 1iHA 32 ONMHUII0 MEIUYHOTO BUPOOY;
3l yn - 3apeecTpoBaHa LiHA 32 YIIAKOBKY MEAUYHOI0 BHPOOY;
Ko - kiIbKIiCTh OIMHMIB MEIUYHOT0 BUPOOY B YIIAKOBIL;
2) 3ailicHeHHsI pPo3paxyHKYy pedepeHTHOI Hinu y pedepeHTHiii KpaiHi
OIMHMUI Uil KOKHOI Ha3BH MeIMYHOI0 BHPOOY SIK MeJiaHHOIO
Aiana3oHy UiH OJMHHMIb MEJUYHUX BUPOOIB, BKIKYEHOIO 10 MepetiKy
Ha3B MeIMYHHMX BUPOOiB, y pepepeHTHili KpaiHi;
3) 3nilficHeHHS PO3PaxXyHKY TIpPaHHYHOI ONTOBO-BiANYCKHOI LiHHU
OJMHMII MeIUYHOr0 BHPOOY, BKJIOYEHOI0 [0 Mepesaiky MeIu4HHX

BHPO0iB, SIK MeJiaHHOro Aianma3soHy peQepeHTHHX LiH OJMHHIb
MeJUYHHUX BUPOOiIB KO:KHOI pedrepeHTHOI KpaiHMm.

Honatox 1
1o [lopsaky po3paxyHKy I'paHHYHUX
OITOBO-BIAMYCKHUX I[iH Ha JIIKapChKi 3acobu

IMEPEJIIK
pedepeHTHUX KpaiH

Honatox 1
1o [opsiaky po3paxyHKy TpaHUYHUX
OIITOBO-BIAMYCKHUX I[iH Ha JIIKapChKi 3aco0U Ta
MeIMYHi BUPOOHU

IMEPEJIIK
pedepeHTHUX KpaiHn
(uiHM Ha JiKapcbKi 3aco0m)




Jonarok 2
no [opsaky po3paxyHKy rpaHHYHUX
ONTOBO-BIIMMYCKHKX ITIH Ha JIIKAPChKi 3ac00H

IMEPEJIIK
IPaHUYHMUX ONTOBO-BIIIMYCKHMX IiH HA JIIKAPChKi 3aC00M, SIKI1 MiJISATAI0Th
peimMOypcarii 3a mporpamoro Aep>KkaBHUX IapaHTid MEIUIHOTO
00CITyroBYBaHHS HAaCEJICHHS

JonaTox 2
no [opsnky po3paxyHKy rpaHHYHUX
ONTOBO-BIJIMTYCKHMX ITIH Ha JIIKAPCHKI 3aco0n
Ta MeIN4Hi BUPOOH

[MEPEJIIK
IPaHUYHUX ONTOBO-BIAIYCKHUX IIiH HA JIIKAPCHKI 3aCO0U, SIKi TAIATAIOTh
peiMOypcariii 3a IporpaMoro JIepKaBHUX TapaHTId METUIHOTO
00CITyroByBaHHSI HACEJICHHS

Honosxcenna siocymue

Honatox 3

1o [Topsinky po3paxyHKy TpaHUYHUX OMTOBO-
BIJIMMYCKHHUX

I[iH Ha JIIKapChKi 3ac00M Ta MEeIUYHI BUpOOH

HNEPEJIIK
pedepeHTHUX KpaiH

(uiHM HA MeUYHi BUPOOH)

[Top | Haiimenysa | Haiimenysa | 3apeectpoB | [lepioguun | Cdepa
SOK | HHS KpaiHu HHS aHa IiHa Ha iCTb 3acTocy
OBH YIIOBHOBX | MEIWYHUN | OHOBJCHHS | BaHHS
17§ €HOT0 BUDIO, JlaHUX
HOM JIep’KaBHOTO | 1HO3EMHA
ep oprany BaJIFOTa
1 | Pecny6nika | Minicreper | odiriiina OJIUH pa3 yci
ITompmma BO OXOPOHH mina Ha JIBa MEINYHI
3J10pOB’sl MIPOJAXY, MicsIIi BUpOOU
PecniyOmiku 30T




IHonema
CrnoBanpka | Minicreper | oimiiiHo OJIUH pa3 yci
PecryOutika | BO OXOpOHU | BH3HA4YeHa | HA JIBa, TPH | MEAUYHI
3J10pOB’sl 1iHa, €BPO micsi BUpOOU
CnoBanpbKkoi
PecriyOmiku
Yecbka JepxaBHUI iHa HIOAEKaan yci
PecriyOrika | iHCTHUTYT 3 | BUPOOHUKA, MeINYHI
KOHTPOJIIO KpOHa BUpOOH
3a
JKapChbKUM
u 3aco0amu
Yecpkol
Pecry0Outiku
JlatBiiiceka | HamioHnansH | pedepeHTH | mIomiBpoky yci
PecniyOnika | aciyxOa | a 1iHa, €Bpo MeInYHi
OXOPOHH BHUpOOU
310pOB’4
JlaTBilicbKO1
PecniyGmiku
VYropmuna | Hamionansx LiHa ioMicsus yci
uit GoHN BUPOOHUKA, MEIUYHI
OXOPOHH ¢dbopuHT BHUPOOU
310pOB’A
YropuwHu
Ilonoscenna giocymune Honarok 4

1o [opsanky po3paxyHKy TpaHHYHUX OMTOBO-
BIJIMMYCKHHUX
I[iH Ha JIIKapChKi 3ac00M Ta MEIUYHI BUPOOH




HEPEJIIK
TPAHUYHHUX ONTOBO-BIAMMYCKHUX I[iH HA MeJIUYHI BUPOOH, AKI
NiJIAraTh peimOypcanii 3a NporpamMoro Jep:;kaBHUX FapaHTii
MeIMYHOr0 00CIyrOBYBaHHS HAaCeJCHHS

[NopsiakoBuii | Has3Ba meguuHoro | I'paHn4Ha OnTOBO-BiAITyCKHA
HOMED BUPOOY 1[iHa 32 O/IMHUIII0 MEJUYHOTO
BUPOOY
1 - -
2 - -
3 - -
4 - -

ITopsinok peimOypcanii TikapcbKkuXx 3ac00iB, 3aTBepakeHnii nocTanoBow Kadinery MinicTpiB Ykpainu Big 28 munns 2021 p. Ne 854

IMOPAIOK
peiMOypcaiiii JTiKapchbKUX 3ac001B

I[MOPSTOK
peiMOypcariii JiKapchbKUX 3aC001B Ta MEAUYHUX BUPOOiB

1. Lle#t Ilopsaok BHM3HAuae MeXaHI3M I[IOBHOTO abo0 YacTKOBOIO
BIJIIIKOIYBaHHST BapTOCTi (peiMOypcarlii) nikapCchKuX 3ac00iB CyO’e€KTaMm
rOCIIO/IapIOBaHHs, SKI MPOBAJATh I'OCIOAAPCHKY IISUIBHICTH Ha MiACTaBi
JIIeH3ii Ha MPOBaPKEHHs FOCIOJapChKO1 JISUIbHOCTI 3 po31piOHOT TOPriBii
JKapChbKUMHU 3ac00amu (aii - Cy0’€KT TOCIOIaplOBaHHs), 3a MMPOTPaAMOI0
Jep>KaBHUX TrapaHTiil MeauuHOro oOCIyroByBaHHs HaceleHHA (mami -
porpamMa MeJMYHUX TapaHTiil ), 3aTBEP/KEHOI0 B YCTAHOBICHOMY MOPSAKY
Ha BIJTMOBIIHUHN PIK.

1. Le#t Ilopsaok BH3HAuYae MeXaHI3M IOBHOTO abo0 YacTKOBOIO
BIIIIKOMYBaHHS BapTocTi (peiMOypcariii) Jikapcbkux 3aco0iB  Ta
MeJUYHHUX BHPOOIB Cy0’eKTaM TOCHOJApIOBaHHA, SKI IMPOBAAATH
TOCMOMAPChKY MISAMBHICT, HA TMIACTaBl JIEH31 Ha TPOBaHKCHHS
rOCIOIapChKOT AISUIBHOCTI 3 po3ApiOHOI TOPTIBII JIKapCHKUMHU 3ac00aMu
(mami - cy0’€KT TOCHOAapIOBaHHsI), 32 MPOTrPaMoI0 JIepP)KaBHUX TrapaHTii
MEIMYHOTO OOCIYrOoBYBaHHS HACeJE€HHs (Jaml - mporpama MeAUYHUX
rapaHTiii), 3aTBEp/KEHOIO B YCTAHOBJIIEHOMY MOPSIKY Ha BIANOBIAHUMN PIK.
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2. Y upomy llopsaxky TepMiHU BXKUBAIOTHCS B TAKOMY 3HAUEHHI:

1) BHyTpimHE pedepeHTHE I[IHOYTBOPEHHS - BCTAHOBJICHHS MiHIMaIbHOI
OITOBO-BIAMYCKHOI I[iHK JIKapCchKOi (OPMH JIKapChKOTO 3acoly (KpiMm
mpenapariB 1HCYNIiHY), KWW Miaasarae peiMOypcarii, Ha IiJcTaBl 3asB,
nojanux 3asBHUKOM 10 HC3Y Bianosiano 1o usoro [opsaky;

2) 3asIBHUK - Cy0 ‘€KT IOCIIOIaPIOBAHHS, SIKHI € BIACHUKOM PEECTPAIITHOTO
MTOCBIIUEHHS Ha JIIKAPChKHI 3aci0, a00 HOro MpeCcTaBHUK, ITOBHOBAKCHHS
SIKOTO BH3HAYEHO BIJIMTOBITHO 10 3aKOHOJABCTBA (Jall - YIOBHOBAXEHUI
MIPEACTaBHUK);

2.V upomy Ilopsinky TepMiHH BKUBAIOTHCSI B TAKOMY 3HAUCHHI:

1) BHyTpimHE pedepeHTHE IIHOYTBOPEHHS - BCTAHOBJICHHSI MiHIMaJIbHOI
OIITOBO-BIAIYCKHOI I[IHK JIKapchKoi (OpMH JIKapChKOro 3acoly (KpiMm
npenapariB iHCYJiHY) a00 OAUHHUIL MeUYHOTr0 BHPOOY, SIKI MIUIATAIOTh
peimOypcairii, Ha mijcTaBi 3asB, MoAaHuX 3asBHUKOM 10 HC3Y BignoigHO
1o 1poro [opsiaky;

2) 3asBHUK - Cy0‘€KT roCTIOAaprOBaHHsl, KU € BIACHUKOM PEECTPAIIHOTO
MTOCBIAUEHHS Ha JIIKapChKui 3acib 260 0coda, BiAnmoBiiaibHa 32 BBeIeHHS
B 00ir MeqUYHUX BUPOOiB, a00 iX MpeacTaBHUKH, TOBHOBAKEHHS SIKUX
BU3HA4YeHi BIAMOBIIHO 1O 3aKOHOMABCTBAa (Jaji - YIIOBHOBAXCHHM
MPEACTaBHUK);

Honosxncenna siocymue

3%) miniMaabHa ONTOBO-BiIyCKHA I[iHA MEIUYHOIr0 BHPOOY -
MiHiMaJIbHA BapTiCTh OJMHHUIII MEIMYHOr0 BHPOOY, AKMH miajsirae
peimOypcauii, po3paxoBaHa Ha OCHOBiI BHYTPIilIHbOro pedepeHTHOro
HIHOYTBOPeHHs 0e3 ypaxyBaHHs NOCTA4aJIbHULIBKO-30yTOBHX Ta
TOProBe/ibHUX (Po3apiOHNX) HAA0ABOK i MOAATKY HA N0JaHYy BapTicTh
JJIS1 KOKHOI HA3BU MeINYHOT0 BUPOOY;

Ilonoxycenna giocymune

5%) posmip peimOypcaunii 3a yNaKOBKY MeIMYHOrO BHPOOY —
MiHiMAJIbHA ONTOBO-BiAMyCKHA WiHA OJAMHUIII MeIUYHOr0 BHPOOY,
SIKMH migisirae peimOypcanii, 3 ypaxyBaHHsIM KiJbKOCTI MeIMYHHMX
BUPOOiB B YIAKOBIi Ta NOCTAYAJIbHUIIbKO-30yTOBUX Ta TOProBeJbHUX
(po3apidoHNXx) HAA0ABOK i MOJATKY HA JOJAHY BAPTICTh;

IHonoxcennsn giocymune

8) cyma nomuiaTu 3a MmeaMuYHU BUPIO - pi3HULA MizK po3ApiOHOI0 LiHOIO
3a YNAaKOBKY MeAWYHOro BUPOOy, sIKMi migjsirae peimOypcauii, Ta
po3Mipom peiMOypcamii 3a ymakoBKY, HI0 CIUIAYYE€ThCS NALIEHTOM
anTevyHOMY 3aKJIajay.
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[Hmi TepMiHM BXXMBAIOThCS Yy 3HAUEHHI, HaBelaeHOMy B OcHoBax
3aKOHOJABCTBA YKpaiHU IPO OXOPOHY 3/10poB’s, 3akoHax Ykpainu “IIpo
nepkaBH1 (piHAHCOBI TapaHTii MEAMYHOTO OOCIYrOBYBaHHS HACEJICHHS
“Ilpo mikapceki 3aco0u”, Ilopsiaky po3paxyHKy TpaHHYHHX ONTOBO-
BIAMMYCKHUX I[iH Ha JHKapChbKi 3aco0H, 3aTBEPIKEHOMY ITOCTAaHOBOO
Kab6inery MinictpiB Ykpainu Bix 28 mumas 2021 p. Ne 854 “Jlesiki nuTaHHs
peiMOypcarii JTiKapchKUX 3aco0iB 3a IPOrpaMor0 JACp)KaBHUX TapaHTIH
MEIWYHOTO 0OCIyroByBaHHS HaceleHHsa (nani - Ilopsmok po3paxyHKy
IPaHUYHHUX ONTOBO-BIAMYCKHUX IIiH).

[Hmi  TepMiHM BXXUBAIOTbCA Y 3HaAueHHI, HaBeneHoMy B OcHoBax
3aKOHOJABCTBA YKpaiHU MPO OXOPOHY 3A0poB’s, 3akoHax Ykpainu “Ilpo
nepkaBHl (piHAHCOBI TapaHTIi MEAMYHOTO OOCITYyrOBYBaHHS HACEICHHS
“Ilpo mikapceki 3acobu”, Ilopsaky po3paxyHKYy TpaHHYHHUX ONTOBO-
BIJIMMYCKHHMX I[iH Ha JIIKAPChKi 3aCO0M Ta MeIMYHi BUPOOM, 3aTBEPDKEHOMY
nocranoBoro Kabinery MinictpiB Ykpainu Big 28 mumus 2021 p. Ne 854
“Jlesiki maTaHHs peiMOypcallii JiKapchKUX 3acC00iB Ta MeIUYHUX BHPOOiIB
32 TPOTrpaMol0 JIEP)KaBHUX TapaHTid MEIUYHOTO OOCITYrOBYBaHHS
HacenenHs” (O¢inilinuii BicHuk Ykpainm, 2021 p., Ne 67, ct. 4230) (nani
- [opsiiok po3paxyHKy rpaHUYHUX ONTOBO-BIAMYCKHUX LiH), TexHiunomy
perjiaMeHTi MO0 MeIMYHUX BHUPOOiB, 3aTBEPAKEHOMY IMOCTAHOBOIO
Kao6inery MinicTpiB Ykpainu Bix 2 :xoBTHs1 2013 p. Ne 753 (O¢iniiinuii
BicHUK Ykpainm, 2013 p., Ne 82, ct. 3046), Texniunomy peraameHTi
1010 MeJIMYHMX BHUPOOIB M/ AiarHOCTHKH in vitro, 3aTBepI:KeHOMY
nocranoBoio Kadinery MinicTpiB Ykpainu Bix 2 :xoBTHs 2013 p. Ne 754
(Odiuiitnuii Bichuk Ykpainu, 2013 p., Ne 82, ct. 3047).

3. PeimOypcamii 3a mnporpamMor0 MEAWYHHMX TapaHTI MAIATAI0Th
3apeecTpoBaHi B YKpaiHi TOTOBI JiKapchKi 3acobu, BKIto4eHi Jo [lepeniky
JMIKapChbKUX 3ac00iB, SKI MIATAlOTh peiMOypcallii 3a Tporpamoro
MEIWYHMX rapaHTiil (mam - [lepemik JikapchbKuX 3aco0iB, AKi MIIATAIOTh
peiMOypcaiiii), 0 3aTBEPKy€eThCst Haka3oM MO3 cTaHOM Ha BiJIMOBIIHY
nary.

3. PeimOypcartii 3a mporpaMoro MeTMYHUX TapaHTIN MiJISTaI0Th:

1) 3apeectpoBaHi B YKpaiHi T'OTOBI JIKapChKli 3aco0M, BKIIOYEHI 0
[Tepeniky mikapchbKux 3aco0iB, sIKi MiUISTal0Th peiMOypcallii 3a MporpaMoro
MEIMYHUX rapanTii (mami - [lepenik nikapcbkux 3aco0iB, K1 MiAIATAIOTh
peimOypcaiiii), 1o 3aTBepAKyeThes HakazoM MO3 ctaHOM Ha BiANOBITHY
Aaty,

2) BBedeHi B 00ir B YkpaiHi BIiINMOBiZHO 10 BHMOI YHMHHOIO
3aKOHOAABCTBAa MeIWYHI BHPOOH, BKIK04YeHi 10 Ilepesaiky menmunmux
BUPOOIB, sIKi miAIArawTb peiMOypcaunii 3a nporpamMor MeIHYHHX
rapanTiid (naai - Ilepenik Meam4yHux BHPOOIB, fIKI NiIATAIOTH
peimOypcauii), mo 3arBepaxkyerbcss Hakazom MO3 cranom Ha
BiANOBIAHY AaTy.
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4. JlepxaBHe peryJjloBaHHS IIiH Ha JIKAapChbKi 3ac00M, SKI MiISATal0Th
peimOypcarii, 3AIMCHIOETBCS BIAMOBIMHO 10 TmocTaHoBu Kabinery
MinictpiB Ykpainu Big 9 nmucromaga 2016 p. Ne 862 “Ilpo meprkaBHe
peryIiroBaHHS 1iH Ha JTikapchki 3acoou” (Odimiitamii BicHuk Ykpainu, 2016
p., Ne 95, cr. 3102) Ta Ilopsnky po3paxyHKy T'paHHMYHHUX OITOBO-
BiJITYCKHUX ITiH.

4. JlepxaBHE peryJtoBaHHS IIiH Ha JIIKAPChKi 3aCO0M Ta MeIUYHI BUPOOH,
AK1 TiAAranTs peiMOypcarii, 31IHCHIOETBCS BiIMOBIIHO 10 MOCTAaHOBH
Kabinery MinictpiB Ykpainu Bim 9 smcromama 2016 p. Ne 862 “IIpo
JiepKaBHE PETYJIOBAHHS LIH Ha JIKApChbKi 3acO0M Ta MeIM4Hi BHpOOH”
(Odimiviauit BicHuk Yxkpainu, 2016 p., Ne 95, cr. 3102), mocranoBH
Kaobinery MinicTpiB Ykpainm Bin 17 xoBTHsi 2008 p. Ne 955 “IIpo
3aX0AM 1I0A0 cTadidizaumii miH Ha JiKapchbKi 3aco0M Ta MeaMYHi
Bupodn” (Odiuiitnmii Bichuk Ykpainu, 2008 p., Ne 84, cr. 2825) ta
[opsanky po3paxyHKy rpaHHYHUX ONTOBO-BIAIMYCKHHX I[iH.

5. Bimnmyck cy0’ekTamMM TOCIOJAPIOBaHHS JIKAPCHKUX 3aco0iB, sKi
MUIATaloTh peiMOypcartii, 3/[IHCHIOETHCS Ha ITiICTaBl PEICNTiB, BUITHCAHUX
BiamoBimHO 10 [IpaBui BuUNMCyBaHHS pElENTIB Ha JIIKApChKi 3aco0m 1
MeIu4HI BUpOOHW, 3aTBep/pkeHMX MO3, depe3 €IeKTPOHHY CHCTEMY
OXOPOHH 3I0POB’sI (1Al - €IEKTPOHHI PEIICTITH ).

5. Bianmyck cy0’ekTamMu TOCHOJApIOBaHHS JIIKAPCHKUX 3aco0iB Ta/ado
MeJUYHHUX BHPOOIB, sKI IIArar0Th peiMOypcarlii, 3I1HCHIOETbCS Ha
MiJCTaBl PEIENnTiB, BUIMCAHUX BiAMOBITHO 10 [IpaBun BUNMCYBaHHS
peLenTiB Ha JIKApChKl 3aco0M 1 MeIu4Hl BUpoOH, 3arBepikeHnx MO3,
yepe3 eNEeKTPOHHY CHUCTEMY OXOpPOHHM 370pOB’A (Hayli - eJEeKTPOHHI
penentu).

6. EnexTpoHHI penenTd BUIMCYIOTHCS B MEXKax MOMICAYHUX OOCATIB
OI0JDKETHUX AaCUTHYBaHb, MependaueHux i peiMOypcamii JIiKapChbKUX
3ac00iB y MJIaHlI acUrHyBaHb (KpIM HaJaHHS KpEIUTIB 3 JAEpKaBHOTO
O10/KeTy) 3arajbHOro (OHIY Jep>KaBHOTO OO/DKETY 3a MpOrpamoro, 3a
PaxyHOK sIKO1 (piHAaHCY€ThCS IpOrpaMa MEAMYHUX FapaHTii, CKIaJEHOMY B
YCTQHOBJIEHOMY TOPAAKY. Y pa3l KOJM 3arajibHa BapTICTh JIKapChKUX
3ac001B 3a BCiMa BUIIMCAHUMHM €JIEKTPOHHUMU PELETITaMH Y BIATOBITHOMY
MicsIl JOpiBHIOE 00cAry OOJUKETHUX acCUrHYBaHb Ha peiMOypcallito
JKapChKUX 3ac00IB 3a JIOTOBOpaMU NMpo peiMOypcallito, BCTAHOBJICHUX Y
IUTaHI aCUTHYBaHb (KpIM HaJaHHS KPEIUTIB 3 JEP)KaBHOTO OIOJIKETY)
3aragpbHOTO (DOHIY JEepKaBHOTO OO/DKETY Ha BIAMOBITHUNA MiCSIIb,
BUITUCYBAHHS €JIEKTPOHHUX PELENTIB Yepe3 eJIEKTPOHHY CUCTEMY OXOPOHH
3I0pOB’s (Al - cucTeMa) MPUITMHSIETHCS /10 TIOYaTKy HACTYITHOTO MICSIIA.

Ionoxcennsn giocymune

6. EnexkTpoHHI penenTd BUIMKCYIOTHCS B MEXKax IOMICSYHUX OOCSTIB
OIO/PKETHUX AaCHTHYBaHb, MepeadadeHux ans peimOypcarii JiKapchbKUX
3ac00iB Ta MeAWYHUX BHMPOOIB y IJIaHI acUrHyBaHb (KpIM HaJaHHS
KPEAUTIB 3 JEpKaBHOTO OIOKETy) 3aralpbHOro (OoHAY Jep>KaBHOTO
OrOKEeTy 3a IpOorpaMoro, 3a paxyHOK sKoi (hiHaHCYeTbCs Nporpama
MEJIMYHUX TapaHTil, CKJIaIEHOMY B YCTAHOBJICHOMY MOPSAKY. Y pasi Koiu
3arajbHa BapTICTh JIKAPCHKUX 3aC00IB Ta MeIMYHUX BHPOOIB 3a BCcimMa
BUIMCAHUMH €NIEKTPOHHUMU PELIETITAMH Y BIJIIOBITHOMY MiCSAIll JOPIBHIOE
o0csry OI0JKETHUX aCUTHYBaHb Ha peiMOypcalliio JIKapChKUX 3ac00iB Ta
MeJIMYHHMX BHPOOIB 32 JI0roBOpaMH Mpo peiMOypcallito, BCTAHOBIECHUX Y
IJIaHl aCUTHYBaHb (KpIM HAJaHHS KPEAWTIB 3 JEPKABHOTO OIOJKETY)
3araqpHOr0 (OHIY JAEp>KaBHOrO OIO/KETY Ha BIANOBITHUM MICSIb,
BUITMCYBAHHS €IEKTPOHHUX PELENTIB Yepe3 eIEKTPOHHY CHCTEMY OXOPOHHU
3JI0pOB’sl (J1aJli - CUCTEMa) MPUIMHSIETHCS 10 OYaTKy HACTYITHOTO MICSIIS.
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Oco00,1MBOCTI BUINHMCYBAHHSI €JEKTPOHHHUX peleNnTiB Ha JIKapCbKi
3aco0u Ta MeaM4Hi BHpPOOM, sfAKi miAIAralTs, PpeimOypcanii,
BCTAHOBJIIOThHCA B [IpaBuiiax BUNMCYBAaHHA pelleNTiB HA JIKAPCbKi
3aco0u i Mequ4Hi BUpoOu, 3aTBepa:xkennx MO3.

7. Bignyck JikapchkuX 3aco0iB, fKI IIUIATalOTh  peiMOypcarii,
3MIACHIOETHCS 32 EIEKTPOHHUMH pEIeNTaMH B anTeKaX Yd alTeuyHUX
MyHKTax, $Ki 3IIHCHIOIOTh BIAMYCK JKAapChKUX 3aco0iB 3rigHO 3
JIOTOBOPaMH TIPO peiMOypcarlito, YKIaJIeHUMHU Cy0’ €KTOM TrOCIIOAapIOBAHHS
3 HC3Y (mani - goroip mpo peimOypcallito), He3aleKHO BiA Micls
MIPOXKUBAHHS TIAIIEHTA YA MICIS HAJAAHHS METUIHUX TTOCITYT.

7. Biamyck JikapchKMXx 3aco0iB Ta/a00 MeIMYHUX BHPOOIB, sKi
HiIATaoTh peiMOypcartii, 3ai1CHIOETBCS 32 eNEKTPOHHUMHU PELenTaMu B
anTeKax YW anTeYHUX IyHKTaX, SKi 3AIMCHIOIOTH BIAMYCK JIKapChKUX
3aco0iB  Ta/a00 MeIMYHMX BHMPOOIB 3riJHO 3 JOroBOpamMH Ipo
peiMOypcarir, ykiaaeHuMu cyo’ektoM rocrogaproBanns 3 HC3VY (mani -
JIOTOBIp MPO peiMOypcalliio), HE3aJIeHKHO BiJl MICIS MPOKUBAHHS MaIli€eHTa
YH MicCIsl HAJaHHS MEIMYHHUX TOCIYT.

8. Bimmyck mikapchkmx 3aco0iB, SKi HAIATalOTh  peiMOypcarii,
PEECTPYETBCS 4epe3 CHCTEMY OCO0OI0, YIMOBHOBAXXCHOKIO CYO’ €KTOM
rOCTIOJApIOBaHHS HA PEECTPAIlil0 BIIMYCKYy JIKapChKUX 3aco0iB  3a
EJIEKTPOHHUMH peLienTaMu (Jaji - YIOBHOBaXK€Ha 0c00a), 13 3a3HaYEeHHAM
HOMEpa eJIEKTPOHHOI'0 pelenTa, Kooy HIATBEp/PKeHHS Ta 1HQopMarlii npo
BIIMyIIIEHUN JTiKapchbkuil 3aci0. Iy 3aBepiieHHs peecTparii BiAmycKy
gyepe3 CHCTeMY YIOBHOBa)KEHA 0co0a HaKJIaa€ eIeKTPOHHUH MiAIHC, Mo
0a3yeTbcs Ha KBaJli(hiKOBaHOMY cepTU(IKATI €JIEKTPOHHOIO MiAMUCY.

8. Biamyck mikapchbkux 3aco0iB Ta/ab00 MeaIMYHMX BHPOOIB, sKi
HiJUIATaloTh  peiMOypcallii, PeecTpyeETbCS UYepe3 CUCTEMY 0co0o0r1o,
YIOBHOBAXEHOIO CYO’€KTOM TOCIOJIapIOBAaHHSI Ha PEECTPAII0 BIAMYCKY
JIKapChKUX 3aco0iB Ta/ab0 MeIWYHUX BHPOOIB 32 EICKTPOHHUMHU
peuienitaMu  (1aji - yHNOBHOBaXkeHa oco0a), 13 3a3HAYEHHsSM HOMepa
€IeKTPOHHOTO pelenTa, KOAYy MIiATBepIKeHHA Ta iHdopMalii mpo
BIJITYILIEHUH JIIKapChbKUi 3ac10 Ta/ad0 MequuHuii BUpi0. /{151 3aBepiieHHs
peecTparlii BIAMYCKY 4Yepe3 CHUCTEMYy YIIOBHOBa)K€Ha 0co0a Hakajae
€JIEKTPOHHUM MiANuC, 1m0 0a3yeTbcs Ha KBali(iKOBaHOMY cepTU]iKaTi
€JIIEKTPOHHOTO MiHCY.

9. Indopmariist mpo JiKapchKi 3ac00M, BIAMYCK SIKUX 3apeeCTPOBAHO Yepe3
CHCTEMY BIANOBiAHO 70 11boro [lopsaxy, BKIIOYAETHCS 10 3BITY, MOAAHHS
SIKOTO TIepe10aveHo B IOTOBOPI PO peiMOypcartito.

9. Indopwmartist mpo JiKapchki 3acO00M Ta MeAUYHI BUPOOH, BIAMYCK SIKUX
3apeECTpOBAHO dYepe3 CHUCTEMYy BIAMOBITHO 10 1boro Ilopsaxy,
BKJIFOYAETHCS JI0 3BITY, TOJAHHS SKOTO TepeadadyeHo B JIOTOBOPI MPO
peiMOypcartito.

10. Cyma, sika BIAIIKOJOBYETHbCA 3a CIOKUBUY YHNAKOBKY JIKapChKOTO
3aco0y BIAMOBIIHOI JiKapcbkoi GopMmu (s 1HCYNIHY - 3a TEPBUHHY
YIIaKOBKY IIpernapary 1HCYJiHYy), BHU3HauaeTbcs B lleperniky JiKapchbKUX
3ac001B, K1 TAIATal0Th peiMOypcartii.

10. Cyma, sika BIAIIKOJOBYETHCS 3a CIIOKMBUY YHNAKOBKY JIIKapCHKOTO
3aco0y BIAMOBIIHOI JiKapchbkoi Gopmu (17 1HCYNIHY - 3a TEPBUHHY
YIIaKOBKY Ipernapary iHCYIiHYy), BU3HadaeTbcs B lleperiky mikapChKHUX
3aco0iB, K MiIsIraloTh peiMOypcairii. Cyma, sika BilllIKOAOBY€ETHCH 3a
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YIAKOBKY MeJUYHOro BHpPoOYy, BU3HauyaeTbest y Ilepeniky MeguuHunx
BUPOOIB, sIKi miAIAranTs peiMmoypcamii.

11. HC3VY nmybmikye momicsIst mpoTAroM AECATH poOOUYHX JHIB HA CBOEMY
odimiiHOMy BeO-caliTi 1H(pOpMaIito Tpo 3AIHCHEHHs peimMOypcartii
JKapChKUX 3ac00iB.

11. HC3VY nmy6mikye momicsIis mpoTAroM AECATH poOOUYHX AHIB Ha CBOEMY
odiniiHOMy BeO-calTi 1H(MOpMaIii0 Tpo 3AICHEHHS peiMOypcarltii
JTIKapChKUX 3aC00IB Ta MeIMYHUX BHPOOIB.

12. Peamizamist ikapcbKuX 3aco0iB, SKi IMiUISATalOTh peimMOypcamii Ta
3aKyIuieHi 1o naTtu 3atBeppkeHHss MO3 oHosneHere [lepeniky mikapcbKux
3aco0iB, SIKI MiUIATAIOTH peiMOypcarii, 3MIHCHIOETBCSA 3a IIHAMH Ta Y
MOPAJIKY, 110 3aCTOCOBYBANUCS 10 AaTu 3aTBepkeHHss MO3 3a3HaueHore
[Tepeniky, mpotsirom 30 KaJleHIAPHUX JIHIB 3 JIaTH TIOYATKYy HOTO Jii.

12. Peamni3ariist JiKapCchbKUX 3aC001B Ta MeAUYHUX BUPOOIB, K1 M1ISATAIOTh
peiMOypcanii Ta 3akyruieHi A0 gatd 3arBepkeHHs MO3 OHOBICHHX
[lepeniky nikapcbkux 3aco0i1B, sIK1 NUIAral0Th peiMOypcariii, Ta Ilepeniky
MeIMYHUX BHPOOIB, ki miaysiraoTh peimOypcanii, 37iiiCHIOETECS 3a
[[IHAaMU Ta Yy MOPSAKY, 1110 3aCTOCOBYBAJIUCS JI0 JaTH 3arBepkeHHs MO3
3a3HaueHmx [lepenikiB, npotsarom 30 kaleHJapHUX JIHIB 3 IaTH MOYATKY 1X
i

13. Jlo Ilepeniky mikapchkux 3acoOiB, fKI MIUISATalOTh peimMOypcarii,
BKJIIOYAIOThCS TOPrOBEJIbHI Ha3BU JIIKAPChKHUX 3ac001B, ONTOBO-BIAIYCKHA
I[IHAa 3a CIOXKUBYY YNAKOBKY (A IHCYJIHY - 32 NEPBUHHY YIaKOBKY
npernapary iHCYNiHYy) SIKUX He mHepeBullye 3aTBepukeHy MO3 rpaHuuny
ONTOBO-BIANYCKHY I[IHY B IEpepaxyHKy Ha J000BY J03Y JIKapChbKOTO
3aco0y (171 1HCYJiHY - Ha IIEpBUHHY YIAKOBKY IpernapaTy iHCYMiHY, s
KOMOIHOBAHOTI'O JIIKapChbKOTo 3aco0y - Ha (opMy BUIIYCKY a0O MEpBUHHY
YIIaKOBKY).

13. Jlo Ilepeniky mikapchkux 3aco0iB, Kl MIAIATalOTh peiMOypcarlii,
BKJIIOYAIOTHCSl TOPrOBEJIbHI Ha3BU JIKAapPChKUX 3ac001B, ONTOBO-BIANYCKHA
I[IHAa 3a CIOXMBYUY YNAKOBKY (AJi1 IHCYJIHY - 3a NEPBUHHY YIAaKOBKY
npenapaTy 1HCYJiHY) SKUX He mepeBHllye 3arBepaxkeny MO3 rpaHudny
ONTOBO-BIANYCKHY I[IHY B IEpPEpaxyHKy Ha J000BY 103y JIKapChKOIO
3aco0y (Amns 1HCYTiHY - 3a MEePBUHHY YIAKOBKY Mpernapary iHCYTIiHy, s
KOMOIHOBAHOI'O JIIKapChbKOTO 3ac00y - Ha (opMy BUIIYCKY a0O NMEPBUHHY
ynakoBky). o Ilepeniky meaumynux BHPOOIB, fKi MiIAranwTb
peimOypcanii, BK/JIHOYalOTbC Ha3BH MeJUYHUX BHMPOOIB, ONTOBO-
BIAyCKHA LiHA 32 YNaKOBKY SIKUX (Y HepepaxyHKY Ha OJUHHUIIO
MeIUYHOro BHUPOOy B ynakoBli) He mepeBuinye 3arBepaxeny MO3
TPAaHUYHY ONTOBO-BilIlyCKHY IiHY 32 OANHULIO MEANYHOTO0 BHPOOY.

14. Hdna ¢opmyBanus Ilepeniky sikapchbKuxX 3aco0iB, sKi MiJUIATarOTh
peimOypcanii, HC3Y po3minrye npoTsroMm TpboX poOOYMX JAHIB 3 JTHS

14. dnsa ¢opmyBanus Ilepeniky nikapchbKuX 3aco0iB, sIKi MiUIATarOTh
peimOypcanii, Ta Ilepejiky MeIu4yHuX BHPOOIB, sIKi mNigaAralTH
peimoypcauii, HC3V posminrye mpoTsirom TphOoX poOOUYMX JHIB 3 JHS
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onpuitogHeHHs [leperniky rpaHnYHUX ONTOBO-BIAMYCKHUX IIiH Ha JTIKapChKi
3aco0u Bi/AMOBIAHE OTOJIOMICHHS Ha CBOEMY OQilliifHOMY BeO-cailTi.

onputoHeHHs [leperniky rpaHnYHUX ONTOBO-BIIIMTYCKHUX II1H Ha JIIKapChKi
3aco0u Ta Ilepeiliky rpaHUYHUX ONTOBO-BiIAMYCKHUX IiH HA MeIU4Hi
BHPOOM, BiJTIOBIHE OTOJIONICHHS Ha CBOEMY O(illIHTHOMY BEO-CaiTI.

15. 3asgBHUK TOJIa€ MPOTATOM CEMH POOOYMX IHIB 3 JIHS OIYOJIKYBaHHS
orojnouenns 10 HC3Y B enexTponHili (popMi Taki JOKYMEHTH:

15. Jlois BHeceHHs1 JikapchbKuX 3ac00iB y Ilepedtik Jikapcbkux 3aco0iB,
ski migasraTe peiMOypcauii, 3aBHUK T0Ja€ TPOTATOM CEMU POOOUUX
THIB 3 AHS omyOmikyBaHHs orosiomeHHs: 7o HC3Y B enexrponHiit hopmi
TaKl JOKyMEHTH:

Honoscenna giocymue

15%. lns BHecennss meauunux BUpooOiB y Ilepesik Mequanux BUpooiB,
ki migasrawTs peiMOypcanii, 3asiBHUK 10JAa€ MPOTATOM CeMH
podounx aHIB 3 AHA omyOJuikyBaHHs oroJiomieHns a0 HC3Y B
eJIeKTPOHHII (popMi TaKi TOKyMeHTH:

1) 3aaBy, ckiaaeHy 3a (popmoro, BusHaueHor B oroJiomenHi HC3Y, i3
3a3Ha4YeHHAM iHdopmanii npo:

Ha3BY MeJIMYHOI0 BUPOOY;

KUIBKICTh OIMHUIb MEIMYHOT0 BUPOOY B YIIAKOBIIi.

HaliMeHyBaHHSI BUPOOHUKA Ta KpaiHu (KpaiH) BUPOOHMUTBA;

HaliMeHyBaHHsl (mpi3Buue, iM’sl, mo 0aTbKOBi) oco0wu,
BiANMOBiZabHOI 3a BBeJdeHHS BHPOOIB B 00ir (BupoOHMK abo
YIOBHOBaKeHHU I NMPeICTABHUK)

HOMep i pJara jfekjapaunii mnmpo BignmoBigHicTh Ta/aGo
ceprudikary BiANOBiAHOCTI (HalilMeHYBaHHsl OpraHy, SIKMil #oro
BH/1aB) (32 HASIBHOCTI);

ONUC MeJUYHHUX BUPOOIB (XapaKTepUCTHKA, IPU3HAYCHHS)

ONTOBO-BiANYCKHY LiHY 32 YIIAKOBKY MEAUYHOI0 BUPOOY;

o0cArn  BHPOOHHUITBA Ta/a00 MNOCTAa4YaHHA  YINAKOBOK
MeIM4YHOro BupoOy Ha mepioa aii Ilepesaiky MeamuHux BUPOOIB, fAKI
NiJISralTh peimOypcaunii, 10 AaTH HOro HACTYITHOTO OHOBJICHHS;
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2) 3acBilueHY B YCTAHOBJIEHOMY 3aKOHOJAABCTBOM MOPSIAKY KOIIiI0
BH/JIAHOI BHPOOHMKOM MeAWYHOro BHPOOYy JOBipeHoOCTi, siKa
HNiATBEP/’KY€ NOBHOBAKEHHSI HOr0 YNOBHOBAKEHOI'0 NpPeJCTABHHKA
mono noganus 10 HC3Y noxkymenriB, 3a3Ha4eHux y mianmyHkri 1 nboro
NyHKTY (y pa3i norpedu), 3 nepexkjajaoM Ha YKPaiHCbKY MOBY B pasi ii
CKJIA/ICHHSI iIH03eMHOI0 MOBOIO;

3) 3000B’A3aHHA 1I0A0 3AilICHEHHS] MOCTAYaHHS MeJANYHOI0 BHPOOy B
YkpaiHy npoTAroM 3asiBJe€HOI0 CTPOKY 3a WiHOI, 3a3HAYEHOI0 B
Ilepeniky menmunux BHPOOIB, fIKi milAraTh peimOypcamii, 3a
(¢popmoro, Bu3HaveHo0 B orosiomenni HC3Y;

4) 3000B’si3aHHSI 1OA0 3a0e3neyeHHsl Oe3mepediiiHOI HASBHOCTI
MeJUYHOro BHPOOYy Ha TepuTopii YKpaiHH NPOTATOM CTPOKY il
Ilepeniky meaumuHux BHPOOiB, sIKi migaArawTs peiMOypcamii, 3a
(¢popmoro, Bu3HaveHo1o B oroJsiomenni HC3Y.

Ha nokyMeHTHM B eJIEKTPOHHiH (popMi HAKJIAMAETHCH €JeKTPOHHUI
nianuc 3asiBHUKA, 10 0a3yeTbesl Ha KBadiikoBaHomy ceprudikari
€JICKTPOHHOI0 MiAMHUCY.
BinnoBiganpHicTh 32 J10CTOBipHicTH 3a3Ha4YeHOoi B
AOKYMEHTAaX, Hece 3asiBHUK.

indgopmanii,

16. HC3YVY po3srnsgae oTpuMaHi BiJl 3asBHUKIB JOKYMEHTH MPOTITOM I’ SITH
pOOOYMX AHIB MICHS 3aKIHUEHHS NMPHUIOMY 3a8BOK y CTPOKH, BU3HAYEHI B
nyHkTi 15 nporo Ilopsinky, Ta my0iikye Ha cBoeMy odiniiHOMY BeO-caiTi
nonepeaH1 pe3ysbTaTH 11010 BKIIOYEHHs JiKapchbkux 3aco0iB 110 [lepeniky
JKapchKUX 3aco0iB, sKi mimisraroTe peimMOypcanii (y dopmi [lepemniky).
[Tig yac 3n1CHEHHST pO3PaxyHKIB po3ApiOHUX IIiH, pO3MipiB peiMOypcarii
Ta CyM JOIUIaT 32 CIIOKMBYY YMAKOBKY (A 1HCYINIHY - 3a NEPBHHHY
ynakoBKy mnpenapary iHcyniHy) HC3VY oxpyriioe BiANOBigHI CyMU 0
JPYroro 3HaKa MicJis KOMH.

16. HC3YV posrnsgae oTprMaHi BiJl 3asBHUKIB JJOKYMEHTH MPOTITOM 11’ SITU
poOOYMX JHIB MICHA 3aKIHYEHHS MPUHOMY 3asBOK Y CTPOKH, BU3HAYEHI B
mynkrax 15 Ta 15! nporo IMopsaky, Ta myGiikye Ha cBoeMy odimiiiHoOMy
BeO-CcaiTi mOMepe IHI PE3yIbTaTH 1010 BKIFOUYCHHS JIIKAPChKUX 3aC001B 10
[lepeniky nikapchbKUX 3ac00i1B, K1 MIATaOTh peiMOypcartii Ta MeIHYHUX
BUpoOiB 10 Ilepeaiky wmeauyHux BHPOOIB, SKi NiJIATaTb
peimOypcauii (y ¢opmi IlepenikiB). Ilix 4yac 3aificHEHHs pO3paxyHKIB
po3apiOHUX IMiH, po3MipiB peiMOypcarii Ta CyM JOOIJjaT 3a CHOXKHUBUY
YIaKOBKY (7151 IHCYJIIHY - 3a NEpBUHHY YNAaKOBKY Ipenapary iHCYJiHY),
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[Ipotsirom m’sTH poOoYMX MAHIB Micias OMyONiKyBaHHS MOIMEpeIHIX
pe3yibTaTiB MO0 BKIIOYEHHS JIKAapChKux 3aco0iB o Ilepemiky
JIKapCchKUX 3aco0iB, SKi MiJUIATalOTh peimMOypcarii, 3asBHUK MOXe
3BepHyTHcs 10 HC3Y momo 3HIWKEHHS ONTOBO-BIANYCKHOI IIHH
JiKkapchbkoro 3aco0y Ta/abo KOMOIHOBAHOTO JIIKAPCHKOTO 3acoly, KpiMm
mpenapariB  iHCyJiHY, IO Tijjsrae peiMmOypcamii ©0e3 moruatv, 3
AQHAJIOTIYHOI MIKHAPOJHOK HEMAaTEHTOBAHOIO Ha3BO Ta (opmoro
BHUITYCKY (JI711 KOMOIHOBaHUX JIIKAPCHKUX 3ac00IB - OPMOIO BHUITYCKY 200
MIEPBUHHOIO YIIAKOBKOIO).

3asaBHUK Moxe 3BepHyTHCs 10 HC3V y pasi, Koiu onToBO-BiITyCKHA IiHA
TAKOTO JIIKapChKOT0 3ac00y, fIKa y IepepaxyHKy Ha 1000BY /103y TOPiBHIOE
ONTOBO-BIAMYCKHIN IIiHI 3a JM000BY J03y JIIKapChKOro 3acoly (ms
KOMOIHOBAHOTO JIIKApCHKOTO 3ac00y - y mepepaxyHKy 3a (popmMy BHUITYCKY
a00 TMEepBHHHY YNaKOBKY IOPIBHIOE ONTOBO-BIIMYCKHINA IIiHI 3a (opmy
BUITYCKYy a00 NEpBUHHY YMAaKOBKY), HE MepeBuulye Ouibll HiXK Ha 10
BIJICOTKIB MOTIEPETHBO OIMYOIIKOBaHUHN pO3Mip TaKoi IiHH.

Ilonoxycenna giocymune

VY pa3i BUABJIEHHS TEXHIYHOI MOMWJIKH B IOIEPEIHIX pe3yibTaTax 00
BKJIFOUEHHS JIKapchbkux 3aco0iB a0 Ilepeniky mikapchbkux 3aco0iB, SKi
HiAIAraloTh peiMOypcarlii, 3asBHUK Ma€ MpaBo MPOTIArOM I1'STH poOoYnx
THIB MiCas ONMyOJiKyBaHHS MONEpPEAHIX Pe3yJabTaTiB OO0 BKIIOYECHHS
JiKkapcbkux 3aco6iB 1o Ilepeniky JikapchbKuX 3aco0iB, sKi MiJUISATaroTh
peimOypcaii, 3Bepuyrucs 10 HC3VY mozo ii BunpasieHHs (KpiM MOMIJIKH
1010 PO3Mipy ONTOBO-BIANYCKHOI 1I1HHU JIIKAPCHKOTO 3aC00Y).

yHnakoBKy Meau4yHoro Bupody HC3Y okpyriatoe BiAMOBIAHI CyMH 110
JPYroro 3HaKa MiCJsg KOMH.

[Ipotsirom m’aTH poOOYMX MAHIB Michs OMyOJiKyBaHHS MOMEpEIHiX
pe3yiabTaTiB  IIOJ0 BKIIOYECHHS JIKAapChKUX 3aco0iB  mo Ilepemiky
JTKapChKUX 3ac001B, SIKI MJIATal0Th peiMOypcartii, Ta MeIMYHUX BUPOOiB
no Ilepesiky menmuHux BHPOOIB, fIKI miaIAraTh peimMOypcamii,
3asiBHUK MOke 3BepHyTHCS 10 HC3Y 110710 3HUKEHHS ONTOBO-BIAIMTYCKHOT
IIIHM JTIKapChKOT0 3ac00y Ta/ab0 KOMOIHOBAHOTO JIiKapChKOTO0 3aco0y, KpiM
mpenapariB - iHCyNiHy, Ta/a60 MeIUYHOro BHPOOY, IO TiasIrae
peiMOypcamii  0e3 JIOILIAaTH, 3 AHAJIOTTYHOIO MI>KHAPOTHOIO
HENaTeHTOBAHOI HAa3BOIO Ta (OPMOIO BHITYCKY (IS KOMOIHOBaHHX
JKapChbKUX 3ac00iB - (OpMOI0 BHIYCKYy a00 MEPBHUHHOKO YITaKOBKOIO),
Ha3BOI0 MeIHYHOT0 BUPODY.

3asBHUK MOke 3BepHyTHCs 10 HC3Y y pasi:

KOJIM ONTOBO-BIJIMMYCKHA IliHA TAKOTO JIIKAPCHKOTO 3aco0y, fKa y
nepepaxyHKy Ha J000BY 103y JOpPIBHIOE OITOBO-BIIMYCKHIN IIIHI 3a
J000BY /103y JIIKAPCHKOTO 3ac00Y (/17151 KOMOIHOBAHOT'O JTIKApChKOT0 3aC00Y
- y mepepaxyHKy 3a (opMy BUITYCKY a00 MEPBUHHY YIIaKOBKY JTOPIBHIOE
OIITOBO-BIAMYCKHIH 11iHi 32 popMy BUIIyCcKy a0 NMEPBUHHY YIIAKOBKY), HE
nepesuinye Outbll HDK Ha 10 BIACOTKIB MOMNEPEIHBO OITYOJIKOBAHUMN
pO3Mip TaKoi IiHY;

KOJIY ONITOBO-BiANMYCKHA HiHA YNIAKOBKH MEeINYHOI0 BUPOOY He
nepepurye Olibm Hizk Ha 10 BiICOTKIB monepeaHbO onMyo0JIiKOBaAaHMI
PO3Mip TakKoi HiHu.

VY pa3i BUSBJICHHS TEXHIYHOI MOMWJIKH B MONEPETHIX pe3ynbTarax 00
BKJIIOYEHHS JIIKapCchbKUX 3aco0iB a0 Ilepeniky Jsikapchbkux 3acoOiB, sKi
miuIsiraloTe  peiMOypcanii, Ta MeauyHux BupoGiB a0 Ilepeniky
MeJUYHHUX BHPOOIB, AKI MiAIAraTh peiMOypcaii, 3aBHUK Ma€ MIpaBo
MPOTATOM ITSITU  poOOYMX JIHIB TMICAS ONMyONIKyBaHHS TONEPETHIX
pe3yabTaTiB  IOJ0 BKIIOYEHHS JIKapchbkux 3acobiB g0 Ilepemiky
JIKapChbKUX 3ac001B, K1 MIAraloTh peiMOypcallii, Ta MeAMYHUX BUPOOiB
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Jlo 3BepHEHHS, 3a3HaUYEHOr0 B a03alli APyromMy IbOro MyHKTY, JOAAI0ThCS
JIOKYMEHTH, iepenoaveHi B myHKT# 15 nporo [lopsaky.

[IpotsiroMm m’sTH poOOYMX [HIB TICIS 3aKIHYEHHS CTPOKY MpUHAOMY
3BEpHEHb, MependadeHux adzanmamu JPYyrUM Ta TPETIM IBOTO IMYHKTY,
HC3VY posrnsnmae mojmaHi 3assBHUKaMH JIOKYMEHTH Ta mogae g0 MO3
MPOTIO3HUIIIT 11010 BKIIOYEHHS TOPTOBEIBHUX Ha3B JIIKAPCHKUX 3aCO0IB 110
[Tepeniky nikapchbKux 3ac00iB, K1 MiUISATal0Th peiMOypcartii.

Ha mincrasi orpumanux Bigx HC3Y nponosumiit MO3 npuiimae piteHHs
PO BKJIIOYEHHS TOPTOBENBHUX HA3B JIKapchKuX 3aco0iB 1o Ilepemiky
JIKapChbKUX 3aco0iB, SKI MiIATalOTh peiMOypcamii  (momatox  2).
3aznauenuii Ilepenik 3arBepmkyeThcsi HakazoM MO3 mpoTsroMm m’siTu
pobounx JHIB 3 jgaTtd  oTpuMaHHs nponosuuid  Bix HC3Y Ta
OTIPUIIIOIHIOEThCA Ha odimiiiHoMy BeO-caiiti MO3 1 €EquHOMY JepKaBHOMY
BeO-MOopTasli BIAKPUTHX JaHUX.

no Ilepesiky mMenmuHux BHPOOIB, fIKi miaIsAraTh peimMOypcamii,
3sepHyTHCs 10 HC3VY 1moz0 ii BunpasieHHs (KpiM MOMHIIKHU L1010 PO3Mipy
OITOBO-BIAMYCKHOI I[iHK JIKApCHKOT0 3aC00y 200 MeIMYHOI0 BHPOOY).

Jlo 3BepHEHHsI, 3a3Ha4YEHOro B ad3alll APyromMy IbOr0 IMyHKTY, JOAAOThCS
JIOKyMeHTH, Tiepenbaveni B mynkrax 15 ta 15! uporo ITopsaky.

[Ipotsirom m’sitTh poOouMx MAHIB MICHSA 3aKiHYEHHS CTPOKY MNpPHHOMY
3BepHEHb, IependadeHux alzalamu JIpyrMM Ta TPETIM IbOr0 IYHKTY,
HC3VY posrnsgae nonani 3asBHUKaMM JOKyYMEHTH Ta mnoaae jno MO3
IPOMO3ULIT 010 BKJIOYEHHS TOPrOBEIbHUX Ha3B JIIKAPCHKUX 3aC00IB 10
[lepeniky mikapcbkux 3aco0iB, SIKI MIJUISTalOTh peimOypcallii, Ta Ha3B
MeaInYHUX BUPOOiB 10 Ilepesiiky MeauuHUX BHPOOIB, SKi MIIATAIOTh
peiMOypcaiii.

Ha mincrasi orpumanux Big HC3Y nponosuniit MO3 npuiimae pimieHHs
PO BKJIIOYEHHS TOProOBEIbHUX Ha3B JIIKApChKUX 3aco0iB g0 Ilepenmiky
JIKapCchbKUX 3aco0iB, K1 HAIATaloTh peiMOypcalii, Ta Ha3B MeAUYHUX
BUpoOiB 10 Ilepeniky mequunux BUpoOiB, K MiAIATaIOTh peiMOypcartii
(momatox 2 ta 3). 3aznaueni Ilepeniku 3aTBepaxyeThesi Hakazom MO3
MPOTATOM I1’SITH poOOYMX JHIB 3 AaTH OTpHMaHHs nporosumii Big HC3Y
Ta OIPWIIOJHIOIOTECS Ha odimiiiHomy BeO-caiiti MO3 1 €auHomy
JIepKaBHOMY BeO-TIOPTali BIIKPUTHX JAHUX.

17. Omnosnenns Ilepenmiky JnikapcbkuUX 3aco0iB, $Ki MHIAIATaOTh
peimMOypcartii, 311HCHIOETbCS B MOPAAKY, NepeadadeHoMy TyHKTaMu 14-16
uporo I[opsaky:

IIOPOKY B JIIOTOMY Ta CEpIIHI;
y pa3l 1o03adeproBoro OHOBIEHHS llepeniky TpaHUYHHUX OITOBO-
BIJIITYCKHUX IIH Ha JIIKAPCHKi 3aCO0H.

17. OwunoBnenns Ilepemiky miKapchbKuX 3aco0iB, SKi MiJIATalOTh
peimMOypcanii Ta Ilepesiky MeauyHuUX BHPOOIB, fAKi NiLJIAraTbL
peimOypcanii, 3111ICHIOETHCS B TOPSIIKY, TepeadadyeHoMy myHKTamu 14-16
uporo Iopsaky:

IIOPOKY B JIIOTOMY Ta CEpIIHI;

y pa3l 1o03aueproBoro oOHoOBiIEHHsA [lepeniky TrpaHUYHUX OMNTOBO-
BIJIIYCKHUX LIIH Ha JiKapchki 3acobu Ta Ilepesiiky rpaHMYHUX ONTOBO-
BiAYCKHUX I[iH HA MeJUYHI BUPOOH.
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VY pasi BHECEHHS 3MiH JI0 NEPETiKy MDKHAPOJIHMX HEMaTCHTOBAaHUX HAa3B
JKapChbKUX 3ac00iB, BU3HAYEHOTO MPOTPaMOI0 MEIUYHUX TapaHTid Ha
BiAmoBimHMKA pik, g0 Ilepeniky kapchkux 3aco0iB, SKI MiUISATalOTh
peimMOypcarii, BHOCATbCS BIANOBiAHI 3MIHM B TOPSJIKY, IeperdaueHOMY
nyHktamu 14-16 uporo Iopsaky.

VY pa3i BHECEHHS 3MiH JI0 MEpesiKy MDKHApOJAHUX HEMaTeHTOBAHMX Ha3B
JKapChKUX 3ac00iB a00 mepeJIiky Ha3B MeITMYHIUX BUPOOiB, BA3HAYECHOTO
IpOrpamMol0 MEIWYHMX TapaHTiii Ha BiAmoBigHMKA pik, g0 Ilepemiky
JIKapChKUX 3ac00iB, sKI migmarawoTte peimOypcarii, Ta I[lepesiky
MeJUYHHUX BHPOOIB, sKi miaIAraTs peiMOypcamii, BHOCSTHCS
BIJIMOBI/IHI 3MIHM B TIOPSJKY, MepeadadeHoMy MyHKTamu 14-16 mporo
[Topsaxy.

Honosxcenna siocymue

191, Hasa MeamuHoro BHPOOYy He BKJIWYaeTbess a0 Ilepeniky
MeIUYHUX BUPOOiB, sIKi miausiraloTs peimoypcarnii, y pasi:

1) nogaHHs 32asBHUKOM HEMMOBHOT0 NMAKETA IOKYMEHTIB 200 HEHAJIEKHO
0(OpPMIIEHHX JIOKYMEHTIB, 3a3HaYeHuX y nyHKTi 15! uporo Mopsaxky;

2) nepeBHUILIEHHS 3a5IBJICHOI0 ONITOBO-Bi/INYCKHOIO [iHOIO 32 YIIAKOBKY
MeJUYHOro BUPOOy (y mepepaxyHKy Ha OAMHHMIIO MeMYHOT0 BUPOOy B
ynakoBii) piBHs 3aTtBepaxenoi MO3 rpaHu4Hoi onToBO-BiAIyCKHOI
LiHM 32 OJUHUIK0 MEUYHOT0 BUPODY.

20. BHeceHHs BHIIpaBJIeHb TEXHIYHOIO XapakTepy, IOB’A3aHUX 3
MexaHIuHUMHU Ta/abo opdorpadiunumu nomuikamu, 10 [lepeniky
JKapCchKUX 3ac001B, K1 MIIATa0Th peiMOypceallii, 3ailicHioeTbess MO3.

20. BHeceHHsT BMIIpaBlieHb TEXHIYHOIO XapakTepy, TIOB’s3aHUX 3
MeXaHIUHUMHU Ta/abo opdorpadiunuMu nomuiakamu, g0 Ilepeniky
JIKapChKUX 3aco0iB, fAKI mUIAraoTh peimOypcanii, Ta Ileperaiky

MeJUYHUX BUPOOIB, sIKi miuIAraloTs peiMmOypcauii, 3aiificHioerbes MO3.

Ilonoxycenna giocymune

21% TligcraBamMu i BUKJIIOYEHHS] HA3BH MEIMYHOro BHUPOOY 3
Ilepesiky MeaMYHUX BUPOOIB, AKi MiAJAraTh peimoypcauii, €:

1) BusiBJIeHHs1 HeAOCTOBIPHOI iHopMaii, 110 MiCTUTHCA Yy 3a5Bi Ta/a00
AOKYMEHTAaX, MOJaHUX Pa30M 3 Helo;

2) nogaHHs 3asiBHMKOM BianmoBiaHoi 3asiBu 10 MO3;
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3) nopyumeHHs 3asiBHUKOM 3000B’si3aHb, Nepea0avYeHnx y mianmyHkKri 3
Ta/a60 4 mynkry 15! usoro Mopsiaky.

22. BuKIIOYEHHS TOPrOBENbHOI Ha3BU JIiKapchkoro 3acody 3 Ilepemiky
JIKapChbKUX 3aco0iB, SKI MIIJIATalOTh peiMOypcarlii, 3A1MCHIOEThCS Ha
nigcrasi Hakazy MO3, 110 BUIAETHCS IPOTATOM IT°SITH poOOYHNX JIHIB 3 JaTH
BUHHUKHEHHS ITiIcTaB, nependadenux y myHkTi 21 nporo [Topsaky.

22. BuKIIOYeHHS TOProBEIbHOI HA3BM JIIKapchKkoro 3acoly 3 Ilepemiky
JiKapchkuX 3aco0iB, sKI MiJIATalOTh peiMOypcallii, Ta/ado Ha3BH
Meau4HOro Bupooy 3 Ilepesiiky Mequ4HHUX BHPOOIB, AKI MiAJISrawTh
peimOypcaitii, 3miiicHIOeThC Ha TiacTaBi Hakazy MO3, 1m0 BHIAETHCS
MPOTSTOM I’ SITH pOOOYUX JTHIB 3 JaTH BUHUKHEHHSI I11/ICTaB, TIepe10aueHux
y nynkTax 21 Ta 21! nporo Iopsaky.

23. Po3paxyHok po3Mmipy peiMOypcarii, CyMH JOIUIATH Ta pO3aPiOHOI IHK
3a CIIOKMBYY YIAKOBKY JUUISI KOXKHOI TOPTOBEIBHOI HAa3BH JIIKAPCHKOTO
3aco0y (NEepPBUHHY YIAKOBKY - JUIs NIpenapary iHCYIiHY), SKUH ITiajisrae
peimOypcamii, mo 3a3HadatoThcsi B lleperniky iKapchKuxX 3aco0iB, sKi
MUIATaroTh peiMOypcartii, 3aiiicHioeThess HC3Y.

23. Po3paxyHOK po3mipy peiMOypcalrii, CyMH JOIIaTH Ta Ppo3ApiOHOI LiHK
32 CHOXHMBYY YIAKOBKY JUIS KOXXHOI TOPrOBEJbHOI Ha3BU JIIKAPCHKOTO
3aco0y (MMepBUHHY YIAKOBKY - JIJIs IIpenapary iHCyJiHY) Ta YHaKOBKY JJIsl
KOKHOI Ha3BM MEJAMYHOIro BHPOOY, SKi MiUIATal0Th peimOypcarii, mo
3a3HavyaroThess B Ilepeniky JiKapchbKUX 3aco0iB, SKI  MiUISTalOTh
peimOypcanii, Ta Ilepesiky MeauyHux BHUPOOIB, fKi NiIAraTbL
peimOypcauii, 3ailicHioerscs HC3Y.

IHonoxcennsn giocymune

24?. Posmip peimOypcaunii 3a ymakoBKy MeIM4HOI0
PO3PaxoBYEThCH 32 TAKOI0 (POPMYJIOIO:

BUPOOY

Pr=M x Kms (1 + Ho/ 100) x (1 + He/ 100) x (1+I1/1B/100),
ae Pp - po3mip peimOypcamii 3a ynakoBKy MeIH4HOTr0 BUpoOy;

M - MmiHIMaJBbHA ONTOBO-BiANYCKHA IiHA 32 OAMHHLI0 MEJIMYHOIO
BHUPOOY;

KwmB - KIbKiCTh MEeIMYHUX BUPOOIB B YIIAKOBIII;

Ho - rpanu4Ha nocravyajJbHMIbLKO-30yTOBAa HAa10aBKAa;
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Hpr - rpannyna ToprosenbHa (po3apioHa) Hag0aBKa;
II/IB - mopaTox Ha 101aHy BapTiCTh.

MiniMa/jibHA ONITOBO-BiANMYCKHA 1[iHA 32 OUHUII0 MEIMYHOT0 BUPOOY
Bu3Havaerbest HC3Y Ha ocHOBI LiH 32 yHakoBKY MeIM4YHOT0 BUPOOY,
3a3HAYEHUX Yy 3asBaX, MNOJAaHUX 3afABHUKAMH, 3 YPaxXyBaHHIM
KiJILKOCTi MeIMYHUX BUPOOIB B YIIAKOBIII.

28. YV pa3l 3MeHIIeHHS po3ApiOHOI MIHM 3a CIOXHBUY YIaKOBKY
JKapchKOro 3aco0y (i iHCYNiHY - 32 TIEpBUHHY YIAKOBKY Iperapary
1HCYITIHY), BKJIFOYeHOTro 10 Ileperniky mikapchKkux 3aco0iB, K1 IMiJIATAI0Th
peimMOypcartii, anTeqnnii 3aKia1 IPOBOAUTH PO3PAXYHOK 13 320KPYTIICHHSIM
JI0 ABOX 3HAKIB ITICJISI KOMU:

po3Mipy peiMOypcallii Ta CyMH JIOIUIaTH 3a IEPBUHHY YIIAKOBKY IIpernapaTy
1HCYINIHY BiNoBiHO 10 11boro [Topsaky;

po3Mipy peimOypcarlii 3a COXHBUY YIMAaKOBKY JIKapChKOTO 3ac0o0y (KpiM
mpenapariB 1HCYJIHY) IUIIXOM HOTO 3MEHIIEHHS Ha PO3Mip 3MEHIICHHS
PpO3ApiOHOT LiHU.

3HayeHHs po3MipiB peiMOypcalii Ta CyMH JOIUJIATH, PO3PaXxOBaHUX
BIJIMIOBITHO JO IOTO TYHKTY, HE MOXXYTh II€PEBUIIYBAaTH 3HAUYCHb,
HaBesieHux y [lepeniky dikapchkux 3aco0iB, K1 MiUIAraloTh peiMOypcarii,
3aTBEpPAKEHOMY CTAaHOM Ha BIATOBIIHY JIaTy.

28. YV pa3i 3MeHIICHHS pPO3ApiOHOT IIIHM 3a CHOXXHBYY YIAKOBKY
JIKapCchbKOro 3aco0y (A 1HCYJIHY - 3a MEpPBUHHY YIAKOBKY Ipernapary
IHCYJIIHY), YIAaKOBKY MeIHYHOro BHPOOy, BKItoueHoro jao Ilepemiky
JiKapchbKuX 3aco0iB, sKI MiuIsiraloTb peimOypcanii, ado Ilepenaiky
MeIUYHUX BHPOOIB, fIKi MiAJIAralTh peiMOypcauii, anTeyHuil 3akiiaj
IPOBOJAUTDH PO3PAXYHOK 13 3a0KPYIJIEHHSM JI0 JBOX 3HAKIB MICJII KOMHU:

po3Mipy peiMOypcarrii Ta CyMu JIOTUTATH 3a TICPBUHHY YIIAKOBKY MpernapaTy
1HCYMiHY BiAMOBiAHO 70 11boTO [lopsaxy;

po3mipy peiMOypcarlii 3a CoXHBYY YMAaKOBKY JIKapChKOTO 3ac00y (KpiM
npenapariB 1HCYNIIHY) HUIIXOM HOTO 3MEHIIEHHS Ha PO3MiIp 3MEHIICHHS
pO3apiOHOI 11iHH;

po3Mipy peimOypcamnii 3a ynakoBKy MeIMYHOI0 BUPOOY HLISIXOM HOro
3MEHIICHHSI Ha PO3Mip 3MeHIIeHHsI PO3APiOHOI LiHM.

3HayeHHs1 po3MipiB peiMOypcalii Ta CyMH JOIJIaTH, PO3PaxOBaHUX
BIJIMIOBITHO 70 IOTO TYHKTY, HE MOXXYTh II€PEBHIIYBAaTH 3HAuYCHb,
HaBezeHux y [lepeniky jikapchKHX 3aco0iB, AK1 MiUIAraloTh peiMOypcarii,
Ta Ilepeniky MeaumyHux BHPOOIB, sKI NiAJIAralTh peimMOypcaii,
3aTBeP/I:KeHUX CTAaHOM Ha BiJMOBIIHY AaTy.
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Honaroxk 1
1o IMopsaky peimOypcartii
JKapChKUX 3ac00iB

[TEPEJIIK
KaTeropii mauieHTiB, AKi MOTPeOyIOTh IHCYIIHOTEepaIii Ta SKUM
BIJITKOJIOBYETHCS BAPTICTh MPEMapaTiB iHCYJIIHY IIEBHOTO THUITY Ta
¢dbopmu BUITyCKY IIUISIXOM peiMOypcartii, Ta TUIIB BiAIKO{yBaHHS ™

Honaroxk 1
1o [Mopsaky peimOypcarii
JIKapChKUX 3aC00IB Ta MeIMYHUX BUPODIB

[MEPEJIIK
KaTeropiil marieHTiB, SKi MOTPEOYIOTh IHCYIIHOTEPAITI] Ta SIKUM
BI/IIIKOZOBY€ETHCS BAPTICTh MPEIapaTiB iHCYIIHY IEBHOTO TUITY Ta
(hopmu BUITYCKY IIJIIXOM peiMOypcarlii, Ta THUIIB BiAIIKOTyBaHHS ™

HonaTox 2
1o [opsnky peimOypcartii
JKapChKUX 3aC001B

ITEPEJIIK
JIKapChKUX 3ac00iB, SIKI MIIATal0Th peiMOypcallii 3a mporpaMoro
JepKaBHUX rapaHTiii MEAUYHOr0 00CIyroByBaHHS HACEICHHS

JonaTtoxk 2
no Iopsanky peimOypcariii
JTIKapChKUX 3ac00iB Ta MeAMYHUX BHPOOIB

I[MEPEJIIK
JKapChKuX 3aco0iB, sIKI MIJJIATAI0Th peiMOypcallii 3a mporpaMoro
JIep>KaBHUX TapaHTIi MEIMYHOTO 0OCITYrOBYBaHHS HACCIICHHSI

Ilonoswcenna giocymune

Jopatok 3
no Ilopsiaky peimoypcamii
JiKapcbKUX 3aC00iB Ta MeIMYHHUX
BUPOOIB

ITEPEJIIK

MeJHYHHX BHPOOIB, sIKi MiIAraoTs peiMmoypcailii 3a mporpamoro
JAepKaBHUX FapaHTiii MeIMYHOro 00CIyrOBYBaHHS HACeJIeHHS

ITopsn | Hasea | Kinekicts | BupoGHuK Omnuc Jlexnapartis
KOBUU | MeOUYH | MENUYHUX | MEIUYHOIO BUPOOIB npo
HOMEp oro BUPOOIB B BUPOOY (xapaktep | BiIMOBIIHIC

Kox ta HazBa | OnroBo- | PozapiGHa Po3mip Cyma
BHPOOIB BIJIITYCKH IiHa 3a peiMOypcarrii JIOTUTATH 3a
BIJNIOBITHO | aliHa3a | YIaKOBKY 3a yIaKkoBKYy YIIaKOBKY
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BUpOOYy | ymakoBii UCTHKA, Th Ta/ab0 bi (0] YIIAaKOBK | MEIUYHOTO MEJUYHOTO MEIUYHOTO
npu3HadyeH | cepTudikar | HaliOHAIHHO y BUPOOY, BUPOOY, BUPOOY,
H51) BiJITIOBiTHOC ro MEJIUYHO I'PUBCHb IpUBEHb IpUBEHb
Ti KiacugikaTto ro
pa HK BUPOOY,
024:2019 I'PUBEHb
“Knacudikar
Op MEAUYHUX
BUPOOiB”/
abo
MDKHApOIHOT
kiacudikamii
1 2 3 4 5 6 7 8 9 10 11

MiHnicTp oxopoHn
310pOB’sl YKpainu Bikrop JIALIIKO
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