3ATBEPJI’)KEHO

Haka3 MinictepcTBa OXOpOHH 30pOB’sl YKpaiHU
19 nunus 2005 poky Ne 360

(y penmakiiii Haka3y

MinicTepcTBa OXOpOHH 310pOB’sl YKpaiHu

BiZ 15 Oepesns 2023 poky Ne 494)

3apeectpoBaHo B MiHICTEpCTBI IOCTHIIT YKpaiHu
28 oepesnst 2023 poky Ne 521/39577

IIpaBuia
BHUIIMCYBAaHHSI peleNTiB HA JiKapPChKi 3aco0M i MeaM4HI BUPOOH

I. 3arajbHi BUMOIM 10 BUITMCYBAHHSA pPeLENTIB HA JIKapPChbKi 3ac00H i
MeJAUYHI BUpOOH

1. L1 IlpaBuia BU3HAYAIOTh BUMOTH /10 BUITMCYBAHHS PELIENITIB MEIUYHUMU
IpaliBHUKaMH Ha JIIKapChKi 3aCO0M 1 MEMYHI BUPOOH, a came:

1) mikapchki 3aco0M, $IKI BIANOBIAHO 1O IHCTPYKUII AJIE MEIUYHOIO
3aCTOCYBaHHS MIJUISATAlOTh BIAMYCKY 3a pELENTOM Ta TMOBHA BapTICTh SKHUX
OIUIAYY€ThCA 3a PaxyHOK KOIITIB CIHOXKHMBa4ya Ta/ab0 IHIIUX JOKEpeN, He
3a00pPOHEHUX 3aKOHOAABCTBOM, KPIM OIO/KETHUX KOIITIB;

2) JikapchKi 3aCO0M Ta MEAWYHI BUPOOH, SKI MiAIATAOTh peiMOypcarltii 3a
MIPOrpamMor0 JIep>KaBHUX TapaHTid MEIUYHOTO0 0OCITyrOBYBaHHS HaceJIeHHs (Iaii —
JKApChKi 3ac00M Ta MEeIMYH1 BUPOOH, SIK1 MAJISATAIOTh peiMOypcaitii);

3) mikapchki 3ac00M Ta MEIWYHI BUPOOH, SIKI BIAIMYCKAIOTHCA Ha MUTBIOBUX
YMOBaX;

4) nmikapchbKi 3acoOM, IO BHUTOTOBJSAIOTECS B yMOBax anTeku (mami —
€KCTEMITOpaJIbHI JIIKAPChK1 3aCO0M).

2.V uux IIpaBunax TepMiHU BKUBAIOTHCS B TAKOMY 3HAYEHHI:

€JEKTPOHHUNM pelenT — MEIWYHUM JIOKYMEHT B €JEKTPOHHIN QopMi,
chopmMoBaHHMii JiikapeM B PeecTpi MeIMUHUX 3aIKCIB, 3aMIMCIB PO HANPABJICHHS Ta
penenTiB (mani — Peectp) B eNeKTpOHHIN CHUCTEMI OXOPOHH 370pOB’s (mam —
CUCTEMA) Ha IiJICTaBl MEIMYHUX 3aIuCiB B PeecTpi;

JKapchbki 3aco0M Ta MeAW4YHI BUPOOHU, SIKI BIAMYCKAIOTHCS Ha MUIBIOBUX
yMOBax — JIKapChKi 3acCO0M Ta MEIWYHI BHUPOOHU, SIKI 3TiTHO 3 3aKOHOJIABCTBOM
BIJIMTYCKAIOTBCS 3 ANTEK, IXHIX CTPYKTYPHUX MIAPO3IIIB (Jami — anTeuYHUN 3aKiIa)
0€30IJJaTHO YW Ha MIJIbIOBUX YMOBax 3a pPaxyHOK OOJKETHHX KOUITIB, KpIM
JIKApChKUX 3ac001B Ta MEIMYHUX BUPOOIB, K1 MAIATal0Th peiMOypcaliii,

MEIUYHUIA MpaliBHUK — JIiKap, SKUM nepedyBae y TPyJIOBUX BITHOCHMHAX 13
cy0’€KTOM TOCTIOIAPIOBAHHS, IKUH Mae JIIEH3110 Ha MPOBAPKEHHS TOCHO01apChKOT
JUSTBHOCTI 3 MEIWYHOI MpakTUKH, a00 ¢13M4Ha ocoba — miAnpueMenp (manm —
®OII), sxka 3apeecTpoBaHa Ta OJEpkajia B YCTAHOBJIICHOMY 3aKOHOM TOPSAKY
JIUEH3110 Ha MPOBAHKEHHSI TOCMOJAPCHKOT TISIBHOCTI 3 MEAMYHOI NMPAKTUKH, a
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TaKOX B ycTaHOBIeHUX IuMu [IpaBumiiamu Bumagkax (empamep BiAOKPEMICHOTO
CTPYKTYPHOT'O MIAPO3ALTy aMOyjaaTopii HMEHTPYy NEPBUHHOI MEAUYHOI (MEIUKO-
CaHITapHO1) JOTIOMOTH;

HApKOTHUYHI (TICUXOTPOIHI) JIIKapChKi 3aco0M — JIIKapChKi 3acoOu, o
MICTSTh HapKOTHYHI 3aCO0H, MCUXOTPOITHI PEYOBHMHU B YMCTOMY BHUIUISIAL a00 B
cyminii 3 iHAU¢GEepEHTHUMH PEUOBUHAMU;

NarepoBUM pPelenT — MEIUYHUN JOKYMEHT Yy ManepoBiit ¢hopmi, BUITHUCAHUI
MEIWYHHM IpalliBHUKOM Ha perentypHomy Omanky ¢opmu Ne 1 (¢p-1), HaBemeHOi
y moaatky 1 mo mmx mpaBwi (ami — perentypuuid 6iank gopmu Ne 1 (¢-1)), abo
Ha CIeIiaJbHOMY perentypHomMy 01anHky dopmu Ne 3 (§-3), HaBeaeHOI y 10gaTKY
2 o nwmx [IpaBun (naim — cremiansbHul perenTypHui 01ank popmu Ne 3 (¢h-3));

CyO’€KT TOCTIOAPIOBAHHSI — 3aKjIaJ OXOpOHH 370poB’ s a60 DOII, sxi MaroTh
JIIEH3110 HA TIPOBAKEHHS TOCTIOAAPCHKOT TISUTPHOCTI 3 MEIUYHOT TPAKTHKH.

[ Tepmiam B 1mux IlpaBuiax BKWBAIOTHCS Yy 3HAYCHHSIX, HABEACHUX Y
3akonax Ykpainu «IIpo mikapcbki 3acoom», « OCHOBU 3aKOHOJABCTBA Y KpaiHU MPO
OXOpoHy 3a0poB’si», «lIpo gepxkaBH1 (piHAHCOBI TapaHTii MEIUYHOTO
oOcyroByBaHHs HacelaeHHs», JIINEH31MHNX yMOBaX MPOBAXKEHHS TOCIOaPChKOT
JUSTTBHOCT1 3 BUPOOHUIITBA JIIKAPCHKUX 3aC001B, ONTOBOI Ta pO3JpiOHOI TOPTiBIi
JIKAapChbKUMHU  3ac00aMM, IMIIOPTY JIKapChKUX 3ac00iB  (KpiM  aKTUBHHX
dbapmaneBTUYHUX IHTPENIEHTIB), 3aTBEPKEHUX MocTaHoBO0 Kabinety MiHICTpiB
VYkpainu Big 30 muctonaaa 2016 poky Ne 929, Ta iHIIMX HOpPMATUBHO-IIPABOBUX
aKkTax y cdepl OXOpOHH 310POB’sl.

3. PeuenTtu Ha nikapcbki 3aco0u ab0 MeAW4YHI BUPOOHW (J1ajii — PEUernTH)
BUMUCYIOTHCS JIIKAPSMHU 3TIAHO 3 JIIKAPCBKUMH CHEIIaJbHOCTAMH, 32 SIKUMU
NPOBAJUTHCS MEAMYHA MPAaKTHUKa BIAMNOBIAHO JO OTPUMAHOI Cy0’ €KTOM
rOCIIOIapIOBaHHS JIIIEH311, Ta BIAMOBIIHUX JIKAPCHKUX MTOCA.

@enpaiep BiIOKPEMIICHOTO CTPYKTYPHOTO MIAPO3/iTy aMOyaaTopii EHTPY
MEePBUHHOT MEIUYHOI (MEIMKO-CaHITapHO1) AOoMoMOTH (Iaii — denpamep) Mae
paBO BUMHUCYBATH MAaIllEHTaM TMarnepoBl pElEenTd Ha JIKApChKi 3aco0u, KpiM
pelenTiB Ha HApPKOTHYHI JIKApChKi 3aco0M, TCHUXOTPONHI JIKapChKi 3acolw,
OTPpYHHI 1 CHJIBHOMIIOUI JIIKApChKi 3aco0H, 13 3a3HAYCHHSM CBO€l IIOCAIH,
3aCBIUEHHSIM pelenTa BJIACHUM IiMMCOM Ta NeYaTKo amOysaTopii abo 1eHTpy
NEPBUHHOT MEANYHOI (MEANKO-CaHITaAPHO1) TOMOMOTH.

Menuuni  mpal[iBHUKHM, $IKI MalOThb MpaBO BUIMCYBATH  PELENTH,
3a0€3MeuyI0Th MPU3HAYCHHS NAIIEHTY J1KapChKUX 3aCO0IB Ta MEIUYHUX BUPOOIB 3
JOTPUMaHHIM BUMOT 3aKOHOJIaBCTBa y c(hepi 0XOopoHHU 310poB’°s Ta X [IpaBui.

PenienTy BUMMCYIOTHCSI HA JIIKapChKi 3aco0M, 3apeecTpoBaHi B YKpaiHi, Ta
EKCTEMITOpaJIbHI JIIKApChKi 3aco0M, a TaKOX Ha He3apeecTpoBaHl B YKpaiHi
JIKapChKi 3aco0M y BUIAJKaX, BCTAHOBJICHHUX Y YAaCTHHI IIOCTIH cTarTi 17 3akoHy
VYkpainu «[Ipo mikapceki 3aco0m».

Penlentu BUMMCYIOThCS Ha Meau4yHI BUpoOW, BBeAeHI B 00ir B YkpaiHi, a
TaKOX Ha MEIWYHI BUPOOHW, IO HE BBEJAEHI B 00Ir B YKpaiHi, y BHUIAJKaXx,
BcTaHOBJNeHUX y [lopsinky BBeeHHS B 00Ir Ta €KCIUTyaTallil0 OKPEMUX MEIMYHUX
BUPOOIB, MEAUYHUX BHPOOIB ISl JIarHOCTHUKH In VItro Ta aKTMBHUX MEIMYHHX
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BUPOOIB, fIKI IMIUIAHTYIOTh, CTOCOBHO SIKHX HE BHKOHAHI BHMOTH TEXHIYHHUX
pErJaMeHTiB, ajie BUKOPUCTAHHA SKUX HEOOXiJHE B IHTEpecax OXOPOHU 370POB’,
3aTBEpUKEHOMY Haka3oM MiHicTepcTBa OXOpPOHHM 310poB’s YKpainu Bixg 29
#oBTHS 2020 poky Ne 2462, 3apeectpoBaHoMy B MiHICTEPCTBI IOCTHIIT Y KpaiHU
28 rpyans 2020 poky 3a Ne 1297/35580.

Penenty, mo MaioTh MpaBO BUITMCYBATH JIiKapi, SKi HAJalOTh NEPBUHHY
MEJIMYHY JIOTIOMOT'y, B TOMY YHCJII Ha JIKapChKi 3aco0u abo MeaU4H1 BUPOOH, SIKi
HiJIATaloTh peiMOypcarllii, BUMHMCYIOTHCS 3a3HAYCHUMH JIIKapsMU HE3aJeKHO Bij
HAsIBHOCTI y marlieHTa (Horo mpeIcTaBHUKA) YKIaAeHoi BianoBimHo no [lopsanky
BeZieHHs PeecTpy nekmnapariii mpo BUOIp JiKaps, KU HaJa€ MEPBUHHY MEIUYHY
JIOTIOMOTY, B €JIEKTPOHHIN cHCTEeMi OXOPOHH 3JI0pOB’Ss, 3aTBEP/KEHOTO HAKa30M
MinictepcTBa oxopoHu 370poB’s Ykpainu Big 19 Oepesns 2018 poky Ne 503,
3apeecTpoBaHoro B Minictepetsi toctumii Ykpainu 21 Oepesnst 2018 poky 3a
Ne 347/31799 (y penakuii Hakazy MiHICTepCTBA OXOPOHU 370pOB'A YKpaiHU
Bi1 04 ciuns 2023 poky Ne 16), nekiapaiiii 3 BIATOBITHAM JIIKapeM.

4. PerienTy BUIHUCYIOTHCS TAIlIEHTY 3a HASBHOCTI BIAMOBITHUX MOKa3aHb 3
00OB’SI3KOBUM BHECEHHSM BIJOMOCTEH JI0 TIEPBMHHOI OOJIIKOBOi MEIWYHOT
JIOKyMEHTAIi.

5. Peuentu BUNHCYIOTBHCS JIs BIANYCKY 3 ANTE€YHUX 3aKkjiajiB KIHIIEBUM
Cro’kMBavaM (J1aji — CIoKUBay) Ha:

1) nmikapchbki 3acoOu, SIKI BIAMNOBIIHO JO I1HCTPYKLII JJIs MEIUYHOTO
3aCTOCYBaHHS MIJUISATAlOTh BIAMYCKY 3a pELENTOM Ta TMOBHA BapTICTh SKHUX
OIUIAYY€ThCA 3a PaXyHOK KOWITIB CHOXKMBaya Ta/a00 IHIIUMX JDKEpes, He
3a00pOHEHUX 3aKOHOJAABCTBOM, KPiM OIOJI)KETHUX KOIIITIB,;

2) nmikapchKi 3acO0M Ta MEIUYHI BUPOOH, SIKI MIIIATAI0Th PeiMOypcallii;

3) mikapchki 3aco00M Ta MEIUYHI BUPOOH, K1 BIJIIMTYCKAKOTHCSA HA MIJIIOBHX
YMOBaXx;

4) excTeMIOpajIbHi JIKapChKi 3aCO0H.

SIKIO MyHKTOM 6 LIOrO PO3/UTy HE BCTAaHOBJIEHO BHUMOTY BMITUCYBaHHS
CJIEKTPOHHOTO peleriTa, Ha JIKApChKUil 3aci0 a00 MeTUYHUN BUPIO BUIUCYETHCS
MarnepoBUN PELIEIT.

6. EnekTpoHHI penenTH BHIMCYIOTHCS JIKapsIMH B pa3i MpPU3HAYCHHS
JIKApChKUX 3ac00iB Ta MEIWYHUX BUPOOIB, BU3HAYEHUX MIANYyHKTaMu 1 Ta 2
NYHKTY 5 [BOTO PO3AUTY, KpIM BHWIIQJKIiB BHIMCYBaHHS Ha HHX IaNepPOBHX
pelenTiB, BCTAHOBJICHUX BIJMOBIIHO 0 a03alliB TPETHOTO Ta YETBEPTOTO I[HOTO
MyHKTY.

JlikapsiMu 3aMiCTh €JIEKTPOHHUX PEIENTIB MOXKYTh BUITUCYBATUCS TaNepoBi
peuenTu:

Ha JIIKapChKi 3aC00M, BU3HAYEH] MIAMYHKTOM | MyHKTY 5 IIbOTO PO3MiTY, 3a
3roJI0K0 MarfieHTa (Moro 3aKOHHOTO MPEACTABHUKA) Yy pa3l BAHUKHEHHS TEXHIYHOTO
30010 B poOOTI TEHTpaJbHOI 0a3W JaHUX CHUCTEMH, SKHUH YHEMOMXJIHBIIIOE
BUIHMCYBaHHSI €ICKTPOHHUX PEIIETITIB;
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Ha JIIKapChKi 3ac00M Ta MEIWYHI BUPOOHW, BHU3HAUEHI MiAMyHKTamMu 1 Ta 2
MYHKTY 5 IIbOTO PO3/1TY, Y BCTAHOBJICHHX 3aKOHOJABCTBOM BHUIAKAX Y 3B S3KY 3
BBEJCHHAM B YKpaiHI 4YM OKPEMHUX ii MICHEBOCTSIX BOEHHOI'O/HAA3BUYANHOTO
CTaHy.

VY Bunaakax, BCTAHOBJICHUX BIANOBIAHO /10 a03alliB TPETHOTO Ta YETBEPTOIO
IIbOT0 MYHKTY, Ha JIKapChKHUM 3aci0 a00 MeAu4YHUN BUPIO, HA SKUH MOMEPEIHBO
OyJ0 BUIIMCAHO MAaNepOBUN pELENT, €JICKTPOHHUM pelenT He BUIHUCYEThCS Ta
noyiokeHHsT X [IpaBui om0 BUMMCYBAaHHS HAa HUX BUKIIIOYHO EJIEKTPOHHUX
PEIIETTIB HE 3aCTOCOBYIOTHCSI.

7. Jna BUNMCYBaHHS MAaNepoOBUX PELEMNTIB Ha JIKapChKi 3aco0H, KpiM
HAapKOTUYHUX (TICUXOTPOMHMX) JIKAPCHKUX 3aco0iB, Ta MEAUYHI BUPOOH
3aCTOCOBYIOThCS perenTtypHi 0ianku Gopmu Ne 1 (¢-1).

JUisi BUNKMCYBAaHHS TMAaNepoOBUX PELENTIB HAa HAPKOTHUYHI (TICUXOTPOIIHI)
JIKApChKi 3aco0M B YUCTOMY BHIJSAI a00 B cymiln 3 1HAW(EpEHTHUMHU
PCUOBHMHAMH 3aCTOCOBYIOTBCS CIICIiaibHI penenTtypHi omanku ¢popmu Ne 3 (d-3).

VY pa3i npu3HaueHHs HAPKOTUYHOTO (IICUXOTPOIHOI0) JIIKAPCHKOIO 3ac00y,
KWW BIAMYCKAETHCS HA MIIBIOBUX YMOBAX, MOPSJ 3 BUIMCYBAHHSIM IariepoOBOTO
pelenTa Ha creriaibHOMY perentypHomMy 6sanky ¢popmu Ne 3 (§-3) Bunucyerbes
JI0JIATKOBO IAIlepPOBHUil PEIENT Ha perentypHoMy osanky dopmu Ne 1 (¢-1).

8. IlamepoBi peuentd BUMHUCYIOTHCS Ha peUENTypHHX OnaHkax (opm
Ne 1 (¢-1) ta Ne 3 (¢-3), mo BUTOTOBIICHI Ha MAmepOBUX HOCISX IPYKAPCHKUM
CIIOCOOOM.

[Ipu upomy cnemianbHi peuentypHi Omanku ¢opmu Ne 3 (p-3) s
MarnepoBUX PEIENTIB BUTOTOBIISIOTHCS HA TANepl POKEBOr0 KOJIbOPY Po3MipoM 75
x 120 MM, MmaroTh Hackpi3Hy Hywmeparito. Kontponp 3a ix oOmikom Ta
BUKOPHUCTAHHSM TIOKJIAJA€ThCSA Ha BIANOBIZAIbHY o0cCO0y, SKa BH3HAYAETHCS
HaKa30M Cy0’€KTa rocrofaproBaHHs.

[Ticnss BUMMCYBaHHSA TANEPOBOrO peEIenTa BiH HAJAEThCS MAIlleHTy (HMOro
MPEACTaBHUKY), KPIM BIAPUBHOI YaCTHUHHU penentypHoro Onmanka dopmu Ne 1
(¢-1), mo 3anuiaeTscs y cy0’€KTa rociolaptoBaHHs, MEAMYHUN MPAIIBHUK SKOTO
BUITHCAB PEIIETIT.

9. EnexTpoHHI peuentd BHUMNHMCYIOThCS JIKapsSIMU ULUISIXOM BHECEHHS
BIIMOBIIHOTO 3anucy 10 Peectpy BianmoBigHo 10 Ilopsaky BeaeHHst Peectpy
MEIUYHHUX 3aMUCIB, 3aMKCIB PO HAMPABICHHS Ta PELENTIB B €JIEKTPOHHIN CUCTEMI
OXOpPOHHU 3/0pPOB’sl, 3aTBEPKEHOT0 HakazoM MIHICTEpCTBA OXOPOHU 3/10POB’S
VYkpainu Big 28 mororo 2020 poxky Ne 587, 3apeectpoBaHoro B MiHICTEpCTBI
foctuitii Yipainu 05 6epesns 2020 poky 3a Ne 236/34519.

EnexkTpoHHMII peuenT BUMHCYETHCS HAa KOKHE HaMEHYBaHHS JIKapChKOTO
3aco0y 3a MDKHApOJIHOIO HEMATEHTOBAHOK HA3BOIO JIIKAPCHKOTO 3aco0y abo Ha
KOKHE HallMeHyBaHHS MEIWYHOro BHpPoOy okpemo. ToprosenbHa Ha3Ba
3a3HAYAETHCS, SKIIO JIKAPCHKUMA 3aci0 HE Ma€ MDKHAPOJHOI HEMaTeHTOBAHOI
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HA3BH, HAICKUTH JI0 JIKAPCHKUX 3aC001B O10JI0TIYHOTO TTOXOKEHHS 200 TT0110HUX
010JIOTTYHUX JIIKAPCHKUX 3aC001B (010CUMUISAPIB).

10. [Ilicns BunuCyBaHHS €JIEKTPOHHOIO pelenta naumieHty  (Horo
IpECTaBHUKY) HalaeThCsl 1H(OpMalsl PO HOMEP BUIMCAHOIO EJIEKTPOHHOTO
peuenTta Ta KOJ NIATBEP/UKEHHS Ui BIAINYCKY 3 alTEYHOro 3akiaay 3a
CJICKTPOHHUM PELECTITOM JIIKaPChKUX 3aC001B Ta MEIMYHUX BUPOOIB.

3a 3anuToM mari€eHTa (floro mpeacTaBHUKA) HOMY HaJaeThesl 1HPOpMaIliiiHa
JOBiZIKa B mamepoBiid Gopmi, o chopMoBaHa CHCTEMOIO Ta MICTHTh BiJOMOCTI
IpO HOMEpP BHUIUCAHOTO EJEKTPOHHOTO pelenTa, KOJ MIATBEp/DKCHHS, OaTy
BUIIMCYBAaHHS EJIEKTPOHHOTO pELEeNTa, a TaKoX 1HGOpMAIlil0 MPO BUMHCAHUN
JiKapchbkui 3acid abo MeaumuHui Bupld (mami — iHdopmamiiiHa JTOBiAKA).
[adopmariitna noBigKa, BUIaHA BIAMOBITHO IO LBOTO ad3ally, HE BBAXKAETHCS
€JIEKTPOHHUM PELENTOM Ta MA€ JUIIE IHPOPMaLIMHUI XapaKTep.

11. Jlo3BoyI€TbCSI BUIKMCYBATH PEILENT Ha JIKAPCHKUHM 3acid B KIJIBKOCTI,
HEOOX1THIN JJIs MPOBEACHHS KypCYy JIIKYBaHHSA, 32 BUHATKOM JIIKAPCHKUX 3aC001B,
10 BiJIMTYCKAIOTHCS 3TIHO 3 HOPMaMHU BIJIITYCKY JIIKAPCHKUX 3aCO0IB 3a PELENTOM
(ami — HOpMHU BIJITYCKY), 3a3HAaYCHUMU B JojaTKy 3 1o nux [IpaBui.

12. 3a00pOHSIEThCSI BHMHCYBATH B OJHOMY PEIENTI JIKApChKi 3aco0u y
OUIBIIINA KUIBKOCTI, HI’>K BCTAHOBJIEHO B HOPMax BIJIYCKY, KPIM BUIAKIB:

BU3HAYEHUX BIANOBIIHO 10 NYHKTY 3 po3autry 11 nux IIpasui;

0o0iry Ha Teputopii YKpaiHM JIKapChKUX 3aCO0IB B OPUTIHAIBHUX
yHaKoOBKax, II0 MICTITh OUIbIIY KUIBKICTh TaOJIETOK, HIXK 3a3HAYEHO B HOpPMax
BIJIIYCKY. Y TaKOMY BUIAJKY J103BOJISIETHCS BUIMCYBATH B OJIHOMY PELEITI OJHY
YIaKOBKY, ajie He OLIbIIe I ATIeCATH TaOJIEeTOK.

13. 3a00poHs€THCSA BUMKUCYBATU PEIENITH Ha JIIKAPChKi 3aCO0M, BU3HAYEHI Y
MePeTiKy JIIKapChKUX 3ac001B 3a MIKHAPOJHUMH HEMAaTeHTOBAHWMU Ha3BamH, Ha
K1 HE JI03BOJISIETHCS BUIMCYBATH PEIENTH, HABEACHOMY B JOJATKy 4 10 IHX
[IpaBun, 1m0 BUKOPUCTOBYIOTHCS JJIS BCIX BHAIB Hapko3y (IHTaJsIidHOTO,
HEIHTAJSIIHOTO, YBIIHOTO) TIPH XIPYPTriYHKUX Ta JIarHOCTUYHUX BTPYyUYaHHSX.

14. Ha xomM0OiHOBaH1 JIKapChKi 3acO0OH, IO MICTATh HApKOTHUYHI 3acO0H,
MICUXOTPOINHI PEYOBUMHU YU MPEKYpPCOPH B KIIBKOCTI, 110 HE TMEPEBHILYE iXHIO
TPaHUYHO JOMYCTUMY HOPMY, MMarepoBi PElenTy BUMHCYIOTHCA Ha PEIENTypHUX
onankax ¢popmu Ne 1 (¢p-1).

3a00pOHSA€TbCS BUMKMCYBATH B OJHOMY pELENTI KOMOIHOBaHI JIIKapChKi
3aco0u, y CKIafl SAKUX KUTBKICTh HAPKOTHYHHUX 3aCO0iB, ICUXOTPOITHUX PEUOBHH
Yl TOPEKYpCOpiB MEPEBUIIYE HOPMU TPAHUYHO JOMYCTUMOI Ui BIAIMYCKY
KUIBKOCTI HAPKOTUYHOTO 3ac00y, MCUXOTPOITHOT PEUOBUHU, TIPEKYPCOPY Y CKIIaI
KOMOIHOBAHOTO JIIKApPChKOT0 3ac00y, BU3HAUEHI y 10AaTKy 5 10 uux [IpaBui.

JIist koMOIHOBAaHMX JIIKAPCHKUX 3aC00IB B OPUTIHAIBHUX YMaKOBKaX, IO
MICTATh HAPKOTUYHI 3aCO0U, TICUXOTPOITHI PEUOBUHU M MPEKYPCOPHU B KIJTBKOCTI,
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0 TEPEBHINYE IX TPAHUYHO JIOMYCTHUMY HOPMY, JTO3BOJISIETHCS BUIUCYBAaTH B
OJIHOMY peleNnTi OJHYy YMaKOBKY TaKOro JIKapChbKOro 3aco0y, ajae He OuIbIie
I’ SITIEeCATH TabJIETOK.

15. Ctpoxk aii peuienrta 3 1aTi HOTO BUMTUCYBAHHS CTAHOBUTH:

1) ny1s manmepoBUX PEILENTIB Ha CIEMiaIbHUX PELEeNTYpHUX OJIaHKax (hopMu
Ne 3 (¢-3) Ta enekTpoHHMX pELENTIB Ha HAPKOTUYHI (TMICUXOTPOITHI) JIKApChKi
3ac00U — JIeCATh KaJeHIapHUX JIHIB,;

2) auist MarepoBUX PELENTIB Ha pernenTtypHux Omankax ¢popmu Ne 1 (¢p-1) Ta
CJICKTPOHHUX PEIENTIB Ha JIIKAPChKi 3ac00M (KpIM HAPKOTUYHHUX (TICHXOTPOITHUX )
JIKapChbKUX 3aC001B) Ta MEIUYHI BUPOOU — TPUALATD KaJeHAApHUX JHIB.

JlaToro BUIIKMCYBaHHS €NEKTPOHHOTO pelenTa € JaTa HaKJIAJCHHS JIKapeMm
KBaJT1(DiIKOBAHOTO €JIEKTPOHHOIO MIAMUCY Ha €EKTPOHHUMN PELENT B CUCTEMI.

16. Peuenrt, sskuii BUNMKUCAHO 3 MOPYIICHHSIM BUMOT 1ux [IpaBun ta/abo sikuii
MICTUTh HECYMICHI JIIKapChKi 3ac00u Ta/ab0 MOMMIIKH, 30KpeMa B /1031 JIIKAPChKOTO
3aco0y, Ta/abo CTPOK JIii SKOT0 3aKIHYMBCSI, BBAKAETHCSA HEIIMCHUM.

Cy0’€eKT TOCIOAaprOBaHHs, MEIUYHUHN MPAI[IBHUK SKOTO BUIIMCAB PEIENT 3
nopymeHHsiM BuMor 1ux [IpaBui, Ta/abo sIKMUA MICTUTh HECYMICHI JIIKapChKi
3acobu Ta/ab0 TOMMIIKH, 30KpemMa B J1031 JIKapchkoro 3acoOy, 3000B’s3aHHiA
3a0€3MeUYNTH BUMMCYBaHHS HOBOTO PEIIeTTa TS MaIli€eHTa.

I1. Oco0simBOCTi BUIMCYBAHHS PeUENnTIB IS AeAKUX KaTeropii
NALi€HTIB

1. V pa3i HeoOXxigHOCTI (BIAPSAKEHHS, BIAMYCTKA TOIIO) JO3BOJISIETHCS
BUIKMCYBATU MAIllEHTaM B OJHOMY PELENTI JIKapChKi 3aco0U (KpIM HApKOTHYHUX
(ICUXOTPOIHUX) JHKAPCHKUX 3aco0iB) B KITBKOCTI, MPU3HAYEHI Ha KypcC
JIKYBaHHS JI0 JIEB’STHOCTA KAJICHIAPHUX JTHIB, BPaXOBYIOUHM HOPMH BIITYCKY.

2. TamienTaM 13 XpOHIYHUMH 3aXBOPIOBAHHSIMH JO3BOJISIETHCS BUIHCYBATH
perenT Ha JIKapChKuil 3aci0, Mo MiIcTUTh (PeHoOapOiTan y KIUIBKOCTI, siKa He
MEPEBUIILY€E TPAHUYHO JOMYCTUMY, B CYMIIl 3 IHIIUMH JIKAPCHKUMHU 3aco0amu,
SK1 BIJIMMYCKAIOThCS 3 aNTEYHUX 3aKJIaJliB 3a PEIENTOM, Ha KypcC JIKyBaHHS 0
TPUALATH KaJCHAAPHUX JIHIB, MPU I[bOMY IalepoBi PEIENTH BUIUCYIOTHCS Ha
peuentypHux Oiankax ¢popmu Ne 1 (¢h-1).

3. HapkoTuyHi (IICMXOTpPOIHI) JIKAPChKI 3aCO0M BUIUCYIOTHCS MallleHTam
BianoBinHO 10 Ilopsaky mnpunbaHHsi, nepeBe3eHHs, 30epiraHHs, BiAIYCKY,
BUKOPUCTAHHS Ta 3HUIIECHHS HAPKOTUYHHUX 3ac00iB, TCUXOTPOIHUX PEYOBHUH 1
OPEeKypcopiB 'y 3akiajaXx OXOpPOHU 3I0POB’s, 3aTBEPAKEHOTO MOCTaHOBOIO
Kab6inery MinictpiB Ykpainu Binx 13 tpaBusa 2013 poky Ne 333,

4.V pa3si mpoBeACHHS 3aMICHOI MiATPUMYBAIBHOI Teparrii 0ci0 3 po3ianaMu
MICUXIKA Ta TOBEMIHKK BHACIIJIOK BXKMBAHHS OIMIOiMIB BiAmoBimHO 10 [lopsaky
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NPOBEJCHHS 3aMICHOI MIATPUMYBaJlbHOI Tepamii oci0 3 TMCHUXIYHUMU Ta
MOBEMIHKOBUMH DPO3JIaJlaMH BHACTIIOK BXXUBAHHS OIIOiMiB, 3aTBEPIKEHOTO
Haka3oM MiHicTepcTBa OXOpOHHU 370poB’ss YKpainum Bijx 27 Oepe3ns 2012 poky
Ne 200, 3apeectpoBanoro B MinicTepcTBi rocTuilii Ykpainu 05 yepBus 2012 poky
3a No 889/21201 (y penakuii Hakazy MiHicTepcTBa OXOPOHU 3/I0pPOB’Sl YKpaiHH
Bix 16 nmucromama 2020 poxky Ne 2630) (mami — 3IIT), enekTpoHHUN penent Ha
HApKOTUYHHUM (TICUXOTPOMHUIN) JIKApChKUN 3acid BUMHCYEThCS TAIIEHTY 3
NOCUJIAaHHSIM Ha TUIaH JIIKYBAaHHA, 3a3HAUYCHUU SK MPU3HAYCHHA B MEAMYHOMY
3alycl, a HOBUU ENEKTPOHHUN pelenT Ha HAPKOTUYHHUHN (TICUXOTPOIHUN)
JIKapCchbKui 3acid 3 OJHAKOBOIO MIXKHAPOJHOIO HEMAaTEHTOBAHOIO HAa3BOIO
BUIMCY€ETHCS MAIIEHTY HE paHille, HDK 3a TpU JHI 10 3a3Ha4deHoi B Peectpi matu
3aKIHUYEHHS TOIEPEeIHbOTO KYPCY JIIKYBaHHSI MaIll€HTa 3a €JIEKTPOHHUM PELETITOM
Ha TaKil JTIKapChbKui 3acio.

5.V pa3si, K110 NaI€HT, SKUH Ma€ TOCTPE YU XPOHIYHE 3aXBOPIOBAHHS ab0
noTpedye MPOJOBKEHHS JIIKYBAaHHA 32 MOMEPEHbO BCTAHOBJICHHM J1arHO30M Ta
IUTAHOM  JIIKYBaHHS, 3a3HAY€HUM SK TPU3HAYCHHS B MEIUYHOMY 3aIlHCi
(3a BuHsTkOM mnpoBeaeHHs 3IIT), 3BepTaeTbca TEXHIYHUMU 3ac00aMu
CJIEKTPOHHUX KOMYHIKaIllid 70 JiKaps, 3a3HAUYCHUU JIKap Ma€ MpaBO BUIIHCATH
BIMOBIIHO A0 1ux [IpaBun enexkTpoHHHI penent 0e3 MPOBEICHHS OCOOUCTOTO
NpUIOMY NAIIEHTA.

[Tomupenns iHdopMalii Ccy0’€KTOM TOCHOJAPIOBAHHS YU MEIUYHUM
MpaliBHUKOM, Oe3rocepeHh0 ado yepes 1HIry 0co0y, OJIHIM, KUIbKOM ocobam ado
HEBU3HAYEHOMY KOJIy OC10, 30KpeMa B peKjiami, PO BHUIHMCYBAHHS €JIEKTPOHHHUX
pELEnTiB Ha JIIKAapPChKI 3aCO0M Ta MEeIU4YHI BUpOOU O€3 HEOOXIJHOCTI MPOBEAEHHS
0CcOOHMCTOrO0 MpuitomMy Ta/abo 00CTEKEHHS MallieHTa 3a00POHSIETHCSL.

II1. Oco61uBOCTI 111010 3aTIOBHEHHSI pelenTyPHUX OJIaHKIB 1JIs1
nanepoBHUX pelenTiB

1. IlamepoBi penentu 3amOBHIOIOTHCS YITKO 1 PO30IPIUBO BiJ PYyKH
KYyJIbKOBOIO PYYKOIO 3 O0OB’S3KOBMM 3allOBHEHHSIM 1H(opMmarllii, nepeadadeHoi
BIJIMOBITHOIO (OPMOIO pelenTypHoro OnaHka. BumpaBieHHSs B manepoBOMY
pELeTITI HE 103BOJISIIOTHCS.

2. 3a00pOHSETbCSI HAHECEHHS Ha peuenTypHuil OmaHk iHQopMalii (B ToMy
YUCIII PEKJIAMHO1), KpiM Bu3HaueHoi y po3auni III mux [Ipasui.

3. Ha mnamepoBuX pemnentax 3a3Ha4a€TbCcsl HAWMEHYBAaHHS MEIHYHOTO
BUpOOY ab0 MiKHApOIHA HEMATEHTOBAaHA Ha3Ba JiKapchkoro 3aco0y. ToprosenbHa
Ha3Ba 3a3HAYAETHCS, KO JIKAPChKUH 3aci0 HE Mae MI>KHAPOAHOI HETTATEHTOBAHO1
Ha3BH, HAJICIKUTH JI0 JIKAPCHKHUX 3aC001B 010JIOTIYHOTO IMTOXO0KCHHS a00 MO II0HNX
010JIOTIYHUX JIIKAPCHKUX 3aC001B (010CUMLIISPIB).
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3a00pOHSETHCS CKOPOUEHHS OM3bKUX 32 HAMEHYBaHHSIM IHTPEIEHTIB, 1110
MOKE€ TIPU3BECTH JIO HEpPO3YMIHHS CTOCOBHO TOTO, SIKMH JiKapchbKuil 3acid
BUIIHCAHO.

4. IlpaBuna 3amoBHeHHs perentypHoro Omanka ¢gopmu Ne 1 (¢-1) s
NarnepoBUX PEIENTIB:

1) mpu BUNKMCYBaHHI NANEpPOBUX PEIENTIB y YaCTUHI OjlaHKa BUIIE JIHIT
BIZPi3y, SKA 3aJMIIAETHCA y CyO’€KTa TOCHOJApIOBaHHS, MEIUYHHUNA MpPalliBHUK
SIKOTO BUITUCAB PEIENT, 3a3HaYal0ThCs MPI3BUILE, 1HIIATN Ta BIK MaI[l€HTa, Ha3BU
MEIUYHUX BUPOOIB ab0 JiKapChKUX 3ac00iB 13 3a3Ha4eHHSM (OPM BHUITYCKY Ta
BUIMMCAHOI KUIBKOCTI JIKAPCHKUX 3aco0iB/MEIMYHUX BUPOOIB, HOMEp OJlaHKa
JIPYKapChKUM CIIOCOOOM Ta JlaTa BUMUCYBAHHS (UHCIIO, MICALIb, PIK) PEIIENTa;

2) y vactuHl OnaHKa HIDKYE JiHIT BiAPIZY Y BIAMOBIAHUX Tpadax s
3aKJa/lB OXOPOHH 370pPOB’S, MEIAWYHUUN MpaALIBHUK SKUX BUIIUCYE MaNepOBUI
pelenT, 3a3HavyaroThCs HAaWMEHYBaHHS 3akKjagy OXOpPOHM 3JI0pOB’s, MOro
Micre3HaxopkeHHs, ko 3a €JIPIIOY, Homep Ta nata (uucio, Micsilb, pik) BUaadl
JiIeH31i Ha MPOBAPKEHHS TOCMOJAAPCHKOI MISUIBHOCTI 3 MEAMYHOI MPAKTUKU a0o
HOMEp Ta jJaTa (4Mcio, MICAllb, PIK) PIIICHHS OpraHy JIIEH3yBaHHA MpPO BUAAUY
J1EH311 Ha MPOBAHKEHHS TOCMOAAPCHKOI NISNIBHOCTI 3 MEIMYHOT MPAKTUKY;

3) y yactuHi OnaHKa HW>K4YE JiHIT BiApi3y y BianoBinHux rpadax mis OOII,
MEAWYHUN TPAIiBHUK SKOTO BHUIHCYE TMANepOBHM PEILENT, 3a3HAYar0ThCs
npi3BUIIE, 1M’ Ta MO 0aTbKOBi (3a HasiBHOCTI) DOII, micue npoxuBaHHs (MicIle
npoBajkeHHa AisuibHOCTI) DOII, peectpamiiiHuii HOMEp OOJIIKOBOI KapTKH
IUIaTHUKA MOAATKIB a00 cepis (3a HasgBHOCTI) Ta HOMep nacnopra (A PpI3uYHUX
oci0, sKi Yepe3 CBOI pENIridiHI MEPEKOHAHHS BIAMOBISIOTHCA BiJ HPUAHITTS
peecTpalnifHoro HoMepa OOJIIKOBOI KapTKW IUIaTHUKA TMOJIATKiB Ta IMOBIAOMIIIH
PO 1€ BIAMOBITHUN KOHTPOJIIOIOYUI OpraH 1 MaloTh BIAMITKY Y MAcIopTi), HOMEp
Ta Aata (4MCIO, MICAllb, PIK) BHUJAYl JIINEH311 Ha MPOBAPKEHHS TOCIOAAPCHKOI
JUSTBHOCTI 3 MEIWYHOI MpakTUKU abo HOMep Ta jJaTta (YMcio, MICSIlh, PiK)
pillIeHHS OpraHy JIIEH3YBaHHS TMpO BUJA4y JIEH31lT Ha TMPOBAJKEHHS
rOCIOAAPCHKOT NISUTBHOCTI 3 MEIUYHOT MPAKTUKU;

4) y rpadi «Perent No » 3a3HAYAETHCA HOMEP MANepoOBOro pelernTa
JIPYKapChKUM CIOCOOOM Ta MIJKPECHIOETCA CIOBO «JIOPOCIUI» y BHIAJKY
BUIHMCYBAaHHs peuenta ocobi BIKOM Bix 18 pokiB, ab0 «AUTSUMID» y BUMAIKY
BUIIMCYBAHHS perernTta 0col1 BIKOM 10 18 pokiB;

5) y rpadi «(1aTa BUIMCYBaHHS pELIENTa)» 3a3HAYalOThCA YUCIIO, MICSIh Ta
PiK BUIMHCYBaHHS MAlepOBOTO PEIICTITa;

6) y MmanepoBOMY peLENTi MiJKPECTIOEThCS «3a MOBHY BapTICThY, SKIIO
NAIIEHT OIJIauy€e MOBHY BapTICTh JIKAPCHKOTO 3ac00y YW MEIUYHOTO BUpPOOY 3a
BJIACHI KOIITH Ta/a00 3 1HIIMX JKepesl, He 3a00pOHEHUX 3aKOHOJABCTBOM, KPiM
OIO/PKETHUX KOIITIB, a00 «0e301IaTHO», SIKIIO JUIsl JIIKAPCHKOTO 3aco0y 4H
MEIUYHOTO BUPOOY mependadeHo Oe30MIaTHUW BIAMYCK IS Tari€eHTta, abo
«3 JIOTUIATOIO», SIKIIO MAalll€EHT YAaCTKOBO OIJIauye BapTiCTh JIKAPCHKOTo 3aco0y 4u
MEJUYHOTO BUPOOY;
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7) y rpadi «mxepeno ¢piHaHCYBaHHS» 3a3HAYAETHCS OIOJKETHA MPOrpaMa, 3a
paxyHOK (piHaHCYBaHHS SKO1 JIKaApChKHUM 3aci0 4M METUYHUN BUPIO BIAIMYCKAETHCSA
narieHTy 0e301IaTHoO abo 3 JOTUIATO);

8) y mamepoBOMYy peLENTi 3a3HA4yalThCs IPI3BHUINE, 1HIIIATKA Ta BIK
NAIl€HTA, IKOMY BUITUCYETHCS PELIETIT;

9) y manepoBoMy pelenTi 3a3Ha4aloThCs MPI3BUIIE Ta 1HIIIATH MEIUYHOTO
mpaiiBHMKa, SKUW Bumnucye peuent. [lamepoBuil penent, 1O BUIKHCYETHCA
JiKapeM, 3aCBIAUY€EThCS MiAMMCOM Ta OCOOMCTOIO MEUaTKOIO JKaps, sSIKUi BUITHCAB
pernent. IlamepoBuii peuent, MO BHUMHCYETbCS (ETBAMIEPOM, 3aCBIAUYETHCA
nianucoM ¢erpaepa i3 3a3Ha4eHHsIM HOoro mocaiu Ta Me4aTkoo aMOynaTopii abo
IEHTPY TEPBUHHOT MEAWYHOI (MEIMKO-CAHITApHOI) OMOMOTH. MenudyHuM
IpaiiBHUKaM 3a00pOHSEThCA MIANUCYBAaTH HE 3alOBHEHI pPELENTypHI OJaHKH
Ta/ab0 3aCBiIUYBATH iX MEYATKOIO;

10) na peuentypuux 6mankax gopmu Ne 1 (¢-1) 103BOISAETHCS BUMTMCYBATH
He OUIbIlIe TPhOX HAMMEHYBaHb JIIKAPCHKUX 3aCO01B, KPIM BUIIAJIKIB, BU3HAUCHHUX
a03a110M JPYTUM 1bOTO IMiAMYHKTY.

OnHe HallMeHyBaHHS JIIKQPChKOIO 3aco0y 4YM MEAUYHOTrO BHUPOOY
BUIHCYETHCS Ha pernentypHoMmy Onanky popmu Ne 1 (¢p-1) B pasi mpuszHaueHHs
JIKapChKOro 3aco0y 4M MEIUYHOTO BUPOOY, SIKI BIAIMYCKAIOTHCA Ha MIJIBIOBUX
yMoBax, ab0 B pa3l MNpPU3HAYECHHS BIAMOBIIHO 1O NYHKTY 7 I[LOTO PO3ALLY
JIKApChKOTo 3ac00y YM MEIUYHOTO BUPOOY, K1 MUISATaI0Th peiMOypcariii;

11) B yacTuHI 3BEpPHEHHS MEAMYHOrO MpaIliBHHKA 10 (HhapMaiieBTUYHOIO
IpaliBHUKA Y TATIEPOBOMY PELIETITI 3a3HAYAIOTHCA:

YKpPaiHCBKOIO ~ MOBOIO  HalMEHYBAaHHS  MEAUYHOIO  BUpoOy  abo
JATUHCHKOIO/aHTIIACHKOI0 YM YKPAiHChKOIO MOBOKO Ha3Ba JIIKApCHKOro 3acooy,
a caMe: MDKHapOJHA HEMaTeHTOBaHA Ha3Ba, TOPrOBENbHA HAa3Ba JIKApPCHKOTO
3aco0y y BHUIAJKaX, BHU3HAYEHHWX MYHKTOM 3 1HOTO PO3AUTY, Ha3Ba
(GbOpMOYTBOPIOIOYMX Ta KOPUTYIOUMX PEYOBHH, CKJIQJ JIKApPChKOTro 3aco0y,
Jikapcbka ¢Gopma, a TaKoXX 3BEPHEHHS MEIWYHOTO TpalliBHUKA 10
(dbapmaneBTUYHOTO TMpaIliBHUKA MPO BUTOTOBIICEHHS JIIKAPCHKOTO 3aco0y Ta/abo
BUJIaYy JIIKAPCHKOTO 3aco0y dYu MeauyHoro BuUpoOy. CKOpOYEeHHS MI0JI0
JKApChKUX 3aC001B 3a3HAYAIOTHCS TUIBKHU JIATUHCHKOIO MOBOIO;

YKpaTHChKOIO 200 aHMTIMCHKOI0 MOBOIO 3a3HAYAETHCS CMOCIO 3aCTOCYBAHHS
JIKapChKUX 3acO0IB 13 3a3HAYEHHSIM J03W, YacTOTH, 4acy, yMOB MpUiloMy Ta
KypCY/CTPOKY JIIKYBaHHS JJI1 HAPKOTUYHUX (TICUXOTPOIHUX) JIIKAPCHKUX 3aCO01B.
3a00pOHSIETHCS MO0 JIIKAPCHKUX 3aC001B 00OMEXYBATHUCS 3aralbHUMU MPUITHMCAMU
TUIy «30BHIITHEY, «Bimomo» Toro.

BukopucTaHHs JATUHCBKUX CKOpPOYEHb WIOJO JIKApChKUX  3aco0iB
JO3BOJISIETHCS.  TIABKU BIAMOBIAHO JI0 PELENTYPHUX CKOPOYEHb, MPUUHATHX Y
MEIUYHIN Ta (apMaleBTUYHIN TPAKTHUIl, BU3HAYEHUX Yy JMNOAATKy 6 40 IHX
[TpaBwu;

12) y rpadi «JlomaTkoBa iH(opMallis» 3a3HAYAETHCS HOMEP CTPAXOBOTO
moiica (3a HaAsABHOCTI), a TaKOX 3a3HAYa€ThCsA I1HGOpPMAIlA, HEoOXigHA s
BUKOHAHHS JIEPKaBHUX, PETIOHAIBHMX a00 MICIEBUX MIPOrpaM, B TOMY YHUCIHI
yTouHIO04a iHpopMairis moao rpadu «xepeno GpiHaHCyBaHHSDY.
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5. Oco06iMBOCTI 3allOBHEHHS MANEpPOBHX PEIENTIB Ha EKCTeMMOopaibHi
JKapChKi 3ac00U:

1) mamepoBi perenTyv Ha eKCTeMIOopalibHI JIIKapChKi 3aCO0M 3alOBHIOIOTHCS
B PO3TOPHYTOMY BUTJISIIL;

2) Ha3BM HAPKOTHYHHMX (TICUXOTPOITHUX) Ta OTPYHHHUX JIIKAPCHKUX 3ac001B
MUIIYTHCA Ha TOYATKy MalepoBOro perenTa, Aaldi — ycl 1HII JIIKapchki 3aco0u
(1HTpemieHTH);

3) mpu BUMUCYBaHHI HApPKOTHMYHUX (TICUXOTPOMHHX), OTPYHHHX Ta
CHJIBHO/IIIOUHX JIIKAPChKHUX 3aC00IB y J03aX, 10 MEPEBUIYIOTh BHILI OJHOPAa30Bi
703, JiKap 3000B’S3aHUI HAIMMCATH 103y IOTO 3ac0o0y CIOBaMU 1 MOCTaBUTH
3HaK OKIIUKY;

4) KUTBbKICTh TBEPAMX Ta CUNYYUX JIKAPCHKUX 3acO0IB 3a3HAYAETHCS Y
rpamax (0,001; 0,01; 0,5; 1,0), piakux — y MUILTITpax, TpaMax, Kparisix;

5) 3a morpebu HEraHOro BIANMYCKY Talli€HTy (MOoro mpeacTaBHUKY)
JIKApChKUX 3ac00iB y BEpPXHIM YAaCTHUHI MAIMEpPOBOT0 pelenTa MpPOCTaBISETHCS
no3Hayka «cito» (mBuaK0) ado «statimy» (HeraitHo);

6) Ha 3BOPOTHOMY OOIll pEUENnTypHOro OJlaHKAa MPOCTABISIOTHCS IITaMIl
anTEYHOIO 3aKJIaly, IKM BUTOTOBHUB JIIKAPCHKUN 3aci0, HOMEp JiKapchKoi (hopmu
IHIUBIyaIbHOTO  BUTOTOBJIEHHA. Y Tpadax «IlepeBipuB», «Biamyctusy,
«IIpuiinsBy, «BUroTOBHB)» 3a3HAYAIOTHCS MPI3BUIIA, 1HILIAIHA Ta MPOCTABISIOTHCS
nignucy (papMalueBTUYHUX MPaLIBHUKIB, SIK1 3alI0BHIOIOTH 111 rpadu.

6. IlpaBuiia 3alIOBHEHHS CHELIaIbHOrO peuentypHoro Omanka gopmu Ne 3
(¢-3) nns manepoBUX PELETIB:

1) y BepxHiil yacTuHI OJIaHKa JJIs1 3aKJIa1B OXOPOHU 370pOB’s, JIKap SKOrO
BUIKCYE TANEPOBHM peEIeNT, 3a3HAYAIOThCS HaWMEHYBaHHS 3aKJaqy OXOpPOHH
3I0pOB’s, Woro Micre3HaxokeHns, kox 3a €JIPIIOY, Homep Ta mara (ducio,
MiCAllb, PIK) BUAA4l JIINEH31 Ha MPOBA/DKEHHS TOCMOAAPCHKOI iSTIBHOCTI 3
MEIUYHOI MpaKTUKU ab0 HOMEp Ta jAaTa (YUCIo, MICSIb, PIK) PIIIEHHS OpPTaHy
JIIEH3YBaHH MPO BUAAUY JIIEH31T HA MPOBAKEHHS TOCMOAAPCHKOI TISITBHOCTI 3
MEJUYHOI ITPAKTUKHU;

2) y BepxHii yactuHi O0nanka ansg OOII, nikap sSKOro BUMUCYE MarnepoBUiA
peuenT, 3a3Ha4aloThCs Mpi3BUILE, IM s Ta o 0aThKOBI (3a HasBHOCT) DOII, micue
MpOXKUBaHHs (Miclle TMpoBaKeHHs JisuibHOCTI) DOII, peectpamiiinuii HoMep
OOJIIKOBOI KAapTKHM IJJaTHUKA MOAATKIB abo cepis (3a HasBHOCTI) Ta HOMEP
nacopta (ans  ¢Gi3MYHUX 0ci0, SKI 4Yepe3 CBOi pEeJIridHI NEepeKOHAHHS
BIJIMOBIISIIOTHCSL  BiJI TNPUUHATTS PEECTPALiiHOTO HOMEpa OOJIKOBOI KapTKU
MJIaTHUKA TOJATKIB Ta MOBIOMUJIM TIPO 1I€ BIJAMOBIIHUN KOHTPOJIFOIOUMUMA OpraH 1
MaroTh BIIMITKY y TIACIIOpPTi), HOMEp Ta Jara (YUcio, MiCAllb, PiK) BUA4l JIIIECH31T
Ha MPOBAHKECHHS TOCIOAAPCHKOI JISIILHOCTI 3 MEIUYHOI IIpakTHKU abo HOMEp Ta
nata (4UCio, MICsIlb, PIK) PIIICHHS OpraHy JIIEH3YBaHH PO BUAUY JIIEH31 Ha
MPOBAIKEHHS TOCTIOIAPCHKOT AISUTBHOCTI 3 MEAMYHOI TPAKTUKH;
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3) y dactuni «Pement» 3a3HayaroThbCs cepis Ta HOMEP JPYKAPCHKUM
criocoboM, ngara (Y4MCIIO, MiCsllb, PIK) BHUIIMCYBaHHS IIallepOBOrO pEIENTa,
MIPI3BUIIE, 1HIIIAIM Ta BIK MAIlI€HTA;

4) y manepoBOMY pPeIIENTI 3a3HA4Yar0ThCs MPI3BUIIE Ta 1HIIIATN JIIKaps, SKUH
BUMKCY€e perent. llamepoBuii perent 3acBiM4yeThCs MiJMUCOM Ta OCOOHCTOIO
MIEYATKOIO JIiKaps, sSIKUH BUTIHCAB perent. Jlikapsm 3a00pOHSETHCS MiANMICYBaTH HE
3allOBHEHI pelenTypH1 OJ1aHKH Ta/a00 3aCBiAYYyBaTH iX MEYATKOIO;

5) Ha cnemianpHUX perenTypHux Omankax dopmu Ne 3 (Pp-3) mos3BosseTses
BUIHMCYBATH OJHE HAMMEHYBAHHS JIIKAPCHKOTO 3aCO0Y;

6) 3amOBHEHHsSI TMANEpoOBOrO pelenTa B YacTHUHI 3BEPHEHHA JI0
dbapMareBTUYHOTO TMpaIliBHUKA CTOCOBHO JIIKAPCHKOTO 3aco0y 3IiHCHIOETHCS
BIJIMTOBITHO 10 MiANYHKTY 11 myHKTY 4 IbOTO PO3/ILITY.

/. Y Bunmajkax, BCTAaHOBJICHUX BIJMOBIIHO J0 a03aliB TPETHOTO Ta
YEeTBEPTOro MyHKTY 6 po3ainy I nux [IpaBumi, kojid 3aMIiCTh €1EKTPOHHUX PELEHTIB
MO>KYTbh BUITMCYBATHCS MMANEPOBI PEIENTH, OCTAHHI BUMTUCYIOThCS:

1) Ha peuentypuux 6nankax ¢opmu Ne 1 (¢d-1) BiamoBinHO 10 MyHKTIB 1-4
HOTO PO3JAULY Yy pa3i NPU3HAYEHHS JIKAPCHKUX 3ac00iB (KpIM HApPKOTHYHHX
(IICUXOTPOIHUX) JIKApPChKUX 3ac0o0iB) 1 MEAMYHUX BUPOOIB, BU3HAYEHUX
nignyHkTaMu 1 ta 2 myHkty 5 po3nauny I nux Ilpasu;

2) Ha cnemianbHUX perentypHux omankax gopmu Ne 3 (¢p-3) BiamoBigHO 10
OyHKTIB 1-3 Ta 6 0boro po3auly y pa3l NOpU3HAYEHHS HApPKOTHYHUX
(ICUXOTPOIHUX) JIKApChKUX 3aco0iB. Y pa3l NpU3HAYEHHS HAPKOTUYHUX
(ICUXOTPOIMHUX) JIIKAPCHKUX 3ac001B, SIK1 MiJUIsAraloTh peiMOypcaillii, 0OJHOYAaCHO 3
BUITMCYBAHHIM TMANepoOBOT0 pelenTa Ha CHEI[laIbHOMY pelenTypHOMY OJaHKY
dbopmu Ne 3 (¢-3) BUNMCYeTHCSA AOJATKOBO MANEPOBHUM PELENT HA PEUENTYPHOMY
onanky dopmu Ne 1 (¢p-1).

IV. Oco0iamnBoCTi BUIMCYBAHHS €JIEKTPOHHUX PeleNnTiB Ha JIiKAPChKI
3aco0u Ta MeIM4YHI BUPOOH, SIKi MiVIATal0Th peiMOypcanii

1. EnexTpoHHi penentd Ha JIKapChKl 3acO0M Ta MEIWYHI BUPOOH, SKI
H1UISITaloTh peiMOypcarlii, BUMMCYIOTHCA JIKapsIMH BIAMOBIAHO 70 nux [TpaBu.

2. EnexTpoHHi peuentd Ha JIIKapCchbKi 3acO0M Ta MeIW4yHl BUpOOHU, SKi
N1JUISITal0Th peiMOypcallii, BUITUCYIOThCA:

1) oikapsmMu 3a  cneumiasbHOCTIMU — «EHIOKpuHONOTISY),  «JluTsua
EHAOKPUHOJOTI» (Jajal — JKapi-eHJOKPUHOJOTH) Ha TMpernapaTd 1HCYJIIHY Ta
JKapChKi 3aC00M IS JIIKYBaHHSI HEI[YKPOBOTO J11a0eTy;

2) mikapsmu 3a crienianbHOCTsIMU «llcuxiarpis», «JluTsya mcuxiatpis» Ha
JKapChKi 3ac00U 17151 JTIKyBAHHS PO3JI1a/liB IICHXIKU Ta MIOBEIIHKH;

3) mikapsmu 3a cnemianbHOCTIME «[lcuxiaTpisy, «Jlutsda mcuxiaTpism,
«HeBponoris», «/lutsya HeBpojoris» Ha JIKapCbki 3acobu ISl JIKyBaHHS
CITIIETICIT;
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4) mikapsmu 3a creniaibHicTio «HeBposorisy Ha JiKapchki 3aco0u st
JikyBaHHs xBopoou [lapkiHCOHa;

5) mikapsiMu, SIK1 3100yJIM BHIINY OCBITY JIPYroro (MariCTepchbKoro) piBHSI
ranysi 3HaHb 22 «OXopoHa 3710pOB’s» 3a CIemiaTbHOCTIMU «222 Menuruaa» ado
«228 Tlemiatpiss» abo HampsMy MATOTOBKH «MenuiuHa» 3a CIelialbHICTIO
«JlixyBanpHa cmpaBay abo «llemiatpis» Ta o00iiiMarOTh, TOCaAy TpPaHCIUIAHT-
KoopJiuHaTtopa (200 YMOBHOBaXXEHI CyO’€KTOM TOCHOJAPIOBAHHS HA BUKOHAHHS
GyHKIIT TpaHCIUIaHT-KOOPJIMHATOpA) Ha JIKapChki 3aco0M /sl MAI€HTIB Y
MOCTTPAHCIIAHTAI[IHHOMY TIEPIOi.

3. Jlikapi, siKi HajalOTh MEPBUHHY MEIUYHY JOIMOMOTY, BHIIUCYIOTh
€JIEKTPOHHI PEIeTH:

1) Ha mikapceki 3acobu Ta MeIW4YHI BHPOOM, 3a3HAU€HI B MYHKTI 2 LBOTO
PO3/1Ty — TUIBKY Ha MiJCTaBl BIJIMOBIAHOTO MPU3HAYEHHS, BHECEHOTO /10 CUCTEMU
JIIKapeM BiJINMOBIJIHO1 CIEI1aIbHOCTI,;

2) Ha JIKapchKi 3ac00M ab0 MeIU4H1 BUPOOH, SIKI MJJISAraloTh peiMOypcartii
Ta HE 3a3HAYCH1 B ITYHKTI1 2 IIbOTO PO3ALTY.

EnexTpoHHi perentd Ha mpemapatd 1HCYJIHY, JIKapcbki 3aco0u s
JIKyBaHHSI HEIYKpOBOTO nialery, AKl MJIAralTh peiMOypcallii 3a Mporpamoro
JEp)KaBHUX  TapaHTIi  MEIUYHOro OOCIYyTOBYBaHHSI  HACEJICHHS, MOXYTh
BUIHMCYBATHUCS HAa MIACTaBl NPU3HAYEHHS, BHECEHOTO JO CUCTEMU JIIKapeM, KU
Ha/a€ TEPBUHHY MEAMYHY JOMOMOTY, IO CTBOPIOETHCS 32 YMOBHM HAsIBHOCTI B
CHCTEMi TMONEPETHHOTO AaHAJOTIYHOTO TNPU3HAUEHHS, CTBOPEHOrO JKapem 3a
cneniaibHicTI0O « EHIOKpUHONOT I, «/uTsS4a €eHIOKPUHOIOTISN.

4. HoBuii eneKTpOHHUN perentT (KpiM pelenTiB, BUMCAHUX 3 MOPYLIEHHAM
BuMmor 1mux [IpaBui, Ta/abo sKi MICTATH HECYMICHI JIKapchki 3acoOu Ta/abo
MOMWIKH, 30KpeMa Yy 1031 JIKapChbKOro 3aco0y) Ha JiKapchkuii 3acid abo
MEIUYHUN BUPIO, SKUM Migsrae peiMOypcailii, 3 OJHAKOBOI MiKHAPOIHOIO
HEMaTEeHTOBAHOI HA3BOIO JIKAPCHKOTO 3ac00y a00 OJHAKOBUM HaWMEHYBAaHHSIM
MEIUYHOTO BUPOOY MOXkKe OyTH BUIIMCAHUN HE PaHIIIe HIXK:

3a CIM KaJICHJIApHUX JIHIB JI0 3aKIHYECHHSI CTPOKY, Ha KWW OyJI0 BUITMCAHO
MoTIepeIHINA ENEeKTPOHHUMN perenT Ha JIKapChkuil 3acid abo MenuyHui BHPIO,
SIKIIIO TAKUI CTPOK CTAHOBUTH a00 MEPEBUIIYE NBAIATH OJIUH KaJeHIAPHUH EHb;

3a TpU KaJIGHJApH1 JHI 10 3aKIHYEHHS CTPOKY, Ha SIKMM OyJl0 BHUIMCAHO
NONepeIHId eNEeKTPOHHUN pelenT Ha JIKapChKuid 3acid abo MeauyHui BHpIO,
SIKIIIO TAKUI CTPOK € MEHIIIMM 3a IBAIIISATh OAWH KaJleHIApHUH JICHb.

JUist uiied 1pboro MyHKTY CTPOK, Ha SIKWUA OyJl0 BHUIHMCAHO €JIEKTPOHHUN
peLenT Ha JIKapchbKui 3acid abo MeAUYHU BUPIO, sSIKUM MiayiArae peiMmOypcarii,
BIJIPaXOBYETHCS BiJ 3a3HaUCHO1 B PeecTpi maTu 3akiHYEHHS MOMEPEAHBOTO KYpCy
JIKyBaHHsI TIAIIEHTA 32 €JIEKTPOHHUM PEIENTOM Ha TaKWi JKapchkuil 3acid abo
MEJIMYHUNA BUPIO.

Enextponni perenté Ha JIKapchKi 3aco0M Ta MeIW4YHI BUPOOH, SKi
HiJIAraloTh peiMOypcallii, BUMKMCAHI paHille 3a3Ha4YeHuX Y [bOMY IYHKTI CTPOKIB,
BBAKAIOTHCS JIMCHUMHU 32 YMOBHU TOBHOI OIJIATH IXHBOI BApTOCTI 3 JHKEpeN, He
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3a00pOHEHUX 3aKOHOJABCTBOM, KpIM KOIITIB OIOKETHOIO AacCUTHYBaHHS Ha
peiMOypcarlliro JiKapchbKUX 3aco0iB Ta MEIMYHMX BHUPOOIB 3a JIOTOBOPAMH IIPO
peiMOypcartiro.

5. TlomokeHHsT TYHKTY 4 IBOTO PO3AUTY HE 3aCTOCOBYIOTHCS B pasi
BUMHUCYBAaHHS €JICKTPOHHUX pEIENTIB Ha JIKapChKi 3aco0u, fAKI IMIATalTh
peiMOypcaliii Ta IpU3HAYAIOTHCS TMallieHTaM JIs JiKyBaHHs XBopoOu IlapkiHcoHa,
y BUMAJKaX, KOJU 3a MEIUYHUMH MOKa3aHHSAMHU MAIl€HTY HEOOXITHO OJHOYACHO
NPU3HAYUTH JTKApPChKi 3acO00M 3 OJHAKOBOIO MIXHAPOJHOIO HEMaTEHTOBAHOIO
HA3BOI0, 10 MAIOTh Pi3HY (HOPMY BUITYCKY UM JTO3yBaHHS.

B.o. HauyanbHUKA
DapManeBTUYHOIO YIIPABJIIHHS Oaexcanap I'PIHEHKO



