3ATBEPJI’)KEHO

Haka3 MinicTepcTBa OXOpOHH 30pOB’sl YKpaiHU
Bix 19 mumas 2005 poxy Ne 360

(y penmakiiii Haka3y

MinicTepcTBa OXOpOHH 310pOB’sl YKpaiHu

BIJI No )

IMPABUJIA
BHUIIMCYBAHHSI peleNTiB HA JIKAPChKi 3ac00M | Meau4HI BUPOOH

I. 3arajbHi BUMOrY 10 BUITUCYBAHHS PeleNTIiB HA JIKAPChKi 3ac00H 1
MeJIUYHi BHpPOoOH

1. 1 IIpaBuia BU3HAYAIOTh BUMOTH /10 BUITMCYBAHHS PELIENITIB MEIUYHUMU
IpaliBHUKaMH Ha JIIKapChKl 3aCO0M 1 MEMYHI BUPOOH, a came:

1) mikapceki 3acoOM, $IKI BIANOBIIHO [0 IHCTPYKUIL JJIE MEIUYHOIO
3aCTOCYBaHHS MIJUISTAlOTh BIAMYCKY 3a pELENTOM Ta TMOBHA BapTICTh SKHUX
OIUIAYY€ThCA 3a PaXyHOK KOWITIB CHOXKMBaya Ta/ab0 IHIIUMX JDKEpes, He
3a00pPOHEHUX 3aKOHOM, KpIM OIOJKETHUX KOIITIB;

2) nmikapchKi 3acO0M Ta MEIUYHI BUPOOH, SIKI MIISATAI0Th PeiMOypcaltii;

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

4) mikapchki 3aco0OHM, IO BHWIOTOBJISIOTECA B YMOBaxX anTekd (mami —
EKCTEMITOpaJIbHI JIIKAPChK1 3aCO0M).

2.V nux IpaBunax TepMiHU BKUBAIOTHCS B TAKOMY 3HAYECHHI:

CJIEKTPOHHUM PpEIeNnT — MEIUYHUN JIOKYMEHT B EJEKTPOHHINH Qopmi,
chopmMoBaHMii JiikapeM B PeecTpi MeAMUHUX 3aIKCIB, 3aMIMCIB PO HANPABJICHHS Ta
peuenTtiB (nani — PeecTp) B €NEKTpOHHINM CHUCTEMI OXOPOHM 30pOB’S (Ham —
CUCTEMa) Ha MiJICTaBl MEIMYHUX 3aIuCiB B PeecTpi;

JKapchbki 3aco0M Ta MeAM4YHI BUPOOHU, SIKI BIANMYCKAIOTHCS Ha MUIBIOBUX
yMOBax — JIIKapChKl 3aCO0M Ta MEIWYHI BHUPOOM, sIKI 3TIAHO 3 3aKOHOJABCTBOM
BIJIMNYCKAIOTBCS 3 ANTEK, IXHIX CTPYKTYPHUX MIAPO3ILIIB (Jaii — anTeuYHUN 3aKiIa)
0€30MIaTHO YW Ha MUIBIOBUX YMOBAaX 3a pPaxXyHOK OIOJPKETHUX KOIUTIB, KpPiM
JIKapChKUX 3ac00iB Ta MEAWYHUX BHPOOIB, SKI IMIATaroTh peiMOypcariii 3a
IPOTPaMOI0 JIeP>)KaBHUX TapaHTId MEIUYHOTO 0OCITyrOBYBaHHS HAceJICHHS (mai —
JKapChKi 3ac00M Ta MeIMYH1 BUPOOH, SIK1 MAJISATAIOTh peiMOypcaitii);

MEIUYHUI TPAIBHUK — JIKap, KU nepeOyBae y TPyAOBHX BIIHOCHHAX 13
Cy0’€KTOM TOCTIOAApIOBaHHS a00 MPOBAIUTH TOCTIOAAPCHKY AISUTBHICTD 3 MEIUYHOT
MIPAKTUKH K Cy0’€KT TOCTIOJAPIOBAaHHS (Z1aji — JIiKap), a TaKOX B YCTAaHOBJICHHUX
mumu  [lpaBunamu  Bumankax — ¢enpamep  BiJOKPEMIIEHOTO  CTPYKTYPHOTO
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OiApO3aTy aMOynaTopii LEHTpPY MEpBHHHOI MeIWYHOi (MEeIUKO-CaHITapHOT)
JIOTIOMOT'H;

HApKOTHUYHI (TICUXOTPOIHI) JIIKapChKi 3aco0M — JIIKapChKi 3acoOu, IIo
MICTSTh HapKOTHYHI 3aCO0H, MCUXOTPOITHI PEYOBHMHU B YMCTOMY BHUIUISIAL a00 B
cyminii 3 iHAU(GEePEHTHUMH PEUOBUHAMHU;

MarepoBUM pPelenT — MEIUYHUN JOKYMEHT Yy ManepoBiit ¢hopmi, BUITHUCAHUI
MEIUYHUM IMpaIliBHUKOM Ha peuentypHomy Omanky dopmu Ne 1 (¢p-1) abo Ha
CHemiaIbHOMY perentypHomy 0yianky dpopmu Ne 3 (-3);

Cy0’€KT TOCHOJApPIOBAaHHS — 3aKJaJl OXOPOHH 3J0POB’S HE3aIECKHO BIJI
dbopMH BIIACHOCTI Ta MIAMOPSAAKYBaHHS abo (ismuHa ocoba - miampHEMENb, SKI
MarOTh JIIEH31I0 Ha MPOBAKEHHS TOCIOJAPCHKOI MISJIBHOCTI 3 MEIWYHOI
MIPaKTUKH.

[ Tepmiam B 1ux IlpaBuiax BKWBAIOTHCS Yy 3HAYCHHSIX, HABEACHUX Y
3akoHax Ykpainu «IIpo mikapceki 3aco6u», « OCHOBU 3aKOHOJABCTBA Y KpaiHU MPO
OXOpoHYy 3a0poB’si», «lIpo gepxkaBHI (piHAHCOBI TapaHTii MEIUYHOTO
oOcIyroByBaHHs HaceleHHs», JIIIEH31MHUX yMOBaX MPOBAKEHHS TOCMOAAPCHKOT
JUSTTBHOCT1 3 BUPOOHUIITBA JIIKAPCHKUX 3aC001B, ONTOBOI Ta pO3JpiOHOI TOPTiBIi
JIKAapChbKUMHU  3ac00aMH, IMIIOPTY JIKApChKUX 3ac00iB  (KpiM  aKTUBHHX
dbapmaneBTUYHUX IHTPEIIEHTIB), 3aTBEPKEHUX 1MocTaHOBO0 Kabinety MiHICTpiB
VYkpainu Big 30 nucronaga 2016 poky Ne 929, ta iHIIMX HOPMATHUBHO-TIPABOBUX
akTax y cepi OXOpOHU 310POB’SI.

3. Peuentu Ha mikapchbki 3aco0M Ta MeAM4YHI BUPOOM (ajl — pEeLenTH)
BUMUCYIOTHCS JIIKAPSMM 3TIAHO 3 JIIKAPCHKUMU CHEIIaJbHOCTAMH, 32 SIKUMU
NpPOBAJUTHCS MEAMYHA MPAKTHKA BIANOBIIHO JO OTPUMAaHOI CyO’€KTOM
roCroJIaprOBaHHS JIIIIEH311, Ta BIAMOBIIHUX JIKAPCHKUX MOCA.

@enpamep BiIOKPEMIIEHOTO CTPYKTYPHOTO MiAPO3LTY aMOyIaTopii HEHTPY
MEePBUHHOT MEIUYHOI (MEIMKO-CaHITapHO1) JOomoMOTH (naii — denpamep) Mae
paBO BUMHUCYBATH MAIllEHTaM TMarnepoBl peIenTH Ha JIKapChki 3aco0H, KpiMm
pelenTiB Ha HApPKOTHYHI JIKApChKi 3aco0M, TCHUXOTPONHI JIKAapChKi 3acolw,
OprHHl 1 CHJIBHOIIIOYl JIKapchkli 3acoOW, 13 3a3HAYEHHSIM CBO€I TOCa/H,
3aCBIUYECHHSIM pEIenTa BJIACHUM ITiIMCOM Ta TIEYaTKOI amOysaTopii abo 1eHTpy
MIEPBUHHOT MEAMYHO1 (MEIMKO-CaHITAPHO1) TOTTOMOTH.

Menuyni mpaiiBHUKYA, SKI MarOTh TIPABO BHUIHCYBAaTH pELENTH, €
BIIMOBIJAIbHUMH 32 TPU3HAYCHHS MAIlEHTY JIIKAPCHKUX 3ac001B Ta MEIMYHHUX
BUPOOIB 3TiHO 3 3aKOHOM, a TAKOX 3a JoAep>kaHHs BUMoOT 1ux [IpaBut.

Peuentu BUNMUCYIOTHCS HA JIIKApChKi 3aco0M, 3apeecTpoBaHl B YKpaiHi, Ta
€KCTEMITOpaJIbHI JIKApChKl 3aco0M, a TaKOXX Ha He3apeecTpoBaHl B YKpaiHi
JKApChKi 3aco0U y BUIMA/IKaX, BCTAHOBJICHUX y YacCTHHI MIOCTIH cTarTi 17 3akonHy
VYkpainu «IIpo mikapceki 3aco00m».

Peuenti BUNMCYIOThCS Ha MEOU4YHI BUpPOOHW, BBEJCHI B 00Ir B YKpaiHi, a
TaKOX Ha MEIWYHI BUPOOHW, IO HE BBEJAEHI B 00Ir B YKpaiHi, y BHUIAIKaXx,
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BCTAHOBJICHUX y Haka3l MiHicTepcTBa OXOPOHH 3/10pOB’sl YKpainu BiA 29 KOBTHS
2020 poxy No 2462 «lIlpo 3arBepmxkenns Ilopsaky BBeaeHHS B 00Iir Ta
EKCIUTyaTallll0 OKpEMHUX MEIUYHUX BUPOOIB, METUUHUX BHUPOOIB IS J1arHOCTHUKH
in vitro Ta aKTMBHUX MEIUYHHUX BHUPOOIB, SKI IMIUIAHTYIOTh, CTOCOBHO SKHUX HE
BUKOHAHI BUMOT'M TEXHIUYHUX PETJIAMEHTIB, ajlé BUKOPUCTAHHS SIKMX HEOOXI1JIHE B
1HTepecax OXOPOHHM 3J0pOB’s», 3apeecTpoBaHOMY B MIiHICTEpCTBl IOCTHIIIT
VYxpaiau 28 rpyans 2020 poky 3a Ne 1297/35580.

Penienty, 1mo MaroTh MpaBO BHUMHMCYBATH JiKapi, SKi HaJalOTh MEPBUHHY
MEANYHY TOTOMOTY (mami — sikap, sikuii Hagae [IM/]), kpim perenTiB Ha JKapChKi
3aco0M Ta MenuW4yHi BUPOOH, SKI MIANATalOTh peiMOypcallii, BHUIHUCYIOTHCS
3a3HAUYCHUMHU JIIKApSAMH HE3QJIEKHO BiJ HasABHOCTI y marieHta (iioro
IpeacTaBHUKA) yKiIaaeHoi BianoBiaHOo o Ilopsaky BuOopy mikaps, sSKHil Haxae
NEPBUHHY MEIWYHY JOMOMOTY, 3aTBEPKEHOr0 Haka3oM MiHiCTepCTBa OXOPOHU
3nopoB’st Ykpainu Big 19 Oepesns 2018 poxy Ne 503, 3apeecTtpoBaHOTO B
MinictepctBi toctuilii Ykpainu 21 Oepe3nst 2018 poxy 3a Ne 347/31799,
JeKJIapallii 3 BAMOBIAHUM JIIKapeM.

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

5. Peuennti BUNHCYIOTHCS JJIs BIJIMIYCKY 3 ANTEYHUX 3aKjIajiB KIHIIEBUM
Cro’kMBavaM (J1aji — CIoK1Bay) Ha!

1) mikapchki 3acoOM, $IKI BIANOBIAHO 1O IHCTPYKUII AJIE MEIUYHOIO
3aCTOCYBaHHS MIJUISTAlOTh BIAMYCKY 3a pELENTOM Ta TMOBHA BapTICTh SKHUX
OIUIAYY€ThCA 3a PaXyHOK KOIWITIB CHOXKMBadya Ta/ab0 IHIIUX JOKEpes, He
3a00pPOHEHUX 3aKOHOM, KpIM OIOJIKETHUX KOILTIB;

2) nmikapchKi 3aCO0M Ta METUYHI BUPOOH, SIKI MIIISATAI0Th peiMOypcallii;

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

4) excTeMIopajbHi JIKapChKi 3aCO0H.

SAxmo mnynkrom 6 posmimy I mux [lpaBunm HE BCTaHOBIEHO BHMOTY
BUIMHMCYBAaHHSI €JIEKTPOHHOTO PEIeNnTa, Ha JIKApChKHUM 3acid abo MenuyHuil BUPIO
BUIHUCYETHCS TTATIEPOBUI PEIICTIT.

6. EnexTpoHHi peuentu BUMHUCYIOThCS JIKApsSIMHU B pa3l MpPU3HAYEHHS
JIKApChKUX 3ac00iB Ta MEIWYHUX BUPOOIB, BU3HAYEHUX MIANyHKTaMu 1 Ta 2
nyHKTY 5 po3ainy I nux IlpaBui, kpiM BUIAJIKiB BUMMCYBAaHHS HAa HUX IMarepoOBHUX
pelenTiB, BCTAHOBJICHUX BIJMOBIIHO 0 a03alliB TPETHOTO Ta YETBEPTOTO I[HOTO
MyHKTY.

JlikapsiMu 3aMICTh €JIEKTPOHHUX PELIENTIB MOXKYTh BUITUCYBAaTUCS MarnepoBi
peuenTu:

Ha JIKapChKi 3aco0HM, BHU3HAuUEH1 MIANYHKTOM | myHKTY 5 po3auty | mmx
[TpaBu, 3a 3rof010 MaiienTa (HOro 3aKOHHOTO MPEACTABHHUKA) Y pa3l BAHUKHEHHS
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TEXHIYHOTO 30010 B poOOTI UEHTpaidbHOI ©Oa3u MJaHUX CUCTEMH, SKUN
YHEMOJKJIMBIIIOE€ BUMIICYBAHHS €JICKTPOHHUX PEIICTITIB;

Ha JIIKapChKl 3acOo0M Ta MEIWYHI BUPOOH, BU3HAYEHI MIAMyHKTamMu 1 Ta 2
nyHkTy 5 po3auty | mux IlpaBui, y BCTaHOBIEHMX 3aKOHOJABCTBOM BUMAAKAX Y
3B’S3Ky 3  BBEICGHHSAM B  YKpaiHI 4YM  OKpeMHX 1  MICHEBOCTAX
BOEHHOT'O/HAA3BUUAHHOTO CTaHy.

VY Bumajkax, BCTAHOBJIEHUX BIANOBIIHO /10 a03aliB TPETHOI'O Ta YETBEPTOTIO
IFOTO MYHKTY, Ha JIKapChKUM 3acid abo MeauuHui BHUPIO, HA SKHUM MOMEPEIHbO
OyJI0 BUIIMCAHO TANEPOBHN PEIENT, €ICKTPOHHUI pelenT He BUMHCYETHCS Ta
noJsiokeHHs1 1ux [lpaBui mo/10 BUMKMCYBaHHS HAa HUX BUKIIOYHO EJIEKTPOHHUX
pPELENTIB HE 3aCTOCOBYIOTHCHA.

7. Jns BUNMCYBaHHS MAalepOBUX PELENTIB Ha JIKAPChKI 3aco0u, KpiM
HAapKOTUYHHUX (TICUXOTPONMHMX) JIKApChKUX 3aco0iB, Ta MEIH4YHl BHUPOOU
3aCTOCOBYIOThCS penenTypHi 01anku ¢popmu Ne 1 (¢d-1), Bu3HayeHoi B goaatky 1
1o uux [Ipasui.

JIJisi BUNKMCYBaHHS TANepOBUX PEIENTIB Ha HAPKOTHUYHI (TICUXOTPOIIHI)
JIKApChKi 3aco0M B YUCTOMY BHIJISiAI a00 B cymilmn 3 1HAU(EpEHTHUMHU
PCUOBHMHAMH 3aCTOCOBYIOTBCS ClieliaibHi pernentypHi Oixanku Gopmu Ne 3 (¢h-3),
BU3HAYEHOI B 10AaTKy 2 10 1ux [Ipasu.

VY pasi npuszHaueHHS HAPKOTUYHOTO (TICHXOTPOITHOTO) JIIKAPCHKOTO 3aco0y,
KU BiMyCKA€ThCA Ha MIJTIOBUX yYMOBAaX, MOPSAJ 3 BUIKMCYBAaHHSIM IarepoOBOTO
pelenTa Ha creriaJsHoMy perentypHomy omanky gopmu Ne 3 (¢-3) Bunucyerbes
JI0JJATKOBO IAIllepOBUil PEIENT Ha perentypHoMy Oonanky gopmu Ne 1 (¢-1).

8. IlamepoBi peuentd BUNUCYIOTHCA HA pEUENTypHUX OjaHkax Qopm
Ne 1 (¢-1) ta Ne 3 (¢p-3), 1m0 BUrOTOBIIEHI HA MANEPOBHUX HOCISX APYKaApChbKUM
CIIOCOOOM.

[Ipu upomy cnemianbHi peunentypHi Omanku dopmu Ne 3 (h-3) s
MarepoBUX PEIENTIB BUTOTOBIISIOTHCS HA TANEPl POKEBOTO KOJIBOPY po3MipoM 75
x 120 MM, MmaroTh Hackpi3Hy Hywmeparito. Kontponp 3a ix oOmikom Ta
BUKOPUCTAHHSAM TIOKJIAJAEThCS HAa BIAMOBIAAIBHY 0CO0Y, SKa BH3HAYAETHCS
HaKa30M Cy0’€KTa TOCIOAapIOBaHHS.

[Ticns BUMMCYBaHHSA TANEPOBOrO pPEIeNTa BiH HAJAETHCS MAIIEHTY (HMOTO
MPEACTaBHUKY), KPIM BIAPUBHOI YaCTHUHHU perentypHoro Omanka dopmu Ne 1
(¢-1), mo 3anumaeTscs y cy0’€KTa rocioJaptoBaHHs, MEAUYHUN MPALIBHUK SKOTO
BUITMCAB PEIICTIT.

9. EnekTpoHHI pelentd BUMUCYIOTHCS JKAPAMHU IIJITXOM BHECCHHS
BIIMOBIIHOTO 3anucy 10 Peectpy BianmoBigHo 10 Ilopsaky BeaenHst Peectpy
MEIUYHHUX 3aMUCIB, 3aMKCIB PO HAMPABICHHS Ta PELENTIB B €JIEKTPOHHIN CUCTEMI
OXOpPOHM 370pOB’s, 3aTBEP/UKEHOr0 Haka3oM MIHICTEpPCTBA OXOPOHHU 3/10pOB’S
VYkpainu Big 28 motoro 2020 poky Ne 587, 3apeectpoBaHoro B MiHicTepcTBi
foctunii Ykpainun 05 Oepesns 2020 poky 3a Ne 236/34519, 3 ypaxyBaHHSIM
iHpopmartii, Bu3Ha4YeHo1 perientypHumu Oiiankamu Gpopmu Nel (p-1) ta Ne 3 (¢-3).
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EnexkTpoHHMII pelenT BUMUCYETHCS HAa KOKHE HAMMEHYBaHHS JIIKAPCHKOTO
3aco0y 3a MDKHApPOJHOI HEMAaTEeHTOBAHOK HAa3BOIO JIIKAPCHKOTO 3aco0y abo Ha
KOXXHE HallMeHyBaHHS MEIMYHOTO BUPOOYy okpemo. ToproBenbHa Ha3Ba
JIKapChKOTo 3aco0y 3a3HAYAETHCA, SKINO JIIKAPCHKUN 3acid HEe Mae MiKHAPOJIHOI
HEMaTEeHTOBAaHOI Ha3BHU a00 € 0AraTOKOMIIOHEHTHUM JIIKapChbKUM 3aC000M, YaCTHHA
IHTPEIIEHTIB SIKOTO HE Ma€ MI>)KHAPOAHOI HEMATEHTOBAHO1 HA3BH (B TOMY YHCIII ajie
HE BHUKIIOYEHO IS  JIKApChbKUX  3aco0iB:  POCIMHHOIO  IMOXOJKEHHS,
rOMEOINAaTUYHUX, PO3YMHIB JUJII MEPUTOHEATBHOTO Jianizy / remoduapTparii /
remMojiiajiizy, npemnapariB KpoBl, OUIKIB IUIa3MU Ta (PaKTOPIB 3rOpPTaHHS KpOBI,
CJIEKTPOJIITIB Ta 1X KOMOIHAIM, MIHEpaTbHUX KOMIUIEKCIB, KOMILUICKCIB
aMIHOKHCIIOT, KOMOIHOBAaHMX BITAMIHHUX I[penapariB), a00 HaJIEXUTh [0
JKapChKUX 3aco0iB  O10JIOTIYHOTO TOXOJKEHHSI YW TOAIOHUX O10JOTTYHHMX
JIKApChKUX 3ac001B (010CUMUISIPIB).

10. Ilicns BuUNKMCYBaHHS €IEKTPOHHOIO penenTta mnamieHty (doro
IpEJICTaBHUKY) HaJaeThCsl 1H(OpMAlsl PO HOMEP BUIMCAHOTO EJIEKTPOHHOTO
peuenTta Ta KOJ MIATBEP/UKEHHA Ui BIANYCKY 3 amNTEYHOro 3aKiagy 3a
CJIEKTPOHHUM PEIENTOM JIIKAPChbKUX 3aC001B Ta MEIMYHUX BUPOOIB.

3a 3anuToM marieHTa (Moro mpeacTaBHUKA) HoMy HalaeTbes iH(popMalliina
JIOBIJIKa B MamepoBiii ¢hopMi, 1Mo chopMoBaHA CHUCTEMOIO Ta MICTUTHh BiJIOMOCTI
PO HOMEp BHUIIUCAHOTO EJEKTPOHHOTO peIeNTa, KOJ MiATBEp/KEHHS, AaTy
BUIHMCYBAHHS €JIEKTPOHHOTO pelenTa, a TaKoX 1H(POpMalil0 NpO BHUIHCAHUM
JiKapchbkuil 3acid abo MenuyHui BUpIO, nepeadaveHy perenTypHuM OJaHKOM
dbopmu Nel (¢-1) 3rimno 3 momatkoM 1 mo nux IlpaBun abo crneniaibHUM
peuentypuum OiankoMm popmu Ne3 (¢-3) 3rimHo 3 gomatkoMm 2 jo mux I[IpaBui
(mam — iadopmarniitHa nosiaka). [HpopmaliiiiHa 10BijIKa, BUJAaHA BIAMOBIAHO [0
bOro ab3ally, HE BBAXAETbCS EJIEKTPOHHUM pELENTOM Ta Mae€ JIuIIe
1HopMaIIiHUN XapaKTep.

11. Jlo3BoJIIETbCSI BUMKMCYBATH PEIENT Ha JIKAPCHhKUI 3acid B KUIBKOCTI,
HEOOXITHIN JJI IPOBEACHHS KypCYy JIIKYBaHHS, 32 BUHATKOM JIIKAPCHKUX 3aC00iB,
10 BiJIMTYCKAIOTHCS 3THO 3 HOPMaMHU BIJIITYCKY JIIKAPCHKUX 3aCO0IB 32 PEIENTOM
(1l — HOpMHU BIAIYCKY), 3a3HAU€HUMU B A0JATKy 3 10 uux I[IpaBui.

12. 3a00poHSIEThCSI BUMKMCYBATH B OJHOMY PEIENTI JIKApChKi 3aco0u y
OUTBLIIH KIJIBKOCTI, HI’K BCTAHOBJICHO B HOPMax BIAIMYCKY, 3a3HaYEHHUX B AOJATKY 3
1o ux [IpaBui, KpiM BUTIQIKIB:

BU3HAYEHUX BIAMOBIAHO /10 MyHKTY 3 po3autry Il nux [Ipasu;

0o0iry Ha TepuTOopii YKpaiHM JIKAapChbKUX 3ac0o0iB B OpHUTIHAJIBHUX
yHakoBKax, 110 MICTITh OUIbIIY KUIBKICTh TaOJIETOK, HIXK 3a3HAYEHO B HOpMax
BIJIMYCKY. Y TaKOMY BHUIAJKY J103BOJISIETHCS BUIMCYBATU B OJIHOMY PELEITI OJHY
YIaKOBKY, ajie He OLIbIlIe I ATIeCATH Ta0JIEeTOK.

13. 3a00poHsIETbCA BUMKMCYBATH PELIETITH Ha JIKApChKi 3aCO0M, BU3HAYEHI 32
MDKHApOJAHUMH HEMAaTeHTOBAaHMMH Ha3BaMH B AojaTky 4 mo nux [lpaBwmi, mio
BUKOPHUCTOBYIOTBCSl JJISl BCIX BHU[IB HApKO3y (IHTaJSILIMHOTO, HEIHTaJsILiiHOTO,
YBIAHOTO) TPY XIPYPriYHUX Ta JIaTHOCTUYHUX BTPYUYAHHSX.
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14. Ha xom0iHOBaHi JiKapchKi 3ac00M, IO MICTSTh HApKOTHYHI 3aCO0H,
IICUXOTPOITHI PEYOBHMHHM YM TPEKYypCOpPU B KUIBKOCTI, IO HE MEPEBUIIYE iXHIO

IPAHUYHO JOMYCTUMY HOPMY, MArepoBi PEIENTH BHITUCYIOTHCS Ha PEIENTYPHUX
onankax ¢opmu Ne 1 (¢p-1).

3a00pOoHS€TbCS BUMKMCYBATU B OJHOMY pELENTI KOMOIHOBaHI JIIKapChKi
3aco0H, y CKJIaJl SKMX KUIbKICTh HAPKOTHYHHUX 3aC001B, MCUXOTPOMHUX PEYOBUH
Yl TPEKypCOpiB MEPEBUIYE TPAHUYHO JOMYCTUMY KUIBKICTh, BHU3HAYE€HY B
nonatky S o uux IIpaswi.

Jlns KOMOIHOBAaHUX JIKAapChKUX 3acO0IB B OpHUTIHAJBHUX YIMaKOBKaX, IO
MICTSITh HAPKOTHYHI 3aCO0H, MICUXOTPOITHI PEYOBHUHH YH MPEKYPCOPHU B KUIBKOCTI,
IO TEPEBUINYE iX TPAHUYHO JOMYCTHUMY HOPMY, TO3BOJIAETHCS BUIIMCYBATH B
OJIHOMY peLEeNnTi OJHY YMaKOBKY TaKOro JIKapChKOro 3acoQy, aje He OuIbIie
I’ ITAECATU TaOJIETOK.

15. Ctpok aii perienTa 3 JaTh KOTO BUITMCYBAHHSI CTAHOBUT:

1) it marepoBUX PENENTiB HA CHEIlaIbHUX PEelenTypHUuX OnaHkax GopMu
Ne 3 (¢-3) Ta enekTpoHHUX pELENTIB Ha HAPKOTUYHI (TICUXOTPOITHI) JIKApChKi
3ac00M — JECATh KaJICHJapHUX JHIB;

2) AJis ManepoBUX PELENTIB Ha perenTypHux Oaankax ¢opmu Ne 1 (dp-1) ta
CJIEKTPOHHHUX PELENTIB Ha JIKAPChKI 3400 (KpiM HapKOTUYHUX (TICUXOTPOITHHUX )
JIKapChKHUX 3aC001B) Ta MEIUYHI BUPOOH — TPHUALATH KaJICHIAPHUX JHIB.

JlaToro BUIMCYBaHHA €JIEKTPOHHOTO pELENTa € JaTra HAKJIAaJICHHS JIIKapeMm
KBaJI1(P1KOBAHOT'O €JIEKTPOHHOTO MIJAMKUCY Ha €JIEKTPOHHUI PEelenT B CUCTEMI.

16. Peuenr, skuii BUNKMCAHO 3 NOPYILIEHHSIM BUMOT 1ux [IpaBun ta/abo sikuii
MICTUTh HECYMICHI JIIKapChKi 3ac00M Ta/ad0 MOMMIIKH, 30KpeMa B /1031 JIIKAPCHKOTO
3aco0y, Ta/abo CTPOK JIii IKOTO 3aKIHYUBCSI, BBAKAETHCS HEIMCHUM.

Cy0’€eKT rocnofaproBaHHs, MEIUYHUN MPALIBHUK SIKOTO BHUIMCAB PELENT 3
nopymeHHsM BuMor 1ux [IpaBuni, Ta/abo SKud MICTUTH HECYMICHI JIIKApChKi
3aco0u Ta/ab0 TOMMIIKH, 30KpemMa B J1031 JIiKapchkoro 3acoly, 3000B’s3aHMiA
3a0€e3MeYNTH BUMMCYBAaHHS HOBOT'O PELIETITa AJIs Malll€eHTa.

I1. Oco0simBOCTi BUIMCYBAHHS PelENnTiB ISl JeSIKUX KaTeropiu
NalicHTIB

1. ¥V pa3i HeoOXximHOCTI (BIAPSIKEHHS, BIAIMYCTKA TOIIO) JO3BOJISETHCS
BUIKMCYBATH MAIlEHTaM B OJHOMY PEIEeNTI JIKapChKi 3aco0M (KpiM HApKOTHYHUX
(MCUXOTPOIHUX) JHKAPCHKUX 3aco0iB) B KIJIBKOCTI, NpPU3HAYEHI Ha Kypc
JIKyBaHHS JI0 IeB’STHOCTA KaJICHAAPHUX THIB, BPAXOBYIOUH HOPMHU BIAIMYCKY.

2. TNanieHTaM 13 XpOHIYHMMHU 3aXBOPIOBAHHAMM J03BOJISIETHCSI BUMHUCYBATU
peuenT Ha JIKapchKuil 3acid, 1m0 MICTUTH (eHoOapOiTan y KUIBKOCTI, SiKa He
NEPEBUILY€E TPAHUYHO JAOMYCTUMY, B CYMIIIl 3 IHIIUMH JIKAPCHKUMHU 3acO0aMu,
K1 BIJIIYCKAIOThCS 3 alTEYHMX 3aKjajliB 3a PELENTOM, Ha KypcC JIIKYBaHHS J0
TPUILATU KaJeHIApPHUX [HIB, MPH LbOMY MANepoBl PELENTH BUMHCYIOTHCA Ha
peuentypHux Omankax ¢opmu Ne 1 (p-1).



7

3. HapkotuuHi (TICHXOTPOMHI) JIIKApChKi 3aCO0M BHIHCYIOTHCS TaIll€HTaM
BiAnoBigHO 10 Ilopsiaky mnpuaOaHHs, TNepeBe3eHHs, 30epiraHHs, BiIIMYCKY,
BUKOPHUCTAHHS Ta 3HUINEHHS HAPKOTUYHHUX 3aCO0IB, MCHUXOTPOITHUX DPEUOBHH 1
IPEKypCcopiB Y 3akiagaXx OXOPOHU 370POB’S, 3aTBEPIKEHOTO IMOCTAHOBOKO
Kabinetry MinictpiB Ykpainu Bia 13 tpaBusa 2013 poky Ne 333.

4. Y pa3i mpoBeAeHHS 3aMiCHOI MiATPUMYBaJILHOI Teparii ocid 3 po3nagamMu
MICUXIKK Ta TOBEIIHKM BHACJIJOK BXXMBAHHS OIIOiMIB BiAmoBigHO a0 Ilopsaky
NPOBEJCHHS 3aMICHOI MIATPUMYBaldbHOI Tepamii oci0 3 TCHUXIYHMMH Ta
MOBEAIHKOBUMH PO3JaJlaMi  BHACHIJIOK B)XWBAHHS OITOiMIB, 3aTBEPIKEHOTO
Haka3oM MiHicTepcTBa OXOpPOHU 3710poB’st Ykpainu Big 27 Oepesnst 2012 poky
Ne 200, 3apeectpoBanoro B MinictepceTBi rocTuiii Ykpainu 05 uepBus 2012 poky
3a No 889/21201 (y penakuii Hakazy MiHicTepcTBa OXOPOHH 3I0POB’S YKpaiHH
Bix 16 nmucronaga 2020 poky Ne 2630) (mami — 3IIT), enekTpoHHMI perienT Ha
HApKOTUYHHUM (TICUXOTPOIHUIA) JIKApChbKUW 3aci0 BUIUCYETHCS MALIEHTY 3
MOCWJIAHHSIM Ha IUIaH JIIKYBaHHS, 3a3HAYEHUH $SK TPU3HAYEHHS B MEIUYHOMY
3aMKci, a HOBHUM EJEKTPOHHUM pelenT Ha HApKOTUYHUN (IICUXOTPOIHUN)
JIKApChKUl 3aci0 3 OJHAKOBOIO MIXHAPOJHOK HEMaTEeHTOBAHOIO HAa3BOIO
BUIHUCYETHCS TAIIEHTY HE paHillle, HiXk 3a TPH JIHI 10 3a3HaueHoi B Peectpi gatu
3aKIHYEHHS TOMEPEIHBOT0 KYpCy JIKYBAHHS IMAIlIEHTA 32 €JIEKTPOHHUM PEIENTOM
Ha TaKWW JIKapChKUil 3aci0.

5.V pa3si, K0 NalIEHT, SKUH MAa€ TOCTPE YU XPOHIYHE 3aXBOPIOBaHHS a00
noTpedye MPOJIOBXKEHHS JIIKYBaHHS 3a MOMEPEAHHO BCTAHOBJIEHUM J[1arHO30M Ta
IUIAHOM JIIKYBAaHHS, 3a3HaY€HUM SK T[PU3HAYEHHS B MEIUYHOMY 3aIluCi
(3a BuHsaTkoM mnpoBeneHHs 3IIT), 3BepTaeTbcd TEXHIYHUMH 3ac00aMH
€JIEKTPOHHUX KOMYHIKalld A0 JiKaps, 3a3HAUYECHUU JIKap Mae€ MpaBO BUIIMCATH
BIAMOBIAHO A0 1ux [IpaBun enekTpoHHU# penent 0e3 MPOBEICHHS OCOOMCTOTO
IpUIOMY TAIll€HTA.

[Tommpennst iHdopmarlii Ccy0’KTOM TOCHOAAPIOBAHHA YU MEAUYHUM
mpariBHUKOM, Oe3nocepeHbo abo uepes iHiry ocoly, OJIHIH, KiTbKOM ocobam abo
HEBU3HAYCHOMY KOJIy OCi0, 30KpeMa B peKyiami, PO BUIMCYBAHHS E€JIEKTPOHHUX
pElEenTiB Ha JIKAPChKi 3aCO0M Ta MeIUYHI BUPpOOU O€3 HeOOX1THOCTI MPOBEACHHS
ocobucToro npuitomy Ta/abo 00CTEKEHHS NallieHTa 3a00pOHSIETHCA.

II1. Oco6,1uBOCTI 110/10 32aTI0BHEHHS pelenTYPHUX OJIAHKIB JJ1s1
NanepoBMX pelenTiB

1. TlamepoBi peuentu 3amOBHIOIOTHCS YITKO 1 PO30IpIMBO BiJ PYKH
KYJIbKOBOIO PYYKOIO 3 OOOB’A3KOBMM 3allOBHEHHSIM 1H(opMmalii, nepeadadeHot
BIJINOBIJTHOIO (OPMOIO pelentypHoro OnaHka. BumpaBieHHS B mnanepoBOMY
pelenTi He A03BOJISIOThCS.

2. 3a00pOHS€TbCS HAHECEHHS Ha pelenTypHuid OnaHk iHdopmarlii (B ToMy
YHCIII PEKIaMHO1), KpiM Bu3HaueHoi y po3aini 111 nux IIpaBu.

3. Ha mamepoBux penenTax 3a3HAYa€TbCS HAWMEHYBAaHHS MEIUYHOTO
BHUpoOy a00 MIXKHApO/IHA HEMATEHTOBaHA Ha3Ba JIIKapchkoro 3aco0y. ToprosenbHa
Ha3Ba JIKapChKOTO 3aco0y 3a3HAuYa€ThCs, AKIIO JIKAPChKUNA 3aci0 He Mae
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MDKHApOJIHOT HEMATeHTOBAHOI Ha3BH ab0 € 0araTOKOMIIOHEHTHUM JIIKapChKUM
3ac000M, YaCTHUHA IHIPEIIEHTIB SIKOI'O HE Ma€ MI>KHAPOJIHOI HEMaTEeHTOBAHO1 HA3BU
(B TOMy 4YHCIl aje HE BHUKIIOYEHO JUIS JIIKAPChKUX 3ac001B: POCIMHHOTO
MOXO/DKEHHS, TOMEOMATUYHUX, PO3YMHIB I TEPUTOHEATBHOTO Jiami3zy /
remoduIbTpalii / reMojianizy, mpemnapaTiB KpoBi, OUIKIB Mia3Mu Ta (DAKTOPIB
3rOpTaHHs KPOBI, €JIEKTPOIITIB Ta IXHIX KOMOIHAIlIH, MIHEPAJIbHUX KOMILUICKCIB,
KOMIUIEKCIB aMiHOKHUCIIOT, KOMOIHOBaHHMX BITaMIHHUX MIpernapariB), a00 HaJEkKHUTh
70 JKApChKUX 3aco0iB O10JIOTIYHOTO TOXO/KCHHS YW TOMIOHUX O10JIOTTYHHX
JKapChKUX 3ac001B (O10CHMIUISIPIB).

3a00pOHSAETHCSI CKOPOUCHHA OJM3bKHUX 32 HAMEHYBaHHSAM 1HTPEJIIE€HTIB, IO
MOXE€ TPHU3BECTH JI0 HEPO3YMIHHS CTOCOBHO TOTrO, SIKMWA JIIKApPChKUU 3aciod
BUITHCAHO.

4. IlpaBuna 3amoBHEHHs penentypHoro Omanka gopmu Ne 1 (¢p-1) s
NarepoBUX PEUENTIB:

1) mpu BUNKMCYBaHHI TManepoBUX PEIENTIB Yy YAaCTUHI OJaHKa BUIIE JiHIT
BIJIPI3Y, SIKa 3QJIMINAETHCA y CYO’€KTa TOCIMOJAPIOBAHHS, MEIUYHHUM TMpaliiBHUK
SKOTO BUITMCAB PELEIT, 3a3HAYAIOTHCS MPI3BUIIE, 1HIIIAINA Ta BIK MaIll€HTa, Ha3BU
MEIUYHUX BUPOOIB ab0 JKapChKUX 3ac00iB 13 3a3HAYEHHSM (OPM BHUIYCKY Ta
BUIHMCAHOI KIUIBKOCTI JIKAPCHKUX 3aco0iB/MeIMYHUX BUPOOIB, HOMEp OJiaHKa
JIPYKapChbKUM CIIOCOOOM Ta JlaTa BUIIUCYBaHHS (YUCIIO, MICALlb, PIK) PEIIENTa;

2) y vacTuHI OJIaHKa HIKY€ JIHII BIAPI3Yy y BIANOBIAHMX Tpadax ans
3aKJ1a/1B OXOPOHH 370pPOB’Sl, MEIAWYHUHN MpalIBHUK SKUX BUIIUCYE MaNepOBUI
peuent, 3a3HavyaroThCsl HaWMEHYBAaHHsS 3aKJIaay OXOpPOHH 3I0pOB’s, WOro
Micie3HaxopkeHHs, ko 3a €/IPIIOY, nomep Ta nata (uucio, Micsilb, pik) BUaayl
JileH31i Ha MPOBAKEHHS TOCMOJAPCHKOI AISUTBHOCTI 3 MEAUYHOI MPAKTUKU abo
HOMEp Ta Aata (4Mciio, MICAllb, PIK) PIIICHHS OpraHy JII€H3yBaHHS IPO BUAAYY
Ji1IeH311 Ha MPOBAKEHHS TOCIIOIAPCHKOI TISUTBHOCTI 3 MEIMYHOI MPAKTUKH;

3) y yacTuHl OJlaHKa HIDKYE JIHII BiApI3Y y BIANOBIAHUX rpadax s
b13uuHOoi ocobu - miampuemirt (mami — DOII), mMenuuHui MPaIiBHUK SKOTO
BUIHMCYE TANEPOBUN PEIENT, 3a3HA4YaloThbCs MPI3BHINE, IM’S Ta MO OaThKOBI
(3a HasBHOCTi) DOII, mictie npoxkuBaHHs (Miciie mpoBaHKeHHS AismbHOCTI) DOII,
peecTpamiifHiii HoMep OOJIIKOBOi KapTKH IUIaTHWKA MOAATKIB abo cepis (3a
HAsSBHOCTI) Ta HOMep macmnopta (s (i3udHUX 0cid, sSKI yepe3 CBOI peiriiHi
NEPEKOHAHHS BIAMOBIISIIOTHCS BIJl MPUNUHATTA PEECTPALIMHOIO HOMEpa OOIIKOBOT
KapTKHU TJIATHUKA MOJATKIB Ta MOBIJOMUIM PO II€ BIAMOBIAHUN KOHTPOIIOKYUI
Oprat i1 MarTh BIAMITKY Y NAcMoOpTi), HOMEp Ta Jiata (4ucio, Micsilb, piK) BUIaUl
JileH31i Ha MPOBAKEHHS TOCMOJAAPCHKOI AISUTBHOCTI 3 MEAUYHOI MPAKTUKU abo
HOMEp Ta Jata (4Mciio, MICAllb, PIK) PIICHHS OpraHy JIl€H3yBaHHS IPO BUAAUY
J1eH311 Ha MPOBAKEHHS TOCMOJAPCHKOL ISUTBHOCTI 3 MEIMYHOI TPAKTHUKH;

4) y rpadi «Pement No » 3a3HAYAETHCA HOMEP MArepoBOro perenta
JIPYKapChKUM CHOCOOOM Ta MIJKPECHIOETbCA CJIOBO <«JIOPOCIUN» Yy BHUMAAKY
BUIIMCYBaHHS penenta ocobi BikOM Bia 18 pokiB, abo «IUTSUMID» y BHUIAIKY
BUIIMCYBaHHs perenTa oco0l BikoM a0 18 pokis;
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5) y rpadi «(zaTta BUTIMCYBaHHS PEIIeNTa)» 3a3HAYAOTHCS YHCIIO0, MICAID Ta
PiK BUIHCYBaHHS TIAIIEPOBOTO PEIICTITA;

6) y mamnepoBOMY peLeNTi MiAKPECIIOEThCS «3a TOBHY BapTIiCTh», SKIIO
MaIi€HT OIIa4y€e MOBHY BapTICTh JIKAPCHKOTO 3ac00y YU MEIMYHOTO BUPOOY 3a
BJIACHI KOIITH Ta/ab0 3 IHIIMX JDKEped, He 3a00pOHEHUX 3aKOHOM, KpiM
OI0JKETHUX KOINTIB, a00 «0€30IIaTHO», SKIIO ISl JIIKApChKOro 3aco0y Y
MEJIMYHOT0 BUPOOY mepeadadeHo Oe30IUIaTHUM BIAMYCK ISl MallleHTa, abo «3
JIOTUIATOIOY», SKIIO TAI[IEHT YaCTKOBO OIUIAdy€ BAPTICTH JIIKAPCHKOTO 3acO0y 4
MEJIMYHOTO BUPOOY;

7) y rpadi «mxepeno ¢piHaHCYBaHHS» 3a3HAYAETHCS OIOJKETHA MPOrpaMa, 3a
paxyHOK (piHAaHCYBaHHS SKOI JIIKAPCHKUM 3aci0 Yu MEIUYHUI BUPIO BIJITyCKAETHCA
namieHTy 0e3o0mmiaTHo abo 3 JOIIaTOlO;

8) y mnamepoBOMY peLENTi 3a3HAuyaroThCsl MpI3BUILE, IHIMIAIA Ta BIK
MaIie€HTa, IKOMY BUITUCYETHCS PEIICTIT;

9) y manepoBoMy pelenTi 3a3HAYalOThCS MPI3BUINE Ta 1HIMAIA MEIUYHOTO
mpaliBHUKa, SKUM BuUmMcye perent. IlamepoBuit perent, MO BHIUCYETHCS
JiKapeM, 3aCBITIY€ETHCS IMIAMUCOM Ta OCOOMCTOIO MEYaTKOO JIiKaps, IKU BUITHUCAB
peuent. IlamepoBuii pernent, 0 BUIUCYEThCA (EIBIMICPOM, 3aCBIAUIYETHCS
MIAMUCOM (epIaIiepa i3 3a3Ha4eHHSIM HOTro MocaIu Ta MevaTkor aMOynaTopii abo
IIEHTPY TEPBUHHOI MEIWYHOi (MEIUKO-CaHITapHOi) JOMOMOTH. MeaundyHuM
npaiiBHUKaM 3a00pOHSA€TbCS MIANUCYBaTH HE 3alOBHEHI pEUEnTypHI OJIaHKU
Ta/ab0 3aCBIIUYBATH iX MEYATKOIO;

10) na peuentypuux 6mankax Gopmu Ne 1 (db-1) 103BOASIETHCS BUTUCYBATH
He Oubllle TPhOX HAMMEHYBAHb JIIKAPCHKUX 3aC001B, KPIM BUNAIKIB, BABHAYEHUX
a03a10M JPYTUM LbOTO MiAMYHKTY.

Onne HaliMeHYBaHHSI JIIKAPCBKOTO 3aco0y YW MEAMYHOTO BUPOOY
BUIHUCYETHCS Ha penentypHoMmy Onanky popmu Ne 1 (¢p-1) B pasi mpuszHaueHHs
JIKApChKOro 3aco0y YW MEIUYHOTO BUPOOY, sIKI BIAIMYCKAIOTHCA Ha MIJIBIOBUX
yMoOBax, ad0 B pa3l MpU3HaYEHHs BIAMOBIIHO A0 MyHKTY 7 po3auty I nux [TpaBun
JKAapChKOTO0 3ac00y UM METUYHOTO BUPOOY, K1 MIISATAI0Th peiMOypcarlii;

11) B WacTuHi 3BEpHEHHS MEIUYHOTO TpaIiBHUKA 10 (apMarieBTUIHOTO
MpalfiBHUKA y TAllepOBOMY PEIICTITI 3a3HAYAIOTHCS:

YKpaiHCHKOIO ~ MOBOIO  HallMEHYBaHHA  MEIUYHOTO  BUpoOy  abo
JATUHCHKOIO/aHTIIACHKOI0 UM YKPAiHChKOI0 MOBOIO Ha3Ba JIIKApCHKOro 3acooy,
a caMe: MDKHApoJHa HEMaTeHTOBaHAa Ha3Ba, TOPIOBEJbHA Ha3Ba JIKapChKOTO
3aco0y y BUMAJKaX, BHU3HAYCHHX MyHKTOM 3 1BOTO pPO3ALTy, Ha3Ba
(GOpPMOYTBOPIOIOYMX Ta KOPHUTYIOUMX PEUYOBHH, CKJIaa JIKapChKOTO 3aco0y,
Jikapcbka ¢Gopma, a TaKoX 3BEPHEHHS  MEIWYHOTO  IMpalliBHUKA /10
(dbapManeBTUYHOrO TMpaliBHUKA MPO BUTOTOBIIEHHS JIIKAPCHKOIro 3acol0y Ta/abo
BUJA4y JIKapcbkoro 3aco0y uYM MeIuyHoro BupoOy. CKOpOYEeHHS 1100
JIKapChbKUX 3ac001B 3a3HAYAIOTHCS TUIHKHU JIATHHCHKOIO MOBOIO;
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YKpaTHChKOIO a00 aHTIIHCHKOI0 MOBOIO 3a3HAYAETHCS CHOCIO 3aCTOCYBaHHS
JIKapChKUX 3ac00iB i3 3a3HAYEHHSAM J03HM, YaCcTOTH, Yacy Ta yMOB NPUHOMY.
3a00pOHSIETHCS MO0 JIIKAPCHKUX 3aC001B 00OMEXXYBATHUCS 3araibHUMU MPUITHMCAMU
TUTY «30BHIITHEY, «Bimomoy To1o.

BukopucTaHHs JTATUHCBKMX CKOPOYEHb IOJO JIIKAPCBKUX  3aco0iB
JTIO3BOJIAETHCS TIJIBKH BIJTMOBIIHO 0 MPUUHATUX Y MEIWYHIN Ta apMalleBTUUHIN
IIPaKTHIli, BU3HAYCHHX y T0AATKy 6 10 nux Ilpasun;

12) y rpadi «lomatkoBa iHdopmarlis 3a3HAYAE€THCSA HOMEpP CTPAXOBOTO
mojiica (3a HasBHOCTI), a TaKOX 3a3Ha4yaeTbcs 1HQOpMAIlis, HEOOXigHa s
BUKOHAHHS JEPKaBHUX, PETIOHATBHMX a00 MICIEBUX IPOrpaM, B TOMY YHUCIHI
YTOUYHIOOYA 1HpopMalis moao rpadu «/xepeno piHaHCYyBaHHD.

5. Oco0yiMBOCTI 3allOBHEHHS NANEpOBHX PELENTIB Ha EKCTeMIOpaibHi
JIKAapChK1 3ac00U:

1) mamepoBi pelenTy Ha eKCTEMIOPAIbHI JIKAPChKI 3aCO0M 3alIOBHIOIOTHCS
B PO3TOPHYTOMY BUIJISIL,

2) Ha3BU HAPKOTUYHUX (NICUXOTPOMHMX) Ta OTPYHHUX JIKAPCHKUX 3aCO01B
MUIITYThCSI Ha TIOYATKY MAarepoBOro pelenTta, Jajil — yci 1HII JIIKapchKi 3aco0u
(1HTpeiEHTH);

3) mpu BUIMKCYBAaHHI HAPKOTUYHUX (MICUXOTPOMHHUX), OTPYWHUX Ta
CWJIBHOJIIFOUMX JTIKAPChKHUX 3aCO01IB y J03aX, IO MEPEBUINYIOTh BHIII OJHOPA30BI
71034, JIiKap 3000B’sI3aHUIl HAaMMCaTU J103y IIbOTO 3acO0y CIOBaMH 1 MOCTaBUTH
3HAK OKJIMKY;

4) KUIBKICTb TBEpAUX Ta CHUIIYYMX JIKAPChKUX 3ac00iB 3a3HAYAETHCS Y
rpamax (0,001; 0,01; 0,5; 1,0), pinkux — y MUTUTITpax, rpaMax, Kparisx;

5) 3a moTpeObM HEralHOro BIJANYCKY NAall€HTy (MOro MpeACTaBHUKY)
JIKApChKUX 3ac00lB y BEpPXHIM YAaCTHHI MAlepOBOr0 pelenTa MpOCTaBISETHCS
no3Hayka «cito» (ImBuaK0) ado «statimy» (HeraitHo);

6) Ha 3BOPOTHOMY OOIll pPEHENTypHOro OJIaHKAa MPOCTABISIOTHCS IITAMIT
anTEYHOTO 3aKJIaly, SKUH BUTOTOBUB JIIKAPCHKUHN 3aci0, HOMEp JiKapchkoi hopmu
IHaUBIIyalbHOTO  BUTOTOBNIEHHA. Y Tpadax «IlepeBipuB», «Bimmyctusy,
«IIpuiinsBy, «BUTOTOBUBY 3a3HAYAIOTHCS MPI3BUIIA, 1HIIIAIHA Ta MPOCTABISIOTHCS
nianucy hapManeBTUYHUX MPaIliBHUKIB, sIK1 3aMIOBHIOIOTH 111 Tpadu.

6. IIpaBuiia 3amoBHEHHS CHEMIAIBHOTO perentypHoro Oianka dopmu Ne 3
(¢-3) m1g marepoBUX PEIETITIB:

1) y BepxHiil yacTuH1 OJlaHKa JJIs1 3aKJIa1B OXOPOHU 370pOB’s, JIKap SKOrO
BUITMCYE TIANIEPOBHMM pEIENT, 3a3HAYar0ThCSd HAWMEHYBaHHS 3aKJIaay OXOpPOHH
3I0pOB’s, Moro Micre3Haxo/keHHs, koa 3a €J[PIIOY, nomep ta nara (4ucio,
MICSIb, PIK) BUJAul JIIEH31i Ha NPOBAIKEHHS TOCMIOJIAPCHKOI MISUIBHOCTI 3
MEJIMYHOI MPAKTUKK a00 HOMEp Ta jJara (YKCIO, MICsAllb, PIK) PIIIEHHS OpraHy
JIIEH3yBaHHs PO BUJAUy JiEH31i Ha MPOBaKEHHS TOCIOAAPChKOI JISUTBHOCTI 3
MEIUYHOI IPAKTUKU;
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2) y BepxHiil yactuHi 6nanka mas1 QOII, nikap sSKoro BUMUCYE ManepoBUN
peLenT, 3a3Ha4aroThCs MPi3BHILE, 1M s Ta 0 0aThKOBI (32 HasiBHOCTI) DOII, Miciie
npokuBaHHs (Micue mnpoBaukeHHs MisuibHOCTI) DOII, peectpatiitHuii HOMep
0OJIIKOBOT KapTKW IUIaTHUKA TOJATKIB abo0 cepis (3a HAsABHOCTI) Ta HOMEP
nacropta (g izuuHMX 0cCi0, sKI Yepe3 CBOi pemiriiHi  MepeKOoHaHHs
BIJIMOBJISIFOTBCSL  BiJl TPUUHATTS peECTpalifHOro HoMepa OOJIKOBOI KapTKH
MJIaTHUKA TOJATKIB Ta MOBIJOMUJIM TPO II€ BIJAMOBIIHUN KOHTPOJIIOIOUMMA OpraH i
MaroTh BIIMITKY y TIACIIOpPTi), HOMEp Ta Jara (4MCiI0, MICAIlb, PiK) BUAAU1 JIIECH311
Ha TPOBA/DKEHHS TOCTIOIAPCHKOI TISITLHOCTI 3 MEIUYHOI MPAKTHKKA ab0 HOMEp Ta
naTa (4ucio, Micsilb, piK) pillIEHHS OpraHy JileH3yBaHHS MPO BHIAUy JILEH31i Ha
MIPOBAKEHHS TOCTIONAPCHKO1 AISUTBHOCTI 3 MEIUYHOT TIPAKTHKH;

3) y uactuni «Peuent» 3a3HayaroTbcs cepis Ta HOMEP JPYKAPCHKUM
cnocoboMm, nara (4uCiO, MICAlb, pIK) BHUIKMCYBaHHSA MalepoBOrO peELenTa,
NPi3BUILE, 1HILIAIM Ta BIK MAlllEHTA;

4) y narnepoBOMY peleNTi 3a3Ha4al0ThCsl MPI3BUILE TA 1HIIIAIH JIIKaps, STKUN
Burnucye penent. [lanmepoBuil penent 3acBiAYYEThCS MIANMUCOM Ta OCOOHCTOIO
MeYaTKOIO JIKaps, IKU BUITUCAB perent. Jlikapsm 3a00pOHSIETHCS MIAMUCYBATH HE
3aIOBHEHI pelenTypHi OJaHKU Ta/a00 3aCBiIUyBaTH 1X MMEYATKOIO;

5) Ha cnemianbHUX perenTypHux Onmankax dopmu Ne 3 (b-3) mo3BosseTbes
BUIKMCYBATU OJHE HAMMEHYBAaHHS JIIKAPCHKOTO 3aco0y;

6) 3amoOBHEHHS MAaNepoOBOrO peuenTta B YacTUHI 3BEPHEHHS 10
(hapMalleBTUYHOTO TIpalliBHUKA CTOCOBHO JIKAPCHKOTO 3aco0y 31MCHIOETHCS
BIIMOBIHO 10 MiANYHKTY 11 mynkty 4 po3auny Il uux [TpaBun.

7. Y Bumagkax, BCTAHOBJICHUX BIJAMOBIIHO 10 ab03alliB TPETHOTO Ta
YeTBEPTOro MyHKTy 6 po3nuty I mux [IpaBui, Koau 3amMiCTh €IEKTPOHHUX PELICTITIB
MOXYTh BUIKMCYBATUCS MANEPOB1 PEIIENTH, OCTAHHI BUITUCYIOThCSI:

1) Ha peuentypHux 6mankax gopmu Ne 1 (¢b-1) BianosigHo 10 MyHKTIB 1, 2,
3 ta 4 pozminy III nux IlpaBun y pasi npusHaueHHs JIKapChbKUX 3ac00iB (Kpim
HAPKOTUYHHUX (TICUXOTPOITHUX) JIKAPCHKUX 3ac00iB) 1 MEIWYHUX BHUPOOIB,
BU3HAUEHUX MiANyHKTaMu 1 Ta 2 myHKTY 5 po3ainy I nux IpaBun;

2) Ha crienianbHUX perentypHux Onankax Gopmu Ne 3 (¢p-3) BiamoBigHO 110
nyHkTiB 1, 2, 3 Ta 6 po3nuny Il nux [IpaBun y pasi npusHaue€HHS HAPKOTHUYHUX
(ICUXOTPOIHUX) JIIKApChKUX 3aco0iB. Y pasi Tpu3HAYEHHS HAPKOTUIHUX
(MCUXOTPOIHUX) JIKAPChKUX 3ac001B, Kl MAJIATal0Th peiMOypcallii, 0JHOYaCHO 3
BUITMCYBAHHIM TANepOBOTO pelernTa Ha CHEI[lalbHOMY pelenTypHOMY OJIaHKY
dbopmu Ne 3 (¢b-3) BUnNMCyeThCs JOJATKOBO NMANEpOBUM pElENT Ha PEUENTYPHOMY
onanky dpopmu Ne 1 (¢p-1).

IV. OcobimBoCTi BUIMCYBAHHS €JIEKTPOHHUX PeleNnTiB Ha JIKAPChKI
3aco0u Ta MeIM4YHi BUPOOH, SIKi MiVIATal0Th peiMOypcauii

1. EnexTpoHHi peuentd Ha JIKapChbKi 3aco0M Ta MEOUYHI BHUPOOH, SKi
H1JIAraloTh peiMOypcaltii, BUMUCYIOThCA JIKapsiIMHU BIAMOBIAHO 10 nux [IpaBui.
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2. EnexkTtpoHHI perentu Ha JIKapChKi 3aco0M Ta MEIUYHI BUPOOH, SKi
MJJISATal0Th peiMOypceallii, BUTHCYIOThCS:

1) omikapsmMu 3a cremanbHOoCTIMU  «EHmokpuHomorisy, «Jlutsaua
SHIOKPUHOJIOTIS» (Hami — JiKapi-€eHJOKPUHOJIOTH) Ha IpernapaTtd IHCYJIHY Ta
JKapChKi 3aC00M /IS JIIKyBaHHS HEIYKPOBOTO J11a0eTy;

2) mikapsMmu 3a crerianbHocTaMHu «llcuxiaTpisy, «uTsdua mcuxiaTpis» Ha
JKapChKi 3ac00M IS JIIKYBAHHS PO3JIaJIiB TICUXIKH Ta TTOBEIHKH;

3) mikapsmu 3a crnemianbHOCTIMHU «llcuxiatpis», «/luTsdya mcuxiaTpisy,
«HeBpoumnoristy, «Jlutaua HEBpOJIOTISH» Ha JIKApChbKi 3aco0M ISl JIIKyBaHHS
eITiJIeIcii;

4) mikapssMu 3a cremianbHICTIO «HeBposoris» Ha dikapchki 3aco0u i
JikyBaHHs XBopoOu I[lapkiHCOHa;

5) mikapsamu, SiKi 3700yl BHILY OCBITY APYTOro (MaricTepchbKOro) piBHS
raiy3i 3HaHb 22 «OXOpoHa 3I0pOB’s» 3a CHEUIATbHOCTAMHU «222 MeauiuHay ado
«228 Tlemiatpiss» abo HampsMy MMATOTOBKH «MenuiuHa» 3a CIeiaabHICTIO
«JlikyBanibHa cmipaBa» abo «llemiatpiss» Ta 00iiiMalOTh MOCaay TPAHCILIAHT-
KoopJiMHaTtopa (200 YMOBHOBaXXEHI Cy0’€KTOM TOCHOJApPIOBAHHS HA BUKOHAHHS
GbyHKIIT TpaHCIJIAHTKOOPJAWHATOpPA) HA JIKAPChKI 3aco0M I TAIIEHTIB Y
MOCTTPAHCIIAHTAIIHHOMY TEePIOJi.

3. Jlikapi, siki HanaoTh [IM/], BUTHCYIOTh €IEKTPOHH1 PEIIeTITH:

1) Ha mikapchki 3aco00M Ta MEAMYHI BUPOOH, 3a3HAUYEHI B MYHKTI 2 PO3ILTY
IV nux IlpaBun — TUIbKM Ha MiACTaBl BIANOBIIHOTO MPU3HAYEHHS, BHECEHOTO /10
CHUCTEMH JIIKapeM BiAMOBITHOT CHEIAIbHOCTI;

2) Ha JIIKapchbKi 3aco0M abo MeIWYH1 BUPOOH, K1 MiAJIAraloTh peiMOypcanii
Ta HE 3a3HaveHi B MyHKTI 2 po3auty IV mux [Ipasui.

4. HoBull enekTpoHHUI penent (KpiM peuenTi, BUMHCAHUX 3 MOPYLIEHHSIM
BuMmor 1mux [IpaBui, Ta/abo sKi MICTATH HECYMICHI JIKapchki 3acoOu Ta/abo
MOMWIKH, 30KpeMa Yy 1031 JIKapChbKOro 3aco0y) Ha JiKapchkuii 3acid abo
METUYHUN BUPIO, SKHUM Tijisirae peiMOypcarlii, 3 OJHAKOBOI MIKHAPOIHOIO
HENaTeHTOBAHOIO Ha3BOIO JIKApCHKOTO 3aco0y ab0 OJHAKOBUM HailMEHYBaHHSAM
MEAMYHOTO BUPOOY MOKe OyTH BUIMHCAHUN HE paHIIIe HIXK:

3a CiM KaJeHJapHHUX IHIB JIO0 3aKIHYEHHS CTPOKY, Ha SKUH OYyJI0 BUIIHMCAHO
MOTIEpeTHINA eNEKTPOHHUM pEelenT Ha JIKapChKuil 3acid abo MenuyHuil BHPIO,
SIKIIO TAKUI CTPOK CTAHOBUTH a00 MEePEBUIIYE NBAIATH OJUH KaJeHAapHUH JICHb;

3a TpU KaJIeHJApH1 JH1 /10 3aKIHYEHHS CTPOKY, Ha SIKMM OyJ0 BHUIIMCAHO
NoMNepeIHId eNeKTPOHHUN pelenT Ha JIKapChKuil 3acid abo MenuyHuil BHPIO,
SKIIO TAKUM CTPOK € MEHIIIMM 3a ABAALSATH OJJUH KaJleHIApHUM JIEHb.

Jlns el mpboro MyHKTY CTPOK, Ha SIKMM OyJ0 BUIIMCAHO €JIEKTPOHHUMN
pelenT Ha JIKapchKkui 3acid abo Meau4HUI BUPIO, KU Mmiajsrae peimMoypcariii,
BIJIPaXOBYETHCS BiJ 3a3HAUCHOI B PeecTpi matu 3akiHUEHHS MOMEPEAHBOTO KYpCy
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JIKyBaHHS MAalll€eHTa 32 €JIEKTPOHHUM PELENTOM Ha Takui JIKapChKul 3acid abo
MEJIMYHUN BUPIO.

EnexrponHi penentu Ha JiKapchki 3acoO0M Ta MEAW4YHI BUPOOH, sKi
MJJIATal0Th peiMOypcaltii, BUMIMCaH1 paHile 3a3Ha4eHUX y IbOMY ITYHKT1 CTPOKIB,
BBKAIOTHCS JIMCHUMH 32 YMOBH IOBHOI OIUTATH iXHBOI BApTOCTI 3 JDKEpel, He
3a00pOHEHUX 3aKOHOM, KpPiM KOIITIB OI0/PKETHOT'O aCUTHYBAaHHS Ha peiMOypcarlito
JIKapChKHUX 3aC001B Ta MEIMYHUX BUPOOIB 3a JOrOBOpaMH PO peiMOypcaliiro.

5. [lonoxxenusa nmyHKTy 4 po3auny IV nux IlpaBun He 3acTOCOBYIOTHCS B pasi
BUIIMCYBAHHS EJNEKTPOHHUX pEHENTIB Ha JIKApChKI 3aco0M, fAKI MAIATAIOTh
peimMOypcatii Ta MpU3HAYaIOThCs MAIlleHTaM sl JIiKyBaHHs XxBopoou [lapkiHcoHa,
y BHIIQJIKaX, KOJIA 32 MEIUYHUMU MMOKa3aHHAMH NALIEHTY HEOOXIJHO OJJHOYACHO
NPU3HAYUTH JIKApChKI 3ac00M 3 OJHAKOBOIO MIXKHAPOJHOK HENMAaTEHTOBAHOIO
Ha3BOI0, 1110 MAIOTh Pi3HY (POPMY BUITYCKY UM JT03YBaHHS.

B.o. HavaabHUKA
dapManeBTUYHOTO YIIPABJIIHHA Oaexkcanap I'PINEHKO



