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MIHICTEPCTBO OXOPOHH 310POB’SI YKPATHU

ByI. M. ['pymieBcekoro, 7, M. Kuis, 01601, ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kox €JIPIIOY 00012925

Ne Ha Ne No

JepxaBHa peryasitropHa ciayxda
Ykpainu

MiHicTepcTBO OXOPOHU 370POB’sl YKpaiHU HAMpaBIig€ Ha MOTOJKEHHS MPOEKT
Hakaz3 MO3 VYkpainu «IIpo BHecenHs 3miH g0 [lopsiaky mpoBeleHHS KITHIYHHX
BUNPOOYBaHb JIIKAPCHKUX 3aco0IB Ta EKCHEPTH3W MarepiaiiB  KJIIHIYHUX
BUNPOOYBaHb», PO3POOJEHUNA 3 METOI0 YJIOCKOHAJEHHS CHCTEMHU Oprasizaiii
MPOBEICHHSI KITHIYHUX BUIPOOYBaHb JIIKAPCHKUX 3aC001B B Y KpaiHi.
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MIHICTEPCTBO OXOPOHU 310POB’sI YKPATHI

HAKA3

Kuis No

IIpo BHecenns 3min 0 Hopsnaxy
NPOBE/IeHHs KIIHIYAUX BHOPoGyBaHD
JiKapcbKHX 32¢06iB Ta eKCIepTH3H
MaTepiaJiB Kainigamx BUNIPOOYBaHL

Bimmosiguo mo crarri 7 3axkoHy Ykpaiuu «IIpo mikapceki 3acoGm», 3 MeToro
YAOCKOHAMCHHS IPOIECY IOKYMEHTOOGITY HpH mogaHHi AOKYMEHTIB (MaTepianiB) st
TIPOBENEHHS KIIHIYHHX BUIPOGYBaHL JKapChKUX 3aC00IB

HAKA3YIO:

1. Buectu mo mymkry 7.1 posuiny VII TIlopsaxy NPOBEACHHS KITIHIYHMX
BUIPOOYBAHE JKapCEKUX 3aco6iB Ta CKCIICPTU3H MaTepialiB KIIIHIYHUX BUIIPOOYBaHb,
SATBCPJUKCHOTO HakazoM MiHicTepcTBa oXxopoHu 300pOB’A Ykpainu Big 23 BEPECHS
2009 poxy Ne 690, 3apeecTpoBanoro B MimicTepeTsi rocTumii VYkpaiuu 29 xorTHST 2009
poxy 3a Ne 1010/17026 (y pemaxmii Hakasy MinicrepcTBa oxoponu 30pOB’s Ykpainu
Bix{ 12 mumns 2012 poky Ne 523) TaKl 3MiHK:

1) absan nepumit Buknacty B Takii pemakmii: .

«7.1. Ina mpoBegeHH KmiHiuHMX BUIPOOYBaHb IHKAPCHKUX 3aCOGIB 3asMBHIK
I0fa€ B TamepoBid abo ejeKTpoOHHIN dopmi mo IIOBB HAOKYMEHTH (Matepianm)
KIIHITHOTO BHIIPOGYBAHHS, 3a3HAYCH] B mianynkrax 7.1.1 ta 7.1.2 mporo IIYHKTY, a 10
Hentpy —3asnaueni y nianysxrax 7.1.3—=7.1.21 mworo IIYHKTY BKIIOYHO. JloxyMeHTH
(MaTepianu) kninigHOrO BUIIPOOYBAHHA MOXKYTE HONABATHCS 3aIBHUKOM B CIEKTPOHHIN
(bopmi 32 HasBHOCT] TeXHiTHOT MOKIIMBOCTI. »;
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2) TOTIOBHUTH HOBHM a63aII0M TaKOro 3MICTY:
«Jlokymentu (Marepiann) kniniunoro BHUIIPOOYBAHHS BKIIIOYAIOTE ).

2. Mupektopary dapmanesTiaroro 3a0€3TeYeHHs (Bampopunx  I.C) =
YCTAHOBJCHOMY TOPSAKY 3a0E3NCYNTH IMOXAHHS LLOTO Hakaly Ha JepxKaBHy

peectpariio 1o MiricTepersa rocTumii Vxpainu.

3. KoHTponb 3a BUKOHAHHAM IBOTO HaKasy ITOKJIACTH Ha TIEPIIOrO 3acTYIHHKA
Minictpa Komapiny O.0.

4. Ile#t Haka3 Habupae unHHOCT] 3 JHs Horo odiniifHoro OIy6IIIKyBaHHS.

Minictp Bixrop JISIIIKO
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ITOSICHIOBAJILHA 3ATINCKA

A0 MPOEKTY HaKa3y MinicTepersa oxoponu 310poB’st Ykpainun «IIpo
BHECenHst 3Min 1o Iopsiaky nposenennst kiinivnnx BHOPOOYBaHk JlikapehKux
3ac00iB Ta excnepTu3n mMaTtepianiB KJIHi9ANX BUNPOOYBaHL)

1. Mera

[MpoekT Hakazy MinicTepcTsa oxopomu 3M0pOB’s Ykpaiuu «IIpo BHECEHHS 3Min
mo Ilopsmky mnposenmenus kmimiummx BUIPOOYBaHb JIiKapChKHX 33c0GiB T4
CKCIIEPTU3HM MaTepiaiiB  KiIiHigYHuX BUNPOOYBaHb» (mami — IIPOEKT HakKazy)
PO3POOIIEHO 3 METOK YIOCKOHANEHHS CHCTEMI opraxizanil mpoBeNeHHsS KiTiHiTHIX
BHIIPOOYBaHb JTIKapChKHUX 3aCO0IB B Yxpaini.

2. OGrpynTyBanHs HeoOXiTHOCT] NPUHHATTH aKTa

Hpuitastras €sponetichkum Cor3oM HOBoro Pernamenry (€C) Ne 536/2014
€Bponeticekoro IMapnamenty Ta Pamu Big 16.04.2014 «llomo  xmiHivHIX
BUIPOOYBaHb JIIKAPCHKUX  3aC06iB AN JEONMHM, 10  CKAaCOBYE Hupextuy
2001/20/€C», (mani — Pernament €C) cnpusie. yockoHaNeHHIO crcTEME opramizaigit
NPOBEEHHS KIIHIYHUX BUIPOOYBaHb JIKapCHKUX 3ac06iB B KpaiHax €Bporeicrkoro
Corozy Ta BIOCKOHATEHHIO IIPOBE/ICHHA KIHIYHMX BHIPOGYBaHb B iHIIHX KpalHax,
o norpebye cBOro BimoGpakeHHs B HOPMAaTUBHO-TIPABOBUX aKTax YkpailHu g
Tonaybimot ix rapmoHisauii 3 3axoHomascTom €C. 3MiHH, 10 3aIPOBAIKYIOTHCS
Pernamentom €C Ta pexomernanismu ICH GCP, CTOCYIOTBCSI MOXKIMBOCTI TOfadi
MIOKYMEHTiB  (MarepianiB) . KIiHigHEX BHIIPOOYBaHb  JIIKAPCHKUX 3acoBiB B
CJIEKTPOHHIA (opMmi, wo HeobXimgHo s 3a0e3neven s IpuCKOpeHHs porecy
AOKyMEHTOOOIry Ta IX po3rmsy.

HpoekT Hakasy pospoGieno BIJIIOBINHO 10 cTaTelf 7, & 3axony Ykpainu «ITpo
JKAPCHKi 3aCO0MY, MOMOKEHD Pernamenty €C Ta monosxens Hactanoss «Jlikapcexi
3acobu. Hanexna xiniyna npaktuka. CT-H MO3  Vkpainu 42-7.0:2008»,
SaTBEp/UKeHy HaxasoM MiricTepersa oxopoHu 3U0poB’s Ykpainu Bin 16.02.2009
Ne 95, HeramsHoro kepisHuiTRa IONO 3alHUTy N0 KOMIETEHTHHX OpraHiB IIpo
HAaZ@HHA  J103BOTYy  Ha KIiHi4HE BHTIPOGyBamHs JUKApCBKOro  3acofy s
BHKOPUCTAHHA Yy JIONMHH, TIOBIIOMJICHHS PO CYTTEBi TIOTIPaBKH Ta MEKJIaparito mpo
3aKiHYEHHS BHUIPOOYBAHHS (CT-1) (2010 / C 82/01), Hupextusu 2005/28/€C six
08.04.2005 «Illo BCcTaHOBIIOE 3aCalu Ta JETaNbHI HACTAHOBH HANIGKHOI KIHIUHO]
MPaKTHKH, IO CTOCYETECS NOCIINHULBKUX TIKAPCEKUX 3acoGin JUISI BUKOPHCTAHHS
MONBMY, & TaKOX BUMOT'H 1O HaaHHs 103BOJY HA BUTOTOBJICHHS 260 IMIIOPT TaKHX
IponyKTiB», Jlupextusu 2003/94/€C mix 03.02.2003 «3 Buknamom IPUHIMTIIB |
HOPM HaNEXHOI BUPOGHMUO! MPAaKTUKH LI0M0 JIKapChKUX 3acOBiB U ByKHBAHHS
TEO/(BMU Ta JOCHIHUX JIKAPCHKUX 3aC00iB IS BKUBAHHS JIOTEMED,

3. OcHOBHI nON0XKEHHs MPOEKTY aKTa

Ilpoexktom Hakazy TIPOTIOHYETBCSL BHECTH 3MIHH JIO MyHKTYy 7.1 posminy VII
Hopsnxy nposenenns kmimignmx BUIPOOYBaHb JIiKapchKUX 3acobin Ta CKCIIEPTH3H
MmartepianiB  KIiHIYHUX BUIPOOYBaHb, 3aTBEPIIKEHOrO0 HAKA3OM Minicrepcraa
OXOpOHH 310pOB’s YKpainu Bix 23.09.2009 No 690, 3apeecTposaHoro B Minicrepersi
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rocTunii Yipainm 29.10.2009 3a Ne 1010/17026 (mam - [opsinox), B wacruwi
HallaHHA 3asBHUKAM MOXJIMBOCTI I10NaBaTHU AOKYMEHTH (MaTepianu) KIiHivTHwx
BUNPOOYBaHb B eJIEKTPOHHIH dopmi.

4. IIpaBogi acnexrn

Y nauiit cdepi cycminprux BigHOCHH JHIOTH Taki HOPMaTUBHO-IIPABOBI aKTH:

3akon Yxpainu «IIpo JNIKapChKi 3aCO6 Y,

Hacranosa «JIikapcrpki sacobu. Hamexua KIHiYHA mpaktuka. CT-H MO3
Yxpainu 42-7.0:2008», 3aTBEP/DKeHy HakasoM Minictepcrsa OXOPOHM 3]I0POB’S
Yxpainu Bix 16.02,2009 Ne 95;

Pernament €C; : : ‘

Hupextusa 2005/28/€C Bix 08.04.2005 o Bcranosmmioe 3acaay Ta JeTanbHi
HACTAHOBM  HAJEXHOI KIIHIYHOI NpakTWKH, 1m0 CTOCYETHCS  TOCTIAHUIILKIX
NIKAPCHKHUX 3aCOBIB s BUKOPUCTAHHS JIOABMH, @& TAKOK BHMOTH [0 HaJaHHs

/LO3BOJLy Ha BUTOTOBJIEHHS a60 IMIOPT Takmx IIPOYKTIBY;

Hupextusa 2003/94/€C Bix 03.02.2003 «3 BWKIANOM MNPUHIMUIB i HOpM
HAJIEKHOT BHPOOHHYOT MPaKTHKH 110710 JIKApCHKHX 3acO6IB IS BIKHBAMHS JFOALMU
Ta JIOCJIHUX JIKapChKUX 3ac06iB AL BYKUBAHHS JIFOEMU)).

S. ®inaHCcOBO-eKOHOMIuHE o0rpyHTYBaHHSN
Peanizariss mpoexry Hakasy He moTpebye ¢dinamcypanns 3 JCPKABHOTO Ta/abo
MICIeBUX GIOKETIB.

6. ITosunist 3aintepecorannx CTOpiH

Ipoext mHakasy me CTOCYETLCA  NUTaHb  (DYHKIIOHYBaHHS  MiCIEBOIO
CaMOBpANyBaHHA, IpaB Ta IHTEpeciB TEPUTOPIANBHUX IPOMaL, MiCHeBOro Ta
PETIOHANBHOrO PO3BHUTKY, COLIIAIBHO-TPY ZOBOT chepu, npas ocif 3 IHBaJTITHiCTIO,
QyHKIiOHYBaHHS i 3aCTOCYBaHHsI YKpPaiHCBKOT MOBH K AEPKaBHOI, TOMy He
IOTPeOYe IMOTOKEHHS 3  YIOBHOBAYKEHUME IPCACTABHEKAMU BCEYKPaTHCHKIX

- acomianiif opramiB micuesoro CaMOBPANYBAHHS, BINNOBIIHUX OPraHiB MiceBoro

CaMOBPANYBAHHS, YIIOBHOBAXXCHUX IIPEACTABHUKIR BCEYKPATHCLKHMX HPOQCITiNoK, ix
00’€lIHaHb Ta BCeyKpaiHCHKUX 06’ enHanb opraHisani#f poGoromasuis, Ypsanosum
YIIOBHOBaXXCHUM 3 mpaB oci6 3 imBamigHicTIO BCCYKPATHCEKHUX TPOMACHKHX
Oprasizarii#i oci6 3 iHBanigHiCTIO, TX Crinok, YIOBHOBa)XeHOTO i3 3aXUCTy JePrKaBHOI
MOBH, :
Ilpoext Hakasy me CTOCYETBCSL Cepd HAyKOBOi Ta HayKOBO-TEXHIYHOT
AisIbHOCTI, TOMY He notpebye morokerss i3 Haykosum komiterom Hanionansuoi
PaZiul 3 MHTaHb PO3BUTKY HAYKH | TEXHOJIOTIH.

Ilpoext wnaxazy noTpedye TMpoBeAeHHs Ty6IidHMX KOHCYIBTAIlil IUIIXOM
PO3MIIIEHHS. HPOEKTY Hakasy Ha o¢iniiHomy BeGcaifiti Minicrepersa oxopouw
300pOB’st YKpaiuu. :

IlpoexT Hakasy notpe6ye moromxenns 3 HepxaBHoro PETYTISITOPHOIO CITy k6010
Ykpaiun, YorHOBaKeHIM Bepxosuoi Panu 3 NIpaB JMHOOVMHA, AHTHMOHOIOIEHUM
KoMiTeToM Ykpainu Ta MinicreperBom mudposoi TpaHchopmarii Ykpainm.



Ipoext Hakasy norpebye 3nificHeHHs

IOCTHIIT YKpainu,
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7. Ouinka BignoBignocri
Tomoxenns npoexty nakasy ue CTOCYIOTBCA: 3000B’s13aHE Ykpainu y chepi

€BPOTIEHCHKOI iHTerpauii; mpas ta cBOOOS,
TpaB JIFOAMHE | OCHOBOIONIOKHUX CBOGOL,
IO: BILTMBAIOTH Ha 3a0€3IeYeHHs PIBHIX 1T

AEPKaBHOI peecrtpauii B MiHicTepeTsi

rapaHToBanux KouBeHmiero mpo 3axwmer
Y mpoexti Hakasy Bixcyrai ITOJIOXKEHHS,
PaB Ta MOXIJIMBOCTEH JKIHOK 1 4o0BiKiB;

MICTATh PH3UKH BYMHEHHS KOPYNUIHHAX TIPaBONOPYIIEHEL Ta NIPaBOIOPYINEHE,

OB’ SI3aHUX 3 KOPYIII€IO; CTBOPIOIOTE MIJICTABH IS [

AHTHKOpYMIifiHa,

AHTUIUCKPUMIHALIHHA Ta

IIPOBOIUIIACEK.

UCKpUMIHAIII].
TPOMajIChKa AHTUKOPYTILiiiHa, IrpOMaIChKa
TPOMAJICbKa  ICHIEPHO-IPABOBA  €KCHEPTH3W  He

8. Ilpornos pesyabraris

Ipuiiaarts 3asnavenoro IIPOEKTY HaKazy 3

ajanrarii  HanioHaJIbHOI

BHUIPOOYBaHE JIIKAPCHKHX 3aCO01B i3 €BPOIECHCHKUM 3a
Hpoekr Hakasy Brnmsae Ha puHKoBe CepesIoBH

HOPMaTHBHO-IIPABOBOL

YMOBIIEHO HEOOXiHICTIO. 0 AaTbIIO]
Oazu y
KOHOJABCTBOM.

me, 3abesneveH s inTepecis i

chepi  xmiHigHUX

[IpaB IpOMajiiH Ta Cy0’eKTiB rOCHONAPIOBAHHS, 4 TaKOXK Ha I'POMaJICbKE 370pOB s,
THOKPAICHHA CTaHy 3[0POB'S HACENCHHS, OCKIIBKM BIOCKOHANCHHS IIPOBEICHH
KITHIYHUX  BHOPOGYBaHE CIpUATHME 3a0€3MEYEHHI0 HOBITHIMH HpenapaTamMmu
NANIEHTIB, SKI CTPAXKAAIOTE Ha TDOKK] 3aXBOPIOBAHHS.
Brumis Ha inTepecu 3aiHTEPECOBAHUX CTOPIH:

3aiHTepecoBana cTopoHa

Brymms  peanisamii axta ma
3aiHTEPECOBAHY CTOPOHY

Iosicuenns odikysanoro BILTHBY

Hauientn  (rpomangmm), wmo
HoTpebYOTH TiKapChKUX
3ac00iB

Tlo3uTurHMIit

1) Ginmema  moctymmicts g0
IHHOBANIHHIX TKapCehKHX
3acobiB  Ta METOJIB
JIKYBAaHHA, 33 paxyHoK
CKOPOYEHHS TEpPMiHIB
CKCHEPTH3M Ta, K HACIINOK,
30UIBIIICHHS KiTBKOCTI
KIIHIYHEX BHIPOGYBaHb;

2) 3MEHIIEHH S BUTpAT Ha
JIKYBaHHS HAaLi€HTIB
IHHOBANiHAMYU TpenapaTamu
38 paxyHOK IX yuacti B
KIHIYHUX BUIPOGYBaHHSIX,

Cy0’exTH rocmonaproBanus

IosutupamIit

1) smMenmenns crpokin PO3TIIsIITY

MaTepiarmisa KIIHITHHX
BHIIPOOYBaHb TKapChKUX
3aco0bis;

2) monaya JOKYMEHTIB
(marepianis) KIIH{YHOTO

BHIPOOYBAHHS B €IEKTPOHHIH
(opwmi;




3) CKOpOYeHHS wacy min wac
HaJlaHHs iHGopmanii;

4) 3MeHInenHs BHTpPAT Ha
HiJITOTOBKY Ta nojayy
JOKYMEHTIB (MaTepiais)
KJIHIYHIX BUIPOGYRAHD

MinicTp oxopoun
3A0pOB’st YKpainu

20 p.

BikTop JISIIIIKO




AHAJII3 PETYJISITOPHOT'O BILJINBY

A0 NPOEKTY Haka3zy Minicreperpa 0XOponH 310poB’st Ykpainu «Ipo Buecenus
3MiH 10 Iopsiaky NPOBEAEHHA KIIHIYHUX BHIPOOYBaHb JiKapchKuX 32c06iB Ta
CRCIEPTU3H MaTepiaiiB KiIiHiYHIX BHNPOOYBaHDLY»

I. Busnauenns npo6aemn

3 MeToIo pearizarii monosKeHs 3axoHy Ykpainu «IIpo enextponni JIOKYMEHTH
Ta CICKTPOHHUM JOKYMEHTOOGIrY PO3pobiieHo  mpoexT Hakaszy MinictepcTsa
OXOpOHH 310poB’s  Ykpalau «IIpo BHeceHHs 3mim 1o Iopsnky mnposenenms

BUNPOOYBaHb» (Haii — mpoext Hakasy), B sKOMy IIPOTIOHYETBCA  3aIPOBAIKEHHS!
HOIoXkeHb  MixkHaponno! KOoHQepeHwii 3 rapmomnizanii TEXHIYHEX BHMOT 110
PeeCTpanii JiKapchkux 3aco6in s monunau  (The International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (nani
—ICH), sxi BUKOPUCTOBYIOTH He TiIBKHU KpalHu-4leHu €C, a it yei kpainm 3i CTPOTOIO
PETYISATOPHOIO MO THKOIO.

Ha crorommimmiii  gemp g yciX  kpaimax €Bporneiicbkoro Corozy
YAOCKOHATIIOETECS.  CHCTEMa  ITPOBENEHHS KT HIYHIX BUNIPOOYBaHb Ha OCHOB]
po3pobieroro y 2014 poni Ta mpuiHSITOrO €BpomneicEkIM corozom Pernamenty
(€C) Ne 536/2014 €BporeicsKoro Hapnamenty ta Pamu sin 16 KBiTHS 2014 poky
ION0 KIHIYHUX BUOpPOGYBaHE JNIKAPCBKUX 3aCO6iB s JIOIMHY, IO CKaCOBYye
Hupextusy 2001/20/€C (mami — Permamenr). |

Bpaxosyroun, mo Hakas MiHicTepcTsa OXOPOHH 3710pOB’S VYkpaiHm Bin
23 Bepecus 2009 poxy Ne 690 «ITpo 3aTBepIpKeHHs IopanKy npoBenenns KiHiqmmy
BUNIPOOYBaHL  JIKAPCHKUX  3acoGis  Ta CKCIICPTH3U  MaTepiayiB  KIHiHIYHIX
BUNIPOOYBAHb i THUIIOBOTO MMONIOKEHHS TIPO KOMICii 3 TUTaHb eTHKny, 3aPEECTPOBAHNH
B MinicTepetsi roctuii Yxpaiau 29 sxostHs 2009 poxy 3a Ne 1010/17026, 6yso
PO3POOIIEHO 3 ypaxXyBaHHAM BHMOL HupextuBr €Bponeiichkoro Iapnamenty ra
Panu 2001/20/€C Bix 04 kpitag 2001 POKY, BUHWKa€ HEOOXIAHICTE YIOCKOHATATYH T4
IPUBECTH y BIANOBIOHICTE 10 Pernamenry i BITYU3HIHY HOPMATHURHO — IIPAaBOBY
6a3sy B cdepi mpoBeseHHs KTiHiUmEwXK BUNIPOOYBaHb.

Ilpoext Hakasy mepenGauae BHecemms 3MiH, IO 3a6e3meuars 3alPOBaKEHHS
TI00aTbHOr0 HOBOBBENSHHS MDKHAPOJIHHX Ta eBpomefichrux KEPIBHUIITBAX Ta

dopmi (He noTpebye BHTDAT 3 ICPXKABHOTO GIOMKETY, & eNeKTpORHHMIA pecype Ta #oro
MATpEMKa  Oyne  3xificHioBaTucs 3a PaxyHOK QinaHCyBaHHS Ta KaapOBOTro
3abesneuenns JlepskaBHOro HiAIPUEMCTRA «Jlep>xaBunit CKCIICPTHUI  LIEHTp
MinicrepcTa oxopouu 310POB’st VKpaium» (mani — LlenTp).
Braszane muraHHI He Moxe Oyrd posB'szame 3a jomoMororo PUHKOBHUX -
MEXaHI3MIB, a TAKOXK 3a JOIIOMOrOK0 JUIOYHX PErYNATOPHUX aKTiB,
OcHoBHi rpymn (miarpynu), Ha sxi npobiieMa Mae BIIUB:



B I'pynu (niarpynu) Tak Hi j
I'pomaiaun ‘ +
Hepxasa 4+
Cy6’extn +
TOCIIOIapPIOBaHHS
Yy TOMy 4Ywucnmi cy®’exTu* +
| Masoro I IITPUEMHMNIITBA ]

* IATOMy Bary cy6’ekTiB Malioro MIIPUEMHULTBA BKA3aTH HEMOXITHBO,
OCKINBKH TIpoGTeMa  OnHAKORO BIUIMBAC HA BCIX Cy6’eKTin TOCTIOAAaPIOBAHHS
HE3AJIEHHO BIJ PiBHS JOXOLY.

IL Iini gep:xaBnoro peryjioBanus

3aBISKH NPHKHATTIO TIPOEKTY Hakasy OyxyTh HOCATHYTI Taki mimi:

Cy6’exTH rocmonaprosanHs OTPUMAIOTH MOXKIUBICTH BUOOPY 4M monasaty
AOKYMEHTH (MaTepianu) KiiHigyHOro BUNIPOOYBAHHS B €EKTPOHHIN uu B MaIepoBii
¢opwmi;

CKOPOYCHHA TepMIHYy HajaHHI Ta POSITANY  MOKymeHTIB  (MaTepiamis)
KITiHI9HOTO BUIPO6YBaHHs;

30UIBIIEHHS KITBKOCTI KTiHigHIX BUIPOOYBaHb B VkpaiHi;

ONTUMI3Alisl B3aEMOCTOCYHKIB Mix SIBHUKAMU KIHIYHUX BHIpOGYBaHe Ta
LlenTpowm; :

HOKpallleHHs IPO30POCTi HPOLEeyp Ha BCiX eTamnax CKCIIEPTH3H.

III. Busnavyenus ta oninKa AJILTCPHATHBHHX CHOCOGIB JOCATHEHHS
minei

1. BusnaueHHs aJlbTepHATHBHEX CrIOCO6E
Ilig wac migrorosxm TIPOEKTY Hakasy Gyno OmpanboOBaHO jBa aNbTePHATHBHI
CHOCOGH TOCATHEHHS BUILE3a3HAYCHHX Lied:

WBI/UI aJIbTEPHATHUBU Onuc anvrepHaTBy ]

AnbpTepHaTuBa | Hpuitaarrs  npoekry HaKasy  NO3BOJIUTH 3abe3meunTtu
MPOBCACHHA  KIIHIYHMX  BUOpOGYBaHb B Ykpaiui Ha
HaJISKHOMY DIBHI 3 NOTPHMAaHHAM BHMOr 3aKOHOJIABCTRA
Espomneticexoro Corosy ta 36impienns ix KITTBKOCTI.

AnsrepHaTuBa 2 3anumuru CUTYarrifo 6e3 3Min.
Lle He npussene 10 mocsruenms IIOCTAaBJICHUX Lijel,




2. Onigka BUOpaHux AJIbTEPHATHBHUX CITOCOGIB MOCSTHEHHS Iiien

Otlinxa BBy Ha cdepy inTepecis nepxasu

L

EI/I,Z[ aJIbTEPHATHBY Burou Burpartu
AnbrepHaTuBa 1 1) iuBecTHIilina Burparu 3 OrOILKETY BicyTHI.
npuBabIUBICTE;
2) 301IBITEHHS 3&663H6T—ICHH5I CIEKTPOHHOIO
HAIXODKEHE zo | PECYpCy Ta Horo minTprmka Gyne
JlepxanHoro Gromxkery BI.IiI\/'ICHIOBaTI/ICH 38 paxyHOK
BHACTINOK 36imbmery | PIHAHCYBaHHS  Ta KaJpoBOro
KIIHIYHEX BHIIPOGYBaHb 3abesnedents Lentpy.
LIISTXOM CIUTaTH
, IIOJIATKIB.
AnbrepHatusa 2 bes 3MmiH. 1) Bincyrui JOIAaTKOB]
HaXOJDKEHHS pite}
HeprxaBHoro Oromxety;
2) HHA3bKA IHBeCTHUIIHHA
IpUBAbIIUBICTS,; '
3) HEeHAIXOMmKEHHS
MONaTKOBUX  KOWNTIB  Ha

PO3BUTOK HiKapeHB.

Oninka BBy Ha chepy inTepecis rpomangn

Bux aJIbTepHATHBY

Buromgu

Burpartn

AnbTepHaTnBa |

1)

2)

Olmemra gocrymaicTs
N0 IHHOBAIiHHX
JIKapChbKAX 3acobiB

Ta METO/IiB
JIKYBaHHI, 3a
PaxyHOK
CKOPOYEHHS
TEPMiHiB
eKCIEPTH3U Ta, SIK
HacCIiIoK,
30inBINeH S
KUIBKOCTI KJTIHIYHIX
BUITPOOYBaHb;
3MEHIIEHHS BHTpAT
Ha JIKyBaHH
TAIiEcHTIB

Upsivmi BuTpaTy BincyTHi.




IHHOBaII HHUMYU

npenaparamu 3a
PaxyHoK IX y4acTi B

KIHIYHUIX
BUIIPOOYBAHHSIX. L B
AnbTepHaTHBA 2 be3 3mim, 1) He 3MeHmaTHCs BHTpaTU Ha
JIKYyBaHHS Halli€HTIB
IHHOBaIIMHIMHU
JKapCBKUMH  3acobu  Ta
MeTonaMu;
2) He 361IBIIATECS
JOCTYITHICTE pife}
IHHOBAIMHKUX  JTIKAPCHKUX
3acobiB Ta METOJIiB
JIKYBaHHS.
Otinka BIUBY Ha chepy iHTepeciB cy6’exTin I'OCIIONaPIOBAHHST
___Tloxasnux Bemmxki Cepenmi Mai Mixkpo Pazom
Kinmekicts cy6’exrin 22 40 26 0 88
TOCTIONIaPIOBAHHS,
U0 IafarTh i
A0 peryJioBaHHS,
OJIUHHIIb ‘ ,
Ilutoma Bara rpymm 25% 45% 30% X 100%
y 3arajbHii
KUTBKOCTI,
BIZICOTKIB

*IIpumimra: Hagedena Y yoomy APB xinvxicmo cy6 exmies 20cnooapiosanns, cmanom
na 2020 pix 3a ingopmayiero, wo snaxodumscs Y posnopaooicenni Llenmpy

Bun Buromau Burtpatu
AJIbTEPHATHBY
AnbrepHaTuBa | | 3asBHUKAM: Ilpamuit  Brnus IIPOEKTY
1) 3MeHIeHHS HOPMAaTHBHO-IIPABOBOI'O aKkTa Ha
CTPOKIB DO3TISINY | BUTPATH Cy0’exTiB
Marepiais TOCIONaPIOBAHHS BIJICYTHI,
K HIYHIX BPaxXOBYIOYM Te, II0 IPOEKTOM
BUIIPOOYBaHE HOPMAaTHBHO-TTPABOBOTO aKTa
JIKapChKHX nependaveno ABa
3aco0iB; ANLTEPHATHBHUX _ BapiaHTH
2) mopaua nojaayi 3B Ha  KJIHIYHI




JIOKYMEHTIB
(Matepiaiis) |
KJIiHIYHOrO
BUNIPOOYBaHH B
CIIEKTPOHHIN
dopwmi;

3) CKOpodYeHHs uacy
I Yac HagaHHs
indopmai;

4) 3MeHIIeH s
BUTpAT Ha
iAOTOBKY Ta
nojayy
JOKYMEHTIB
(matepiaiis)
KIIHI9HIX
BUIIPOOYBaHbL

Jlixapsim:

3a paxyHOK 306iNbIIeHHs
KIIHIYHEX BUIPOGYBaHb
HalaeThesl  MOXKIIUBICTH
I IBUIICHHS

BUNPOGYBaHHA Ta MaTepiamis 10
HUX B TIaneposiil abo enekTporHiit
dopmi.__ TanepoBuii  Bapiaur
N0aYi He MPH3BOAMTL 10 6Vib-
SAKAX TONATKOBMX BHTPAT SIK i 110
3aNPOBa/DKEHHS  3aIIPOIIOHOBAHOTO
IIPOEKTY 3MiH.

Enexrponna ¢opma monaui
3adB Ha KIIHIYHI BUNIpoGyBaHHS Ta
MartepianiB 10 HUX  J03BOJISE
cy6’exTam FOCIIOAAPKOBAHHS
SMCHILIUTU BHUTpaTH Ha OizHec-
IPONECH TIOB’ 43aHi i3 yIpaBIiHHM
KJIHIYHUME BUIIPOOYBaAHHIMHY,
SMCHIIMTH Ya¢ HeoOXimuuit s
MATOTOBKY  3as(B  Ha  KUHI9H]
BUNPOOYBAaHHS s mojadi Ha
CKCIIEPTH3Y. Ilpn LOMY
OTPUMAHHA JaHuX IiepeBar Oyre
NOTpeOyBaTH He3HAYHHMX BHTpPAT Ha
O3HaloMIeHHs ix 3 IIpoexTom
Hakazy MO3 Vkpaimw, sxi »
HOAAIBIIOMY JO3BOJISIIOTE

npoeciitaoro PiBHS | MIBHIMTY eexTUBHiCTS BEJCHHS

LUISIXOM HaBYaHHs | Gi3Hecy Ccy0’exToM

3aCTOCYBaHHIO B CBOIM | FOCHOMAPIOBAHHS T4 3MEHIIHTH

JUSUTBHOCTI IICPEIOBUX | 3arajibHi _ BUTPAaTH  ¢y0’eKTiB

CBITOBHX TEXHOJIOTIH | FOCNOAAPIOBAHNA HA Giablre Hig

JI1arHOCTHUKH Ta | 4 MJIH, TPUBEHD B PIK.

JiKyBaHHS pI3HHX

XBOpoO. Butparu s yeix cy6’exrin
I'OCIIOZIAPIOBAHHS TTOB’ A3aHi JTUIIIE 3
O3HAaHOMJICHHSIM 3 BIMOTaMK
HOPMAaTHBHO-IIPABOBOIO aKTa Ta
CTaHOBNATE 20 XBHIHMH po6ouoro
dacy, 3 ypaxyBaHHSIM PO3paxyHKy
MIHIMaNBEHOT 3apobiTHOT TaTH B
Yxpaini y 2021  powi, w0
CTaHoOBUTH 30,11  rpmsens vy
IOTOZMHHOMY — pO3Mipi 3T1HO
3akony Ykpaiuu «ITpo depskasmuit

o , Oromxer Yipainu Ha 2021 piky,
AunprepHatiBa 2 | Bes 3mim. 3asBHUKAM:




1) me  3menmmTHCYH CTpm
posrisny Marepianis
KIIHIYHIX BUNPOOYBaHb
JHKaPCHKUX 32C061R:;

2) He 3MeHIIAThCS BUTPATH ITif
dac  mozmadl  JIOKYMEHTIB
(MaTepianig) KJIIHIYHOro
BUIIPOOYBaHHS, OCKITBKH
BOHM OyIyTh INoaBaTHCh y
naneposiit popmi;

3) He 3MEHMMTECT wac g
NiATOTOBKY NOKYMEHTIB.

Jlixapsim:

BIJICYTHICTE JONATKOBUX
MOXKIIUBOCTEIH i ABUILEHHS
npodeciiinoro piBHS 3a

PaXyHOK  o3HaHOMIeHHS 3
iHHOBAI HHEMMH TIKapChKUMH
3acobamu Ta METOIaMHU
JiKyBaHHs.

IV. Bu6ip naii6inbm onramannnoro ATLTEPHATHBHOTO cN0co0y A0CATHEHH ST
wijrei

3a pesymbTaTaMu omparoBaHHs AIBTCPHATHBHUX CIOCOGIB JIOCATHEHHS! Iiieit
ACPXKAaBHOIO DPETYIIOBAHHSA 3AiHCHEHO BUOIp onTUMaNBEHOrO AJIbTEPHATUBHOTO
cnocoby 3 ypaxyBaHHIM cucTeMH GalbHo] OLIHKY CTyNEHs TOCSTHEHHS BH3HAUCHIMX
uined. Bapricts Gaiis Bu3HauaeThes 3a YOTHPUOGATBHOIO CHCTEMOIO OIIHKH CTYITeHs
AOCATHEHHs! BU3HAYEHUX I[iJel, 1e:

4 - uini npuitHITTS PEIYJATOPHOrO aKTa, sKi MOXYTh 6yTH ZNOCATHYTI TIOBHOIO
Miporo (po6Giema Gibime icHyBatu He Gyne); '

3 - nimi npHHHSTTS PETYIIATOPHOTO aKTa, sIKi MOXYTh 6yTH JOCATHYTI Maifke
IIOBHOIO Miporto (yci BayKIuBi acriexTu NpobneMu icHyBaTH He OynyTh);

2 - uini npuHHEATTS PETYNATOPHOTO aKTa, IKi MOXYTh 6YTH JOCATHYTI 9aCTKORBO
(mpo6nema 3HauHO SMCHIINTBCS, NEAKI BAXIIMBl Ta KPHTUYHI acrexTy npobieMu
3aJIMINATHCS. HEBUPIICHUMH); '

I - nimi npuitastrs PETYJATOPHOTO aKTa, sSKi HE MOXKYTh OyTi nocsruyTi
(ipobiiema mponoBxye icHyBartn).
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(ocATHEHHS Iimel
i/ 4ac BUPILICHHS
1pobremu)

CHCTEMOIO OIIiHKH )

' Peiitunr ban pesynsraTuBrOCTI KowmenTapi momo
Pe3yNBTaTUBHOCTI (3a yotmpubansHOIO TIPHCBOEHHS

BiJIITOBiHOrO Gaja

AlbTepHaTuBa 1

Iputiasrrs Ipoexty
Hakasy MO3  Vkpaiun
IpU3BENIe 1O TIPHUBEICHHS
HOPMAaTHBHO-TIPABOBHX
aKTiB MO3 y
BIATIOBIIHICT 10 YUHHOIO
3aKOHOZABCTBa YKpaiHU Ta
IX y3TO/KEHHA 3 YMHHHM
3aKOHOJABCTBOM
Caponeticekoro  Coroay.
Creoprororscst npusaGiusi

| YMOBH  nmJist  iHO3eMHumX

IHBECTOPIB,  BHPOGHHMKIB

TMIKapChKUX 3ac00iB
3aBIsIKM afantaiii go ICH
pexoMeHmaniit Ta
3aKOHOIaBCTRA

Caponeticekoro Coio3y.
Hpubuparorses Gaprepy,
AKI Ha CHOTOMHI
CTPUMYIOTH 301/IbIICHHS
KIJIBKOCTI KITiHIYHHX
BUNIPOOYBaHb JTIKapChKUX
3ac00iB B YKpainy.

AJnbTepHaTuBa 2

BanuInenns cuTyarii 6e3
3MIH IPU3BeE/IE [0 TOro,
10 He Oy e
pealizoByBaTHCS 3aBHAHHS
undposizaii y chepi
OXOPOHH 30pPOB’s, IO B
CBOIO Yepry
CTPHMYBaTHMe
MOJXKJIMBICTE HACEIEHHS
YKpalHu y orepaTuBHOMY
IOCTYHi 10 SAKICHUX Ta
Oe3NeuHuX JiKapehKux
3aco0iB, B TOMY guciri, ]




IHHOBaLIHHIX JIiKapCBKI/IXT
3aco0iB.

Tomy, mini npuitasrrs
PETyISITOPHOTO aKTa He
MOXYTE OyTH TOCATHYTI
(mpobitema Gy ne
TIPOLOBXKYBATH iCH}/BaTI/I)J

Pelituur Burozu (migcymox) | Butparu OOrpyHTYBaHHS T
Pe3yJIbTaTUBHOCTI (mincymox) BIZIIIOBITHOTO
" Micus
aTbTEPHATUBH ¥
, , PeUTUHTY
AnbrepHaTnBa 1 [puitaarTs Burparu y Hna Bupimenms
IIPOEKTY HaKa3y CyO’exTiB upobaemu
JO3BOJINTH BHECTH | TOCIIOAPIOBAHHS HanOIIbII

3MiHH JI0 HaKazy
Minicrepcraa
OXOPOHU 3/10POB’st
Ykpainu Big 23
BepecHs 2009 poky
Ne 690 «ITpo
3aTBEPIKEHHS
Iopsnxy
IIPOBEACHHS
KIHITHIX
BHIIPOOYBaHb
JIKapChKHUX 3ac06iB
T4 eKCIICPTHU3HU
Marepiajis
KIIiHI9HHX
BUNPOOYBaHE i
Tunosoro
TIOJIOXKEHHS! [TPO
KOMICiT 3 uTaHs
eTUKI»,
3aPCECTPOBAHOIO B
MinicTtepcTsi
focTalil YKpainu
29 xoBtHa 2009

He niependadeni

BHIIPaBAAHOIO Ta
JOIUILHOO €
AlbTepHatuBa 1,
aJ’Ke BoHa
IIPU3BENE 10
IIOBHOIO
BHpIIIeHHS
npobiem,
BU3HAYEHUX
posninom I Amanisy
PEryIATOPHOrO
BILJIMBY




POKy 3a Ne

1010/17026.

Lle JIO3BOJIUTH
IIPUBECTH
HOPMAaTHUBHO-
IpaBoBi akT MO3
Y BIADOBIAHICTE 10
YUHHOTI'O
3aKOHOJaBCTBA
Ykpaiuu Ta
Y3rOOuT  IX 3
YHHHUM
3aKOHO/TaBCTBOM
€C, mo cnpustame
crabimpHOMY
JOCTYILy HACEJIeHHS
VYkpainu JI0
AKICHUX Ta
Oesrieunmx
TKapChKUX
3aco0iB.

AnbTepHaTHBa 2

Buromn Bincytri

Ipobnema 6yne
HPONOBKYBATH
ICHYBaTH.

AnpTepHaTtHBa 2 we
CIIpUSTHME
BUPIIIEHHIO
npobnemu, Tomy
BUOIp nanoi
albTCPHATUBH HE €
JOIIIJIBHUM, ]

@ﬁTnHr

o6panoi
IPUIUHH
ANBTEPHATHBU

BIJIMOBH

Aprymenta miomo nepesaru | Oninka
AbTEPHATHBH

/ | YMHHEUKIB

PH3HKY

30BHILIHIX
Ha it

BIJ | 3aI1pOIOHOBaHOrO PeryJIsTOPHOTO

aKTa

AnvrepHatuBa | ITpuiiusTrs OPOEKTY  Hakasy
| JIO3BOJIUTE:

IIPUBECTH
npaBsoBi  aktu  MO3
BIANOBIMHICTE 10
3aKOHOZAaBCTBA
Y3rOguTH  iXx 3
3aKoHOmaBcTBOM CC;
CIIPUSITUME

HOPMAaTHBHO-
YHUHHOTO
YKpainu

YHUHHUM

CTablIILHOMY

Y

Ta

Pusuxu He mepen6auaroTses.
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AOCTyIly HaceneHHS Ykpaluu
A0  AKiCHHX, Oesmeynmx Tg
e(peKTHBHUX IHHOBaI[iHUX
JUKapChKUX 3acoBiB Bixe Ha
€Tali KIiHIYHEX BUPOGYBaHs;

- CIIPUSTHME PO3BHTKY
‘ CHUCTEMHU OXOPOHH JIEPKABH.
Anvrepratusa | [Tpraumoro mos BIAMOBH Bix - | Llini NPUHHSTTS  PeryIaTOpHOTO
2 J@HOT aNbTePHATHBY € Te, o | axTa He  OymyTh  mocarsyti
HE J1a€ MOKITHBOCTI (mpobnema 6yme IPOJOBXYBATH
peatizoByBaTH 3aBIaHHs icHyBaTm).

mubposizarii y chepi 0XOPOHHU
37I0POB’sL, IO B CBOIO Yepry
CTPUMYBaTHUME MOKIHUBICTE
HaceJIeHHs YKpainu y
ONEPaTHBHOMY NOCTYTI Z0
AKICHUX Ta Ge3IeqHmx
JIK3PCHKHX 3aC06iB, B TOMY
YHCIIi, IHHOBAITi HHIX
JIKapChKUX 3ac06iB.

]

V. Mexauizmu Ta 3axoan, axi 3abesneuaTh PO3B’A3aHHA BU3HAYECHO]
npobsemu

MexanismoM, sxuit 3a6esmeyats PO3B’SI3aHHS IpoGeMH € 3afesmeyeHns
3aXMIUICHOTO EEKTPOHHOTO Pecypey s TMojayi 3asB Ha KILIHIYH] BUNpoOyBaHHS Ta
MaTepialliB 10 HEX B eleKTPOHHiit (bopmi.

3axonu, IO NPOHOHYIOTECS TS PO3B’s13aHHS POGIEMHU:

noroautu llpoext Hakasy i3 JlepiasHoro PEryISATOPHOIO CiTy)6010 YKpainw,
YuosHosaxenuM Bepxosroi Pagu Yxpainu 3 npas momunm, AHTHMOHOIOTEHIM
KoMiTeToM YkpaiHu, MinicrepcTBom Lmdposoi Tpancdopmanii Yxpaiuu;

IPUNHATH TIPOEKT Hakasy;

[IONIaTH TIPOEKT HAKA3y Ha JAEPIKaBHY peectpauito mo Minictepersa rocTumii
Yxpainu.

Taxox, po3s’si3aHHs BU3HAYEHNX B posnini I Anamisy PETryIATOPHOTO BIUTUBY
poGIIeM 3a6e3IeTnTh Taki 3aX0m:

1. Opranizauiiini saxom ms BITPOBAJUKEHHS PETyIIFOBAHHS:

M4 BIOPOBADKCHHS  I[HOTO HIPOEKTy Hakazy HeoOXigHO 3abesmeunTy
iHQOpMyBaHHA Cy6’eKTiB TOCIIOZAPIOBAHHS IIPO BHMOTLH I1LOTO NPOEKTY LIIIXOM
HOro ONpuIonHeHHS Ha odinifinomy BeGcaitri MiHicrepcra oxoponu 310pOB’st
Ykpaiiu (Www.moz.gov.ua).

2. 3axonu, siKi HeOOXinHO 3itiCHUTH Cy0’€KTaM roCoNaproBaHHs:
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O3HAHOMUTHCS 3 BHMOTAMH PeryIIOBAHH (mouryk Ta omparoBaHHs IIPOEKTY
Hakasy B mepexi Inteprer), peamizauis umor umisxom HaaHHS B EIEeKTPOHHIH
(opmi moxymeHTIB (Matepianis) kninivgoro BUIIPOOYBaHHSL. |

VL. Ouinka BukoHAHHS BuMoOr PEryJsiTopHOro akTa 3a/ieskHo Bix
PecypciB, AKHMH PO3MOPSIAKAIOTH e OpraHH BUKOHABYOI BJIAAM YM Opranu
MicIeBoro CaMOBpsANYBaHus, QisH4Hi Ta opHANUHi 0co0H, sIKi MOBHUHHI
NPOBa>KYBATH a60 BHKOHYBATH Ii BUMOI'H

Buxonauns Bumor PCTYIITOPHOIO  aKTa 3AiHCHIOBATUMETECS B Meskax
ICHYFOUHX KOIITOPHCHHX BATPAaT Ha yTPUMaHHS BiNOBIIHWX Opramis JepKaBHOT
BIAIH.

llomaua cy6’exramu FOCIONIAPIOBAHHS  IOKYMEHTIB (MaTepiani) Kmimiqmmx
BUNPOOYBAaHE B €JIEKTPOHHIMH (opmi 3a6e3meunTs eKOHOMIO TX 4yacy Ta (piHaHCOBMX
pecypcis. ' -

OcHoBHUMY 3MiHAMH, 1m0 3aIPOBA/UKYIOTECS, HABIAKU HAMACTHCS MOKJIUBICTE
Cy0’eKTaM rOCHONAPIOBAHHS eKOHOMUTH Olnblie 4 MIH. rprBeHs Ha pik (3
YPaxyBaHHAM pO3PaXyHKY MiHIMAaJLHOI 3apoGiTHOT miaty B Yxpaini y 2021 pori) 3a
PaxyHOX HalNaHHS IM MOXJIHMBOCTI TOIABATH AOKYMEHTH (MaTepiany) KIiHigHmx
BUIIPOOYBAHb B eJIEKTPOHHIH dopmi. Bogrouac, 3anposamkeri svimm me 0OMEeXYIOTE
3asBHUKA KIIHIYHMX BHIpPOGYBAHE HAmaBaTy Taki AOKYyMEHTH (Matepiamm) B
naneposiit dhopmi.

Butpatu Ha ommoro cy6’exta TOCTIONApIOBAaHHS  BEJIMKOTO | CepemHhOro
MMPHEMHUITRE, SKI BHHUKAIOTE BHACIIZOK Jii perynstopHoro axra HaBeIeHi
BIAMOBIZIHO 10 momarTka 2 10 Mertonukn TIPOBE/ICHHSA aHaJi3y BILIUBY PETYISATOPHOIO
aKTa, TOMAITHCS.

Butpatu y oprauis Buxonasuoi Bragu me 1ependavaoTECs, a TOMy PO3PaxyHOK
BUTPAT 3riHO XOAATKY 3 MeTomuku IIDOBENICHHS aHai3y BHJIHBy PEryIsATOPHOTO
aKTa He po3podIIsBCA.

Tect manmoro HiATIPUEMHHUIITBA (M-Tecr) naBemenuit BIANOBIIHO 10 fojmaTka 4
no MeTonuku npopeeHHs aHalli3y BILTHBY PEryNsSTOPHOrO akTa, JIOTAETHCS.

VII.  O6rpynryBanus 3alpONIGHOBANOI0 CTPOKY Ail perynsaTopHoro akra

Bpaxosyioun Gesnepepsuicts NOTPeOU HaceleHHS YKpaiHU B CTabiIBHOMY
AOCTYIIL O SIKiICHHUX, Ge3Nednux ta eEeKTHBHUX JIKApCHKIX 3aco6iB, iforo nis Gyne
TIOCTIHHOIO. '

3MiHa CTpoKy il Hakasy MOsKITHBA B pasi 3minu MIKHAPOIHO-[IPABOBHX AKTiR,
PeKOMeHIanid BigIOBiTHEX MDKHApOIHUX Opramisamiii um HOPMaTUBHUX aKTiB
YKpainu BUmIOi ropugEaHOl CHJIA, Ha BUKOHAHHS SKUX PO3poGieHudt el HOPOEKT
HaKazy.
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Tepmin  wabpannst upnHOCT] PerynsiTopHoro akrta 3 gug odinittnoro
OIyOJTiKyBaHHs HaKazy.

VIII. Busnauennus MOKA3HHKIB PE3yIbTATHBHOCTI Aiii peryJasaTopaoro
' aKTa

OcHoBHIMU NPOTHO3HHUMM  3HAYEHHIMH TIOKA3HUKIB PE3YIbTaTUBHOCTI
PEryiIsTOPHOTO aKkTa €:

PO3MIp HaIXOMKEHb 10 ACPXaBHOIO Ta MICHEBHUX GFOIIKETIR — peamizamis axra
He nepenbavae N0MaTKOBHX HaJIXOIKEHb Ta BTPaT 10 JICPIKaBHOTO Ta MICI[EBUX
OIOJIKETIB; ' '

KUIBKiCTE  cy6’ekTin ToCTIofaproBanHs  Ta/abo  disuunmx oci6, ma sxi
UOUIMPIOBATUMETECS [T akTa — fis axTa [IOUIMPIOETECA Ha ycix cy6'ekrin
roCTIOnaproBaHHs  (pe3sUAEHTIB Ta HEPEIUNCHTIB), SIKI € 3agBHEKAMI Ta/abo
BUPOOHHKAMHE JTiKapCEKUX 3aC0GiB | BIMOBI IAI0TH 3a iX eheKTHBHICTE, GesneunicTs
Ta SIKiCTh — 88 cy6’ekTiB T'OCIIOIapIOBAHHS;

PO3Mip KOWITIB, IO BUTPAIaTUMYThCA CY0 eKTaMu rocronaproBanfs Ta/aGo
bisumanEME ocoGamp, TNOB’S3aHMUH 3 BUKOHAHHAM BHMOL aKTa — mepenbavacTncy
E€KOHOMif. '

KITBKICTE wacy, 1o BUTPAYaTUMETECS Cy6'ekTamm roCnonaproBanus Ta/a6o
GiznyHIMYT ocobaMu, OB’ sI3aHuil 3 BHKOHAHHAIM BHUMOT aKTa -] roJUHa,

piBeHs moindopmoBanocTi cy6’exTiB rocnomaprosamnms Ta/abo QizuyHUX 0ci6
OI[IHIOETECS SIK CEPeNHIH, OCKINbKH 3aIpONoHOBAHHL IPOEKT 3MIH pO3MIIeHuii Ha
odiuiftnomy BeGcaiiTi MisicrepeTsa oxopouu 310POB’s YKpainu (Www.moz. gov.ua);

KUIbKICTh JJOKYMEHTIB, HAAHNX B CIEKTPOHHIN (opmi;
KiIBKICTh KIiHIYHIX BHIIPOOYBaHb JIKApCHKUX 3aC0GiB.

IX. Busnavenns 3aX0/liB, 32 I0NMOMOr0I0 SIKHX 3MIHCHIOBATHMETE CST
BicTe:ReHHST pesyJjbTaTuBHOCTI Nif pPeryJjisiTopuoro akra

Bincrexenns pesynsraTisrOCT] PEIYNATOPHOTO aKTa 3iHCHIOBATHMETECS
[MIAXOM  MpPOBENEHHS 6a30BOro, IIOBTOPHOTO  Ta MEPIOAWYHOTO  BiACTEIKEHE
CTATUCTHYHUX MOKa3HHUKIB Pe3yIbTaATUBHOCT] aKTa, BUSHAYCHUX I1iJl 9aC MPOBEIeHHS
aHani3y BILUIUBY PeTyJISTOPHOrO akTa. '

basose Bincrexenns PE3YIBTATHBHOCTI PETYNATOPHOTO aKTa Oyne sniiicHeno
uepes pik micist HabpauHs HuM YHUHHOCTI, IIUTIXOM aHaNI3y CTATUCTUYIHUX JAHMX,

[MoBTopHE BincTexenms Oyne mposomuTHCh UCpe3 Ba pOKH 3 NHS HaGpaHHs
YUHHOCTI I1hOTO PEryIATOPHOIO aKTa MIISIXOM AHAJL3Y CTATHCTUYHHX JaHWX
TIOPIBHSHO 3 Ga30BHM BiJICTEKEHHIM.
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Ilepiognure Bincrexenmns PE3YIBTATUBHOCTI  PETYJISTOPHOTO —aKTa Oyne
3IiHCHIOBATHCE pa3 Ha KOXHI Tpu pokwu, HOUHHAIOYM 3 JTHS 3aKiHYCHHS 3aXOJiB 3
TOBTOPHOI'O BiZICTE)KEHHS Pe3YIbTATUBHOCTI [IHOIO aKTa.

Meton nposenenns Bincresxents PE3yNBETaTUBHOCTI — CTATHCTHYHMIIA,

Bincresxenns pesymeratusmocTi axta Oyme NHpoBOAMTHCH wIIXOM a”ayizy
A@HAX IMOJO0 e(PeKTHBHOCTI, 6E3MEUHOCT] Ta SKOCT] JIKapCHKUX 3ac06iB, OIIUTYBaHHSI
CyG'eKTiB rocronapioBasus, 3aiHsITHX y cdepi nposeneHHs KnigigHIx BUTIPOOYBaHL
JIKapCchKUX 3acobiB. ’

LinsoBi rpymm, sxi OynyTh 3amydaTnch mo NIPOBEAEHHS NOCHimKeRH s, - MO3,
Llentp, 3asBHUKY KTiHITHUX JIOCITIIKEHD.

MinicTp oxopounu 310pos’s Yxpainn - Bikrop JIIIIIKO



Honatok 2 no
AHaII3y peryasToproro BILIUBY

TECT
MaJIoro miAnpUEMHMIITBA (M-Tecr)

1. Koncyabranii 3 HIPEACTABHUKAMM MIKpPO - Ta MaJjoro HiANPUEMHUIITBA
IN0J0 OUIHKH BILIMBY Pery.Il0BaHHsl.

Koneyumpranii mono susnavenms BIUTHBY 3aIIPONIOHOBAHOTO PeryJIIOBAHHS LS
CYO’€KTiB Manoro mimmpueMHHITRa T2 BUSHAYCHH TIePENTiKy MPOUENyp, BHKOHAHHS
AKHX HEOOXINHO I 3MificHeH s PeTyTIOBaHHSA, PO3POGHUKOM TIPOBEIEHO.

| Hopsinkosuit Bun koHCynbTaniit | KinpkicTs OcHoBHi
HOMEp YYaCHUKIB pesynpTaTi
KOHCYJIbTamii KOHCYJIbTaIi#
1. Tenedonni 2 Perynrosanns
KOHCYJIbTAMI] 13 CIIPUHAMAETRCH.
Cy0’exTamMu Orpumano
MaJIoro | imdopmaniro momo
i IIprEMHAITRA. NepesiKy
MPOLENyp, AKi
HeoOXinHO

L . i . ; XBHUJTHH ]

BHKOHATH Cy0’eKTy
HiIPHEMHHAITEA y
3B’SI3KY 13
3aPOBAJHKECHHAM
HOBUX BUMOT
PeryIroBaHHs:
‘o3HalfoMuTHCS 3
HOBHMH BUMOT'aMU
peryinoBanas — 20

2. BumiproBanus BIUIUBY  DeryJIlOBaHHSI  Ha cy6’exriB  maJsoro
NiANPHEMHUUTBA:  KiNBKiCTH cy0’ekTiB  Mamoro MiAIPUEMHUNTBA, HA  AKHX
IIOIIUPIOETBCS  PETYNIOBAHHS: 26 (omuHMUL);, muTOMa Bara cyO’exTiB  Manoro
TMANPUEMHANTBA Y 3araibHil KUTEKOCT] cy6’exTiB TOCTIONAPIOBAHHS, Ha SKIX npobiema
crpasiide Biutus 30 (Bigcorkis) (Bimmosimmo 1o Tabmuui “Oninka BIUTUBY Ha cepy
iHTepeciB cy6’ekTin rocronaproBanHs” monatka 1 mo MeTommiy IIPOBENEHHS aHasi3y
BIUTMBY PETYJIATOPHOIO aKTa).



3. Pospaxynok BUTPAT ¢y6’ekTa masiore NMiANPHEMHAITRA Ha BHUKOHAHHS

3a indopmariero, mo SHAXOMHUTRCS y pO3MOpsmKkeHH] Hepxasroro €KCIIEPTHOTO
HeHTpy MO3, kinbkicrs Cy6’eKTiB TocronaproBanus cranom ua 202 ] Pix,

Pozpaxynok BapTocTi 1 JromuHO-rommmy: AT PO3PaxyHKy BUKOPHCTOBYETHCS

https://zakon.rada.gov.ua/laws/show/l082-20#Text

IlepBunna iHpopMarris IIPO BUMOTH peryioBaHHsS Mose OyTe oTpmmana sa
be3yabTaTamu  normyxy Hakasy Minicrepcrsa OXOPOHH  310POB’st  Vkpainu «IIpo
BHECEHHS 3MiH no Ilopsanky nposenenms KNHIYHIX BUIIPOOYBAHD JIIKApCHKUX 3ac06is
Ta CKCIepTH3M MaTepiamiB  kminjumy BUNPOOYBaHLY Ha Befcajiri Minicrepersa
OXOPOHH 3110pOB’s Ykpaihu (Www.moz.gov.ua).

Tnpopmanis mpo kimpxicrs Hacy, AKWH BUTpauaeThcs cy0’ekTamu Ha OTPUMAaHHS
3a3Ha4eHOI iHpopmanii e OIIHOYHOIO, Ta OTPpUMaHa 3a pesyJsbTaTami IIPOBEJICHIIX
KOHCYJIbTaNil (HaBe neHO y Tabnuni posminy I).

Bomwouac, 3MiHamu, 1o 3ALPOBAIKYIOTHCSA, HABMAKH HaZaeTbed MOXKIUBiCTD
MaJloMy Cy6’eKTy rocromaproBarms CKOHOMHTH 32 PaXyHOK HamaHHN i MOKJIUBOCTI

Y meprumii pix
(craproswit pik
BITPOBAKEHH S
PEryJIIOBaHHs)

Iepioguuni
(3a HacTymTHMIH
piK)

Burparu 3a

Haiimenysanns orinky , :
II'Th POKIB

Ouinka «apsvnx, BUTPAT ¢y6’exTiB MaJioro NAOPHEMHNITBA Ha BUKOHAHHA
peryaroBanus

Iprnbanns
HeoOXinHoro
o0JaHaHHS (IpucTpois,
MaIHH, MEXaHi3MiB)
Ipouenypu ITOBIpKH
Ta/ab0 MOCTAHOBKY Ha




BIIIOBIMHMIT 06TiK y
BU3HAYEHOMY Oprami
ACPXKABHOI BIagu 4y
MICIIEBOTO
CaMOBPSITYBaHHS

IMponenypu
eKCILTyaTamii
obnanHanHs
(excrutyaraniiini BUTpAaTH
- BUTpaTHI MaTepiaam)

[ponenypu
00CITyrosyBanHs
obnanHaHus (TexHiune
06¢iyroByBanHs)

Tami nponemypn:

Pasowm, rpusens

Dopmyna:

(cyma paokis 1 + 2 + 3 +
4+5)

: Kinexicts cy6’exrip

T'OCIIONIAPIOBAHHSL, TTI0
IIOBUHHI BUKOHATH

BHMOTH per YJIIOBaHHS,
OOWHUIEG.

0.00

26

CymapHo, rpusens
Dopmyna:

610n06IOHUL cIMoenyuK
“pasom” X xinoxicme

cy6 exmie manozo
nionpuemruymea, wo
NOBUHHI UKOHAMU
BUMO2U pecynIoeanHs "
(psidok 6 X psadox

7)

0.00
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IMponexypu
OTPUMaHHSI IEPBHHHOT
iHbopmarii PO BUMOTH
PerynaroBaHHs

Dopmyna:

sumpamu uacy na
OMPUMaHH s

Inopmayii npo
pezynosanns X
éapmicmo yacy cy6 cxma
Manozo nionpuemnuymea
(3apobimua nnama) X
OYIHOUHQ KinbKicmp

popm

Iponenypu
oprasizamii
BUKOHAHHS BUMOT

PerymoBaHHs
Hponenypu
o¢imiiinoro
3BITYBaHHS.
ITponenypn momo
3a0e3neyenns nporecy
nepeBipok
THwi nponenypu:

Cy0’€KTiB Matoro
HiI[HpI/IeMHI/IHTBa, o
IIOBUHHI BUKOHATH

Ouinka Baprocri aaMiHicT
miAnpueMaunTBa 0110 BUKOHAHAS pery nosanms

4

PaTUBHHX nponexyp Cy0’exTiB Masoro

20 xBuHH. 0,00 0,00

(4ac, sxmit (cy6’exr (cy6’ext
BUTPAYAETHCS IIOBUHEH IOBHHEH
Cy0’exToM BUKOHYBAaTH BUKOHYBATH
rocnonaprosanus | BuMory BUMOTH

Ha ITONTyK PETYIIOBaHHS | perysmopamy
HOPMaTHBHO- JUIIIE B JIre B
IIPaBOBOTO akTa | mepruuit PIX) | meprumit PiK)
5 I

Mepexi Inreprer

Ta

O3HaoMyIeHHS 3

HHM; 33

pesynbratamu

KOHCybTaniif) X

36,11 rpu. =

12,04 rpm.




Bropxkerni BUTPATH Ha aaMiHicTpyBanns PerymoBanus ¢y6’exris masioro
nianpuemMHnnTRa

ponenypa Bapricts

PEryIOBaHHA | BUTpaTu qacy

Cy0’exTiB

Majuoro Iix airo perymroBanms*

NI ATPUEMHHLTR oLy pr (3a pik),
a (po3paxyHok BIIaH b Ha PeryiroBaHHs TPUBEHB

Ha OHOTO BiJTIOBITHOT OJTHOT'O

THIIOBOTO Kareropii | cy6’exra

cy0’exra (3apobitha

1iara)

a - 33 NoTpebu
OKpEeMO st
Cy0’ekTiB
MaJIoro ta
MIKpO-

i AIIPHEMHUIITE




BUI3HI

3. IlinroroBka,
3aTBEPIKEHHS
Ta
OIIPaLlIOBAHHS
OIHOI0
OKPEMOT'0 aKTa
PO IOPYIIEHHS
BUMOT
PErYJIFOBaHHS

4. Peanizanis
OJHOTO
OKpEeMOoTo
PIICHHS 010
OpYLIEHHST
BUMOT

PeryIIoBaHHs

5. OckapxeHns
OJHOI'0
OKPEMOTr'o
pimeHHs
cy6’ekTamu
rOCHOJAPIOBAaHH
ki




e,

aIMIHICTPaTURH
I Tpottetypu
(yrounutn):

Pasom 3a pik

CymapHo 3a
I’ AT POKiB

HepxaBre peryimosanms ue nepenbavae yTBOPEHHS HOBOro ACDPXKaBHOIO Opramy
(abo HOBOTO CTPYKTYPHOTO Miapo3iny airouoro Oprany).

—

Hazga

Butpatu na Cymapai Butpartu na

JIEPIKABHOTO aIMiHiCTpyBaHHS aIMiHICTpyBaHHs!
Oprany PETyJIIOBaHHs 3a piK, PEryIioBaHHsg 3a
I'PUBCHE IU'SITh POKIB, FPHBEHE

CymapHo 6romxkersi
BHUTPATH Ha
aJIMiHICTpYBaHHs - -
PETYIIIOBAHHS
Cy0’exTiB Manoro
M ATIPHEMHHIITBA

L




4. Po3spaxynox CYMapHuX BHTpaT cy6’ekTiB Masioro MinpueMHIITRA, 1Mo
BHHUKAXOTh HA BUKOHAHHS BHMOI pery/ioBanns

Hopsinkoswuit IToxasuuk Heprmit pix 3a ’a1e pokis
HOMeEp PeryroBanHs
(craprormit)
1 Oninka “npsamux” BUTpaT
Cy0’€eKTiB Maoro
i IIPUEMHHALITBA Ha
BUKOHAHHS PETYIIOBAHHS
. : 313,04 r 0,00
2 TOmHKa BapTOCTi 04 rpn 0
aIMIHICTpaTHBHEX mpore)
,p . P yp (cy6’ext
JUISL Cy0’€KTIB Majioro
. [TOBUHEH
MANPUEMHUIITBA IOH0
BUKOHYBATH
BUKOHAHHS PETyIIOBAHHS Ta
; BAMOI'H
3BITYBAHHS
PEryIOBAHHS JIHIIIe
B IIEpIIHH pik)
. 313,04 rpu
3 CymapHi Butpatu masoro A
i IPHEMHHIITBA Ha
BUKOHAHHS
3AIUTAHOBAHOIO PEryJIFOBAHHS
-
4 BromxerHi BuTpatn Ha
anMIHICTpyBaHHSI 0,00 0,00
PCTYJIIOBAHHA Cy0’eKTiB
MAaJIOTO ITi APHEMHUIITEA
. 313,04 rpn
5 Cymapui Butpary na
BUKOHAHHS 3aIIAHOBAHOTO
JperyJ:[IOBaHH;I

5. Po3pobnenus KOPEryrogux (HOM’ﬂKmyBaﬂLHHX) 3aX0MB IS Majoro
MIITPHEMHHLITBA LION0 3aIIPOITIOHOBAHOIO PETYIIOBAHHS He nepeadavyacThes.
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MIPO MIHICTEPCTBO | COVID-19 TPOMANSHAM MEZIMYHAM TIPAL|IBHHKAM TPECLEHTP TIOKYMEHTH KOHTAKTH

TPOMAZCbKE 0brOBOPEHHA

T Y TpoexT Hakasy MO3 Yipain ‘Tpo Becers awik o llopanky Ll
NIPOBEAGHHS KITiHiYHIK BUNPOBYBaHb NikapChkix 3acofis Ta f ¥y 6 in
TOROBHH AEPKABHHA eKCNepTH3N MaTepianiB KikivHuK BUnpoGyBaHb'
CAHITAPHMA TIKAP YKPATH s e o
KEPIBHHK POGIT 3 NIKBIZALIT
HACTIIKIB HALBHYAHOI
T
CHTYALUIT (COVID-19)
) TPOMAICEKE OETOBOPEHHA
0 TPOMAICOKA PAIAMO3
TPOMA/ICBKA EKCEPTH3A
MHICTEPCTBO OXOPOHM 310POB'A YKPAIHY
LOKYMEHTH 3 THTAHb
EKOHOMIKH TA DIHAHCIB HAKA
HALIOHATGHA PATA 3 THTAHD Ky
TIPOTHATE TYBEPKYIBO3Y TA 8D 2021 poky Ne
BIN/CHI
Mpo eHecexHs amiH Ao Mopsaky KAiHi4HUX
JIOKYMEHTH 3aco6is Ta excnepTuan Matepianis KAikiuHuX BUNpoByBaHs

BignogigHo A0 CTaTTi 7 3aKoHy Ykpalkit «TIpo NikapckKi 3aC00H», 3 METoR

TPOMAJICBKE OBTOBOPEHHA
YA0CKOHANEHHA NpoLiecy NOKYMEHTOOOIry NPy NofaHHI JOKYMEHTIR (Matepianie)

APXIB]
o [N NPOBE/IGHHS KITIHIYHMX BUNPOOYBaH NKapCLKX 3aC00i8

CTPATETIYHA EKONOTISHA




