3micT monoxkenns (HopmMu) YunHOre AKTY 3aKOHOZaBCTBAa
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6. Cy6'extn rocnonaprosanus, sxi Marorp JUKapChKi 3aco6y
HoIanbroMy BUKODHUCTAHHIO, IORaroTE OpraHam nep>kaBHOro KOHTPOIO 33
MICIEM * mpoBamKemHms NiTbHOCT] HpopMarizo Ipo  mepemasy Taxmx
MKAPCHKAX 3acobiB Ha YTHII3AmiIo abo SHENIKOKEHH. Iaopmanis IIpo
A€penavy  nmikapcekmx 3ac00iB, mo pge

KOHTpoimo 32 Micuem NPOBaIKEeHEA  misnbHOCT iHdopMmartizo mpo
nepenavgy rakmx TKapCHKUX 3ac06ip Ha YTHII3aLio a6o SHEIIKOKEHHS-
Indopmanis PO nepenady mikapcrxux 3aco0iB, mo ge i JUIAraroTh
nonansmomy BUKODHCTaHHIO, g YTanizamii  a6o SHEUIKODKEHHS,
| HONaeTecsy B llaneposomy Ta CICKTPOHHOMY BHIVIAN 3a ¢dopmoro,
HaBeNleHOro y ROIaTKy 2 no mux Ipagmn.

Cy6'exn rocogaproBanns  sxci epenamu  gikapeski 3aco6um ma
YTHaizaniro ago SHEINKODKEeHHs1, B ABOMicH9HMIf CTPOK Bix garu
SHUINEHH S, HAPABANIOTY, Opranam nepsaguoro KOHTPOJIKO 32 Michem
DPOBaKenHs pisttbHoCT] indopmaniro Npo sHMmends Bigxonis

Cy6'extn rocnonaproBanus, sk Oy nepenani g yrunizamii  a6o
SHEIIKOKEHHS JHKapChKi 3aC00HM, mo me N1 JUIAraoTs OORanemoMmy
BUKODUCTaHHIO, IHOKBApTany Hancumarors o AEPIKABHOIO Opramny, sxmii BHJIaB
JUeH3io Ha IPOBamKEHH Tocnomapcekol mismerocti Yy cdepi noromxenmy 3
HeOesneunmy wﬁxonmzﬁ 1HdopMani

CIEKTPOHHOMY BHIIIA PO 06csry srikapeskix 3aco0iB, OTpHMaHi HUMHA
At yrunmizamii | aGo SHCWIKOMKEHHS, Ta omepamii, 3mificHeni i3
Sa3HaYeHUMH Bimxonamu. 3pir Ipo obesire Ta Meromy yransanii abo
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AHani3 peryastopuoro BILTUBY
A0 NpoeKTy Haka3y Minicrepersa oxoponn 310pOB'st YKpainu
«IIpo BHecenns 3min no IlpaBua yruaizanii Ta saumenns JiKapcbKuX 3aco6iB»

I. Busnadenns npoGaemu

OCHOBHUM 3aBHaHHAM HepxaBHoi cimyx6u YXpainu 3 mikapchKux 3aco6iB Ta
KOHTPOJIIO 3a HAapKOTHKaMH (Jami — Hepxiixcnyx6a) e peanizamis JepXKaBHOI
IOJITHKA Y cdepax KOHTPOIIO SKOCTi Ta Oesrexu mikapcekux 3aco6is, MEIUYHHUX
BUPOGIB Ta 06iry HapKOTHYHHX 3ac00iB, MCHXOTPONHUX PEYOBHH i IIPEKypCopiB,
MPOTHAIT iX HezaKOHHOMY 00iry, a TakoX BHECEHHS MinicTposi oxoponu 310pos's
TIPOTIO3HLLH OI0 OPMYBAHHS epKaBHOT TONITHKH Yy 3a3Ha4YeHUX cepax.

Hepxuikcmyx6a Bigmosigro 10 TIOKJIaICHUX Ha Hel 3aBOaHb, Mac IPaBo
NepeBIPATH NONEePKaHHS BUMOT 3aKOHOJABCTEA IOA0 AKOCTI JIIKapCHKUX 3ac06iB, y
TOMY  9YHCHI  OpaBHN  3ifCHEHHS  HaJIeKHUX IPakTHK  (BUPOOHUYO],
RUCTPUG'IOTOPCHKOI, 36epirans, anTevHol) Ha BCiX eTanax obiry, 30KpeMa mif yac ix
BUPOOHMITBA,  30epiraHms, TPaHCIIOPTYBaHHA Ta  peanmisadii  cy6'exramu
TOCTIONApCHKOT MiAMBbHOCTI, YTHIT3AL|] Ta SHUIEHHS.,

3rigso 3i cratrero 23 3akony Ykpainu «IIpo nikapceki 3aco6u», Heskici
JIKApCEHKi 3aC00H, BKIFOYAI0YH Ti, TEPMiH IPUAATHOCT AKUX 3aKiHUMBCH, T UIATAIOTE
yTUIi3amil Ta 3HUINEHHIO.

Yrunizauis Ta 3HAmMEHHS TIKapCBKUX 3ac06iB IIPOBOAATECS BIANOBILHO 0
TIPAaBUJI, IO 3aTBEPAXKYIOTHCA LEHTPATbHAM OPraHOM BHKOHABYOL BJIaa{, WIO
3abesnedye GopMyBaHHS KepKABHOT TOTITHKH Yy chepi 0XOpOHH 310pOB's, Ta iHIIHX
BHUMOT 3aKOHOJJaBCTBA.

Pesynbratu nepsxaBHoro KOHTPOJIIO SIKOCTi JIIKAPCHKUX 3ac06iB CBiguaTh po
HEOTHOPA30Bi BHIIAJKU BUABICHHS B 00iry 3a60poHeHHX 10 peanizauii HESKICHUX,
danscudikosanux Ta HE3apeeCTPOBaHUX JLKapChKHMX 3aco6iB, sKi 3rimHO 3
POSNOPAIKEHHSAIMA  JlepsKmikeiTy» 6u mimisrany BUJIIYYEHHIO 3 06iry Ta yrwuiizaumii
(3HHILIEHHIO), & TAKOX THX, TEPMiH NPHAATHOCTI AKUX 3aKiHUUBCS. Tak, nporsarom
OCTaHHIX 5 POKiB OyJI0 BUKPHTO:

- v KuiBepkiit obnacti misnsHicTs mimminbHOrO LeXy II0 BHUPOOHHIITBY
anbcudikoBaHuUX JTiKaApCHKIX 3aco0iB; 3a6opoHeHo 06ir 18 cepiit 10 HaiiMeHyBaHB
anbcudikoBaHuX JiKapcHKUX 3aco6iB. OpienTtoBHa puHKOBA BapTicTs BHIIY4YEHO]
IIPOAYKLT CKnazana 6ins 7 MIH. rpH.;

- y JIeBiBCBKil O6GmacTi BusBIEHO ckmamm 3 JIKapCBKUMH  33C00aMH, IO
pearnizoByBaNHCh yepes oci0, sSKki He Mau BIATIOBiZAHOT minensii Ha TOPT1BJIIO
JiKapchKUMH 3acobaMu Ta 6e3 BHKOPHCTaHHS KaCOBUX alapariB, 6e3 KBUTaHIi# Ta
IHIIMX JOKyMEHTiB; 3a00poHeHo 06ir Gmmssko 110 cepii 45 HaliMeHyBaHb
anbeuikoBaHuX JTiKapCHKHX 3aco006iB;

- ¥ KuiBcbkill o6nacti BusBieHo NPUMIIIEHHS Ui MaKyBaHHSA JIKapChKHUX
3ac00iB Ta OGNAaNHAaHHA IJI1 HAHEeCeHHS MapKyBaHHS Ha JIKapChbKuil 3acif,
Hepos¢acoBaHi Ta HeszapeecTposani JIKApCBKi 33C06H 3 MapKyBaHHSM HiMEIBKOIO
MOBOIO, yIIAKOBKH YKPalHCHKOIO MOBOIO 6€3 3a3HAYeHHS HOMEDIB cepiif Ta TepMiHiB
NPHAATHOCTI; 3a060pOHEeHO 06ir 6mmspko 30 cepii  im’exuiiiHux  popm
danscudikoBaHux Jikapchkux 3acofiB Ta 44 HalMEHYBAaHHS He3apeecTPOBaHUX
JIKapCBKUX 3aco6iB. KinbkicTs Memmunmx NpenaparisB, BHSBICHHX Mg 4ac
NePEBIPKH, CTAHOBIIIA GIIH3BKO 3,9 MITH. YHaKOBOK BapTiCTIO 6:u3bk0 300 MIIH. IrpH.;




- ¥ IlonraBcekiit o6nacri BUJTYYeHI 3pa3sku Mifo3pilnX mono danscudikanii
JIKapCBEKMX 3ac06iB (Tabnetky, kamcyiw, reni, Masi) Toprosux MapoK BigoMux
€BPONEHCHKMX BUPOGHUKIB, Hamano 32 POSTIOPAIDKEHHS TIPO  3a60poHy  06iry
danbcudikoBanux mikapcskmx 3aco0iB;

- vy XapkiBcekilt 06macti BUKPUTO KaHall KOHTpaGaHIM MiJO3piluX oo
danscndixanii mikapcpkux 3aco0iB; BUILy4€HO Binmosinme IIPOMHCTIOBE 00NaJHAHHS,
MEINYHi CyOCTaHIil Ta [BI TOHH rOTORHX «IKapCHKUX 3ac06iB» Ha 3arajbHy CyMy
noHan 10 MineioHIB TpH.; Hamamo 15 PO3NOpAIXEHs TIpo 3a60poHy 06iry 11
HalMeHyBaHb 15 cepiif mimo3pinnx mozo panbcudikauii mxapcrkux 3aco6is.

B pamkax sgiftcrenns ACPKABHOTO KOHTPOIIO SIKOCTi JIKAPCHKHX 3acobiB,
icHyrouHii Ha choronui TIOPANOK, HE ae MOXIMBOCTI Jlepiikciyx6i OTPUMYBaTH
inbopmaniro Big CY0’€KTIB IOCMOAAPIOBAaHHSA CTOCOBHO (GakTHYHOrO 3HHIIEHHS
BiIXOZIiB JIIKapCBKHUX 3ac06iB, a TakoxK IPUYHH IX YTBOPEHHS.

Ilyakrom 2.6 Ilnany opramizamil BHKOHAHHS Ykasy Ilpesumenrta Yxpainuu
Bix 30 cepmus 2012 Ne 526 «Ilpo pimenns Panu manionatsrol Gesmexy j 06opoHu
Ykpaiau Bix 25 TpaBus 2012 POKy «IIpo 3abesneueHns HaceneHHS SKICHUMH Ta
AOCTYTTHIMH JIIKapCEKUMHU 3aC00aMu», CXBANCHOIO Ha 3acizanni Ka6inery MinicTpis
Yxpainu Big 12 BepecHs 2012 Ne 70, nepen0aveHo BXKUTU 3aX0MiB II0ZI0 CTBOPEHHS
JIEBOI CHCTEMH KOHTPOIO 3a YTHII3AIi€l0 Ta 3HUIIEHHIM ¢anscudikosanmx,
HESKICHUX JKapChKUX 3aco6iB, Yy TOMy HHCIi THX, TEPMiH IPHAATHOCTI SKUX
3aKiHYHBCH.

3aTBEpIKEHHS IIPOEKTY Hakasy MiHicTepcTBa 0XOpOHH 30pOB’st YKpaiuu
«Ilpo BHeceHHs 3MiH 1m0 IIpaBun yrumizamii Ta 3HHUIICHHS JIIKapCBKUX 3ac06iBy
(mani - mpoeKT Hakasy) HAcTh MOXIIHBICTE OTPUMATH iHGOPMALII0 PO HPHYKHH
YTBODEHHS BIAXOMIB JiKapCBKMX 3acOGiB T4 BCTAHOBHTH 3BOPOTHIN 3B’A30K 3
cy6’ekTaMi  rocmojapioBaHHs npo (axkTHYHe 3HUIEHHS danscudikosanmx,
HEsKICHUX JTIKapChKuX 3acobis, Yy TOMy 9HCIi THX, TeDMiH IpPHEATHOCTI SKHX
3aKiHYMBCS, 30KpeMa  LIIAXOM iHpopmMyBaHHs  TepuTOpiaNEHEX Oprauis
Hepximikciyx6u.

Peanisauis npoekry nakasy srmne Ha:

I'pynu (migrpynn) Tak Hi
I'pomansuu : +
Hepxana +
Cy6’exTH rocnomaproBanus +

IL Iini pepscaBHOrO peryjioBaHHs

Meroro npuitestTs npoexry HaKazy €:

" YAOCKOHAICHHS  NOpAOKY yTHI3auii Ta  3HMIeHHS HESIKICHUX,
danscudikoBaHux Ta HE3apeeCTPOBAHUX JIIKAPCHKHX 3acobiB, y TOMY YHCIi THX,
TEPMIH NPHUAATHOCTI SKUX 3aKiHYMBCS,

- 3aPOBA/DKEHHA €AWHUX BHMOT 10 Cy6’€KTiB rOCNOJaprOBaHHS B YacTHH]
BXXHTTA HUMH 3aXOJiB LIOA0 BUIyYESHHS 3 00iry HeskicHuX, Ganbcudikosannx Ta
HE3apeeCcTpOBaHMX JIKAPCHKHX 3aC06iB, y TOMY umci THX, TEPMIH ITPUAATHOCT] SIKUX
3aKiHYKBCS,

- OTpMMaHHA iHhopMmarii mpo mpu4HHH YTBOPEHHS BIOXOZIB JiKapChKuX
3ac00iB Ta BCTAHOBJIEHHS 3BOPOTHOTO 3B’A3Ky 3 Cy6’eKTaMu FOCHOAAPIOBAHHS PO
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dakTHYHe 3HMINEHHS danscudikoBanux, HesKicHUX NIKapChKUX 3aco6iB, y ToMmy
HHCIT THX, TEPMiH NPHIATHOCTI AKUX 3aKiHUMBCY.

IIL. Buznavennst ta oninka A1LTEPHATUBHHX CHOCOGIB JOCATHEHHS miteil
1. Busnayenns AJIBTEPHATUBHHUX CIIOCOOIB.

Bug anerepHaTnen Omuc anbrepuaTupn
Anprepuatusa 1. YTunizamis Ta 3HEmeHHS JKapCBKUX 3aco6iB OynyTs
36epexeHns cHTyauii, sxa icHye Ha | IpOXOMHTH 3rimHO 3 icHyfounMu paBHamy.
e gac. S Hacigok:

- 3aBJIAETBCA IIKOAA IMIJKY Ta mimosiit pemnytarii
JIETabHAX BUPOGHUKIB JTikapchKuX 3aco6is, mix TOPrOBHM
HaWMEHYBaHHAM SKHX danscudikyerses TIPOAYKILisS;

- i3-3a HeraTWBHUX HaCIIiIKIB Bix 3aCTOCYBaHHs
HesKiCHUX Ta GanscupikoBanmx JKApCHKHX 3aC06IB MOKe
BHHUKHYTH NiZI03pa Y HEAOCTATHilt KBaridikanii srikapis.

AnbTepHaTHBa 2. Cnpusrume:

Ipuitaarts IIPOEKTY HaKasy | - yNOCKOH&IEHHIO IIpaBHJI yTHmi3amii Ta 3HUIICHHS
MinictepctBa  oxoponn 3/IOPOB'S | HEAKICHUX JIKAPCHKHX 3aco6iB, y TOMy 4mcyi THX, TEPMiH
Yxpainn «IIpo BHeceHHs 3MiH A0 | IPUJATHOCTI AKUX 3aKiHYHBCH,

Hpasun yrwnmizanii Ta 3mumenns | - BCTaHOBJICHHIO 3BODOTHOTO 3B’S3Ky 3 cy6’exTamu
JKApCHKHX 3aC00iBy. rOCHOJAapIOBaHHA IIpo dakTiyne 3HUIIECHHS
banscudixopannx, HeskicHux TMKapCHKHX 3acobiB, y TOMY
YHCIH THX, TEPMiH NPHUIATHOCTI SKUX 3aKiHYMBCA Ta
IPHYHHY IX YyTBOPEHHS,

- CTBOPCHHIO NO3UTHMBHOTO IMIMKY Ta IijoBiii penyTanii
JIETAIbHUX BUPOOHUKIB NiKapChKUX 3acobiB;

- 3aXHUCTY IIPAB CIIOXXUBAYiB BiM CIIOKUBAHHA HEAKICHUX Ta
anbcudixoBannx miKapeskuX 3aco6iB.

2. OuiHka o6panux AIbTEPHATUBHUX CIIOCOOIB NOCATHEHHS 1iJieit.

Ouinka BILIMBY Ha chepy iHTepeciB fepxaBy.

Buj anbrepnarneu ' Buroan Butparu

AnbTepHaruba 1. Buroau Biacyrni Burparu Bincyrsi
30epexxeHHs cHUTyanii, ska
icHye Ha neif ac

AinpTepHaTHBa 2. YIOCKOHANEHH s paBIIl yTHTi3aMii Ta Burparu Bincyrni
UpuitearTs npoexry Hakasy | SHUINCHHA  HEAKICHHX  JIiKapChKHX
3aco0iB, y ToMy wmcni THx, TEPMiH
IIPUAATHOCTI SAKHX 3aKIHYHBCA.
BcranoBnenus 3BOPOTHOTO 3B’SI3KY 3
Cy0’€KTaMH  roCHOHapIOBaHHS npo
baktaune SHHINEHHS
danscudikopanux, HESIKICHUX
JIKapCchKHX 3aco0iB, y TOMY YHCIIi THX,
TEPMiH HPHIATHOCTI AKHX 3aKiHUMBCS
Ta IIPUYMHH IX YTBOPEHHS.

CTBOpeHHS  mO3MTHBHOrO MKy
Jepxasu.

Ounitka BIIMBY Ha chepy iHTepeciB rpoMasH.

Buj anbrepnarueu Buroau Burparn

AnbtepHatuga 1. Buronu Bincyrsi Butpatu BincyTni




30epexenHs cuTyanii, ska
icHye Ha nieit yac

—

AnbrepHaTtuBa 2.
Ilpuitaars npoexry Hakaszy

HESKiCHUX Ta
JiKapCHKMX 3aco6iB.

3axXHCT IpaB CHOXUBAdiB Big CIOXXHBaHHS
danscudikopannx

Burpatu BigcyThi

Ouinka BBy Ha cdepy iHTe

peciB cy6’exTiB rocnonaprosanms.

Hokaszunk Besuxi Cepenni Maui Mikpo | Pazom
Kinbekicts cy6’exrin 115 509 2415 4445 7484
FOCIIOJJapIOBaHHA, IO IIiAIANAI0TE
TiJ peryroBaHHS (onuHUNE)
ITuroma Bara rpynu y 3aransgiit 1.54 6.80 32.27 59.39 100
KUTBKOCT] (Y BiZicoTKax)
Bup anbrepnatuen Buroan Burparn

AnbTepHaruBa 1.
30epexeHHs CcWTyamii, sKa
icHye Ha neii ac.

Buronu BincyTni

Burparu Biacyrni

AJbTepHaTHBA 2.
IlpuiiHATTS IpoeKTy Hakasy

3anpoBaKeHHs €MHUX BUMOT /10 cy0’eKxTiB
TOCIONAPIOBAHHA B YaCTHHI BXUTTS HUMH
3aXOJIB II0/I0 BIJTY4eHH 3 06iry HesKicHHX,
danscudikoBanux Ta HE3apEeECTPOBAHUX
JUKapcPKUX 3acoGiB, y TOMYy wmcri THX,

Burpatu BincyTsi

TEPMIH IPHAATHOCTI AKMX 3aKiHUUBCH,
CTBOpeHHS MO3UTHBHOTO iMiMKY Ta HiNTOBOI
JNETaIbHUX

penyTamii
JTiKapChKHX 3aC06iB.

BUPOOHHKIB

IV. Bu6ip Haii6iinm onrumannioro AJIbTEPHATHBHOIO CNOCO0Y XOCATHEHHS

e

PeiiTunr
pe3yJIbTATHBHOCTI
(mocsirHenns uineii mig uac
BUpimIeHHsA npoGaemn)

Ban
pe3yJIbTATHBHOCTI
(3a woTHpHGaILHOIO
CHCTEMOI0 OLIHKH)

KomenTapi moao npucBoenns
BianoBiaHoOro 6asa

ArnbprepHaruBa 1.
30epexxeHHs cuTyamii, sxa
icHye Ha 1eii yac

1

3anMIneHHs cuTyamil 6e3 3MiH
COPHATHME IOAANBIIOMY HAIXOMKEHHIO
Ha PHHOK JKapCBKUX 3acobiB
HEBIiIIIOBIOHOT SKOCTI.

AinpTepHaruBa 2.
IpuitnaTTs npoexTy Hakasy

Y BUNaJKy NPUAHATTS 3aIPONOHOBAHOTO
MIPOEKTy nependavacThes:

- YIOCKOH&ICHHA NpaBWJ YyTHIi3amii Ta
SHULICHH: HeAKICHMX JIKapChKHX 3aco6iB,
Yy TOMY YHCIi THX, TepMiH NpPHIATHOCTI
AKHX 3aKiHYHBCS,;

- 3alIPOBAJDKEHHS €IUHUX BUMOT JI0
Cy0’eKTiB rocnoaproBaHHS B YacTHH]
BXUTTS HUMH 3aXOJiB IIOJ0 BHIYYEHHS 3
obiry HeskicHux, tanbcudixoBanux Ta
HE3apeeCTPOBAHUX JIKApCHKUX 3aco6iB, y
TOMY YHCJIi THX, TEPMiH NPUAATHOCTI SKHX
3aKiHYMBCA;
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- OTpHUMaHHA iH(popMauii npo npuumnm
YTBODEHHSA BIAXOMIB JKapchkuX 3acoGip
Ta BCTAHOBJICHHA 3BOPOTHOIO 3B’S3KY 3
cy6’exTamu rOCIIOIapIOBaHHA po
bakTHYHe 3HUIEHHS banscudikopannx,
HEAKICHUX JIKapchKuX 3acobis, y ToMy
YHCTi THX, TepMiH NPHAATHOCT] sSKHX
3aKiHYMBCS;
- MiHiMi3ani] NOTPAIITHHIO Ha
(bapMaueBanHnﬁ PHHOK Ykpainu
JMIKAPCBKHX 3ac06iB HEBiAMOBINHOT TKOCTI.
Peiitunr Buroau (mizcymox) Burpatn OGrpyuryBanus
pe3yjibTaTUBHOCTI (mizcymox) BiamoBiaHoro micus
' AJIbTEPHATHBH Y pelTHHTY
AnbrepHarusa 1. - - -
36epexeHns cuTyauii,
sKa ICHy€ Ha 1ieif yac
AnbTepHaTnBa 2, Copustume - Hpuiinarts npoexty € yxKe
Ipriinarts  npoexry | ypockonanenso BRO)XJIMBUM TaK K 3a6e3meunTs
Hakasy IIpaBUN yTWiizanii Ta YIOCKOHaJIEHHS IIPaBHII
3HUIIEHHS HESKICHUX yTami3anii Ta SHMIECHHS
JUKapCHKHX 3ac06iB, y HEAKICHHX JIiKapchKUX 3aco00iB,
TOMY  4HMCII  THX, Y TOMy YHCHI THX, TepMiH
TCPMiH NPHIATHOCT] NPUIATHOCTI SIKHX 3aKiH4UBCH,
SIKMX 3aKiHYHBCSL. Ta JacTh MOXTHBICTE
3NIACHIOBATH aHami3 mpuynH
nepenayi mikapcskux 3acobiB Ha
YTHMI3ail0 Ta B3HUINEHHS B
pamkax 3IifCHEHHS
ZICPXKABHOTO  KOHTPONMIO  3a
SKICTIO JIIKapChKUX 3ac06iB.
Cnpustume CTBOPEHHIO
TO3UTUBHOTO IMIJKY Ta AinOBii
penyranii JIETANbHUX
BUPOOHHKIB JiKapchbKux 3aco6iB
Ta Jlepxasu.
3aXHCTHTB  CHOXKHBA4iE  Bijg
CIOXKHBaHHSA  HESKiCHUX Ta
banbcudikoBanux  mikapcrkmx
3acobis.
PeiiTnur Aprymenrn moxo | Oninka PH3HKY 30BHIIIHIX
o0panoi YUHHUKIB Ha Hif0 3aIIPOIIOHOBAHOIO
AIBTCPHATHBH/IPHYMHY | PETY/IATOPHOTO aKTa
BiZIMOBH Bij
AIbTCPHATHBH
AnbrepHaTusa 1. X X
30epexeHHs  cuTyanii, sxa
icHye Ha neli yac
AnpTepHatHBa 2. Hpuitaarrs aKTa | 30BHIMIHI  (akTopy, ski MOXYTh
3abe3neunTs OasnaHc | BIVIMBATH HAa BAKOHAHHS BUMOT axTa,
inTepeciB  nepxasu Ta BiJICYTHI, OCKiNbKH BIIOBigHO 110
cy0'exriB YaCTUHH apyroi CTarTi 19
rOoCIONapIOBaHHA. Koncruryuii Yxpaiun Opranu




ACPXaBHOI BlIagH, iX 1MocamoBi ocobu
3000B'13aHi HiITH JHmE Ha miacrasi,
B MEXaX IIOBHOBAXEHb Ta y CIHOCIG,
o mnepenbaueni Konctutynicro Ta
3aKoHaMH YKpaiuu.

V. Mexanizm Ta 3axo1H, sIKi 3a6e3meyaTts po3s’sa3aHHs BH3HaYeHO]
npooaemu

3a3HadeHa LiNb JOCATaeTHCS MUISXOM 3aTBep/DkeHHs IIpoekTy Hakasy, a came:
3alIPOBAJDKCHHAM €AMHUX BHMOT JI0 CyG’€KTiB TOCIIOJapIOBaHHA B YaCTHHI HaJaHHS
Cyb’ekTamMu rocmonaproBaHHs indopmanii mpo IIPUYHUHA  YyTBOPEHHS BiaXomiB
JUKapChKUX 3acoGiB  Ta ix (axTHYHe 3HMIEHHY, mUIIXOM iHpopMyBaHHS
TEPUTOPialbHUX OpraHis Hepxikcnyx6u.

HepxaBHUil  Harsm — 3a AOAEPXaHHIM  BHMOT  IIPOEKTYy  akTa
3AiHCHIOBATHMETECS HepxasHoro cmyxGoro Ykpainu 3 jikapcekux 3acoGis Ta
KOHTPOJIIO 332 HAPKOTHKAMH.

3axonu, sKi HeoOXimHo 3xificHuTH LUCHTPaJIbLHOMY OpraHy BHKOHABYO] BJIaU
AT PO3B’ I3aHHS POGIIeMHU: |

1) B ycranosnenomy LIOPALKY TOAATH PEryNSTOpPHHH axkT Ha JepKaBHY
peecTparmiro 1o Misicrepersa rocTumii Ykpainuy;

2) 3abesneuntn iHpOpMyBaHHS rpoManchKkocTi PO  BCTAaHOBJEHI HHUM
TIOJIOKCHHS IIVISIXOM HOT'O ONPHITIONHEHHS B Mepexi IHTepreT Ha odimiiinomy Be6-
caliTi Minicrepcrsa oxoponu 310pOB’s YKpainm.

3axonu, sixi Heo6xinHO 3MIACHUTH Cy6’eKTaM rOCIIONapIOBaHHS:

1) osnattomutucs 3 npasumamu YTHJIi3amil Ta 3HANIeH S JIIKapChKUX 3ac06iB;

2) NpOBEeCTH HaBYaHHS TIPCOHAITY CTOCOBHO 3MiH y NpaBUNax yTumisarii Ta
SHHUINEHHS JIIKAPCBKHX 3ac00iB;

3) 3alesnmeunTH BHKOHAHHS NpaBUl YTHII3aWii Ta 3HUIIEHHS TKapChKUX
3aco0iB.

Bracmigox nii IIpoexty Hakazy BUTPATH CYO’€KTiB TOCIONAprOBaHHSA He
nepenbavaroThCs.

VI. Oninka Bukonanns Bumor PEryISiTOPHOro aKTa 3a/1€5KHO Bij
PecypciB, IKHMH PO3NOPSIAKAIOTE S OPraHd BHKOHABYOI BJAIH YM opraunu
MicleBoro CaMOBpsinyBaHHsl, Gpisu4Hi Ta opuanyRi 0Co0M, SIKi MOBHHHI
BIIPOBAa’KyBaTH 200 BUKOHYBAaTH 1i BUMOrH

3aTBepIKeHHs Hakasy HamacTb MOXIIMBICTh 3a6€3Ie4nuTH Bei cepn inTepecis,
30KpeMa, IepXKaBH, Cy6’eKTiB roCIofaproBaHHS Ta IpOMajsH.

Butparu Ha BUKOHaHHS BHMOr PETyJIITOPHOro aKkTa AJsl OPraHiB BHKOHABYO]
BIIAIH "I OPraHiB MiCIIEBOTO CaMOBPSIyBAHHS He nepenbayeHo.

Butpatn Ha BuKOHaHHS BuMmor PETYIATOPHOTO akta ans (isuyuux Ta
IOPHANYHUX 0cCi0, AKi TOBHHHI IpOBa/KyBaTH ab0 BHMKOHYBAaTH Wi BUMOTH, He
nependaveHo.

Perynsaropuuii akt ne NOTpeOye NONATKOBAX BUTPAT 3 GIOIKeTin yCiX piBHiB.

Po3paxynox BuTpar Ha BHKOHAaHHS BuMOT PETYISTOPHOTO aKTa s Cy6’eKTiB
TOCIIOZapIOBAHHS BENHKOTO Ta CEPEmHBOro MiANPUEMHHIITBA He IPOBOAUBCS, y




1. Koncysranii 3 npeacrapnukamu MiKpO- Ta MaJjioro IiATPHEMHHMIITBA 00
OLIHKH BILIUBY PETYIIOBAHHS

KoHcynsranii mono sumsnauenns BITHBY 3alIDOIIOHOBAHOTO PETYIIIOBAHHS HA
Cy6’€eKTiB Majoro I ANPHEMHUNTBA Ta BU3HAYEHHS ACTANBLHOTO IIepeNtiKy Hpouemyp,
BHKOHAHHA SKHX HEOOXiTHO NI NOTPMMAHHS BHMor PETyJIIOBaHHS, NpPOBEAEHO
daxiBusaMu Hepxnixciysx6u nporsrom Oepe3Hs-KBiTHS 2018p.

Tabmuns 1
Bun xoucynpramii (my6ivni
KOHCYJIBTaNii IpsAMi (KpYyIili cTou .
po6gqi :zycI:I iqri) TOH§O§)yiHTCpHeT ’ Kinsiders
Ne y TPl TOO), YYaCHHUKIB OcuoBHi pesynpTaru
KOHCYIbTalil mpsaMi (iHTepHeT-hopymu, - .o
3/m g . . . KOHCYJIBTaIli}i, KOHCYNbTanii (omuc)
COINANEHI MEPEXKI TOWIO), 3aIHTH (110 oci6
I AIpHEMIIIB, eKcrepTiB, HAYKOBIIiB
TOHIO)
L. Intepuer KOHCYNbTamii 337 Y uimomy mnpoexr Hakazy
IPOMAJICHKICTIO HiITpUMaHo

2. BuMiproBanus BIUTUBY PETyJIIOBaHHS Ha CY0’€KTIB Majioro HiANPUEMHHIITBA
(Mikpo- Ta mai) .

1) Kinekicts cy6’ektis Mmaioro MiINPHEMHULTBA, HA SKHX MOIHPIOETHCS
PCTYMIOBaHHA! IS DPO3PAaXyHKy IpHiHATO, IO KIUTBKICT CY6’€KTiB  Maoro
MiANPHEMHHITBA, HA TKUX HOIIUPIOETHECS PEryIOBaHHS CTAHOBUTH 6860 OJMHHIIE;

2) mutoMa Bara cyG’ekTiB Maioro MANPUEMHHUNTBA y 3arafbHifl KLIbKOCT]
Cy6’€KTiB TOCIIONAPIOBaHHS, Ha SKUX npo0iieMa YMHHTS BIUIHB, 91,66 % (BimcoTKiB).

3. Pospaxynok BuTpaT cy6’exTiB Manoro i ANPUEMHULTBA, 110 BUHHUKAIOT Ha
BUKOHAHHS BUMOT PeTyJIIOBAHHS

Y neprwmii pix
CTapTOBHH piK . .
Ne Hai . (ctap P [Tepiomununi (3a Butparu 3a
aMMEHYBaHHS OLiHKH BIIPOBAKEHHS . , .
3/i peryimopanng) | HACTYIHuUI PIK) | 1’sTE pOKiB
OniHka «npsmux» BATDAT Cy(’€KTiB MiANPHEMHHITBA HA BUKOHAHHS PeryIoBanus
1. Mpunbanns HeobXiaHoro | - - -
obnannanus (mpuctpois, MaIlyH,
MEXaHi3MiB)

2. [Mponenypu IIOBipKH Ta/abo | - - -
ITOCTAaHOBKM Ha BIiAIOBiTHHUI 06TTiK
Y BU3HA4YEHOMY OpraHi jepxcaBHOI

BIagu g MiCILIEBOrO
CaMOBpAAYBaHHSA

3. Iponexypu eKCILTyaraltii | - - -
o0JaHanHs (excrutyaraniifui

BUTPAaTH — BUTPaTHi MaTepiamr)

4. IIponenypu o0cnyroByBsanss | - - -
obnagnanHs (TexHiune




obciyroByBanns)

5. [ npouenypu (yrounurH) -

o

Pa3zoM, rpuBens

7. Kinekicts
FOCIOAAapIOBaHH,

OJJUHHIL

BHKOHYBaTH BUMOTH PeTyIIFOBaHHS,

cy6’exTiB | 6860

IO TIOBHHHI

8. CymapHo, rpusens

[ -

Hepxunikcnyx6a

Iponenypu
PETyIIOBaHHA CY0’ €XTiB
MaJIoro miIpHEMHHAIITBA
(po3paxyHok Ha oHOrO
THIIOBOTO Cy6’eKTa
rOCIIOIapIOBAHHA MAJIOro
iANPHEMHHITBA — 33
HOTpebH OKpeMo s
Cy6’exTiB Masioro Ta
MIKpO- M ApHEMHAITRA)

Bapricts
qacy
CNiBPOGITH
HKa Oprany
JEpKaBHOT
BJIaIH
BiAMOBiHOT
KaTteropii
(3apobitHa
1jara)

ITnanogi
BUTpaTH
qacy Ha
npoueayp
y

Ouinka
KITBKOCTi
HpoIeAyp
3a pIK, 110

IIPUNAJAIOT
b Ha OJTHOTO
cy6’exTa

Orninka
KiJBKOCTI
Cy0’€eKTiB,

o
M ANANaI0TE
zo chepu
BilOBigHOT
IpoueaypH

Butparu Ha

anMiHICTpy
BaHHS
perymntoBad
Hi (32 piK),
TpH.

1. O6nix  cy6’exra

TOCIIONAPIOBAHHA, IO

nepeGyBae  y  chepi
eTYTIOBaHHS

HaJlaHHA
KOHCY/NbTaTUBHHX
nocyyr cy6’exry

44,6
I'pH/TON

0,2 rox

686

6119,1

IPHUHATTS Ta
ONMpPAaIlOBAaHHA  3asABKH
cy6’ekra

1 ron 44,6 rpH.

686

30595,6

2. TloTo4Huii KOHTpOIE
3a cy0’exTOoM
TOCIIOJAPIOBaHHA, IO
nepeGyBae y  cdepi
PETYJIOBaHHA, y TOMYy
9HCITI:

KaMepabHi

BHI3HI

3. IMinroroska,
3aTBEPIDKEHHS Ta
ONIpaIfOBaHHA  OJHOrO
OKPEeMOro  aKkTa  Ipo
NOpYIIEHH S BUMOTL
€rYIIOBAHHS

4. Peanmisanis  opmHoro
OKPEMOT0 PillIeHHS 100
HOPYLICHHS BUMOT
CTYTIOBaHHSA

5. OckapXeHHS OXHOrO
OKPEMOro pimenns
cy0’exTamu
TOCIIOIAPIOBAHHS

6. ITigroroBka 3piTHOCTI
3a pe3yJIbTaTaMH




CrYJIIOBaHHS

7 Jumi a[MIHICTpaTHBHiI | - - - - R
Hpouenypu (YTOYHHTH)

36714,7

Pazom 3a pix X X X
X X X

X
CyMapHo 3a 1’1 pokis X 183573,5

4. PospaxyHok cymapHux BUTPAT Cy6’eKTiB Mayioro HiIPHEMHHUITBA, 10
BUHHKAIOTh HA BUKOHAHHS BHMOT PETYIIIOBAHHS

[Mepmwit pix
Ne p p 3am’ars
Iokazuuk peryroBaHHs .
3/ ., POKIB, IpH.
(craptoBHii), rpH.
1 Oninka «IOpSMHX» = BHTpaT Cy6’exTiB | - -

HiIIHpHCMHHHTBa HA BUKOHaHHSA PETyIIOBaHHA

2 Ouinka Baprocri aIMiHiCTpaTUBHUX npoueayp | - -
cy6’ekTiB Maioro HiANPUEMHANTBA  IIOZO
BUKOHAHHA PETyIIOBAHHA Ta 3BiTYBaHHS

3 Cymapri BHTpatn Majsoro NiANPHEMHAOTBA Ha | - -
BHKOHAHHS 3aIJIAHOBAHOT'O PETYIIIOBAHHS

4 bromxerni BHTpaTH Ha aIMiHICTpYBaHHS | - -
PETy/IIOBaHHA €y’ €KTIB MaJIoro miAnpHEMHUIITBA

5 Cymapri BHTpaTH Ha BHKOHaHHA 3aIlJIaHOBAHOTO | - -
PeryioBaHHs

VIL. O6rpynryBanns 3alpoNOHOBAHOIO CTPOKY Aii peryasiTopHoro akTa

Tepmin nii  3anpomonoBanoro PETYIATOPHOIO aKTa BCTaHOBIIIOETHCS
AOBrOCTPOKOBHIA a60 10 MOMEHTY BHECEHHS 3MiH 10 3aKoHIB Ykpainu, siki MoXyTb
CYTTEBO 3MIHIOBaTH HOPMM JIaHOTO PEryIATOpHOro axty. Jlo akta MOXYyTh
BHOCHTHCS 3MiHH 3a ITiICyMKaM¥ BiZICTeXKEHHS HOro PEe3YIBTaTHBHOCTI.

VIII. BusHaueHnns nokasHukie Pe3y/IbTaTHBHOCTI Al peryasiropaoro akra

IlokasHukamu eeKTUBHOCTI PEryJIATOPHOro aKkTy OyIyTh:
8.1. Kinekicts mopymens Bumor SaKOHOLABCTBA IIOJO BUSBIEHHS B O06iry
JIKapCHKMX 3aC06iB  HeBimmOBimHO! AKOCTI, fKi OGYHCIIOOTBCS BiAMOBITHO bi(s)
KLJIBKOCT] IIPOTOKOJIB Mpo aIMIHICTPATHBH] IPaBONIOPyLIEHHS 32 cT.167 KVnAII,
8.2. KinmpKicTh mOpyIIeHsL BHMOr 34KOHOZABCTBA INOJO BHABICHHSA (haKTiB
HEHAJIEHOTO BHKOHAHHS DPOGIT, HaZaHHS HOCIyr TPOMaNsIHAM-CIIOKHBAYAM, IO
HEBIAMOBIAIOTh BHMOTaM CTaHJapTiB, HOPM i IpaBw BIAITOBIAHO 70 KimbKOCTI
MPOTOKOJIB PO aJMiHiCTpaTHBHI IIpaBONIOPYIIeHHS 3a ¢T.168-1 KYnAIT;
8.3. O6’emMu mepenanux Ha yTHiisamino Ta SHUILICHHSA BIIXOJIIB JIIKapCHKUX 3aC06iB,
00ir sKuX 6yI10 3a60poHEHO PO3NOpAIKEHHAMH JlepKmiKery:x6u;
8.4. O6’eMu nepenanux uHa YTHNI3aLifo Ta 3HUIIEHHS BizgxoxmiB JiKapChKUX 3aco0iB,
BUSBJICHI MOCaNOBUMU (ynoBHOBaxkeHHMH) ocoGamu cy6'ekTiB rocmnomaproBanns y
coepi 0biry nikapcpkux 3aco6is;
8.5. Cyma mrrpagis, Haknanesux Ha Tocaznosux oci6 cy6’exTiB rocnogaprosaHys.
IlokasHUKaMH  pesyJbTATHBHOCTI 3allpOBAJUKEHHS  PETYNATOPHOTO  aKTa
€ npuBefieHHs IpaBuit yTumizanii Ta sHUmeHHs JIKapCHKHX 3ac06iB y BIIOBiTHICTS
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/10 BUMOT' 3aKOHOAABCTBA Ta OTPUMAHHA MOXJIMBOCTI 31HCHIOBATH aHani3z jaHux
PMYMH YTBOPEHHS! BIAXOMIB JIIKApChKHX 3acobiB Ta nepenayi ix a8 NOAANBLIOrO
3HHUIICHHS.

Pisens noindopmosanocTi cyG'exTiB rocrogapiosanas i ¢isuunux oci6 —
BHCOKHH. [IpoekT akrta Ta BimmoBiguuii anais PETYJIATOPHOTO BIJIMBY ONPHIIIONHEHO
Ha odiuiiHoMy BeG-caiiTi MiuicrepcrBa  oxopoHu 300pOB’st  YkpalHu Ta
Hepxrikcayx6u.

IX. Busnauennsn 3aX0AiB, 3a JJONOMOIr0I0 IKHX 3AICHIOBATHMEThCS
BigcTexKeHHs pGByJIbTaTbl:ﬁ‘%HOCTi Al peryasitopHoro akra

bazose Bincrexenns pesyapratusrOCT] PeTYJIATOpHOTO akTa Oyne 3aificHeHo
nicns HaGpaHHA YUHHOCTI LUM aKTOM, aje He [Mi3Hille AHSA, 3 AKOTO NOYUHAETLCS
TMPOBENCHHS [TOBTOPHOTO BIACTEXEHHS pe3yMbTaTHBHOCT] 11bOrO aKTA.

IoBropHe BimcTexeHHs Pe3yJIBTATUBHOCTI  PEryNsTOPHOrO aKTa Oyne
MPOBEACHO Yepes pik 3 AHA HaGpaHHS HUM YMHHOCTI, aje He Mi3Hille JBOX POKiB 3
AHSt HAOPaHHS YMHHOCT LIMM aKTOM. '

Ilepioanuni Bincrexxenus NIaHyeTbCsl 3AIMCHIOBATH Pa3 Ha KOXHI TPH POKH,
MOYMHAIOYH 3 HA 3aKIHYEHHA 3aXOAIB 3 IOBTOPHOIO BiACTEKEHHS pe3ybTaTHBHOCTI
LbOro aKTa.

Hns npoBenenns Bincrexenns PE3YTBTaTUBHOCTI perynATOpHOro axkta GymyTh
BHKOPHCTOBYBATUCE IOKA3HHKH, HAaBeIeH Y MIONEePEAHBOMY PO3LLII.

Bincrexenns pesynsratusnocti PerysiiTopHoro akrta Oyne 3ailficHIOBaTHCS
HepxasHoro cityx6oto Ykpainu 3 JKapchKUX 3acobiB Ta KOHTPOJIIO 38 HAPKOTHKAMU,

B.o. Minicrpa oxoponn 300poB'sa Ykpainu - Yaauna CYIIPYH



