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JucepTraiito MOPUCBIYEHO JOCHIIXKEHHIO MPAaBOBOi NPHUPOAM, 3MICTY Ta
ocobnmBocTel AisIbHOCTI JlepkaBHOi ciy:kOu YKpaiHM 3 JIKapChbKUX 3aco0iB Ta
KOHTPOJIIO 32 HApKOTUKAMU IIJISXOM ONpPALIOBaHHS IHCTUTYLIOHANbHOI Ta
(yHKL10HAJIBHOI CKJIa/10BOI JISJIBHOCTI OCTaHHBOI.

Hoseneno, mo Jlepxiikciyk0a 3a CBO€I0 HOPUIAWYHOIO HPUPOJOI0, OyAydH
IPEICTABHUKOM JIEp>KaBHOI BMKOHABUOI BJIAaIU, BXOAUTh O CHUCTEMHU YHMCIECHHHUX
IHIIMX LEHTPAJIbHUX OPraHiB BUKOHABYOI BJIA/H, PEai3ylOud MPHU I[bOMY 3aKpIILIEHI
32 HEI0 HAINpsSMU JEP>KaBHOI MOJITUKH, 10 POpMYyIOThCS MiHICTEPCTBOM OXOPOHU
310poB’st YKpaiHu. 3’siCOBaHO OCOOJIMBE MicCIle Ta poJib JepxiIikciyk0u B cuctemi
Opra”iB MmyOJIYHOI BJIagW, [0 OOYMOBJIEHO JCKITbKOMAa acCleKTaMu: €
MPEACTABHUKOM 1HIIMX IIEHTPAIbHUX OPTaHiB BUKOHABYOI BJIAJU; peali3ye NEKiIbKa
CHOPITHEHUX HANpPSAMIB AEp>KaBHOI MOJITUKH, cPpOopMOBaHI MiHICTEpPCTBOM OXOPOHHU
30poB’st YKpaiHu; OyJyud yTBOPEHOIO B SIKOCTI CIY>KOH, KpiM (DYHKIIHN 3 HagaHHS
aJIMIHICTPaTUBHUX TMOCIYT, 3/IMCHIOE KOHTPOJIbHO-HAIJISIIOBY Ta IPABOOXOPOHHY
JISUIBHICTB;  BXOJAUTh JO CHUCTEMH IPAaBOOXOPOHHUX  OpraHiB;, HajAllIcHa
KOMIIETEHIII€I0 Ta TOBHOBAXKEHHSIMU IIOJI0 3A1MCHEHHS MPOBAIXKEHHS B CIIpaBax Mpo
aJIMIHICTPATHBHI TPABOMOPYIIEHHS;, € YINOBHOBA)XEHUM CYO €KTOM CTPYKTypHU
CUCTEMU KPOBI; OyIy4YH CKIIQJOBOIO CUCTEMHU OpraHiB MyOIIYHOI BJIa i, OTHOYACHO €
Cy0’€KTOM JEKITBKOX 11 TACUCTEM.

HarosomieHo, 1o npaBoBe peryitoBaHHs AisuIbHOCTI [lepkitikciy:x0u Ykpainu
€ 0araroacnekTHUM IMPOILIECOM, Y 3MICTI SIKOTO BUOKPEMJICHO: CYKYITHICTh MPaBOBUX

aKTiB, Ha MIACTaBl TIOJOXKEHb SKUX, 3 YpaxXyBaHHAM iX IOPUAMYHOI CHIIH,



3IACHIOETHCS. PETYIIOIOUNN BIUTUB HA TaKy AISUIbHICTB; Cy0’ €KTIB, YIIOBHOBaXEHUX
npuiiMaTé Taki HOPMATHBHO-IIPABOB1 aKTH, MPAaBOBUN CTAaTyC SIKUX 1 OOYMOBIIIOE
TaKy IOPUAMYHY CUJIy; METy MpPaBOBOIO pEryJiloBaHHS — 3a0e3leueHHs peaizarlii
JIep’KaBHOI MOMITUKY B chepax KOHTPOIIO SIKOCTI Ta OE3MeKH JTIKapChKUX 3ac00i1B, Yy
TOMY YHCJI MEIUYHUX 1IMYHOOIOJOTIYHUX IperapariB, MEIUYHOT TEXHIKH 1 BUPOOIB
MEJIMYHOT'O TIPU3HAYCHHS, Ta 001y HAPKOTUYHHUX 3ac001B, ICUXOTPOMHUX PEUOBHUH 1
KpOBi, QYHKIIIOHYBaHHS CUCTEMHU KPOBI.

3’sicOBaHO, 110 MPUHIMIU JISUTBHOCTI JlepKIiKCiIy:KOM CTaHOBJIATH COOOO
3aKpIIUIEHY B HOPMATHBHO-NIPABOBHUX IPUIIMCAX CYKYIHICTh KEpIBHUX 3acal, y
BIIMOBIHOCTI /10 SKMX OpPraHu Ta MiApo3AinM JlepxkimikciyxO0u y BH3HAUCHOMY
3aKOHOJJABCTBOM HANpsSMy peaii3yloTh JE€pPKaBHY MOJITHKY, OOYMOBIEHY METOIO iX
byHKIIOHYBaHHA. 31HCHEHO KiIacu(iKalliio NPUHIUIIIB JisSUTbHOCTI JlepKimikemyx0u
B 3aJIE)KHOCT1 B cpepu iX MOIIUPEHHS, IO BKa3ye sIK Ha iX 3B’SI30K 3 IHIIUMU 3
TaKuX TMPUHIMIIB, TaK 1 BHU3HA4Ya€ OCOOJMBOCTI 3AIMCHEHHSI JISUIBHOCTI
HepxmikcnyxOu 3a okpemMuMH HampsMmamu. Jlo mepmioi rpynu  BiJHECEHO
3arajbHONPABOBl MPUHIUON JiSIBHOCTI JlepKiKcimyxO0u, SIK-TO: BEPXOBEHCTBO
mpaBa; 3aKOHHICTh; PIBHICTh 1 HEAONyIICHHS AUCKpuMiHamii. [pyry rpymy
MPUHININB  JOCIIDKYBAHOI  JIISUTBHOCTI  CTAHOBJISATH MIKrajy3eBl IPUHIIUIIN:
00’€KTHUBHICTh 1 HEYNEPEIKEHICTh; BIIKPUTICTh 1 MPO30PICTh; MiAKOHTPOJIBHICTH 1
MIJ3BITHICTh; HEMPHUITYCTUMOCTI AyOJIFOBaHHS ITOBHOBAXKEHb, BiANOBIIATbHICTH;
TOIIIO.

AprymMeEHTOBaHO CYTHICTb aJMIHICTPaTUBHO-TIIPABOBOTO cTaTycy
HepxmikcmyxOu, mo  moisirae y  3a0e3nmedyBalibHIM — MIpi  FOPUIAAYHOL
BIIMOBIJAIBHOCTI Ta 3aKpilUICHI B HOpMax aJIMIHICTPaTUBHOIO 3aKOHOIABCTBA
CYKYITHOCTI BJIQJIHUX TOBHOBaXKEHb, IO 3IHCHIOIOTHCS JAHUM OPTaHOM JEp>KaBHOI
B B MEXaxX BUIMOBIIHUX CYCHIJIBHUX BIJHOCHH 3a YITKO OKpPECICHUMU
HanpsMaMu JisUTbHOCTI 3a U181 peaizailii JIep»KaBHOiI MOMITHKU B cdepl KOHTPOIIO
SKOCTI Ta O€3MeKH JIKApChbKUX 3ac00IB 1 MEAMYHOI TEXHIKH, 00Iry HapKOTHYHUX

3ac001B, ICUXOTPOITHUX PEYOBHUH 1 IPEKYPCOPiB, (DYHKIIIOHYBAHHS CUCTEMU KPOBI.



Hoseneno, mo ¢opmu AisIbHOCTI JlepKITiKCcmy>KOM BKa3ylOTh Ha JEKUIbKa
acrekTiB: Ha ii cy0’€KTMBHE CHPUUHATTS, TOOTO Ha ii 30BHINIHE BHPAXCHHS, Ha
chepy CYCNUIBHUX BIIHOCHH Yy MEXKaX sSKO1 3aCTOCOBYEThCS BiAmoBigHA dopma; Ha
HampsiM 1 cmoci0 peanizaiii Takoi AISUTBHOCTI; Ha KOJO CYO’€KTIB CYCHIIBHHX
BIJIHOCHH, III0 BHWHHUKAIOTh 1 3HAXOAATh CBIA PO3BUTOK Yy MeXkax peaizalii
BIIMOBIAHOT (pOpMHU; HA OOCST BJIAIHMX TTOBHOBaXKEHB, III0 MOXKYTh OYTH peali30BaHi
Hepxmikcnyx0010 B Mexax BIAMOBiAHOI (opmu i1 missibHOCTI. BuokpemieHo nBi
rpyniu  GopMu  TisUTBHOCTI  JIepKITIKCIIy»KOM B 3aJIEKHOCTI BiJl HACHIAKIB, SKi
CIOPHYMHSAE iX peayi3amnis: Ti, 0 MalOTh OPUINYHO 3HAUMMI HACHIIIKU 200 K MpaBOBI
dbopmu AismbHOCTI JlepKIiKCTyKOU(IPUIMHATTS OpraHi3aliiHO-pO3NOPSIYNX AKTIB
(akTH 13 3araJibHUX TMHTaHb MISUTBHOCTI ¥ IHAMBIAyaJIbHI aKTH);, YKJIaJaHHS
aAMIHICTPAaTUBHUX JIOTOBOPIB; BYMHEHHS IHIIUX HOPUAUYHO 3HAYUMHUX [I1i);
oprasizaiiifii, ToOTO Taki, 110 HE MalOTh CBOIM HACIIAKOM HACTaHHS HOPUIUIHO
3HAUYMMUX PE3yJbTaTiB, MAIOTh JOTOMDKHHUIA XapakTep 1, SIK MPaBUIIO, MEPEIyIOTh
3aCTOCYBaHHIO MPABOBUX (HOPM.

3’sCOBaHO, IO TiJi METOJAaMHU JIsUIbHOCTI JIep KIKCIy O0u Cilifg po3yMITH
3aKpIIUIEHY B HOPMATHBHO-IIPABOBUX MPUIHUCAX CYKYIHICTh TPUIOMIB 1 CIIOCO0IB, 32
JIOTIOMOTOI0 BYMHEHHSI SKUX 3IACHIOETHCS PETYNIOIOYMN BIUIUB Ha CYCIUIbHI
BIJIHOCHMHHU Yy MeXaxX peami3aiii Jep>kaBHOI MOJITUKU B cPepi KOHTPOJIIO SIKOCTI Ta
Oe3MeKku JKapChbKUX 3aco01B, MEIUYHUX BHUPOOIB, a TAKOX OOITy HApPKOTHYHHUX
3ac001B, ICUXOTPOITHUX PEUYOBHH 1 MIPEKYPCOPIB, (GYHKIIIOHYBAHHS CUCTEMH KPOBI.

OOrpyHTOBaHO, IO MiA MpOIEAypaMu JIIEH3yBaHHS B  JISUIbHOCTI
Jepxmikemy>x0u ciaifi po3yMmiTH perjaMEeHTOBaHUN HOpPMaMM aJMIHICTPATUBHOTO
mpaBa MOPSIOK MOCTIJJOBHO BYMHIOBAHUX MPOIEAYPHHUX 1N Ta MPUHHSATUX PIIICHbD,
CIpSAMOBAaHMUX Ha BHUAAUy CYO €KTy TOCIOJApIOBaHHSI OKYMEHTa JO03BIILHOTO
xapakTepy (JmineHsii), SKUM 3acBIAYYEThCS TMPaBO TaKoro Ccy0’€kTa 11070
MPOBA/PKEHHS BU3HAYCHOTO BHUIY TOCIMOAAPCHKOI MJISUIBHOCTI 3 JOTPUMaHHSIM
000B’SI3KOBUX BUMOT, HEOOX1THUX JIJI1 BUKOHAHHSI TOTO YM 1HIIIOTO BUIY JISUIBHOCTI,

nepeadavyeHuX BIAMOBIAHUMHU JIIEH31MHUMU YMOBaMHU.



BuokpemiieHo BUIM TpoUEAyp JIIEH3YBaHHS B JISUIBHOCTI JlepKIiKcIy)Ou:
a) MpoOITeAypH JIIIEH3YBaHHS y cdepi o0iry mKapchKuX 3aco0iB: MPOLEIypU
JIIIEH3yBaHHS IPOMKCIIOBOTO BHUPOOHHIITBA JIIKAPCHKUX 3ac00iB; MpOIEIypH
JIIIEH3YBaHHs BUPOOHUIITBA (BUTOTOBJICHHS) JIIKAPCHKHUX 3aCO0IB B yMOBaX anTeKH,
ONTOBOI Ta PO3APIOHOI TOPTIBII JIKAPCHKUMHU 3aco0aMu; MPOIEAYPHU JIIEH3yBaHHS
IMIIOPTY JIIKAPCHKUX 3ac00iB (KpiM aKTUBHHUX (hapMalleBTUYHUX IHTPEIIEHTIB);
0) mporenypu JireH3yBaHHA y cdepi 00iry HapKOTHYHHX 3aC00iB, TICUXOTPOITHHUX
PEUYOBHH Ta MPEKYPCOPIB; B) MPOIEAYPH JIIIEH3YBaHHS TOCIOAAPCHKOI AISTIBHOCTI 13
3aroTiBJl 1 TECTYBaHHSI JOHOPCBHKOI KpPOBI Ta KOMIIOHEHTIB KPOBI HE3QJIEKHO BIJ iX
KIHIIEBOIO TMPU3HAYEHHA, 13 MepepoOKu, 30epiraHHs, pO3MOAUTYy Ta peai3arii
JIOHOPCHKOI KPOBI Ta KOMIIOHEHTIB KPOBI, TPU3HAYEHUX JJIs1 TPAaHCY3ii.

OOrpyHTOBaHO, III0 KBOTYBaHHS B AISUTBHOCTI JlepaKIIKCIIyKO0U TICHO TIOB’SI3aHO
AK 3 TpoleaypaMH JIIEH3yBaHHA Yy cdepi o00iry HapKOTHYHHX 3aco0iB,
MICUXOTPOIHUX PEYOBUH Ta MPEKYpPCOPIB, TaK 1 3 TO3BUIBHUMH MPOLIETypaMH 00
BHUBE3€HHA (BBE3€HHS) 3 TEpUTOpli YKpaiHU, HAPKOTHUYHUX 3aCO0IB, ICUXOTPOITHUX
PEUOBUH.

BcTranoBneHo, 1o M03BUTBHI OPOLEAYpPH B IISUIBHOCTI JlepimikcayxOu — 1ie
pEerilaMeHTOBAaHWN HOPMaMH aJIMIHICTPATUBHOTO TIpaBa MOPSJOK MOCIIIOBHO
BUMHIOBAHUX TNPOIEAYPHUX i Ta MNPUUHATHX PIIIEHb MO0 HAJIaHHSA CYO’ €KTY
roCroAaprOBaHHA J103BOJY BUMHATH OKpEMI [ii 1010 31MCHEHHS AISUIBHOCTL Y cepi
00Ir'y HapKOTUYHUX 3aCc001B, ICUXOTPOMHUX PEUYOBHH 1 MPEKYPCOPIB 32 HASIBHOCTI Y
HUX JIIEH311 Ha 301HCHEHHS BIAMOBIIHUX BUIIB JISUILHOCTI.

[lin  KOHTPOJBHMMH  TMpolieAypaMd B AisUIbHOCTI  JlepokiiKcinyxou
3alPONIOHOBAHO PO3YMITH HOPMATUBHO BU3HAYECHUW TIOPSAJOK pO3MIISIAY Ta
BUPIIICHHS aJIMIHICTPATUBHUX CITPaB I10/I0 BCTAHOBJIEHHS BIAMOBIAHOCTI JISJIBHOCTI
M1KOHTPOJIBHOTO Cy0’€KTa BUMOTAM 3aKOHOJABCTBA MO0 3a0€3MEUYeHHS SKOCTI Ta
Oe3meKu JIKAapChKUX 3aco0iB (y TOMY YHCII MEAMYHUX IMYHOO10JOTTYHHUX
npenapariB), TOHOPChKOiI KpOBI Ta KOMIIOHEHTIB KPOBI Ha BCiX eTamax o0iry, o0iry
HAPKOTUYHHUX 3ac00iB, TICHXOTPOTHUX PEYOBUH 1 TMPEKYpCOpiB, a TaKOXK

34CTOCYBAHH:A BaXOI[iB o0 YCYHCHHS BHUABJIICHHUX Hi,[[ gac 3,HiﬁCH€HHH KOHTPOJIIO



NOpYIIEHb, HEJOMYIIEHHS MOJANbIIOr0 OOITy MiAKOHTPOJIBHUX PEYOBHH, IIO HE
BIJIMIOBIIal0Th YCTAHOBJICHUM 3aKOHOJJaBCTBOM BUMOTaM.

VY3araipbHeHO, 10 KOHTPOJIbHI TPOLEAYpH B HisTIHOCTI JlepiKimiKcemyxOu
CHpsAMOBaH1 Ha: 3a0e3MEUYEeHHs 3aKOHHOCTI y cdepl sIKOCTI Ta OE3MEeKH JIKapChKUX
3aco0iB (y TOMY YHCJII MEIUYHUX IMYHOOIOJOTIYHUX IIpernapariB), TOHOPCTBA KPOBI
Ta KOMIIOHEHTIB KPOB1 Ha BCIX eTamax o00iry, (yHKIIIOHYBaHHS CUCTEMH KpOBi, 00iry
HAapKOTUYHHUX 3aco0iB, TICUXOTPOIHUX PEUOBUMH 1 MPEKypcopiB; 3amoOiraHHs,
BUSIBJIICHHSI, TPUIIMHEHHS Ta YCYHEHHsI BUSBICHUX IIiJl 4Yac 3/IIHCHEHHS 3aXOJiB
KOHTPOJIIO MOPYILIEHb; BXUTTS 3aXO0/1B LI0OJ0 HEAOMYIIEHHS 00Iry HiAKOHTPOIbHUX
pEUOBMH, IMIO HE BIAMNOBIIAIOTH YCTAHOBJICHWM 3aKOHOJABCTBOM BHMOTaM;
BUSIBJICHHS Ta aHaJII3 MPUYUH 1 YMOB, 110 CHPHUAIOTH MOPYUIEHHIO MPABOBUX HOPM;
MPUTATHEHHS] BUHHUX JI0 BIJMOBIIAJIBHOCTI B MEXaX CBOET KOMIETEHIIII.

Busnaueno, 110 aaMIHICTpaTHBHI TPONIEAYpU HATJAIy B  JISJIBHOCTI
JepxiikeinyxOu crpsMoOBaHi Ha 3a0€3MEeUeHHs BIIMOBIIHOCTI MPOAYKINT y Mexax
chep BiANOBIIATBHOCTI JIEpKIIKCIY>KOM 3aKOHOJIAaBYO BCTAHOBJIEHUM BHUMOTaM
0e3meyHoCcTi, €(PEKTUBHOrO 3aXUCTy IMpaB CIOXKHWBAadiB Ta KOPUCTYBadiB TaKoOi
NpOayKIii, 3a0e3nedyeHHs O€3NeKH JKUTTA 1 OXOPOHHM 3J0pPOB’s, a TaKoOX
3a0€3IeUeHHs] YMOB PO3BUTKY J0OpPOCOBICHOI KOHKYPEHINT IUISXOM 3aCTOCYBAaHHS
3aX0/I1B JEP>KaBHOT'O PUHKOBOT'O HATJISY, CIIPSIMOBAHUX HA HEJOMYIIICHHS peai3altii
MPOAYKIIii, IO € HeOe3MEeYHO, CTAHOBUTh PU3UK a00 HE BIJINOBIIA€ BCTAHOBICHUM
BHUMOTaM.

BuokpemsieHO BUIM aOMIHICTPATUBHUX NPOLEAYp HArjasAy B AiSUIBHOCTI
Jlepxiikeiny>k0u 3a TaKUMU KpuTepisaMu: 1) 3a BUIOM NPOAYKIii; 2) 3a cy0’eKTaMu y
SAKUX 31ACHIOETHCS TIEPEBIPKA XapAKTEPUCTHK MPOIYKIIii; 3) 32 TUTIOM 3/IIHCHEHHS,
4) 3a MicIIeM TTPOBEJICHHS; 5) 3a 3MICTOM 3aX0/IiB PUHKOBOTO HaIJISIY.

AKIIEHTOBAHO yBary, 1110 MeTa rapaHTyBaHHs MpPaB YYaCHUKIB aIMIHICTPATUBHO-
MPaBOBUX BIJHOCUH y cdepax KOHTPOJIO SKOCTI Ta O€3MeKH JIIKapChKHUX 3aco0iB,
MEIUYHUX BUPOOIB Ta 00Iry HAPKOTUYHUX 3ac001B, TCUXOTPOIHUX PEYOBHUH 1
OpeKypcopiB, TpoTHAIl iX HE3aKOHHOMY O0O0Iry Hapa3l XapaKTepH3yeTbCs

0coOMBICTIO cepu 3acTocyBaHHs. OCTaHHS BUXOJIUThH 3a MEXI OXOPOHH 3]I0pOB’s



Ta BKJIIOYaE€ B cebe i 1HIN BHAM AisUTbHOCTI. JIOBENEHO, MO CTPYKTypa 3aB/IaHb
rapaHTyBaHHs TpaB YyYaCHUKIB BIANOBIIHUX BITHOCHH MAa€ CKJIQJHY CHCTEMY
«rapaHTiii», sIKI MOXXYTh OyTH yHOPSJIKOBaHI ie€papxiuyHo. Bui piBHI CKJIaarOTh:
TapaHTYBAaHHS (OKUTTS» Ta «3JI0POB’S» JIIOAWMHH, a TaKoXK 3a0e3MeUeHHS
«3akoHHOCTI». [1{0/10 OCHOBHMX YYaCHMKIB BIATIOBITHUX aJIMiHICTPATHBHO-TIPABOBUX
BIJIHOCMH, TO BOHM  THlepeadayvaroTh.  «rapaHTyBaHHS  MpaB  CyO €KTIB
TOCIIO/IapIOBaHHA» Ta «3abe3MeueHHsl peajizalii JepaBHOI MOJITUKH, peasizallis
AKO1 MokiageHa Ha Jlepxiikciayk0y». Bl mepeniueHi «rapaHTiiy», IPYHTYIOThCS Ha
CYKYNHOCTI HOPMAaTHBHO-TIPABOBHX AaKTIB BIAMOBIAHOI CHPSIMOBAHOCTI ¥ PI3HOIO
CTYIICHSI FOPUIUYHOT CHIIH.

BuokpemsieHO HayKOBO-TEOPETWYHI BUCHOBKM Ta MPaKTHYHI PEKOMEHJAIII],
CIpsIMOBaHI Ha BJOCKOHAJICHHS 3aKOHOJABCTBA, HOPMH SKOTO PETJIaMEHTYIOTh
OCHOBHI HalpsIMKHU JIIsITLHOCTI JleprkaBHOT city:kOu YKpaiHu 3 JIIKapChKUX 3ac001B Ta
KOHTPOJTIO 32 HAPKOTHUKAMHU.

KuarwuoBi cioBa: JlepkaBHa ciyx0a VYkpaiHM 3 JIKapCbKux 3aco0iB Ta
KOHTPOJIFO 33 HApKOTHKaMH, OpraHu TyOniyHOi Biaju, MyOJiyHA aaMiHICTpallis,
paBOBE PEryNIOBaHHS, TMPaBOBI 3acaj, CHUCTEMaTH3allisl 3aKOHO/ABCTBA,
MOBHOBAXCHHS, HAIJISI/, JCPKABHUNM PUHKOBHUM HAIJISI, JIIKAPChKI 3aCO00M, MEIMYHI
3ac00u, KOHTPOJIb, KOHTPOJIb 32 SIKICTIO JIIKAPCHKHX 3ac00iB, 00Ir HAPKOTUYHUX
3ac00iB, cucTeMa KpOBI, CyO’€KTH CHUCTEMH KpOBI, 3aXOAW AaJMIHICTPATUBHOTO
NPUNUHEHHS, aJAMIHICTPAaTUBHUN TNPUMYC, aJMIHICTpAaTUBHA BiAMOBIIAIBHICTD,
3aX0J¥ BIANMOBIAAIBHOCTI, aJAMIHICTPATUBHI MPOIEAYPHU, JILEH31HHO-T03BIbHI
MpoIeAYPH, KOHTPOJIbHI MPOLETYPH, MIATBEPAKEHHS BIJMOBIAHOCTI, cepTudikaris,

rapaHTii.



SUMMARY

Ptukhina, O.V. Administrative and legal framework for the State service of
Ukraine on medicines and drugs control. — Qualification scientific work on the rights
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The thesis studies the legal nature, content and particularities of the State
Service of Ukraine on Medicines and Drugs Control (SMDC) by focusing on the
institutional and functional components of the latter's activities.

The author proves that the SMDC, by its legal nature, being a representative of
the state executive power, is a part of the system of numerous other central executive
authorities, implementing public policy directions assigned to it by the Ministry of
Health of Ukraine. The author clarifies the special place and role of the SMDC in the
system of public authorities, which is due to several aspects: it is a representative of
other central executive authorities; it implements several related areas of public
policy formed by the Ministry of Health of Ukraine; being established as a service, in
addition to administrative services, it carries out control and supervisory and law
enforcement activities; it is part of the law enforcement system; it is vested with the
competence and authority to conduct proceedings in cases of administrative offences;
it is an authorised entity of the blood system structure; being a component of the
system of public authorities, it is simultaneously an actor of several of its subsystems.

The author emphasises that regulatory framework for the activities of the
SMDC is a multifaceted process, which includes: a set of legal regulations, on the
basis of the provisions thereof, allowing for their legal force, a regulatory impact on
such activities is exercised; actors authorised to adopt such legal regulations, legal
status thereof determines such legal force; the purpose of regulatory framework —
ensuring the implementation of public policy on quality control and safety of
medicines, including medical immunobiological products, medical equipment and

medical devices, and the circulation of narcotic drugs, psychotropic substances and



precursors, combating their illicit trafficking, blood and blood components donation,
and the functioning of the blood system.

The author proves that the principles of activities of the SMDC are a set of
guiding principles enshrined in the regulatory and legal provisions, according to
which the bodies and subdivisions of the SMDC directly implement public policy
determined by the purpose of their functioning. The author classifies the principles of
the SMDC depending on the scope of their application, which indicates both their
connection with other such principles and defines the specifics of the SMDC’s
activities in certain areas. The first group includes the general legal principles of the
SMDC, such as the rule of law; legality; equality and non-discrimination. The second
group of principles of activities being studied is made up of cross-sectoral principles:
objectivity and impartiality; openness and transparency; control and accountability;
inadmissibility of duplication of powers; responsibility; etc.

The author argues that the essence of the administrative and legal status of the
SMDC is a measure ensuring legal liability and a set of powers enshrined in the
administrative law, exercised by this public authority within the framework of
relevant social relations in clearly defined areas of activity for the implementation of
public policy on quality control and safety of medicines and medical equipment,
circulation of narcotic drugs, psychotropic substances and precursors, and functioning
of the blood system.

The author proves that the forms of activities of the SMDC indicate several
aspects: its subjective perception, i.e., its external expression; the area of social
relations within which the respective form is applied; the direction and method of
implementation of such activities; the range of participants of public relations that
arise and develop within the framework of the relevant form; the scope of powers that
can be exercised by the SMDC within the relevant form of its activities. The forms of
activities of the SMDC depending on the consequences of their implementation are
grouped into: those with legally significant consequences or legal forms of activities
of the SMDC (adoption of organisational and administrative regulations (regulations

on general issues of activities and individual regulations); conclusion of



administrative contracts; performance of other legally significant actions);
organisational, i.e. those that do not result in legally significant results, are auxiliary
in nature and usually precede the use of legal forms.

The author proves that the methods of activities of the SMDC should be
understood as a set of techniques and methods enshrined in the regulatory and legal
provisions which are used to exert a regulatory influence on public relations within
the scope of public policy on quality control and safety of medicinal products,
medical devices, as well as circulation of narcotic drugs, psychotropic substances and
precursors, and functioning of the blood system.

It is proved that licensing procedures in the activities of the SMDC should be
understood as the procedure regulated by administrative law for successive
procedural actions and decisions aimed at issuing a permit document (licence) to a
business entity, which certifies the right of such an entity to carry out a certain type of
business activity in compliance with the mandatory requirements necessary to
perform a particular type of activities provided for by the relevant licence conditions.

The types of licensing procedures in the activities of the SMDC are identified
as follows: a) licensing procedures for circulation of medicinal products: licensing
procedures for industrial production of medicinal products; licensing procedures for
the production (manufacturing) of medicinal products in pharmacies, wholesale and
retail trade in medicinal products; licensing procedures for the import of medicinal
products (except for active pharmaceutical ingredients); b) licensing procedures for
circulation of narcotic drugs, psychotropic substances and precursors; c) licensing
procedures for economic activities related to the procurement and testing of donor
blood and blood components regardless of their final destination, processing, storage,
distribution and sale of donor blood and blood components intended for transfusion.

It is proved that quotas in the activities of the SMDC are closely related to both
licensing procedures for circulation of narcotic drugs, psychotropic substances and
precursors, and licensing procedures for the export (import) of narcotic drugs and

psychotropic substances from the territory of Ukraine.



The author establishes that licensing procedures in the activities of the SMDC
are a procedure regulated by administrative law for sequential procedural actions and
decisions on granting a business entity with a permit to perform certain actions in the
field of circulation of narcotic drugs, psychotropic substances and precursors,
provided that they have a licence to carry out the relevant activities.

It is proposed to understand control procedures in the activities of the SMDC
as a statutory procedure for consideration and resolution of administrative cases to
establish compliance of the controlled entity with the requirements of the legislation
on ensuring the quality and safety of medicinal products (including medical
immunobiological products), donor blood and blood components at all stages of
circulation, circulation of narcotic drugs, psychotropic substances and precursors, as
well as taking measures to eliminate violations detected during the control,
preventing further circulation of controlled substances that do not meet the
requirements established by law.

The review reveals that the control procedures in the activities of the SMDC
are aimed at: ensuring the legality in the field of quality and safety of medicinal
products (including medical immunobiological products), blood and blood
components donation at all stages of circulation, functioning of the blood system,
circulation of narcotic drugs, psychotropic substances and precursors; prevention,
detection, deterrence and elimination of violations detected in the course of control
measures; taking measures to prevent the circulation of controlled substances that do
not meet the requirements established by law; identification and analysis of the
causes and conditions that contribute to the violation of legal provisions; bringing the
perpetrators to justice within their competence.

It is determined that administrative supervision procedures in the activities of
the SMDC are aimed at ensuring that products within the scope of responsibility of
the SMDC meet the legally established safety requirements, and effective protection
of the rights of consumers and users of such products, ensuring the safety of life and
health, as well as ensuring the conditions for the development of fair competition

through the application of state market supervision measures aimed at preventing the



sale of products that are dangerous, pose a risk or do not meet the established
requirements.

The types of administrative supervision procedures in the activities of the
SMDC are identified by the following criteria: 1) the type of product; 2) the entities
subject to the check of the product characteristics; 3) the type of implementation;
4) the place of conduct; 5) the content of market surveillance measures.

The author emphasises that the purpose of guaranteeing the rights of
participants to administrative and legal relations in the fields of quality control and
safety of medicines, medical devices and circulation of narcotic drugs, psychotropic
substances and precursors, and combating their illicit trafficking is currently
characterised by a specific scope. The latter goes beyond healthcare and includes
other activities. The author proves that the structure of the tasks of guaranteeing the
rights of participants to the relevant relations has a complex system of "guarantees"
which can be arranged hierarchically. The highest levels are: guaranteeing "life" and
"health" of a person, as well as ensuring "legality". The main participants in the
relevant administrative and legal relations provide: "guarantees of the rights of
business entities" and "ensuring of the implementation of public policy, entrusted to
the SMDC". All of the above "guarantees" are based on a set of regulations of the
relevant orientation and varying degrees of legal force.

The scientific and theoretical conclusions and practical recommendations
aimed at improving the legislation regulating the main activities of the SMDC are
made.
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