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Mema. J{ocniodicents ocodausocmeil npoedeH s MUMHOI eKcnepmusu JiKapcbKux 3aco0ie
K CKIA0080I MUMHO20 KOHMPONIO MA MUMHO20 OQOPMIEHHS NPpU NepeMilyeHHi Yb0o20 BUY
mosapie uepes MumHull Kopoou Yxpaiwu.

Memoou oocnioxcenns. 11io uac 00cniodiceHHs: BUKOPUCMAHO 3A2AIbHOHAYKOBL M CNeyianbHi
Memoou  HAYKOBO20  NI3HAHHA.  AHANI3Y, CUHME3Y, KOMNAPAMUBHO-NPABOGUL,  CUCTNEMHO-
CMPYKMYPHULU, CIMAmMUCmuyHuu.

Pesynemamu. [unopm nikapcokux 3acobie 6 Ykpainy obmedicenuti. Bin  moowce
30IlCHIOBAMUCS Tuule 3a HAasgeHocmi Jaiyen3ii Ha makuu imnopm. Ilpu womy imnopmosani
MOJHCYMb Oymu auuie TiKapcoKi 3acobu, 3apeecmposani 6 Yrpaini, Kpim yboco, HeoOXioHo, wob
BOHU NPOUWIU cCepMUPIKaYit0 AKOCMI Y 8UPOOHUKA.

3 memow po3eumKy IHHOBAUIUHUX MEXHONO02IL 3aNpo8aoXCeHo OugepenyiiosaHull
KOHMPOIb AKOCMI JIIKAPCObKUX 3ac0o0i8, W0 6803ambCs O peanizayii, ma KOHMpOb AKOCMI
npenapamie, wo 6603AmMbCa 01 [HWUX yineu. Hanpuknaod, O0ns npoeedeHHs KIIHIYHUX
8Unpoby8aHv, peccmpayii, eKCNOHY8AHHA HA BUCMABKAX De3 npasa peanizayii, iHOUBI0YalbHO20
BUKOPUCMAHHA 2poMadsiHamu ma 6 pasi, kamacmpogh i enidemiu.B pobomi po3ensaHymo
NPOOYKYIt0 4-X IHO3eMHUX DipM-8UPOOHUKIB, NIKAPCLKI 3ACOOU AKUX, WUPOKO NPEeOCMmABeHi Ha
papmayeemuunomy punxy Yrpainu: KRKA Group, Crosenisn, Bayer, Biologische Heilmittel Heel
GmbH, Himeyuuna, JANSSEN-CILAG S.p.A. JOHNSON & JOHNSON, Imanis. 3a
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pe3yibmamam. NPo8eOeHUx MoBaAPO3HABYUX OOCNIONHCEHb BUSBIEHO, WO BCI 00CNI0NCYBAHT
JIKApPChKi  3aco0u  8uUeHABe0eHUx ipM-8UPOOHUKIE Npotiuiy  HeoOXIOHI emanu  Wo0o
IMROPMOBAHUX IKAPCHKUX 3AC00I8: NiYeH3V8aHHs, peccmpayiio 8 Yrpaiui, cepmughikayiio axocmi
Y BUPOOHUKA Ma 8X00AMb 00 NepeiKy 3apeccmpo8anux NiKapcobkux 3acobie Ykpainu. Takooc
BUBHAYEHO NPABUTLHICML — OQOPMIEHHA  CYNPOBIOHOI  OOKyMenmayii; NpoeeodeHo  anaunis
aAcCOpMUMEHMHOI NPUHANEHCHOCIT 3AMOBNIEHO20 MOB8ApPY, BCMAHOBIEHO GIONOBIOHICMb MOBApY
Knacy, epyni, 6udy abo pizHo8udy, 6KA3aHOMY 8 CYNPOGIOHIU OOKyMeHmayii;, Nnpo8eoeHo
ioenmudgbixayiro moeapy 3a noxkasnukamu « Onucy, «Mapkysanusny, «Ilakyeannsmy.

Posensanymo ¢hopmu mumnozo konmponio nikapcokux 3acodie, wo nepemiuyiomocs uepes
MUMHUL KOpOOH YKpainu ma nob6yoosano Kiacugikayito uois ix MumHo20 KOHmMpOJio.

Haykoea nosusna. Komnnexcne 00Cnioxcennss cy4acHux npooiem MumHo20 KOHmpouio ma
eKcnepmu3u IMRHOPMOBAHUX JIIKAPCLKUX 3Ac0o0i8. nody0osano Kiacugikayito 6udie Mumuozo
KOHMPO.TIO JIKAPCOKUX 3ac00i8, 3anpOnoHO8AHO MIHIMIZ3ayilo cy6 €KMUSHUX YUHHUKIE NPULIHAMMS
PpiulenHs.

Ilpakmuuna 3nauumicme. Pe3ynomamu MOMCHA 8UKOPUCTNOBY8AMU Y HAYKOBO-0O0CIIOHIL
pobomi 01 NOOANLULO20 BUBYEHHS 0COOAUBOCMEN  Op2aHI3ayii  MUMHO20  pe2yN08aAHHS.
308HIUHbOEKOHOMIYHOI OISLIbHOCMI, ) HABYAILHOMY Npoyeci npu nio2omoeyi Kypcy AeKyit 3
MoBaPO3HABCMEA Y MUMHIL CNPABL, MUMHO20 KOHMPOTIO Md eKChepmu3u mogapis.

Knrouoei cnosa: nixapcwki 3acobu, moeap, Mumuuii KOpOOH, MUMHA eKCnepmu3a, KOpOoH,
MUMHUL KOHMPOTb, MUMHE OQOPMIEHH.

ITocTanoBKa nMpo0JieMH y 3arajJibHOMY BHIJISII 1 il 3B 30K 3 BasKJIMBUMHU
HAYKOBUMH Ta NPAaKTHYHMMH 3aBAaHHsiMH. Ha cyuacHomy ertami pO3BHUTKY
PUHOK JIIKapChKUX 3ac0o0iB  YKpaiHM BX€ TpUBaJUH Yac BXOAUTH O
HAUTIPUOYTKOBIMIMX Trady3ei eKOHOMIKH.

B Vkpaini 3apeectpoBaHo Ouiblie HK 12 TuCAY HallMEHYBaHb JIIKAPCHKUX
3aco06iB. Maibke 70 % 3apeecTpoBaHUX JIKAPCHKUX 3acO0iB, 10 PEasli3ylOThCs B
VYkpaiHi, € IMIOPTOBaHMMH, a JIKApChKi 3acO0M BITYM3HSIHOTO BUPOOHUIITBA
NEPEBAXHO BUTOTOBIISIOTHCSA 13 CYOCTaHIM 1HO3€MHOTO0 BHUPOOHHMIITBA (3
immopToBanoi cupoBuHH) [1]. Takox Tpeba BIA3HAYUTH, IO IMIIOPTHI JIKH
JOMIHYIOTh Ha (papMarleBTHYHOMY PUHKY 1y BapTICHOMY BUPaKEHHI.

3a CTaTUCTUYHUMU JAHUMU B OCTaHHI 5 pokiB [lep>kaBHOIO ci1yk0010 YKpainu
3 JIIKapChKHUX 3aCc001B 1 KOHTPOJIIO 32 HapKoTuKamu (Jlepxkimikemyx06a) He HOMYIIEHO
710 CTHOKMBaya (3HUIIEHO, YTUJII30BaHO, MOBEPHYTO MOCTadadbHUKaM) O1u3bK0 10
MJIH YIMAaKOBOK JIIKapChKUX 3ac00iB HEHAJEeXHOI AKocTi 13 2432 HaliMeHyBaHb
HesKICHUX, (anbcu]ikOBaHUX Ta HE3aPEECTPOBAHMX JIIKAPCHKUX 3aco0iB Ha
3arajibHy cyMmy Onm3bpko 285 MutH rpH. Jleperyinsmis i, K HACIJIOK, TOCIa0JCHHS
JIEP’)KaBHOTO KOHTPOJIO Y Taly3siX, sIKi CTOCYIOTBbCS O€3IMEKH KHUTTS Ta 3J0POB's
rpOMajisiH, TPU3BOASATH JO0 HETAaTUBHUX pe3ynbrariB. Hapasi nepikaBa He MOXe
rapaHTyBaTH CIIOXWBA4€Bl AKICTh JIIKIB. TOMY MHUTaHHS MHUTHOTO PEryJIIOBAaHHSA
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TISTTBHOCTI 13 3a0€3MEeUeHHs Ta  eKCIEpPTU3M  JIIKapChbKUX  3aco0iB, IO
NEPEMIIIYIOThCS YEpPe3 MHUTHHM KOPIOH YKpaiHM € aKTyaJlbHUMHU 3 OISy Ha
HUHIIITHIO CUTYAIlii0 Ha (JapMaleBTHYHOMY PUHKY [2].

AHaJI3 OCTAHHIX [JOCTIIKEHb, y SKHX 3aM04YaTKOBAHO BHPilICHHS
npoodjaeMu. Y Cyd4acHHX YMOBax IMOPSAOK MEPEMIIIEHHS TOBapiB 1 TPAHCHOPTHUX
3ac001B Yepe3 MUTHUN KOPJIOH YKpaiHU XapaKTepU3yeTbCs K JO3BUIBHUM, 1 TOMY
pOJIb MUTHHMX OpPraHiB SIK KOHTPOJIOIOUMX CYO’€KTIB y IIbOMY MpOIECi MOCTIIHO
3poctae. [lopsgok mepemilieHHsT JIKapChbKUX 3aco0iB 4epe3 MHUTHHM KOPIOH
VYkpainn HEpO3pUBHO TOB’SI3aHUN 31 3MIMCHCHHSIM MHUTHHUMH OPraHaMH IPOLEIYP
MUTHOTO KOHTpoJto (ctarti 40, 45, 81, 86 MK Vkpainu) [3]. V Toil ke yac ocTaHHi
3MIMCHIOIOTECA B TOPSAKY M Ha ymoBax, mepeadaueHux ct. 40 MK VYkpainu,
BIJIMOBIAHO /10 SIKOi BC1 TOBapu (B TOMY YHCIHI W JIIKapChKi 3aCO0M) 1 TPAaHCHIOPTHI
3aco0M, M0 TMEPEeMINIyIOThCS Yepe3 MHUTHHH KOPAOH, MiJIATAIOTE TaKOMY
KOHTPOJTIO.

BBe3eHHsT 3apeecTpoBaHMX Ta HE3apEECTPOBAHUX JIIKAPCHKUX 3ac00iB
HOpMaTUBHO 3akpimieHo cT. 17 3akony «IIpo mikapceki 3acobu» [4], a Takox
HakazoM MO3 Vkpainu «llopsimok BBe3eHHsS Ha TepuTopito YKpaiHu
HE3apEeeECTPOBAHUX JTKApChKUX 3aco0iB, CTaHAapTHUX 3pas3kiB, peareHTiB» [5].
3a3HaunMMoO, 10 TPH TEPEMIIICHH] JIKapChKUX 3ac001B, IO MICTATh HAPKOTHYHI
CKJIQJTHUKH, ICHY€ IHIIUM TIOPSAJIOK TEPEeMIIIeHHS TaKuX 3aco0iB yepe3 MHUTHUU
Kop1oH.OCHOBH1 3aBJaHHSI MUTHOTO KOHTPOJIIO, SIKI 3yMOBJIEHI HOT0 3arajibHOI0
METOIO0 Ta BIAMOBINAIOTh BCTAHOBJICHIN JEP)KaBOIO KOMIIETEHIIIT MUTHUX OpTaHiB,
Bu3HauuB P.b. [llumka. BoHW momsraroTh: y 3aXHCTI €KOHOMIYHUX 1HTEPECIB
Jep>KaBW; y BUSBIICHHI BIANMOBIIHOCTI MPOBEISHUX MHUTHHUX il Ta oOIlepamii
YUHHOMY 3aKOHOJIAaBCTBY; Yy JOTPUMAaHHI (PI3MUHUMH Ta IOPUIAYHUMH OCOOaMu
BCTAHOBJICHMX MHUTHHUX MPOLEAYp 1 IpaBUJ NpHU TEPEMIIICHHI TOBapiB uepes
MUTHHI KOpaoH YKpaiuu [6, 7].

lapamyk B.M. BuminuB OCHOBHI (yHKIII MHTHOTO KOHTPOJO, Taki SK
HAMOBHEHHSI JIEPKaBHOT Ka3HHW IIJISIXOM CTSATHEHHS MHUTa Ta IHIIMX MHUTHHX
TJIATEeXKIB, 3aXUCT 30BHINIHIX Ta BHYTPINIHIX €KOHOMIYHHX IHTEPECIB JEpKaBH,
HaIllOHAJILHOTO BUPOOHMKA, peaiizailis Ta 3a0e3nedeHHs 3aKOHHOCTI 1 JUCITUTIIIHH
VYaCHHMKIB MUTHUX TPABOBIIHOCUH, TONEPEIHKCHHS Ta TMPUIUHEHHS TMOPYIIEHb
MUTHUX TIpaBWJI, 3aCTOCYBaHHS TIPABOBUX CAHKIIM MO0 MPaBOMOPYITHUKIB,
po3pobka U 3ampoBa/pKeHHS (pa3oM 3 IHIIMMH KOMIIETCHTHHMH OPTaHAMM)
MEXaHi13My 30BHINTHBOI Ta BHYTPIIIHBOI EKOHOMIYHOT MOJIITHKH [ 7].

3HAYHOTO MOMHMPEHHS Ha0ysa mpobiaemMa 00poTHOM 13 HE3aKOHHUM BBE3CHHSIM
Ta BHUBE3CHHSIM JIIKAPChKUX 3ac00IB (B ToMy 4Hcii (paibcudikoBaHUX, HEAKICHUX,
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KOHTpa(akTHUX TOUIO), fKa CTOITh Mepen OUIbLIICTIO KpaiH cBity. Ha cecii
BcecBiTHROT MUTHOI opranizauii (YkpaiHa € i1 wieHOM) y JOKJIaJl Npo JIKapChbKi
3aco0u HaBeJEHO, L0 MEPEMILICHHS Ta peaizallisl KOHTpapaKTHUX 1 NIAPOOIeHUX
JKapchbKUX 3ac00iB HAOyBa€ KaTaCTPOPIYHOTO PO3Maxy, OCKUIBKMA Ha ChbOT'OJIHI BXKE
HaeTbcsl Mpo Apyre MICAs HAPKOTUKIB (SKIIO HE Meplie) MICHE Yy HE3aKOHHIN
CBITOBIM TOpriBii. Toprieias (anbcU(piKOBAHUMH, KOHTpa()aKTHUMU J1KAPCHKUMU
3acobamu ctaHoBuTh 10 % cBiTOBOI TOPriBiai (hapMaleBTUYHOIO MPOIYKIIEI0 Ha
cymy 6sm3bpko 45 MinbapaiB €Bpo [8]. Hlopoky danscudikoBaHi JikapchKki 3aco0u
3a0upatorh Onu3bko 200 THUCSY SKMUTTIB, y TOW Yac SK Ha LUX KUTTIX
danscudikaropu 3apolinsoTh O0auszbko S50 mapa gonapiB [9]. PenrtaGenbHicTh
BUTOTOBJIEHHS Ta 30yTy 1 Kr apmaneBTHUHUX NiApoOoKk Moxe gocsratu 2 000 %.
JUiss MOpiBHSHHS: TIPH BUTOTOBJIEHHI | K HEOYHMIIECHOTO TepoiHy e TMOKa3HUK
BaecsaTepo MeHImi [9].

B ymoBax po30ymoBu YKpaiHCHKOI JepKaBU HarajllbHUM IIOCTA€ THUTAHHS 3
HEJIOMYIIICHHS BBE3CHHS HESIKICHUX, HecepTH(]iKoBaHUX, 3a00pOHEHUX /10 BBE3CHHS
IMIOOPTHUX JIKAPCBKUX 3ac001B, OCKUIbKM JesiKi HEeZOOpOCOBICHI CYyO’€KTH
30BHIIIHBOEKOHOMIYHOT AISUTBHOCTI NP TMEPEMIlIeHH] JIKapChKUX 3ac00iB uepe3
JIep>)KaBHUM  KOPAOH, Ha Kajidb, MOXYTb TPUXOBYBaTH XapaKTEPUCTUKU
CIPaBXHBOT'O XIMIYHOTO CKJIAJy MEPEMILyBaHOTO TOBAapy. Y TaKUX BUMAAKAX IS
inenTudikaiii 3a3Ha4eHUX JIKAPChKUX 3aC001B IPOBOJIUTHCS X MUTHA E€KCIIEPTH3a,
SKa BUIITpae BaXJIMBY POJb Yy cdepl peryiatoBaHHS MUTHUX IPABOBIIHOCHH SIK
HEBIJI'€MHA YaCTUHA MUTHOT'O KOHTPOJIIO Ta MUTHOT'O O0()OPMJIICHHS.

Ha cporomni excniepTHa AisUTbHICTh HAOyBa€e 0COOIUBOIO 3HAYEHHS, OCKUIBKH
BUOIp Kypcy 1o €Bponeiickkoro Corwo3y norpedye mpUBEACHHS ICHYIOUHX METOJIB
KOHTPOJIIO 32 TIOPSIIKOM TEepeMIIIeHHS JIKapChKUX 3ac001B yepe3 MUTHUN KOPJIOH
VYkpainu 70 3araqbHOEBPONEHCHKUX CTaHIAPTIB.

[IpobieMn MUTHOTO KOHTPOJIIO Ta MUTHOI €KCHEpTHU3M BHUBUANMCA OaratbMa
BUCHUMU: B.b. ABep'sHoBuUM, A.Il. ATbOXIHMM, J.M. baxpaxom,
LIL lonmocuiuenko, FO.M. JIbominum, B.M. I'apamykom, JI.B. Ilpuiimauenko,
B.K. llIkapymnoro, A.B. Ma3zypom, O.B. Ilomimykom Tta iH. [10]. Ilpote muTHii
EKCIIepPTH31 JIKapChKUX 3ac001B MPH iX MEPEeMIleHH] Yyepe3 Aep)KaBHUN KOPJOH Ha
CHOTOJHINIHIMN J€Hb NPUAUIAETHCS 3aMajo yBaru, IO CIPUYMHSE BHHUKHEHHS
HU3KHU CIIPHUX MUATaHb Ta 30UTBIIEHHS TPUBAJIOCTI W MaTepialbHUX 3aTpaT MpHU
MPOBEJICHHI MUTHOT'O KOHTPOJTIO JTIKiB.

Iiai craTTi. MeTa poboTH moJArae y J0CIiPKEHHI 0COOMBOCTEN MTPOBEICHHS
MUTHOI €KCHEPTHU3M JIKAPCHKUX 3ac00iB SIK CKJIaJ0BOI MUTHOIO KOHTPOJIO Ta
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MUTHOTO O(OPMIIEHHSI TNpU MEPEMINIEHHI LBOTO BHUAY TOBAPIB 4Y€pe3 MUTHHUH
KOpIIOH YKpaiHu.

O0’exkT nocCiaiIzKeHHSI — CcHUCTeMa BIJHOCHH, $KI BHHHKaIOTh B Mpoleci
MEepPEeMIIICHHs] JTIKapChKUX 3aco0iB Yepe3 MHUTHUWA KOpJAOH YKpaiHM mia dac
BUKOHAHHS MUTHHUX (POPMATBHOCTEH.

Metoau aociaigzkeHHsi. METOIOIOTIYHOIO OCHOBOIO MPOBEIEHHUX JOCIIKECHb
00paHO KOMIUIEKC 3araJibHOHAYKOBUX Ta CHEIIAJIbBHUX METOJIIB HAYKOBOT'O MI3HAHHS,
00’€THAHUX CHUCTEMHUM  MIAXOAOM, WO  JIO3BOJWJIO  3’CyBaThd  CYTHICTb
JOCIIKYBAaHUX SIBUI 1 IPOLIECIB 3 ypaxyBaHHSIM 3B’ SI3KiB, SIKI MI>K HUMU BUHUKAIOTb.
Tak, mMeToan aHaMi3y 1 CHMHTE3Y BHKOPUCTAHO I 4YaCc BU3HAYEHHS OCOOIMBOCTEN
NPaBOBOTO  PEryNIOBaHHS MHUTHHUX pPEXHUMIB 33 3aKOHOJABCTBOM  YKpaiHU.
KomnapaTuBHO-TIpaBOBHII METO/ 3aCTOCOBYBaBCS TMpHM aHali3l  0COOIUBOCTEHM
NPaBOBOTO PETYJIOBAaHHSA MUTHHX PEXHUMIB B YKpaiHi. BukopucTaHHsS CHUCTEMHO-
CTPYKTYPHOTO METOAY JO3BOJHJIO MOOYIyBaTH KIacH(PIKaI[il0 MUTHHX PEXKUMIB.
CraTucTUYHUN METOJ — IIPU aHaJTi31 CTATUCTUKY 1100 O0ITY JIIKAPCHKUX 3ac001B, TPU
y3araJibHEHH1 pPe3yJibTaTiB JISUIBHOCTI JEPXKaBHUX PETYJIOIOUUX OpraHiB, sKi
3[IIACHIOIOTh MUTHUI KOHTPOJIb Ta KOHTPOJIb 332 00IrOM JIIKapChKHX 3aC001B.

BukJiiaag 0CHOBHOI0 MaTepiagy A0CTiIKEHHSI 3 IOBHUM OOIPYHTYBAHHAM
OTPUMAHMX HAYKOBHUX pe3yJbTaTiB. [IpaBoBiIHOCHHH, MOB'A3aH1 31 CTBOPEHHSIM,
peecTpalliero, BUPOOHHUIITBOM, KOHTPOJEM SKOCTI Ta peai3alli€lo JIKapChbKUX
3aco0iB, MpaBa Ta OOOB'S3KH IMIANMPUEMCTB, YCTAaHOB, OpraHi3alliii i TpoOMajsH, a
TaKOXX TOBHOBa)XEHHS y Il cepi opraHiB BUKOHABUOi BJIAJIX 1 MOCATOBUX OCIO
BU3HAUEHI Ta PETyJIOIThCA 3akoHOM Ykpainu «IIpo mikapchbki 3acobm» (mam —
3akoH). 3aKOHOJABCTBO MO JIIKAPCHKI 3aCO0M CKIIAA€ThCs 13 3aKOHY Ta IHIIUX
aKTIB 3aKOHOJABCTBAa, NPUUHATUX BIAMOBIZHO J0 HBOTO. BigmoBimTHO 10
[Tomoxxenns po [epxkaBHy cinyx0y Ykpainu 3 JiKapchbKUX 3aC001B Ta KOHTPOJIIO 32
HAapKOTHUKaMH, 3aTBEP/KEHOro moctaHoBoo Kabinety MinictpiB Ykpainu Big 12
ceprast 2015 p. Ne 647, neHTpanbHUM OpraHOM BHKOHABUOi BJIAJH, SIKUU pealizye
Jep KaBHY TMOJITHKY Yy cepax KOHTPOIIO SIKOCTI Ta OE3IMEeKH JIIKapChKUX 3ac00iB, €
Jlep>xkaBHa ciryx0a YKpaiHu 3 JIiKapchbKUX 3ac00iB Ta KOHTPOJIIO 32 HAPKOTHKAMU
(Hepximikcimyx6a).

BinmosimHo mo 3akoHy, Jikapchkuii 3acid0 — 1me Oyab-ika pedoBHHA ado
KOoMOiHaIis pedoBuH (OMHOTO ab0 JAEKIIBbKOX aKTHUBHUX (papMameBTHYHHUX
IHTPETIEHTIB Ta JOMOMDKHHMX PEYOBHMH), IO MAa€ BIIACTHBOCTI Ta MpHU3HAYCHA IS
JikyBaHHS a00 MPOoQITaKTUKKA 3aXBOPIOBAHb y JIIOJICH, YU Oy/Jb-IKa PedOBHUHA a00
KOMOiHAIliE pedoBHH (OMHOTO a00 JCKITbKOX AaKTUBHUX (apMarieBTUIHUX
IHIPENIEHTIB Ta JONOMDKHHUX pEYOBHH), SIKa MOXxe€ OyTu TMpu3HAyYeHa Jid
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3ano0iraHHs BariTHOCTI, BIAHOBJIEHHS, KOPEKIli Y¥ 3MIHM (P1310JOTIYHUX (PYyHKLIN
y JIOJUHU  [UIIXOM  3JIMCHEHHs (apMakoJOri4HOi, IMYHOJOrI4HOI abo
MeTa0oI14HOT 11 @00 [T BCTAHOBJICHHSI MEIMYHOTO JI1arHO3Y.

Jlo nikapchKux 3acoOiB HajeXaTh: AKTUBHI (apMaleBTUYHI I1HTPEAIEHTH;
npoaykuig «in bulk» (mpomykuis «in bulk» — Oyab-sikuil Jikapcbkuil 3acio,
MIPU3HAYCHUH I BUPOOHUIITBA TOTOBOTO JIIKAPCHKOTO 3ac00y, SIKUW MPOUIIOB yCi
CTajili TEXHOJIOTIYHOTO TMmpolecy, KpiM craaii ¢dacyBaHHs Ta/abo KIHIIEBOTO
NaKyBaHHSI 1 MapKyBaHHs); TOTOBI JIIKApChKi 3ac00M (JIIKapChKi Mpenapartu, JiKH,
MEIMKaAMEHTH); TOMEOMAaTHU4HI 3aco0u; 3aco0u, SKI BUKOPUCTOBYIOTHCS IS
BUSIBJICHHSI 30yJHHUKIB XBOpOO, a TaKoX OOpoThOM 13 30yJHUKAMU XBOpPOO abo
napasuTamu; JIKapchKi KOCMETHUYHI 3aCO0M Ta JIKAPChKI JOMIMIKH IO XapuOBHX
IPOJYKTIB.

Kabiner MinicTpiB YKpaiHu 3a3HAuMB. HIO IMIOPT JIKapChKUX 3aco0iB B
VYkpainy oOMexxennii. BiH Moke 31MCHIOBATHCS JIMIINE 32 HASBHOCTI JIIEH311 Ha
Takuid iMnopT. [Ipu dyomMy IMIOpTOBaHI MOXYTh OyTH JMIIE JIKApChKi 3aco0u,
3apeecTpoBaHi B YKpaiHi, KpiM 1IbOro, HEOOXiHO, 100 BOHHU MPOUIIIH
cepTudikaIliro SKocTi y BupoOHuka. ToOTo /1t moionaHHs 0OMEXEHHS HEOOXiTHO
TP JOKYMEHTH, SKI BUIITpAalOTh pOJIb JTO3BUIBHUX: JIIIEH31, CBIIOITBO I
cepTudikaT SKOCTI.

B po6oTi po3risiHyTO NMpOAYKIliio 4-X 1HO3eMHUX (PipM-BUPOOHUKIB, JIIKAPCHK1
3aco0u SIKHX, MHUPOKO Mpe/ICTaBlIeH! Ha (hapMalleBTUUHOMY pUHKY Ykpainn: KRKA
Group — 11 3aco6iB (omgHa 3 MPOBIIHUX KOMIAHIH-BUPOOHMKIB TEHEPUUHHX
JmikapchbKuX 3aco0iB y cBiTi, CroBeHis), kommanis Bayer — 11 mnpemapariB
(imHOBaIliffHa KOMIIaHIs 3 JaBHBOIO TPAAMIIEI0 TOCIITHUIIBKAX PO3pPO0OK y cdepi
oxoponu 3a0poB’s, Himeuumna), Biologische Heilmittel Heel GmbH - 11
npenaparie (OAMH 3 HAHOIIBIIMX B CBITI BUPOOHMKIB TOMEONATHYHHX 3acO0iB,
Himeuunna), xomnanis JANSSEN-CILAG S.p.A. JOHNSON & JOHNSON - 8
3aco0iB (€ ONHMM 3 HAWBAXKIUBINIUX TMOCTAYaIbHUKIB JIKAPCHKUX 3ac00iB Ha
CBITOBOMY (papMarieBTUYHOMY PHHKY, [Tamis), mogaHO iX CTHUCIY TOBapO3HABUY
XapaKTepUCTUKY, OCOOJMBOCTI  TOBApO3HABUOTO  aHANI3y  MEIUYHUX  Ta
dapmanieBTHYHUX TOBapiB. 3a pe3yidbTaTaMd MPOBEJACHUX TOBAPO3HABUMX
JOCTIPKeHh MOXHA CTBEPPKYBAaTH, IO BCi JOCHIIKyBaHI JIIKapChKi 3aco0u
BUIIICHABEICHUX  (PIpM-BUPOOHWKIB  MPOWIIIM  HEOOXIMHI  eTamd MO0
IMIIOPTOBAaHUX JIIKAPCHKUX 3ac00iB: JIIIEH3yBaHHsS, pEECTpalilo B YKpaiHi,
ceprudikamiro SKOCTI y BUPOOHHMKA Ta BXOIATH JO TMEPEJiKy 3apeecTPOBAHUX
JKapChKUX 3ac00iB, SIKi BHOCSATHCSA JI0 JCPKABHOTO PEECTPY JIKAPCHKHUX 3aCO0IB
Vkpainu. 3 MeTOH PO3BUTKY IHHOBAUIMHMX TEXHOJOTIA  3ampoBaKEHO
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nudepeHIiioBaHnii KOHTPOJIb SKOCTI JIIKAPCHKUX 3aco01B, IO BBO3ATHCS JIA
peamizanii, Ta KOHTPOJb SKOCTI IpPEMapariB, IO BBO3SITHCA MJs 1HIIMX IUIEH.
Hanpuknaa, a1 npoBeaeHHs JOKIIHIYHUX 1 KIIIHIYHUX BUIPOOYBaHb, peeCTpallii B
VkpaiHi, eKClIOHyBaHHS Ha BHCTaBkax 0e3 mpaBa peanizauii, IHAUBIIYaJIbHOIO
BUKOPUCTaHHS TpOMaJsiHAMU Ta B pa3l CTUXIMHOIO JUXa, KaTacTpod, emigemii

(puc. 1).

Ilopagox EEezeHEA MEapCEEHE 2acobib Yepes METHEE KOPToH YEpaiHH BHIHAYASTECA
JaxcoHoM Yepainn «Ilpo meapcerl sacobm

N\

|:> 3apeccTporaHl B VEpaiHl MKap cBKL 3 acobH

MurHi opraid MaroTh TOEHOBAXEHHA %aBEPIIVEATH OpRONEIYpY¥ MHTHOTO
opopMIEHHA 1MOOPTY JHEApCRKIE sacoblE JNHIIEe a HaABHOCTL JHLEHEI,
OoKYMEHTa, L0 SACELOYYVE NepEaBHy peecTpalire openapary (WMO3 Yepaiam)

| Ta ceprudixara AxocTi BHpobHHKa abo Bumamore [epmapHol cnymboo
Wepaigw @ mKapckKHX  sacoblE Ta  EOHTPOIK  3a HapKOTHEAMH
(depamecayaba) un JII « Hepxapuui excnepTHEAE uentp MO3 YVepaimps
(AL « TEIT)

|:> Hezapeccrporam B VEpaim meap cbkl 3acodn

Moy TE BEOIHTHCA HA MIITHY TePHTOPIF ¥ Kp alHIH JIA:
- TpOBEEHHEA QoMM HIYHEE QoG EEHE | K HYHEE EUTpob yBauk

o| - peecTpami miraproEx sacobie B YepaiH (3pasyd OpelapaTE ¥ MEapobk WX

-
th opmaz)

| - excnomyEanHAa Ha EBHCTaEEAaX, ApMapkaE, KOoHpEpeHIIAX Towlo bez opaea
peamzamii

P - IHOHELOYVAIEHOT O BHE P HCTAHEA IR o MalAHAMH

TynamiTapHa Jomonora abo meeH] 0bcTaRHET (cTHXIHe TIxo, KaTacTpoda
IZ: TOLO}

MELHYHA TEXHIKA T4 BHRODH MEOHYHOrC NpHIHAYEHHA, [0 HE 2apeecTpOoBaHl B
YWipaini, MOEYTL BECSHTHCA Ha MHTHY TeEpHTOpil YEpaiHH 3 METOLO
2ACTOCYEAHHA B MeIHYUHIH OpaKTHIl JNHINE MCIA OpoEefeHHA JepEabHoi
EKCIOERPTHH iXxHbol AxocT Ta besnekn (Hepwmxconyxba, TIT « TEIT)

v

Puc. 1. llopsaaok iMmmopTy JikapcbKHX 3ac00iB B Y KpaiHi
BusnadyeHo BuuepnHuil eperrik 00CTaBrH, 3a KX HE3apEeECTPOBAHI JIIKAPCHKi
3aco0M MOXYTh BBO3UTHCH HA MHTHY TEpUTOpil0 YKpainu Oe3 mpaBa peamizaiii
TS
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— MPOBEACHHS JOKIIHIYHUX JOCTIKEHb 1 KIIIHIYHUX BUITPOOYBaHb;

— peecTpallii JIiIKapcbKuX 3ac00iB B YKpaiHi;

— eKCIIOHYBaHHS Ha BUCTABKax, spMapkax, KOHPEpeHLIsX TOUIO;

— IHJUB1IyaJbHOTO BUKOPUCTAHHS TPOMaJITHAMU;

TOILLIO 32 OKpPEeMHM pillleHHSIM MiHiCTepcTBa OXOPOHM 370pOB’s YKpaiHU 3a
HAsiBHOCTI JOKYMEHTIB, IO MIATBEPKYIOTh iX pEeCTpallifo 1 BUKOPUCTAHHS B
KpaiHax, 3BiJIKF BBO3SATHCS MpErapaTH.

[Topsitok BBE3CHHS JIIKAPCHKUX 3aCO0IB y TaKWX BHUIMAJKAX BH3HAYAETHCS B
Haka3i MiHicTepcTBa OXOpPOHHU 3J0poB’s Ykpainu «IIpo mopsmok BBE3CHHsS Ha
TEPUTOPi0 YKpaiHU HE3apEECTPOBAHUX JIIKAPCHKHX 3aC00iBY [5].

19 uyepBHsa 2016 poxky HaOyiaM YMHHOCTI 3MIHM JO 3aKOHY, 3TiTHO SIKUX
3alpoBa/PKEHA CIPOIEHA Tpolieaypa peecTpaiii JIKapchKUX 3aco0iB, sKi
3apeecTpoBaHi KoOMIeTeHTHUMHU opraHamu Cronydyenux Iltatie  Amepukw,
[Iseitnapii, Anownii, ABctpanii, Kananu, €sponeiicbkoro Corosy.

[lig sKicTIO JiKapchKUX 3aco0iB 1 BHUPOOIB MEAMYHOIO MPU3HAYCHHS
PO3yMIIOTh X BIJIMOBIJHICTh BCIM YMOBaM peecTpallii Ta BUPOOHHUIITBA (TEXHOJIOT 1,
BUPOOHUYI TUIONI1, KaJpH) 1 3aIaHUM XapaKTEPUCTHKAM.

[Tpu Bux011 IPOAYKIIIi HA PUHOK MIAMPUEMCTBO BUA€ cepTUdIKAT SKOCTI ab0
BIJIMOBIIHOCTI, MIAMHACAHUN YIMOBHOBAXXEHOI OCO00I0 BHPOOHHWKA, SKIIO BOHO
BIJINOB1JIa€ SKICHUM MOKA3HUKAM PEECTPAIIHHOTO J10Che 3 Oe3nekH, e(h)eKTUBHOCTI
Ta BUPOOJICHO BiAMOBIIHO 10 npaBmi GMP.

JIo OCHOBHMX TMOKa3HHKIB, IO BHU3HA4Ya€ SKICTh (apMalEeBTUYHUX Ta
MEJIMYHUX TOBApPiB, BITHOCITHCS:

* 0e3lleKa — HaWBa)KIMBIIIA BJIACTUBICTH SKOCTI, KO IOBHHHI BOJIOJITH BCI
CIOXKMBYl TOBapu. BTparta ¢yHKIIOHANHHOTO a00 COIIAIBHOTO TPU3HAYCHHS,
NIEPEBUIIICHHSI JOIYCTUMOTO PiBHS MOKa3HUKIB 0€3MEKH NMEPEBOAUTDH MPOAYKIIIIO B
KaTeropiro HeOe3MeyHo , sKa MiAArae 3HUIIEHHIO;

* QyHKITIOHABbHI BIIACTUBOCTI — MPHUAATHICTH TPOIYKIII BUKOHYBATH CBOi
¢byHKITIT 32 MPU3HAYEHHSM B 33JJaHUX YMOBAX €KCIUTyaTallii abo CIoKUBaHHS,

* HAJIWHICTh — 3/IaTHICTHh TOBapiB 30epiraTu (yHKI[IOHAIbHE MPU3HAYCHHS B
mporieci 30epiranHs Ta / a0 CHOKUBaHHS (EKCIUTyaTallii) MpOTIToM 3a3Jaieriiab
0oOyMOBJIICHHX TEepMiHIB. BoHa MOCTIiHO 3MIHIOETBCS BHACHIIOK MPOIIECIB, IO
BiIOYBaIOTHCA MPU 30€piranHi, CIIOKMUBAHHI Ta €KCILTyaTaIlii TOBapiB.

* €KOJIOTTYHICTh — CTYIIHb MIK{NIMBOTO BIUTMBY MEAUYHHUX TOBAPiB Ha OE3MeKy
HABKOJIUIITHLOTO CEPEIOBHUIIA TIPH X BUPOOHUIITBI, 30€piraHHi Ta BChOTO TEPMIHY
CTIO’KMBaHHSI.
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Bucoka sKICTp MeIMYHUX 1 (QapMaleBTUYHUX TOBApIB 3a0e3meuyeThCs
KOHTPOJIEM SIKOCT1 BHXIJHOI CUPOBHHM, METPOJIOIIYHUM KOHTPOJIEM OOJIaJHAHHS,
KBaTiikaliero poOITHUKIB 1 3aJUIIKOBUM KOHTPOJEM SIKOCTI TOTOBOI MPOJYKLIi,
PO3p00OKOI0 BUMOT JI0 YMOB 30epiraHHs Ta peajizailii 3 MoJajblIuM KOHTPOJIEM 3a
JOTPUMAHHSAM LIUX BAMOT.

B poboTi mpoBeAaeHO TOBapO3HABUMU aHAI3 JOCHIIKYBAaHUX Mpenaparib:
BU3HAYEHO MPABWIbHICT OQOPMIIEHHS CYNPOBIAHOI JOKYMEHTAIlli; MpPOBEAEHO
aHalli3 aCOPTUMEHTHOI MPUHAJIEKHOCTI 3aMOBJCHOTO TOBAapy; BCTAaHOBIEHO
BIJIMOBIAHICTH TOBApPY KJIacy, rpyIli, BUAY a00 pi3HOBUAY, BKA3aHOMY B CYNpPOBIIHIN
JOKYMEHTAIlll; TPOBEIEHO 1ICHTU(IKAIIID TOBapy 3a TMOKa3HUKaMHu «Omnucy,
«MapkyBannsi», «llakyBanHsi». 3a  pe3ylbTaTaMM TPOBEJIECHOIO  aHAIIZY
HEBIAMOBIIHOCTEH HE BUSBIICHO.

3 Merow HeAomylieHHs o0iry  ¢anbcudikoBaHUX, HEAKICHUX  Ta
HE3apEECTPOBAHUX JIKAPCHKUX 3ac001B  YIPOBA/HKEHO MEXaHI3M JIepXKaBHOTO
KOHTPOJIIO 32 SKICTIO JIKapChKUX 3ac001B, 110 BBO3sAThCs B YKpainy [11].

3rigHo 3 Mutaum Konekcom YkpaiHM MUTHHMI KOHTPOJIb — 1€ «CYKYIHICTb
3ax0[[iB, IO 3IIMCHIOIOTHCS MHTHUMH OpPTaHaMH B MEKax CBOEI KOMITETEHIIi 3
MeTOr0 3abe3nedyeHHs IOTpUMaHHS HOpM 1boro Kojekcy, 3aKkOHIB Ta I1HIIHMX
HOPMAaTUBHO-TIPABOBUX AKTIB 3 MUTaHb MUTHOI CIpPaBH, MDKHAPOIHUX JIOTOBOPIB
VYkpaian» (m.15 cr.1 MK Vkpainn) [3]. OcHOBHI 3aBAaHHS MUTHOTO KOHTPOJIIO, SIKi
3yMOBJIEHI MOro 3arajibHOI0 METOI0 Ta BIIMOBIJAIOTh BCTAHOBJIEHIN JIepKaBOIO
KOMIIETEHI[1l MUTHUX OpPTraHiB: 3aXUCT €eKOHOMIUHUX 1HTEPECIB AepKaBU; BUSIBICHHS
BIJIMOBIIHOCTI TPOBEJACHUX MHUTHHMX JiM Ta olepalii YMHHOMY 3aKOHOIABCTRY;
TOTpUMaHHSA (I3MYHUMH Ta HOPUIUNIYHUMH O0CO0AMH BCTAHOBIICHUX MHTHHUX
IpOIEAYP 1 IPABHII IIPH MIEPEMIIIIEHH] TOBApiB Yepe3 MUTHUI KOpoH [6, 7].

3anexHo BiJ MPaBOBOTO pekuMy 00’exta mMuTHOro KoHTpoio C.I. [Taxomos
BUJIIAE€ 3 BUIU MHUTHOTO KOHTPOJIIO — 3BUYAMHMIA, CIPOIICHUH 1 criemiaasuuii [6].
binem Biayunoro BOauaeThes HaBegeHa A.B. Masypom kiacudikaiiiss MHUTHOTO
KOHTPOJIIO 3 ypaxXyBaHHAM KiacU(IKaIiiHUX MiACTaB, 3TITHO 3 SIKOIO BiH BUIUINB
MEBH1 BUAM MUTHOTO KOHTPOIIIO.

Bunu, dopmu i MeTonu MHUTHOTO KOHTPOJIIO B TpoIeci iX MNPaKTUYHOTO
3aCTOCYBaHHS TICHO B3a€MOMNOB’si3aHl  MDK coOor. [lpoBenenuii anami3
TTEpaTypHUX JOKEpeNl JO03BOJIMB TMOOYyMyBaTH Kiacu(ikaiiro BUAIB MHUTHOTO
kouTpomto (MK) mikapcekux 3aco0iB (JI3), mo mepemimyroTbesi depe3 MHUTHUN
KOpJOH YKpaiHnu, HaBeJeHy Ha (puc. 2).

Crnin 3a3HauMTH, M0 TMEPCHEKTUBHUM HAMPSAMKOM MIOJ0 BIOCKOHAJICHHS
3aCTOCYBaHHS (POpPM Ta METOJIIB MUTHOTO KOHTPOJIO JIKAPChKUX 3aco0iB, W10
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NEePEMIIIYIOThCSl Yepe3 MUTHHI KOpAOH YKpaiHu, € MiHiMi3alid cyO’ €KTUBHHUX
YUHHUKIB MPUIHATTS YIPaBIIHCHKOIO PIIIEHHS B MPOLEC] MUTHOTO KOHTPOJIIO 3a
PaxyHOK 00’ €KTHBHUX.

PosrnssHyti  GopMHM  MHMTHOTO  KOHTPOJIIO  JIIKAPCBKUX  3aco0iB, IO
MEePEMIIIYIOThCS Yepe3 MUTHUN KOPAOH YKpaiHH, J03BOJSIOTH MUTHUM OpraHaM
TOYHO W y MOBHOMY 00CSI31 BUKOHYBaTH MOKJIaJ€HI HAa HHUX 3aBJaHHS, 30Kpema,
3aXUIIaTH E€KOHOMIYHI 1HTepecu YKpaiHW, KOHTPOJIOBATH JOTPUMAaHHS il
3aKOHO/IAaBCTBA MPHU MEPEMIllIEHHI TaKhX 3ac001B yepe3 MUTHHM KopaoH. [Tocamosi
0cOOM MUTHOTO OpraHy BIIpaBi OINEpPyBaTH OJHIEI0 (POPMOIO KOHTPOJIHO abo
JEKUTbKOMa B KOMIUJIEKC1, BUXO/ISUU 3 JOLUIBHOCTI IX BUKOPUCTAHHS.

MuTHE 3aKOHOJIABCTBO OKPECIIOE HE TiMbKA (OpPMHU, a i METOAM MHUTHOTO
KOHTPOJIIO, BIIJal0YM TIepeBary HaOUIbIl JEeMOKpPaTUYHOMY — BHOIPKOBOMY.
MutHui 1HCTIEKTOp 0O0Mpa€ TaKui METO, SIKUH, 3 WOTro MOIJISIAY, € JOCTaTHIM IS
3a0e3MeUeHHs] TEpeBIPKU  3asBICHUX (DI3UYHOIO YK IOPUAMYHOI  0COOO0I0
BIIOMOCTEH PO MepeMIlyBaHl 4Yepe3 MUTHHUM KOPJIOH JIIKApChKi 3aCO0M.

VY mporeci MUTHOTO KOHTPOJIIO 1 MUTHOTO O(OPMIIEHHS JIIKapChKUX 3ac001B 3
y pa3l HEOOXIIHOCTI METOI 3aCTOCYBAaHHS CICHIaIbHUX 3HAaHb MOJXKHA 3allydaTH
¢daxiBIiB Ta eKCHEepTiB ISl y4acTi y 3IIHCHEHHI MUTHOTO KOHTpOJ. Y pasi
IPOBEJICHHSI €KCIEePTU3H JIKAPChKUX 3ac001B MpU MOPYIICHHSX MUTHUX IPABUI
nocajioBa ocoda MUTHOTO OpraHy Mae mpaBo OpaTu mpoOu Ta 3pa3Ku TOBAPIB IS
JOCIIHKEHHS (aHaJI3y, EKCIIEPTU3H).

ExcneptHi opranizaiii, He3aJie)kHO Big (GoOpM BIIACHOCTI (JIeprKaBHI,
KOOTIEpAaTHBHI) TOBMHHI MaTH CTaTyC IOpUAMYHOI ocoOu. OJHUMHU 13 TaKuX
excrieptHux opranizanii € Il «JlepxaBHuii ekcnepTHUM I1eHTp MiHicTepcTBa
oxopoHu 3mopoB'ss Ykpainm» (mami — JII «/IELl»), sxuii € cremniaaizoBaHOO
MHUTHOI YCTaHOBOIO, 1 MUTHI JlabopaTtopii perioHanpbHUX MUTHHIL (MJI PM) sk
CTPYKTYPHI HiAPO3AUIH MUTHUIG. [[uM maGoparopism HagaHO IIPaBO Ha 3AIMCHEHHS
eKCTIEPTHOI JISUTBHOCTI, a caMme Oe3rnocepeHe MpOoBEASeHHS J1abopaTOPHOIO
KOHTPOJIIO B MUTHUX IUIAX. [[7151 mpoBeieHHsT eKCIIepTHUX JOCTIIKEeHb JIIKAPChKUX
3ac00iB, y TOMY YHCI1 HAPKOTHYHUX, TICUXOTPOITHUX PEUOBHUH 1 MTPEKYPCOPIB, MUTHI
nabopaTopii BOJIOAIIOTh CyYaCHHMHU AHATITHUYHUMH TMPHIAJaMU, Ha SKUX MOKHA
BUKOHYBATH CIIEKTP (i3UKO-XIMIYHUX JociifiB [12].
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Yep ez MIITHINT Ko J0H ¥ K] AlHII

Kracndikaifia BHIE MITHOT0 KOHTP 0K JKap cEKHX 3acobis (JI3), o mep eMiln vio TE €A

NS

Faacidigaiiiiiaa o3Haka METHOT 0 KosTp oz {WVE)

CBCAr BHEOHAHHA METHEME OpTaHaMH KOHTP OB o
MATBHOCTL OO0 TepenneEEa JI3

Hanpamox nepesnimenma JI3

v

S—N Popma bara®y, v AKoMY DEpeMI{YRTECA J13

— Haaenicte dawty nepmasnol peectpami JI3

Bun cyb’extie, mpo BepyTh ¥HacTk ¥ Mepeninienni JI3

Bug tpancoopTy, mo nepeminye JI3

HapaxTep npoeegenna ME JI3

- S ATaNE HHA
- CIEI1ank HHH
-COpoL] e HHA

-iMmopTHEE JI3
- excoopTanx JI3
- TpamsuTHm: JI3

|

- ME pyamei moxmami
- ME cympomomEvEaneTo barasy
- mecynpoeoayEarsT barasy

|

- WK zapeecTposanm JI3
- ME mezapeecTpoBamms JI2

- WME ropunmaam oclb
- MK pizwupnx ocib

- MK agToTpaHCOopTy
- LR wamis s sacs FE
- WK moprerc sacobie
- WK pivmeoErn sacobiE
- MWE moRTpaHGro TRancIopTy

- BOKY MeHTANEHHH
- haKTHYHHE
- ocob HOTHE oTIAN TpoMamAH

> ClpTam 3aiid & oHTR oI 33 MiCIEM Ip 0B e e HHA

- CYIMIBHHAA
- enbiproEni

Eun i xapaxTep EzacMomii METHHY OpTaHIE Kpail, [0
BepyTe ¥Y9acTe ¥ Oepedimenm JI3

- OO HOCTOPOHHLA
- OEGCTOp O HELH
- CIMMBHHE

Ificue mpoEeMeHEA EOHTROIID

v

- Ha KOpIOOHI
- ¥ MHTHHI] IpH3HAYEHHA
- ¥ CTIEIMaEE i oo THMEACCET o

L 4

Micne opoBeMeHEA KOHTH I

L 4

M, P ELMITORT, ERCTICRT,
PEEKCIIONT, TPAHIHT, THMHANOES
EESEHEA (EHEE3EHHA), MHTHH
(FCTIEN, CIIEINAEHA MM THA 3 0HS,
MErasHH BEsMHTHC TOpTiEm,
Tepepobica B METHLH TepHTopi
TpaiEm B nepepoticasa i MERANT,
SHHEHEA abo (v iHVEANHA, BAMCER
HAKCDICTE DEp #aEn

Puc. 2. Knacudikanisi BUiB MUTHOT0 KOHTPOJIIO JIKAPCHKHUX 3aC00iB

141

——
| —




Tosaposnasuuit gicnux. — 2020. — Bunyck 13.

[Ipo6u Ta 3pa3ku TOBapiB 3a0UPAIOTBCA Yy MIHIMAJIbHIA KUIBKOCTI, LIO
3a0e3nedye MOXJMBICTh iX JOCHLAMTH (MPOBECTHM aHali3, EKCHepTH3y) 3a
HOpPMATHUBAaMH, 3aTBEP/UKEHUMHU CIELIAJbHO YINOBHOBAXKEHUM IEHTPAJIbHUM
OpraHOM BHKOHABYOI BJIaJId B Tally3i MHUTHOI cripaBu [4, 12].

OpieHTOBHA cXeMa MUTHOI €KCHEPTHU3H JIIKAPCHKUX 3acO01B MPH MEPEMILIEHH1
1X yepe3 MUTHUHN KOPIOH Y KpaiHu:

1) HiATOTOBKA 3alIUTIB MUTHUX OPraHiB 10 MUTHOT JIabopaTopii;

2) MiJrOTOBKA MAKETy TOKYMEHTIB Ha 00’ €KT TOCTIIKCHHS ;

3) B1101p 1po0 1 3pa3KiB TOBApIB MUTHUMH OpPTaHAMH;

4) HaIlpaBJICHHS 3pa3KiB TOBapy Ta JOKYMEHTAIlll 10 MUTHOI JlabopaTopii;

5) nposeaeHHs gociimkens I «/IEL» ado MJI PM;

6) OiITOTOBKAa  €KCIIEpTOM  MHUTHOI  J1abopaTopii  BHUCHOBKIB  3a
pe3yabTaTaMu JOCIIIKEHb;

7) HANpaBJICHHS BHCHOBKY MUTHOI JabopaTtopii 3a pe3yjibTaTaMu
EKCIIePTHU3H.

Bin epexTuBHOCTI MUTHOTO KOHTPOJIIO Ta O(GOPMIICHHS 3aJCKHUTh HE JIMILE
MIBUKICTH 1 0€31epe6iiHICTh JOCTYITY /10 JIIKIB HaceNeHHsT Y KpaiHu, B KOMIETeHII11
MUTHHUX OPTraHiB 3aro0iraHHs HEOOIPYHTOBAaHOMY 3aBMINCHHIO I[IH Ha JIKApChKi
3acobu. ToMmy MUTHI OpraHu MNPUIUISIOTE OCOOJMBY YBary MpaBUIBLHOCTI
BU3HAUEHHS TaKWX MOKA3HMKIB, SIK KpaiHa MOXOJKEHHS 1 MUTHa BapTICTh, y TOMY
YUCII JIIKAPCHKUX 3ac00iB, IO HE BKIIOYEHI B JlepkaBHHI peecTp JIKapChKHUX
3aco0iB, 1, cepei I1HIIOr0, BXXMBAIOTHCA 3aXOJM IIOAO0 MPUCKOPEHHS MHUTHOTO
KOHTPOJIFO Ta MHTHOTO O(GOPMIICHHS JIIKapChKUX 3ac00iB Ta BUPOOIB MEIUUYHOTO
PU3HAYCHHS.

BucHOBKM Ta mnepcneKTHBH NOAAJBIINX JO0CHIIKeHb. 3a pe3ylbTaTaMu
JOCJTIJDKeHh BCTAHOBJICHO, IO JIIKApChKI 3aco0M OOMe)XeHI B MepeMillleHH] uepes
MUTHUN KOPJOH, OJHAK OOMEKEHHS HE € 3arajbHUM, a TMO-pI3HOMY Ji€ Ha pi3Hi
miarpynu  ¢apManeBTUYHOTO TOBapy. MUTHI PEXHMH MOXYTh BCTaHOBIIOBATH
pi3HI TIpaBWiIa ISl TIEPEMIIICHHS PI3HUX TPYIl JIIKAPChKUX 3ac00iB 4epe3 MUTHUU
kopaoH. IloOymoBaHo kiacudikaiito BHIIB MHTHOTO KOHTPOJIIO JIKApCHKUX
3ac00i1B, IO MEPEMINITYIOTHCS Yepe3 MUTHUHN KOPJIOH YKpaiHu.

BusnadeHo, mo iMImopT JIIKapchKUX 3acO0iB I peanizamii B YKpaiHy Moxke
3MIMCHIOBATUCS JIMIIIE 3a HASBHOCTI JIIEH31i HAa TaKWW IMIIOPT, CBIJIONTBA IPO
peecTpariro B Ykpaini Ta ceprudikara sikocti. Bei mocmimkyBaHi JTiKkapchKi 3aco0u
npoBinaux ¢ipm Crosenii, Himeuunnu ta ITamii Manu Bumie3a3sHaueHi JOKYMEHTH.
ToBapo3HaBumii aHami3 IMX TMpenapaTiB HE BHUSIBUB HEBINMOBIIHOCTEH Yy
MPaBUJIBHOCTI O(OPMJIEHHSI CYIPOBIIHOI JIOKYMEHTAllli, aHaji3l acCOpPTHUMEHTHO1
[ 1o )
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NPUHAJIEKHOCTI Ta  1AeHTH(]IKamii ToBapy 3a NoOKazHUKamu  «Omnucy,
«MapkyBaHHs», «llakyBaHH».

B nomambmmx JOCHIKEHHSX IUIAHYETHCA OUIbII JETAJbHO PO3TIISIHYTH
MUTAHHS I[0JI0 TPOBEIEHHS MUTHO1 €KCIIEPTU3H JIIKAPCHKUX 3aC001B OCKUIBKU BOHA
€ BO)XJIMBOIO JJAHKOIO 1X MUTHOTO KOHTPOJIIO Ta MUTHOTO O(OPMIICHHS.
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Henv. Hccneoosanue — ocobennHocmeli  NpoeOeHuUs  MAMOJICEHHOU  OKCHepmu3bl
JIeKAPCMBEHHbIX CPeOCmE KAK COCMABHOU YACU MAMONCEHHO20 KOHMPOIL U MAMOICEHHO20
ogopmienus npu nepemeweHuY 3mo20 Uoa Mmoeapos yepe3 MaMONCEHHYI0 2paHUuYY YKpaumsi.

Memoost uccnedosanus. B xode ucciedosanus UCNONb308AHbL OOWEHAYUHblE U
cneyuanbHvle Memoobl HAYYHO20 NO3HAHUA! AHAU3, CUHME3, KOMNAPAMUueHO-npagosol,
CUCTNEMHO-CIPYKMYPHBIU, CIMAMUCIUYeCKULL.

Pezynomamur. Hunopm nexapcmeenHvlx cpeocme 6 Ykpaune ocpanuuen. OH Mmodicem
OCYWecmenamocsa — MoabKO HpU  HAIUYMUU  JIuyeHsuu Ha ~ maxou  umnopm. Ilpuuem
UMROPMUPOBAMBCSL MO2Y N MONbKO JIeKapCMEeHHble CpedCmea, 3ape2ucmpuposantvle 8 Ykpaute,
Kpome 3mo2o, HeoOX00UMO, YmMoObl OHU NPOWIU CEPMUPUKAYUIO Kauecmea ) NPOU3800umelis.

C yenvio pazeumusi UHHOBAYUOHHBIX MEXHON02Ull 86e0eH U ghepeHyuposantvili KOHMPOb
Kauecmea JeKapCmeEeHHbIX Cpeocms, 6803UMbIX Ol peanu3ayuy, U KOHmpOdb Kaiecmed
npenapamos, 8803umblx 0Jis Opyeux yenei. Hanpumep, 0ns nposedenuss KIUHULECKUX UCNbIMAHULL
peaucmpayuu, 3SKCHOHUPOBAHUS HA 6bICMABKax 0Oe3 npasa peanuzayui, UHOUBUOYATLHO2O
UCTIONIL30BAHUSA 2PANCOAHAMU U 8 CyUae, Kamacmpodgh) u dnuoemutl.
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B pabome uccnedosana npodykyus 4-x uHOCmMpaHHuIX  upm-npouzgooumernell,
JIeKapCmeeHHvle Cpedcmea KOMopbvlX, WUPOKO NpeoCcmasienbl Ha (apMayesmuieckom pulHKe
Vipaunvi: KRKA Group, Cnogenus,; Bayer, Biologische Heilmittel Heel GmbH, I'epmanus;
JANSSEN-CILAG S.p.A. JOHNSON & JOHNSON, Umanus. Ilo pe3yiomamam npogeoeHHbiX
MoBAP0B8eOYeCKUX UCCIe008AHULL BbIABNIEHO, UMO 6Ce UCCledyemble NeKaAPCMEEeHHble CPeocmed
BLIULENPUBCOCHHBIX  (DUPM-NPOU3BOOUmeENell Npowiu Heobxooumvle Ol  UMHOPMUDYEMbIX
JIEKAPCMBEHHLIX CPeOCme dManvl: JUYEH3UPOBaHue, pecucmpayuio 8 YKpauHe, cepmu@urayuio
Kayecmea y Npouzeooumensi U 6X00Am 8 NepeyeHb 3apecUCmpupOo8aHHblX JNeKAPCHEEeHHbIX
cpeocme  Vrpaunvl. Taxoice nposepena NpasuibHOCMb  OQOPMIEHUSL  CONPOBOOUMENbHOU
O00KyMeHmayuu, NpoeedeH aHAIU3 ACCOPMUMEHMHOU NPUHAONEHCHOCMU VKA3AHHBIX MOBAPOS;
VCMAHOBIEHO COOMEEemcmeaue mogapa Kidccy, epynne, 6udy u pazHOBUOHOCMU, VKA3AHHBIX 8
CONpPOBOOUMENbHOU OOKYMEHMAayuu, HnpoeeoeHa UudeHmuukayus mosapa no HnoKazamensim
«Onucanuey, «Mapruposka», « Ynakoexay.

Paccmompenvr  ¢popmer  mamooicenno2o  KOHMpOAs — JIeKAPCMBEHHLIX — CPEOCma,
nepemewjaemMvix uepes MamOoNCeHHYI0 epaHuyy YKpauHvl u noCmpoeHa Kiaccuguxayus euoos
MAMONCEHHO20 KOHMPOJIA.

Hayunas noeusna. Komnnexcrmoe ucciedoganue cO8peMEHHbIX NPOOIeM MAMONCEHHO2O
KOHMPONsL U IKCNEPMU3bl  UMNOPMUPYEMBIX — JIeKAPCMBEHHbIX — CpeOCmse:  NOCMpoeHd
Kaaccugukayus 6uU008 MAMONCEHHO2O KOHMPOTA JeKAPCMBEEHHbIX CPeoCms, NpedNoHCeHO
npogecmu MUHUMUAYUIO CYOBLEKMUBHBIX (DAKMOPO8 NPUHAMUS PeUleHUs.

Ilpakmuueckas 3nauumocms. Pe3yniomamvl  MOJNCHO — UCNOIb308AMb 6  HAYYHO-
uccne0osamenbckou  pabome  Ons  OAnbHeluleeo  U3YHeHUss 0COOeHHOCmel  OpeaHu3ayuu
MAMONCEHHO20 Pe2yIUPOBAHUS BHEUHEIKOHOMUYECKOU 0esimelbHOCMU, 8 Y4eOHOM npoyecce npu
N0020MOGKe Kypca NeKyull N0 Mmosapo8eoeHU0 8 MAMONCEHHOM 0elle, MAMOICEHHO20 KOHMPOJIs U
9KCnepmu3vl Mo8apos.

Knrwouesvie cnosa: nexapcmeentvle cpedcmea, moeap, mamoNiCeHHAs 2PaAHUuYdA,
MAMONCEHHASL eKCNePMU3d, MAMONCEHHbIU KOHMPOJIb, MAMONICEHHOE O OopMIeHUe.

Purpose. Investigation of the peculiarities of customs examination of medicinal products as
a component of customs control and customs clearance when moving this type of goods across the
customs border of Ukraine.

Methodology. The research used general scientific and special methods of scientific
knowledge: analysis, synthesis, comparative law, system-structural, statistical.

Findings. Imports of medicines to Ukraine are limited. It can only be carried out with a
license for such imports. Moreover, only medicinal products registered in Ukraine can be
imported, in addition, they must be certified by the manufacturer.

In order to develop innovative technologies, differentiated quality control of imported
medicines for sale and quality control of imported medicines for other purposes have been
introduced. For example, for conducting clinical trials, registering, presentation at exhibitions
without the right of sale, individual use by citizens and in the event of catastrophes and epidemics.

The paper considers the products of 4 foreign manufacturers, whose medicinal products are
widely represented on the pharmaceutical market of Ukraine: KRKA Group, Slovenia; Bayer,
Biologische Heilmittel Heel GmbH, Germany; JANSSEN-CILAG S.p.A. JOHNSON & JOHNSON,
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Italy. According to the results of the commodity research, it was found that all the investigational
medicinal products of the above-mentioned manufacturing companies have passed the necessary
stages for imported medicines: licensing, registration in Ukraine, manufacturer quality
certification and included in the list of registered medicines of Ukraine. The correctness of
accompanying documentation was also determined; the analysis of the assortment of the goods
ordered; the conformity of the goods of the class, group, species or variety specified in the
accompanying documentation is established; the identification of the goods by the indicators
«Description», «Marking», «Packaging».

The forms of customs control of medicines moving across the customs border of Ukraine are
considered and the classification of types of their customs control is made.

Originality. Comprehensive research of customs control current problems and examination
of imported medicines: classification of types of customs control of medicines is made,
minimization of subjective factors of decision making is proposed.(nposooumscsi — nposedeno
Kracugikayiro)

The practical value. The results can be used in research work to further study the features
of the organization of customs regulation of foreign economic activity; in the educational process
in the preparation of a course of lectures on commodity in customs, customs control and expertise
of goods.

Key words: medicines, goods, customs border, expertise customs, customs control, customs
clearance.

Cmamms pekomeH008ana 00 nyoniKayii 00KMopomM MexHiYHUX HaAYK,
npoghecopom xagheopu mosaposnascmea cepmupixayii ma cmanoapmu3ayii
Xepconcbkoeo HayionanbHo2o mexHiuno2o yrisepcumemy Tixocoeor I A.
Cmamms naoitiwna 6 peoaxyiro 14.12.2019 p.
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