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O3HAKHM 3JIOYHHIB, IOB’SI3AHUX 13 BUTOTOBJEHHSM
TA HOIMUPEHHSAM ®AJTbCUPIKOBAHUX JIKAPCHKHX 3ACOBIB
3A CIIOCOBAMM ONNEPATUBHO-3HAYMMOi MOBEAIHKHA
HA CTAJII IX BUPOBHUIITBA

CrarTsi MPUCBsIUYCHA BUBYCHHIO O3HAK 3JI0YHMHIB, OB’ SI3aHUX 13 BUTOTOBJICHHIM
Ta HE3aKOHHUM 00irom ¢anbcuikoBaHUX JIKapChKUX 3ac00iB 3a criocoOoM omepa-
Ha YKpalHCBKOMY (hapMaleBTUIHOMY PHHKY, COCOOIB OllepaTHBHO-3HAYUMOI ITOBE-
JUHKH TI00 opraHizaiii o0iry daabcudiKoBaHHX JIIKAPCHKUX 3aC00iB, CYCHMUILHOT
HeOEe3MeKH 3JI0YHMHIB, TIOB’sA3aHUX 13 (hajbcHudiKaliero JTiKapchbKuX 3aco0iB, opraHi-
3amii JisSUTBHOCTI ONEPAaTHBHUX IMiIPO3IUTIB MO0 MPOTHIT 3JI0YMHAM, TIOB’I3aHUX
13 BUTOTOBJICHHSIM Ta HE3aKOHHUM 00iroM (aibCu(ikoBaHUX JIIKAPCHKUX 3ac001B
3aJIe)KHO BiJI OTIEPaTUBHO-3HAYMMOT MTOBEIHKHU Ta CIIOCO0IB X BUMHECHHSI.

Knrouosi cnosa: nikapcoki 3acobu, supobruymeo, garvcugikosana npooyKkyis,
Gapmayesmuunull puHOK, OnepamueHa 0bCMAanosKda.

Crarhs MOCBSIICHA H3YUYCHHIO IPU3HAKOB MIPECTYIUICHHU, CBA3aHHBIX C U3TOTOB-
JICHHEM U HE3aKOHHBIM 000pOTOM (aabCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
10 croco0y ONnepaTHBHO-3HAYMMOM MOBEICHHS Ha CTAIMH UX TPOU3BOJICTBA, Olepa-
THBHOW OOCTaHOBKHM Ha YKPaHHCKOM (hapMaleBTHUECKOM PBhIHKE, CII0OCOOOB orepa-
THBHO-3HAUMMOTO TOBEJICHHS B OTHOIICHHH OpPTaHM3aluu oOpameHus QaibCcudu-
IIIPOBAHHBIX JIEKAPCTBCHHBIX CPEICTB, OOIICCTBEHHON OMAcCHOCTH MPECTYIICHNUH,
CBsI3aHHBIX C (hajbcuUKalneil JTeKapCTBEHHBIX CPEJICTB, OpPraHU3aIMU 1A TEILHO-
CTH OIICPATHUBHBIX HOI[pa3Z[CJ'I€HI/II71 1o HpOTHBOZ[eﬁCTBPIm MpeCTYIJICHUAM, CBSA3AH-
HBIM C M3TOTOBJIICHHEM M HE3aKOHHBIM 000pOTOM (haibCUBHUIIMPOBAHHBIX JIEKap-
CTBEHHBIX CPEIICTB B 3aBUCUMOCTH OT ONICPATUBHO-3HAYNMOT'0 [TOBEICHHS U CIOCOOO0B
UX COBEPIICHUS.

Kniouesnle cnosa: nexapcmeennvie cpedcmed, npou3eo0cmeo, Gaibcuuyupo-
BAHHAsL NPOOYKYUSL, (PapMayeemuyeckull PblHOK, ONepamueHasi 06CMaHo8Ka.

The article is devoted to studying the signs of crimes connected with the manufac-
ture and illegal circulation of counterfeit medicines by the method of operatively sig-
nificant behavior at the stage of their production, operational situation in the Ukrain-
ian pharmaceutical market, methods of operatively significant behavior in relation
to the organization of circulation of counterfeit medicines, public danger of crimes
connected with falsification of medicines, organization of operations of operational
units against committing crimes related to the manufacture and illicit trafficking of
counterfeit medicines, depending on operatively meaningful behavior and methods
of their accomplishment.

Key words: pharmaceuticals, production, counterfeit products, pharmaceutical
market, operational environment.
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Beryn. Hebe3neka HEKOHTPOIBOBAHOT CYCHIJIBCTBOM «TiHBOBOI» CKJIQJI0BOI YaCTHHU (ap-
MAIIeBTHYHOTO PUHKY MOJIATA€ HE TUILKHU B 3aMOISIHHI iCTOTHOT IIKOIU 37I0POB’ 10 HACEIICHHS, a Ta-
KOK MaTepiaibHOT0 30UTKY CyCIIBCTBY Ta IPOMAITHAM, a i Y 11 HOTEHIIiHIN MOXKIIBOCTI JAecTa-
O1izanii corianbHOT i EKOHOMIYHOT CHCTEM KpaiHu. MaciTaOu 1 BIUIMB TAKOi CKJIaJ0BOT YaCTHHU
(hapMaIeBTUYHOTO PUHKY TaKi, M0 3HUKAIOTHh CYNMEPEYHOCTI MK OQIIIHHOI Ta HEOPIIIHHO
€KOHOMIYHOIO JISUTBHICTIO 11 Cy0’€KTIB, BIIOYBAEThCS YTBOPEHHS 1 BIITBOPEHHS MapajelbHUX CO-
iaJTJbHO-EKOHOMIYHUX CTPYKTYP 11032 MEKaMH NPAaBOBHUX BITHOCHH. SIK HACIIIOK, CTAIH HEPIAKH-
MU BHITaJIKH, KOJHM HABITh Ha JICTAILHUX (papMaIleBTUYHUX 3aBOJIAX 3/IIHCHIOETHCS BUPOOHHUIITBO
nigpobnenoi npoaykii [8, ¢. 165].

3a3HavyeHa npodiiemMa AUKTYE HEOOXiIHICTh 00’ €KTUBHOTO OLIHIOBAaHHS MPOIIECiB, IO BiJl-
OyBaroTbcs B Wil cepi BIAHOCUH, Y TOMY YHCHI 1 3 TOYKH 30py KOHIEHTpalii 3ycuib MpaBoOXo-
POHHHX OpPraHiB Ha IPOOJIeMaxX BUSBICHHS Ta JOKYMEHTYBaHHS 3a3HAYCHUX 3JI0UHHIB.

OxpeMi MOMEHTH TPOOIIEMHUX TTHTaHb, ITOB’3aHUX 31 3JIOYHHAMH y c(epi BUTOTOBICHHS
Ta nonMpeHHst haabcu(iKOBAaHUX JIKAPChKHUX 3aC001B JOCIIKYBaJIU Taki HayKoBIl, sk [ A. Bap-
nmaustH, O T'yk, PJI. Hapara, O.M. Kapnam, [.A. KoBanenko, P.B. Mamtora, H.®. ®aiizpaxma-
HoB, M.IO. IllleBkynenxo. [IpoTe 3amumaeTscst MaIoOmOCTiHKEHUM ITHTAHHS BU3HAYCHHS O3HAK
[IUX 3JI0YMHIB 33 CIIOCOOAMH OTIEPATUBHO-3HAYMMOI TIOBEIIHKH Ha CTaJlii 1X BUPOOHMIITBA.

IMocTanoBKa 3aBaaHHsA. METOIO CTATTI € JOCTIIKEHHS O3HAK 3JIOYHMHIB, IIOB’I3aHUX 13 BU-
TOTOBJICHHSIM Ta MOIIUPEHHSAM (anbch(ikoBaHUX JIKApChKUX 3ac00iB 3a coco0aMu OrepaTHB-
HO-3HAYMMO] MMOBEIIHKM Ha cTafii iX BUpOOHUIITBA.

PesyabraTn gociigxeHHs. Y cydyacHUX yMOBax peoOpMyBaHHS CyCHUIbCTBA €KOHOMIYH1
BITHOCHHU TOCIIAI0Th YiJibHE Micle. 3MiHa XapakTepy LMX BiIJHOCHUH NPU3BOAUTH 10 BUHUKHEH-
HsS HOBHMX BHJIIB NMPOTHUIPABHUX [ii, y TOMy 4YHCIl ¥ paHille HE BiJIOMHX KPHUMiHAJIbHOMY
3aKOHOIABCTBY, IO SKHX TAaKOXX HAJEXKaTh 3TOYMHM, IO TIOB’s3aHi 3 BHTOTOBICHHSM Ta ITOIIH-
peHHsIM (abcriKoBaHUX JIIKApChKUX 3aco0iB. [lopiBHSIHA HOBH3HA MPOOJIEM, 110 BUHUKAIOTH
y 3B’SI3KY 3 PI3KOKO EKCIIAHCIEI0 Ha BITYM3HSAHUIN CTIOXKHBYHIA pUHOK (haibcu(DiKOBAHUX JTIKAPCHKUX
3ac00iB, 3yMOBMJIa BUCOKHUIT PiBEHb JIATGHTHOCTI Ta HU3BKUII PIBEHb PO3KPUTTS 3a3HAUCHHX 3J10-
yuHiB. P.J[. lapara cBiquuts, 1o HallOiIbIIa KiTbKIiCTh GanbCu(iKoBaHOT TPOMYKIIiT BUSBISETHCS
y cdepi 00iry came JiKapcbKuX 3ac00iB, aje pOOUTh BUCHOBOK, IO Taka CTAaTUCTHKA INTy4YHA,
3yMOBJICHA HasBHICTIO B KpuMiHanbHOMY KofieKci YKpaiHU OKpEMHUX CTaTei, 3a IKUMH MOKHA KBa-
mi¢ikyBaru aii ¢anbeudikatopis (IpeaMeTaMu UX cTaTel € came JTiKapcehbKi 3acodmn) [3, ¢. 33—34].

Macosi HOTpe6I/I HACEJICHHS y 3a3Ha4eHIM MPOMYKINi 3yMOBMIIA OTPHMaHHS Ha;[npn6yT-
KiB BUPOOHHUKAM JIKapChKHUX 3ac00iB, ajie TOCTIHHUI MOIUT MOPOIKYE TMOIIYK HOBHX J'IlKapCB-
KHX 3aCc00iB, 110, CBOEIO YEPTO0, CTAHOBUTH HU3KY 3arpos, JUKEPEJIOM AKHX € Pi3HI 37TOYMHHI ITOCS-
TaHHS, Hepen6aqu1 HopMmamu KprmiHampHOTO KOZIEKCY YKpaiHu, sSIKi MOKHA 00’ €THaTH TEPMiHOM,
10 BizoOpakae coliaabHO-HEOe3MeuHNi (PeHOMEH — He3aKOHHHM 00Ir (aibcr(ikoBaHUX JIiKap-
CBKHX 3ac00iB.

3aKoHO/IaBelb, BCTAHOBUBIIN KPUMiHAJIBHY BiIOBIJANBHICTh 3a (haibcudikaiito mikap-
CbKUX 3ac00iB, a00 00ir QanbcudikoBaHUX JIKAPCHKUX 3aC00iB, THM CAMHUM BH3HAB HAsBHICTh
peanbHO1 CyCHIBbHOI 3arpo3H, siIKa CIPUYMHEHa HAasBHICTIO MiApOOIeHHX JiKiB Ha (papmaneBTHY-
HOMY pUHKY Ykpainu. Kpuminamnizanis niid, moB’s;3aHUX 13 MipOOIEHHAM JIIKapChbKHUX 3ac00iB, 3y-
MOBMJIa IOTPeOy y AeTATbHOMY AOCIHIIKEHHI IIHOTO HOBOTO CKIIATy 3JI0YMHY. 3aKOHOIABY1 3MiHHU,
peai3oBaHi NUIAXOM BKJIFOYCHHS 10 KprMiHambHOTO Kojekey Ykpainu ct. 3211, 3akpinuian HOBI
HOPMAaTHUBHO-TIPABOBI TTOJIOKEHHSI, aHani3 SIKMX JIACTh 3MOTY 3pPO3yMITH CYTHICTh Ta METY TaKHX

OHepaTI/IBHa oOcTaHoBKa B YKpaiHi 00 MPOTHIiT HE3aKOHHOMY 00iry (banLCHqMKOBaHHx
JKapChKHUX 3ac001B XapaKTepU3Y€EThC NMEBHUMH TSHJICHITISIMH: BIUTMB OCOOIMBOCTEH MPEIMETIB
3II0YMHHOTO TIOCATAHHA Ta IUIIXiB 1X HAJIXOMKEHHS Ha PUHOK (TEHICHIIEI0 € Te, 10 YacTHHA
(anbcudikoBaHUX NIKAPCBKUX 3ac00IB MOTpAIUILE Y HENETalbHUM 00Ir y pe3yabTaTi BUMHEHHS
IHIIKX 37I0YMHIB (KOHTpabaH/a); MpoOIIeMH] MUTAHHS, SIKI CTOCYIOTBCS HisUIBHOCTI ONEpPaTUBHUX
MIAPO3IIIIB 13 MPOTHIIT HE3aKOHHOMY 00iry (hanbCH(iKOBaHUX JTIKapChKUX 3ac00iB, HE PO3po-
OJFOBAJIHCS 1 HE BUBYAIUCS B TCOPETUYHOMY aCIEKTi; IIepel] PaBOOXOPOHHIMHU OpraHAMH IT0CTa€e
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HU3KAa IUTaHb, [TOB’ A3aHUX 13 IPOTUIIEI0 HE3aKOHHOMY 00iry (anbcu(ikoBaHUX JIKAPCHKHUX 3aC0-
0iB, opranizaiii B3a€Moii 3 KOHTPOJIIOIOYUMHU OpraHaMu, BUSABJICHHS 1 TOKYMEHTYBaHHS BKa3aHUX
3JI0YMHIB; TIAIPYHTAM Ui e(heKTUBHOI MPpoTUAii € 0013HAHICTh ONEPAaTUBHUX MPALliBHUKIB 3 0CO-
OJIMBOCTSIMU 3JI0YMHHOI IOBEIHKH, CIIOCOOaMU BUNHECHHS 3II0OYHHIB.

ToOTo, Ha Halle TIepeKOHAHHS, 3JIOYMHHI Jii TOTYIOTBCS 33JJ0BrO 10 HAIXOMIKCHHS (halib-
CU(IKOBAHUX JIIKAPCHKUX 3aCO0IB JI0 KIHIIEBOTO CIIOKMBAaua 1 y PI3HUX BapiaHTax IMOEJIHYOThCS
y 3JIOYMHHI CXEMH, 3MIHIOFOUYHChH 3aJIS)KHO BiJl METH 3JIOYHHIIIB 1 IX MOXKIIMBOCTEH.

SIx cBiUMTH NPaBO3aCTOCOBHA MPAKTHKA, JIii, 10 MOB’s3aHI 3 BUTOTOBJICHHSAM Ta TIOIIH-
peHHAM (anbCH(iKOBaHUX JTIKAPCHKUX 3aC001B, MOXKYTh MICTUTH O3HaKH HHU3KH 3JIOYHUHIB i, Bil-
MIOBITHO, MOXKYTh OyTH KBamipikoBaHi 3a crarTsiMu KpuminanbHOTrOo Kozekcy YKpaiHH, a came:
cT. 3211 — danscudikanis mikapcbkux 3aco0iB ado o0ir (ambcudikoBaHUX JTiKapChKUX 3aC00iB;
CT. 229 — He3aKOHHE BUKOPUCTaHHA TOBAPHOT'O 3HaKa, (hipMOBOTO HaliMeHyBaHHs Ta KBaiikoBa-
HOTO [TO3HAYCHHS IOXO/DKEHHS TOBapY; CT. 3212 — MOpYIICHHS BCTAHOBICHOTO OPSIKY JOKIIIHIY-
HOTO BUBUCHHS, KJIIHIYHUX BUIPOOYBaHb 1 JepKaBHOT peecTpallii JTiKapchKuX 3aco0iB; cT. 227 —
YMHCHE BBEJICHHS B 00IT Ha pUHKY YKpaiHu (BUIYCK Ha pUHOK YKpaiHu) HeOe3MmeuHOT MPOAyKIIii;
cT. 305 — KoHTpabaH/a HAPKOTUYHUX 3aCO0IB, IICUXOTPOITHUX PEYOBHH, iX aHAJIOTIB UM MPEKYp-
copiB abo (anpcudikoBaHUX TiKapChKHUX 3ac00iB; CT. 358 — miIPOOICHHS JOKYMEHTIB, ITEYaTOK,
IITaMIIiB Ta OJIaHKIB, iX 30yBaHHS, BUKOPUCTAHHS MiAPOOJICHNX JOKYMEHTIB [4].

Takox nii oci®6 kBamigikyBanucst SK aaMiHICTpaTHBHI mpaBomopyuieHHs 3a KYnAIL:
CT. 443 — ¢panbcudixaris mKapcbKUX 3aco0iB a60 00ir (anbcudpikoBaHUX TIKAPCHKUX 3aC00iB;
cT. 512 — mopy1ieHHs npaB Ha 00’ €KT paBa iHTEJIeKTyallbHOI BIacHOCTI [5].

Yci 3a3HaueHi HOPMHM TMpaBa MPAKTUYHO MAalOTh OJUH NpeaMeT — daibcudikoBaHi JiKap-
CBbKi 3aco0wu, alie Jesiki 3 HUX HaJIar0Th MOXIIHUBICTh KBamidikarii miii ocid y pa3i MacKyBaHHs
3IIOYMHHUX JiHA (HAmpHUKIa, GarbCcu(ikoBaH] JTIKapChKi 3aCO0M MACKY€EThCS TOPTOBOK MapKOIO
BiJIoMOT (bipMu), ITOJIETTIICHHS pearizalii GpanbCHU(pIKOBAaHUX JIIKAPCHKHUX 3aC001B (HAIPUKIIAI, i/
poOJIeHHS CYNIPOBIAHUX JOKYMEHTIB). [IpakTHYHO B yCiX HOpMax peamizallisi 37I04MHHOTO 33 [yMy
nependadae yBeJCHHS B OMaHy KiHIIEBOTO CIIOKHUBa4Ya — OTPUMAHHS KOIITIB 32 JIIKapChKi 3acO0H,
110 KOIITYIOTh Ha0araTto MeHIIe, a TAKOXK MaloTh Tipiry skicTe. ToOTO mpakTnaHO (hanbcudikamis
JIKapChKUX 3aC001B CTAHOBUTH OAMH i3 PI3HOBUIIB OOMaHy — I1¢ MOXKE OyTH MOTIpIIEHHS SIKOCTI
pu 30epekeHH]I MEBHOTO TOBAPHOTO BUAY, LITyYHE MOKPAIIEHHS TOBAPHOTO BUIVIALY 3 METOIO
HaJaTH BUDISLY KOIITOBHOI ((hipMOBOi) npoz[yKni'i touro. Takuil oOMaH MOB’S3aHUI HE TUIBKH
3 BUTOTOBJICHHSIM JIIKQpCHKUX 3aC001B, a i1 3 X pean13au1€10 Tomy Mu Hl,[[TpI/IMy€MO aymky PJ1. Jla-
parwy, SIKUii BBaXkae, 10 TIPH BUTOTOBIICHHI Ta peaizalii (pambcudikoBaHHUX JTiKapchKUX 3ac0o0iB il
3JIOYMHIIB MOXKYTh OyTH KBasti(ikoBani 3a cT. 190 KK Ykpainu «IllaxpatictBo» [3, c. 37].

ToOTO Ha KOKHOMY 3 €TaIliB 3JI0YMHHOT JISTLHOCTI (SIKi MU PO3IVISIAEMO B paMKax orepa-
THUBHO-3HAYMMOT MTOBEJIIHKM), i1 0Ci0, SIKi OpraHi30BYIOTh Ta 3IHCHIOIOTH 00IT (abch(ikoBaHUX
JIKapChKUX 3ac00iB, MOKHA KBaTi(hiKyBaTH 3a MEBHIUMH cTAaTTIMH KpruMiHaIBHOTO KOJEKCy YKpa-
fHH. /Iy BUpIIIEHHS 3aBAAaHb ONEPaTUBHO-PO3LIYKOBOI MiSUTBHOCTI 3aMano CIiJiB, IO 3aJIHIIAE
3JI0YMHENb MiJ] Yac MiJrOTOBKY, BANHEHHS Ta IPUXOBYBAHHS 37104nHY. ONepaTUBHUX MPAI[iBHUKIB
y Me)KaxX BUBYCHHS CIIOCOOY 3JI0YMHY LIKABUTh yCS CUCTEMa B3a€MOIIOB’ I3aHUX Ta B3a€EMO3YMOB-
JICHUX Ji1, 32 TOTIOMOT 010 AKHX 3JIOYMHELb J0CATAa€ CBOET METH, TOMY HEOOX1JTHO BHOKPEMITIOBATH
HE BJIACHE CIOCi0, a OrepaTuBHO-3HAYMMY MOBEIHKY 0Ci0, SIKi TOTYIOTh, BAMHIOIOTH 00 BUMHUIIH
3JI0YHH.

OnepaTHBHO-3HAYMMA ITOBEJIIHKA B KOHTEKCTI BAMHEHHS 3JI0YHHIB, IO ITOB’S13aH1 3 BUTOTOB-
JICHHSIM Ta TOMIMPEHHM (habcH(DIKOBAHUX JIIKAPCHKUX 3aC001B, CKIIAAETHCS 13: 3TOYMHHUX i,
CIPSIMOBAHUX Ha OTPUMAaHHS SIK OKPEMHX CKJIaJIOBHX SJIEMEHTIB (aKTHBHHUX 1HTPEIEHTIB), TaK 1 BXKe
TOTOBHX JI0 B)KUBAHHS (hasibCH(PiKOBAHMX JTIKAPCHKUX 3aC00iB; 3MOYNHHMX i, CIPSIMOBAHUX HA iX
Jeranizaiiro, a0o MPUXOBYBaHHS JKepes HAAXOMKEeHHS (TOOTO, yBeIeHHs B 3aKOHHHIA 00ir); 3110-
YUHHUX Jil, COPAMOBAHUX Ha OTPUMaHHs MOXKIIMBOCTEH peanizalii (haibcudikoBaHUX JIIKAPCHKUX
3ac00iB; 3MOYMHHUX Jil, CIPAMOBAHUX Ha peaizauito (aabcu]iKoOBaHUX JIKAPCHKUX 3acO0iB.

[I{o cTocy€eThCst 3MOYMHHUX Jil, COPIMOBAHUX HA OTPUMAHHS Y PO3IOPSAHKEHHS 3I0YMHIIIB
CKJIAZIOBUX YaCTHUH 200 TOTOBHX J0 BXKUBaHHs (DaIbCHU(PIKOBAHUX JIIKAPCHKUX 3aCO0IB, TO Omepa-
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THBHO-3HA4YMMa MOBEJ[IHKA 3aJIe)KUTh BiJ IUISIXIB HAXOPKEHHS 3a3HAYEHUX TMPEAMETIB, O SKUX
HaJIe)KaTh: YBE3eHHsA Ha TepuUTOpito YKpaiHu (anbcuikoBaHUX JIKApChKUX 3ac00iB; YBE3EHHS
Ha TePUTOPiI0 YKpaiHU aKTUBHUX (papMalleBTUUHUX iHrpenieHTiB (ADI), ki y HOAAIBIIOMY BUKO-
PHUCTOBYIOTHCS JIJISl BATOTOBJICHHS (DabcH(iKOBAaHHX JIIKAPCHKUX 3aC001B; BUPOOHHUIITBO (hasibCH-
(hikOBaHUX JIKAPCHKUX 3aCO0IB HA JICTAIBHO JIIOYMX IMiIPUEMCTBAX; BUTOTOBICHHS (haibcrudi-
KOBaHHUX JIIKAPCHKUX 3aCO0IB Ha HEJETATbHUX MIANPHEMCTBAX; BUTOTOBICHHS (haibCch(iKOBaHUX
JKapChKHX 3ac001B Oe3MmocepeIHhO B alTekax; MOBTOPHE YBEACHHS B 00IT BXKe CITUCAHUX (32 Pi3-
HUMM ITiJICTABaMH) JIIKAPCHKUX 3aCO0iB.

1o crocyeThcs yBe3eHHs Ha TEPUTOPiI0 YkpaiHu (anbcu(ikoBaHUX JTIKAPCHKUX 3aC00iB,
TO BOHO MOXKE€ OyTH 3/iHiCHEHO B Takuii croci0: yBe3eHHs (anbcu(ikoBaHUX JIKAPChKUX 3aC00IB
JUCTPUO IOTEPHUMHE Cy0’ €KTaMH TOCIIONAPIOBAHHSA, 110 3apeECTPOBaHi B O(IIOPHHUX 30HAX; MPH-
n0aHHS 32 KOPJOHOM 32 HU3bKMMHU LIHAMU JIIKapPChKUX 3aC001B, B AIKUX CKIHUMBCS a00 CKIHUYETh-
Csl TEPMIH TIPUIATHOCTI, 3 METOIO MOJAJIBINOI MepeynaKkoBkH |13, c. 45]; koHTpabaH/IHE BBE3CHHS
i BUDISAOM IHINIMX TOBapiB; KOHTpaOaHIHE BBE3CHHS 3 IPUXOBYBAHHSM BiJl MUTHOTO OIJISITY
(crocoOu po3msiIanucs HAyKoBISIMU [9, ¢. 229—235]); xoHTpabaH IHE BBE3CHHS IIJISIXOM OpTaHi-
3aiii «(pIKTHBHOTO TPAH3UTY»; BBE3CHHS UISTXOM BUKOPUCTAHHS KOPYIIIIHHUX 3B’ S3KIB Y METHUX
opranax 0e3 MUTHOTO JCKIapyBaHHS.

CrnocoOu yBe3eHHS Ha TEPUTOPiI0 YKpaiHM aKTHBHUX (hapMalleBTUYHUX IHIPEIi€HTIB, SKi
B IIO/IJIBIIIOMY BUKOPHCTOBYIOTHCS B IIPOIIECI BUTOTOBNEHHS (habCH(PiKOBAHUX JIIKAPCHKUX 3aCO-
01B MPAaKTUYHO 1ICHTUYHI MONEPEAHBOMY CIOCOOY 3 MEBHOIO BIAMIHHICTIO: HEMOXJIUBICTb IPH-
TATHYTH 0Ci0 10 BINOBIJANBbHOCTI 3a Taki Ail (Ha BiAMiHY BijJ KOHTpaOaHIHOTO BBE3eHHS (asibCu-
(ikoBaHUX JTIKapCHKUX 3ac00iB, 32 10 IepeadaueHa KpUMiHATBHA BIAMOBINAIBHICTB).

Crnocobu orepaTHBHO-3HAYMMOI TOBEMIHKM IIOMO OpraHizamii obiry QanbcugikoBaHuX
JMKapChKUX 3aCO0IB MOKHA BHOKPEMHTH 33 IBOMa OCHOBHHMH HaIlpsSMaMH: TIPH BUPOOHHIITBI
(anpcuikoBaHUX JIKAPCHKUX 3acO0IB Ha JICTAIBHO JIFOYHMX MIMPUEMCTBAX Ta X BUTOTOBJICH-
HI Ha HEJETAIBHUX BUPOOHUNTBAX («ITIAMUIBHUX [IeXax»). Y MepIIoMy BHIIAAKY 0COOH, SKi BUH-
HSIIOTH 3JI0YMHH, CTBOPIOIOTH BPA)KEHHS MPABOMIPHOCTI Ta JICTATBHOCTI CBOET MiANIPUEMHHUIIBKOL
(rocriomapcehkoi) isIbHOCTI. BoHM JieralibHO peecTpyrOThCs B OpraHax JepKaBHOT BIIaJin, TEPUTO-
pilaJbHUX MOAATKOBUX OpPTaHax, BIAKPUBAIOTH PO3PAXYHKOBI paXyHKH B OAHKIBCHKHX yCTaHOBAX,
OpEeHIYIOTh O(iCHI MPUMIIIEHHS, B OKPEMHUX BHIaJKaX MalOTh BJIACHI CTOPIHKU B Mepexi [HTep-
HET, Ha SIKUX PeKJIaMyIOTh BUTOTOBIIEH] JIiIKapchKHX 3aco0iB [3, c. 40].

Mu HaBMHUCHE BHOKPEMIJIH BHPOOHHUIITBO BiJ BHTOTOBICHHS (paibch(piKoBaHUX IiKap-
CBKHX 32Cc00iB, OCKUIBKHA MH TIOTOIKY€eMOCs 3 00rpyHTOBaHOIO 1yMKoto O.I". ['yk cTocoBHO pi3HO-
IO 3MICTOBHOT'O HAITOBHEHHS IMX TepMiHiB [2, ¢. 30-32] i, BIAMOBIAHO, MU BU3HAYAEMO Pi3HI BUIH
OTIePAaTHBHO-3HAYNMO] TIOBEIIHKH.

BupoOuunrBo QanbcudikoBaHNX JIKAPCHKUX 3aco0iB — e i, HalliJeHI Ha CTBOpPEH-
Hs JIIKAPCHKUX 3ac00iB, KUIBKICHUN Ta SKICHUU CKIIaja SKUX HE BIAMOBiZa€ BUMOTaM YHHHOTO
3aKOHOAABCTBA B cepi (papMaIieBTHUHOTO PHUHKY. Bu3HaYeHHS BUPOOHUIITBA JIIKApCHKUX 3aC00iB
3akpimiene B Hakasi MiHicTepcTBa 0XOpoHU 3710poB’st Ykpainu [10], ne 3a3HaueHO, 110 BUPOO-
HUITBO JIKapChKUX 3aC001B — JTiSUIbHICTB, OB’ s13aHa 13 CEPIHHUM BUITYCKOM JIIKAPCHKUX 3aCc00iB,
sika BKJTIOYA€ BCi 200 Xo4a O OfHY 3i CTajiil TEXHOJIOTIYHOIO MPOIECY, Y TOMY UUCHI 3aKyTMiBIIIO
MartepiayiiB 1 MpoAyKilii, GacyBaHHs, MakyBaHHS Ta/ab0 MapKyBaHHS, 30epiraHHs, BiIMOBITHHHA
KOHTPOJIb, BU/Iady J03BOJY Ha BHUITYCK (peati3alilo), a TAKOK ONTOBY TOPTIBIIO (AUCTPHUOYIIIO)
MIPOYKITIEFO BIACHOTO BUpOOHHMIITBA. CepiiiHe oJiepKaHHs 3a3HaueHHUX 3aC001B 03HAUYAE iX BUPOO-
HUITBO CEpisMH, 32 TICBHUM CTaHJIAPTOM (HOPMOIO, 3pa3KoM, MipHIIOM), TOOTO BOHH € THUIIOBHM
BHPOOOM, III0 Ma€ 3aJ0BOJIGHATH MEBHUM BHMOTaM IOJO SKOCTi, XIMIYHOTO CKIamy, (Gi3MIHNX
BIIACTHBOCTEH, Bary, (hopM i po3MipiB. Y koMY pasi HaeTbest mpo ofep:kaHHs (aabcnpikoBaHUX
JKapCchKHUX 3ac00iB B yMOBax (hapMaleBTUYHOTO MiJANPUEMCTBA, i TOMY HAyKOBIII BH3HAYarOTh
HOro SIK MPOMMCIIOBUH CIIOCIO BUTOTOBJICHHS JIIKAPCHKUX 3aCO0i1B.

Bupo6uuurso danscudikoBaHUX JiKapChbKUX 3aC001B Ha JIETaJbHO AIF0UYHX IMiJIPUEMCTBAX
MOB’S13aHO 3 HHU3KOIO (PAKTIB, MO 3YMOBIIOIOTH OCOOIMBOCTI OIEPATHBHO-3HAYMMOI TIOBEIIHKH,
a caMe: JICTITUMHE HaIXOMKCHHS JIIKApChKUX 3aco0iB Ha (hapMaleBTHYHUI PUHOK IOB’s3aHE
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3 JIOBTUM Ta TPYJAOMICTKUM IPOLECOM cepTH]iKalii; MOXKIUBICT MiHiMi3auii (iHaHCOBUX BU-
TpaT 00yMOBITIOE AUCIIOKALIF0 BHPOOHHUIITBA HA TEPUTOPIT KPATHU; MOMKIIUBICTH IPUXOBATH BHITYCK
(danbcudikoBaHUX JTIKAPCHKUX 3aCO0IB IILIIXOM BCTAHOBIICHHS CIIEIiaJbHOTO KOHTPOIBHO-IIPO-
ITyCKHOTO PEXHUMY; MOXITUBICT BUKOPUCTATH MPH3HAUCHI TS peai3allii IeralbHUX JTiKapChbKUX
3ac00iB KaHATIB 30yTy — JUTsI TPOIaxy (Ganbcr(iKOBaHUX JTIKAPCHKUX 3aCO0IB.

HayxoBiii, sIKi JOCITiKYBaTU 3a3Ha4YCHI ITUTAHHS, BAOKPEMUWIIH PsiJ] CIOCOO1B BUPOOHHIITBA
(hanpcudikoBaHUX JTIKApCHKUX 3ac00IB HA JIETaIbHO Mit0uMX mianpuemctBax. Tak, H.®. daiizapa-
XMaHOB BH3HA4a€ Taki criocOOM BHPOOHMIITBA: 3 HE3AaKOHHHM BHKOPHCTAHHSM UYKHUX TOBaPHHUX
3HAKIB Ta 1HIIMX 3aco0iB iHAMBIMyami3alii, 6e3 BiAMOBiAHOT mineH3ii abo 3 MOPYIICHHSM BCTa-
HOBJICHUX CaHITapHO-EMiJIeMiOIOTTYHUX BUMOT; i3 MOPYLICHHSAM TEXHOJIOTIYHOTO IPOIIECy, IO
3yMOBJIIOE CKJIaJl 00 KiNbKIiCTh iHTPEAI€HTIB; MiIMiHA YIAKOBKU a00 1HCTPYKLIi 13 3aCTOCYBaHHS
JiKapchKUX 3ac00iB; 13 mpocTpoueHoi abo daibcudikoBanoi cupoBunu [12, c. 69].

M.IO. 1lleBKyHEHKO BHOKPEMITIOE TAaKUil CIOCIO, SIK MepeynaKoByBaHHS JTIKAPCHKHUX 3aCO-
01B, SKI HaJIAIIIIM HA MAMPUEMCTBO 3 METOKO 3HUIICHHS (K HEIOOPOSKICHI a00 TaKi, B SKMX CKiH-
YHUBCS TEPMiH 30epiraHHsi), 3 MOJAIBIION Peali3alliero K SKICHUX JiKapchKuX 3aco0iB [13, c. 45].

I.A. KoBasieHKo sIK CrIOci0 BU3HaUa€ BUIYCK Ha HEBCTAHOBIICHHX IMiIIPUEMCTBAX (asibCH-
(hikoBaHUX TKApCHKHUX 3aCO0IB 13 BUKOPUCTAHHSIM BHUCOKOTEXHOJIOTTYHOTO OOJIaJIHAHHS 13 3aITy-
YCHHSIM KBatidikoBaHux Qaxismis [7, c. 118].

I'A. BapaansH Bu3Ha4ae K CHoOCiO NOCTYNOBE 301IbIIEHHS YaCTUHU (DanbcudikoBaHUX Ji-
KapChKUX 3aC00IB y MapTisiX JIETalnbHUX JIIKapChKUX 3aco6iB [1, ¢. 55].

O.I. T'yk 3ailicHuia xBamigikainiro cnocobiB BUpOOHUIITBA, BUKOPUCTOBYIOUH IS IIHOTO
HU3KY KpHUTepiiB kiacudikarii, a came: 3a GOpMOIO BiITBOPECHHs (HE3aKOHHE KOMIIOBAHHSI yIia-
KOBKH y (opMi OopuTiHANy (TIepenpyK pPelenTypHOTO JHCTa, BUTOTOBICHHS KON JIIKAPCHKOTO
3aco0y 13 3aMIHOIO JIIF0Y0i PEYOBHHH ); HE3aKOHHE KOITIFOBAaHHS YIAKOBKH B 1HIIIH Gopmi (3aMiHa
Oy/Ib-SIKOTO KOMIIOHEHTa YITAKOBKH 3 TPHBHMIPHOTO Ha JIBOBHMIpHE TOINO); 32 PIBHEM Maiic-
TEepHOCTI (IIPOCTE BIATBOPEHHS — BUTOTOBIICHHS (ajhCU(PIKOBAHKUX JIKAPCHKUX 3aCO0IB 13 THX
CaMHX [IIOYNX PEUYOBHH; BUTOTOBJICHHS (hanbcH(DIKOBAHMX JNIKAPCHKUX 3aCO0IB 13 YaCTKOBHM
a00 MOBHMM KOIIIIOBAHHSM O3HAK JIIEH31HHOTO NMPUMipHHUKA; BUTOTOBICHHS (pasbCH(iKOBAHUX
TiKapChKUX 3ac001B 31 3HUIEHHSIM 3aC001B 3aXUCTY a00 K BiJCYTHICTh A11040T PEYOBHHHM Ta 3a-
MiHa BCIX CKJIaJI0BUX €JIEMEHTIB OPUTTHAIBHOTO JIIKAPCHKOTO 3ac00Y; 32 00CSATOM BUTOTOBJICHHS
(BUTOTOBJIEHHS OHOTO 200 Oiblle BUAIB panbcu(ikOBaHUX JIKAPCHKUX 3aC001B; TUPaKyBaHHS
(BUpOOHUIITBO) — Oararopa3oBe BIATBOPEHHS iMEHTHYHHUX MPUMIPHHUKIB (GarbCHPIKOBAHOTO Ji-
KapchKoro 3acody) [2, c. 32].

BucHoBkn. BpaxoByroun crocoOH, siki BU3HAYCHI HAYKOBISIMH, Ta KpUTEpil iX Kiacudi-
KaIlii, MU pOOMMO BHUCHOBOK, III0 CIOCOOIB 3HaYHA KIIBKICTh, KA MPAKTHYHO HE OOMEKYETHCS
y 3B’S3KY 3 MOCTIMHAM PO3BUTKOM (hapMaIrleBTHKH, & BIIMIOBITHO, 1 TOSIBH HOBUX CIIOCO0IB MiIp0o0-
KH. Mu nponoHyemo kiacuikariiro croco0iB onepaTnBHO-3HAYNMOI TIOBEIIHKHY Ha CTa il BUPOO-
HHULTBA (Pagbcr(iKOBaHUX JIKAPCHKHUX 3aC00IB 3 ypaxyBaHHSIM MOTPeO OMEpPaTUBHUX MiAPO3/iIiB
11010 BUSIBIICHHS O3HAK 3JI0YMHIB Ta 1X JOKYMEHTYBaHHS:

KiibKicHa (anbcudikalis (BUpOOHHUIITBO HEBPAXOBAaHUX JTIKAPCHKUX 3aC001B 13 MOMEpeIHIM
CTBOPEHHSM HA TUIIIKIB — OCKUTbKH 3aKOHHHI BUPOOHUK HEe Oepe Ha ceOe BiIMOBIIaIbHOCTI 32 BH-
POOHUIITBO HEBPaXOBaHOI MPOYKIIii, TO, BIIMOBIIHO, iHGOPMAILiS TPO HHOTO, 1110 BKa3aHa Ha yIia-
KOBIII, € HETIPABIUBOIO, & OTKE, JTIKAPChKi 3ac00m — (panbcrdikoBaHi; Mpyu BUPOOHHIITBI 3 BHKOPHUC-
TaHHAM O(DIIIHHO OTPUMAHOT JIIIIEH31i BiJl BJIACHHUKA TOPTOBOI MapKH — O1IbIIe, HIXK IepedadeHo
YMOBaMH YTOJIN);

— sKicHa (anbcudikaris (IUIIXOM BUKOPHUCTAHHS MiA 4ac BHPOOHMIITBA JICTITUMHHX Ji-
KapChKUX 3aC00iB PI3HMX 3aMiHHHKIB, JOMIMIOK a00 MOPYIICHHS PEUENnTyp IS 3MiHM SKiCHHUX
MMOKa3HUKIB IEBHHUX BIACTHBOCTEH (OpraHONENTHYHHX);

JIoOKyMeHTallbHa (anbcudikallis mondrae B migpoOLi JOKYMEHTIB, €THKETOK, YIaKOBOK
JKapChKUX 3ac001B, BUKOPUCTAHHI YyXKOTO TOBAPHOTO 3HAKY, 3MiHI TePMiHY MPUIATHOCTI JIiKap-
CBKHX 3ac00iB IIIIIXOM MiIpoOKH YImakoBOK. HeoOXimHO 3a3HAYMTH, IO 3MiHA TEPMIHY MPHIAT-
HOCTI HE € BJIJaCHE BUPOOHMIITBOM, BOHA MOXE 3IHCHIOBATUCS 1 IMiJl YaC BUTOTOBJICHHS Y «ITif-
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MJIBHUX LIE€XaxX», 1 MiJl 4ac BUTOTOBJICHHSA B YMOBaxX aNTekH. AJe, OKpiM HEMPaBAUBHX BiIOMOCTEH
PO CKJIAJ JIIKAPChKUX 3ac00iB, BUPOOHMKA, (anbcudikoBaHi JiKapChKi 3aCO0M MOXYTh MICTUTH
(biKTHBHE MapKyBaHHJ, IO repeadadae BKa3iBKy HA: HAWMEHYBaHHS, HOMEp Cepii, 1aTy BHUITYCKY,
TEPMIH MPHUIATHOCTI, JI03Y, CMOCIO 3aCTOCYBaHHS, YMOBH 30epiranss Ta peaiizaiii Tomo. Takox
MOYKE ITiIPOOIISITACS THCTPYKIIIS 13 3aCTOCYBaHHS.
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