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He3akoHHass TOpProsisi NOAJIEIBHBIMM JICKAPCTBEHHBIMM IIpEMapaTaMU YxKe
JAaBHO TpuoOpena riodanbHbBIA XapakTep. B HacTOSIIMHA MOMEHT 3TOT «OU3HEC»
ABJIIETCS OJHUM M3 CaMbIX NPUOBUIBHBIX B MHUpPE, yCTylas pa3Be 4YTO TOProOBJE
HapKOTHUKAMH WITH OpyxueM [5].

[lopnenpHple mpenapaTbl B OOJBIIMHCTBE CIY4YaeB OTJIMYAIOTCS MO CBOEMY
XUMHUYECKOMY COCTAaBy OT OPUITMHAJIOB, M B JIy4lIEM CIy4ae MOTYT HAaHECTH JIETKUU
Bpell 310pOBbIO, & B XYy/JIIEM — CTaTh IIPUYMHON JIeTaabHOro ucxona. Ho maxke ecinu
XUMHYECKUN cOCcTaB OyaeT MakCUMalbHO OJU30K, CTOUT Yy4Y€CThb, YTO MPOU3BOJCTBO
TaKUX I[IpernapaToB MPOXOAUT Oe3 HaJJIeKallero KOHTposii M 0e3 coOmroaeHus
CaAaHUTAPHBIX U IPYTUX HOPM.

HauGonpiuii mpoueHT NojAesioK MPUXOJIUTCS Ha JIEKApCTBEHHBIE CPEACTBA,

NOJIb3YIOIIMECS OOIBIIMM CIPOCOM y HaceneHus. Kak npaBuiio, moaaenku yxoasT Ha
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BHYTPEHHUI PBIHOK, TEM HE MEHEE, HKCIOPT TAaKUX IMPEnapaTroB COCTABIISIET OKOJIO
TIOJIOBHUHBI BCEX M3TOTOBJICHHBIX TOBapoB [1].

OTcyTCTBUE €IMHBIX KPUTEPHUEB, UCIOJb3YEMbIX CHEIHAIUCTaMM, Pa3MEpOB
HE3aKOHHOTO 000pOTa JICKAPCTBEHHBIX CPEJCTB B HAIICH CTpaHEe ONPENETUTh IMOYTH
HEeBO3MOKHO. Hamnbonee 00OBEKTUBHBIMH, MOKHO CUYHMTATh pacueTsl MUHHUCTEpCTBa
sKOHOMHUYecKoro pasutus P®. Crenuanuctsl 3TOr0 MUHHCTEPCTBA CUUTAIOT, UTO
okoi0 10% Bcex JeKapCTBEHHBIX MPENapaToB, HAXOASIIUXCS B 000pOTE, SBISIOTCS
MTOJIJIEIIKOM.

B camyto 6onbinyto rpymnmy pucka romnajar npernaparsl, peajiu3yeMble B CETU
Hureprer. Hanbomnpuryto onacHOCTs HECYT mpemnaparsl ¢ dQPexTom «Imanedo» T.e.
HE UMEIoIMe B ce0e aKTHUBHBIX BEIIECTB W IO CBOCU CYTH, SBISIOLIUECS SITIOM.
[Ipou3BOACTBO TaKMX MpPENapaToB COMPOBOXKIAECTCS HCIIOJIb30BAHUEM KOMIIOHEHTOB,
HE WMCIOIIUX OTHOWMIEHUS K (apMaKoIOTHH U 3alpelieHHBIX I CO3JAaHUs
JICKapCTBEHHBIX CPEJICTB.

[IpuopureTHoil  3amadeld  (apMaKOIOTMYECKOM  MHIYCTPUM  SBIISIETCS
obecrieueHre HACEICHHS JICTAIbHBIMU IMpenapaTaMu, UMEIONINMH JOCTYIHYIO IIEHY
JUTSL BCEX CIIOCB HaceneHus [2].

danpcuuupoBaHHbIe MpenapaTsl BhI3bIBAIOT HEJOBEpHE K (hapMalleBTHUECKUM
paboTHHKaAM, U B TJla3ax MOTPEOUTENS alTeKa CTAHOBUTCS HE rapaHTUEl KadyecTBa U
3JI0pOBbsI, @ OMACHBIM YupekaeHueM. PanbcupuKaThl NOIPHIBAIOT JOBEPUE KO BCE
CUCTEME 3/IpaBOOXPAHECHHUS.

C danbscudukanmeil jexkapcTBEHHBIX MpenapaToB BO3HHUKAET OMAcHOCTh HeE
TOJILKO IS JKU3HHU W 3JI0POBbSI TPaKJaH, HO W JUIsl JIETAbHBIX MpousBogutenei. C
NonaJaHueM MOIIEIbHON MPOIYKIIMU Ha PHIHOK, OHU HECYT KOJIOCCaIbHbIE YOBITKH,
CBSI3aHHBIE CO CHIKEHHEM TPOIIEHTA MPOAAX JIETAbHOM mpoaykiuu. Kak mpaswuio,

NoAACIKM MMCHOT MCHBIUIYIO IICHY, YCM U IIPUBJICKAIOT OOJNBIIMHCTBO HOKynaTeHefI

[4].
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Berymmenne B cwiy npaBuil  EBpazuiCKOro  SKOHOMHMYECKOI'O  COHO3a
OTrPaHUYMBAIONIUX HMMIIOPT M SKCHOPT TOBAPOB MEXAY CTpaHaMU Y4YaCTHUKAMH,
BO3HUKJIA HEOOXOJMMOCTh B CO3JaHUM CTAaHIAApPTOB OOpallleHUs JIEKapCTBEHHBIX
MpenaparoB, CUCTEMbl JIMIICH3UPOBAaHUS  NPOU3ZBOJAUTENEH, a TakKke uX
OTBETCTBEHHOCTD 3a pacrpocTpaHeHue (hanbcuuIupoBaHHON MpoayKiuu [6].

B cBia3u ¢ cozmaHueM EBpa3uiicKoro SKOHOMHUYECKOIO COr03a ObUIN
pa3paboTaHbl CUCTEMBl 3KOHOMHUYECKHX IMPABOOTHOLIEHUH B (PapMaKOIOrMYECKOM
cdepe, a Takke B chepe 000poTa JIeKapCTBEHHBIX MPETapaToB.

[Ipu »TOM HEOOXOIUMO YUYUTHIBATH, YTO HOPMATUBHO MPABOBHIE AKTHI JIOJKHBI
OBITH COTJIaCOBAaHbI W HHUKAK HE MPOTHUBOPEYHTH CTaHAapTaMm B cdepe oOpaieHus
JIEKaPCTBEHHBIX CPEICTB, OCHOBAHHBIX HA MEXKIYHAPOIHBIX HOpPMaX.

B nanpHeiimeM muaHupyertcs pazpaboTka eAMHbIX TPEOOBAHUI K MapKUPOBKE U
perucTpanuu JIeKapCTBEHHBIX CPEACTB, B COOTBETCTBUM € MpaBuiiaMu EBporeiickoro
COH03a.

['maBHas uenb co3ganHuss UHGPOPMAIMOHHON CUCTEMbI KPOETCS B 00ECICUCHUHN
3¢ (HEKTUBHOTO PEryIUPOBaHUS, a TAKXKE BCEX TPEOYyEeMBbIX BHIOB KOHTPOISL 000poTa
JIEKAPCTBEHHBIX  CPEACTB  HAa  TaMOXEHHOM  TEPPUTOPUU  €BPA3UKUCKOTO
HPKOHOMHYECKOTO COI03a C HCIOJIb30BaHWEM HH(POPMAIMOHHBIX TEXHOJIOTHH, TPH
MEPEBO3KE TOBAPOB U TPAHCIIOPTHBIX CPEJICTB UEPE3 TAMOXKEHHYIO FPaHUILY.

[Ipu BBISIBJICHHH HA TEPPUTOPUM TOCYIApCTBA MOACIAHHOIO JIEKAPCTBEHHOT O
npenapara opraH EBpa3uiicKoro 3KOHOMHYECKOTO COK3a BHOCUT HH(OpMAIUIO B
ANEKTPOHHYIO 0a3zy JaHHBIX (anbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
OOHapy>KEHHbIX Ha TEPPUTOPUU TOCYJapCTBa-ujieHa EBpa3micKOro TaMOKEHHOI'O
COH03a.

B EBpa3zuiickoMm SKOHOMHYECKOM COIO3€ YyKe pa3pabarbiBaeTcsi eauHas
MH(OpPMALMOHHAs CHUCTEMa KOHTPOJS, PaclpOCTpaHAmOIIascs Ha oOpalleHue

JIEKapCTBEHHBIX TpemapaTtoB. B eauHoit wuHGOpMANMOHHON cucteMe OyaeT
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3aperucTpupoBaHa uHpoOpMaIlus o0 cTpaHax npousBoautTensix — wieHax EADC, a
TaKXe MePeYCHb MPOU3BOIUMBIX MpernapaTos [7].

OcHOBHOM  1eNbl0  co3AaHMsl  HMHMOPMALMOHHOM  CHUCTEMBI  SBJISIETCS
s pexTrBHOE perynupoBaHue OOpaIlleHMs JICKAPCTBEHHBIMHU MpernapaTaMyd MEXIy
ctpanamu yyacTHUKaMu EADC. O9T0 m03BOJIUT rpaMOTHO MCIIOIb30BaTh UMEKOLINAECS
pecypcbl  00pbOBI ¢ (Qanbcudukanuel npenaparoB, MNpenoTBpalas MOSIBICHUE
HEKAYECTBEHHOM MPOAYKINH, KaK Ha BHEITHEM, TaK U Ha BHYTPEHHEM pPbIHKE.

JlaHHBIE O BBISBICHHBIX MOJACIBHBIX IMpemapaTrax 3aHOCITCS B DJIEKTPOHHYIO
0a3y JnaHHbIX (arbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX TmpemnaparoB. [lpu 3ToM
YKa3bIBa€TCs Ha TEPPUTOPUM KAKOTO TocyaapcTBa Obuta OOHapyKeHa MapTHs
MpernaparoB, a TakKe JaHHbIE O KOMIIAHWH, MPEAINOI0KHUTEIBHO KOTOPOM OBLIO
NPOM3BEICHO JICKApCTBEHHOE CpeacTBo [3].

3akmoueHnne. B Hacrosmiee Bpemsi  Ben€Tcs  akTHBHas ~Oopnba C
banbcudukaruent 1eKapCTBEHHBIX MIpenapaToB, pa3padaThiBalOTCs] HOBBIE CITIOCOOBI U
cpencTBa KOHTposisi B cdepe oOpallleHusl TaHHOW MPOAYKIMHU, & WHHOBAIIMOHHBIC

METOJIBI TTO3BOJISIIOT A((HEKTUBHO MCTIOIB30BATh YKE UMEIONHAECS PECYPCHI.
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