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M.B. BpoHckas

Bn1agnBOCTOKCKMIA rOCYAapCTBEHHbIM YHUBEPCUTET SKOHOMMKM U cepBUCa
BnagmsocTtoK. Poccua

NMpaBoBoe perynupoBaHue chapmMmaLeBTUYECKON
AeATenbHocTU B PP: TeHAEHUMMU U NepCneKkTUBLbI
«MOAEepPHU3aLMOHHON» NOSTIUTUKN

B HacTosLLel cTaTbe NOCPEACTBOM M3yYeHUsA roCyAapCTBEHHO-NPABOBbIX OCHOB PaccMaTpu-
BAlOTCA 3aKOHOMEPHOCTM Pa3BUTUA dpapmaLeBTUYECKOM AeATeNbHOCTM B Poccuiickoin depe-
paLMM Ha COBPEMEHHOM 3Tane B KOHTEKCTe obecrnevyeHus HaLMOHANbHbIX MHTEPECOB M
6e3onacHocTU. Llenb — packpbiTb NpobieMHble acneKTbl NPaBoro peryMpoBaHns gpapmaues-
TUYECKOW AeATeNbHOCTU B CBETE HOBEMLLEN POCCUIMCKOM MOAEPHM3ALMOHHOM NOAUTUKK, UH-
TErpMpoBaTb KOHKPETHbIE NPea/IoKEHNA U FOCYAaPCTBEHHO-NPABOBbIE MHCTPYMEHTbLI B CUC-
Temy $apmMaL,eBTUYECKOro pbiHKa. Ha 0cHOBe CpaBHUTENbHO-NPABOBOrO UCCAen0BaHUsA Bbl-
/I NOJIyYeHbl BbIBOAbI O HEOBXOAMMOCTU CO3LaHMA HALMOHANbHOMO dapmaLeBTUYECKOrO
peecTtpa, OpraHM3aLMKn BbiMyCKa OTEYECTBEHHbIX JIEKAPCTBEHHbIX CPeacTB 6e3 HapylueHWs
MaTeHTHbIX MPaB B YMPOLLEHHOM MOPAAKe, AaHbl PEeKOMeHZAUMM, CnocobCTBylolME Mo-
CTPOEHUIO OTKPLITOrO AMasiora rocyaapcrsa U busHeca B papmaLeBTUYECKOM NPOMBbILLIEH-
HOCTW, Pa3BUTUIO U MOAAEPMKAHUIO YCTOMUMBOTO MEXaHN3MA UMMOPTO3aMeLLEHNA eKapCT-
BEHHbIX CPEACTB NOCPeACTBOM MHCTPYMEHTOB rocyAapCTBEHHO-4acTHOroO NapTHepPCTBa.

KnioueBble €10Ba M CNOBOCOYETAHUA: TOCYAAPCTBEHHbIE WMHBECTULMM, FOCYA3aPCTBEHHO-
YacTHOe MapTHEPCTBO, 3/PAaBOOXPaHEHWe, MMMNOPTO3aMeLleHMe, KnacTep, eKapCTBEHHble
CPeACTBa, HaLMOHaNbHbIE MHTEPECH], HaLMOHaAbHas 6€30NacHOCTb, OTEYECTBEHHbIN PbIHOK,
NpPaBoOBOE pery/MpoBaHue, NOAUTUKA, GapMaLLeBTUYECKaAs AeATeNbHOCTb.
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In this article, by studying the state-legal framework, the laws of the development of phar-
maceutical activity in the Russian Federation at the present stage in the context of ensuring
national interests and security are considered. The goal is to reveal the problematic aspects of
the legal regulation of pharmaceutical activity in the light of the latest Russian modernization
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policy, to integrate specific proposals and state-legal instruments into the pharmaceutical
market system. Based on a comparative legal study, conclusions were drawn on the need to
create a national pharmaceutical registry, organize the production of domestic medicines
without patent infringement in a simplified manner, made recommendations to help build an
open dialogue between the state and business in the pharmaceutical industry, and develop
and maintain a sustainable mechanism for import substitution. funds through public-private
partnership tools.
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cluster, drugs, national interests, national security, domestic market, legal regulation, policy,
pharmaceutical activity.

Beenenue

B HacTosIiee BpeMsi, Kak OTMEYaeTCs MHOTUMH uccienoBarensmu (A.B. Are-
xuH [1], B.E. Muxennues [2], A.A. MoxoB [3] u 1p.), Bce aKkTyanbHee CTAHOBUTCS
npobiema obecrieueH s HallHOHATILHBIX HHTEPECOB Ha (hapMalleBTHICCKOM PBIHKE.

Crparerueii HammoHanbHON Oe3omacHocTn Poccuiickoit  ®Denpeparym ot
31.12.2015Ne 683 B umcie cTpareruueckux Iiesiell oOecredeHus HAIMOHAIBHOMN
Oe3omacHOCTH B cepe 3ApaBOOXpaHEHUST 0003HAYCH KOHTPOJIb KauecTBa, 3PP eKTUB-
HOCTH ¥ G€30MacHOCTH JIEKaPCTBEHHBIX CpeACTB [4]. 3HAUMMOCTh paccMaTpHBaEMOM
cepbl 1S HAIIMOHATBHOW 0€30MaCHOCTH OTPaXXeHA B IIUPOKOM IPABOBOM PETyIUPO-
BaHuHU (papMmarieBTHUECKOro pbiHka. Tak, B 2009rony nprkazoM MHHHUCTEPCTBA MPO-
MBIIINIEHHOCTH ¥ TOproeiu Poccuiickoit ®enepanun (nanee — Munmnpomropr PD) ot
23 oktsa0pss 2009 1. Ne 965 yrBepkaena Crparerusi pa3BUTHsS (apManeBTHUECKON
npoMseinuieHHocTH Poccuiickoit @enepannn Ha nepuoxa go 2020roxa (nanee — Crpa-
terus) [5]. YpoBens passurus (hapMaleBTHYECKON IMPOMBIIUICHHOCTH B HACTOSIIAI
MOMEHT XapaktepusyeT Iurara u3z Crpareruu. «be3 Hamu4ms J0CTaTOYHOTO 0OBEMa
BBICOKOPEHTA0EIbHBIX MHHOBAIMOHHBIX MPENapaToB B CBOMX MPOAYKTOBBIX MOpTde-
JIX poccuiickue (hapMareBTHYEeCKie MPOU3BOANTENH BBIHYKIEHB KOHKYPHPOBAThH 32
CYeT IIEHBI U PEKJIAMBI, YTO, COOTBETCTBEHHO, CHIDKAET 00BEMBI CPEICTB Ha pa3padoT-
Ky HOBOMW MPOAyKIHu» [6].

B nensix pasButus v nojjepkaHud OTEYECTBEHHBIX Mpou3Boauteneid Poccus c
2012roga dopmupyer papMalieBTHUSCKUN PHIHOK B paMKax I'OCYIapCTBEHHON Ipo-
rpammel Poccuiickoit @enepanuu «PazButie (apManeBTHYECKOH M MEAUIMHCKOM
MPOMBINUICHHOCTH» YTBEPKJCHHON pacropsbkeHneM [IpaButenbcTBa oT 3 HOSOps
2012roma Ne2057p. [lo MHEHHIO AMPEKTOpa JenapTaMeHTa pa3BUTHA (apMaleBTH-
YeCKOW M MEAMIMHCKON MPOMBIIUIEHHOCTH MUHUCTEPCTBA MPOMBIIINIEHHOCTH U TOP-
roiu P®, Anekcess AnexrHa, <«TJIaBHBIM MPU3HAKOM, TI0 KOTOPOMY HEOOXOIUMO CY-
IUTHh 00 UCTIOJTHEHUHW MPUHATON MPOTPaMMBI, SIBISIETCS ITOKA3aTENb IO OTEYECTBEH-
HBIX JIEKAPCTB 10 HOMEHKJIAType TMEepeyHs KU3HEHHO HEOOXOIMMBIX W Ba)KHEHWIITNX
nekapcTBeHHbIX cpeacTB (nanee — JKHBJIC)» [1]. Eciu paccMaTpuBaTh TOJBKO 3TOT
nokasaTelnb Jonu 1o Homenkiarype nepeuns JKHBJIC, To oueBuieH poct 3aMeIieHust
JIOJIM UMITIOPTHBIX JIEKAPCTBEHHBIX TOBApOB. [lo nanHsiMm Munnpomropra P® Ha cero-
IHSAIIHAN IeHb OH cocTaBiasieT 84,5%.a B 20170511 Ha oT™MeTKe B 76,8%.Panee ore-
YECTBCHHBIC JICKAPCTBEHHBIC MpENaparhl YCTyHalld CBOC MECTO Ha HAIMOHAJIHHOM
pBIHKE UMITOPTHBIM [7, ¢. 3]. OmHako ObLT0 OBl HE BEPHBIM OLIEHHBATH yCIEX H Iep-
CTIIEKTHUBbI COBEPIIICHCTBOBAHUSI OTEUECTBEHHOTO (HapMaleBTHISCKOTO PHIHKA HCKITFO-
yurensHo no gose 3ameuenus JKHBJIC, Benp octraeTca Ooiblas 4acTh HaceJeHUs,
HEe OXBaThIBaeMas JaHHBIM CETMEHTOM JIEKAPCTBEHHBIX IMpernaparoB. TeHIeHINS M-
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MOPTO3aMEIEHHS OTEYECTBEHHOTO (apMaleBTHUECKOTO PBIHKA CYIIECTBYET, HO B
MOJTHOM 00BeMe He YKOPEHWIACh M TpeOyeT HENpephIBHOTO B3aUMOJCHUCTBHS BCEX
CyOBEKTOB (hapMalleBTUYECCKOTO PHIHKA HE TOJIBKO B paMKax Peau3alliil HMPUHSATHIX
Ha (eepaIbHOM YPOBHE CTpaTeruil u nmporpamm. PazpaboTka u BHeApEeHNE KOHKPET-
HBIX TAKTHYECKMX WHCTPYMEHTOB W TOCYJIapCTBEHHO-TIPABOBBIX Mep, KaK CIIPaBe -
BO OTMEYAETCS, JOJDKHBI «BBICTPAUBATHCS B ONPEICICHHON MMOCIEI0BATEIIBHOCTH, OT
aHallu3a CaMOOBITHBIX OCHOBAaHWM 10 OCMBICIEHHUS WHTETPATUBHBIX TIPUHIIHUIIOB,
BKJTIOYAIONINX B ce0s cBOcoOpasre M YHUKAILHOCTD IS TIOCICIYIOIIEeH uX pedopma-
UM B paMKax HOBOW IIETIOCTHOCTH, MPEAIONIAraloiiX 000OCHOBAHWE W PEATU3AIIHIO
«TpeTbero myTm» [8].

MeTomojiorngeckast 0CHOBA

MeTo10/I0THYECKYI0 OCHOBY HCCIICOBAaHUS COCTaBHJ KOMILIEKC OOICHAYYHBIX,
YaCTHBIX U CHCIHAIbHBIX METOIOB. B X01€ nccnenoBanus OyayT NpUMEHEHBI JHANICK-
TUYECKUI METOJl, CACTEMHBIN U CPAaBHUTEILHO-TIPABOBOI METO/IBI.

OcHoOBHasl YacTh

JloxTop ropuaudeckux Hayk, mpodeccop A.A. MoX0OB cuuTaET, 9TO TUOEPATHLHBII
MOJIXOJ] K PETyJIMPOBaHUI0 (hapMalleBTUIECKOr0 PhIHKA U3KUIT Ce0sl U OKA3aJICs Majio-
3G PEKTUBHBIM, 3KCIIAHCHS TOCTABIUKOB UMIIOPTHON MPOJYKIMH HE OCTaBIIsUIa BO3-
MOKHOCTEW JI1 He3aBUCHUMOCTH OTEYECTBEHHOTO (hapMalleBTUYECKOTO PHIHKA, BHE-
JIPEHUS TEPEIOBBIX TEXHOJIOTHUH W YBEIMYCHHS CIPOCA HA POCCHICKHE JICKAPCTBEH-
HbIe Tipenapathl [3]. B n1aHHOM ciydae A/ YCIEeNHON peau3aliuy [elieil mporpaMMal
rOCyapCTBY MOCPEACTBOM COYETAHHUSI CAaMOPETYIUPOBAHUS M TOCYAAPCTBEHHOTO pe-
T'YJIUPOBaHHUS HEOOXOAMMO CO3/1aBaTh YCIOBUS JUIsl BHEAPEHIUsI KJIACTEPHOTO MOAX0/1a
B 3koHOMUKe. [Ipu 3TOM yCcTOSBIIETOCS MOHUMAaHMS KjacTepa B HayYHOW JIUTepa-
Type U 3aKoHoAaTelbcTBE HeT. A.E. Boiiko moHMMaeT MmoJi KJTacTePOM «COOOIIECT-
BO (HpM, TECHO CBSI3aHHBIX OTpacieil, B3aMMHO JOMOIHSIIOMNX IPYT APYra U CIIo-
COOCTBYIOIINX POCTY KOHKYPEHTOCTIOCOOHOCTI [9]. B neranbHOM onpeeneHnu 3aK0HO-
JIaTens IePEeYHCIICHBI JIUITL TPU3HAKA POMBIILIICHHBIX KJIACTEPOB: €IUHAS 00JIacTh Jies-
TENFHOCTH; OJIM30CTh PacIoNOKEHH CYOBEKTOB KIIacTepa, X B3aHMOCBS3b JIPYT C JIPY-
rom. CrezioBaTelIb-HO, MOYKHO TOBOPHUTH O TOM, UTO B (hapMarieBTU4IecKor cdepe moj Kia-
CTEpPOM CTOUT TOHWMATh COBOKYITHOCTH OOBCTUHEHHI HECKOJIBKUX XO3SHCTBYOIIHX
CYOBEKTOB, TEPPUTOPHUATLHO OJIM3KO PACIOJIOKECHHBIX, CHEIHATU3UPYIOMUXCS Ha (ap-
MAlleBTHUECKUX TEXHOJIOTHSX, OY/Ib TO MEIUIIMHCKUE [ICHTPBI, KPYITHbIE (hapMarieBTide-
CKHE KOMITaHWU | Ap. s peanmu3aiuu JaHHOTO IOJXOJa HEOOXOAUM JSHCTBYIOIIHI
KJIACTEPHBIA TPEYTONBHUK «Hayka — TPOW3BOJCTBO — 0Opa3oBaHue». Takue oOpa3oBa-
TENBHBIE YUPEKICHUS, KaK YHUBEPCUTETHI, JIUIEH, ITO3BOJISAT 00y4aTh MEPCOHA YIaCTHH-
KOB KJIacTepa B MHTepecax JIOCTIDKEeHHS Ienei ero cozmanus [3]. Kpome Toro, «hapma-
IIEBTUYECKHE KIACTePhl MOTYT BBHICTYIIATh BAXKHEUIIIMM TOCYIAPCTBEHHO-TIPABOBBIM WH-
CTPYMEHTOM SKOHOMHYECKOTO M COLMATIBHOTO Pa3BUTHS POCCUHCKUX PETHOHOB, PEIICHUS
COLIMAILHO-3HAYMMBIX TipoOIiem [10]:

— CO3/IaHUE HOBBIX pabOYMX MECT;

— TIOBHIIIIEHNE YPOBHS HAYYHO-TEXHIUUECKOH 0asbl;

— obecrieueHne NMITOPTO3aMEIIEHIS JIEKAPCTBEHHBIX MPENapaToB;

— pa3zButue (apManeBTUKH, CO3/JAHUEC MHHOBAIIMOHHBIX MTPETapaToB,

— pa3BuTHE HHPPACTPYKTYPHI PETHOHA, B KOTOPOM pabOTaET KIIacTep».

ITockonbKy HaIMOHATBHAS MOZEITH MOJCPHU3AINH B HACTOSIIIEEC BPEMSI OPUEHTH-
poBaHa Ha 0a30BYI0 MOJIENb «TPEThEro MyTW», paspaboranHyro J. ['mmmeHcow,
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B KOTOPOH IpeaycMoTpeHa pedopma rocyaapcTsa, IpeBpalieHne ero B COUaabHOE To-
CYIapcTBO 0cO0OTO THTIA, COBMEMIAIOIIETO TII00ATBHBINA CBOOOTHBIN PHIHOK C COIHANTb-
HOIi TTOJIMTUKOM, aJIeKBaTHOW HOBBIM ycnoBusiM [11], ¢ xapakTepHoll poccHiickoii camo-
OBITHOCTBIO, OCOOCHHOCTSIMM KJIaCTepHOH (OpMBI OpraHu3anud ¥ (HYHKIMOHHPOBAHHS
neaTensHOCTH B Poccru ((hapMarieBTHIeCcKOoi, MHHOBAIMOHHOM, BEHIyPHOU H 1Ip.) OYIyT
SIBTSITBCSI YUET PETHOHAILHOTO M ATHHYECKOTO ACTIEKTOB, a TAK)KE BKIIIOYEHHE B COCTaB
MapTHEPOB OPTaHOB TOCYIAPCTBEHHON U MyHHUIIUTIATLHOM BIIACTH.

Hanuune B kjJacTepHOM CHCTEME PETryJIUPOBAHUS OPTraHOB TOCYAapCTBEHHOMU
BJIACTH — €IIIe OJIHa OCOOCHHASI HCTOPHYCCKAst YepTa U CBOMCTBO (MEHTATBHOCTH) POCCHIA-
CKOHl TOCYJapCTBEHHOCTH, YTO OTIMYACT MOAOOHYIO MHCTUTYLHOHAIBHYIO MOJIENb OT
3apyoexubix crpan (Hanpumep, CIIIA, crpansr EBponetickoro coroza). B Hactosimit
MOMEHT yCIenTHO (pyHKIHOHUPYIOT 15 apMarieBTH4eCcKuX KIACTEePHBIX MHIOTHBIX MPO-
eKTOB (LEHTpabHBbIC pernoHbl Poccun). dakTuyuecku KiacTep MpencTaBisieT coO0r HH-
BECTHLIMOHHBIN MPOEKT, a TAKKe HOBYIO MHCTHTYLHOHAIBHYIO (POPMY TrOCYAAPCTBEHHO-
YaCTHOTO TAPTHEPCTBA, MOCKOJBKY HE CEKpET, 4TO 0e3 ToCylapCTBEHHOH MOJIEPKKH U
TOCYZIapCTBEHHBIX WHBECTHIIMH YCIICIIHAs peai3alisl MMIIOPTO3aMEIeHNsT TOBapOB,
TPEATIOIArarolas HHBECTHLIMY B UHHOBAIMK (M300peTeHUs], TEXHOIOTHUH, HOYy-Xay), He-
BO3MOXKHa. B moaTBepikIeHne COMIIeMCs] Ha TOJOKUTEIBHBIN OIBIT TOCYJaPCTBEHHOTO
WHBECTHPOBAHUS (hapMarleBTHIECKON OTpaciy 3apyOeKHBIX CTpaH, TaKux Kak VHous u
Kwuraii, Tie nosis eKkapcTBEHHBIX CPEICTB MECTHOTO Tipon3BoicTBa cocTapiseT 80u 70%,
cooTBeTcTBEeHHO [12, ¢. 40] Gnaromaps rocyJapCTBeHHOMY (PUHAHCHPOBAHUIO Pa3pabOTOK
B 00JIACTH JIEKAPCTBEHHOTO 0OCCTICUCHHSI.

Opnnako 3¢ (}eKTUBHOCTh TOCYAapCTBEHHOTO CTHMYJIHPOBAHUS KJIACTEPHOTO
noaxona Ha (hapMaleBTUYECKOM PBIHKE CBOAUTCS K HYJIO 0€3 MOIIHOH 3aKOHOAA-
TelbHOU 0a3pl. B HacTosliee BpeMs OTCYTCTBYET €IMHBIN (DemepalbHbIN 3aKOH,
KOTOPBIM perIaMeHTHpoBal Obl JCSATENBHOCTh (DapManeBTUYECKHUX KIIACTEPOB.
CuuTtaeM He0OXOIMMBIM MPHUAATH UM MPaBOBYIO (OpMy, 3aKpenuB Ha (enepannb-
HOM YPOBHE JaHHBIM NMPaBOBOM MHCTUTYT B KAa4eCTBE OJHOW M3 QOPM rocynapcT-
BEHHO-YACTHOTO TMapTHEpPCTBa. «B COBpEMEHHBIX YCIOBHAX TOCYIAapCTBEHHO-
4acTHOE MapTHEPCTBO CTAHOBUTCS BaKHEHIIed u Haubosee mepcrneKTuBHOU (op-
MOH peanu3aluy KPYMHBIX WHBECTUIIMOHHBIX MPOEKTOB B COBpeMeHHOU Poccum.
I'YIl Bce wamie paccMaTtpuBaeTcs Kak OJWH M3 HanbOojee NCHCTBEHHBIX MEXaHHU3-
MOB TOBBIIICHUS Y3QPEKTUBHOCTH FOCYIAPCTBCHHBIX UHBECTUIIUH 32 CUET MPHUBIIC-
YeHHs KalmuTaja U YIpaBISCHUYECKOTO OMbITa YacTHOro cextopa» [13,c. 24]. B ue-
JSAX peanu3aliii rocyJapCTBEeHHON MONMUTHKYU B chepe pa3padOTKH U TPOU3BOJICT-
Ba JIEKAPCTBEHHBIX CPEICTB, MEAUIIMHCKOW TeXHHWKH W u3nenuil [IpaBuTenncTBO
P® npunsino [locranosnenne ot 17 despans 2011r. Ne 91. BerynuBuiee B cuiry
[ToctanoBnenue [IpaButensctBa «O denepanbHoll HeneBoii nporpamme «Pa3surtue
(hapmareBTHIECKON W MEIMIIMHCKON IMPOMBINIIICHHOCTH Poccum Ha Tepwonx a0
2020rona u manbHEHIIYIO MEPCIEKTUBY>» YCTAHOBHUIIO B KAYE€CTBE CTPATErHUECKON
LEeJIH TOCYAapCTBEHHON MOJUTHKU B cepe JeKapcTBEHHOro0 O0ecredyeHus co3za-
HU€ YCJIOBUH U MEepexo]l Ha HHHOBAIMOHHYIO MOJENb Pa3BUTHS, IPEATOIAT A0y IO
¢bopMupoBaHUE KOHKYPEHIIMM B OTEYECTBEHHOW (apMHUHAYCTpWUHU, YCTpaHEHHE
OIOpOKpaTHUYECKUX OaphepoB, pa3BUTHE PETMOHAIBHBIX U MECTHBIX NMPOU3BOAMTE-
Jiel, yCUIIEHHUE Mep TOCYJIapCTBEHHOM MOIepKKH. «IIpr 3TOM MHHOBAIIMOHHAS MO/IENb
Pa3BHUTHSI OTPACITH BO3MOXKHA TIPU YCIOBHH, YTO TOCYAapPCTBO BO3BMET Ha CE0sl OCHOBHYIO
HArpys3Ky Io 3amycKy WHHOBAIMOHHOTO IUKIa B otpacin» [14,c. 127].3nech npescTas-
JISIETCsl, YTO TOCYAApPCTBEHHOE MOOLIPEHHE WU CTUMYJMPOBAHME MOJEPHHU3ALMOHHOTO
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IpolLiecca BHEIPEHHS TaKOW MHCTUTYLIMOHAIBLHOM (OpMBI, Kak Kiactep, B chepy dhapma-
LIEBTUYECKON JeSTeTbHOCTH MO3BONUT Poccuy BBICTYNaTh Ha PAaBHBIX BO BHEIIHEIKOHO-
MHUYECKOH NESTENEHOCTH U OJTHOBPEMEHHO BOILIOTHTH B HAIIMOHAILHOM TIOJIMTHKE COIH-
ATLHO-JIEMOKPATUYECKHE HAaYalla POCCUICKON TOCYaPCTBEHHOCTH KaK TIPABOBON MaTpH-
1€ MOJIEPHU3ALNY poccuiickoro obmiecTsa [15].

Crnenyromas npobiemMa peaau3aniil 0TeYeCTBEHHBIX JEeKapCTBEHHBIX Mpernapa-
TOB 3aKJIFOYACTCS B CO3aHUH M 3aKPEIUICHUU JIOBEPUTEIIHHBIX OTHOIICHUH MEXKTY IPO-
W3BOJUTENIEM M KOHEYHBIM MOTPEOUTENEM JIEKapCTBEHHBIX cpencTB. « lammenT ocymiect-
BIIIET HEMPO(ECCHOHAIBHBINA BBHIOOD MPEUMYIIECTBEHHO IO JEHCTBHEM PeKIaMbI» [5].
CrupaHue TpaHeil MeXIy MPOU3BOAUTEIEM M MOTPEOUTEIEM-TIAIIMEHTOM TIO3BOJIUT OTE-
YEeCTBEHHBIM TperapaTtaM YKOPSHUTHCS Ha HAIIMOHAILHOM PBIHKE, MOCKOJBKY JTaKe MpU
HaJIa)KeHHOM TIPOM3BOZCTBE OTEUECTBEHHBIX MPENapaToB JOBEpHE K HEMY 10 CHX TOp B
MOJIHOHM Mepe He BBIPadOTaHo, a MOTPEOUTEb-TIALIMEHT CO3HATENBHO UCIIONIB3YET Mperna-
paThl HHOCTPaHHBIX Tpon3BonuTeneil. bonee croxnoe dunocodckoe noHMMaHue cBoOO-
bl KaK JTOBEPHSI K BIACTH (a HE y4acTHe W KOHTPOJIb) — OJIMH M3 BaKHEHIHX (HakTOpOB
CO3JTaHMsI CAaMOOBITHOM POCCHIMCKOM TOCYIapCTBEHHOCTH, JOJDKHO OBITH 3aJI0KEHO B OC-
HOBY IIPAaBOBOM CBSI3M MEXKTY TOCYAapPCTBOM-TIPOU3BOIUTEIIEM JICKAPCTBECHHBIX CPE/ICTB U
noTpeduTeneM Ha COBPEMEHHOM dTarle pa3BUTHS M COBEPIICHCTBOBAHMS (papMarieBTHIe-
CKOTO phIHKA. <dIOBBIIEHUIO CTIpOca CIOCOOCTBYET OTKPBITHINA IHAJIOr TOCYIapCTBa U
OusHeca B (papMaleBTUUECKON MPOMBIIIIEHHOCTH, THOKOE 3aKOHOAATENILCTBO B cdepe
(hapMalieBTHKH, IMUPOKas pPeKiiaMa OTEYECTBEHHBIX NpernapaTtoB, TpaHcdep B Poccuro
TEXHOJIOTHIA TIPOW3BOJICTBA, MEPETIOATr0TOBKA KaJIPOB, aJbTEPHATHBA BBIOOpA Pa3THIHBIX
OTCUCCTBCHHBIX TPOU3BOJIUTEIICH, TOCTYITHOCTh IICHBI JICKAPCTBECHHBIX TPETIapaToB U 3a-
Kaza» [1].

[anee octanoBuMCs Ha (haKTOpax, CBA3aHHBIX C HECOBEPIIIEHCTBOM WHCTUTYTA Ipa-
BOBOM OXpaHBI PE3yJIbTATOB HHTEIUIEKTYyAIbHOW NEATEIBbHOCTH, CIACPKHBAIOIINX
MOJICPHU3AIMOHHBIEC TTPOIIECCHl (PapMaIleBTUUYECKON JesTenbHOoCTH. [laTeHToBaHMe
OTCYECCTBEHHBIX JICKAPCTBEHHBIX MPENapaToOB TOPMO3UT MX BBIXOJl HA HAIMOHAb-
HbIA (papmarieBTHUECKUl phIHOK. Tak, Hanpumep, «DenepaabHOl Clyk00H 0 UH-
TEJNCKTYanbHOW COOCTBEHHOCTH (fanee — PocmaTeHTOM) 4acToO yCTaHABIMBACTCS
OTCYTCTBHUE N300peTaTEILCKOTO YPOBHS Y HOBOTO JIEGKAPCTBEHHOTO Ipernapara, 4To
CJIy’)KAT OCHOBaHHMEM Il OTKa3a B Bbigaue matenta» [2]. [IpocnexuBaercs ocma-
puBaeMoCTh pelieHu PocnaTeHTa B CyjJe MO HMHTEIJIEKTyalbHbIM mHpaBaMm. Ha-
npumep, «1o nexy Ne CHUI1-134/2013cya mo MHTEIICKTYAIbHBIM MpaBaM MPHUXO0-
JUT K BBIBOJY, YTO M300pETEHHS 1O HE3aBUCHUMBIM MyHKTaM (OPMYIBI OCHapH-
BaeMOTr0 MaTeHTa TaKXXe HE COOTBETCTBYIOT YCIOBHIO MATEHTOCIOCOOHOCTH «H30-
Operatenbckuii ypoBeHb» [16]. Jloka3piBaHue MpaBa Ha MATCHT B (apMalreBTHYC-
CKOH cepe MpakTUYECKH HEBO3MOKHO, 3TO TMOATBEPKAACTCS HEOONBLIONW CTAaTH-
CTHKOW IO MaTeHTHBIM jenaM B Poccum. It co3manust 3pPeKTHBHOTO JIeKapCT-
BEHHOTO TIperapara MPOU3BOJUTEIN HE MEHSIOT OPUTHHAIBHBIA COCTAB UMIIOPT-
HOTO Tperapara, a BHOCHMbIC HECYIECTBEHHBIC KOPPEKTUBBI CIOXKHO UCIOJIb3Yye-
MBI JUISI TIOJITBEPKJEHUS €T0 OPUTHHAIBHOCTH, «B TO BpeMs KaK MpHMEHEHHue Je-
KapCTBEHHOTO cpeicTBa Ha Tepputopun PO BO3MOXHO TONBKO MPHU HATWYUU pa3-
pelIeHns], a UMEHHO PETHUCTPALMOHHOTO YAOCTOBEPEHHs JEKAPCTBEHHOr'O Ipema-
pata» [17]. Beigada perucTpaldOHHOTO yJOCTOBEPEHHUS B COOTBETCTBHH C IMO3H-
[MeH, M3J0KEHHOW B IMOCTAHOBJIEHUWU IUIEHyMa BBICIIEr0 apOUTPa)XHOTO CyAa,
«ABJISIETCSl TOATOTOBKOM K HCIIOJNB30BAHUIO JTOTO CpPEICTBA, U HE SBIACTCA
HapyIICHUEM HCKIIOYUTEILHOTO MpaBa KOMIIAHUY, MMOIO0HBIC JEHCTBUS OCYIIECT-
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BIITIOTCSI B LIENAX OXPAHbI 3JOPOBHSI HACEJEHUS U COACHCTBHUSI NOCTyNa K JIEKapCT-
BEHHOMY CpeICTBY Hy K naroumxcs juip» [18].T'.I1. Usnues, pykoBoauTens PenepanabHOi
CITY>KOBI [0 MHTEIUIEKTYaJ bHON COOCTBEHHOCTH, <BUAUT BOBMOXKHOE PELICHUE MPOOIEMBI
B CO3/IaHMY BO3MOXKHOCTEH BBIITYCKa JICKAPCTB O3 MMATEHTOB, a TOJILKO JIUIIb IIPU PETH-
CTpaliy JIeKapCTBEHHBIX cpeacTB» [1]. TMomaraeM cripaBeUTHBBIM MPUMEHEHHE YIIPO-
IIEHHOTO MEXaHM3Ma BBEIEHHS B 000pOT 0coOBIX JekapcTBeHHbIX cpencts (JKHBJIC) B
LENSAX pean3alii HalMOHAJIBHBIX HHTEPECOB — OXPaHbI 37I0pOBbs rpakaaH PD, ¢ oqHo-
BPEMEHHBIM YCHUJIEHHEM KOHTPOJIBHO-HA30PHBIX MEXaHW3MOB, MPOTHBOIECHCTBYIOIINX
TIPOHVKHOBCHHUIO HEHAJICKAIICH TMPOMYKIIMM HAa OTCUCCTBEHHBIM (hapMarieBTUIECKUI
PBIHOK, TIOAPBIBAOIICH TOCYAAPCTBCHHBIH aBTOPUTET, (PU3UUICCKOE U TICUXOJIOTHYECKOES
3JI0POBBE POCCUHCKOTO OOIIECTBA.

IIpu 3TOoM GopbOa ¢ KOHTpadaKTHON MPOAYKIIHEH B HACTOSAIIES BpeMs YCIOKHEHA
MHOTOYHUCIICHHBIMH TIPO(MIIEHBIME 0a3aMH JJAHHBIX, MHOTOYHCIICHHBIMU PEECTPaMU Jic-
KapCTBEHHBIX NpenapatoB (['0cyJapCTBEHHBINH PEecTp JICKapCTBEHHBIX CPEACTB, PEECTp
®denepabHOTO WHCTUTYTA MPOMBITUICHHON COOCTBEHHOCTH, peecTp Poc3apaBHam3opa,
Mumzapasa Poccrn), KOTOpbIE 3a4acTyro AyOaUpyOT APYT APYra, He 00IaaaloT pasiiniu-
TENBHON CITOCOOHOCTRIO JICKAPCTBEHHBIX CPEACTB OT MX (paHTOMOB (KOHTpadhaKTHOH mpo-
JYKIMH, QaHAJIOTOB U T.I1.). bojiee epCreKTHBHBIM HATIPABICHHEM MOKET BBICTYIIATh CO3-
JIaHHAS] POCCUHCKUMU TIPEIIPHHUMATEISIMA U (DYHKIIMOHUPYIOIIas opranmu3arms «l lnar-
¢dopma» (aHanor u opma 0OLIECTBEHHOTO KOHTPOJSI), KOTOpasi CTAaHET Y4YpEeAHTe-
neM «HannonanbpHOTO (hapmaneBTHUECKOTo peectpa». Peectp mo3Bosnser o0beau-
HUATHh W 3aKPENUTh MEXaHW3M NPOW3BOACTBA U pEaNN3alMH BCEX JIEKAPCTBEHHBIX
MpenapaToB, BEIBECTH Ha HOBBIH YPOBCHb NMATCHTHYIO 3alllUTY, JUIEH3UPOBAHUE
(dapMaleBTHYECKUX OpraHu3anuii, 0000muTe nHGopManuio 00 aKTyalbHBIX IIe-
Hax, a Tak’Ke KOHTPOJIUPOBATh IieHooOpasosanne Ha JKHBJIC [19].

BriBOABI

Takum o00pa3oM, mepen POCCHHCKAM TOCYAapCTBOM CTOWUT AlbTEPHATHBHBIN
«TPETHid MyTh» NPEOIONEHHUS TNOSpabHO-IEMOKPaTHIECKOT0 peyopMupoBanus Gpapma-
LIEBTHYECKOH IESITENIbHOCTH, B KOTOPOH OCYIIECTBIISETCS IPEEMCTBEHHAsI CBA3b JEpKaB-
HOT'O MPUHLIUIA C HPAaBCTBEHHBIMU [IEHHOCTSIMU IEMOKPATHYECKOTr0 COLMANN3Ma, peaju-
3aIii 4eMy OyIlyT CIIOCOOCTBOBATb:

Bo-nepBbIX, pa3paboTka 1 BHEAPEHHUE KJIACTEPHOIO MOAX0/A B PealM3aliiy rocynap-
CTBEHHO-TIPAaBOBOM INOJIMTHKU HMIIOPTO3AMEILIEHHs JIEKApCTBEHHBIX CPEICTB HE MEHee
90%, neranuzanus ¥ NpHIaHKE TPaBOBOK (OPMBI (apMaleBTUUECKUM Kiactepam. MH-
CTUTYLIMOHANIbHAS (hopMa KiacTepu3almy (papMarieBTUUECKOH JESTENbHOCTH SBIISETCS
OJTHVIM W3 TIPOSIBJICHHUMA MPOEKTa COITHUAII-IEMOKPATHICCKON TpaHChOpMAIMK POCCHICKOM
rOCY/IapCTBEHHOCTH, KOTJ[a HPAaBCTBEHHBIC M3MEPEHUSI (JIEKapCTBEHHOE 0OeCTieYeHNe Ha-
CeJICHUS, HapOA0COepEeKEHNE, YEIOBEYECKUI KAITMTAI) COCTABIISIOT OCHOBY ITOJUTHKO-
[PaBoOBOM TpaHc(hOpMalUK U CTUMYJIMPOBAHUS SKOHOMHMYECKOTO pocTa. XapaKTepusyst
0COOEHHOCTH POCCHICKOM KiacTepHOW (pOpMBI OCYIIECTBICHHSI B3aUMOJCHCTBHS TOCY-
JIapcTBa — MPOU3BOAUTEINS JIEKAPCTBEHHBIX MPOAYKTOB M MOTPEOUTENS, CIEAyeT YUUTHI-
BaTb MCTOPUKO-KYJIBTYPHBIH, U 3KOHOMHUKO-TEOrpaMIeCKHid acreKThl IJIs PEIeHuUs! Co-
LHAJIbHO-3KOHOMHUUECKHUX 3a/1ay. pErHOHAIbHBIN KPUTEPHl, TEPPUTOPUATIBHOE COCEICTBO
3apyOeKHBIX CTpaH, rOCYIapPCTBEHHOE WHBECTUPOBAHUE M PABHONPABUE B YIPABICHHH,
COBEPIICHCTBOBAaHUE MHHOBAIIMOHHOTO IMOTEHLMAja, PaclIMpeHue o0pa3oBaTelib-
HBIX IIPOEKTOB.

Bo-BTOpBIX, HCIONB30BaHKE OOJIEe CIOKHOTO (HHUIOCOPCKOro MOHUMAHHUSI CBOOOIBI
KakK JIOBEpHsl K BIIACTH (2 HE yJacThe M KOHTPOJIB) IOJDKHO OBITh 3aJI0KEHO B OCHOBY TIpa-
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BOBOH CBSI3M MEXIy TOCYIapCTBOM-TIPOM3BOJHUTENEM JIEKAPCTBEHHBIX CPEICTB U MOTpe-
OuTeNeM Ha COBPEMEHHOM 3Tarle Pa3BUTHS U COBEPIIICHCTBOBAHUS (hapMaIleBTHIECKOTO
pbiHKa. [IOBBIIICHNIO CIpoca CIIOCOOCTBYIOT YBEITUUCHUE KOJIMYECTBA HEKOMMEPYECKUX
opranuzaiii B cdepe KOHTPOIS M HAA30pa JICKAPCTBEHHOTO OOECTICUCHMs, aKTHBHOE
B3aMMOJICHCTBHE TOCY/IAPCTBA U YaCTHOTO CEKTOpa (apMIIPOM3BOIUTENSI, KOHTPOJIb Jiesi-
TENIFHOCTH MEIMITUHCKUX TPEICTaBUTENeH (papMarieBTHUeCKO MPOMBIIUICHHOCTH, 0110~
KUPOBAaHUE 3JI0HAMEPEHHBIX COTJIAIICHUH CyOhEKTOB alTeYHON CHUCTEMBI U (hapMITPOH3-
BOJIUTEINEH, HAPYIIAIONINX KOHKYPEHIINIO U 3IIOYIIOTPEOIISIONMNX CBOUMH TIpaBaMH, Tpe-
JIOCTABJISIOIINX MOTPEOUTENIO HEMTOMHYIO0 HH(POPMAIIHIO O JICKAPCTBEHHBIX TOBapax M MX
MIPOU3BOIUTEIIAX, & TaKkkKe TpaHchep B PoccHIO MHHOBAIMIOHHBIX TEXHOJIOTHI TPOU3BO/I-
CTBa JICKQPCTBEHHBIX TPENapaToB, MEPEIOroTOBKa KaapoB, aJbTEpPHATHRBA BEIOOpa pa3-
JIMYHBIX OTEYECTBEHHBIX MPOU3BOAUTENECH, JOCTYITHOCTD IIEHBI JIEKAPCTBEHHBIX TIperapa-
TOB W 3aKa3a, CTHpPaHHE TpaHed HEeMOBEpUS MEKIY MPOU3BOIUTEIIEM M TIOTPEOUTEIEM-
MAIMEHTOM, TIOCKOJIbKY B HACTOSIIIM MOMEHT Ja)X€ MPHU HAJAKCHHOM MPOHM3BOJICTBE
MpenapaToB Ha OTEYECTBEHHOM PBHIHKE JOBEpHE K HEMY N0 CHX IOp B IOJTHOM Mepe He
BBIPa0OTAaHO, a TOTPEOUTENb-TIAIIMEHT CO3HATENIFHO HCTOJIB3YET IMpenapaTbl MHOCTPAH-
HBIX TIPOU3BOJTUTEIICH.

B-tperpux, co3manue u BeaeHne HammonanmpHOTO (apMarieBTHUECKOTO peecTpa
(nHCTHTYLIHOHATIBHAS (hOpMa OOIIECTBEHHOTO KOHTPOJIS) TTO3BOJIUT KOHTPOJIHUPOBATH
MEXaHHU3M MPOU3BOJICTBA U PealTU3allui JICKapCTBEHHBIX MPEIapaToB, BECTH UX YYET,
HaJJIe)KaIee JOKYMEHTAIBHOE O(GOpPMIICHUE, OTINYANOIISe OT KOHTPA(aKTHOH Mpo-
OYKIMA ¥ OoOecleynBaroiee 3alluTy HWHTEIIEKTYaJIbHBIX IMpaB MPOW3BOIAUTENCH U
oxpaHnsiolee 310poBbe Hacenenust Poccuu.
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