NMporHo3 Ha ctabunbHocTb. Kakoe 6yaywee
xaet papmaueBTUYECKUUN PbIHOK PP

CtaTbs 13 rasetbl: JlekapcTBeHHoe o603peHne Ne 9 10/10/2015

YBepeHHOCTh B cTabmibHOCTH (papMpbiHKa Poccuiickoit deneparuu BeIcKazaau yaacTHUKH 111

exeronHoil konpepenuun «PapmareBTuyeckuii OusHec B Poccuu: crpateruu pa3BuTHs B 3110XY
MEPEMEH).

Cpenu KpaeyroiabHBIX BOIPOCOB Pa3BUTHS (HapMaIleBTUYECKOTO CEKTOpa OBUT Ha3BaHBI
BOTIPOCHI TOCYTAPCTBEHHOTO PErYJIMPOBAHUS IIEH Ha JICKAPCTBEHHBIE CPENICTBA U3 TIEPEUHS
JKHBJIII n ynudukanus 3akoHoaTenscTBa B paMkax TamoxxeHHoro coro3a u EADC B cBs3u
¢ HayaJioM ()YHKIIMOHHPOBAHUS HA WX TEPPUTOPHUHU €IUHOTO (hapMaIleBTHUECKOTO PHIHKA
JeKapcTBeHHbIX cpenacTs ¢ 1 suBaps 2016 roga.

n puyulno BpemMs nepecrtpanBaTtbCcs

BoiBosibI, clienaHHbIe 10 UTOraM paboThl KOH(EPEHINH, BCESAIOT HAAEkKAy Ha yCTOMUNBOE
pasButue otpaciu. HecMoTps Ha Kpu3HC, pocCUNCKUN (PapMPBIHOK COXPAHUT TEHACHIIHIO

K pocTy. «Bo-nepBbIX, BO3pacTaeT KOJIMYECTBO MOKHUIIOTO HACEIEHUS, BO-BTOPBIX, JIIOIU
CTaHOBSITCA 00Jiee TPaMOTHBIMH U 00Jie€ OTBETCTBEHHBIMHU MO OTHOLIEHHUIO K CBOEMY
310pOBBIO», — IIPUBEJIA HEKOTOPBIE apPTYMEHTHI HCHOJHUTENAbHBIN qupekTop CII®O JInaus
Turosa.

JluHamuka npoaak o KOJIMUYECTBY YIaKOBOK IMOKa)KeT HEOOJIbIION pOCT, BhICKa3all

MHEHHE TeHepabHbIi AupekTop rpynnbl «DSM» Cepreii lllyask. B pyOnésom skBuBaneHre
Oyznet HabmoaaTbes cTabuibHOCTD. [10 ero MHEHHUIO, IPOrHO3UPYEMbIE TEMITBI POCTa PhIHKA
CHUBSITCS, HO TMHAMUKA OCTAHETCS MOJOKUTENbHOM, 1 B 2015 roay poct peiHKa coctaBuT 15%.
«3a nocienHue ATk JIET PHIHOK B cpefiHeM poc Ha 12%), — HamoMHUII 9KCHepT.

Yro kacaetcst ocoOeHHOCTEN TEKYILEro rojfia U 0XkuIaHui Ha Oyyiiee, SKCIepThl 00paTHiIn
BHHUMaHHE Ha HEYKOCHUTEIbHO MOBBIIIAIOLINIICS HHTEPEC K OTPACIU CO CTOPOHBI
MIPABUTEIBCTBEHHBIX CTPYKTYP, a TAaKXKe O0JIbIIIOE KOJTNYECTBO IPUHUMAEMbIX HOPMaTHBHO-
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IPaBOBBIX aKTOB. BKyme ¢ roropsieiicss HopMaTUBHO-TIpaBoBoii 6a30it EADC k koHIly rona
0Tpaciib MOXKET NOJyuuTh nopsaka 60 nokymeHToB, orMernina Jimnmg Tutosa. U3 Hux
npuMepHO 40 TOKYMEHTOB O)KHJaeTcsl B paMKax nonpaBok k @3-61. A ocranbubie 20 OynyT
KacaTbcs (hopMupoBaHus eAMHOTO peiHka EADC (BKIIIOYAIOIIEro yXke MATh CTpaH) U OyayT
HOCHUTb HaJHALIMOHAJIBbHBIN XapakTep. IHTerpanysi B HOBo€ paBoOBOE IPOCTPAHCTBO OTPEOYET
YCUJICHHOTO BHUMAHU KaK CO CTOPOHBI OM3HECa, TaK M OT PETyIATOPOB. "ITO TOT MacCcuB
JIOKYMEHTOB, KOTOPBIE OTPACIIb J0JKHA HE TOJIBKO U3YYUTh, HO U IIEPECTPOUTH COTTIACHO

MM CBOIO JIEATEIIBHOCTD B CKATbIE CPOKH K, — noauepkHyna JI. Turosa.

OnHUM U3 caMbIX 0’KHJIaeMBIX JOKyMeHTOB ocTaércs [locranoBnenue [IpaButenbcria,
pa3pabotanHoe Munnpomroprom Poccuu, ycioBHO Ha3pIBa€MOE «TPETUM JTUIIHUAN»:
OTpaHHYEHUE JIOMYCKa K TOC3aKyIKaM JIEKapCTBEHHBIX MTPErnapaToB HHOCTPAHHOTO
MIPOU3BOJICTBA MPU HAIUYHMH JIBYX JOKAJIbHBIX TPOU3BOIUTENEH. DKCIIEPTH OOMEHSUIIUCH
MHEHHUSIMU OTHOCHUTEJILHO CTaTycCa «JIOKAJIbHOTO MPOU3BOAUTENS», COTIACUBILIUCE, UTO JIJIS
dbapmoTpaciau CymecTByloT cBoM ocobeHHocTH. K nmpumepy, OHU OTMETHIIM HEBO3MOXKHOCTh
OpraHM3aIMH MOJHOTO IIMKJIa MPOU3BOJICTBA (hapMIIpenapaToB (€Cau YUUTHIBATh BCE MPOIIECCHI,
HA4YMHAas OT MPOU3BOJICTBA CHIPhS AJIsl CyOCTAHIIMM U 3aKaHYMBas YIIAKOBKOM ) Ha TEPPUTOPUU
OJIHOTO TOCYJapCTBa, T. K. (JapMalleBTUKA JaBHO cTaja Mo0albHON OTpacibio. YYacTHUKU
MEPOMPUITHS BBIPA3UIA YBEPEHHOCTb, YTO 3aKOHOIATEIH 3TO MOHUMAIOT, U B IOCTAHOBIICHUH
OyayT mponucaHbl aIeKBaTHbIE TPEOOBaHUS, YUUTHIBAIOIIHE CIICU(UKY OTpaCcIu.

KnioueBble wWarn nepesarpyskm

Bosbiioe BHUMaHUE SKCIIEPTHI YICIUIH BOIPOCY MOBBIIICHHUS () (HEKTUBHOCTH pabOThI
dapmnponsBoauTeNne, BompocaM TpaHcdepa TEXHOIOTHH, JTOKATU3AIHA TPOU3BOICTBA
¥ OCOOCHHOCTSIM UMTIOpTO3amereHus B Poccun.

«CeroiHsl UMEIOTCS ONpeeNEHHbBIC TPEIOCBUIKHA K TOMY, YTOOBI TpaHC(hep TEXHOIOTH

B (hapMalieBTUYECKON, B YACTHOCTHU B OMOTEXHOJIOIMUYECKOMH, OTPACId MOT OBl CTaTh OJTHUM

U3 JJOKOMOTHBOB MHHOBAI[MOHHOTO Pa3BUTHUS (hapMalleBTUYECKON HHIYCTPUU B LIETIOM», —
OTMETHUJI JUPEKTOP M0 IKOHOMHUKE 3ApaBooxpaHeHns 3A0 «P-®apm» Asekcanap brikos.
ITo ero MHeHu10, nepes papMoii JaBHO Ha3pesia HEOOXOIMMOCTh MPOBEICHUS TITyOOKOH
TEXHOJIOTUYECKOM MOJIEPHU3ALIMU BCEX KOMIIOHEHTOB (hapMaleBTHUECKOT0 KOMILIEKCa

Y aKTUBU3ALIMU €r0 B3aUMOJAEHUCTBHS C OTEUECTBEHHBIMU ITPOU3BOUTENSIMUA HAYKOEMKON

U TEXHUYECKH CI0XKHOM Mpoaykuuu. UToObl o6ecreunTh pa3BUTHE PEaIbHOIO
UMIIOPTO3aMEIEHHs COBPEMEHHBIX (hapMaleBTHUECKUX MpenapaToB, HEOOXOIUMO, B YaCTHOCTH,
pa3BHUBATh OTEUECTBEHHOE ITPOU3BOJICTBO MYTEM JOKaJIN3alMK B Poccuu 3amnmeéRHbIX
NaTEHTOM 3apYOEXHBIX JIEKapCTBEHHBIX CPEACTB Uepe3 TpaHchep TEXHOIOTUH U KOMIETEHIIUH.

[Tporiecc MOXKeT 3aHATh HE OJIUH O]l U OyAET BHEAPATHCS MOITAMHO, MOAYEpKHYT A. BbIKOB:
«CeromuHs TpaHcdep TEXHOIOTUH MTOMOXKET 00eCIeYuTh UMIIOPTO3aMEIlIeHIE, 3aBTPa —
pean3aluio SKCIIOPTHBIX aMOUIIUH, a TOCIe3aBTpa CO34aCT HEOOXO UMbl KOMIETEHIIUH JUIS
JIU/IEPOB HOBBIX PHIHKOB — POCCUICKUX NMPEATPUATHIN.

ITo MHEHHIO 3KcTIepTa, ceiiuac HyKHO CIENaTh Cleayrolne maru. Bo-nepBbIX, peKOMEH0BaTh
TEM OTE€YECTBEHHBIM IIPOU3BOIUTEISAM, KOTOPBIE 3TOTO €IIE HE CleIalId, HAXOAUTh U YKPEIUIATh
napTHEPCKUE OTHOUICHUS C 3apyOeKHBIMU (pUpMaMH. A TpaHC(ep YUCTO TEXHOIOTHUECKUX
aCIIEeKTOB (IIPOM3BOACTBEHHBIE MPOLIECCHI) COUETATh C TIEPEHOCOM OIIbITa B cpepe MEHEIKMEHTA,
BKJII0Yasl BOMPOCHI paboThI ¢ Kaapamu, Oyxranrepun 1 GMP. Bo-BTopbix, HE00X01UMO
IPOIOJDKUTh U aKTUBU3HPOBATH TAPMOHHU3AIIMIO HOPM M MPaBUII B chepe rocy1apCTBEHHOTO
peryanpoBaHus (apMIPOM3BOICTBA: PETHCTPALIUIO IIPENapaToB, JINIEH3UPOBAHKE

Y MHCIIEKTUPOBAHUE IUIOLIAA0K 110 COOTBETCTBHIO NpaBuiam GMP.



Onepauusna «Jlokanusauymsa»

Jlokanu3anus Mpou3BOJICTBA MOXKET CTAaTh HE TOJIBKO (PAaKTOPOM pocTa (hapMaleBTUIECKOTO
Ou3Heca, HO U MOBBICUTH YCTONYMBOCTh KOMIIAHHUH, BBIPA3HJl YBEPEHHOCTH I'eHepPaJIbHbIi
aupexTop «Canodu Ilacrep» (BakumHanbHoe moapasaenenue komnanun «Canopu») Tudo
Kpocube JleKonT. Hanpumep, uncynun, npousBoaumbiii «Canopu» Ha 3aBojie B OpioBCKoii
obnactu («Canodu-Asentuc Boctoky), mmanupyercs B 2016 roay skcoptupoBaTh B EBpory.
CoTpyAHMYECTBO C POCCUHUCKUM MApPTHEPOM B 00JIACTH MPOU3BOICTBA COBPEMEHHBIX BaKIIMH —
ouodapmareBruueckor komrnanneit «HAHOJIEK» — HOBBIN 3Tan paboThl HA pOCCHICKOM
peIHKe 11 Ppaniy3ckoro ¢papmmpounsBoautens. B centsaope «HAHOJIEK», «Canodu [Tactep»
u KupoBckas o6macts nojanucanu TpEXCTOPOHHEE COTIIAIIEHUE O COTPYIHUYECTBE B 00JIaCTH
3/IpaBOOXpaHeHHs U apMaleBTUUECKOIO TPOU3BOICTBA, HartoMHmII I-H JIeKonT. B cBoIO
ouepens npe3uaeHT komnanuu «HAHOJIEK) Biaagumup XpucTeHKO B CBOEM BBICTYIUICHUN
TaK)Ke OTMETHUJI, YTO NapTHEPCTBA C MEXIYHAPOAHBIMU KOMIIAHUSIMU B 00JIaCTH TpaHCcdepa
TEXHOJIOTH1, Iepeiaynl 3HaHU — OJIMH U3 JPaliBepOB Pa3BUTUS OTCUECTBEHHOM
(dbapmaIeBTHUKH.

BaxHblil KaueCTBEHHBIN PHIBOK OCYIIECTBUIIA U poccuiickas kommnanus «llerpoBakc @apmy»,

0 uéM pacckaszana npe3ugeHT OO0 «HIIO IlerpoBakce ®@apm» EjieHa ApxaHreJibCKas.
Henasuo «HIIO IlerpoBakc @apm» nonyuyuio paspeunieHue or MUHUCTEpCTBA
3apaBooxpaHeHusi PO Ha mosHbINA UK TPOU3BO/ICTBA |3-BajieHTHOM MHEBMOKOKKOBOM
KOHBIOTUPOBAaHHOM BakLMHbBI «lIpeBenap 13», BkiItoyaromuii Bce cTaguu NpOU3BOACTBEHHOTO
mpolecca: MPUroTOBJICHNE TOTOBOM JIeKapCTBEHHOUM (PopMbI ((popMymsiius), IEPBUIHYIO
YIIaKOBKY (PO3JIMB B OHOPA30BbBIE IINPHUIIbI), BTOPHYHYIO YIIAaKOBKY, BBITYCKAIOIINNA KOHTPOJIb
KayecTBa. DTO CTallo O(UIIUATbHBIM MOATBEPKICHUEM 3aBEPILICHUS TIepeaur TEXHOIOTHH
MIPOM3BO/ICTBA MTHEBMOKOKKOBOM BAaKIIMHBI 110 MTOJIHOMY ITUKITY OT KoMiianuu Pfizer.

TakxuM 0Opa3om, MOABOSI UTOT BBHICTYIUICHHUSIM SKCIIEPTOB, MOKHO CJI€NaTh BHIBOJI, UTO
Onarogaps peaqu3aiuy roCIporpaMMBbI 10 pa3BUTHIO (HapMalleBTUYECKON U METUITUTHCKOM
MIPOMBINIIIEHHOCTH B Poccuu co3/1an GaronpusTHINA KIUMAaT JJIsl FHBECTOPOB, KOTOPBIE TOTOBBI
HE TOJIBKO JIOKAJIM30BATh Ha TEPPUTOPUU CTPAHBI CBOM IIPOU3BOACTBA, HO U NEPENATh MECTHBIM
(bapMKOMITaHUAM PSII CBOUX TEXHOJIOTHI U KOMIIETEHIINI. A 3TO, B CBOIO O4Yepe/lb, YBEIUUNBACT
JIOJTF0 KAUYECTBEHHBIX JIEKAPCTBEHHBIX MPENapaToB HA OTEYECTBEHHOM PBIHKE U 00€CTIeYMBaACT
poccUsiHaM JAOCTYIMHOCTh BBICOKO3(D(EKTUBHBIX JIEKApCTB.



