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Ponb nekapcTB B OXpaHe
340P0BbA HaLUUW

* >90% meanUMNHCKUX TEXHONOMIA
BK/IHOYAIOT NPUMEHeHUue
NeKapCcTBEeHHbIX NpenapaTos

* [loTpebneHmne nekapCcTBEHHbIX
NnpenapaTtoB BaXKHas
XapaKTEPUCTUKA YPOBHA Pa3BUTUA
CUCTEMbI 34PaBOOXPAHEHUSA CTPAHDbI




Hona Poccnm B mnposom
dapMaLEeBTUYECKOM PbIHKE
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http://www.aipm.orag/research/globalhealth/ ®apmayesTUUecKaa NPoOMbILLNEHHOCTE U rnobansHoe 3apaBooxpaHeHue: hakTbl U Ludpbl /
Accounauns MexayHapogHblx hapmauesTudeckux npoussogutenein (AIPM) 2013r.



MeamumHa M SKOHOMMUKA

Consumption of medicines in Russia and worldwide in 2014
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http://www?2.deloitte.com/content/dam/Deloitte/ru/Documents/
life-sciences-health-care/russian-pharmaceutical-industry-2015.pdf
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[lnHamuka dpopMnpoBaHNA HOMEHKNAaTYpPb
nekapcTBeHHbIX cpeacts Poccuun
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[lona nHHOBaLUKMW Ha PbIHKE
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B OpuruHansHee npenapars B TreHepury

http://www.aipm.org/research/globalhealth/ ®apmaueBTnyeckas NPOMbILLIIEHHOCTb U rMobanbHoe 3apaBooXpaHeHmne: hakTbl
n umdpbl / Accoumauma mexayHapoaHblx  hapmMaueBTnyecknx npounssoautenen (AIPM) 2013r.
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Ponb nekapcrtB B OXpaHe
340P0BbA HALNW

* [Iporpecc megnLUMHDLI

Ha 90% onpepenaeT
NPUMEHEHMNE
MHHOBALLMOHHbIX
NNeKAapCTBEHHbIX CPeaCcTB




Perncrpauma MHHOBAUMOHHbIX 1eKAPCTBEHHbIX
cpeacts B Poccnn 2000-2016 rr
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XapaKTepUucTMka MHHOBALUUOHHOTIO
npouecca

* BuomegmumHa n PapmaueBTUKa -

nnaepbl cpeam MHHOBALLMOHHbIX
OTpacaen MMPOBOUN SKOHOMUKN

* CNINCOK CaMblIX ObICTPOPACTYLLMX
MHHOBALIMOHHbIX KOMMAaHUN MUPA
BO3rNaBAAOT bnomeguuUmMHCKme

KOMTMaHNU



NHBecTnUumM B pa3paboTky No cektopam NPOMbILLITEHHOCTU

Husectuuun B R&D B 2010 r. (8 mapa espo)
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[Mpon3BoaHTeNH NHILEBLIX MPOOVKTOB

http://www.aipm.org/research/globalhealth/ ®apmaueBTnyeckas NPOMbILLNEHHOCTL U rnobanbHoe 3apaBoOXpaHeHme: haKThbl
n undpsbl / Accounaumsa MexayHapoaHblx  apmMaueBTnyecknx npounssogutenen (AIPM) 2013r.
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dnHaHcnpoBaHMe NHHOBaLU U

Pacxoabl Ha nccnegoBaTeribCkne NPoeKThbl B
obnacTtn papmMmaLeBTUKN COCTaBSAOT:

B AnoHun 17,3% obbema npogaxk NekapcTs,
B CLLA - 15,5%
B EBponenckom Cotoze — 14,1%.

Hu ognH gpyron NnpomMbILLNIEHHbLIW CEKTOP He
MOXET NoxXBacTaTbCA CTOMb MHTEHCUBHOW
MHHOBALIMOHHOWN OEeATENbHOCTbIO

http://www.aipm.org/research/globalhealth/ ®apmaueBTMyeckas NPOMbILWNEHHOCTb U rnobanbHoe 3apaBooXpaHeHue: hakTbl

n undpsbl / Accounaumsa MexayHapoaHblx  apmMaueBTnyecknx npounssogutenen (AIPM) 2013r.
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INnpgepbl pocTta cpegn

MHHOBALIMOHHbLIX KOMMaHUW MWpPAa

EXHIBIT 1| The Large-Cap Top Ten, 2011-2015

Average annual  Market value’
Company Location’ Industry TSR (%) ($billions)

1 WE! Lot tical United States | Large-cap pharma 753 57.6
2 Allergan United States | La rma 43.3 123.2
Gilead Sciences | United States | La rma 414 1458

4 Naspers South Africa Media and publishing 41.1 59.0
5 Visa United States | Technology 35.6 188.4
S Biogen United States __ Large-cappharma 355 68.3
7 Tencent China Media and publishing 35.5 183.2
8 Netflix United States | Media and publishing 35.4 48.9
9 KDDI Japan Communication service providers 349 66.0
10 MasterCard United States | Technology 347 110.2

Sources: S&P Capital I1Q; annual reports; BCG analysis.

Note: n = the world's 200 largest companies by market value as of December 31, 2015.
'Location of the company’s corporate headquarters.

'As of December 31, 2015.




MHHOBaUUU —
OCHOBa nporpecca
3SKOHOMMUKMU CTPAHDI

M OXPaHbl 30P0BbA HAUUWU



OTeyecTBEHHbIN ONbIT UHHOBALUMN.

TpaeKTopua ABUXKEHUA OT AEN K
NPaKTU4YECKON peanmn3aummn

Noea K.2.LUlmnankoBCKoro o nonetax B KOCMOC

Co3aaHMe KOCMUYECKOW OTPAC/ I HAYKU U
TEXHUKM

TepBbl UCKYCCTBEHHbIN CNYTHUK 3eMIN

_|epBbIl7l NOJZIET YHe/1I0BEKA B KOCMOC

Kocmoapom «BoCTOYHbIN»




MHHOBaUUK B papMaKoNormm

Upea akagemuKa W.l1.[1aBnoBa - HepBU3IM KaK

OCHOBA NOCTPOEHNA TEOPUN MeaANLLINHDI
(Hobenesckas npemusa 1904 rona)

Peannsauuna naeun: akagemuk B.B.3aKycos u
akagemunk C.H.AHMYKOB — peLenTopHaa TeopuA
NEeNCTBUA NeKapCTBEHHbIX CPeaAcTB (/leHnHcKas
npemuna CCCP B 1976 roay)

B.B.3aKycoB 1 coaBToOpbI (l[0OcyaapcTBeHHasa npemmsa
CCCP B 1980 roagy 3a ®eHazenam)

H.B.KaBepunHa n coaBTopbl (focyaapcrseHHas npemums
CCCP B 1985 roay 3a 3TMO3UH /8 1976 roay komnanua Du Pont

Kynuna y CCCP nnueH3nto n Hanaguna nponssoactso u npo,u,amy
3TMO3MHaA (MHH: Mopauusun) 8 CLUA/



MHHOBauUKn B Poccuun

* NTHHOBAUMOHHAA SKOHOMMUKA
KaK TpeHa MMUPOBOTO Pa3BUTUA

* CTpaterma MHHOBAUMUOHHOIO
Pa3BUTUA Poccum




MHHOBaUMOHHOEe pa3suTne Poccuun

MakeT JNpPEKTUBHbBIX JOKYMEHTOB NO MHHOBALMOHHOMY PAa3BUTUIO
35KOHOMMKM CTPaHbI:

CtpaTternsa MHHOBaUMOHHOro pa3snTtna Poccumnckom depepaumm Ha
nepuopa o 2020 roaa (MoctaHoBneHue MpaButenbcTBa oT 8 AeKabps
2011 r. Ne 2227-p);

Ctpaternm pa3BuUTUA: HAYKU, BUOTEXHONOTUN, MEANLIMHCKOM HayKMW,
dbapmaueBTUYECKON N MeANLMHCKON NPOMBbILLINEHHOCTH

dUN «Pazsutne papmaueBTMYECKOU U MeaNLUHCKON
npombiwneHHocTn Poccninckon ®epepaumm Ha nepuog, oo 2020
roga n ganobHenwyto nepcrnektmsy» («Papma 2020%») (pacnopsmenne

MNpasutenscrea PO o1 01.10.2010 Ne 1660-p );

' P® «Passutue papmayesTnyeckom u meauLmMHCKOU

n pOM bILLNEHHOCTU» Ha 2013'2020 r (I'IOCTaHOBneHMe Mpasutenbctea PP ot 15.04.2014 Ne 305)




MHHOBaUMOHHOe pa3BuThne Poccuu

f[ocynapcTBeHHAA nporpamma

«Pa3Butne papmaueBTnyeCcKoU
npombiwneHHocTu» Ha 2013-2020 rr

(YTBeprkaeHa MNoctaHoBneHuem Mpasutensctsa PP ot 15.04.2014 Neo 305)

Llenb nporpammbl —
co3gaHne PoCcCMNCKOMN MHHOBALUMOHHOW
dapmaLeBTUYECKOU U MeANLNHCKOW

MPOMbILLJIEHHOCTU MUPOBOTO YPOBHH



«[1JopOXKHaA KapTa» pPa3BUTUA GaPMMPOMbILLNEHHOCTHU
no 2020r.

100

NHHOBaUWOHHAA
moaens

~J
(o)}

(%))
o

NHBeCcTULUMOHHAA
Mopenb

25
MUHepunMoHHaA Mogensb

[onA pblHKa B AEHEXHOM BbIpaweHun, %

0 Bpems, rogbl
2({08 20 E 2 203 7 202'0
Y Y Y ’
I. NOKANIM3UPYIOLIMA . HUMNOPTO3AMEWAIO IIKHA lil. 3KCNOPTOOPUEHTHPOBAHHbIN
ITAN ITAN aTan




[ocypapcTBeHHaA nporpamma
«Pa3Butne papmauesTnyeckom NPOMbILLNEHHOCTUR
Ha 2013-2020 rr

* [lognporpamma 3 «CoBepLleHCTBOBaHMe
rocyaapCTBEHHOro peryimpoBaHua B coepe
obpalleHnsa NeKapCTBEHHbIX CPEeACTB U
MeaNLUUHCKUX N30ennm»

* llenb noanporpammbl —

[ApMOHM3aLMA HOPMATUBHbIX MPABOBbIX
aktoB Poccumnckom depepaumm ¢
MeXAYHapoAHbIMU CTaHAAPTaMM B chepe
obpalleHnAa IeKapCTBEHHbIX CPEeACTB U
MeAUNLMNHCKNX N30e/TUN



HU3HEHHbIN UUKA
MHHOBALMOHHOIO 1IEKapCTBEHHOIO CpeacTBa
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MHHOBaAUWN




Hay4yHaa naeA

Ha pybexe HoBoro Il Tbica4enetTma npomsoLina
CMEHA NAPAOUTMbI MEOAULUUHDI

«Bce bones3Hu
OT HEPBOB»

.

«Bce bone3Hu
OT reHOBY»




Hay4yHaAa naesn

UcTopunyeckana aHanorums

XX BeK XXI| BekK
OTKpbITE aTOMHOW ‘ PaclundpoBka
aHeprum reHomMma YeroBekKa
1945 ron 2003 roa
Hauano Ha4dano
aTOMHOMW 3pbl NOCTreHOMHOW
NCTOPUN 3pbl B UICTOPUN
4yernoBeYyecTBa 4yeroBeYyecTBa




Hay4yHaa naeA

MeauumHa NOCTreHOMHOM 3pbl —

«MepgunuuHa 4 P»

INpenckasatenbHas [lpodmnaktnyeckas [epconanu- [Mpu yuactum
3npoBaHHas naumeHTa

Predict Prevent PersonalizeParticipative



MHHOBaAUWN




depepanbHbi 3aKOH oT 12.04.2010 N261-93
«06 obpauweHnn nekapcTBeHHbIX CPpeaAcTB»
depepanbHbi 3aKOH OT 22.12.2014 N2429-03
« 0O BHeceHMn naMmeHeHum B ®PeaepanbHbiN 3aKOH «06
o6bpalweHnn neKkapCcTtBeHHbIX CpeaAcTB»

Cratba 11

2. ‘D,OKIIVIHM‘-IECKOE nccnenosaHue neKapCcreBeHHoro cpeacrtead
Ana meaguunHCKoro npumeHeHumnAa nposoanTCAa B cCooTseTctesumun C

NP AdBWUJ1d MM napnexalwein nabopatopHoii npakT1ku,

YTBEPXKAEHHbIMU YIIOTHOMOYEHHbIM deaepaibHbIM OPraHOM
UCMNOJIHUTENIbHOMU BNACTU




HOpPMaTUBHO-NPABOBbIE aKTbl

* [lpnkas MunH34pPaBCOLPA3BUTUA
Poccun ot 23.08.2010 Ne/08H
«0Ob yTBepxKaeHnn MNpasu
NabopaTopHOU NPAKTUKU»



HactynaneHue «3pbl
GxP ctaHpapToB»

* NMpasuna GLP —TOCT P-53434-2009

«[MTPUHLUMNDbI Hagnexaweii
NabopaTtopHOU NPAKTUKNY

* F'OCT 33044-2014. «[IpUHUMUNDbI

HaaNneXKallen 1abopaTtopHOM NPAKTUKNY.
(Bctynun B pgeucreue c 1 asrycra 2015 r)



[MpuHunnbl GLP

YTBEpKaeH

pacnopsaxeHuem MNpaBuTenbcTea
Poccuitckont ®epepaumm

oT 8 HOA6PA 2013 . N 2067-p

NEPEYEHb

OOKYMEHTOB B OBJIACTU CTAHOAPTU3ALIUU, COBTIOAEHUE TPEEOBAHUI KOTOPbIX MUCNbITATE/IbHbIMU IABOPATOPUAMM (LEHTPAMW) NPU NPOBELEHUN NABOPATOPHbIX
MCCNEQOBAHWUA OBECTIEYMBAET COOTBETCTBUE YKA3AHHbIX UCMNbITATE/IbHbIX NABOPATOPUM (LLEHTPOB) NPUHLIUMAM HAOJIEXKALLEEN IABOPATOPHOW MPAKTUKM,
COOTBETCTBYIOLLMM NPUHLMNAM HAZJIEMKALLEN NABOPATOPHOM NPAKTUKM OPTAHU3AL MU 9KOHOMUWYECKOTO COTPYAHUYECTBA U PA3BUTUA

1. HauMoHanbHbIE U MEXKrocyaapCTBEHHbIE CTaHAAPTbI, COBM0AEHME KOTOPbLIX UCMbITaTeNbHbIMM labopaTopuamm (LeHTpamm) npm
npoBeAeHNN N1abopaTopHbIX UCCeA0BaHNIM obecneynBaeT COOTBETCTBME YKa3aHHbIX UCMbITATE/IbHbIX 1abopaTopuii (LeHTPOB)
NpPUHLMNAM Hagnexalwen nabopaTopHON NPaKTUKK, COOTBETCTBYIOLWMM NPUHLMNAM HagaexKale N1abopaTopHOI NPaKTUKK
OpraHn3aumm SKOHOMUYECKOTO COTPYAHNYECTBA U PA3BUTUA:

OCT P 53434-2009 "MpuHumMNbl HagneXxaleh nabopaTtopHOM NPAKTUKK";

FOCT 31881-2012 "MpuHUMNbI Hagnexalen nabopatopHon NpakTnkK (GLP). Ponb 1 06a3aHHOCTU pyKOBOAUTENA UCC/IeA0BaHNI B
cooTBeTCcTBMM C MpuHuMnamm GLP";

OCT 31882-2012 "MpuHUMNbI HagneXKalen nabopaTopHo NpakTUKK (GLP). OpraHusauma U KOHTPOAb apXxMBOB";

FOCT 31883-2012 "MpuHUMNbI HagnexKalen nabopaTopHoi NpakTnkKM (GLP). ObecneyeHne KayecTBa B COOTBETCTBUM C
MpuHumnamm GLP";

FOCT 31884-2012 "MpuHumMnbl HagnexKallen nabopatopHoi NnpakTukn (GLP). CooTBeTcTBME NOCTABLIMKOB UCMbITAaTE/IbHOIO LEeHTPa
MpuHumnam GLP";

FOCT 31887-2012 "MpuHumnbl Hagnexawen nabopatopHon npakTnkm (GLP). MpumeHeHune MpuHumnos GLP K
KOMMbIOTEPU3MPOBAHHbIM CUCTEMaM";

FOCT 31888-2012 "MpuHUMnbl HagnexKallen nabopatopHoi npakTukn (GLP). Ponb 1 06a3aHHOCTU CMOHCOpPa B COOTBETCTBUM C
MpuHumnamm GLP".

2. MesrocyaapcTBeHHble CTaHA4aPTbl, coObAtogaemMble UCTbITaTENbHbIMKW NabopaTopuamM (LeHTpamu) B
3aBMCMMOCTM OT BMA0B NPOBOANMbIX 1abOPaATOPHbIX MCCNEA0BAHMIA:

FOCT 31885-2012 "MpuHUMNbI HaaNexKallen nabopatopHoi npakTuKK (GLP). MpumeneHune MpuHumnos GLP K uccnegoBaHmam B
nonesbix ycioBuax";

FOCT 31886-2012 "MpuHuMnbl Hagnexawen nabopatopHon NnpakTnkK (GLP). MpumeHeHune MpuHUMNoB GLP K KpaTKOCPOYHbIM
uccnepoBaHmnam";

FOCT 31890-2012 "MpuHUMnbI HaaNeKallen NabopaTtopHol NpakTUKK (GLP). Opranusaums v ynpasaeHue nccnegoBaHUAaMM,
NPOBOAMMbIMM Ha HECKOIbKMX MUCMNbITAaTENbHbIX NAOWaAKax";

FOCT 31891-2012 "MpuHumMnbl HaanexKallen nabopatopHoi npakTukn (GLP). Mpumenenmne MpuHumnos GLP K nccnegoBaHmam in
vitro".


consultantplus://offline/ref=243673EDB5CCE148CADF7EF53C970D82F2831443787732D0AAA0495D76I8MFH
consultantplus://offline/ref=243673EDB5CCE148CADF7EF53C970D82F2831443787732D0AAA0495D76I8MFH
consultantplus://offline/ref=243673EDB5CCE148CADF7EF53C970D82F2831443787732D0AAA0495D76I8MFH

[TpnHunnol GLP

*  MOCTAHOBJ/IEHWE NPABUTE/IbCTBA POCCUUCKOWU ®EAEPALUNA

ot 17 pekabpsa 2013 r. N 1172

* OMNPU3HAHUUN N Ob OLLEHKE COOTBETCTBUA UCMNDbITATE/IbHbIX
NABOPATOPUM (LWLEHTPOB) NPUHUUNAM HAONEXALLEW
NABOPATOPHOM NPAKTUKU, COOTBETCTBYHOLLAM NPUHUUTIAM
HAONEXALLEN NABOPATOPHOM NPAKTUKU OPTAHU3ALUU
9KOHOMMYECKOIo COTPYAHUYECTBA U PA3SBUTUA

MPABUJIA
NMPU3IHAHUA U OLLEHKU COOTBETCTBUA UCTIbITATE/IbHbIX

NABOPATOPWIA LIEHTPOB) I'IPMHLI,M NAM
HALI,I'IE)KAI.IJ,EM NNABOPATOPHOM MPAKTUKM,

COOTBETCTBYOLMM NPUHLUNAM HALONEKALLEN NABOPATOPHOW
NMPAKTUKU OPTAHU3ALUN SKOHOMWUYECKOIO COTPYAHUYECTBA U
PA3BUTUA



[TpnHunnsbl GLP ®
PocakKpeantTauua

YTBEpXKAEH
npukazom MunH3KOHOMpPa3BUTMA Poccumn
oT 25.12.2015 N 980

«  AAMWHUCTPATUBHbIU PETNTAMEHT
NPEAOCTAB/IEHUA ®EAEPA/IbHON CNYKBEOU MO AKKPEAUTALIUUA
roCyaAPCTBEHHOW YCYTX NO NPU3HAHUIO Y OLEHKE COOTBETCTBUA

MCMITATENIbHbIX IABOPATOPWIA (LLEHTPOB) MPUHLMNAM
HAZLNEXKALLEN TABOPATOPHOW NPAKTUKW, COOTBETCTBYOLLIUM
MPUHLIMNAM HAONEXKALLEA IABOPATOPHOM MPAKTUKM OPTAHU3ALIUM
3KOHOMMWYECKOTO COTPYAHUYECTBA U PA3BUTUSA, BHECEHUIO
M3MEHEHWI B PEECTP UCMbITATE/IbHbIX JIAGOPATOPUM (LLEHTPOB),
COOTBETCTBYIOLUMX NPUHLUMNAM HALJIEMKALLENA NABOPATOPHOM
MPAKTMKM, COOTBETCTBYIOLLUM NPUHLMNAM HALJIEMKALLEM
NIABOPATOPHOM MPAKTUKMN OPTAHU3ALIMM SKOHOMMWYECKOTO
COTPYAHWYECTBA U PA3BUTUA, MPEAOCTAB/IEHUIO CBEAEHUN U3
YKA3AHHOTIO PEECTPA

fsa.gov.ru/public/uploads/usr/reestr_glp.xls



IIoOKNNHM4YecKmne nccneaoBaHMA nNo
npuHumnnam GLP

* MocKBa * CaHkt-lleTepbypr

— OIBYH «Muetntyt — ®IBYH «UHCTUTYT
brnoopraHnyeckom xmummmn» PAH

- o OKCMKONO ®dMBA
— OIBYH «®denepanbHblit Hay4HbIN TORCMRONOrNA»

LEeHTP rurneHsl um. O.o, — O®IBY «MHpopmaLMOHHO-
dpucmaHa» PocnotpebHaa3opa METOANYECKNI LUEHTP MO
— OIYN «locyaapcTBEHHbIN HAYyYHO- 3KCNnepTuse, yd4eTy U aHanunsy

nccnenoBaTeNbCKUM UHCTUTYT
OPraHUYeCcKom XMMnU n
TexHonorum» MunHnpomTtopra

obpalleHua cpeacTs
MeANLMHCKOTO NPUMEHEHMUA»

Poccumn Poc3apaBHaa3opa
— O®BY3 "LleHTp rurmneHsbl n
anunaemmonoruun B ropoge Mockse» *PocToB-Ha-[oHy, KpacHosipck

— OIBY «HU UHcTUTYT

nmmyHonornn» ®MBA Poccun — OI'bY «MHPopMmaLMOHHO-

METOANYECKUI LLEHTP NO IKCNepTU3e,
yyeTy 1 aHanmsy obpalleHma cpeacTts

— Bcero dKKpeamnToBaHO MeANLMHCKOro NPUMEHEHUA»

Poc3apaBHaa3opa
9 yypexaeHum



[1oKNNHNYecKmne nccnengoBaHuA No
npasunaam GLP

* YnonHomo4yeHHbIM PeanepasibHbiM OPraHoOM
NO OCYLLUECTB/IEHMNIO NPOBEPOK cObAOAEHUA
[MpaBuAn HaanexKalwen nabopaTtopHOuU
NPaKTUKKN ABndaeTcAa Poc3apaBHaa3op.

* OT4yeTbl O NPOBEPKAX cobntogeHUA
TpeboBaHuM Nprkasa No708H npeacTaBneHbl
Ha opMLUMNANbHOM CauTe BEAOMCTBA

http://www.roszdravnadzor.ru/i/upload/images/2016/2/9/1455012420.52637-1-18676.pdf

[TONHbIN NepeyeHb yuYperKaeHnn
COOTBETCTBYOWMX TpeboBaHMAM [TpaBun

Sg Haanexallen nabopatopHoOM He AOCTyNeH
‘ pa3paboTyMKam Ha canuTe BeaAOMCTBA



MHdOpMALUUNOHHbIE TEXHONOTMNM
n GLP

LIMS (laboratory information management
system) - Cuctema ynpaBneHuna 1abopaTtopHOM
MHPopMmaLmen

OCHOBHble QYHKLUUMN:

e J1IoKyMmeHTOO6OpPOT B paMKaxX UCMbITaHUN

* [lpocnexxmBaemocTb nepemelteHna obpasyos n matepmnasnos

* HacTtpanBaemasa apxuteKktypa paboTbl

*  WHTepdencol ana obmeHa nHpopmaumen c nabopatopHbim 060pya0BaHMEM
 (ObecneyeHune TpeboBaHMIM CTaHAAPTOB Ka4yecTBa

* [lnaHMpoBaHMe pecypcoB (pacnpeaeneHme UcnbiTaHMM, 3aKa3 MaTepmnanos)

* CocTaBneHme aHAaIMTUYECKUX TINCTOB N OTYETOB



CobntoaeHune ctaHgaptoB B JIMMC

e Jloruka pabotbl 3anoxkeHHana B JINMC no3Bonser:

— obecneuyunBaTtb cobnroaeHue GLP

— FOCT UICO/M3K 17025 «Ob6uwme TpeboBaHUA K
KOMMNETEHTHOCTU UCMbITaTeNbHbIX U KaIMOPOBOYHbIX
nabopatopmnin»

— ISO 15189 Medical laboratories TpeboBaHUA K cucteme
yNpaBAeHNA Ka4ecTBOM MeANLIMHCKUX nabopaTopui

— Good automated manufacturing practice (GAMP)
TpeboBaHMA K ynpaBaAeHUIO KA4eCTBOM Ha
aBTOMATU3NPOBAHHOM NPON3BOACTB.




MHPOpMaALMNOHHbIE TEXHONOTUN U
GLP

JIMMC / LIMS (NabopaTopHas MHGOpMaLMOHHAN
MeHeaXmeHT-cuctema / Laboratory Information Management
System) I-LDS npeaHa3HavyeHa Ana aBTOMaTM3aumm

ynpasneHusa, o6paboTkn n xpaHeHna nHdopmaumm o pabore
nabopatopumn.

Electronic Laboratory Notebook (cokp. ELN, aHrn.
INEeKTPOHHbIN nabopaTopHbIN }KypHasn). OCHOBHOE
Ha3HAYeHMe JaHHbIX CUCTEM — 3TO NOJIYYEHUE AAHHbIX C
nabopaTtopHoOro ob6opyaoBaHUA N UX MHTEPPETaLUS.

Scientific Data Management System (cokp. SDMS, aHmn
Cuctema ynpaBneHunsa HayyHom nHopmaumemn)
npeaHa3Ha4vYeHbl ANA XPAHEHMA U PACNPOCTPAHEHMA HAYYHOWM
N MHOW PernameHTUpyoLen AJOKYMeHTaUnmn B
KOHTponpyemoun dopme.




depepanbHbi 3aKOH oT 12.04.2010 N261-93
«06 obpaweHnn neKapCcTBeHHbIX CpeaAcTB»
depepanbHbi 3aKOH OT 22.12.2014 N2429-03
« 0O BHeceHMn naMmeHeHum B ®PeaepanbHbiN 3aKOH «06
o6bpalweHnn neKkapCcTtBeHHbIX CpeaAcTB»
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5. MpoBeaeHue nposepok cobnoaeHna NnpaBua HagaeKallen
NabopaTtopHOU NPAKTUKU U NMPaBOBbIX HOPM UCMNO/Ib30BaAHUA
YXUBOTHbIX NPY NPoBeAeHNN AOKANHUYECKUX UCCNe0BaHUM
JIeKapCTBEHHbIX CPeACTB ANA MeANLNHCKOro NpuMeHeHuns
OCYLLEeCTB/IACTCA YNO/IHOMOUYEHHbIM peaepanbHbiM OPraHOM
UCMONHNTENbHOMU BNACTU
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5. MpoBeaeHue nposepok cobnoaeHna NnpaBua HagaeKallen
NabopaTtopHOU NPAKTUKU U NMPaBOBbIX HOPM UCMNO/Ib30BaAHUA
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J1TabopaTopHble XKUBOTHbIE

* PoccuMCKana NpaKTUKa:

Hagsop 3a yupexaeHnaAMmn MCcnonb3yowmmm NabopaTopHbIX XKUBOTHbIX
nposogut PocnotpebHaa3op n Poccenbxo3Haasop

* MexxayHapoaHaa NpakTUKa:

AKKpeauTauuio opraHmsaumm B TedyeHue 50 net npoBoamTt Association
for Assessment and Accreditation of Laboratory Animal Care
International (AAALAC International) http://www.aaalac.org/

B 41 ctpaHe munpa akkpeamnToBaHo 950 opraHmn3sauyui.

N3 Hux B Poccnm 1 opranmsauma (MBX nm. M.U.LLemAaKnHa m
HO0.A.OBYMHHMKOBA)

B Poccum ¢ AAALAC coTpyaHudaetr HekommepyecKkoe apTHepCTBO
«O0b6beguHeHne cneynanncToB no pabore ¢ nabopatopHbimu
*unBoTHbIMmM» (Rus-LASA, Russian Laboratory Animal Science
Association, ruslasa.ru) komopasa nposodum Hay4Hsle U
obpa3oeamenbHbie meponpuamusa u nybauKyem nepeeoobl Ha PyccKuli
A3bIK MeXOYHAPOOHbIX HOPMAMUBHbIX U PEKOMeHOamesibHbIX
0OKYyMeHmMoa C Yesnblo pacrnpocmpaHeHUs CoO8peMeHHbIX 3HaHUl O
1a60pamMopHbLIX H(UBOMHbIX U 2yMAHHbIX memodax obpawjeHus ¢ Humu

p .

We are
Accredited




KAnHU4yecKoe nsyvyeHune



GXP ctaHpapTbi

* lpasuna GCP -TOCT P
52379-2005
«Hapne)aullan
KIMHNYeCcKana NPaKTUKa»



RKANHNYEeCKne nccnegoBsaHuA
GCP

B locynapcTtBeHHOM peecTpe JIC B 2016
roay HaxoaaTtca 1185 mepgmumHckmnx
VUypexXaeHUn MMerLmnX akkpeamTauuo
MwuH3gpaBa Ha NnpoBeaeHNe KAMHUYECKUX
nccnegoBaHUM IEKAaPCTBEHHbIX NpenapaToBs

B 2015 roay MuH3apaBom 6b110 BblAaHO

1114 pa3pelleHnN Ha NnpoBeaeHne
KNMHUYECKUX UCcCnegoBaHnI




Cxema nosiyyeHuna paspelieHna Ha
KJANHUYeCKune nccanenosaHuma Jl

3agaBneHuve +
[locbe Ha oueHKy
BO3MOXHOCTU K

3apaHuve Ha
SKCMepTn3y

M3 PO
3asBuUTenb Orey «HUICMIM»
3, < Or
anpOC BeT
PeweHune 38/7
Poc JKcnepTnsa
O BOSMOXHOCTY BoamoxxHocTn KU
MpoBeneHna
KI/I

3aknioyeHne dIBY «HL',GCMH»
O BO3MOXXHOCTHU M3 PO

M3 PD I'IpOBep,eHM;l




eClinical — aesmomamu3ayus
KAaUuHUYecKux uccreoosaHuUU

OCHOBHble QYHKUMNMN: * OcywecTBnAeT CBA3b C:
NnaHupoBaHue * JJ/IeKTPOHHOW NCTopMeEn
6onesHun
lposeneHne * Cucremamm
CocTaB/ieHMne oT4yeToB MaTepUanbHOro
XpaHeHne JaHHbIX obecneyeHuns
YYaCTHUKOB, OTCNEXNBaHME ¢ YnpasneHMem 6104)KeTom
CPOKOB .

Cuctemamm y4yeta
HeXKenaTes/IbHbIX peakuma

* PeryJ'IFITOprIMVI OopraHamu




MHPOpMaALMNOHHbIE TEXHONOTUN U
GCP

 CTMS (Clinical Trial Management System) -
Cnctema ynpaBsieHUs KAMHUYECKMMU
MccnefoBaHNAMMU

e EDC (Electronic Data Capture) — cuctema
3/IEKTPOHHOro cbopa AaHHbIX B KIMHNYECKUX
nccneaoBaHUAX

* B Poccuinckon ®enepauumm npakTUHeCcKkn He NCNONb3YyHTCS



MHbpacTpyKTypa ANA co34aHMNA OTe4ECTBEHHbIX
MHHOBALMOHHbIX 1EKAPCTBEHHbIX CPEACTB

9 yupexgeHuin akkpeanuToBaHo
no GLP

1 yypexneHue akkpegmToBaHo

AAALAC International 1185 yypexaeHui akkpeaMToBaHo

no GCP







Cxema perncrpauum

NNeKapCTBEHHOro npenapaTa

Pernctpaumsa +

BHECEHUE U3MEHEHUI + 3asiBneHue + 3anaHue Ha
npoaneHne PeerCTpaLI,MOHHoe aKCnepTUay
AoCbe
PrbyY «HUISCMI»
3asBUTEnNb M3 Pd
3 dkcnepTrsa
PelueHe 0 rocperucTpaumm + aﬁpoc KauecTBo/
B PJ1C + B3anmo3aMeHAeMOCTb nonb3a/
+ PY, HO, MTI1, MakeTbl puckK
3akntoveHne
BPM” + PIrbY «HUSCMI»
3anmMmo3sa-
MEHSAEeMOCTb M3 PO
M3 PP cornacoBaHHble

HO, UMT1, makeTsl



Good Review Practice — GRevP

[MpaBMaa Haa exXKallero paccMoTpeHus
PerucTpaLnoHHbIX MaTepuranos

WHO Expert Committee
on Specifications

for Pharmaceutical
Preparations

(@ World Health
X Organization

Good review practices:
guidelines for national
and regional regulatory
authorities. In: WHO TRS
992, Annex 9, 2015.
PpP.191-210

WHO Drug Information Vol. 29, No. 1, 2015




Perncrtpauma MHHOBALUMOHHbIX OTEYECTBEHHbIX
NIEKAPCTBEHHbIX CPeACTB C TOYKU 3pEHUS
NepCcrneKkTUB BbIXOAA Ha MEXAYHAPOAHbIN
dapmaueBTUYECKUUN PbIHOK

* Ponb MeXayHapogHoro
HenaTeHTOBAHHOIo HaMmeHoOBaHUA
(MHH) ana mexxayHapoaHoro npusHaHmA
oTe4yecTBeHHOro MHHOBALMOHHOIO
NNeKapCTBeHHOro cpeacTBa



MHUHHUCTEPCTBO

POCCHICKON COBET ETEPAIIHH
OEJEPAIINN OEJEPAJIBHOI'O COBPAHUSA

POCCUMCKOM ®EJIEPALIUA

NuanoBanumonHass MeIuIuHA:
po0JieMbl U NIEPCINEKTUBbI PA3BUTHUS

B. . CkBopuosa

16 mapra 2015

MockBa



Pa3BuTHne npuopuUTETHBIX HANIPABJICHUN MEIULUHCKON HAYKH
U UHHOBALMOHHOI0 MOTEHUHUAJA 3IPABOOXPAHCHUS

Munsapas Poccun B coorBercTBuu ¢ «KomiuiekcHoii Waool AU HEEY (DL (IS L R0 Sl LR
menoenyuil. Beoywue cmpanut ysce

nporpamMmoii passutus OuorexHosoruii B Poccuiickoii
CMOoAmM HA NOPo2e 6HeOPeHUs J1e4eOHbIX
®enepaunu Ha nepuox 10 2020 roga» siBjasieTcst MeXHON02Uil, NOCPOEHHBIX HA GUO- U
OTBETCTBEHHBIM 32 Pa3padoTKy rocylapCcTBEHHOI NMOJUTUKH 2EHHOU UHDICeHepUuL, HA PACUUpPOBKe
B 00J1aCTH OMOMEIUIIMHBI, a TAK/KE COBMECTHO C 2eHOMa UenoeeKay.

MunnpomToprom Poccun - B 06;1acTi 6Ho(papManeBTHKH B.B. Ilymun, Ilocnanue ®edepansnomy
Coobpanuro Poccuiickoii @edepayuu,

12.12.2013

Hepcona.ﬂn:*.nponalmaﬁ MeauIuHa

B Hay4HBIX M 00pa30BaTeJbHBIX
yupe:xaenuin Munsapasa Poccun:

Kierounasi m TkaHeBasi HHXKCHCPUA e3 HHHOBAIMOHHBIX Ipenapara

(pedpason (MHBEKIINN),

SAnepHast MmeaMUUHA ¥ paguopapMIpenaparbl

Tpra3zaBuprH, OyIpPaKCOH);

* 4] JlekapCTBEHHOE CPEICTBO - HA
CTaJInH TOKIMHAYECKHUX
HCCIICIOBAHUM;

buocoBMecTUMBIE CMHTEC/UICKTYAJIBbHDBIC» MAaTCPHUAJIbI

*75 MeTUIMHCKHUX M31eJIUH, 13 HUX
5 -HaxXoIATCS Ha CTAJIUU PETUCTPAITUN

BuoGaHKMHTr

Pa3zpaboTka meponpusiTuii B paMKax noanporpammsl «PasButue 1 BHeJApeHHEe HHHOBALIMOHHBIX
METOA0B TUATHOCTUKHU, NPOPUIAKTUKHU U JICYCHHUS, 2 TAK/Ke OCHOB NEPCOHATU3MPOBAHHOU

MeAUIUHBLI B pamkax [ocynapcrBeHHBIX IIporpamm




MUHUCTEPCTBO 3JIPABOOXPAHEHWSI POCCUMCKON ®EIEPALIMA

UHCTPYKLUS
IO MPUMEHEHALIO JJEKAPCTBEHHOT O INMPEITAPATA
AJISI MEAUWHUUMHCKOTO NTPUMEHEHU S
PE®PAJIOH” (Refralon®)

PernerpauHoOHHbBIH HOMeEp:
Toprosoe nazsanune: Pedpanon”

Memayuapouuoe HENATCHTOBAHHOC HA3BAHHE: OTCYTCTBYCT

Xumuueckoe naspanue: 4-Hutpo-N-[(1RS)-1-(4-pTophennn)-2-(1-otrminnunepu- auH-4-
W)aTuI |OeH3aMKuaa rHAPOXIIOPH L

Jlekapersennast popma: KOHUCHTPAT A1 MPUTOTOBIEHNS pacTBOpa /U1 BHYTPHBEHHOTO
BBE/IEHUA

Cocras:



MUWHUCTEPCTBO 3/IPABOOXPAHEHUSA POCCUMCKON ®EJNEPALIMA

MHCTPYKLIUS
[0 MEJIMLIMHCKOMY TMPUMEHEHHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
TPHA3ZABUPUH"

Perncrpaunonnsiii nomep:
Toprosoe aisanue: Tpuazasupu"
Mexayunapoanoe nenarentosannoe nassanune (MHH), rpynnuposounoe uan

XHMHYECKOC HA3BaAHHNC:

MeTHATHOHHTPOOKCOANUTHAPOTPHA30J0TPHAZHH ML HATPHAK
Jlexapersennan ¢popma: Kancynsl.

Cocras:

Axmusnoe sewyecmeso:

Mer HATHOHHTPOOKCOAHTIHAPOTPHA30JIOTPHAIHHH



Hay4yHOe KOHCYynbTUpOBaAaHUeE

CraTtba 13. locyaapcTBeHHaA perncrpaumna 1eKapcrBeHHbIX
npenapaToB (B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

ctatbd 13. yactb 7. «[lo 3anpocy cybbekta obpaweHusn
NEeKAapPCTBEHHbIX CPeAcTB COOTBETCTBYIOLWMM  YNOJHOMOYEHHbIM
dbenepasibHbIM OPraHOM UCMOIHUTENBHOM BNACTU, OCYLLECTB/IAIOLLIMM
rocyJapCTBEHHYIO pPEerucTpauuto IeKapCTBEHHbIX MNpPenapaTtoB, B

ycTaHOB/NeHHOM MM  nopaake  ocywectsnserca  HAYHHOE

KOHCY/IbTUPOBAHUE no Bonpocam, cBA3aHHbIM C

npoBeAeHNEM  AOKJIMHUYECKUX  UCCNedOBaHUN,  KANHUYECKUX
NCCNeaoBaHUN NIEKAPCTBEHHbIX MPENnapaTtoB, 3KCNEPTM3bl KavyecTBa
JIEKAPCTBEHHbIX cpeacTs, 3PPeKTUBHOCTM U Oe3onacHocTn, C
OCYLLECTB/IEHUEM TOCYAAPCTBEHHOM PETrnCTPaLMM NEKAPCTBEHHLKIX
npenapaTos. ‘


consultantplus://offline/ref=228F1475598CB049CEB334ABBA94B80D47555B77764C827939B88072941D7F8B9B7AE3685DB71280Y6w0G

) 2PKYNOB
KA. KOWweuknH 10.B. Onegwp B.A. Mepkynoe

juenums 0 suMeHeHns o
K("LS‘PLM-T(’XHOHOFHH Jil} -
l UK
CAfuwpmn ,\maucm«orfsu
onaep? x
nwh'lpcwermblx cpea
nexkapv

o ITEs LNK/TOM
ol s
ST el neKkapcTBEHHOro
Wl

cpeacTBa

CALS/PLM-TexHonoruu

CALS (Continuous Acguisition and Lifecycle Support)
PLM (Product Lifecycle Management)



NHdbopmaTnsaums
. CucTeMbl ynpaBneHus
YKnsHeHHbin umkn JI Hay4HoI1 MHpopMaLmeil GLP JIMMC (NabopaTopHble
NTMMC, 3neKTpOHHbIN MHGOPMaLIMOHHbIE
naGopaTopHbIl XypHan GALP MEHEMKMEHT CUCTEMbI)
Hosbin JII dapmauesmu- JoknuHu-
yeckasi yeckue ('J\_'/IV'MC’ MnC
eavLUuHCKne
aspabomka uccniedoeaHus GCP VG OPMALMOHHbIE
MeHegpKMeHT
MopTeeps- CUCTEMbI)
nexHuve PapmakoHad3op CTMS (Clinical Trial
Bbieo0 u3 obpauweHus KnuHnu4eckue Management
Ymunu3sayus uccnedoeaHusi System)
E,D,I/IHOG EDC (Electronic
Data Capture)
NHdopmaumoHHoe
ERP
(yyeT 3anacoB u npOCTpaHCTBO GRevP
maTepuarnos) CALS/PLM
TEXH (R71%
(ba”Te‘*Hb'e Po3Hu4Hasi EXHONO lNocydapcmeeHHas
NHOPMALIMOHHbIE - m -
CromL peanusauyu peaucmpauu Apxve eCTD
[okymeHTOO60pOT
JKcnepTusbl
XpaHeHue rPrnc
GPP paHcropmu-
GMP
poeka Mpouseodcmeo
NUMC (koHTponb KavecTsa), ornmoeas GEP
ERP (y4eT 3anacoB n matepuanos), peanu3sayus MIMMC (KoHTponb KauecTsa),
WMS (ynpaBneHue cknagamm)
ERP (y4eT 3anacos n matepuanos),

GDP
GSP

ACY TI1 (ABTOMaTM3MpoOBaHHas cucTema
ynpaBreHns TeXHONOrM4eckMM npoLeccom )




MHHOBALMOHHbIE NeKapCTBEHHble
cpeacTBa

TpaeKTopumA
NBUNXEeHUA K uenu




Pacwudposka
leHoMa

Pesynbrathl
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Drug design
Drug development
Drug discovery
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