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OPTKOMUTET

KOH(I)GPEHU,IIIIII C MeXXAayHapoAHbIM yHyacTnem

«AKTyanbHble BONPOCbI AOKNNHUYECKUX U KNNHNYECKNX
nccnefoBaHNn NIeKapCTBEHHbIX CPeACTBY»
CaHkr-lNeTep6ypr, 2-3 niona 2011 r.*

Mpepcepatennb:
Kocmkuna Jliodmuna AHdpeesHa, BuLie-rybepHatop CaHkT-TNeTepbypra.

3amecTutenu npepcepartens:
Cakaee Mapam Pycmamosud, [peKTop AenapTaMeHTa rocyfapCcTBEHHOTO peryampoBa-
HIA 0OpaLLEeHNs NeKapCTBEHHbIX cpecTB MuH3gpaBcoLpassutus Poccum.
Wenamos Oputi mumpuesuy, akagemmuk PAMH, gupektop WHcTuTyTa dapmakonorim
um. A. B. BanbamaHa, 3aBegytownin kadepoiit GapmMakonorin ¢ Kypcom KamHuYeckom dap-
makosnorum [OY BMO CNermy nm. U. M. Masnosa.

Unenbl Oprkomurera:
batiapuna Enena HukonaesHa, npodeccop, npepcepatens Coseta no 3tmke MuH3gpa-
BocLpa3BuTua Poccum.
lTonaum 3axap Muxaiinosuy, 3amecTuTenb npepcegatens KomuteTa 3KOHOMMYECKOrO
pa3BUTUSA, NPOMBILLIIEHHOV NOANTUKN 1 ToproBau MpasutenbctBa CaHKT-Metepbypra.

3sapmay 308uH 30yapdosuy, npodeccop, 1.0. NPOPEKTOpa Mo HayuHol pabote MOY BMO
Cne6rmy um. W. 1. Maenoea (koopanHatop OprkomuTeTa).

Manukos Anexkcell flkosnesuy, pyKoBoauTeNb OTAeNa OpraH13aLun JOKAMHUYECKNX U
KIMHNYECKMX NCCNeoBaHNiA NekapcTBeHHbIX cpeacTts FOY BMO CM6IMY um. W. 1. Masnosa
(oTBETCTBEHHDIN CeKpeTapb OprkomuTeTa).

MupoHoe Anekcanop Hukonaesuy, npodeccop, aupektop OIbY HayuHbiit LeHTp dKcnep-
TU3bl CPEACTB MEAMLIMHCKOTO NpuMeHeHmns, MockBa.

Hapkesuy Uzope AHamonvesuy, npodeccop, pektop CaHkT-MeTepbyprckoii rocynap-
CTBEHHOW XMUKO-(apMaLIeBTUYECKON aKaJeMuMm.

Mempoe Bnadumup Usanosuy, akanemuk PAMH, pektop Bonrorpagckoro rocyfapcTBeH-
HOTO YHWBEPCWTETA, [MaBHbI BHELITATHBIA CMELMAnnCT — KNUHUYeCKUin dapmakonor
MuH3gpascoupassutia Poccum.

CepedeHuH Cepeeli bopucosuy, akagemk PAMH, pupektop HUAW dapmakonorum nm.
B. B. 3akycoBa, MockBa.

CogppoHoe leHpux AnekcaHoposuy, akagemnk PAMH, Buue-npesupent PAMH, npeacepa-
Tenb C30 PAMH, gupektop VHCTTyTa 3KCnepumeHTanbHon meguuyuHbl C30 PAMH.
Qucenko Bnaoumup lMemposuy, akagemnk PAMH, 3aBegylownin kadegpoit papmakonorin
MOCKOBCKOTr0 rocyapCTBEHHOrO MeAMLMHCKOro yHuBepcuTeTa um. V. M. CeueHosa.
Linsxmo EezeHuli Bradumupoeud, uneH-koppecnonaeHT PAMH, oupektop OeaepanbHo-
ro LleHTpa cepaLa, KpoBu 1 3HJoKpuHonorum um. B. A. Anmasosa.

Awun Cepaeii Muxatinosuy, f.M.H., n.0. pektopa [OY BIMO «CaHkT-TNeTep6yprckuii rocygap-
CTBEHHbI MEAULIMHCKIIA YHUBEPCMTET UMeHM akagemuka V. 1. Masnosay.

* KoHdepeHUma npoBoauTcA B COOTBETCTBUM C MpuKazom MuH3pgpascoupassutis Poccum N0100 ot

11 ¢eBpana 2011 r. <06 yTBepXKAEHUM MNaHa Hay4HO-MPAKTNYECKUX MeponpuaATii MuHm1cTepcTBa
3APaBOOXPaHeHMs 1 coumanbHoro passuTia Poccniickoint epepaumn Ha 2011 rogy.



The Conference is held under sponsorship of:

International Society of Internal Medicine,
Medical and Marketing Solutions,
Institute of Clinical Research,
Russian League of Clinical Research,
Novartis Group

Organizing Committee contact information:

State Educational Institution of Higher Professional Education «St. Petersburg Pavlov State
Medical University», Federal Agency for Healthcare and Social Development

6/8, Lev Tolstoy Str.,

Saint-Petersburg, Russia,

197022

phone: +7 (812) 499 7023, +7 (812) 234 4210

fax:+7(812) 346 3414, +7 (812) 2344210

e-mails: trialsmeeting@spb-gmu.ru or trialsmeeting@gmail.com

Organizing Committee Coordinator: Professor Zvartau Edwin Eduardovich
Executive Secretary: Malikov Alexey Yakovlevich

Meeting venue:

Congress Business Center «PetroCongress»
5, Lodeynopolskaya Str., St. Petersburg, 197110

CBC «PetroCongress» is situated in the downtown area of St. Petersburg. It is 10 minutes away
from the historic centre of the city, 5 minutes away from «Chkalovskaya» subway station and
recreation areas of Krestovsky Island, and 20 km. away from the airport.

Working hours of the Conference:

Thursday, 2 June 2011

08:00-09.00 Registration.

09:00-13:00 Opening. Plenary Meeting 1.

14:00-18:00 Symposium 1: Clinical trials quality assurance: the views of the major players.
Friday, 3 June 2011

09:00-13:00 Plenary Meeting 2.

14:00-16:30 Symposium 2. Preclinical trials quality assurance: the views of the major
participants.

16:30-18:00 Round Table «Improvement of preclinical and clinical trials in the Russian

Federation».




KoHpepeHuns npoxoanTt npn nogaepxke:

International Society of Internal Medicine,
Medical and Marketing Solutions,
WHCTUTYT KNUHNYECKNX NCCNeaoBaHuin,
Jlvra copencTBuA KNNHNYECKNM UCCnefoBaHNAM,
FK «<HoBapTuc»

KoHTaKTHble faHHble OprkomuTeTa KoHdepeHuMn:

locynapcTBeHHOE 06pa3oBaTenbHOe YUpexaeHNe BbICLIEro NPOdeccoHanbHOro
0bpa3oBaHua «CaHKT-MNeTepbyprcknii rocyAapCTBEHHBIN MEANLIMHCKNIA YHUBEPCUTET
um. U. 1. Manoa QegepanbHOro AreHTCTBa MO 3APaBOOXPAHEHUIO 1 COLMANBHOMY
pa3suTuiox (FOY BMO CM6rMY um. . T1. Masnosa Poc3apasa).

197022, r. CaHkTt-leTepbypr,

yn. JlbBa Toncroro, a. 6-8,

Ten.: (812) 499 7023; (812) 2344210

dakc: (812) 346 3414; (812) 234 4210

e-mails: trialsmeeting@spb-gmu.ru u trialsmeeting@gmail.com

KoopguHatop OprkomuTeTa: npodeccop 38apmay 308uH 30yapdosuy
OtBeTCTBeHHbIN cekpeTapb Oprkomuteta: Manukoe Anekceli ikosnesuy

MecTto npoBepaeHus:
Konrpecchbiii Llentp «IetpoKonrpecc» 197110,

Cankr-Tetep6ypr, yn.JlogeitHononbcKas, g. 5.

KL «[eTpokoHrpecc» pacnonoxeH B afMUHUCTPATUBHO-AEN0BOM LieHTpe CaHKT-Metepbypra:
10 MMH. 1O MICTOPUYECKOTO LieHTPpa ropoga, 5 MUH. 0 MeTPo «YKanoBcKas» 1 30H pekpeaLmm
KpecTosckoro octposa, 20 KM. A0 asponopTa.

Pa6oune yacbl KOHpepeHLUN:

YetBepr, 2 nioHs 2011

08.00-09.00 Pernctpauus.

09:00-13:00 OrtkpbiTue. MneHapHoe 3acegaHme No1.

14:00-18:00 Cumnosuym N°1. ObecneyeHre KauecTBa KIMHUYECKNX NCCIELOBAHNIA: B3INIAL
OCHOBHbIX YYaCTHUKOB.
MaTtHuya, 3 nioxa 2011

09:00-13:00 lneHapHoe 3acepaHme NO2.

14:00-16:30 Cumnosuym No2. ObecrieueHne KayecTBa [OKIMHUYECKUX WCCIEA0BaHMI:
B3rNA4 OCHOBHbIX Y4aCTHUKOB.

16:30-18:00 Kpyrnbiti cton «CoBepLueHCTBOBAHNE LOKAMHNYECKNX 1 KNNHUYECKIX NCCNefo-

BaHUI B Poccuiickon MepfepaLmmy.




2 June
(Thursday)

Opening of the Conference

Conference hall at Conference Business Center «PetroCongress»

9:00-9:20

Presidium:
L.A. Kostkina, M.E. Oseyevsky, M.R. Sakayev, Z.M. Golant, S.M. Yashin, G.A. Sofronov,
Yu.D. Ignatov, I.A. Narkevich, V.P. Fisenko

Welcome speeches:

- Kostkina Lyudmila Anndreyevna, Chairperson of the Organizing Committee, Vice-Governor
of St.Petersburg.

- Sakayev Marat Rustamovich, Director of the Department of State Regulation Medicines’
Circulation of the Ministry of Healthcare and Social Development.

- Sofronov Genrikh Aleksandrovich, Academician of RAMS, Vice-President of RAMS,
Chairman of the North-Western Branch of RAMS, Director of the Institute of Experimental
Medicine of the North-Western Branch of RAMS.

- Yashin Sergey Mikhailovich, Doctor of Medicine, Acting Rector of State Educational
Institution of Higher Professional Education «St. Petersburg Pavlov State Medical Universitys».

- Narkevich Igor Anatolyevich, professor, Rector of St. Petersburg State Chemical-
Pharmaceutical Academy.

- Fisenko Vladimir Petrovich, RAMS academician, the head of pharmacology department of
Sechenov Moscow State Medical University.




2 NIOHA
(YetBepr)

OTKpbiTHE KOHpepeHUun

KoHepeperuy-3an KoHepeccHozo Llenmpa «[lempoKoHzpecc»

9:00-9:20

Mpe3nanym:
J1.A. KocmkuHa, M.3. Oceesckuti, M.P. Cakaes, 3.M. lonanm, C.M. AwuH, ILA. CoghpoHos,
10.4. Uznamos, U.A. Hapkesuy, B.IT. QuceHko

MpuBetcTBmA:

- Kocmkuna Jlloomuna AHdpeesHa, NMpeacenatenb OprkoMuTeTa, BULe-TybepHaTop
CaHkT-NeTepbypra.

- Caxaes Mapam Pycmamosudy, [MpEKTOp AenapTaMeHTa rocyapCTBEHHOTO PerynnpoBaHis
obpalLieHIs NeKapCTBEHHbIX cpeacTB MuH3gpaBcoLpa3suTis Poccum,

- CodppoHoes leHpux Anekcanopoeud, akanemuk PAMH, uue-npesugeHt PAMH,
npeacegatens C30 PAMH, gupektop MHcTuTyTa 3KkcnepmumeHTanbHoi meguumnHbl C30 PAMH.

- AwuH Cepeaell Muxatinosud, f.M.H., 1.0. pektopa F0Y BMO «CaHkT-MNeTepbyprckuii
roCyfapCTBEHHbIN MeANLMHCKII YHUBEPCUTET MeH akagemuka V. T1. Masnosa.

- Hapkesuyu Uz2opb AHamonbesuy, npodeccop, pektop CaHKT-MeTepbyprckoil rocyfapcTBeH-
HOI XMMMKO-dapMaLieBTNYECKO akafeMum

- Qucenko Bnadumup llemposuy, akagemnk PAMH, 3aBeaytowumii kadeppoit apmakonorum
MoCKOBCKOTro rocyfjapCTBEHHOTO MeAULIMHCKOro yHiBepcuTeTa M. A. M. CeueHoBa




2 June
(Thursday) Plenary Meeting 1

9:20-13:00 Conference hall at Conference Business Center «PetroCongress»

09:20-09:50 The main tendencies of the pharmaceutical industry development in North-West
Federal District of Russia. Oseyevsky M.E., Chairman of St. Petersburg Government
Committee on the Economic Development, Industrial Policy and Trade.

09:50-10:20 State regulation of clinical trials in the Russian Federation. Sakayev M.R., Director of
the Department of State Regulation Medicines’ Circulation of the Ministry of Healthcare
and Social Development.

10:20-10:50 Preclinical and clinical trials as a key stage of providing scientific and metho-
dological expertise of quality, effectiveness and safety of drugs. Mironov A.N.,
Director of the Federal State Institution «Scientific Centre of Medical Device Expertise»
(FSI SCMDE).

10:50-11:20 Coffee break

11:20-11:50 Clinical trials in St. Petersburg pharmaceutical cluster operation. Golant Z.M.,
Deputy Chairman of St. Petersburg Government Committee on the Economic
Development, Industrial Policy and Trade.

11:50-12:20 Translational trials as a basis for innovation development of public health.
Shlyakhto E.V., Director of the Federal Almazov Heart, Blood and Endocrinology
Centre.

12:20-12:50 Clinical Research in Emerging Markets: drive to the high quality. Simon Harley,
Regional Director, Merck Research Laboratories.

QUESTIONS. DISCUSSION.
13:00 Lunch




2 NIoHA
(YeTBepr) MneHapHoe 3acepaHue N21

9:20-13:00 KoHepeperuy-3an Konepeccrozo L{enmpa «[lempoKoHepecc»

09:20-09:50 OcHOBHble HanpaBneHUs pPasBUTUA  dapMaLEeBTUYECKOW  MPOMBILAEHHOCTY
Ceepo-3anagHoro pervioHa. Oceesckuti M.3., suye-2ybepHamop, pykosooumess
AomuHucmpayuu 2ybepHamopa CaHkm-llemepbypaa.

09:50-10:20 TocymapcTBeHHOE PEerynnpoBaHUe KAWHUYECKUX WCCNefoBaHWiA B POCCUIACKON
O®epepauun. Cakaes M.P., dupekmop denapmameHma 20cy0apcmeeHH020 peysu-
posaHus obpaujeHus nekapcmeeHHolx cpedcms MuH3dpascoypazsumus Poccuu.

10:20-10:50 [loknuHnyeckne 1 KAMHWYeCKMe WCCNefoBaHNA — KKOYeBOW 3Tam Hay4YHoro un
Hay4YHO-MeTOANYECKOro obecreyeHne SKCMNepTM3bl KauecTBa, SGPeKTUBHOCTU 1
6e30MacHOCTM NeKapcTBeHHbIX cpeacTs. MupoHos A.H., dupekmop OIBY Hayyreili
UeHmp 3Kcnepmu3sbl Cpedcms MedUUUHCKO20 NPUMEHEHUS.

10:50-11:20 MepepbiB Ha kode

11:20-11:50 KnuHuuyeckre WcCnenoBaHns B [AeATENbHOCTY (apMaLeBTUYECKOro Knactepa
CaHkT-Metepbypra. fonaim 3.M., 3amecmumerns npedcedamerns KOMUMeMa 3KOHO-
MUYecKo20 passumus, NPoMblWwIeHHOU NOIUMUKU U mopzosnu [Ipasumenscmea
CaHkm-lTemep6ypea.

11:50-12:20 TpaHCNALMOHHbIE NCCNef0BaHUA — OCHOBA MHHOBALIMOHHOTO Pa3BUTHA 3APaBOOX-
paHenus. Lnaxmo E.B., yneH-kopp. PAMH, dupekmop (QedepanbHoz0 yeHmpa
cepdya, Kposu U 3HOOKpUHoIo2uU um. B. A. Anmasoea.

12:20-12:50 KnuHuyeckne WCCnefoBaHWA B YCIOBMAX ObICTPO Pa3BMBAIOLMXCA PbIHKOB:
KauecTBO KaK Ofj/H 13 OCHOBHbIX npuoputeToB. CumoH Xapneti (Simon Harley),
pe2uoHasbHbIl dupekmop Merck Research Laboratories.
BOMPOCHI, ANCKYCCUA.

13:00 Nany




2 June Symposium 1
(Thursday) Clinical trials quality assurance: the views

14:00-18:00 of the major players.

Conference hall at Conference Business Center «PetroCongress»

Chairmen:
A.N. Mironov, E.E. Zvartau, M.Scheinin

14:00-14:20 Current requirements for clinical drug trials conduct. Vasilyev A.N., Zebryov A.l.,
Scientific Centre of Medical Device Expertise.

14:20-14:40 Current problems associated with conducting clinical trials of nonsteroidal
anti-inflammatory drugs. Zhuravlyova M.V.,, Starodubtsev A.K., Bunyatyan N.D.,
Scientific Centre of Medical Device Expertise.

14:40-15:00 Cooperation of contract research organizations and research centers while
conducting clinical trials. The ways of profitable cooperation. Zharkov A.V., general
manager, strategic cooperation with centers, Quintiles Russia.

15:00-15:20 Organization and Conducting of clinical trials. Obukhov A., Medical director of
public corporation «Pharmstandard».

15:20-15:40 Trial sites selection as a key element for successful conduct of clinical trials.
Melnik 0., Head of Clinical Trials Department, Novartis Pharma, Russia.

15:40-16:00 Clinical trials in addictology. Krupitsky E.M., Bekhterev Psychoneurological Institute,
St. Petersburg Pavlov medical University, St.Petersburg, Russia.

16:00-16:20 Coffee break

16:20-16:40 The role of Local Ethics Committee in clinical trials' quality improvement.
Malikov A.Ya., St. Petersburg Paviov Medical University, St.Petersburg, Russia.

16:40-17:00 Bioanalytical stage of clinical trials. — Grigoriev A.V., Saint-Petersburg State
Polytechnical University.

17:00-17:20 Current problems of insurance in clinical trials. Lypin L.A., North-Western Board of
«ROSNO» Insurance Company.

17:20-17:40 Organizing the work of stage | department. Fitilyov S.B., Sechenov Moscow State
Medical University, Scientific Research Institute of Pharmacy.

17:40-18:00 The attitudes of the Russian population towards clinical trials. Melikhov O.G.,
Institute of Clinical Trials, Moscow, Russia.




2 NIOHS Cumnosnym No1
(YeTsepr) «ObecneyeHmne KayecTBa KNMHNYECKNX

14:00-18:00 IIICCHQAOBaHIIII‘/'I: B3rna[ OCHOBHbIX YHYHaCTHUKOB»

KoHdepeHy-3an KoHepeccHozo Llenmpa «[lempoKoHepecc»

MNpencenatenn:
A.H. MupoHos, 3.3. 3sapmay, M. Scheinin

14:00-14:20 CoBpemeHHble TpeboBaHMA K NPOBEAEHNI0 KIMHUYECKWX UCCNe[oBaHNIA NeKap-
CTBEHHbIX cpeacTB. Bacunves A.H., 3e6pes A.U., OIbY HLSCMIT.

14:20-14:40 AkTyanbHble BONPOCHI NPOBEAEHNA KIMHNYECKNX NCCNEAOBAHNI HECTEPOUAHbIX
npo- TMBOBOCNANUTENbHbIX Npenapatos. Mypaenéea M.B., Cmapody6yes A.K.,
bynaman H.[., O6Y HLSCMII.

14:40-15:00 B3ammopencTBre KOHTPAKTHbIX WCCNeNOBaTENbCKUX OpraHu3aunii u NccnefoBa-
TeNbCKMX LIEHTPOB NP NMPOBEAEHUN KNMHUYECKIX nccnegoBaHmin. Myt B3aumo-
BbIFOAHOTO COTPYAHNYecTBa. Kapkos A.B., ucnosiHUMenbHbIl MeHedxep, cmpame-
2uyeckoe g3aumodeticmaue ¢ yeHmpamu, KeuHmadinc Poccus.

15:00-15:20 OpraHun3auus 1 NpoBefeHIe KIMHUYECKNX nccnenosaHuin. O6yxoe A., MeouyuH-
ckuti dupekmop OAO «OapmcmaHoapmo.

15:20-15:40 Bblbop MCCNenOBaTENbCKUX LIEHTPOB, KaK  OCHOBHOM KOMMOHEHT YCMELIHOTO
npoBefeHUs KNMHUYeCKkoro nccnefosanus. MemsHuk 0., Pykosodumens omoena
KIUHUYecKux uccnedosaruti Hosapmuc ®apma Poccus

15:40-16:00 KnuHnyeckne wnccnegosanna B Hapkonoruv.  Kpynuukuid E.M., TTHAN um.
B. M. bexmepesa, [OY BI10 CI16IMY um. W. 1. [agnosa, CaHkm-llemepbype.

16:00-16:20 MepepbiB Ha kode

16:20-16:40 Ponb NOKanbHOrO 3TUYECKOTO KOMMTETa B TMOBLIEHWN KayecTBa KNMHU-
ueckux uccnegosanun. Manukoe A.A., [OY BI1O Cr16IMY um. W. [1. Masnosaq,
CaHkm-llemepbype.

16:40-17:00 brioaHanMTUYECKII 3Tan KNNHUYECKNX nccnegoBaHuin. fpuzopees A.B.,
Cankm-lTemepbypackutli 20cydapcmaeHHbIl NonumMexHuYeckud yHusepcumem.

17:00-17:20 AKTyanbHble BONPOChI CTPAXOBaHWA KAWHUYECKNX UccnepoBanuin. Jleinud U.A.,
Cesepo-3anadHas dupekyus OAO CK «POCHO».

17:20-17:40 OpraHusauua pa6otbl otaeneHus 1 dasbl. Qumunee C.b., [Mepavili Mockosckul
[ocydapcmeentbii MeduyuHckut YHusepcumem — um. U. M. CeueHosa, HUU
apmayuu.

17:40-18:00 Kak HaceneHwue Poccum oTHOCUTCA K KNMHUYECKUM uccnenoBaHuam. Menuxoe O.r.,
MHcmumym knuHuyeckux uccnedosanudi, Mockea.




3 June :
(Friday) Plenary Meeting 2

Conference hall at Conference Business Center «PetroCongress»
9:00-13:00 J

Chairmen:
I.A. Narkevich, V.P. Fisenko, Yu.D. Ignatov

09:00-09:30 Ethical issues of clinical trials. Baibarina E.N., Chairperson of the Board of Ethics
under the Ministry of Healthcare and Social Development of the Russian Federation.

09:30-10:00 Topic to be confirmed. Representative of the Ministry of Healthcare, Byelorussia.
10:00-10:30 Topic to be confirmed. Representative of the Ministry of Healthcare, Kazakhstan.

10:30-11:00 Modified release medicines bioequivalence. The current EMA guidelines,
regulatory requirements evolution and impact on the generic medicines
development in European countries. Kurushina S., D&A Pharma (Paris, France).

11:00-11:30 Coffee break

11:30-12:00 How to obtain efficiency information on the early stage of clinical trials.
Scheinin M., University of Turku, Finland.

12:00-12:30 The issues of clinical trials conducted by local producers. Hubieva A. Y., Deputy
director on Development issues of Russian Pharmaceutical Producers Association.

12:30-13:00 The opportunities of clinical trials usage while conducting pharmaeconomic
analisis. Jagudina R.l., The | Sechenov State Moscow Medical University.

13:00 Lunch




3 noHA

(MATHUL) MneHapHoe 3acepaHune N22

KoHgpeperu-3an KoHepeccHoz0 Llenmpa «[lempoKoHepecc»
9:00-13:00 bep pecciozo Lietimpa TempoKohep

Mpencenatenn:
W.A. Hapkesuu, B.I1. QuceHko, 10.4. UenHamos

09:00-09:30 ITnyecKkme NpobnemMbl KNUHUYECKUX UccnefoBaHuin. balibapuHa E.H., npedceda-
mens Cosema no smuke Mun3dpascoypassumus Poccuu.

09:30-10:00 Ha3eaHue goknaga oxupaetcs. [lpedcmasumens MuHucmepcmea 30pasooxpare-
Hus Pecnybnuku benapyce.

10:00-10:30 HasBaHue goknapa oxumpaetcs. llpedcmagumens MuHucmepcmea 30pasooxpaHe-
HuA Pecnybnuku Kazaxcmat.

10:30-11:00 b1O3KBMBANEHTHOCTb NEKAPCTBEHHBIX CPEACTB ¢ MOAUGULIMPOBAHHBIM BbICBO-
boxpeHnem. CoBpemeHHble PYKOBOACTBa EMA, 3Boniouns  perynstopHbix
LOKYMEHTOB 11 BNAHIE Ha CO3[aHue reHeprKoB B cTpaHax EBponbl. KypywuHa C.,
D&A Pharma (Mapux, OpaHyus).

11:00-11:30 MepepbiB Ha kode
11:30-12:00 Kak nonyuatb uHGopmaLmio 06 SGPeKTUBHOCTI Ha paHHel dase KNMHNYECKMX
nccnegosannii. Weunun M., YHugepcumem Typky, Typky, QuHasHOUS.

12:00-12:30 Bonpocbl NpoBeaeHns KINMHNYECKIX NCCefoBaHNiA TIOKanbHbIMW NPON3BOAUTE-
namu. Xy6ueea A. 0., 3amecmumens 2eHepanbHO20 Aupekmopa no 8onpocam
passumus Accoyuayuu Poccutickux papmayesmudyeckux npoussooumened.

12:30-13:00 Bo3MOXHOCTM WCNOMb30BAHNA Pe3yNbTaToOB KIMHWUYECKUX WCCIEAOBAHNUA NpK
nposefeHnn papMakoIKOHOMMYECKOro aHanu3a. AzyouHa P.U., [Tepabiti Mockos-
cKuli 20cydapcmeeHHbIl MeduyuHcKul yHugepcumem um. Y. M. Ceueroaa.

13:00 JlaHy




3 June Symposium 2

(Friday) Preclinical trials quality assurance:

the views of the major participants
14:00-16:30

Conference hall at Conference Business Center «PetroCongress»

Chairmen:
N.N. Karkishchenko, R.R. Gainetdinov, O.L. Verstakova

14:00-14:25 Modern biomodels in preclinical drug trials. Karkischenko N.N., Corresponding
Member of RAMS, Professor, Director of Research Centre for Biomedical Technologies of
RAMS.

14:25-14:50 Pharmaceutical aspects of preclinical drug research. Narkevich LA., rector of
St. Petersburg State Chemical and Pharmaceutical Academy.

14:50-15:15 Current requirements for clinical drug trials conduct. Verstakova O.L.,
Syubayev R.D., Bunyatyan N.D., Scientific Centre of Medical Device Expertise.

15:15-15:40 Modern experimental toxicology of drugs. Durnev A.D., Corresponding Member
of RAMS, Zakusov Scientific Research Institute of Pharmacology.

15:40-16:05 Experimental models of brain diseases in preclinical trials in the post-genome era.
Gainetdinov R.R., Italian Institute of Technologies, Genoa.

16:05-16:30 Coffee break




Cumnosuym N°2

3 noHA
«06ecnequV|e KavyecTBa AOKJIMHNYeCKnXx

(MaTHuua)
14:00-16:30

nccnepoBaHMiA: B3rnA[ OCHOBHbIX Y4aCTHUKOB»

KoHdepery-3an KoHepeccHozo Llenmpa «[lempoKoHepecc»

Mpencepatenn:
H.H. KapkuweHko, P.P. l[aiinemduHos, O.J1. Bepcmakoea

14:00-14:25 CoBpeMeHHble GMOMOAENN B AOKAMHWUYECKWUX WCCNEOBaHUAX NEKaPCTBEHHbIX
cpencts. Kapkuwerko H.H., unex-kopp. PAMH, npogheccop, dupekmop yupexoeHus
Poccutickoli akademuu meduyuHckux Hayk HayuHell yeHmp 6UOMEOUYUHCKUX
mexHosnoauti PAMH.

14:25-14:50 QapmaLeBTUYECKIE aCMeKTbl LOKNMHUYECKNX WCCNefOBaHUI  NeKapCTBEHHbIX
cpencts. Hapkesuy U.A., pekmop [OY B10 CaHkm-ITemep6ypackas 20cydapcmeer-
HAsA XUMUKO-(hapmavesmu4eckas akaoemus.

14:50-15:15 CoBpeMeHHble TpeboBaHMA K NPOBEAEHNI0 AOKNMHNYECKIX NCCNeA0BaHNIA eKap-
CTBEHHbIX cpeacTB. Bepcmakoea O.J1, Ciobaes P.J., bynaman H.J., OrbY
HLY3CMIT.

15:15-15:40 CoBpemeHHas 3KCMepUMEHTaNbHAA TOKCUKONOMAA NEKapPCTBEHHbIX CPefCTB.
[AypHee A.L., uner-kopp. PAMH, HUW ¢papmakonoeuu um. B. B. 3akycosa PAMH.

15:40-16:05 JKCnepuMeHTanbHble MOAEN 3ab0neBaHNiA MO3ra B AOKIMHUYECKUX NCCeaoBa-
HWAX B MOCTreHOMHY10 3py. laliHemduHoe P.P., imaneaHckut uHCMumMym mexHo-
noaud, [eHys.

16:05-16:30 MepepbiB Ha Kode




Round Table
3 June Improvement of preclinical

(Friday) and clinical trials
16:30-18:30 in the Russian Federation

Conference hall at Conference Business Center «PetroCongress»

Moderators:
M.R. Sakayev, A.N. Mironov, E.N. Baibarina, V.P. Fisenko, V.. Petrov, O.L. Verstakova

Topic for discussion:

Accreditation of preclinical and clinical trials bases (institutions), Good Clinical Practice and
Good Laboratory Practice rules, bioequivalence and therapeutic equivalence, phase 1
clinical trials, preclinical and clinical trials personnel training, ethical aspects of preclinical
and clinical trials, special features of biosimilars'trials, etc.

Adopting the resolution of the Conference




Kpyrnbin cron
3 nioHA «CoBeplUeHCTBOBaHNE AOKNNHNYECKUNX

(MAtHnua) N KNMHNYECKUX nccnefoBaHmni
16:30-18:30 B Poccuiickon Oepepaunn»

KoHepeperuy-3an KoHepeccHozo Llenmpa «[lempoKoHepecc»

Mogepatopbi:
Cakaee M.P., Muporoe A.H., baiibapuHa E.H., ®ucetko B.I1., Bepcmakoea O.J1.

Bonpocb! ans 06cyxaeHns:

AKKpenuTauma yUpeXaeHUs Ha NPOBeAeHNe KIUHUYECKNX 1 JOKNMHNYECKUX UCCIe0Ba-
HWIA, NPaBWNA HaNeXalLelt KNNHNYECKoi 1 TabopaToOpHON NPAKTUK, O1I03KBMBANEHTHOCTb
1 TepaneBTMYeCKas SKBMBANEHTHOCTb, NepBas $asa KNMHUYECKIX UCCIe[0BaHMIA, NOAro-
TOBKa KafjpOB A1A NPOBeJeHNA JOKNNHNYECKIX U KNMHNYECKIX NCCIe[OBaHNIA, STUYECKNe
acneKTbl [OKMAMHUYECKUX W KNUHUYECKUX WCCNefoBaHNiA, 0COOEHHOCTM WCCefoBaHNs
010aHanoroB 1 fp.

MpuHATHe pe3oniouyun KoH$pepeHLUN




HayuyHo-npakTnyeckune meponpuaTuna
CN6rmMmy vm. akaa. U. M. NaBnoBa

3uwna2011200a

«lllkona no muenonponudepaTnBHbIM 3aboneBaHnAM EBponenckoi
LLikonbl no lemaTtonorum — EBponeickoi rematonornyeckom accouma-
unn (ESH-EHA)».

15-16 cenmabps 2011 200a
MexpayHapoaHasa KoHpepeHUmMa «[TNyKHUKOBCKME UTeHUAY.

15-16 cenmabps 2011 200a
Bcepoccuinckan HayuyHo-npakTuueckas KOHGEPEHLMA C MeXAYHapoa-
HbIM y4yacTem «HekopoHaporeHHble 3a60/1€BaHNA MUOKapAa».

19-22 cenmabps 2011 200a
MexpayHapoaHas KoHdepeHUmna «TpaHCNIaHTaLMsA FeMON03TUYECKNX
CTBOJIOBbIX KJIETOK.

23-24 cenmsaAbpa 2011 200a
MexpayHapoaHasa koHdepeHuma «Jlumbopymy.

MonHbIA CNNCOK MEPONPUATUI NPeLCTaBNEH Ha CaiiTe YHBepCUTeTa
www.spb-gmu.ru

197022, r. CaHkt-Tletepbypr, yn. Jibea ToncToro, A. 6-8
Ten.. (812) 4997023, (812) 2344210
dakc: (812) 346 3414, (812) 2344210



