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AKTyanbHOCTb

3agadn Papma 2020 (yBenunyeHne gonuv NpoayKumn
OTeYeCTBEHHOIO NPOM3BOACTBA, U3MEHEHNE HOMEHKNATYpHI,
yBenMyeHne 40N MHHOBALMOHHbBIX CPeACTB)

imnopT3amellueHue

[apMOHM3aLMs U BbIX0d UHHOBALMOHHOW NPOAYKLUKN Ha
MeXOYHapOoAHble PbIHKU

[MoTpebHOCTb B MPOEKTHbIX MeHemkepax Ans oTe4ecTBeHHOMN
dhapmaLeBTNYECKO MPOMbILLIIEHHOCTH

OTtcyTtcTBue B PO BO3MOXHOCTU NOMHOLEHHOMN,
a He cerMeHTapHoONn, NOAroTOBKM AaHHbIX
crneunanucToB




[Mpeanocbinku peanusauumn npoekta B INCI16IMY.

Hay4Ho-nedazozauyeckue

OnbIT NnpenogaBaHus
® Kaheopa OpraHmsauum 3gpaBooxpaHenus (¢ 1923 r.)

" Kadenpa Papmakonornm / KnNMHNYECKON dapMaKoiormm
(1899/1984 rT.)

® UHcTtutyT dhapmakonorum nm.A.B.BanbamaHa

- KprbI nocnegunniioMHOro 06pa3OBaHMF|
" MpaBuna npoeaeHus knuHn4vecknx nccnegosaxHmm J1IC (GCP) (c 2004r.)

u CTaTI/ICTI/IKI/I, OMOCTaTUCTUKN U NPUKITaaHbIX CTaTUCTUNYECKUX MNMporpamMmm
SPSS 1 SAS (c 2004 r.)

® MoHuTOopuHra knuHmnvecknx nccnegosanum (¢ 2012 r.) COBMECTHO C
komnaHnen Kemntamnc (QUINTILES - rmobanbHasa cepBucHasi KOMnaHus)

® [okasatenbHon meaunumHbl (c 2010 r.)
® OueHku TexHonorun 3gpaBooxpaHenust (¢ 2014 r.)



IIpobaemul Kadposozo obecneuenus nepexoda papmaueemuyecKoil Ompaciu Ha UHHOBAUUOHHYIO MOOeb PA3CUMUS
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[1lpakTnyeckasa koonepauung

[MepBbin CaHkT-leTepbyprckum

. . XUMMKo-hapmMaueBTUYeCcKas akagemMus,
[ocyoapCTBEHHbLIN MeOULIMHCKUN

yHuBepcuTet um.W.M.Masnosa CaHkT-lleTepOypr

CaHKT-

[MeTepbyprckoe
oTaeneHue ISPOR Focy,D,apCTBeHHbIIZ YHUBEPCUTET

CaHkT-lleTepbyprckum

KeuHTtamnnc (QUINTILES — Cl1b dapmaueBTHUyeckuin knacrep

rmobarnbHaa cepBUCHass KOMMaHWA)




OTanbl peanu3aunn rockoHTpakTa. | aman

(o)

= [1.1. AHanun3 npegmeTHon obnactn 1 3agad NnpodeccruoHanbHON AesATENbHOCTU
B obnactm nMpoeKTHOro MeHemMKMeHTa B pa3paboTke W unccnegoBaHUU
NeKapCTBEHHbIX CPEACTB

= [1.2. OnpeneneHune TpeboBaHWN K pe3ynsTaTaM OCBOEHUSI BapuUaTUBHOW YacTu
obpasoBaTenbHON nporpaMmbl MaructpaTypbl «[POEKTHbIA MEHEemXMEHT B
pa3paboTke 1 nccneaoBaHUM NEKAPCTBEHHbIX CPEACTBY

= [1.3. [NpoBeaeHue o6LecTBeHHO-NPodeccnoHanbHOro obcyxaeHus
npodeccuoHanbHbIX KOMMETEHLUMA, DOpPMUPYEMBLIX B pes3ynbraTe OCBOEHUS
BapMaTMBHOM  4acTu  oOpasoBaTenbHOW  MporpamMmbl  MarmcTpaTypbl
«MpOEKTHbIN MEeHemXXMEHT B pa3paboTke M UCcCrneaoBaHUM JeKapCTBEHHbIX
CpPeacTB»

= [1.4. OnpepeneHne n onucaHne YCIIOBUA OCBOEHUS BapuaTUBHOM 4acTu
obpasoBaTtesibHOM nporpaMmmbl MarucTpatypbl «[1pOEKTHbIN MEHEeOXMEHT B
pa3paboTke 1 nccnegoBaHUKM NieKapCTBEHHbLIX CPeACTB»



JTanbl peanusaunm rockoHTpakTa. |l aman

[llaTan: ]

[1.1. PazpaboTka BapuaTUBHOMN 4YacTn obpasoBaTesisHOM NporpaMmmel
maructpaTtypbl  «[1pOEKTHbIN MEHeMKMEHT B pa3paboTke WU
nccnegoBaHUn NIeKapCTBEHHbIX CPEACTB»

[1.2. [lpoBeaeHne 00OLLECTBEHHO-NPOPECCUOHANLHOIO 0bCyXAEeHUS
pa3paboTaHHOM BapuaTuUBHOM 4YacTu obpasoBaTernbHOM Nporpammb
maructpaTtypbl  «[1pOEKTHbIN MEHEeMKMEHT B pa3paboTke WU
nccrieqoBaHuUmM ekapCTBEHHbIX CPEACTBY



CTpyKTypa nporpammsl (120 3E)

PaspabortaHa Ha ocHose ®TOC Pa3paboTtaHa Ha ocHOBe CTaHAapTOB

BINMO no HanpasneHuio npenogasaHna dapmaLeBTU4eCcKOoN

nogrotoskun 32.04.01 MEONUNHLI B BEAYLLUNX MUPOBbIX

«O0LwecTBEHHOE

yHuBepcuteTtaxhttp://ifapp.org/Educati

3apaBooxpaHeHue» (marmctpa-
Typa), 2015*

on/Courses

(15 nporpamm)

* MO Ne1367 om 19.12.2013

« 06 ymeepxdeHuu NopsiOka opeaHu3ayuu u

ocywecmerneHust obpaszosameribHol dessimernibHoCcmu o obpasogamesibHbIM rpogpaMmMam 8bICUIE20
obpa3sosaHusi — npoepammam bakanagpuama, npozpamMmam creyuasumema, rnpoepamMmmam Mazucmpamypbiy.


http://ifapp.org/Education/Courses (15
http://ifapp.org/Education/Courses (15
http://ifapp.org/Education/Courses (15
http://ifapp.org/Education/Courses (15
http://ifapp.org/Education/Courses (15

MeToauka peanusauum

MpodeccuoHanbHble KapTa
KOMNEeTeHUnn KOMNETEHLU NN

[ S y4ebHbIX Moaynem ]

e Paboune nporpammsl Mmogyremn

OOLuecTBeHHbIE 0OCYXOEHUS

[opaboTka

e @DOHA OLEHOYHbIX CPEACTB AN aTTecTaluu.

o [lporpaMmmbl YeTbipex NPON3BOACTBEHHbIX MPaKTUK

exLogedoft

BUHBIMKADQO 8I9HHB8.L08IMQQ

e Y4eOHbIN nnaH n y4ebHbIn rpadmnk obyveHus

e VTOrosas rocynapcrtBeHHasi aTTectauus

ChopmmpoBaH METOAMNYECKUIA KOMIIEKC
OCHOBHbIX XapakTepucTuk obpasoBaHus




Pe3ynbsratbl MAHTEPHET onpoca

Bamre mecto
paboThr:

[ Komrpartaag CepBHCHAR

O{IraEErs ATTHA

A KonnyecTtBo pecrnoHOeHTOB

. Eﬂaﬁ;ﬁ:mecxu N _40

M crsrmy
WHeTHTyT MosTa
uenokeka Mo HIL
Bexrepesoit

Ol Apyroi

HonHocTL:

MeHedxep npoekTa

B «cnuHnaeckoro
MCENenoBaHNA
MeHegxep no

M nepconany/no nogBopy
nepcoHana

B npyroi

http://clinpharm-spbgmu.ru/education/Management.php



[MpodeccmoHanbHblE cneunanmM3npoBaHHbie

KoMnetTeHunin

Llenb o6y4eHuns — nonyvyeHne HeoOXoaNMbIX KOMMETEHLINIA

CnocobHOCTb CONPOBOANTL HOBOE 3KCMEPUMEHTalbHOE NeKapCTBEHHOE BELLIECTBO Ha
Bcex dhasax KNMMHUYECKOro nccrneaoBaHus BNioTb A0 nogayun Ha peructpaumio B M3
P® (MCK-1)

«CnocobHocTb paboTaTb B COOTBETCTBUM C OCHOBOMOMAraroLwMMmn aTMHECKUMN
Hopmamny (MCK 2)

CnocobHOCTb CaMOCTOATESBHO MaHNMPOBaTb NPOEKTLI B 00M1acTN KINUHNYECKNX
nccneposanui (INCK - 3)

«CnocobHOCTb CaMOCTOATENBbHO OpraHN3oBaTb NMOSMHLIN LIMKIT peann3aunmy npoeKkToB
B 0651aCTU KNUHNYECKMX U anngemuonorndeckmnx nccregosanumny (MNCK 4)

«CnocobHOCTb NOHMMAaTb U MHTEPNPETMUPOBATL peayrnbTaTbl KITMHUYECKOro
nccneposanmay (MNCK-5)

«CnocobHOCTb K opraHn3aunmn yrnpaesneHmem 6e30nacHOCTb HOBbIX fIeKapCTBEHHbIX
npenapatoB B M3 P®» (INCK-6)

«CnocoBbHOCTb ynpaBnATb KAYeCTBOM B KIMHUYeCKuX nccnegosanunax» (MCK 7)

«CnocobHOCTb 1 rOTOBHOCTL K BromkeTnpoBaHuto npoektay» (MNCK -8)



[MpodbeccmoHanbHble cneunanm3npoBaHHbie

KOMNOEeTeHUWNWN. (npodomxeHue)

«CnocobHOCTb K yrpaBneHuto puckamm — pHaHCOBbIMU, OpPraHN3aLMOHHBIMN,
aTndeckumny (MCK 9)

«CnocoBbHOCTb NPOBOAUTL OLEHKY 3O(EKTUBHOCTN N SKOHOMUYECKOW LienecoobpasHoCTur
HOBbIX MEOULMHCKNUX TEXHOMNOIMMN — oLueHKa MmeanumHckmx TexHonornmy» (MCK - 10)

«CnocobHOCTb CaMOCTOATENBHO NPOBECTU CTAaTUCTUYECKUIM aHann3 pesynsraTtoB NPOCTOro
KnuHndeckoro nccnegosanus» (MNCK —11)

CnocoBOHOCTb U FOTOBHOCTb BbIMOMHATE OCHOBHbIE (DYHKUMW  yripaBfieHNUs1 KOMaHO4OW
npoekTa npu ero peanunsauunm (MNCK-12.)

«CnocobHOCTb CaMOCTOATENBHO YNPaBnATb KOHSIMKTaMM B KOMaHAe NpoekTa npu ero
peanusauumn» (NMCK-13)

«CnocobHOCTb OCYLLECTBIIATb BIIMAHWE Ha YNEHOB KOMaHAbl NpoekTa ans obecneyeHus
BbICOKOM 9P (peKTUBHOCTN pe3ynbTaToB AesaTteribHocTuy» (MCK-14)

«CnocobHoCTb yNpaBnaTb Nnpoueccom obMeHa nHpopmMaumen, CBA3aHHbLIM C
MEXITMYHOCTHLIM U opraHn3aunoHHbiM obwweHnem» (IMNCK-15)

«CnocobHOCTb K OBLLIEHMIO HA aHITIMNCKOM A3blKe B MpoLecce peanun3auum npoekTHOro
MeHeQKMeHTa B obnactn obwectseHHOro 3goposbs» ([MCK-16)



CnocobHoCTb conpoBoaAUTb HOBOE JKCNepumMmeHTasnibHoe JfieKkapcrBeHHoOe
BeleCcTBO Ha BCeX cba3ax KIMMHN4YeCKOoro nccrneaoBaHnA BnJsiotb A0

nogayu Ha peructpauuo B M3 PP (INMCK-1)

TTepsbrii yposeHb (TTCK - 1) -I -Bnapets: TTpakTUYeckUM npumeHeHuem npasun Haanexalueit KnuHuveckoit
lotosHOCTb U cnocobHocTb paboTaThb B TTpaKTUKK B pelleHUU HeCTaHAApTHBIX / HOBBIX 3aAav
COOTBETCTBUU C NPABUIAMU *Ymetb: Micnonb3osatb npasuna Haanexawen KnuHuueckori TTpaktuku 8

Haanexawer KnuHuueckon TTpaktukm MPAKTUYECKOM MPUMEHeHU.
(Good Clinical Practice) -3Hatb: TTpasuna Haanexawe KnuHuueckoin TTpakTtukm (Good Clinical Practice).

Bropotii yposeHb (TTCK - 1) -IT Bnanertb: HaBbIKAMU MPAKTUYECKOTO MPUMEHEHUS MeXAYHAPOAHBIX U
CnocobHOCTb U TOTOBHOCTb pGﬁOTGTb B HALUUOHAIbHbIX HOPMATUBHBIX AOKYMEHTOB B pelieHUU HeCTaHAApTHbLIX 3aAa4 No
PAMKAX MeXAYHApOAHBLIX U opraHusauum npoeeneHns KNUNHUYeCKoro nccienoBaHus.
HALMOHANbHLIX HOPMATUBHBLIX *Ymerb: anMeHﬂTb 3HaHWe MexayHapoAHbIX U HaAUUOHAJIbHBIX HOPMATUBHbLIX
AOKYMEHTOB Ha MpakTuKe.
*3HaTb: MC)K.D.YHGPO.CI.HbIG U HaLMUOHAJ1IbHbIEe HOPMATUBHbBIE AOKYMEHTHI,
pernameHTupyrowme KnnmHu4Yeckue nccnenosaHus.

AOKYMeHTOB

o

-Bnapets: HaBbIKAMU (POPMUPOBAHUA MOSHOFO MakeTa AoKyMeHTaumu (Aocbe) Ans \
Tpetuin yposeHb (TTCK-1) -ITT NOAGYM HA PeruCTPALMIO HOBOTO NEKApCTBEHHOTO CPEACTBA UMM MEAULIMHCKOM
Cnoco6HOCTb U FOTOBHOCTb TeXHONOMUU B perynupyroLMe OpraHsL
CPOPMUPOBATL NOMHBIM NaKeT *YMmeTb: COpMUPOBATL MOSHBIY NAKeT AOKYMeHTauMM (A0Cbe) ANS MOAGYU Ha
AOKyMeHTaumm (Aocbe) Ang NoaauM Ha PerucTpaLMIO HOBOFO JIeKAPCTBEHHORO CPEACTBA UMM MEAULIMHCKOM TeXHOMOruM B
PerucTpaLmIo HOBOTO IeKapCTBEHHOTO perynupyrolme opraHs
CPeACTBA UMN MEANLMHCKOMN TeXHOMormUm *3Hatb: Tpe6OBAHMA K KOMMIEKTHOCTU MakeTa AOKyMeHTaLMM (Aocbe) Ans NoaauU
B perysiupyHolLme OpraHbl HQ PerUcTPaLMIO HOBOTO NeKApCTBEHHOTO CPeACTBA MU MEAULIMHCKOW TeXHOMOrum
B perynmpyroLumMe OpraHsL




LleneBaga ayoutopusa. dokyc rpynna.

TpeboeaHusi Kk nocmynarowum

bakanaBp nnn Cneunanuct
= MepguuuHa

= Xumuko-thapmaueBTUyeckoe
= bwvonormnyeckoe

= OPusnko-maremaTmndeckoe

[lpegnonaraeTcsa BbipaBHUBAKOLMNA MOAYSTb
BapuamugHbil KOMMOHEHM




BxogHble TpeboBaHus K abUTypmeHTam

@ Xapaktepuctuka

Bakanasp nnu cneynanuct GUoMeanLMHCKOro HanpasieHns
@ Ycnosue

BblpaBHMBaOLWMIN BIIOK MaTteMaTUYeCKnX UCLUUNINH.

@ XapaKkTtepucTtuka
bakanasp unu cneunanmcTt No eCTeCTBEHHO-HAY4YHbIM Y
rYMaHUTapHbIM HarpasrieHnsm

@® Ycnosune
BblpaBHUBAOLWMIA BNOK BUOMEAULIMHCKNX OUCLUMIIVH.

1

@ [lpoxoxaeHus BXOOHOMo 3K3aMeHaLUWMOHHOMo UCMbITaHUA He
NpPOoMPUNbLHbIX abUTYPUEHTOB Ha 3HAaHME COOTBETCTBYHOLLEIO
pasgena 6noka

® CornacHO NPoAEMOHCTPUPOBAHHBLIM 3HAHNAM BbIOUpaeTcsa oanH
N3 BblpaBHMBaKLLMX BNOKOB, NpU HeQoCTaTKe 3HAaHNN KaKoro-
nnbo pasgena BToporo 6510ka 0b6y4varoLLMUCS MOXET NPOMUTU ITOT
pasgen B KadecTse (paKkynsraTuia.



CTpykTypa nporpammel, 5 moayrnen (60 3E), mo 12 3E - (432 yaca)

M1. BeeaeHue B obuiecTseHHoe M2. dapmaueBTudeckuii GusHec.

3paBooxpaHeHne PaspaboTka HOBbIX NeKapcTB.

(8) obwaga YacTtb (B.4Y. AHr.a3) (12) BBeaeHne B hapmbusHec,
NpUHUKUNbLI co3aaHnsa nekapctse, GLP,

(4) BbIPABHMBAIOLNN CETMEHT (hapmakoakoHommka, OT3

M4. YnpaBneHue KnnHNYeCKnm
nccnegoBaHmem

M3. MeTogonorns KnmHnM4Yeckux
nccnegoBaHUn

(8) nokasaTt.mMeguumHa, MeTa- MeHeaKMeHT, GCP, MOHUTOPWUHT,
aHanus, apmMmakomeTpusl, An3anH, CUCTEMHBbIN ayauT, lopua.BoNpocChl
NPOTOKOM, MHOOPM.TEXHONOMNU

)
(4) ctaTucTuka ‘ (12) KIMHUYECKUIA NPOEKT.

M5. KOpuguyeckune n atndeckume acnektsl KA.
JInyHocTHbIE HaBblikn CPM
J BapuamusHas yacmsb

(12) dapmakoHaa3sop, bnoaTuka
B oedepansHas yacms




Moaynb 3

MeToponorus knuHndecknx nccrnegosanmm 12 3k

1.0OcHOBbI AoKa3aTenbHON MeAuLMHbI;

2. [In3anH KIUHUYECKUX U OOKIMMHUYECKNX NccrieqoBaHUM;

3. OcHoBbl GCP;

4. MOHUTOPUHT KITMHUYECKUX NCCeaoBaHU;

5. BeBegeHne B OMoMeaMUMHCKYIO CTaTUCTUKY;

6. CTaTUCTMYECKNN aHanM3 n MmoaenupoBaHne B 4uccnenoBaHusx;
/. (BnekmueHbIl Kypc) HayuyHoe nucbmo u ripeseHmauyuu;

8. (GnnekmusHbIU Kypc) Mempornoausi u memodoorioaus 8 nnabopamopHou
oua2HoOCMuKe,

9. (GnekmusHbIl Kypc). [okazamernbHas meduuyuHa (XKypHarbHbIU Kriyb).

Utoro: 10 ob6sa3atenbHbIX 3E n 2 anektnuBHaa 3E Ha BbIOOp M3 3-X
KypCOB.



Moaynb 4 YnpaBneHue KNMHMYECKUMM UCCIiefOBaHMEM

12 3E

1. MNpoBeaeHne CUCTEMHbIX ayaAUTOB;
2. KayecTBO B KITMHUYECKUX UCCnedoBaHUsaX;

3. KnuHn4yeckuin NnpoeKkTHbI MEHEOKMEHT.

Utoro: 12 oba3atenbHbIX 3E.



COOTHOLLEHME KOMMETEHLNN U KYPCOB.

MHCTpyMeHTapun.
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OrneMeHTbl paboyen nporpamMmmebil.

COOTHOLLIEHME KOMMETEHLMA U KYPCOB

oTan
KomneTteHuua doopmMupoBaHug Moaynb
KOMNEeTeHLU NN

Kypc1.
BBeneHue B
9KOHOMUKY DB

31, Y1, B1

Kypc 4. HoBble
MeToabl
paspaboTkun J1C

Kypc 2. Ipouecc
32,Y2,B2 pa3paboTku
HoBbIX JIC




[lporpamma npakTuk (pasBuTme KoOMMNeTeHLUnn)

B 1 cemecTtpe 1 kypca ;

[MpakTnka Ne1 MeHepxmeHT B cchepe
4 Hepenu

oOLecTBEHHOro 34paBoOXpaHeHUs1 Hay4YHo-

npon3BoacTBeHHas NpPpakTukKa

[MpakTnka Ne2 NnaHupoBaHMe u npoBeaeHue
KNMMHUYECKOro uccnegoBaHmsa HaydHo-

BO 2 cemecTpe 1 kypca ;
4 Hepenu

npon3BoacTBeHHas NpakTukKa

B 1 cemecTpe 2 Kypca ;

12 Hepenb

[MpakTka Ne3 JTuyeckas aKkcnepTusa Hay4yHo-
NnpPou3BOACTBEHHAaA NMpaKkTUKa TUna npakTuka n|>

nosny4YeHuo nepBuUYHbIX NpodeccnoHanbHbIX
HaBbIKOB Hay4YHO-NPOU3BOACTBEHHaA NpaKTuKa

MpeaannomHas Hay4YHO-NPOU3BOACTBEeHHas
npaKkTukKa

BO 2 ceMecTpe 2 Kypca ;
16 Heaenb




IToroBas rocygapCrBeHHad arrecCrauund

6 3E

[MopTdonno, coctaBneHHOE U3 BbINOMHEHHbIX 3ad4aHnn Npu
NpoBeaeHUN NPOMEXYTOUYHbIX aTTecTaunu.

Maructepckasa guccepraumngd
(bopma BbINyCKHOW KBanMdmMkaunoHHOW paboTbl BbICLLETO

npodpeccunoHanbHoro o6pasoBaHMs MO YPOBHIO «MarncTpaTtypa)

* npedcmasumsb ripozpaMmmy pa3pabomeku s1ekapcmeeHH020
cpedcmea.

« CopepxaHune ﬁ[ ‘-sK

 TpeboBaHus E .
« CTpyKTypa ;




Cnacubo 3a BHMMaHue!

NncrierMmy um. akag. W.M.Masnosa :
kadeapa KnuHuveckon cpapmakonorunm
AoKasaTtesibHOU MeAULUMUHbDI

S es o Aapec: yn. IN.ToncTtoro 6/8, kopnyc 28
& % 197022 Q@HKT-HeTepﬁypr,

S T lenedion: #7.(812) 338 67 28
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