Hapaexamas kiuandeckasi npaktuka (GCP)

1. enu u 321244 IMCHUTLIMHBI

Heas aucrumiuHbsl — (GOpMHUpPOBaHUE Yy CiymiaTens Npo(ecCHOHANbHBIX 3HAHUN B
00J1aCTH IJIAHUPOBAHUS M TTPOBEICHUS KIIMHUYECKUX UCCIICIOBAHUI JICKAPCTBEHHBIX CPEJICTB.

3agaum TUCIMIUINHEL

W3yuenne HCTOPUM ¥ METOJOJOTHMH TPOBENEHHUS KIMHUYECKHX HCCIEeIOBaHUN
JIEKapCTBEHHBIX CPE/ICTB;

[TonmyyeHne NPaKTHYECKUX HABBIKOB IPOBEINCHHUS KJIMHUYECKUX HCCICIOBAHUIN
JICKApCTBEHHBIX CPECTB B POJIA Bpaya — HCCIICIOBATEIIS.

ChopmupoBats OOmUpHBIA W TIyOOKHiA 00BeM 0a30BbIX, (yHIaMEHTAIBHBIX
MEIUIUHCKUX 3HaHUH, (OpMHUPYIOIUX MpodhecCHOHaTbHbIE KOMIIETEHIIMA Bpaya JI000H

CIICHHUAJIbHOCTH, CIIOCOOHOTIO yCeuHo peuaTtb CBOU HpO(I)CCCI/IOHaJ'ILHLIC 3aJa4u:

. 3HaTh MlcTOpHIO KIMHUYECKUX MCCIIEIOBAHUM

o 3Hatb OCHOBHBIE JOKYMEHTBI, PpEIJIAMEHTUDPYIOLIUE IPOBEACHUE KIMHUYECKUX
uccienosanuii B Poccuiickon @enepannn

o 3HaTh OCHOBHBIE MEX/IYHAPOAHbIE JOKYMEHTHI B 00J1aCTH 3TUKU HAYYHBIX MUCCIIEJOBAaHUIN
o 3uare IlpaBuna Haanexameil KIMHUYECKOH mpakTuku corimacHo ['OCT P 52379-2005
«Hagnexamias KIMHUYECKas IPAKTUKaA».

o 3HaTh MEeTOIMKH KOHTPOJIS Ka4eCTBA B KIIMHUYECKUX UCCIIEJOBAHUAX

o VYmerts [nannpoBats NpoBeaeHNE KIMHUYECKOTO UCCIEA0BaHUs

o Ymers CaMOCTOSITENBHO COCTABUTD IM3alH MCCIIE10BATEIbCKOM pabOTHI.

o VYmers [lonyyars MHGOPMHPOBAHHOE COTJIACHE MALMEHTAa HAa y4yacTHE B KIMHUYECKOM
UCCJIEJOBAaHUH

. YmeTs BecTu yuer uccneayemoro npenapara

o VYmets [IpoBouTh aMOyIaTOpHBIE M CTAI[MOHAPHBIE BU3UTHI NAIIUEHTOB

o YMeTh BISIBIATE U pENOPTUPOBATH HEXKENATEIbHBIE SIBJICHHUS

o Ymers CaMoCTOSTENBHO paboTaTh MCIONB30BaTh CHPABOYHYIO JIUTEpaTypy IO

KIMHUYCCKHUM HUCCIICOIOBAHUAM.

2. [InanupyemMble pe3yJbTaThl 00yUeHHs M0 JUCHHUILINHE:

BbInmyckHUK, OCBOMBLIMI HporpamMMmy OpAMHATYpHI, JOJKEH 00JIafaTh CIEAYIOIUMHU
YHHUBEPCATbHBIMU KOMIETEHIIMSIMU:
TOTOBHOCTHIO K a0CTPaKTHOMY MBIIUICHHIO, aHau3y, cuHte3y (YK-1);
TOTOBHOCTBIO K VYIPABICHUIO KOJUIEKTUBOM, TOJEPAaHTHO BOCHPUHUMATh COLMAJIbHBIE,
ITHHYECKHUE, KOHPECCHOHABHBIC U KyabTypHbIe pasnuuus (YK-2);
BbInycKHHMK, OCBOMBIIMK HpOrpamMMmy OpAMHATYpBI, JOJDKEH 007aaaTh MpodecCHOHATbHBIMU
KOMIIETEHIUSIMHU:
FOTOBHOCTh K OCYILECTBJICHHIO KOMILUIEKCa MEpONPUATUM, HAIlPaBICHHBIX Ha COXpPaHEHHE U
YKpEIUIEHUE 3JI0pOBbsi M BKIIOYAOMUX B ceOs (QopMupoBaHuE 310pOBOro obpasza KHU3HH,
NpeIynpexIeHne BO3HUKHOBEHHS U (WIM) paclpocTpaHeHHs 3a0ojieBaHUM, MX PaHHIOO
JUArHOCTHKY, BBISBJIEHUE IPUYMH W YCIOBUH HX BO3HUKHOBEHUS M Ppa3BUTHs, a TaKXKe
HAIPaBJIEHHBIX HAa YCTPaHEHUE BPEIHOrO BIMSHUS Ha 3I0pPOBbE YesloBeKa (PaKTOPOB CPEIbl €TO
obutanus (ITK-1);
TFOTOBHOCTH K BEJICHUIO U JICUCHHUIO MAIlEeHTOB, HYXJAIOIINXCS B OKa3aHUU (PTU3UATPUUYECKOM



meaunuackon momorm (ITK-6);

° TOTOBHOCTH K MPUMCHEHHIO MPUPOIHBIX JIEYCOHBIX (haKTOPOB, JICKAPCTBEHHOM,

° HEMEIMKAMEHTO3HOW Tepariuu U IPYTHX METOJIOB Y MAIIMEHTOB, HYXIAIOIINXCS B
MEIUIIUHCKON peaOUIUTAIMN U CAaHATOPHO-KypopTHOM Jieuenuu (I[1K-8);

° TOTOBHOCTH K MPUMCHEHHIO OCHOBHBIX IPUHITUIIOB OPTaHW3aI[MU M YIIPABICHUS B cepe

OXpaHbI 3J0POBhA I'pa’KJaH, B MCIUIIMHCKHUX OpraHU3aluAaAX U UX CTPYKTYPHBIX IMOAPa3aACICHUAX
(TIK-10);

L T'OTOBHOCTD K YUaCTHIO B OILICHKE Ka4Y€CTBa OKa3aHUA MCHHHHHCKOﬁ IIOMOIIIH C
UCIIOJI30BAHUEM OCHOBHBIX MEIMKO-CTaTUCTHUYCCKUX mokaszarenei (ITK-11);

3. MecTo AMCHUILIHHBI B CTPYKTYype 00pa3oBaTe/ibHOH IPOrpaMMbl
Jucnumnunaa no BeiOopy «Hamnexamas kimHndeckass mpaktuka (GCP)» orHocutes k

BapuaTUBHOU yactu bioka 1.

4.00beM AUCHUMIIJIMHBI B 3a4Y€THBIX €IMHUIAX C YKA3AHUEM KOJIUYECCTBA AKAACMUYCCKUX
YacCo0B, BLIACJICHHBLIX HA KOHTAKTHYIO pa60Ty oﬁy‘{amnmxm C mpemnogaBarejieM U Ha

CaMOCTOSITEJIbHYIO Pa00Ty 00y4aroMXcs

Bcero CemecTpsl
yacos /
Buj yueGHoii padoThl
3a4YeTHBIX 1 2 3

eTMHHI]
AyIuTOpHBIE 3aHATHS (BCEro) 48 48
B Tom uuce:
Jlexuu (JI) 4 4
Knunnueckue npaktudeckue 3ansatus (KI13) 44 44
CamocrosiTesbHas padoTa (Bcero) 24 24
IIpoMesxkyTOoUHast aTTeCTALUSA 3ayer +
O0mas Tpy10eMKOCTh
4acel 72 72
3a4eTHbIE eIMHUIbI 2 2

5 Conep:xanue TUCHUILIMHBI, CTPYKTYPUPOBAaHHOE MO TeMaM (pa3jejaM) ¢ yKa3aHHeM
OTBCACHHOI'0 HA HUX KOJIHUYECTBA aKAAEMHUYECCKHUX YaCoB U BU/10B 3aHATHH

5.1 Y4eOHo-TeMaTH4YeCKOe IIJIAHUPOBAHME TUCHUIINHBI



HaunmenoBanue TeMbl

(paznena)

Konraktnas pabota, akageMm. 4

3aHATUA

JICKITMOHHOI'O

Kimuanueckue

IMPAKTUYCCKUE

JluctaHImoHHoe

o0yueHHe

CamMocTosTeIbHas

pabota, akazmem. 4

Bun

v

IMPOMEKYTOYHOU

Bcero

. Hcropus
KIIMHUYECKHUX
HCCIIEI0BaHUM. DTambl
pa3paboTKu
JIEKapCTBEHHOTO
CpeJCTBa.

° Buael
KIIMHAUYECKUX
uccaenoBanui. Juzaiin
MPOBEICHUS
HCCIIeJOBAHUS

J CtopoHBHI,
MPUHUMAIOIINE YIaCTHE
B KIIMHUYECKOM
UCCIIEJOBAaHHH.
Opranuzanus paboTsl
HCCIIE0BATEIBCKOTO
LEHTPA.

° DTHYECKHE
MpaBujia IPOBEACHUS
KJIMHAYECKUX
HCCIICTOBAHUIA.
OTHUYECKHE KOMHUTECTBHI.
NudopmuposanHoe
corjacue.

. OCHOBHBIE
JTIOKYMEHTBI
KIIMHUYCCKOI'O
HCCIEI0BAHUS.

. VYuer u XxpaHeHue
HCCIIElyeMOro IIpernapara
Y MaTepHUasoB
UCCIICIOBAHMS

° HexenarenpHble
SIBJICHUS.

° OTtueT 1
MyOJIUKaIuu
pe3yabTaTOB
KIMHUYECKUX
HCCIIeJOBAaHUH

. KoHntpoib
KaueCTBa B KIMHUYECKUX
UCCIICJOBAHMSIX.

3auer

10
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. Ounbku 1 0OMaH
B KIIMHUYECKHUX 1 2 1 4
HCCIIEAOBAHUSIX
e 3auer 2 0 2
UTOro 4 18 26 24 0 72
5.2 Conepxanue no remam (pa3aejaM) TUCHUILIAHBI
Ne HaumenoBanue Conep:xanue TeMbl dopmupyembie
n/ TeMbl (pa3aesia) (pa3aeJa) KOMIIETEHI[U U
n AHCHHMILINHBI
Hcropus 1.1. CoBpeMeHHas cuTyalusi | TOTOBHOCTBHIO K aOCTPaKTHOMY
KIIMHAYECKHUX Ha (apMaIeBTHUECKOM MBIIUICHUIO, AaHAIIU3Y,
HCCIICIOBAaHUH. PBIHKE. cunresy (YK-1);
Oransl pazpabotku | 1.2. OcHOBHBIC
JIEKapCTBEHHOTO HCTOPUYECKHE ITAIBI
CpeJCcTBa. Pa3BUTUS KIIMHUYECKUX
HCCIIEIOBAHU M.
1.3. I[Touck HOBBIX
JIEKapCTBEHHBIX CPEJICTB.
1.4. JlokmuHUYECKHE
HCCTIe0BaHUS
JIEKaApCTBEHHBIX CPEJICTB.
1.5. Knuanyeckue
HCCIeA0BaHUS
JIEKaPCTBCHHBIX CPEJICTB.
2. Bunet 2.1. TloHsiTHEe KaYECTBEHHOM TOTOBHOCTBIO K a0CTPaKTHOMY
KIIMHAYECKHUX (Hamesxariei) mpakTHUKH MBIIUICHHUIO, aHATTHU3Y,
HCCIeI0BaHUH. cunresy (YK-1);




Jun3aitn 2.2. [TpuHIUIIBI
MPOBENCHUS Ka4eCTBEHHOMN KIIMHUYECKOU
UCCIIeTOBaHUS MIPaKTUKU

2.3. HopmaruBHas 6aza

Poccuiickoit denepanuu 1o

IIPOBEJICHUIO KIIMHUYECKHUX

HUCCIIEIOBAHUN

2.4. TIlpouenypa noyrydyeHus

paspelleHus Ha IPOBEACHUE

HCCIIEI0OBaHUS.

Pa3pemurensHbie

JIOKYMEHTBI.
o CropoHsl, 3.1. locTroBepHOCTh TFOTOBHOCTBIO K a0CTpakTHOMY
MIPUHUMAIOIIINE

Pe3yJIbTaTOB KIMHUYECKUX MBIIUIEHHIO, aHAJIU3Y, CHHTE3Y
ydactue B
KJIMHUYECKOM HCCJICIOBAHUN. (YK-1);
HCCIIEJOBaHUH. .

3.2. Buapl uccnenoBaHuii 10 | TOTOBHOCTBIO K YIPAaBJICHUIO
Opranuzanus
paboThI JU3aiHy. KOJJIEKTUBOM, TOJIEPAHTHO
UCCIIEIOBATENECKOT

3.3. Mero/ibl, MOBBILLIAIONINE | BOCHPUHHUMATh COLIMAJIbHBIE,
O LIEHTpA.

00BEKTUBHOCTD STHUYECKUE,

(KOHTpOJIbHBIE TPYIIIIHI, KOH(ecCHOHANbHBIE u

paHIOMHM3aLIMS, CIENON
METO[).

3.4. [InanupoBanue
KJIUHHYCCKOTO
HUCCIICIOBAHUS.

3.5. CraTtucTuueckoe
o0OecreyeHne KIIMHNIECKUX
HuccienoBanuil. BeiezgHoe
3aceaHue Ha 0a3e oTaena
OHOMEIUIIMHCKON
CTaTHUCTHKH.

3.6. CrioHCOp KIIMHUYECKOTO
uccnenoBanus. [Ipasa u

00513aHHOCTH.

KynbTypHble paznuuus (YK-
2);

TOTOBHOCTB K OCYLIECTBIICHUIO
KOMILIIEKCa MEpOIPUATHI,
HaIIpaBJICHHBIX HA COXPAHEHHE

U YKPEIUICHWE 370pOBbI H

BKJIIOYAIOIINX B ceos
dbopMupoBanue 310pOBOTO
oOpaza KU3HH,
npeaynpexIeHue

BO3HUKHOBEHUS U (WIH)
pacrpocTpaHeHHs

3a00JeBaHUi, WX PAHHIOKO

JUAarHoCTUKY, BBISIBJICHHUEC

IPUYMH M YCIOBUM  MX




3.7. UccnenoBarens. [IpaBa u
00513aHHOCTH.

3.8. Perynupyrouiue opranbl
Y ATUYECKUN KOMUTET.

3.9. Ot6op 1eHTpOB A
WCCIICIOBAHUS ¥ MHUIIUAIUS
HCCIIeIOBaHUS.

3.10. daiin uccienosarTess.
3.11. Opranu3amus paboTbl
HCCIIEI0BATENBCKOIO LIEHTPA.
BriezgHoe 3anstue Ha 6aze
HCCIIEIOBATENLCKOTO IIEHTpa

CIlermy

BO3HUKHOBCHUA U Pa3BUTHS, a

TakK€  HAMpaBJICHHBIX  Ha
yCTpaHEHUE BpPEAHOTO
BIIUSTHUS Ha 3JI0pOBBE

qenoBeKa GaKkTOpOB CPEIbI €To
obutanus (ITK-1);

FOTOBHOCTh K BEICHHUIO U
JICUEHUIO MAIUEHTOB,
HYXKJAIONINXCSA B OKa3aHUU
bTH3NaTPUUECKOM
Meaunuacko momomu (ITK-
6);

TOTOBHOCTh K TNPUMCHCHHIO
MIPUPOJTHBIX NedeOHBIX
bakToOpoB,  JEKapCTBEHHO,
HEMEIMKAMEHTO3HON Tepanuu
U JIpPYyTHX  METOIOB  V
MAIUEHTOB, HYXIAIONUXCS B
MEIWIIMHCKOW peadInTaIuu
u CaHaTOPHO-KYPOPTHOM
neuyennu (ITK-8)

TOTOBHOCTh K TMPUMCHCHHIO
OCHOBHBIX MIPUHIIATIOB

OopraHu3al U yIpaBJICHUA B

chepe  oxpaHBl  37O0POBBS
rpaxxaad, B MCIUIUHCKHUX
opraHusanuAax u nux

CTPYKTYPHBIX
nojapasaenenusx (ITK-10);
FOTOBHOCTH K Y4YaCTHIO B
OIlCHKE Ka4yecTBa OKa3aHWsI
MEIUIIMHCKOW  TIOMOIIH  C
UCIIOJIb30BAHUEM  OCHOBHBIX
MEOUKO-CTATUCTUYCCKUX

nokazareneit (ITK-11);




° OTHYSCKHE
npaBujia
MIPOBEICHUS
KIMHHUYECKHX
HCCIICIOBAHUIA.
OTHYECKHe
KOMHTETHI.
NudopmupoBanHoe
corjacue.

4.1. Hapymienus npas
MaICHTOB

4.2. OcHOBOIIOJAraroIIxe
JIOKYMEHTHI B cpepe
OHOAITHUKH.

4.3. DTUYECKUI KOMHUTET.
Oynknusa. Kmaccudukamms
ITHUYECKUX KOMUTETOB.
OcCHOBHBIE TOKYMEHTBI
STHYCCKOTO KOMHTETA.

4.4. IlpyHUMUIIBI U TTOPSTOK
MIPOXOXKACHHS dTHUCCKOM
AKCIICPTHU3BI.

4.5. CocraB
UHGOPMHUPOBAHHOTO
COrJIacHsl.

4.6. [lonyuyenue
UHGOPMHUPOBAHHOTO
COIJIacHsl.

4.7. 3HakOMCTBO ¢ paboTOM
JIOKaJIbHOTO 3THYECKOTO
KoMmuTeTa. Bele3mHOE 3aHATHE
Ha 0a3e DTHYECKOIo

komurera CIIOIMY.

TOTOBHOCTBIO K a0CTPaKTHOMY
MBIIICHUIO, aHATHU3Y, CHHTE3Y
(YK-1);

IF'OTOBHOCTBIO K YIPaBJICHHUIO

KOJITICKTHUBOM, TOJICPAHTHO
BOCIIpHMHUMATh  COLMAJIBHBIC,
OTHHUYECCKUC,

KOH(beCCI/IOHaJ'IBHBIe u

KyabTypHble paznuuus (YK-
2);

TOTOBHOCTB K OCYIIIECTBJICHHUIO
KOMILJIEKCA MEPOTIPUSITHH,
HaIlpaBJIEHHBIX HA COXPaHCHHE

U YKPEIUICHUE 310pOBbI H

BKJIFOUYAIOLIUX B ceds
dbopmupoBanue 3J10pOBOTO
obpaza KU3HH,
peaynpexIeHue

BO3HUKHOBEHUs U (WiIM)
pacrnpocTpaHeHUS

3a00JeBaHNN, UX PAHHIOKO
JMarHOCTHUKY, BBISIBIICHUE

IIPpUYMH M YCIOBUM  MX

BO3HUKHOBCHUA U Pa3BUTHS, A

TakkKe  HampaBJICHHBIX  Ha
yCTpaHEHHUE BPEIHOTO
BITUSTHUS Ha 3/10pOBbE

4enoBeKa GaKTOPOB CPeIbl ET0
oburanus (ITK-1);

FOTOBHOCTE K BEICHUIO MU
JICUECHUTO MaIeHTOB,
HY)XJAIOIIKUXCSI B  OKa3aHUU
bTU3naTpUUECKOI

Meaunmackor momomu  (ITK-

6);




TOTOBHOCTh K TPUMEHCHUIO
MPUPOIHBIX Je4eOHBIX
(bakTopoB,  JIEKApPCTBEHHOM,
HEMEIMKAMEHTO3HOM Teparnuu
U JIPyTHX  METOJOB Y
NAIMEHTOB, HYXIAIOUUXCS B
MEIUIIMHCKON peaduIuTauu
u CaHATOPHO-KYPOPTHOM
neuenun (ITK-8)

TOTOBHOCTh K IPUMCHCHHUIO
OCHOBHBIX HPUHIIAIIOB

OopraHu3alv U yIpaBJICHUA B

chepe  oxpaHbl  30POBbS
rpaXJaH, B  MEIUIIMHCKHUX
OpraHu3aIMsIX u 170

CTPYKTYPHBIX
noapasaenenusnx (ITK-10);
FOTOBHOCTh K y4YacTHIO B
OI[EHKE KauyecTBa OKa3aHHUs
MEIHUIIMHCKOM  IOMOIIM  C
HCIOIL30BAHHEM  OCHOBHBIX
M€EIUKO-CTaTUCTHUECKHUX

nokazareneit (ITK-11);

. OcHOBHBIE
JIOKYMEHTBI
KIHHUYECKOTO
HCCIIEIOBAHUS.

5.1. IIporoxon
HCCIIEI0OBaHUS.

5.2. Bpourtopa
uccienoBarens

5.3. UnnuBuayanpHas
perucTpaioHHas KapTa
nanuenTa. [IpaBuna
3aIMOJTHEHHUS.

5.4. UcxoqHble M IEpBUYHBIE
nokyMmeHThl. [IpaBuna

BCACHUA N XPpaHCHUA.

TOTOBHOCTBIO K A0CTPaKTHOMY
MBIIUICHUIO, aHATTHU3Y,
cunresy (YK-1);
TOTOBHOCTBIO K YIIPABIICHUIO
KOJIJIEKTUBOM, TOJIEPAHTHO
BOCIPUHUMATh COLIUAJbHBIE,
THUYECKHE,
KOH(eCCHOHANIbHBIE U
KynbTypHble paznuans (YK-
2);

TOTOBHOCTbH K

OCYHICCTBJICHUIO KOMILJICKCA




MEPOTIPUSTHIA, HAIPABJICHHBIX
Ha COXpaHEHUE U YKpEIUIeHHe
3JI0POBbSI U BKJTFOUAIOIIHNX B
ce0s1 hopMHUpOBaHHE
3I0pPOBOTO 00pa3a KU3HH,
MIPEIyIpPexKICHUC
BO3HUKHOBEHHUSI U (MJTH)
pacrpocTpaHeHHS
3a00JIeBaHNH, UX PAHHIOIO
JTUATHOCTHKY, BEISIBJICHHE
MPUYHH U YCIOBUH UX
BO3HUKHOBCHUS U Pa3BUTHS, &
TaK)Ke HANPaBJICHHBIX Ha
yCTpaHEHHUE BPEIHOTO
BIIUSTHUS HA 3/I0POBHE
4eroBeKa (haKTOPOB CPEIIbI
ero oburtanus (ITK-1);
TOTOBHOCTB K BEJICHUIO U
JICYCHUIO MAIMEHTOB,
HYX/IAIOLINXCS B OKa3aHUU
bTuznaTpuuecKoit
meaunrackou momonu (I1K-
6);

TOTOBHOCTH K MIPUMEHEHUIO
MPUPOIHBIX JIEUeOHBIX
(hakTOpOB, JIEKapCTBEHHOM,
HEMEIMKaMEHTO3HOH Tepanuu
U IPYTUX METO/IOB y
MAIMEHTOB, HYXIAIOIIHXCS B
MEANIIMHCKONW peaduIuTaium
¥ CAaHATOPHO-KYPOPTHOM
neuenun (ITK-8)

TOTOBHOCTH K IPUMEHEHUIO
OCHOBHBIX TTPHHIIUIIOB

OopraHu3alv 1 YIIpaBJICHUSA B




cepe oXpaHbl 310POBbS
rpakJ1aH, B MEIULIMHCKUX
OpraHM3anusIX U UX
CTPYKTYPHBIX
noapasaenenusx (ITK-10);
FOTOBHOCTH K Y4YaCTHIO B
OLICHKE Ka4yecTBa OKa3aHUs
MEIUIIMHCKOW  TOMOIIM €
HUCIIOJIB30BAHUEM OCHOBHBbBIX
MCOUKO-CTaTUCTUYCCKUX

nokazareneit (ITK-11);

VYuer u xpaHeHue
HCCIIEAYEMOTO
npernapara u
MaTepuaioB

HCCICOOBaAHUA

6.1. KauecTtBennas
MIPOU3BOJICTBEHHAS MMPAKTHKA
JUUIS. ICCIICIOBATEIIbCKUX
npenaparos.

6.2. Yuer u xpaHeHue
npenapara B
HCCIIE0BATEIILCKOM IIEHTPE
6.3. PagnoMusanimoHHabIe
KOJBI.

6.4. Ananmus
KOMILTACHTHOCTH.

6.5. JlabopatopHoe
o0ecneucHre KINHUUECKUX
HnccienoBanuil. BeiezgHoe
3aHsTHe Ha 0a3ze LlenTpa
1a00paTOPHON TUATHOCTUKHU

CIIoI'MY.

TOTOBHOCTBIO K A0CTPaKTHOMY
MBILIEHHIO, aHAIU3Y,
cunresy (YK-1);
TOTOBHOCTBIO K YIIPaBJICHUIO
KOJIJIEKTUBOM, TOJIEPAHTHO
BOCIPUHUMATh COLIUAJIbHBIE,
ATHUYECKUE,
KOH(eCcCUOHAIbHbIE U
KyJIbTypHble pazianuus (YK-
2);

TOTOBHOCTb K
OCYILIECTBIIEHUIO KOMIUIEKCA
MEPONPUITHHA, HAIIPABIEHHBIX
Ha COXPaHEHUE U YKPEIICHUE
3/I0pOBbS U BKIIIOYAIOIINX B
ce0st hopMHUpOBaHUE
3JI0pOBOT0 00pa3a >KH3HH,
IIPENyNpPEXKICHNAE
BO3HUKHOBEHUS U (UJTH)
pacnpocTpaHeHus
3a00J1eBaHUH, UX PAHHIONO
JMarHOCTHUKY, BBISIBICHHUE
MIPUYMH U YCIOBUH UX

BO3HHUKHOBCHUA U Pa3BUTHUA, a




TaK)Ke HANPABJICHHBIX HA
yCTpaHEHHUE BPEIHOTO
BJIMSTHUS HA 3JI0POBBE
4eoBeKa (haKTOPOB CPEJIbI
ero oourtanus (I1K-1);
TOTOBHOCTH K BEJICHUIO U
JICUCHHIO TTAI[UCHTOB,
HYX/IAIOIINXCSl B OKa3aHUU
bTH3NaTPUUECKOM
MenumnuHckor momomm (ITK-
6);

TOTOBHOCTbh K IPUMEHECHHUIO
MIPUPOJIHBIX JIEYEOHBIX
(hakTOpOB, JIEKapCTBEHHOM,
HEMEJIMKAaMEHTO3HOHU Tepanuu
U JIPYTUX METOJIOB Y
MAIMEHTOB, HYKIAIOIIMXCS B
MEAWIIMHCKON peaduInTaium
1 CAaHATOPHO-KYPOPTHOM
neuennn (ITK-8)

TOTOBHOCTH K MIPUMEHEHUIO
OCHOBHBIX ITPHUHITUIIOB
OpTaHW3AIH U YIIPABICHUS B
cepe oXpaHbl 310POBbS
rpakJiaH, B MEIUITUHCKUX
OpraHu3aIUsaX U X
CTPYKTYPHBIX
nojpasaenenusx (ITK-10);
TOTOBHOCTB K y4acTHIO B
OIICHKE Ka4eCcTBa OKa3aHUs
MEIUITMHCKON ITOMOIIH C
MCIIOJIb30BAaHUEM OCHOBHBIX
MEINKO-CTATUCTHUECKUX

nokazareneit (ITK-11);




HexenarenpHbie

SBJICHHA.

7.1. HexxenarenbHble
SIBJIICHUSI B KITMHUYIECKIX
uccnenoBanusax. CTaTucTka.
7.2. Knaccuduxanus
HEXKEIIATEIbHBIX SBICHUH.
7.3. CBs13b HEXENATEIBHOTO
SIBJIGHUS C UCCIIEAYEMBIM
MpernapaToM.

7.4. llpaBuna BbISIBJICHUS U
perucTpamnuu
HeXKeJaTeJIbHbBIX SIBJICHUN
7.5. IIpaBuna BbISIBIICHUS U
pEerucTpalyu cepbe3HbIX
HEXKEIIATSIbHBIX SBICHUH.
7.6. Opranusanus padoTsl 110
BBISIBJICHHIO CEPhE3HBIX
HEeXKeNaTeIbHbIX SIBICHUN B
P®. Brie3nHoe 3aHsTHE Ha
6as3e PernonanpHoro ieHrpa
110 MOHUTOPHUHTY
0€30MacHOCTH

JICKApCTBCHHBIX CPCIACTB.

TOTOBHOCTBIO K A0CTPaKTHOMY
MBILUICHUIO, aHAIIN3Y,
cunresy (YK-1);
TOTOBHOCTBIO K YIPaBIECHUIO
KOJIJICKTHBOM, TOJIEPAHTHO
BOCIIPHHUMATh COIMAJIbHBIE,
STHUYECKUE,
KOH(ecCHOHANbHBIE U
KynbTypHble paznunuus (YK-
2);

TOTOBHOCTb K
OCYIIECTBICHUIO KOMILIEKCA
MEPONPUITHIA, HATIPABIEHHBIX
Ha COXpaHEHUE U YKpEeIUICHUE
3JI0OPOBBSI U BKJITFOUAIOLIHNX B
ce0s1 hopMHUpOBaHHE
3I0pOBOTO 00pasa *KU3HH,
peaynpexIeHue
BO3HHMKHOBCHUS U (MJIH)
pacmipocTpaHeHus
3a00J1eBaHUH, UX PAHHIONO
JTMarHOCTUKY, BBISBIICHHE
MIPUYMH U YCIOBUM UX
BO3HUKHOBEHUS U Pa3BUTHS, a
TaKXKe HaIPaBJIEHHbIX Ha
yCTpaHEHUE BPEITHOTO
BJIMSTHUS Ha 3/I0POBBE
4eJoBeKa (PaKTOPOB CpeJibl
ero oouranus (ITK-1);
TOTOBHOCTB K BEJICHUIO U
JICUYCHHIO TTAIlUEHTOB,
HYX/IAIOLINXCS B OKa3aHUU
bTH3NnaTpHUECcKOM
meaunrackor momonm (I1K-
6);




TOTOBHOCTH K MIPUMEHEHUIO
MPUPOIHBIX JEUSOHBIX
(hakTOpOB, JIEKAPCTBEHHOM,
HEMEJIMKaMCHTO3HOH Teparuu
U IPYTUX METOJ/IOB y
MAIUEHTOB, HYXIAOIIUXCS B
MEAMIIMHCKON peaduInTaum
1 CAaHATOPHO-KYPOPTHOM
neuenun (ITK-8)

TOTOBHOCTh K TPUMECHEHUIO
OCHOBHBIX ITPHHIIUIIOB
OpraHu3alluy U yIPaBICHHS B
cepe oXpaHbl 310POBbS
rpaxIaH, B MEIUIIMHCKIX
OpTraHMu3aIHUsIX U UX
CTPYKTYPHBIX
noapasaenenusnx (ITK-10);
TOTOBHOCTB K YYaCTHIO B
OIICHKE Ka4ueCcTBa OKa3aHMs
MEIHUITMHCKOM ITOMOIIIH C
HCII0JIL30BaHHEM OCHOBHBIX
M€EIUKO-CTaTUCTHUECKHUX

nokazareneit (ITK-11);

Otuer
MyOIMKaIuu
pe3yNIbTaToB
KIHHIYECKUX

HUCCICIOBAaHNN

8.1. OTyeTr 0 KIMHUYECKOM
HCCIIEOBAHUH.

8.2. [lyGnukanmu o
KJIMHHYECKUX
HUCCICAOBAHUSIX.

8.3. YpoBeHb
JIOKA3aTeJIbHOCTH

myOIuKaIui

TOTOBHOCTBIO K A0CTPaKTHOMY
MBIIUICHUIO, aHATTHU3Y,
cunresy (YK-1);
TOTOBHOCTBIO K YIIPABIICHUIO
KOJIJIEKTUBOM, TOJIEPAHTHO
BOCIPUHUMATH COLIUAJIbHBIE,
THUYECKHE,
KOH(eCCHOHANIbHBIE U
KynbTypHble paznuans (YK-
2);

TOTOBHOCTbH K

OCYHICCTBJICHUIO KOMILJICKCA




MEPOTIPUSTHIA, HAIPABJICHHBIX
Ha COXpaHEHUE U YKPEIUICHUE
3JI0POBbSI U BKJTFOUAIOIIHNX B
ce0s1 hopMHUpOBaHHE
3I0pPOBOTO 00pa3a KU3HH,
MIPEIyIpPexKICHUC
BO3HUKHOBEHHUSI U (HJIH)
pacrpocTpaHeHHsI
3a00JIeBaHNH, UX PAHHIOIO
JTUATHOCTHKY, BEISIBJICHHE
MPUYHH U YCIOBUH UX
BO3HUKHOBCHUS U Pa3BUTHS, &
TaK)Ke HANPaBJICHHBIX HA
yCTpaHEHHUE BPETHOTO
BIIUSTHUS HA 3/I0POBHE
4eroBeKa (haKTOPOB CPEIIbI
ero oburtanus (ITK-1);
TOTOBHOCTB K BEJICHUIO U
JICYCHUIO MAIUEHTOB,
HYX/IAIOLINXCSl B OKa3aHUU
bTuznaTpuuecKoit
meaunrackou momonu (I1K-
6);

TOTOBHOCTH K MIPUMEHEHUIO
MPUPOIHBIX JIEUeOHBIX
(hakTOpOB, JIEKapCTBEHHOM,
HEMEMKAaMEHTO3HOH Tepanuu
U IPYTUX METO/IOB y
MAIMEHTOB, HYXIAIOIIHXCS B
MEANIIMHCKONW peaduIuTaium
¥ CAaHATOPHO-KYPOPTHOM
neuenun (ITK-8)

TOTOBHOCTH K IPUMEHEHUIO
OCHOBHBIX TTPHHIIUIIOB

OopraHu3alv 1 YIIpaBJICHUSA B




cepe oXpaHbl 310POBbS
rpakJ1aH, B MEIULIMHCKUX
OpraHHu3anusgX U UxX
CTPYKTYPHBIX
noapasaenenusx (ITK-10);
FOTOBHOCTB K Y4aCTHIO B
OLICHKE Ka4eCTBa OKa3aHus
METUIIMHCKON TTOMOIIIH C
HUCITIOJIB30BAHUEM OCHOBHBIX
MCOUKO-CTaTUCTUYCCKUX

nokazareneit (ITK-11);

KonTpons
KadecTBa B
KIIMHUYECKUX

HCCICIOBAHUAX.

9.1. MOHUTOPUHT.

9.2. Aynwur.

TOTOBHOCTBIO K a0CTPaKTHOMY
MBILIEHHIO, aHAIU3Y,
cunresy (YK-1);
TOTOBHOCTBIO K YIIPABIICHUIO
KOJIJIEKTUBOM, TOJIEPAHTHO
BOCIPUHUMATh COLIUAJIbHBIE,
ATHUYECKUE,
KOH(eCcCUOHAIbHbIE U
KyJIbTypHble pazianuus (YK-
2);

TOTOBHOCTb K
OCYILIECTBIIEHUIO KOMIUIEKCA
MEPONPUITHI, HAIIPABJIEHHBIX
Ha COXPaHEHUE U YKPEIUICHUE
3/I0pOBbS U BKIIIOYAIOIINX B
ce0st hopMHUpOBaHUE
3JI0pOBOT0 00pa3a >KMU3HHU,
IIPENyNpPEXKICHNAE
BO3HUKHOBEHUS U (UJTH)
pacnpocTpaHeHus
3a00J1eBaHUH, UX PAHHIONO
JMarHOCTHUKY, BBISIBICHHUE
MIPUYMH U YCIOBUH UX

BO3HHUKHOBCHUA U Pa3BUTHUA, a




TaK)Ke HANPABJICHHBIX Ha
yCTpaHEHHUE BPEIHOTO
BJIMSTHUS HA 3JI0POBBE
4eoBeKa (haKTOPOB CPEIIbI
ero oourtanus (I1K-1);
TOTOBHOCTH K BEJICHUIO U
JICUCHHIO TTAI[UCHTOB,
HYX/IAIOIINXCSl B OKa3aHUU
bTH3NaTPUUECKOM
MenumnuHckor momomm (ITK-
6);

TOTOBHOCTbh K IPUMEHECHHUIO
MIPUPOJIHBIX JICUEOHBIX
(hakTOpOB, JIEKapCTBEHHOM,
HEMEJIMKAaMEHTO3HOHU Tepanuu
U JIPYTUX METOJIOB Y
MAIMECHTOB, HYX/IAIOIIUXCS B
MEAWIIMHCKON peaduInTaium
1 CAaHATOPHO-KYPOPTHOM
neuennn (ITK-8)

TOTOBHOCTH K MIPUMEHEHUIO
OCHOBHBIX ITPHUHITUIIOB
OpTaHW3AIH U YIIPABICHUS B
cepe oXpaHbl 310POBbS
rpakJaH, B METUITTHCKIX
OpraHu3aIUsaX U X
CTPYKTYPHBIX
nojpasaenenusx (ITK-10);
TOTOBHOCTH K YUaCTHIO B
OIICHKE Ka4eCcTBa OKa3aHUs
MEIUITMHCKON ITOMOIIH C
MCIIOJIb30BAaHUEM OCHOBHBIX
MEINKO-CTATUCTHUECKUX

nokazareneit (ITK-11);




10

Ownbku 1 0OMau
B KJIMHUYECKUX

HCCICIOBAHUAX

10.1. Hapymenue npaBui
Ka4eCTBEHHOMN KIIMHUYECKOU
MIPAKTHKU.

10.2. Orcrynnenus ot
MPOTOKOJIA

10.3. danbcudpukanus

JaHHBIX B UCCJICAOBAaHHUU

TOTOBHOCTBIO K A0CTPaKTHOMY
MBILUICHUIO, aHAIIN3Y,
cunresy (YK-1);
TOTOBHOCTBIO K YIIPABIICHUIO
KOJIJICKTHBOM, TOJIEPAHTHO
BOCIIPHHUMATh COLIMAJIbHBIE,
THUYECKHE,
KOH(eCcCHOHAJIbHbIE U
KynbTypHble paznunuus (YK-
2);

TOTOBHOCTbD K
OCYILIECTBJICHUIO KOMIUIEKCa
MEpONPUATHIA, HANPaBIEHHBIX
Ha COXpaHEHUE U YKpEeIUICHUE
3JI0OPOBBSI U BKJITFOUAIOLIHNX B
ce0s1 hopMHUpOBaHHE
3JI0pOBOT0 00pa3a >KH3HHU,
peaynpexIeHue
BO3HUKHOBEHUS U (UJIN)
pacrpocTpaHeHUs
3a00J1eBaHUH, UX PAHHIONO
JTMarHOCTUKY, BBISBIICHHE
MIPUYMH U YCIOBUM UX
BO3HUKHOBEHUS U Pa3BUTHS, a
TaKXKe HaIPaBJIEHHbIX Ha
yCTpaHEHUE BPEITHOTO
BJIMSTHUS Ha 3/I0POBBE
4eJoBeKa (PaKTOPOB CpeJibl
ero oouranus (ITK-1);
TOTOBHOCTB K BEJICHUIO U
JICUYCHHIO TTAIlUEHTOB,
HYX/IAIOLINXCS B OKa3aHUU
bTH3NnaTpHUECcKOM
meaunrackor momonm (I1K-
6);




TOTOBHOCTH K MIPUMEHEHUIO
MPUPOIHBIX JEUSOHBIX
(hakTOpOB, JIEKAPCTBEHHOM,
HEMEJIMKaMCHTO3HOH Teparuu
U IPYTUX METOJ/IOB y
MAIUEHTOB, HYXIAOIIUXCS B
MEAMIIMHCKON peaduInTaum
1 CAaHATOPHO-KYPOPTHOM
neuyenuu (I1K-8)

TOTOBHOCTh K TPUMECHECHUIO
OCHOBHBIX ITPHHIIUIIOB
OpraHu3alluy U yIPaBICHHS B
cepe oXpaHbl 310POBbS
rpaxIaH, B MEIUIIMHCKIX
OpTraHMu3aIHUsIX U UX
CTPYKTYPHBIX
noapasaenenusnx (ITK-10);
TOTOBHOCTB K YYaCTHIO B
OIICHKE Ka4ueCcTBa OKa3aHMs
MEIUITHHCKOMN ITOMOIIH C
HCII0JIL30BaHHEM OCHOBHBIX
M€EIUKO-CTaTUCTHUECKHUX

nokazareneit (ITK-11);

11

AHTUMUKpPOOHBIE
Ipernaparsl B
COBPEMEHHBIX

YCIIOBUSIX.

. Knaccudukanms
AMIL.

J bera-nakTamHuble
aHTUOMOTHKU. OcoOeHHOCTH
WCTIOJTh30BaHUSI.

o AHTUMHUKpPOOHBIE
Ipernaparsl pe3epna.

. DTOPXUHOJIOHBI.
AMUHOTTTUKO3U/IBI.

. Makponuasl.

. AHTUMUKpPOOHBIE
MpernapaTsl APYTUX TPYIII.

TOTOBHOCTBIO K A0CTPaKTHOMY
MBIIUICHUIO, aHATTHU3Y,
cunresy (YK-1);
TOTOBHOCTBIO K YIIPABIICHUIO
KOJIJIEKTUBOM, TOJIEPAHTHO
BOCIPUHUMATH COLIUAJIbHBIE,
THUYECKHE,
KOH(eCCHOHANIbHBIE U
KynbTypHble paznuans (YK-
2);

TOTOBHOCTbH K

OCYHICCTBJICHUIO KOMILJIICKCA




MEPOTIPUSTHIA, HAIPABJICHHBIX
Ha COXpaHEHUE U YKpEIUIeHHe
3JI0POBbSI U BKJTFOUAIOIIHNX B
ce0s1 hopMHUpOBaHHE
3I0pPOBOTO 00pa3a KU3HH,
MIPEIyIpPexKICHUC
BO3HUKHOBEHHUSI U (HJIH)
pacrpocTpaHeHHsI
3a00JIeBaHNH, UX PAHHIOIO
JTUATHOCTHKY, BEISIBJICHHE
MPUYHH U YCIOBUH HX
BO3HUKHOBCHUS M Pa3BUTHS, a
TaK)Ke HANPaBJICHHBIX Ha
yCTpaHEHHUE BPEIHOTO
BIIUSTHUS HA 3/I0POBHE
4eroBeKa (haKTOPOB CPEIIbI
ero oburtanus (ITK-1);
TOTOBHOCTB K BEJICHUIO U
JICYCHUIO MAIUEHTOB,
HYX/IAIOLINXCSl B OKa3aHUU
bTuznaTpuuecKoit
meaunrackou momonu (I1K-
6);

TOTOBHOCTb K IPUMEHEHHIO
MPUPOIHBIX JIEUeOHBIX
(hakTOpOB, JIEKapCTBEHHOM,
HEMEIMKaMEHTO3HOH Tepanuu
U IPYTUX METO/IOB y
MAIMEHTOB, HYXIAIOIIHXCS B
MEANIIMHCKONW peaduIuTaium
¥ CAaHATOPHO-KYPOPTHOM
neuenun (ITK-8)

TOTOBHOCTH K IPUMEHEHUIO
OCHOBHBIX TTPHHIIUIIOB

OopraHu3alv 1 yIpaBJICHUS B




cepe oXpaHbI 310POBbS
rpakJ1aH, B MEIULIMHCKUX
OpraHM3anusIX U UX
CTPYKTYPHBIX
noapasaenenusx (ITK-10);
FOTOBHOCTB K Y4aCTHIO B
OLICHKE Ka4eCTBa OKa3aHus
METUIIMHCKON TTOMOIIIH C
HUCITIOJIB30BAHUEM OCHOBHBIX
MCOUKO-CTaTUCTUYCCKUX

nokazareneit (ITK-11);

6 IlepeueHb Y4eOHO-MeTOAMYECKOT0 oOOecreyeHHs JUIA CAMOCTOSATEJNbHOH PadoTh
00y4YaKOIIUXCS MO TUCHHILINHE

a) OCHOBHA JIUTEeparypa:

1. TlpaBuna Hajyexanield KIMHUYECKONW MPaKTUKK EBpa3uiickoro 3KOHOMHUYECKOTO COm03a
(yrBepxxnensl  Pemenmem  CoBera EDJK or 03  wosb6ps 2016 1. Ne 79)
http://docs.cntd.ru/document/456026110 (OTKpBITBII TOCTYII).

2. Ilonkun, U. B. ®apmanestnueckoe npaso / W. B. Ilonkun, A. A. Ilonkuna - Mocksa :
I'DOTAP-Meaua, 2017. - 144 c. - ISBN 978-5-9704 4349-1. - Tekcr : anekTpoHHbI // DBC
"KoHcynbpTaHT cTyaeHTa" [caliT]. - URL :
https://www.studentlibrary. ru/book/ISBN9785970443491 html

0) AOMOJIHUTEIbHASA JIUTepaTypa:

»  OdenepanbHbiil 3aKk0H Ne61 "O6 obOparieHnn JekapcTBeHHBIX cpeacT” hitp://clinpharm-
spbgmu.ru/learning/dictionary/?1D=6

= TOCT P 52379-2005 "Hamnexamias kinHudeckas nmpakruka" http://clinpharm-
spbgmu.ru/learning/dictionary/?1D=6

= http://www.fda.gov/downloads/Drugs/.../Guidances/ucm073122.pdf
http://www.ich.org/products/quidelines/efficacy/efficacy-single/article/good-clinical-

practice.html

7. @OHX OLEHOYHBLIX CpPeICTB /I MPOBEIeHHUs IPOMEKYTOYHOM aTTeCTALNHU
00y4YaKOIIUXCS M0 TUCHHILINHE

7.1. IlepedyeHb KOMIETEHIHI ¢ YKa3aHHEM 3TANOB UX ()OPMHUPOBAHUSA B IPOLIECCE OCBOCHUS
o0pa3oBaTe/IbHON NMPOrpaMMbl M KOJHYECTBA aKaJeMHUYECKHX 4YACOB /IS NPOBeICHHSA

3aHATHI KIMHAYECKOTr0 MPAaKTUYeCKOro THIIA 10 TeMaM (pa3jaesiam)


http://docs.cntd.ru/document/456026110
http://clinpharm-spbgmu.ru/learning/dictionary/?ID=6
http://clinpharm-spbgmu.ru/learning/dictionary/?ID=6
http://clinpharm-spbgmu.ru/learning/dictionary/?ID=6
http://clinpharm-spbgmu.ru/learning/dictionary/?ID=6
http://www.fda.gov/downloads/Drugs/.../Guidances/ucm073122.pdf
http://www.ich.org/products/guidelines/efficacy/efficacy-single/article/good-clinical-practice.html
http://www.ich.org/products/guidelines/efficacy/efficacy-single/article/good-clinical-practice.html

Ne Kountponupyemsbie Tembl (pa3aeiibl) Kon HanmenoBanue
/T | TUCIUTLIAHBI KOHTPOJIHPYEMOt OLIGHOYHOTO CPE/CTBA
KOMIIETEHIINH JUTsL TIPOBENICHUS
(W1 ee 9acTH) 1o 3aHATHUH, aKaJeM. d
sTanam
dbopmupoBaHus B ouHast
TeMax (pazzaenax)
1 Hctopus KIMHUYECKUX VYK-1 Texywuu KoHmpob —
WCCJICIOBaHMMA. DTaIbl pa3paboTKu 0,5
JIEKapCTBEHHOTO CPEJICTBA.
2 Bunel kimmanueckux ucciaeqosanuii. | YK-1 Pewenue 3a0au — 0,5
Ju3aiin nmpoBeeHus UCCIeI0BaHUS
3 CTOpOHBI, TPUHUMAIOIIME YIacTHE VYK-1; VK-2; TIK- | Pewenue 3a0au — 0,5
B KIIMHUYECKOM HCCJIEIOBAHUH. 1; IIK-6; I1K-8;
Opranuzanus paboTsl I1K-10; TIK-11
UCCJIEIOBATEIBCKOTO IIEHTPA.
4 DTHUYECKHUE MPaBUIIA TPOBEACHUS VK-1; YK-2; [1K- Texywuti KOHMpoObL —
KJIIMHUYECKUX UCCIIENOBAHNN. 1; IIK-6; I1K-8; 0,5
OTHYECKHE KOMUTETHI. I1K-10; IIK-11
WNnpopmupoBaHHOE coriacue.
5 OCHOBHBIE TOKYMEHTHI VK-1; VK-2; IIK- | Pewenue 3aoau —0,5
KJIIMHUYECKOI'0 UCCIICIOBAaHHUS. 1; IIK-6; I1K-8;
[1K-10; I1K-11
6 VYuyeT u XpaHeHue uccaeayeMoro VK-1; YK-2; IIK- Pewenue 3a0au — 0,5
npernapara U MaTepHasoB 1; TIK-6; I1K-8;
HCCICA0BaHUS I1K-10; IIK-11
7 HexenarenbHble SBICHUA. VK-1; YVK-2; IIK- Pewenue 3a0au — 0,5
1; TIK-6; I1K-8;
[1K-10; ITK-11
8 Otuet 1 MyOIMKaluU pe3yabTaToB VK-1; YK-2; TIIK- | Pewenue 3aoau —0,5
KIMHUYECKUX UCCIIEI0BAHUHA 1; IIK-6; IIK-8;

TK-10; TTK-11




9 KoHTponb kauecTBa B KITMHUYECKHUX

VK-1; YK-2; IIK-

Pewenue 3aoau — 0,5

HCCJICTOBaHUSIX. 1; IIK-6; I1K-8;
[1K-10; I1K-11
10 | OmumOku 1 0OMaH B KIMHUYECKHX YK-1; YK-2; IIK- Texywuti KOoHMpob -
HCCIIEIOBaHUAX 1; IIK-6; I1K-8; 0,5
I1K-10; TIK-11 3auem -1,0
Bua npoMmexxyTouHO# aTTecTaiuu 3ayer

9Tanbl (l)OpMHpOBaHI/Iﬂ KOMIIeTeHIINii 1o HalpaBJCHUIO «Kap)ll/IOJ'IOFI/Iﬂ»

Oransl GopMUPOBaAHUS KOMIIETEHLIUH, OIIpeiesieMble

Komnerennus JUCIUILUIMHAMU HanpasjeHus noarotoBku «Kapauonaorus »
HA4aJIbHBIN NOCJIEAYOIUN UTOTOBBIN
YK-1 Kapauonorus Kapnuonorus CrauuonapHas
TOTOBHOCTBIO K IIPAKTHKA
abcTpakTHOMY
MBILLIJICHUIO, aHanusy,
CUHTE3Y
JIyueBble MeTOBI Omnkounorust l'ocynapcrBennas
JIMarHOCTHKHU UTOTOBast
Kmmandgeckas MenumHcKas aTTecTalus
bapmakosiorus IICUXOJIOT sl
OO0wecTBeHHOE Hannexaias
3I0pOBbE U KIIMHUYECKast
3/1paBOOXpaHEHUE npaktuka (GCP)
Menunuza
4Ype3BbIYATHBIX
CUTyalnun
Ileparorunka
CuMyIALIMOHHBIN
Kypc
AMOynaTopHas
IIPAKTHKA
YK-2 Kapauonorus Kapauonorus CrannonapHas
TOTOBHOCTBIO K IpaKTHKa
YIIPaBJICHUIO
KOJUIEKTHBOM,
TOJIEPAHTHO
BOCIIPUHHMATH Knunnueckas Omnkounorus
COLIMAJIbHBIE, STHUYECKUE, | (hapMaKOJIOTHs
KOH(ECCHOHANBHbIE W O ecrrenmoe MeaunuHCKas TocynapcTBeHHas
KyJAbTYpPHbIC pasiHini 3/10pOBbE TICUXOJIOTHS HTOTrOBas
3/[paBOOXpaHEHHE aTTecTauus




Otanbl GOPMUPOBAHMS KOMIIETEHITUHN, OTPEIEIsIEMbIC

Komnerenmus JTUCIUIUIMHAMY HampaBlIeHus moarotToBku «Kapamonorus »
HavaJILHBIN MOCTIEYOIIUNA UTOTOBBIN
Menunuza Hannexamas
Ype3BbIYAHBIX KJIMHUYEcKast
CUTyaIui npaktuka (GCP)
Ilenarorunka
AmOynaropHast
MPaKTHKA
K-1 Kapauonorus Kapnuonorus CraunonapHas
TOTOBHOCTh K MpaKTHKA
OCYILIECTBIIEHUIO
KOMIUIEKCa MEPOTIPUSATHUH,
HaIpaBJIEHHBIX Ha
COXpaHEHUe u
YKpEIUICHHE 3I0pOBbS U [TaTonorus Onkousorus lNocynapcrBennas
BKIIOYAIONMX B CceOs Knunnueckas BUY-undexnus | uToronas
bopmupoBanue ¢dapmakosorus aTTecranus
370pOBOTO 06Pa3a KI3HH, OO61ecTBeHHOE Menuuunckas
NpeAyTpesKIeHHE 3JI0pOBbE U | IICUXOJIOTHS
BO3HUKHOBEHUS W (win) | SAPAaBOOXPAHCHUC
pacIIPOCTPaHEHH S MeIu/IuHHil Hannexammas
3a60JIeBaHMil, NX paHHIoto | TPE3BBIYAHHBIX KIIMHUYecKas
JIMarHOCTHKY, BbisiBIcHKe | CHTY2IMHA npakruka (GCP)
IPUYMH U YCIOBUH HX AMOynaTopHast
BO3HHUKHOBEHUS u | 1IPaKTHKa
pa3BUTHA, a  TaKxe
HaIpaBJIEHHBIX Ha
yCTpaHEeHue BPEIHOIO
BIUSHUS HA 3[0POBBE
YeJoBeKa (haxkTOopOB
CpeJibl ero oOuTaHus
ITIK-6 CrannonapHas
TOTOBHOCTh K BEJCHUIO U MIPAKTHKA
JICICHHIO NAMCHTOB, | Kapnuonorus Kapauonorus
HYKJAI0UXCs B
OKa3aHUM MEJIUIMHCKOM
TOMOILY B PaMKax o0reit TocyrapcTaennas
Bpaqe§H01:I MIPAKTHKHU Ononor ATOrOBASE
MEHHOU MeTUIIHBI
(cemeitHOIt MeMLIHEI) AmGysnaTopHas aTTecTanus
TpaKTHKa Hanmnexxamias
KJIMHUYecKast
npaktuka (GCP)
K-8 CranuonapHas
TOTOBHOCTb K MPAaKTHKA
MIPUMEHECHHIO TIPUPOTHBIX
neueOHBIX daxropos, | Kapanomnorus Kapmuomnorus

JIEKapCTBEHHOI,
HEMEIUKAMEHTO3HOU




Otanbl GOPMUPOBAHMS KOMIIETEHITUHN, OTPEIEIsIEMbIC

Komnerenmus JTUCIUIUIMHAMY HampaBlIeHus moarotToBku «Kapamonorus »
HavaJILHBIN MOCTIEYOIIUNA UTOTOBBIN
Tepanuu u IPYTUX | KMauyeckas locynapcrBennas
METOZIOB Yy TAlLMEHTOB, | hapmakonorus Onkonorus MTOTOBas
HYKJIAIOITIXCS B aTTecTamus
Me IHLHMHCKOH BUY-undexmnus
peabunuranuu u
CaHATOPHO-KYPOPTHOM ArG
[ — MOyIaTopHast
MpaKkTHUKa Hannexammas
KIIMHUYCCKast
npaktuka (GCP)
IIK-10 CraunonapHas
TOTOBHOCTE K MpaKkTHUKa
MPUMEHEHHIO OCHOBHBIX | Kapauonorus Kapauonorus
MIPUHITAIIOB OPraHU3aIuu
U ympaBieHuss B cdepe
OXpaHbl 300POBbA | KimmHuueckas
OnxkoJjiorus
rpaxxzaad, B MCAUIITUHCKUX q)apMaKOHOFI/I;[ FocyﬂapCTBeHHa}I
OpraHusanmsax — h HX BUY-un}pekuus | UTOroBas
CTPYKTYPHBIX OO1weCTBeHHOE arTecTanys
MOApa3ACIICHUSIX 3/I0pOBbE I Hannexamast
37paBOOXPaHEHHE KIIMHAHCCKA
npaktuka (GCP)
AMOynaTopHas
MPAKTHKA
IK-11 Kapnuonorus Kapauonorus CranuonapHas
TOTOBHOCTh K YYacTHUIO B | KjypHpuecKast OHKOJIOTHSI MPaKTHKA
OKasaHHA  MCEIMUHHCKOM | OQmiecTBEHHOE BUY-uudexmnus
HOMOTIH C | 3mopoBbe 1
HCIIOJIb30BAHUEM 37PaBOOXPAHCHHE
OCHOBHBIX Me€JIUKO-
MeaunHa Hannexxamas
CTaTHUCTHYECKHUX o
HoKA3ATeNCH Ype3BBIYANHBIX KIIMHUYEeCKast
cUTyanumn npaktuka (GCP)
AMOynaTopHas lNocynapcrBennas
MIPAKTHKA HUTOrOBast
aTTecTarus

7.2. Onucanue mokasarejedl M KPUTePHEB OLCHMBAHWS KOMIIETCHIHWH Ha Pa3JMYHBIX

Tanax ux GopMUpoOBaHHS, ONIMCAHNE IIKAJ OLlCHUBAHUS




HaumenoBa
Hue GopMbI Kputepun u onucanue
Ne Onucanue IIpencraBienue
NpoBe/eHH LIKAJI OlleHUBaAHUS
n nokasareJiei OII€HOYHOI0
1 (uuxanvr: 0-100%,
OLI€HOYHOI 0 cpelacTBa B
NPOMEXKYTO yemulpexoanivbHas,
1| cpeacrsa donpe
YHOI maxomempuyeckas)
arrecTanuu
1 Texywuu BBITTOJTHEHHUE Cucrema Onucanue WKabl
KOHMPOIb 3JEKTPOHHOTO CTAaHJAPTU3UPOB | OYeHUBAHUs
TECTHUPOBAHUS M0 | aHHBIX 3aJaHUN | 2IEeKMPOHHO2O
TeMam (Texywuu | (TectoB) 1o | mecmupoeaHus:
KOHMPONb c | TeMam — ot 0 mo 60 %
HCIIOIb30BaHUEM BBITIOJTHCHHBIX 3aJaHHIA —
TECTOBBIX CUCTEM) HE3a4eT;
— o1 60 1o 100% — 3auer
2 3auem BBITIOJTHCHUE Cucrema Onucanue WKanbl
3a4eTHOro CTAaHJAPTU3UPOB | OYEeHUBAHUS
ANEKTPOHHOTO aHHBIX 3aJIaHUU | 21eKMPOHHO20
TECTUPOBAHUS (TecToB) MecmupoBarusL;
(aTTecTanmonHOE — or 0 mo 60 %
WCITBITAHNE c BBITIOJTHEHHBIX 33JJaHUN —
HCIIOJIb30BaHUEM HE3a4Yer;
TECTOBBIX CHCTEM) — ot 60 1o 100% — 3auet

7.3. TunoBble KOHTPOJIBHBIEC 3aJaHUA UWJIH UHbIC MaTEpHUaJbl, HEOﬁXOIlI/IMLIe AJIsA OHCHKH

3HAHMI,

yYMeHHUid,

HABbIKOB H OIbITa J€ATCJIBHOCTH,

XapaKkTepu3ymolmmxX JTanbl

(l)OpMHpOBaHI/Iﬂ 31—[31—[1/[]7], yMeHHﬁ, HABBIKOB H OIIBITA J€ATCJIBHOCTH

BOHpOCLI H 3a1aHUA 1JIA JUCTAHIIUOHHOI'O oﬁyqe}mﬂ

(Paboma na caiite)

® B HekoTophIX paboTax BcTpeuaeTcs TepMuH "Double Dummy design". Kax B
MOYKET€ OINUCaTh, YTO 03HAYAET 3TOT TEPMUH?




B xaxoMm u3 nccnenoBanuii HEOOXOAMMBI KOHTPOJIbHAS TPyIa (1 KaKas),
paHgoMuU3alus U ocieruieHue? (moxanycra 000CHyHTe OTBET)

1) UccnenoBanre 0COOEHHOCTH TEUEHUS UIIEMUYECKOM 00JIe3HU cepla y
NAIMEHTOB C CaXapHbIM AUOETOM.

2) UccnenoBanue 3(h(HeKTUBHOCTH anmnapara 3JIeKTPOCTUMYIISALUN AJIs
KYIUpOBaHUsl O0JIEBOTO CUHIPOMA.

Kakue ocHOBHBIE TIPOOIEMBI MOTYT BO3HUKHYTD IIPH IJTAHUPOBAHUU U
IIPOBEICHUU NEPEKPECTHOrO KIMHUYECKOTO UCCIIEI0BAHUS?

Onwumute, noxanyicra, padoTy UCCIIE0BATENILCKOM KOMaH/Ibl, B KOTOpoil Bam
noBenoch padortathk. Eciu Bel He ydacTBOBanmu B paboTe UCCIIEIOBATEIBLCKON
KOMaH/Ibl, HAIUIIUTE, MOXKaIylcTa, kKak Bel Obl oprannszoBanu padoty
HCCIIEIOBATEIbCKONW KOMaHIbl, OyIyuH IIIaBHBIM HccienaoBaTeneM. Heo6xoaumo
yKa3aTh, CKOJIbKO Y€JIOBEK BXOJWIO B UCCIEA0BATEIBCKYIO0 KOMaHy, KOMY,
KOI'JIa ¥ KaK IVIaBHBIN MCCIIEN0BATENb JEJIETUPOBajl CBOU ITOJIHOMOYUS, KaK
[JIABHBIN MCCIIE0BATENb OCYILECTBIISI KOHTPOJIb IPOUCXOIAIIUX POLECCOB?
Pacckaxkute, noxanyiicra, Kak XpaHUJICs Ipenapar B TOM UCCIIEI0BaHUM, B
koTopoMm Bam nosenock npunate yyactue. Uto Obl Bol ynyummmu? Ecnu y Bac
Het onbITa yuactus B KU, pacckaxkute, kak 0b1 Bbl oprannzoBaim XxpaHeHue
npemnapara y ce0s B IEHTpe ¢ MPUBSI3KON K Bammm noMenienusiM, UMEIommcst
mkadam, KIro4am U IpoYrM pecypcam.

[Toxanyiicta, mpounTaiiTe cTaThio U olieHuTe, Bee i TpedoBanus CONSORT k
MyOIMKAIUU Pe3yNIbTaTOB KIMHIUUYECKUX MCCIeAOBaHUN BhIMOIHEHbI. TpeboBanus
Bbl MokeTe 0OHapyXUTh B CIIPaBOYHOM paszielie Hukia. Jlydie ncrnosibp3oBarhb
CONSORT Checklist Pycckwuii BapuanT http://www.consort-
statement.org/downloads/translations . 3anonuennsiii Checklist MOXHO mpuciaTh
B paszjiesie JoMallHee 3ajaHue.

BAHK KOHTPOJ1bHbIX 3A0AHUA U BOMPOCOB (TECTOB) NO

Bapuanr 1.

OTAEJIbHbIM Temam U B LIEJTOM MO AUCUUNITUHE

(3aganuA B TeCTOBOI (popMme)

Kakwue 3tamsl BKIIFOYaET B ce0st TPOIecc pa3paboTKH HOBOTO JIEKAPCTBEHHOTO
cpencraa?

NOUCK NOMEHYUANbHO AKMUBHBIX 6EUCCME

OOKNIUHUYECKUE UCCAeO08AHULL

KIUHUYECKUe UCCIe008AHULL

HOCMMAPKEeMUH208ble UCCIe008AHUS

Ha3zoBuTe OCHOBHBIC METO/IBI TIOMCKA MOTEHIIHAILHO AKTUBHBIX XHMHUYCCKHX
COCTUHEHUN.

[TpocenBanue ¢ BICOKOI MpomyckHoM criocooHocThIo (High-Throughput
Screening) - HTS-meton.

ParronansHoe KOMIBIOTEPHOE KOHCTPYHPOBAHHUE.

MonekymsipHas TeHETHKA.

Kakne Bunp1 JOKIMHIYECKUX UccieaoBaHni Bel 3HaeTe


http://www.consort-statement.org/downloads/translations
http://www.consort-statement.org/downloads/translations

e lccnenoBanue hapMaKOKMHETHKH,
e  ®dapMaKOTCHETUKHU

¢ (apMaKOANHAMUKU

® TOKCHYHOCTH

e Kakue nokazarenu n3y4aroTcs npu GapMaKoJIOTHYECKHX UCCIETOBAHUIX
npemnapara?

e @PapMakoaMHAMUYECKHE

e  (DapMaKOKMHETUYECKHUE

e UHUteurte

e Kakue Bupl HccneqoBanui crieupuuecKoil TOKCHYHOCTH Bbl 3HaeTe?
PenponykruBHas
MyTareHHOCTb
Kanueporennoctb
MMMyHOTOKCUYHOCTh
AJIepreHHOCTh
[Tomoctpas

o I[J'ISI 4UCro COCTaBJIACTCA PETUCTPALIMOHHOC NOCHE, HA30BUTC €TI0 pa3,Z[CJIBI?

e Pesrome goche,

e KauecTBo (pe3ynbTaThl XUMUYECKHUX U (apMalleBTUYECKUX UCIIBITAHUN, CBEACHHUS
0 YCIIOBUSIX MPOHU3BOJICTBA),

e be3omacHOCTh (Pe3yNbTaThl JOKIMHUYECKUX HCCIICIOBAaHUN),

e  DdbheKkTUBHOCTH (Pe3yNbTaThl KINHUYECKUX UCCIICTOBAHMI)

e  OmnbIT (pe3ynbTaT MOCTMAPKETHHTOBBIX HCTIHITAHHH )

e Kakosa nens cozmaunst ICH GCP?

e Kakue Pa3pCIUTECIbHBIC JOKYMCHTBI JOJI’KHBL OBITE B HNCCIIECA0BATCIIBCKOM
IICHTpE, 10 Havyaja MPOBEICHUS HCCIICIOBaHMs?

e Kakue BHU/bI I/ICCJ'IG)IOBaHI/Iﬁ BBIACIIAIOT B 3aBUCUMOCTHU OT BPEMECHU HACTYIIJICHUA
HU3y4aeMOTro COOBITHS?




e Kakoe nccienoBanue sBISETCS CPaBHUTEIBHBIM?

e B kakom u3 BUJIOB [u3aiiHa TpeOyeTcs «OTMBIBOUHBIN» Meproa’?
B napamnensHoM
B nepekpectHom

e Kakue metobl ocnerieHus Bam nu3Bectusl? Yem oHU XapakTepU3yrOTCs?

e Ha3soBure CTOPOHBI, YIACTBYIOIIHE B KIIMHUYCCKOM UCCIICAOBAHUN

e KrT0 13 CTOPOH, Y4aCTBYIOIIUX B KIMHUYECKOM MCCIIEJOBAHUU MOXKET
nenerupoBath cBou GpyHkiun CRO?

e CmoHcop

e  Monutop

e HccnenoBarenb

e Koro npeacraBnsier MOHUTOP?

e Huxe nepeuncieH paj 00s13aHHOCTEH CTOPOH KIIMHUYECKOTO UCCIIEAOBAHMSL.
HampoTtus kaxxo0ii mocTaBbTe€ Ha3BaHUE CTOPOHBI, Ybsl ATO 00S3aHHOCTD.

a. OT60p KBaTM(PUITMPOBAHHBIX UCCIIEIOBATENECH
e Pacnpenenenue 00s3aHHOCTEH MEXAY COTPYTHUKAMHU UCCIIEI0BATEIHCKOTO
LEeHTpa

e (CTpaxoBaHUE 3/I0POBbS UCIBITYEMbIX
e [lonydyeHnue pa3pelieHus peryIupyonX OpraHoB Ha IPOBEACHHUE UCCIIETOBAHUS

e [l3yueHue u nmoAnucaHue NPOTOKOJA 10 Hayasla UCCIIEOBaHUS
e [lonyyenue nHGOPMHUPOBAHHOTO COTIIACHS
e [locraBka nmpenapara B LIEHTP

o KakoBa rinaBHas uaes XelbCUHKCKOM ,Z[CKJ'IapaL[I/II/I?



e Paspewenne OK Ha npoBeeHNE UCCIIEOBAHUS ITOJIY4AIOT
e Jlo Hayasa MCCIIEeIOBAHUSA
Bo Bpems uccnenosanus

e Kakue IOKyMEHTHI HEOOX0AUMO TIpeaocTaBuTh B DK BO BpeMsi mpoBeIeHUs
HUCCIIeN0BaHU?

e B ciydae ecnu Bo BpeMst ipoBeneHus uccienoBanusi COHCOp YTBEpKIAeT
HOBYIO OpMY HH(POPMHUPOBAHHOTO COTJIACHSI, HY’KHO JI1 ee paccMoTperue B OK?
o Jla

e Her

Kakum ocHOBHBIM TpeOOBaHHSIM T0JKHO oTBe4yath UC?
JobpoBoiibHOE

HNnpopmupoBanHoe

[TuceMenHoe

VYcerHoe

Ha ponHowm sA3b1ke manuenTa

Ha ponHoM s13bIke cioHCOpa

KTo moamuceiBaeT mpoTOKOJ UCCIETOBAHMS
CnoHncop

Hccaenosarenn

ITammuenT

23. B xakoMm JIOKyMEHTe OMUCHIBAETCS BCS M3BECTHAs MHGOpMAIIUs O IIpernapare.
e [IpoTokon uccnenoBanus
e nauBuayanbHas perucTpallMOHHAs KapTa IMalueHTa
e bpouropa uccnegoBaTens

24. Moxno nu B UPK ocraBnaTe mycTble nosis, eciu uHdopMmanus orcyrctByer? Ecinu HeT, TO
KaK OHU JIOJKHBI ObITh 3aI10THEHbI?

25. I'ne uccnenoBatenb Oepet nHMoOpMaInio, He0OXoauMYyto Juist 3anoiaHeHus: TPK?
e [lepeHOCHT U3 IEPBUYHOMN JIOKYMEHTAIIUN
e (o c0B manuenTa
e I3 npoTokoina

26. Kakue ycnoBus HE00X01MMO COOIIOCTH MPH BbIAAaYe Mpernapara UCIbITYeMOMY



3anoMHUTh CHENHATIbHYI0 GOpMY ydeTa IpenapaTa

3aperucTpupoBath (GaKT BbIAAYH JEKaPCTBEHHOTO CPEACTBA B aMOYIIaTOPHOM KapTe IMaleHTa
CHaOIuTh ManMenTa MHCTPYKIUAMHE (KaK yCTHBIMU, TaK U IIMCbMEHHBIMH) O BPEMEHH U
KpPaTHOCTH IpUeMa

3anucarbh HE0OX0AUMYIO HICHTU(UKATMOHHYIO HH(POPMAIIMIO HA ITHKETKE

27. Kakue (hakTopbl OKa3bIBAIOT BIUSHHUE HA KOMIUIAEGHTHOCTH? XapakTep 3a00sieBaHUs
e HEXelareabHas JIEKAPCTBEHHAs pPEeaKLIMsl
e peXHM IpUeMa Mpenapara
e B3aMMOOTHOIIICHUS Bpaya M MalKueHTa

28. K cepbe3nbIM HexenaTenbHbIM siBeHUsAM / Serious Adverse Event (SAE) wiu cepbe3HbIM
HE)KeIaTeIbHBIM JIeKapCcTBEHHBIM peakimsaM / Serious Adverse Drug Reaction (Serious ADR)
OTHOCHIT:

CMEpTh

yrpo3a st )KU3HH

TOCIIUTAIN3AIINS WIH €€ TIPOJIICHHE

YXYIIICHAE CAMOYYBCTBHS IIAIINEHTA

CTOMKast WJI BBIPAKEHHAsT HETPYIOCIIOCOOHOCTD

pa3BHUTHE BPOXKICHHOW aHOMAJIMHU / IOPOKA Pa3BUTHSI

29. Bo BpeMs npoBeAeHUS UCCIICAOBAHUS PETUCTPUPYIOTCS:
e HEXenareJbHbIC SBICHUS
e HEeXelaTelbHbIE PeaKINH Mpernapara

30. Kakue u3 HUKe IePeUnCIeHHbIX 0053aHHOCTEHN SIBJIAIOTCS 00SI3aHHOCTSIMU MCCIIEI0BATEIIS:

® BBIBIICHUE U PETUCTPALIMS HEXKENATEeIbHBIX SBJICHUIMA

® yBeJOMJICHHE CIIOHCOPA M STUYECKOT0 KOMUTETA

® [PUHATHE MEP IO 3ALIUTE UCTBITYEMbIX

® OICHKA 3apCTUCTPUPOBAHHBIX HECKCIIATCIIbHBIX SIBJICHUN (ﬂBJ’IfICTC?I JIn
HEeXeJaTelIbHOE SIBJICHNE HeXeNaTeIbHON JIEKapCTBEHHON peakiuei?)

® YBEIOMJICHUE O CEPhE3HBIX U HENMPEABUACHHBIX HEXKEIATEIbHbIX JIEKAPCTBEHHBIX
peaklMsIX PeryIupyroliue Opraubl, Ipyrux UCCIEeA0BATENEH U ITUUECKUE
KOMUTETHI

31. KakoBbI (hyHKIIMH 3aKITIOYUTEIBHOTO OTUeTa?

e Hudopmupyer pyKoBOJACTBO KOMIIAHUU O KOHEYHBIX PE3yJbTaTaX UCCIEIOBaHMUS.

e ludopmupyer perynupyomne opraibl 0 KOHEYHbIX pe3yJIbTaTaX UCCIeI0BaHUS.

e 3akiaapIBaeT OCHOBY OyAYIIUX IMYOJIMKAIIMNA U TIPE3EHTALUNA Ha BCTpedyax
CHEIUAJINCTOB.

e Uudopmupyer Bpadeil 0 KIMHUYECKOM IPUMEHEHNH Mpernapara

e CnocoOcTBYeT INIaHUPOBAHMIO JAJIbHEHIIEH 1eITeNbHOCTH 110 pa3padoTKe
npemnapara.

32. Komy npuHajyiexart npaBa Ha HHQOPMAIHIO, TOTYYEHHYIO B X0/€ KIIMHUYECKOTO
UCCIIEI0BAHNS

e Cmoncopy

e HccnenoBarenro



33. MOHUTOPUHT COCTOUT M3:
e Busutos
e TenepoHHBIX 3BOHKOB

34. KTo npoBOUT BHYTPEHHUM ayuT.

35. K10 mpoBOAUT MHCHEKLIMIO UCCIIEI0BATENIBCKOIO IEHTPA

Kakum 06pa3om ocymiecTBIseTCsS NOUCK HOBBIX JIEKAPCTBEHHBIX BEIECTB?
e JlexapcTBEeHHbIE BEIIECTBA MOTYT ObITh OOHAPYKEHBI B IPUPOE
e [lomy4deHbl U3 paHee U3BECTHBIX JIEKAPCTBEHHBIX BEIIECTB IIYTEM UX
MoaupUKaITIH
e JlurepaTypHblil IOUCK
e [IpumMeHeHME N3BECTHBIX JIEKAPCTBEHHBIX CPE/ICTB MO0 HOBBIM ITOKA3aHUIM.
e Meroa cUHTE3a HOBBIX BEIIECTB B UCCIIEAOBATENILCKUX Ja00paTOPUSIX.

HazoBuTte 3Tansl ucCiaeI0BaHUN JICKAPCTBCHHOT'O CPCACTBA
® JOKIIMHHUYCCKHUC UCCIICIOBAHUA],
¢ MPOABUIKCHUC
® KIIMHHUYCCKUC UCCIICAO0BaHUA

Kakne (apMakOKMHETHUYECKHE TMapaMeTphl Tpernaparta H3Yy4arTcs MpH  JAOKIMHHYECKHX
HCciIeI0BaHusaX?
e BcackiBanme (absorption),
pacnpenenenue (distribution),
pe3op6uus (resorbtion),
metabonusm (metabolism),
BbIBeIcHHE (excretion)

Kakwue Buabl uccnenoBanuii o01el TOKCHYHOCTH BellecTBa Bel 3HaeTe?
Ocrtpas

ITomoctpas

Cyb6xponunyeckas

XpoHHUecKas

Hwuxe mepeuuncienbl xapakTepHble OCOOEHHOCTH ueThIpeX (a3 KIMHMYECKUX HCCICTOBAHHM.
HampoTuB ka)x10ro mocTaBbTe Ha3BaHKUE HarOOIee MOIX0 e (asbl.

HonomuurensHoe u3ydeHue S(PGEeKTUBHOCTH W 0O€30MAaCHOCTH Mperapara B IPOIECCE €ro
PYTUHHOTO HCIIOJIb30BAHHUS



Pa3pa60TKa HanOoJiee ONTHMAIbHBIX CXEM Ha3HAYEHMUS npenapara U OUCHKA Ka4Y€CTBa XKU3HU

[TepBbie KOHTpOIUpPYEMbIe ucciaeaoBanus Ha 6onbHbIX 100-300 yenoBex

[Toyuenne GeccOpHBIX JOKa3aTeIbCTB 3(P(GEKTUBHOCTH M 0E30MAaCHOCTH IperapaTa IpH ero
MIMPOKOM H JUIUTEIILHOM TPUMEHEHUN

[TogOop onTUMaNbHBIX 103 IMpenapaTa

N3yuenne hapMaKOKUHETHKH y MAIIIEHTOB

PannoMu3upoBaHHble TBOMHBIC CIIENbIE KOHTPOIMPYEMBIE HCCIEAOBaHNS HAa OOJIBIINX TPYIIax
nanueHTos (1000-3000 yenoek)

Hccnenoanus Ha 310poBbIX qo0poBonbLax (50-100 uenosek)

Onpenenenne MakCUMaabHO O0€30IIaCHOM 103l

¢ Yro takoe KauectBennas knuundeckas npaktuka (Good Clinical Practice)

e Kakne 1OKyMEHTHI SBJISIOTCS HOPMATUBHOM 0a301 ISl IPOBEICHHS
uccienoBanuii B Poccun?
XenbCUHKCKAs! IeKIapalus
[TpaBuna ICH GCP
Koncrurynus PO, cr.21
OcHoBbI 3akoHOAaTENbCTBA PD 00 0XpaHe 310poBbs TpaxaaH, cT.43
®enepanbHblil 3aKk0H «O JIEKapCTBEHHBIX CpPEACTBax», cT. 37-40
[IpaBuia KIMHAYECKON IPAKTUKKU B PD
[Ipuka3z Munsnpasa PO Ne 103 «O nopsiake  NPUHATHS PEUIEHUS O POBEACHUU
KJIIMHUYECKHUX UCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPEJICTBY»

e UYro Takoe IHU3aiH UCCIIENOBAHU?

[ J LITO IIOHUMACTCS IO JIOCTOBCpHOCTI)IO JaHHBIX, HOJ'Iy‘IGHHI)IX HpI/I HpOBe)ICHI/II/I
KIIMHAYECKOTO MCCIIEIOBAHUA?

e B dyem oTianume NEPCKPECTHOTO U MapaAJIICIIBHOI'O JIN3aliHOB I/ICCJ'ICI[OBaHI/IH?

e B yewm cyTh pangomMuzanun?




Yo Takoe KpUTEPUH BKIIOYCHHS/UCKITIOUCHUS

WNunnmatopom uccnenosanus no npasuwiam ICH GCP ssnsietcs
Cnoncop
Hccnenosarenn

B 4pu 00sa3aHHO0CTH BXOAUT B3aumoerictaue ¢ JIDK?
Cnoncop

Momnurop

HccnenoBaTenb

Uro Takoe daiin uccienoparens

CornacHel 11 BbI ¢ yTBep:KI€HHEM, UTO J1000€ KIIMHUYECKOE HCCIIEI0OBAHNE
JIOJIKHO IIPOMTH 3TUYECKYIO SKCIIEPTU3Y U MOJIYYUTh 0100pEHUE 3TUYECKOTO
KomuTeTa. Eciii HET, TO yKa)KUTe UCKIIFOUEHUS.

B cnyuae, ecnu uccienoBatens sBisercs wieHoM DK, MokeT 11 OH y4acTBOBATh
B 3aCeJJaHNH, Ha KOTOPOM PacCMaTpPHUBAETCS IPOEKT, B KOTOPOM OH y4acTBYeT?

Ha

I[a, HO HC IIPUHHUMACT YYaCTHA B IT'OJIOCOBAHUHU I10 3TOMY HIIPOCKTY

Her

Kakue nokyMeHThl He00X01uMO npeaocTaBuTh B DK 110 OKOHYaHHUIO
UCCIIENOBAHUS?

Ecnu nmanuent, noanuceiBasg C gonycTuit ommOKy, MOKET JIM UCCIIEJ0BATENb €€
UCIPaBUTH?

Ha

Her

Kaxkoii TOKyMeHT SIBJII€TCSI OCHOBHBIM PYKOBOJICTBOM JJISI UCCIEA0BATENS:
[IpoTokon uccinenoBanus

WNHauBuyanbHas perucTpaloHHas KapTa MalrueHTa

Bbpomrtopa uccnenosarens

MosKeT 1 uccie10BaTeNb UCTIPABUTh OITMOKH MTPOTOKOJIA.



e Koneuno MoxxeT. Beap 370 B MHTEpECcax NalleHTa

e MoeT yKa3aTh CHOHCOPY Ha OIIMOKH J0 Hadaaa UCCIEOBAHUS U TTOCTAaBUTh
WCIIpaBJICHUE YCIOBUEM CBOEH PabOThI MO MPOTOKOTY

e He moxer.

e BrimonHenuto kakux 3aaay cinyxkut MPK

e (OOecneunBaloT cOOp AAHHBIX B COOTBETCTBUU C IIPOTOKOJIOM

e CnocoOCTBYIOT 0OMEHY JaHHBIMU MO O€30MACHOCTH CPEIH YIaCTBYIOLIIX
UCCIIEIOBATEIbCKUX [IEHTPOB

e  (CnocoOcTBYIOT 3 (eKTUBHOM U MOJTHOW 00pabOTKE TaHHBIX, UX AaHAIHU3Y H
OTYETHOCTH TIO Pe3yJIbTaTaM

e HamoMuHaOT MCCIeI0BaTEN0 KaKy0 HH(POPMAIIHIO 3aIUCHIBATH B IEPBUYHYIO
JOKYMEHTAIHIO

e  Moxno s BHOocuTh B IPK ncnpaBnenus? Ecnu na, To kakum oOpazom?

o Kakue ¢pyHKIHH 110 paboTe C HCCISTYEMBIM MTPETIAPATOM BO3JIATalOTCSI Ha
uccieaoBarens?

y4eT npernapara

YHUYTOXKCHUE Tpernapara

UCIIOJIb30BAaHUE MPEMapara TOJIbKO B COOTBETCTBUH C TIPOTOKOJIOM

00BsICHEHUE MMAIMEHTAM PeXUMa IpueMa mpenapara u mpoBepKa ero
cOOJTI0IeHU ST

XpaHEHHE TpenapaTa B COOTBETCTBUU C MTPABHJIAMH U TPEOOBAHHUSIMU TIPOTOKOJIA
e BO3BpAIllCHHE HEHCIIOIB30BAaHHOTO Mperapara CliOHCOPY

e TOCJEIYyOIee XPaHEHUE BCEX 3allucel 00 ydere nmpenapara

L4 YT0o noHMMAETCs MO KOMIUIA€HTHOCTBIO HaL[I/ICHTa?

61. Hexxenarenbroe siBnenue / Adverse Event (AE) sto:

711000€ HEOIArONPHUATHOE ¢ MEUIIMHCKON TOUKHU 3PEHHS SBJICHHE B )KU3HH HUCIIBITYEMOTO,
KOTOPBIN MPHHAMAJ HCCIIEAYEMBIH ITpenapar, He3aBUCHMO OT TOTO, CBA3aHO OHO C TPHEMOM
npernapara Ui HeT

BCC He6HaFOHpI/I$ITHI)Ie N HCNIPCABUACHHBIC PCAKIIUN, CBA3AHHBIC C IPUEMOM JIF000H JO3bI
UCCIIeyeMOro mpemnapara.

62. Kak MOXHO OIICHUTh HAJMYUE CBS3M MEXKIy HEXKEJIaTeIbHBIM SIBICHHEM W TIPHEMOM
npernapara B ciIydae:

ornpezeeHHas

BEPOSITHAS

BO3MOXKHAS

COMHUTEIbHAs



HECT CBsA3U
HE ImoajiexKamas KJ'IaCCI/I(bI/IKaHI/II/I

63. Korzia Hajio perucTpupoBaTh HEXKEJIATEIbHBIC SIBICHUS ?
e cpa3sy MocJie MOANUCAHUS UCTIBITYEMBIM HHPOPMUPOBAHHOTO COTJIACHUS
e cpa3sy [ocie Ha3HaYeHUs JIEKapCTBEHHOT0 Mpemnapara

64. Kakue neiicTBus JOJDKEH NIPEANIPUHATH HCCIIeA0BaTeNb B ciayyae BblsiBiaeHuss CHA?

65. Kakue ycinoBust HEOOX0IMMO COOIFOCTH MCCIIEOBATEINIO TPH MyOJIMKALUU PE3yIbTaTOB
KIMHHYECKOTO UCCIIeI0BaHUs?

66. Kakas nens y monutopa KU
[TpOKOHTPOIMPOBATH KAYECTBO MOJyYCHHBIX TAaHHBIX.
[Tomo4b mCcIE0BATENIO B IPOBEICHNUE UCCIICTOBAHNUS

67. O0bsicuuTe noHsITHEe «Bepudukanus nepBudHo JoKymeHTamm» (SDV)

68. HpI/IBeI[I/ITe HECKOJBKO CI/ITyaHHfl, YBCINYNBAOMIUX BEPOATHOCTL ayIUTa B
HCCIICI0BATCIILCKOM LHEHTPEC

69. Uem oTIMYAIOTCS OTKJIIOHEHHS OT MPOTOKOJIa OT HapyIIEHUs! IPOTOKOJIa

70. B xakux ClIydadX BO3MOXKHO OTCTYIUICHUA OT IIPOTOKOJIA

7.4.1. Metoguyeckue MaTepHaJbl, ONpeleJsilOIMe NPOUEAYPbl OLECHMBAHUS 3HAHWIA,

yYMEHHi, HABbIKOB M (MJIH) ONBITA 1eATEILHOCTH



1. Tlopsgok mNpuUMEHEHHs] 3JEKTPOHHOrO OOY4YeHMsI, JUCTAHLIMOHHBIX 00pa30BaTEIbHBIX
TEXHOJIOTUH MpH peau3au 00pa3oBaTebeHbIX IPOrpaMM BhICIIET0 00pa30BaHUsI.

2. llonoxenue o mopsake ¢opmupoBanus DoHIA OLEHOYHBIX CPEACTB I MPOBEACHUS
TEKYIIer0o  KOHTPOJS  YCHEBA€MOCTH W  IMPOMEKYTOYHOW  aTTeCTallMd  BBICIIETO
po¢eCCHOHAIBHOTO 00pa30BaHUs.

3. [Nonoxxenune 06 opraHU3aIK UIMPOBEICHUH TEKYIIEro KOHTPOJIS 3HAHUN U MPOMEXKYTOUHOM
aTTeCTallud OPIMHATOPOB (haKylIbTeTa MOCIEAUITIOMHOr0 obOpazoBanus B PI'BOY BO
[ICIT6T'MY uwm. W.II. [TaBnoBa Mun3apasa Poccun.

4. TlomoxxeHue 00 HTOTOBOM TOCYJapCTBEHHOM aTTecTaruu BbimyckHukoB PI'BOY BO
[ICII6I'MY um. W.I1. [TaBnoBa Munzapasa Poccun.

5. Tlonoxxenne o OaUIBHO-PEUTHHIOBOW CHUCTEME AJsl OOydalomMXCsl Mo 00pa3oBaTEIbHBIM

mporpaMMam OpAHHATYPHI.

8. IlepeyeHb OCHOBHOW M [ONOJHMTEJBHOH Yy4eOHOH JMTepaTypbl, HEOOXOAUMOH JIA
OCBOCHMS JMCIUIIIHHBI

a) OCHOBHAa JIUTepaTypa:

1. TlpaBuna Hajyexanield KIMHUYECKONW MPaKTUKU EBpa3uiickoro 3KOHOMHUYECKOTO COm03a
(yrBepxknensl  Pemenmem  CoBera EDJK or 03  wosb6ps 2016 1. Ne 79)
http://docs.cntd.ru/document/456026110 (OTKpBITHII TOCTYII).

2. Ilonkun, U. B. ®apmanestnueckoe npaso / W. B. Ilonkun, A. A. Ilonkuna - Mocksa :
I'DOTAP-Menua, 2017. - 144 c. - ISBN 978-5-9704-4349-1. - Tekcr : anektponHbiit // 3bC
"KoncynbpTant crynenra" : [caiT]. - URL
https://www.studentlibrary. ru/book/ISBN9785970443491 html

0) AOMOJIHUTEIbHAS JIUTepaTypa:

»  ODenepanbHbiil 3ak0H Ne61 "O6 obOparieHnn JekapcTBeHHBIX cpeacT” hitp://clinpharm-
spbgmu.ru/learning/dictionary/?1D=6

= TOCT P 52379-2005 "Hamnexamias kiuHudeckas nmpakruka" http://clinpharm-
spbgmu.ru/learning/dictionary/?1D=6

= http://www.fda.gov/downloads/Drugs/.../Guidances/ucm073122.pdf
http://www.ich.org/products/quidelines/efficacy/efficacy-single/article/good-clinical-

practice.html

9. Ilepeuenb pecypcoB HHGPOPMANMOHHO-TEJEKOMMYHHUKANIMOHHOI ceTtu MWMHTepHerT,

HQOGXOIII/IMBIX AJIs1 OCBOCHUSA JUCHUIIJIMHBI

DJIeKTPOHHBbIE 0a3bI JAHHBIX

http://www.studentlibrary.ru/ 95C"KoHcyibTaHT cTyacHTA" .

https://www.clinicalkey.com/ - snekrpoHHas HHGOpPMaLMOHHAS CHCTEMA

Iepunoauyeckue U31aHusA:


http://docs.cntd.ru/document/456026110
http://clinpharm-spbgmu.ru/learning/dictionary/?ID=6
http://clinpharm-spbgmu.ru/learning/dictionary/?ID=6
http://clinpharm-spbgmu.ru/learning/dictionary/?ID=6
http://clinpharm-spbgmu.ru/learning/dictionary/?ID=6
http://www.fda.gov/downloads/Drugs/.../Guidances/ucm073122.pdf
http://www.ich.org/products/guidelines/efficacy/efficacy-single/article/good-clinical-practice.html
http://www.ich.org/products/guidelines/efficacy/efficacy-single/article/good-clinical-practice.html
http://www.studentlibrary.ru/
https://www.clinicalkey.com/

1.MoanuncKa Ha nepmnoanyeckmne nedvaTtHole nsganua NMPECCUHOOPM-CEPBUC.

2.http://www.trialsjournal.com/

10. MeToauuecKkue YKazaHus 1Jid oﬁyqamumxcﬂ M0 OCBOCHHIO TUCHHUILIMHBI

10.1. XapakTepucTinka 0CO0CHHOCTeH TeXHOJIOTHil 00y4yeHusi B Y HUBepcUTeTe

B ®I'bOY BO IICII6I'MY wum. W.II. IlaBmoBa ocBoeHue oOpa3oBaTeIbHBIX IPOrpamMm
MPOBOANTCS C TPUMEHEHUEM OJJICKTPOHHOTO OOYYCHHSI, JHUCTAHIIMOHHBIX 00pa30BaTEIbHBIX
TexHojoruil. Jlms 3Toro cosmaHa W (QYHKIIMOHHPYET JJICKTPOHHAS WH(GOPMAIMOHHO-
obpasoBarenbHas cpena (DMOC), Bkmodarmas B ceOs AJIEKTPOHHBbIE HH(POPMAIIMOHHBIC
pecypchl, JJEeKTpoHHbIE oOpaszoBarenbHble pecypcbl. OUOC obecneunBaeT OCBOEHUE
oOyJarouuMucs 00pa30BaTENIbHBIX MPOrPaMM B IOJHOM O0bEME HE3aBHCHMO OT MecTa
HAXOXJICHUS OO0yJaroImuxcsi. ECTh 3JeKTpOHHBIE OMOIMOTEKH, OOCCICUMBAIONIUE JOCTYI K
npodeccuoHanbHBIM 0a3aM JaHHBIX, HHHOPMAIIMOHHBIM, CIIPABOYHBIM M MTOMCKOBBIM CHCTEMA,
a TaKke HMHBIM HH(MOpPMAlMOHHBIM pecypcaM. ba3a TecTOBBIX 3aJaHMii U CIPABOYHBIX

MaTepHasIoB co3jaHa B mporpamme academicNT.

10.2 OcobGennocTn padoThl 00y4yalIerocss Mo OCBOeHHIO AucHMIUIMHBL «Hapiexamas
kanHuYeckas npakruka (GCP)»

OOyuaronuecss IpU W3YYCHUH YYEOHOW JAMCHUILUIMHBI UCIONB3YIOT JAUCTAHIIMOHHBIHN
00pa3oBaTeNlbHBIN KOHTEHT MPECTaBICHHbII Ha caiiTe kadenpsl clinpharm-spbgmu.ru, a Takxke
METOJMYECKHE YKa3aHUsl MO MPOBEIACHUIO ONPEACICHHBIX BUIOB 3aHATHI, PEKOMEHIAINU U
nocoOusi MO JaHHOW JUCLUIUIMHE NO paboTe C¢ HUM, pazpaboTaHHbIE MpodeccopcKo-
npenojaBatenbckum coctaBoM (ITTIC) kadenpsr.

YcnenHoe ycBoeHne y4eOHOHM aucumiumHbl «Haajexamass KJIAMHUYeCKAasi MPaKTHKA
(GCP)» mpemmnonaraer akTHBHOE, TBOPUECKOE YIaCcTHE 00YJArOIIErocs Ha BCEX dTarax ee OCBOCHUS
MyTeM ITaHOMepHOI paboTbl. OOyuaromuiicss JOJKEH aKTUBHO y4acTBOBAaTh B BHIIOJIHEHHH BHJIOB
NPAKTHYECKUX paboT, OMpeeNeHHbIX ISl JaHHOM AuCUMILIMHBL [IpoBoAMMbIE Ha MPaKTUYECKUX
3aHATHSX PA3MYHBIX MOYJIBHBIX TECTUPOBAHMN M JAIOT BO3MOXKHOCTH HEMOCPEICTBEHHO TMOHSTH
AITOPUTM MTPUMEHEHHST TEOPETUUESCKUX 3HAHUIA, U3JIaraeMbIX Ha JISKIHSIX M B YYCOHUKAX.

B om0t cBs3M mpu  mpopaboTKe JUCTAHIIMOHHOTO JIEKIMOHHOIO —MaTepuala
oOyyaromuecsi JODKHBI UMETh BBUJAY, YTO B JIEKLHUSAX PACKPBIBAIOTCS Hambosee 3HaUYUMble
BOIPOCHI y4eOHOI0 MaTepHara.

Crnenyer mMeTh B BHIY, YTO BCE paslelbl M TEeMbl AUCHUIUIMHBI «Hamnexamas

kanHudeckas npakruka (GCP)» mpexncraBieHsl B JAMJAKTHYECKH MPOPaOOTAHHOMN


http://www.trialsjournal.com/

MOCIIE0BATEIBHOCTH, YTO MPEAYyCMaTPUBAET JIOTHUECKYIO CTPOMHOCTh Kypca U MPOJyMaHHYIO

CUCTEMY yCBOEHUs 00yUaroMUMUCsS y4eOHOro MaTepuraa.

10.3 Meroauyeckue yKa3aHuUsl sl 00yYAIOIIUXCH IO OPraHU3AUUM CAMOCTOSITEIbHOM

paﬁDTbI B Ipoiecce OCBOCHHUA TUCHHUIIJIMHBI

KoHTposnb BeIOTHEHUS
Bun paboTtst
paboThl

[loaroroBka K ayauTOpHBIM 3aHATUSAM (mpopaboTka | TecTupoBaHue
y4e0HOro MaTepuasa 1o KOHCIIEKTaM JICKIIUH 1 yaeOHOU

auTepaType u pabora Ha Gopyme )

CamocTosTenbHas mpopaboTKa OT/ENbHBIX TeM yueOHol | TecTupoBaHue

AUCHHUIIIIMHBI B COOTBETCTBHU C y‘le6HBIM IIJIaHOM

Pabora ¢ Tecramu U BopocaMu I CaMOIIPOBEPKHU TectupoBanwue
CobeceroBanne

IToaroroBka Ko BceM BUaM KOHTPOJIbHBIX UCIIBITAHUI TectupoBanue
CobeceroBanne

10.4 MeToauyeckne yKazaHus sl 00y4AOLIUXCS 10 MOATOTOBKE K 3aHATHAM

3aHATHA KJIMHUYECKOTO IPAKTHYECKOTO THUIA NPEJHA3HAYEHbl JJI1 PaACIIUPEHHS U
yrIyONeHusT 3HaHWM OOydarommxcst mo y4eOHO# aucuuIuimHe, (OPMHUPOBAHUS YMEHHUU H
KOMIIETEHIIUM, MPEeayCMOTPEHHBIX CTaHIapTOM. B HX Xoje oOyyarouuMucs peasu3yercs
Bepu(UKaMOHHAs (QYHKUUS CTENEHM YCBOEGHHs Y4eOHOro Mmarepuanga, OHU NPUOOpETaroT
YMEHMSI BECTH HAYUHYIO TUCKycCHI0. KpoMe TOro, IeNbIo 3aHATHH SBJISETCS: POBEPKA YPOBHS
MOHMMAaHUs 00yJaroIIMMHKCS BOIIPOCOB, PACCMOTPEHHBIX Ha JIEKIUAX U B yUeOHOU JIUTEepaType,
CTENEHM M KauyecTBa YCBOECHMs 00yYaroIIMMHCS MPOTpaMMHOI0 Marepuaina; (opMHUpOBaHHUE U
pa3BUTHE YMEHMI, HABBIKOB INPUMEHEHMSI TEOPETUUYECKUX 3HAHUN B PEAIbHOM IIPAKTHKE
peleHus 3aj1a4, aHaau3a npodeccuoHaNbHO-TIPUKIIAAHBIX CUTYallUi; BOCIIOJNIHEHHE TPOOETIOB B
IIPOMICHHON TEOPETUYECKON YaCTH Kypca U OKa3aHUs ITIOMOIIN B €r0 OCBOCHHUH.

OOyuaromuiics JOJKEH H3YyYUTh OCHOBHYIO JIMTEpaTypy IO TeME 3aHATus, W,
JKEJIaTelIbHO, WCTOYHUKHM M3 CIUCKA JIONOJHUTEIBHOM JIUTEpaTyphl, HCIOJb3yEMBIE IS

pacumupenusi 00beMa 3HaHUN 10 TeMe (pa3/eny), UHTEPHET-PECYPCHI.

11. IlepeyeHp HH(OPMALMOHHBIX TEXHOJOIMH, MCIOJb3yeMbIX IPH OCYLIECTBJICHHUHU
o0pa3oBaTeIbHOIO0 IMpolecca MO JMCHMILIMHE, BKJIYasdg IepedYeHb MPOrpaMMHOIO

ol0ecrieyeHust 1 MHGOPMALMOHHBIX CIPABOYHBIX CHCTEM



Pazgen pucranmumonHoe oOpa3oBaHue caiiTa Kadeapbl KIMHUYSCKON (papMakoIoTHu U

IoKaszaTesnbHoi MeauumHbl http://www.clinpharm-spbgmu.ru,

IIporpammuoe obecieuenne @PI'6OY BO IICIIOIMY um. WN.II. I1aBnosa, sBisromeecs
YacThIO AJIEKTPOHHOW HMH(OPMAMOHHO-00pa30BaTeIbHOM Cpeabl W Oasupyromieecss Ha
TEJICKOMMYHHUKAIIMOHHBIX TEXHOJIOTHUSX:

o KOMITBIOTEPHBIE 00yUaloIre IporpaMMBl;

DJIeKTPOHHBIE 0a3bl JAHHBIX

http://www.studentlibrary.ru/ 5C"KoncynbTanT cryaeHra'.

https://www.clinicalkey.com/ - siekTpoHHast nH(GOPMAIIMOHHAS CHCTEMA

http://www.trialsjournal.com/

12.MaTepuaJbHO-TeXHHYeCKAasI 0a3a, Heo0XoauMan IS oCyIIeCTBJIEeHHSA

00pa30BaTeJILHOIO MPoIecca Mo AUCIIUIIIHHE

HavmeHoBaHMWe cneuuannsnpoBaHHbIX MepeyeHb 060pyAoBaHUA
ayauTopuii u nabopatopuii

Aynuropust Ne 1 1. LCD IlIpoexTop(rtoTosiounsiii) - 1

HHNILI, 2. DKpaH HACTCHHBII -1
3. locka (11 MapKkepoB) -1
4. Crou npenoaaBaTeis -1
5. Kpecno npenonaBarens -1
6. Cton yueOHbII -16
7. Ctyn yueOHbII -32
8. HOyTOYyK -1

Aymutopuss Ne 2 Kommerorepssiii | 1. . LCD IIpoektop -1

KJ1acc 2. DKpaH NepeHOCHOU -1
3. locka (a1 MapKepoB) -1
4. Crou npenoaBaTesis -1
5. Kpecno npenonasarens -1
6. CTos1 KOMIIBIOTEPHBIN -10
7. Ctyn yueOHbIH -20
8. HOyTOyK -1
9. KoMmBIOTEP -10

Pa3zpabdorunkm:

ManukoB A.f. , accucteHT kadenps


http://www.clinpharm-spbgmu.ru/
http://www.studentlibrary.ru/
https://www.clinicalkey.com/
http://www.trialsjournal.com/
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