«Hannexamas kauandeckas npaktuka (GCP)»

1. lesu u 3212494 U CHUILIHHBI

Heab auciuuMHbl — GOPMUPOBAHUE Y CIyIIATENs TPO(PECCHOHANBHBIX 3HAHUH B
00JIaCTH TUIAHUPOBAHUS U TTPOBEICHUS KIIMHUYECKUX UCCIEA0BaHUMN
JIEKaQpCTBEHHBIX CPEJICTB.

3anauyu JUCHUIINHEL:

I/I3yquHe HUCTOPHUH U MCTOAOJIOTHUHN IMTPOBCACHUA KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ
JICKapCTBCHHBIX CPCCTB,

HonyquHe MMPAKTUYCCKHUX HABBIKOB ITPOBCACHMA KIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ
JICKApCTBCHHBIX CPCACTB B POJIM Bpadad — UCCIICAOBATCIIA.

CdopmupoBaTh OOIIMPHBIN U TITyOOKHI 00beM 0a30BBIX, (yHIAMEHTAIBHBIX
MEUITMHCKUX 3HAHUM, PopMUpyomux npodeccuoHanbHble KOMIIETEHIIMN Bpaya
100011 CTIenMalIbHOCTH, CIOCOOHOTO YCIIEUTHO peniaTh CBOU MpodecCruoHaNbHbIC
3a]1aun;

e 3Harb McTOpHIO KIIMHUYECKUX UCCIEN0BAHUN

e 3Hatb OCHOBHBIE JOKYMEHTHI, PETJIAMEHTUPYIOIIUE TPOBEIACHUE
KJIMHUYECKUX HCcienoBanui B Poccuiickoit denepanuu

e 3HaTh OCHOBHBIC MEKIyHAPOIHBIC JOKYMEHTHI B 00JIaCTH ATUKU
HAYYHBIX UCCIICIOBAHUM

e 3Harb [IpaBuna Hagnexamen KIMHAYECKON IPAKTUKU COTJIACHO
['OCT P 52379-2005 «Hagnexamasi KIMHUYECKast PAKTUKA.

e 3HaTh METOMKN KOHTPOJIS Ka4e€CTBA B KIMHUYECKHUX UCCIIEIOBAHUSIIX

e VYMers [InaHupoBaTh NpoBeAeHNE KIIMHUYECKOTO UCCIIEN0BAHUS

e VYmMmerr CaMOCTOSITEILHO COCTAaBUTh AU3alH UCCIEI0BATEIHCKON
paboThI.

e VYmerb [lonyyaTs nHGOPMHUPOBAHHOE COrIacUe MallMeHTa Ha y4acTue
B KJIMHHUYECKOM UCCIICIOBAaHUU

e VYMers BecTu yuer ucciienyemoro npenapara

e VYwmetsh [IpoBoaANTE aMOyIaTOPHBIE U CTALIMOHAPHBIE BU3UTHI
MaIMEHTOB

e VYMeTh BBISIBIATH U PENIOPTUPOBATH HEKEIATEIBHBIC ABJICHUS

o VYmMerb CaMOCTOATENTHLHO PabOTAaTh UCIIOIH30BATH CIIPABOYHYIO
JUTEpaTypy MO KIIMHAUYECKUM HUCCIIETOBAHUSIM.



2. [lnannpyemMble pe3yabTaThbl 00y4eHHs MO TUCUHUILINHE:

BhITyCKHUK, OCBOMBILIUN TPOTrpaMMy OpAMHATYPBI, JOJIKEH 001a1aTh
CJIEAYIOIIMMU YHUBEPCATIbHBIMA KOMITETCHIIUSIMU

v’ TOTOBHOCTBIO K aOCTPaKTHOMY MBIIUICHHIO, aHanu3y, cuaresy (YK-1);
v’ TOTOBHOCTBIO K yIPABJICHHIO KOJUIEKTHBOM, TOJCPAHTHO BOCTIPUHMUMATH

COLIMAJIbHBIE, STHUYECKHUE, KOHPECCUOHAIIbHBIE U KyIbTYpHBIC paznuuus (YK-
2);

BBIITyCKHUK, OCBOMBILIWI TPOTrpaMMy OpJAUHATYPBI, JOJKEH 001a1aTh
po(heCCUOHATIBHBIMUA KOMIIETECHIIMSIMHU:

v TOTOBHOCTH K OCYILECTBICHHIO KOMIUIEKCA MEPOIIPUSATHIA, HAIIPABJIEHHBIX HA
COXpaHEHHE M YKPEIUICHUE 3I0POBbS M BKIIOYAIOIIUX B ce0s1 (opMHUpOBaHHE
3JI0pPOBOT0 00pa3a KU3HU, IPEAYIPEKISHUE BOSHUKHOBEHUS U (UJIH)
pacrpocTpaHeHus 3a00JIeBaHUM, UX PAHHIOK JUATrHOCTUKY, BBISBICHUE TPUIHH
1 YCJIIOBUI UX BOZHMKHOBEHHMS M Pa3BUTHS, a TAK)Ke HAIIPaBJICHHBIX HA
yCTpaHEHHE BPEJIHOTO BIUSHUS Ha 37I0POBbE YeIOBEKa (PAKTOPOB CPeIbl €T0
oouranus (I1K-1);

v TOTOBHOCTH K BEJCHHUIO ¥ JICYEHHUIO TTAIMEHTOB, HYKIAOIIUXCS B OKA3aHHH
bTusznaTpuyeckoit Mmeauiuuckoi momomru (I1K-6);

v/ TOTOBHOCTH K IPUMEHEHHIO MPUPOIHBIX JICUEOHBIX (PAKTOPOB,
JeKapCTBEHHOM, HEMEIMKAMEHTO3HOM Tepanuu 1 Jpyrux METOI0B Y
NAIMEHTOB, HYXIAIOUINXCS B METUIIMHCKON peaOuIuTaly 1 CAaHaTOPHO-
KypoptHoM Jsiedennu (I[1K-8);

v TOTOBHOCTH K IPMMEHEHUIO OCHOBHBIX IIPUHIMIIOB OpraHU3aIMU 1
yIpaBJCHUS B chepe OXPaHbI 370POBbS IPak/iaH, B MEIUIIHHCKUAX
OpraHM3alMsIX U UX CTPYKTYpHBIX noapazaeneHusx (ITK-10);

v TOTOBHOCTH K YYaCTHIO B OI[CHKE Ka4eCTBA OKA3aHMs MEIUIIMHCKOM
TIOMOIIIH C UCTIOJIb30BAaHUEM OCHOBHBIX MEIUKO-CTATHCTHYCCKUX
noka3zateneit (ITK-11);

3. MecTo IMCHUILIMHBI B CTPYKTYpe 00pa30BaTe/ibHOM MPOrpaMMbl

JucuumunHa o Beioopy «Hapmiexamas kiauandeckas npaktuka (GCP)»
OTHOCHTCS K BapraTUBHOW yactu bioka 1.



4.00beM IMCHUIINHBI B 32YE€THBIX eIMHUIAX ¢ YKA3aHHEM KOJIUYeCTBA
aKaJeMHU4YeCKHX YacOB, BblIJIeJIEHHBIX HA KOHTAKTHYI0 padoTy o0y4aommuxcst
C MpenojaBarejieM H HA CAMOCTOSTEIbHYI0 padoTy 00y4alonuxcs

Bcero CemecTpbl
. yacop /
Bup yueOHoi paGoThI saqerHx | 1 9 3
(107080701
AyIUTOpPHBIE 3aHSATHS (BCET0) 48 48
B Tom uncne:
Jlexiuu (JI) 4 4
Knunnueckue npakruueckue 3auatus (KI13) | 44 44
CamocTrosiTeJibHasi padoTa (Bcero) 24 24
IIpome:kyTouHas aTTecTalus 3a4uer +
Oomas TPYA0EMKOCTh
yachbl
72 72
3a4eTHbIe eJUHHUIbI 2 2

5 Conep:kanne THCHUAILUIAHBI, CTPYKTYPHUPOBAaHHOE 10 TeMaM (pa3jesam) ¢

YKa3aHue€M OTBCACHHOI'0O HA HUX KOJIHUYECTBA aKAACMUYECCKHUX YaCcO0B U BU10B

3aHATHN

5.1 Y4eOHoO-TeMaTHYeCKOE IJIAHUPOBAHUE M CHUIIIMHBI
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HaumMmeHnoBanue TeEMBI
(pazgena)

KoHnTakTHas pa60Ta, aKaacMm. 4

TUTIA (JIEKINH)

MPaKTUYCCKHE

J{MCTaHIIMOHHO
e oOydeHHe

IMEKIIMOHHOTO
Kinunanueckue
BAHSATHUS

3aHATUA

CaMocTogTeIbHas

paboTa, aKajieMm. 4

Bun

[

[IPOMEXKYTOUHON
aTTECTALlUU

Bcero

CpcacTBa.

Bunnr
KJIMHUYECKU
X
HCCIICIOBAaHU
u. JluzalH
MIPOBEICHUS
HCCIICIOBAHHU
i

CTOpOHBI,
MPUHUMALOII]
ue yJacTHue B
KITMHAYECKO
M
HCCIIEIOBAHU
.
Opranuzanu
A paboThI
UCClenoBare
JBCKOTO
IIEHTpA.

OTHudeckue
npaBuiia
MIPOBEICHUSI
KIMHUYECKU
X
HCCJICIOBAHU
.
DTHYECKHE
KOMUTETHI.
Nudopmupo
BaHHOE
corjiacue.

OcHOBHBIE




HaumMmeHnoBanue TeEMBI
(pazgena)

KoHnTakTHas pa60Ta, aKaacMm. 4

MPaKTUYECKHE
J{MCTaHIIMOHHO
e oOydeHHe

TUTIA (JIEKINH)
Knuanueckue
BaHATHS

S3aHATUA
JICKIOIMOHHOT'O

CaMocTogTeIbHas

paboTa, aKajieMm. 4

JOKYMEHTBI
KJIINHUYECKO
ro
UCCIIEJOBAaHU
A.

Vyer 5
XpaHeHue
UCCIIEyeMOT
O TMpemnapara
51
MaTepHuaIoB
HCCIICIOBAHHA
o

Hexenarennb
HBIE
SIBJICHUS.

Otuyer U
MyOJIMKAIUH
pe3yJIbTaToB
KINHUYECKU
X
HCCIEI0BaHA
"

KonTpoJib
KayecTBa B
KJIMHUYECKHU
X
MCCIIEIOBAHU
AX.

10.

Owmbku u
oOMaH B
KIIMHUYECKHU
X
HCCIIEIOBAHU

Bun

[

MIPOMEKYTOUHON
aTTecTaluu

Bcero

10
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11. 3auger
2 2
0
UTOT'O 4 18 26 24 0 72
5.2 Coaep:kanue mo remam (pasjaesiam) JUCUUILIMHbBI
Ne | HammenoBanue @ Coaep:kaHue TeMbl | DopMupyembie
n/m | tembl (pa3sgesa) | (pasaesa) KOMIIETEHIIUU
AUCUMILTHHbBI
1. | Uctopus 1.1. CoBpeMmeHHast | ¥\ TOTOBHOCTBIO K
KJIIMHUYECKUX cUTyauus Ha a0bCTpaKTHOMY
UCCIIEOBAHUMN. bapmareBTUYeCKOM MBIIUICHUIO,  aHaJn3Yy,
DTarsbl PBIHKE. cunresy (YK-1);
pazpaboTku
JIEKAPCTBEHHOT'O 1.2. OcHOBHEBIE
cpenacrsa. HCTOPHUYCCKUC 9TaIllbl
pa3BUTUA  KIMHHUYECKUX
HCCJIEIOBAHUI.
1.3. [Touck HOBBIX
JIEKapCTBEHHBIX CPEJICTB.
1.4. JIoKITMHAYECKHE
HCCIIETOBAHMS
JIEKapCTBEHHBIX CPEJICTB.
1.5. Knununueckue
HCCIIeIOBAHUS
JIEKApCTBEHHBIX CPEJICTB.
2. Bunpl 2.1. [ToHsATHE | ¥ TOTOBHOCTHIO K
KIIMHUYECKHUX KaueCTBEHHOMU a0CTpaKTHOMY
HUCCJIENOBAHUH. (HamIexKaIei) mpakTUKu MBIIUICHUIO,  aHaJn3Yy,




Jnzann
POBEICHUSA
UCCIICIOBAHUS

2.2.
Ka4yeCTBEHHOU
KJIMHUYECKOU MPAKTUKU

[TpuHLMIIBL

2.3. HopmatuBHas 0a3a
Poccuniickonn  denepanun

cuntesy (YK-1);

1o MIPOBEJICHUIO

KIIMHAYECKHUX

WCCIICIOBAHNM

2.4. [Ipouenypa

MOJIyYeHHUsS]  pa3perieHus

Ha pOBECHHE

UCCIICTOBAHMS.

PazpemmrensHbie

JTIOKYMEHTBHI.
Croponsi, | 3.1. JIoCTOBEPHOCTH | Y TOTOBHOCTBIO K
MPUHUMAIO0 | Pe3yJIbTaTOB abcTpakTHOMY
1111%( KJIIMHAYECKHUX MBIILJICHUIO, aHATTU3Y,
y4acTU€ B | UCCJIEIOBAHUMU. cunresy (YK-1);
KIIMHUYECK v’ TOTOBHOCTBIO K
OM 3.2. BI/II[BI I/ICCJ'IGI[OBaHI/Iﬁ YIPaBJICHUIO
uccieaoBa | 110 JIU3alHY. KOJIJIEKTUBOM,
HUU. TOJICPAHTHO
Opranmsar | 3-3- Metogpi, BOCIIPUHUMATH
usi paborpr | TOBBIIIAIONINAC COLIMANIbHBIE,
uccnenosar | O0BEKTHBHOCT JTHUYECKHE,
enbckoro | (KOHTPOIIbHBIE TpyIibl, KOH(ECCHOHATIBHBIE
IICHTpA. paHioMu3alys,  CJICHOH KYJbTYPHBIC Pa3THYHS

METO/). (VK-2):

v’ TOTOBHOCTH K

3.4. [ImanupoBanue OCYIIECTRIICHHIO

KIIMHAYECKOTO KOMILICKCA

UCCIICTOBAHMSI. MEpOTIPHATHI,

3.5. Crartuctuueckoe HArPaBJICHHBIX Ha

oOecrieueHue COXPATCHHC 1

R YKpEIUICHHE 37I0POBBS U

uccienoBanuii. Brie3aHoe
3acelaHue Ha 0ase oThesa

OMOMEINIIMHCKOU
CTaTUCTHKH.

3.6. Cnoncop
KIIMHHYECKOTO

uccienosanus. [lpaBa wu

BKJTFOYAIOIIHNX B CeOst
dbopmupoBaHue
3I0pOBOT0 00pa3a
KU3HH,
peaynpekIeHre
BO3HUKHOBEHUS U (WJIN)
pacmpocTpaHeHus
3a00JIeBaHUI, X




0053aHHOCTH.

3.7. Hccaenosarens.
[IpaBa 1 00s3aHHOCTH.

3.8. Perynupyromiue
opraHbl M  3TUYECKHUH
KOMMUTET.

3.9. Orbop uEeHTpOB I
UCCIIEI0BaHMS u
UHUIHALIHS
UCCIICIOBAHMSL.

3.10. daiin
HACCIIeq0BaTeN.

3.11. Opraauzanus
paboThHI
HCCJIEI0BATEIECKOTO
LIEHTpA. Brieznnoe
3aHATHE Ha 0aze
HCCJIEI0BATEIHCKOTO
nentpa CII6I'MY

PaHHIOK THATHOCTHUKY,
BBISIBJICHUE TTPUYUH U
YCIIOBUH UX
BO3HUKHOBEHUS U
pPa3BUTHS, & TAKKE
HaIpPaBJICHHBIX Ha
yCTpaHEHHE BPEIHOTO
BIIMSIHUS HA 3I0POBbE
yenoBeka (hakTopoB
cpeabl ero OOUTAHUS
(ITK-1);

TOTOBHOCTH K BEJCHUIO
Y JICYCHUIO MMALIUEHTOB,
HY>KIAIOLIUXCS B
OKa3aHuU
bTu3naTpuyecKon
MEIUIIMHCKON TOMOIITA
(IIK-6);

TOTOBHOCTb K
MPUMEHECHUIO
MPUPOJIHBIX JIEUEOHBIX
(dakTopoB,
JIEKapCTBEHHOM,
HEMEINKaMEHTO3HOU
Teparuu U JIPyrux
METOJOB y MAaIlUEHTOB,
HYKIAIOLIUXCS B
MEIUIUTHCKOMN
peaduIuTaluK |
CaHATOPHO-KYPOPTHOM
neuenun (ITK-8)
TOTOBHOCTb K
MPUMEHEHUIO OCHOBHBIX
MPUHIIUTIOB
OpraHu3aluu u
yIpaBJICHUS B cepe
OXpaHbI 3JI0POBBS
rpak/iaH, B
MEIULIUHCKUAX
OpraHu3alusX U Ux
CTPYKTYPHBIX
noapasaenenusx (I1K-
10);

TOTOBHOCTH K YYacCTHUIO B
OIIEHKE KauecTBa




OKa3aHUsI MEAUITUHCKOMI
TIOMOIIIH C
HCIIOJIb30BAHUEM
OCHOBHBIX MEIHKO-
CTaTUCTHYECKUX
nokaszateneit (ITK-11);

2. DTHYecKue
paBUiIa
IIPOBEICHU
o
KIIMHHUYECK
0.4
HcciIe0Ba
HUM.
OTHUYecKue
KOMHUTETEL.
Nudopmup
OBaHHOE
corjiacue.

4.1. Hapymenus
MAIMEHTOB

npaB

4.2. OcHoBoIoOJIararoIme
JOKYMEHTHI B c(epe
OHMODTHKH.

4.3. DTUUYECKUU KOMHTET.

OyHKUYA.
Knaccuduxanus
STHYECKUX KOMHUTETOB.
OcHoBHEIE JIOKYMEHTBI

ITHYCCKOI'O KOMHUTCTA.

4.4. [IpuHIMIIBL 151
MOPSAOK  MPOXOKICHUS
ATUYECKOU IKCIIEPTU3HL.

45. Cocrasn
MH()OPMUPOBAHHOTO
corjacus.

4.6. [lonyuenune
UH()OPMUPOBAHHOTO
corjacus.

4.7. 3HAKOMCTBO c
paboToii JIOKaJILHOTO
STHYECKOTO KOMMTETA.
Brie3nHoe 3aHsTHe Ha
Oase OTHYECKOTO
komuteTa CIT6I'MY.

TOTOBHOCTBIO K
a0CTpaKTHOMY
MBIILJICHUIO, aHATU3Y,
cunresy (YK-1);
TOTOBHOCTBIO K
yIPABJICHUIO
KOJUIEKTUBOM,
TOJIEPAHTHO
BOCIIPHHUMATh
COIIMAJTbHBIE,
ATHUYECKHUE,
KOH(eCCHOHAbHbBIE U
KyJIbTYPHBIC Pa3IAIUS
(VK-2);

TOTOBHOCTb K
OCYLIECTBJICHUIO
KOMILJIEKCa
MEPOIIPUITUH,
HaIpaBJICHHBIX Ha
COXpaHEHUe U
YKPETUICHHE 370POBBS U
BKJTFOUAIOIIHNX B CeOst
dbopmupoBaHue
3I0pOBOT0 00pa3a
KU3HH,
IpPEeayNPEeKICHNC
BO3HUKHOBEHUS U (MJIN)
pacmpocTpaHeHus
3a00JIeBaHUI, X
PaHHIOIO JIMATHOCTHKY,
BBISIBJICHUE TIPUYUH U
YCIOBHM UX
BO3HUKHOBEHUS U
Pa3BUTHS, a TAKKE
HaIpaBJICHHBIX Ha
YCTpaHEHHE BPETHOTO
BJIUSTHUS Ha 3]I0POBBE
yesoBeka (akTopoB




Cpenbl ero oOuTaHus
(TIK-1);

TOTOBHOCTh K BEJICHUIO
Y JICYCHUIO MMAIIUEHTOB,
HY>KJIAIOLIUXCS B
OKa3aHuu
dTH3naTpUUECKOi
MEIUIUHCKON MOMOILH
(ITK-6);

TOTOBHOCTb K
MPUMEHEHUIO
PUPOIHBIX JICUSOHBIX
bakTopoB,
JIEKapCTBEHHOM,
HEMEINKaMEHTO3HOMN
Teparuu U JIpyrux
METOJOB y MAI[UEHTOB,
HYKIAIOLIUXCSA B
MEIUIUTHCKOMN
peadunuTaluu u
CaHATOPHO-KYPOPTHOM
neuenuu (ITK-8)
TOTOBHOCTb K
MPUMEHEHUIO OCHOBHBIX
MPUHIIUIIOB
OpraHu3aluy u
yhpaBiieHus B cepe
OXpaHbI 3/10POBBS
rpaXk/1aH, B
MEJIUIIMHCKHUX
OpraHu3alusX U Ux
CTPYKTYPHBIX
noapazaenenusix (I11K-
10);

TOTOBHOCTH K Y4acCTHIO B
OIIEHKE KauecTBa
OKa3aHUs MEIUIIMHCKOU
TTOMOIIIH C
UCIIOJIb30BaHUEM
OCHOBHBIX MEIUKO-
CTaTUCTUYECKUX
nokazareneit (ITK-11);

3. OcHoBHBIE
JTIOKYMCHTBI

5.1.

[Iporokou

TOTOBHOCTBHIO K
a0CTPaKTHOMY




KIMHHUYCCK
oro
HCCJICA0BA
HHA.

HCCICAOBaHUA.

5.2. Bbpoutopa
UCCIe10BaTeNs

5.3. NunuBnayanbHas
perucTpaldoHHas  Kapra
MalMeHTa. [IpaBuna
3aMOJHEHUS.

5.4. Ucxonnsie u
MEePBUYHBIC  JTOKYMCHTHI.
IIpaBuna  BeaeHuss U
XpaHEHUs.

MBIILJICHUIO,  aHAJIH3Y,
cuntesy (YK-1);
TOTOBHOCTBIO K
yIPaBICHUIO
KOJUIEKTUBOM,
TOJICPAHTHO
BOCIIPHHUMATh
COIIMAJIbHEBIE,
STHUYECKHUE,
KoH(eCCHOHATbHBIE U
KyIbTYpPHBIC  Pa3IAUuUs
(YK-2);

TOTOBHOCTH K
OCYIIECTBJICHUIO
KOMILJIEKCa
MEPOIIPUITUN,
HaIPaBJICHHBIX Ha
COXpaHEHHUe u
YKpEIUICHUE 310POBbS U
BKJIIOYAIOINX B  ce0s
(dbopmHpoBaHUE
3JI0pPOBOTO
KU3HH,
IPEeayIPEKICHNC
BO3HUKHOBEHUS U (WJIN)
pacmpocTpaHeHus
3a00JIeBaHMH, X
PaHHIOI JTMArHOCTHKY,
BBISIBJICHUE TPUYUH U

o0Opaza

YCIOBUM 170,
BO3HUKHOBEHUS u
pa3BUTHS, a  TaKxKe
HapaBJIEHHBIX Ha
yCTpaHEHHE  BPEIHOTO
BIMSIHUSL Ha 370pPOBBE
YyeJoBeKa (dakTopoB
cpeapl ero oOutaHus
(IIK-1);

FOTOBHOCTh K BEICHHUIO
U JICUCHHUIO ITAI[MEHTOB,
HYKIAIOLIUXCS B
OKa3aHUHU
dbTuznaTpuyecKon
MEIUIMHCKON IIOMOIIN
(ITK-6);




v' TOTOBHOCTH K

IPUMEHEHUIO
MPUPOIHBIX
¢bakTopoB,
JIEKapCTBEHHOM,
HEMEIMKaMEHTO3HOMN
Tepalmuu U JPYTrux
METOJIOB y MalUEHTOB,

JIe4eOHBIX

HYKIAIOLIUXCS B
MEIUIIMHCKON
peadmTaH u

CaHaTOPHO-KYPOPTHOM
neuenuu (ITK-8)

TOTOBHOCTh K
IPUMEHEHUIO OCHOBHBIX
IIPUHIIATIOB
OpTraHHU3aIIH U
yhnpaBieHuss B cdepe
OXpaHbI 3I0POBBS
IpaXKaaH, B
MEMIIMHCKHX
OpraHM3alMsIX W HuX
CTPYKTYPHBIX
noapazaeneHusx  (I1K-
10);

TOTOBHOCTh K YYaCTHIO B
OLICHKE Ka4yecTBa
OKa3aHMs MEIUIMHCKOU
ITOMOIIIHU C
HCIIOJIb30BAHUEM
OCHOBHBIX MEJIHKO-
CTAaTUCTHYCCKHUX
nokazareneit (ITK-11);

Yuer u XpaHeHue
UCCIIELyEMOTO
npernapara U
MAaTEPUAJIOB
HCCIIEIOBAaHUS

6.1. KauecTBeHHas
MIPOM3BOJICTBEHHAS
IIpaKTHKa JUTS
HCCIIEN0BATEILCKUX
IIpernaparToB.

6.2. Yder u XpaHEHHE
npernapara B
UCCIIE0BATEIBCKOM
LEHTpE

TOTOBHOCTBIO K
a0CTpaKTHOMY
MBIIUICHAIO,  aHAJIU3Y,
cunresy (YK-1);
TOTOBHOCTBIO K
yIPaBJICHUIO
KOJUICKTHBOM,
TOJIEPAHTHO
BOCTIPUHUMATh
COIIMAJTbHEIE,
ATHUYECKHUEC,




6.3. PanmoMusannoHHEIE
KOJIBL.

6.4. AHamms
KOMILJIACHTHOCTH.

6.5. JlaGoparopHoe
obecrieueHue
KIMHUYECKUX
uccienoBanuii. Brie3aHoe
3aHsTHe Ha Oasze llenTpa
JabopaTopHOI
nuarnoctuku CIIoI'MY.

KOH(bCCCI/IOHaJIBHBIG 141

KyJbTYPHBIE  pa3IMuus
(VK-2);

TrOTOBHOCTb K
OCYLIECTBJICHUIO
KOMILJIEKCa
MEpPONPUATHUH,
HaITPaBJICHHBIX Ha
COXpaHeHue U

YKPEIUICHUE 3JI0POBbS U
BKJIIOYAIOIIMX B Cce0s
dbopmupoBaHue
3JI0pPOBOTO
KU3HU,
IPEAYIPEIKICHNC
BO3HHKHOBEHUS U (WJIH)
pacupocTpaHCHUS
3a00JIeBaHMH, ux
PaHHIOK JIMaTHOCTHKY,
BBISIBJICHHE TPUYHH M|

obpaza

YCIOBUI 170.4
BO3HUKHOBEHUS U
pasBUTHSA, a  TaKKe
HaIPaBJICHHBIX Ha
YCTPAaHCHHE  BPEIHOTO
BIUSIHUSA Ha 370pOBbE
YeJIoBeKa ¢dakTopoB
cpeasl ero obOuTaHus
(ITK-1);

FOTOBHOCTh K BEICHHUIO
U JICUYCHUIO MAlUEHTOB,
HYKIAIOLIUXCS B
OKa3aHUU
dTU3naTpuyecKon
MEIUIMHCKON ITOMOIINA
(ITK-6);

TOTOBHOCTh K
MPUMEHEHHIO
PUPOJIHBIX
¢dakTopoB,
JIEKapCTBEHHOMU,
HEMEIUKaMEHTO3HOM
Tepanmud U JIPYyTHUX
METOJIOB Y MAalUEHTOB,
HYKIAIOLIUXCS B

JIe4eOHBIX




MEIUIIMHCKON
peaduIuTaluu u

CaHAaTOPHO-KYPOPTHOM
neuenuu (ITK-8)

TOTOBHOCTH K
MPUMEHEHUIO OCHOBHBIX
IPUHITUTIOB
OpraHu3alMH u
ynpaBieHuss B cdepe
OXpaHbI 3J10pOBbSI
IpaKJaH, B
MEAUIIMHCKHUX
OpraHuzalmsIX H HX
CTPYKTYPHBIX
noapazneneHusax  (IIK-
10);

TOTOBHOCTb K YYaCTHIO B
OLICHKE KayecTBa
OKa3aHUsl MEIUIUHCKOM
OMOILHU C
UCIOJIb30BAaHUEM
OCHOBHBIX MEIHNKO-
CTaTHCTUYECKUX

nokaszareneit (ITK-11);

HexenatenbHble
SIBJICHUS.

7.1. HesxenaTensHble
SIBJICHUS B KIMHHUYECKHX
HCCJICJOBAHUIX.
Cratucrka.

7.2. Kaccudukanus
HEXEJATEILHBIX SIBICHUM.

7.3. CBs13b
HEXKEJIATEILHOTO SIBJIEHUS
c UCCIICTYEMbIM
mpenapaTom.

7.4. llpaBuna BBISIBICHUS
u perucTpanuu
HEeXXeJIaTSJILHBIX SIBJICHUHN

7.5. IlpaBuna BBISBICHUS
Y PETUCTPAIH CEPHE3HBIX

TOTOBHOCTBIO K
a0CTpaKTHOMY
MBIIIJICHUI0,  aHAJIH3Y,
cuntesy (YK-1);
TOTOBHOCTBIO K
YTIPABJICHUIO
KOJUICKTHBOM,
TOJICPAHTHO
BOCIIPHHUMATh
COIIMAJIbHEBIE,
THUYECKUE,
KOH(eCCHOHAJIbHBIE U
KYJIBTYPHBIE — Pa3IIdIHsI
(YK-2);

TOTOBHOCTH K
OCYIIIECTBIICHUIO
KOMITJIEKCA
MEPOIIPUATUH,
HaIPaBJICHHBIX Ha
COXpaHEHHUE 1




HEXKeJIaTeJILHBIX SIBJICHUM.

7.6. Opranuzanusi paboThI
10 BBISIBJICHUIO CEPHhE3HBIX
HEXXENaTeILHBIX SIBJICHUU
B P®. Brie3nnoe 3ansitue
Ha ©Oa3e PermonampHOro
IEHTpa MO0 MOHHUTOPUHTY
0e30IMacHOCTH
JIEKapCTBEHHBIX CPEJICTB.

YKpEIUIEHHE 310POBbS U
BKJIIOYAIONIMX B  ce0s
dbopmupoBaHue
310pOBOTO obpaza
AKU3HHU,
peaynpexieHue
BO3HUKHOBEHUS U (WUJIN)
pacrnpocTpaHeHuUsI
3a00JICBaHUM, X
PaHHIOI JTMATHOCTHKY,
BBISIBJICHUE TPUYUH U

YCHOBUM 170.4
BO3HUKHOBEHUS u
pa3BUTHS, a  TaKKe
HaIPaBJICHHBIX Ha

YCTPAHCHUC BpPCIAHOI'O
BJIMAHUA Ha 3I0POBLC

YyesIoBeKa dbakTOpOB
cpeapl ero oOuTaHUs
(ITK-1);

FOTOBHOCTh K BEJCHUIO
U JICUYCHUIO MalUECHTOB,
HYXJAFOIIUXCA B
OKa3aHUU
dTU3naTpuYECKOn
MEIUIUHCKON IIOMOIIN
(ITK-6);

TOTOBHOCTh K
IIPUMEHEHHIO
OPUPOAHBIX  JIEUEOHBIX
¢dakTopos,
JIEKapCTBEHHOMU,
HEMEINKaMEHTO3HOU
Teparmuu U JIPyTHUx
METOJIOB y MAalUE€HTOB,

HYKIAIOLIUXCS B
MeIUIMHCKOMN
peadumuTaluu u

CaHaTOPHO-KYPOPTHOM
neuennn (ITK-8)

T'OTOBHOCTb K
IMPUMCHCHHUIO OCHOBHBIX
IIPUHIOUIIOB

OpraHu3annuu u

yhnpaBieHusi B cdepe




OXPAaHBI 310pOBbS
rpaxiaH, B
MEJIMITMHCKHUX
OpraHu3alusx U Hux
CTPYKTYPHBIX
noapazaeneHusx  (I1K-
10);

TOTOBHOCTH K YYaCTHIO B
OLICHKE KayecTBa
OKa3aHUs MEIHUIIMHCKOHN
IIOMOIIA c
HCII0JIb30BaHUEM
OCHOBHBIX MEJINKO-
CTAaTUCTUYCSCKHUX

nokazareneit (ITK-11);

Otuer u
myOJIuKam
pE3yNbTaTOB
KJIIMHAYECKHUX
UCCJIEI0BAHUH

8.1. Ortuer

KIMHUYCCKOM
HCCICAOBAaHUU.

8.2. [Ty6nukanum 0

KIIMHUYECKHUX
HCCIICIOBAHUAX.

8.3.
JIOKA3aTeIbHOCTH
MyOJIMKAITAHA

YpoBeHb

TOTOBHOCTBIO K
a0CTpaKTHOMY
MBIIUICHUIO,  aHAJIU3Y,
cuntesdy (YK-1);
TOTOBHOCTBIO K
YIPaBICHUIO
KOJJIEKTHUBOM,
TOJIEPAHTHO
BOCIIPUHUMATh
collMaJbHbIE,
THUYECKUE,
KOH(eCCHOHAJIbHbIE U
KyJBTYPHBIE  pa3Iudus
(YK-2);

TOTOBHOCTH K
OCYIIECTBIICHUIO
KOMILIEKCa
MEpPONPUATHUH,
HaIPaBJICHHBIX Ha
COXpaHEHUe u
YKpEIUJICHUE 3/10pOBbs U
BKJIFOUAIOIINX B  ce0s
dbopmupoBaHue
3JI0pPOBOTO
KU3HH,
peaynpeKIeHNe
BO3HUKHOBEHUS U (WJIM)
pacipoCcTpaHeHus
3a00JICBaHMI, nx

obOpaza




PAaHHIOKO OHUArHoOCTUKY,
BBIABJICHUEC IIPUYMH U

YCIIOBUU 170,
BO3HUKHOBEHUS u
pa3BUTHS, a  TaKXKe
HaIlpaBJICHHBIX Ha

YCTPAaHEHHE  BPEAHOIO
BIUSHUSA Ha 3J0pOBbE

YelioBeKa dakTopoB
cpembl ero oOuTaHUus
(ITK-1);

FOTOBHOCTh K BEJCHHUIO
U JICYCHUIO MAIlUEHTOB,
HYKJIAIOLIUXCS B
OKa3aHuU
bTu3naTpuyecKon
MEIUIUHCKOW TTOMOLIU
(IIK-6);

TOTOBHOCTh K
MIPUMEHEHHIO
OPUPOJIHBIX  JIEYECOHBIX
(dakTopoB,
JIEKapCTBEHHOM,
HEMeINKaMEHTO3HOU
Tepanmuu U JIPyTUx
METOJIOB Y MAalUEHTOB,

HYKTArOITUXCS B
MEIUIUTHCKOMN
peaduIuTalum u

CaHaTOPHO-KYPOPTHOM
neuenun (ITK-8)

TOTOBHOCTH K
IPUMEHEHHUIO OCHOBHBIX
PUHITUTIOB
OpraHU3aAIHH "
yhOpaBieHuss B  cdepe
OXpaHBI 3JI0POBBSI
TpaKJIaH, B
MEUITTHCKHIX
OpraHu3almsIX © WX
CTPYKTYPHBIX
noapazaenenusax  (ITK-
10);

TOTOBHOCTbB K YHAaCTHIO B
OLICHKC KadycCTBa




OKa3aHusg MeEIUIUHCKOMI

IIOMOIIIH C
HCIIOJIB30BaHHUCM
OCHOBHBIX MCIOHNKO-
CTAaTUCTHYCCKHUX

nokazareneit (ITK-11);

KonTpoib
KauecTBa
KJIIMHUYECKUX
UCCIIEOBAHUSX.

9.1. MOHUTOPUHT.

9.2. Aynur.

TOTOBHOCTBIO K
a0CTpaKTHOMY
MBIIIJICHUIO,  aHAJIH3Y,
cunresy (YK-1);
TOTOBHOCTBIO K
yIPaBJICHUIO
KOJUIEKTUBOM,
TOJIEPAHTHO
BOCIIPHHUMATh
coliajbHbIE,
ATHUYECKHUE,
KOH(ECCHOHANbHbIE U
KyIbTYPHBIC  Pa3IAUuMS
(YK-2);

TOTOBHOCTH K
OCYIIIECTBIICHUIO
KOMILJIEKCa
MEPOIIPUITUH,
HaIPaBICHHBIX Ha
COXpaHEHUe u
YKpETUIEHUE 3/I0pPOBbS H
BKJIIOYAIOIINX B  ce0s
(dbopmHpoBaHue
310pPOBOTO o0Opaza
KU3HH,
npeaynpexIeHne
BO3HUKHOBEHUS U (WJIM)
pacmpocTpaHeHus
3a00JIeBaHMH, X
PaHHIOI JIMArHOCTHKY,
BBISIBJICHUE TPUYUH U

yCIIOBUI 170,
BO3HUKHOBEHUS 17§
pa3BUTHSI, a  TaKKe
HaIlpaBJICHHBIX Ha

yCTpaHEHHE  BPEIHOTO
BIMSIHUSL Ha 370pPOBHE
YyeJI0BeKa (dakTopoB




cpenbl €ro oOuTaHus
(TIK-1);

TOTOBHOCTh K BEICHHIO
U JICYCHUIO TAIlUEHTOB,
HYKIAIOLIUXCS B
OKa3aHuu
dTH3naTpUUeCcKoit
MEIUIMHCKOW TOMOIIA
(ITK-6);

TOTOBHOCTh K
MIPUMEHEHHIO
IPUPOAHBIX  JICYEOHBIX
bakTopoB,
JIEKapCTBEHHOM,
HEMEIUKAaMEHTO3HOU
Tepalui U JIPYyTHUX
METOJIOB y MAalHUEHTOB,

HYXJIAIOITUXCSA B
MEIUIUTHCKOMN
peadunuTanuu u

CaHaTOPHO-KYPOPTHOM
neuenuu (ITK-8)

TOTOBHOCTB K
IIPUMCHCHHIO OCHOBHBIX
IIPHUHIIATIOB
OpTraHH3aIIH u
yhnpaBieHusi B cdepe
OXpaHbI 3I0POBBS
rpaxkiaH, B
MEANITMHCKIX
OpraHm3aIsIXx W  HuX
CTPYKTYPHBIX

noapazaeneHusix  (I1K-
10);

TOTOBHOCTh K YYaCTHIO B
OIIEHKE KauecTBa
OKa3aHWUs MEIUIIMHCKOH
MTOMOIIIH C
UCIIOJIb30BaHUEM
OCHOBHBIX MEJIUKO-
CTaTUCTUYECKUX
nokazareneit (ITK-11);

10

Oumubku u oOMaH
B  KJIUHHYECKHUX

10.1. Hapymenue npaBun
Ka4eCTBEHHOU

TOTOBHOCTBHIO K
a0CTPaKTHOMY




HCCIICAOBAHUAX

KJINHUYECKOW MTPAKTUKH.

10.2. Orcrymnenust OT

IMIPpOTOKOJIa

10.3. danbcupukanus

JaHHBIX B UCCIICAOBaHUN

MBIIJICHUIO,  aHAJIH3Y,
cuntesy (YK-1);
TOTOBHOCTBIO K
yIPaBICHUIO
KOJUIEKTUBOM,
TOJICPAHTHO
BOCIIPHHUMATh
COIIMAJIbHEBIE,
STHUYECKHUE,
KoH(eCCHOHATbHBIE U
KyIbTYpPHBIC  Pa3IAUuUs
(YK-2);

TOTOBHOCTH K
OCYIIECTBJICHUIO
KOMILJIEKCa
MEPOIIPUITUN,
HaIPaBJICHHBIX Ha
COXpaHEHHUe u
YKpEIUICHUE 310POBbS U
BKJIIOYAIOIINX B  ce0s
(dbopmHpoBaHUE
3JI0pPOBOTO
KU3HH,
IPEeayIPEKICHNC
BO3HUKHOBEHUS U (WUJIN)
pacmpocTpaHeHus
3a00JIeBaHMH, X
PaHHIOI JTMArHOCTHKY,
BBISIBJICHUE TPUYUH U

o0Opaza

YCIOBUM 170.4
BO3HUKHOBEHUS u
pa3BUTHS, a  TaKxKe
HapaBJIEHHBIX Ha
yCTpaHEHHE  BPEIHOTO
BIMSIHUSL Ha 370pPOBBE
YyeJoBeKa (dakTopoB
cpeapl ero oOutaHus
(IIK-1);

FOTOBHOCTh K BEICHHUIO
1 JICUCHHUIO TIAI[MEHTOB,
HYKIAIOLIUXCS B
OKa3aHUHU
dbTuznaTpuyecKon
MEIUIMHCKON IIOMOIIN
(ITK-6);




v' T'OTOBHOCTH K

IPUMEHEHUIO
OPUPOAHBIX  JIEUeOHBIX
¢bakTopoB,
JIEKapCTBEHHOM,
HEMEIMKaMEHTO3HOMN
Tepalmuu U JPYTrux
METOJIOB y MalUEHTOB,

HYKIAIOLIUXCS B
MEIUITHCKOHN
peadmTaH u

CaHaTOPHO-KYPOPTHOM
neuenuu (ITK-8)

TOTOBHOCTb K
IPUMEHEHUIO OCHOBHBIX
IIPUHIIATIOB
OpTraHHU3aIIH u
yhnpaBieHuss B cdepe
OXpaHbI 3I0POBBS
IpaXKaaH, B
MEIMIIMHCKIX
OpraHM3alMsIX W HuX
CTPYKTYPHBIX

noapazaeneHusx  (I1K-
10);

TOTOBHOCTh K YYacCTHIO B
OLICHKE KauecTBa
OKa3aHUsl MEIUIMHCKOU
OMOIIIH Cc
UCIIOJIb30BaHUEM
OCHOBHBIX MEJIUKO-
CTaTUCTUYECKUX
nokazareneit (ITK-11);

11

AHTUMUKPOOHBIE
nmpenaparthbl B
COBPEMEHHBIX
YCIIOBHUSIX.

Knaccudukanus
AMII.
bera-makramuble
AHTUOMOTHKH.
OcobeHHOCTH
VCIIOJIL30BaHUS.
AHTUMUKPOOHBI
e npernapaThbl
pesepaa.
DOTOPXUHOJIOHBI.
AMUHOTJIMKO3U ]

TOTOBHOCTBIO K
a0CTpaKTHOMY
MBIIUICHAIO,  aHAJIU3Y,
cunresy (YK-1);
TOTOBHOCTBIO K
yIPaBJICHUIO
KOJUICKTHBOM,
TOJIEPAHTHO
BOCTIPUHUMATh
COIIMAJTbHEIE,
ATHUYECKHUE,




BI.
Maxkponusl.
AHTHUMUKPOOHBI
e npenapaTtbl

JOPYTUX TPYIIIL.

KOH(pECCHOHATbHBIE |
KYJIBTYPHBIE — pa3udHs
(VK-2);

TOTOBHOCTh K
OCYIIECTBIICHUIO
KOMILTEKCa
MEpPONPUATHUH,
HaIPaBJICHHBIX Ha
COXpaHEHHUe 1
YKPEIUICHUE 3I0POBBS H
BKJIFOYAIOIINX B  ceOs
dbopMupoBanue
3I0pPOBOTO oOpasa
KU3HHU,
peaynpexIeHue
BO3HUKHOBEHUS U (WJIM)
pacrpocTpaHeHus
3a00JIeBaHMH, ux
PaHHIOI JIMArHOCTHKY,
BBISIBJICHHE TPUYHH M|

YCIOBUI 170.4
BO3HUKHOBEHUSA u
pa3BUTHA, A  TAaKKe
HaIpaBJICHHBIX Ha

YCTPAaHEHHE  BPEAHOIO
BIUSHUSA HAa 3J0pOBbE

YeJIoBeKa ¢dakTopoB
cpeasl ero obOuTaHus
(ITK-1);

FOTOBHOCTh K BEICHHUIO
U JICUYCHUIO MAlUEHTOB,
HYKIAIOLIUXCS B
OKa3aHUU
dTU3naTpuyecKon
MEIUIMHCKON ITOMOIINA
(ITK-6);

TOTOBHOCTh K
MPUMEHEHHIO
IPUPOAHBIX  JIEUeOHBIX
¢dakTopoB,
JIEKapCTBEHHOMU,
HEMEIUKaMEHTO3HOM
Tepanmud U JIPYyTHUX
METOJIOB Y MAalUEHTOB,
HYKIAIOLIUXCS B




MEIUIIMHCKON
peaduIuTaluu u

CaHAaTOPHO-KYPOPTHOM
neuenuu (ITK-8)

TOTOBHOCTH K
MPUMEHEHUIO OCHOBHBIX
IPUHITUTIOB
OpraHu3alMH u
ynpaBieHuss B cdepe
OXpaHbI 3JI0POBbSI
IpaKJaH, B
MEAUIIMHCKHUX
OpraHuzalmsIX H HX
CTPYKTYPHBIX
noapazneneHusax  (IIK-
10);

TOTOBHOCTb K Y4aCTHIO B
OLICHKE KayecTBa
OKa3aHUsl MEIUIUHCKOM
OMOILN C
UCIIOJIb30BAaHUEM
OCHOBHBIX MEIHNKO-
CTaTHCTUYECKUX

nokaszareneit (ITK-11);

6 IlepevyeHb yUeOHO-METOAMYECKOT0 00ecIedeHHs 1JIsl CAMOCTOSITEIbLHOM

padoThI 00Yy4AKOIIMXCH MO0 JUCHUIINHE

a) OCHOBHAas JiuTepaTypa:

1. IlpaBuna HaasIekKalIeW KIMHUYECKOW MPAKTUKU EBpa3HilcKOro 3KOHOMUYECKOTO
coro3a (yrBepxkaensl Pemenriem Cosera EJK ot 03 Hosi6pst 2016 1. Ne 79)
http://docs.cntd.ru/document/456026110 (OTKpBITHIH JOCTYII).

2. lTonkun, U. B. ®apmanestudeckoe npaso / U. B. [lonkun, A. A. TlonkuHa -
Mocksa : I'90TAP-Meaua, 2017. - 144 c. - ISBN 978-5-9704-4349-1. - Tekcr :
anexktpoHHsbIl // ObC "KoncynbranT ctynenta : [cait]. - URL :
https://www.studentlibrary.ru/book/ISBN9785970443491.htmi

0) 1OMOJIHMTEJIbHAS JIUTEepaTypa:



http://docs.cntd.ru/document/456026110

®enepanpubiii 3akoH Ne61 "OO oOpaiieHnn JEeKapCTBEHHBIX CpPEICTB"

http://clinpharm-spbgmu.ru/learning/dictionary/?1D=6

I'OCT P  52379-2005

"Haexamas
http://clinpharm-spbgmu.ru/learning/dictionary/?1D=6

KIIMHNYCCKas

npaxkTuka'

http://www.fda.qgov/downloads/Drugs/.../Guidances/ucm073122.pdf

http://www.ich.org/products/quidelines/efficacy/efficacy-single/article/qood-

clinical-practice.html

7. ®OoHJ OLIEHOYHBIX CPEACTB VISl MPOBEAEHNSI IPOMEKYTOYHOM aTTeCTAIUN
o0yyaromuxcsi Mo JUCUUIIHHE

7.1. llepeyeHb KOMIIETEHIMI C YKa3aHMEM 3TANOB UX (JOPMUPOBAHUA B
npouecce 0CBOCHUSI 00Pa30BaTeJbHON MPOrPaMMbl U KOJIMYECTBA
aKaJleMU4eCKNX YaCOB Il POBEACHNUS 3aAHATHI KIMHNYECKOT 0
NMPAKTHYECKOr0 THIIA M0 TeMaM (pa3aesiam)

No | KorTpoaupyembie tembl | Kon HanmenoBanwue
n/u | (pa3aessl) IUCHUTLIMHBL KOHTPOJIMPYEMOM | OLIEHOYHOT'O
KOMIICTCHIIHH Cpe/acTBa TUTS
MIPOBEICHUSI 3aHITHH,
(nnM ee 9acTH) 1O | gkameM.
JTaram
dbopmupoBaHus B
tTemax (pasgenax) | OTHaA
1 Uctopus kmuHgeckux | YK-1 Texywuii kKoHmpo.b —
HCCIIEJOBaHUH. Ortanel 0,5
pa3paboTku JICKapCTBEHHOTO
Cpe/ACTBa.
2 Buast knanueckux | YK-1 Pewenue 3a0au — 0,5
HCCIICJOBAHMM. Jn3aiin
MTPOBEICHMSI HCCIICTOBAHUS
3 CropoHsl, npunumMatomue | YK-1; YK-2; | Pewenue 3a0au — 0,5
y4acTue B kuanueckoMm | [TK-1; [1K-6;
HUCCJICIOBAHUH. Opranumzanus | [TK-8; [1K-10;
paboTHI uccienonarenbcekoro | [TK-11
IICHTpA.
4 Otndeckue npasuia npopeaeHus | YK-1; YK-2; | Texywuii konmpoas —
KINHAYECKHAX ucciaenosaununii. | [1K-1; IIK-6; | 0,5
DTHYECKUE komuteTsl. | [1K-8; [1K-10;
NudopmupoBanHoe cornacue. [1K-11



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

5 OcCHOBHEIE nokyMeHThl | YK-1; VK-2; | Pewenue 3a0au — 0,5
KJIMHUYECKOT'O UCCIIEIOBAHUS. I1K-1; [1K-6;
I1K-8; I1K-10;
IIK-11
6 VYuer u xpanenue uccneayemoro | YK-1; VK-2; | Pewenue 3aoau — 0,5
npenapara u  marepuanos | [1IK-1; [1K-6;
HUCCIIETOBAHUS I1K-8; [1K-10;
[IK-11
7 HexenarenpHble IBICHUS. VK-1; VK-2: | Pewwenue 3a0au — 0,5
I1K-1; I1K-6;
I1K-8; I1K-10;
IIK-11
8 OTtuer 5 nyosmkanun | YK-1; VK-2; | Pewenue 3aoau — 0,5
pe3yJIbTATOB kinHuyeckux | [K-1; I1K-6;
HCCJIEIOBaHUU [1K-8; [1K-10;
[IK-11
9 Kontpoib KadecTBa B | YK-1; VK-2: | Pewwenue 3a0au — 0,5
KJIMHUYECKUX HUCCIICTOBAHUIX. [1K-1; [1K-6;
ITK-8; [1K-10;
[IK-11
10 | Ommbku u oOMaH B | YK-I; VYK-2; | Texywuii konmpons -
KJIMHUYECKUX UCCIIENOBAHUAX I1K-1; [1IK-6; | 0,5
I1K-8; I1K-10;
[IK-11 3auem -1,0
Bua nmpoMexyTo4HOM aTTecTanuu 3auer

Jtanbl GopMHUPOBAHMSA KOMIIEeTeHIUI 10 HanpaBiaeHulo «Hedposorus»

Otanbl  GOpMHUPOBAHUS KOMIIETECHIIUM, OIpeaeseMble

Komnerenuns JVCHUATUIMHAMY HaIpaBJIeHHUs] NOATOTOBKU «llegmaTpus»
HavyaJbHbIN NOCHEAYIOIIMUN | UTOTOBBIN

YK-1 [Tennatpus [TennaTpus AmOynaropHas

IIPaKTUKA

TOTOBHOCTBIO K

abCTpaKTHOMY

MBIIUIEHUIO, aHAJIU3Y,

CUHTE3Y
JIyueBpie MeTOabl | OHKOJIOTHS ['ocynapcTBeHHas
JUAarHOCTUKH UTOTOBast
Knnanueckas MenuuuHckas | aTTecTanys




Otanbl  (GOPMHUPOBAHUS KOMIIETEHIIMM, OIpeaesseMble

Komnerenuus JUCIUIUIMHAMU HanpaByieHHs MoAroToBku «llequatpusi»
HavyaJILHBIN MOCJICAYIOIIUN | UTOTOBBIN
dbapmakonorus TICUXOJIOTUSI
OO1iecTBeHHOE Hannexarnas
3J10pOBbE U | KIIMHUYECKast
3IpaBOOXPAHEHUE | MPaKTHUKa
Menununa (GCP)

Ype3BbIYATHBIX
CUTYyallli
Ilenaroruka
CuMyIsLIMOHHBIN
Kypc
CraunonapHas
MIpaKTHUKa

YK-2 [lennatpus [lennaTtpus AmMOynaropHas

paKTHKa

TOTOBHOCTBIO K

YIPABJICHUIO

KOJUIEKTUBOM,

TOJIEPAHTHO

BOCHPUHUMATD Kimanueckas OHKOJIOTHSI

COLUAJIBHBIC, (apmakosorus

ITHIICCKHC, OOmecTBeHHOE MeaunuHcKas

KOH()CCCHOHAILHEIC 1 310POBbE U | IICUXOJIOTHS l'ocynapcTeenHas

KyJbTYPHBIC Pa3IAUIHs 3APABOOXPAHCHHS HTOrOBAs
Menumnuna Hannexamas arrecranunsd
Ype3BbIYATHBIX KITMHUYECKas
CUTYyalui MPAKTUKA
ITemaroruka (GCP)

Cranuonapnas
IIpaKTHUKa
IIK-1 [Tennatpus [Tennatpus AmOynaropHas
TIpaKTHUKa

TOTOBHOCTb K

OCYUIECTBJICHUIO

KOMILJIEKCa

MEPOIIPUATUH,

HAIPpaBJICHHBIX Ha [Tatosorust OHKOJIOTHs [ocymapcTBeHHAS

COXpaHCHHE 1 Knnanueckas BUY- HTOTOBAs

YKPCILICHHC 3M0POBRA | hapmakosorust HH KIS aTTecTarus

M BKJTIOUAKOIIMX B €05 ()G miecTBenmHOC MenuiuHcKas

(bopmmuposarue 3710POBbE U TICHXOJIOTHS




Komnerenmnums

3I0pOBOI0 0Opasa
KU3HHU,
NpEeayNPEKICHHUE
BO3HUKHOBEHUS U
(vn)
pacrpocTpaHeHUs
3a00J1eBaHM, UX
PaHHIO0
JTMArHOCTHUKY,
BBISIBJICHUE MTPUYMH U
YCIIOBUU UX
BO3HUKHOBEHUSA U
Pa3BUTHS, a TAKXKE
HaIpaBJICHHBIX Ha
yCTpaHEHUE BPEIHOTO
BIIMSIHUS HA 3/I0POBbE
yesnoBeka (akTopoB
CpeJibl €ro OOUTaHUs

Otanbl  (GOPMHUPOBAHUS KOMIIETEHIIMM, OIpeaesseMble
JUCIUIUIMHAMU HanpaByieHHs MoAroToBku «llequatpusi»

HavyaJIbHBIN

MOCJIC YOI

UTOTOBBIN

3APAaBOOXPAHCHUC

Menuurna
YpE3BbIYANHBIX
CUTyalui

CraunonapHas
HpaKkTHUKa

Hannexammas
KJIMHAYECKasA
MpaKkTUKa

(GCP)

ITK-6

T'OTOBHOCTbD K
BCJICHUIO U JICUCHUIO
MMaIMEeHTOB,
HYX/IAIOIIUXCS B
OKa3aHUH
MEIUIMHCKON
MOMOIIU B paMKax
oO11iei BpaueOHOM
MPaKTUKH (CEMEMHON
MEIUIMHBI )

[lequaTpus

[lequaTtpus

AmMOynaropHas
IpaKkTUKa

CranuonapHas
IpaKTUKa

OHKOJIOTHUS

Hamnexamas
KJIMHUYECKast
IpaKkTHKa

(GCP)

l'ocynapcTeBenHas
UTOTOBast
aTTecTalus

IK-8

TOTOBHOCTB K
MIPUMEHEHUIO
MIPUPOJIHBIX JICUCOHBIX
(bakTopos,
JIEKapCTBEHHOM,
HEeMEJIUKaMEHTO3HOM
Teparuu 1 Ipyrux

[lequatpus

[lequatpus

AmOynaropHas
TIpaKTHUKa

Kinuanueckas
dbapmaxosiorus

OHKOJIOTHUS

l'ocynapcTBennas
ATOTOBast




Otanbl  (GOPMHUPOBAHUS KOMIIETEHIIMM, OIpeaesseMble

Komnerenuus JUCIUIUIMHAMU HanpaByieHHs MoAroToBku «llequatpusi»
HavyaJILHBIN MOCJICAYIOIIUN | UTOTOBBIN
METO/IOB y MAI[UEHTOB, BUUY- aTTecTanus
HYK/IQIOLHXCA B uHdeKIHs
MEIUIIMHCKON
peabHITALINH 1 CraunonapHas Hanesxamast
CaHATOPHO-KYPOPTHOM fpaKtiKa KIIMHUYICCKasd
JICYeHUHU paKTHKa
(GCP)
IK-10 AmMOynaropHas
paKTHKa
TOTOBHOCTb K
HPHMEHEHHIO [lennarpus [Iennatpus
OCHOBHBIX TPUHITUTIOB
OpraHu3alld U
ynpaBieHus B cpepe | Kipnuaeckas
OXpaHbl 310POBLA (apmakosiorus Okostoris I'ocynapcrBenHas
rpaXkaaH, B BUU- UTOTOBAs
MCEIMITMHCKAX OO01mecTBEHHOE uHOEKIUs aTTecTalus
OpraHu3alugax U UX 3710POBBE ¥ | Hauexamast
CTPYKTYPHBIX 3ApaBOOXPAHEHUE | KJIMHUYECKAS
HoJIpa3AesICHUsIX MpaKTHKA
CranmonapHas (GCP)
paKTUKa
MK-11 Ilenuatpus [lenuatpus AmMOynaropHas
Knunnueckas Omnkonorus pPaKTHKa
TOTOBHOCTH K YYaCTHIO (bapMaKoﬂong
B OILICHKE Ka4yecTBa O6LIeCTBEHHOE BUU-
OKa3aHW:A 3710pOBBE U | ”HpeKIus
MEMITHCKOH 31paBOOXpaHEHUE
oMoy ¢ Menumnaa Hanmnexamas
HCII0IB30BaHHCM Ype3BbIYATHBIX KITMHUYECKas
OCHOBHBIX MEIHUKO- cUTyaLmit [paKTHKa
CTaTHCTHHCCKHIX CranmoHapHas (GCP) TocynapcTBeHHAs
[OKa3aTeeun MpaKTHKa UTOTOBasI
aTTecTanus

7.2. Onucanue nMoKasaresieil 1 KpuTepueB OLCHUBAHUA KOMIIETCHIMH HA
Pa3JIMYHBbIX 3Tanax ux GopMHUpPOBaHMS, ONIMCAHME IIKAJ OLCHUBAHUSA




HaumMmeHnoB

aHue Kpurepuu U
hopmer Onucanue IIpencraBiaenu omucaHue ka1
Ne | mpoBenenun . OlleHUBaHHUS
o | s nokasareJieii € OIEHOYHOIOo
I | MPOMEXYTO ONCHOTHOTO cpeacrea B (wukanol: 0-100%,
YHOM cpeacTba (onne uemolpexoanibHas,
aTTecTanm maxomempuuecKkas)
"
1 | Texywuti BBIIIOJIHEHHE Cucrema Onucanue wkansl
KOHMPOJb 3JEKTPOHHOTO CTAHJAPTU3HUPO | OYEeHUBAHUS
TECTUPOBAHMUS 110 BaHHBIX 97IeKMPOHHO2O
teMaM (Texywutl 3aJlaHuu mecmupoBaHus:
KOHMPOJIb C (TecToB) mo
UCIOJIb30BaHUEM TeMaM — ot 0 110 60 %
TECTOBBIX CUCTEM) BBIIIOJIHCHHBIX
3aJIaHUI — HE3a4eT;
— o1 60 1o 100% —
3a4eT
2 | 3auem BBITIOJTHCHHE Cucrema Onucanue wxanvl
3a4eTHOTO CTaHJAPTU3HUPO | OYeHUBAHUS
AJIEKTPOHHOTO BaHHBIX 9NeKMPOHHO2O
TECTUPOBAHUS 3aJlaHAI mecmupoBaHusL:
(arTecTanroHHOE (TecToB)
HCIBITAHUE C — ot 0 10 60 %
UCIOJIb30BAHUEM BBIITOJTHCHHBIX

TE€CTOBBIX CUCTEM)

3aJjaHuM — HE3a4eT;

— ot 60 go 100% —
3a4yeT

7.3. TunoBbie KOHTPOJIbHBIE 32JAHUA WIH HHbIE MATEPHAJIbI, HCO0OXOUMBbIE
JJISl OLlEHKH 3HAHUI, YMEHUI, HABBIKOB M ONBITA eATEJILHOCTH,
XapaKTepu3yIuX 3Tanbl GopMHUpPOBaAHUS 3HAHUN, YMEHUH, HABBIKOB U
ONbITA 1eATeIbHOCTH

BOHpOCLI H 3aJaHUA 1J9 JUCTAHIIHOHHOI' 0 oﬁyqennﬂ

(Paboma na canite)




B HekoTopsix paborax Bcrpeuaercs TepmuH "Double Dummy design”.

Kak Bwl MokeTe onucaTh, 4TO 03HAYAET 3TOT TEPMUH?

e B kakowm u3 UCClIeZIOBaHUI HEOOXOIUMBI KOHTPOJIbHAS TpyMMa (1 Kakas),
paHgoMu3anusa U oclerieHue?  (mokaimycta OOOCHYWTE  OTBET)
1) UccnenoBanre 0cOOEHHOCTH TEYSHHS UILIEMUYECKON OO0JIe3HU cepia
y NaluEeHTOB c caxapHbIM JTMOETOM.
2) UccnenoBanue 3(ppekTuBHOCTU ammapara 3JIEKTPOCTUMYJIAIUHA IS
KyIUpOBaHUsI O0JIEBOTO CHHAPOMA.

e Kakue ocHOBHBIE MPOOJIEMbI MOTYT BO3HUKHYTH IMPHU IUIAHUPOBAHUU U
IIPOBEICHUH MTEPEKPECTHOTO KIIMHUYECKOTO UCCIEAOBAHMS?

o OmumuTe, mOXAIyicTa, pabOTy WCCIEAOBATEILCKOW KOMaHIBI, B
kotopoi Bam norenock pabotath. Eciin Bel He ydacTBOBanmu B pabore
UCCJIEIOBATENLCKOW KOMAaH/Ibl, HANUIINTE, MOXaTyhcTa, Kak Bbl Obl
OpraHu30Bajii pabOTy HCCIIEIOBATEIHLCKON KOMaHbl, OYyud TJIABHBIM
uccienonareneM. HeobxonnMo ykas3aTh, CKOJBKO YEJIOBEK BXOJMIO B
UCCIIEIOBATENbCKYI0O KOMaHAy, KOMY, KOIJla M KakK TIJIaBHbIU
UCCIIEIOBATENb  JICJIETUPOBAJ CBOM TIOJIHOMOYMS, KakK TJIABHBII
UCCJIEN0BATEINb OCYLIECTBIIS KOHTPOJIb POUCXOISAIINX ITPOLIECCOB?

e Pacckaxure, mnOXalylWcTa, KakKk XpaHWICSI Impenapar B  TOM
UCCJIEI0BAHUM, B KOTOpOM Bam poBenock npuHATh yyactue. Uto Obl Bl
ynyutnuiau? Ecniu y Bac Het onbita yuactust B KU, pacckaxkure, kak Obl
Bbl oprann3oBany xpaHeHHUE npenapara y ce0s B LIEHTPE ¢ MPUBI3KOU K
BamM nomemeHusM, uUMeEONMMCS mikadam, KIoYaM U [POYUM
pecypcam.

e [loxamyiicTa, TMpPOYUTANTE CTaThIO M OILICHUTE, BCE JU TpeOOBaHUS

CONSORT « myOnukanuu pe3yJbTaTOB KIMHUYECKUX HCCIICIOBAHUIMA

BBINIOJIHEHBI. TpebOoBanuss Bbl MokeTe OOHApYXUTh B CIPABOYHOM

pazaene nukia. Jlyame ucnonszoBath CONSORT Checklist Pycckuii

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

3anonuennbiii Checklist Mo>kHO TipHCaTh B pasjiesnie JoMalrHee 3aJaHue.

BAHK KOHTPOJIBHBIX 3AJJAHHM M BOIIPOCOB (TECTOB) IIO
OTAEJIBHBIM temam U B IEJIOM 110 TUCHUIIVIMHE

e (3agaHus B TeCTOBOM (popMme)
([ ]

Bapuanr 1.

1. Kakue orambl BiIO4aeT B cebs mpormecc pa3paboTKH  HOBOTO
JIEKapCTBEHHOI'O CPEACTBA?


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

L nouck nomenyuanvro akmusnvix eewecms
O ooxkmunuueckue uccreoosanuti

O xaunuueckue uccneoosanui

LI nocmmapremuneoswvie ucciedosarnus

2. HazoBurte ocHOBHEIE MCTOJBI IIOMCKa ITOTCHIIMAJIBHO aKTHBHBIX
XUMHNYCCKUX COCHHHGHHﬁ.

[ IIpocenBanme ¢ BBICOKOW MPOITyCKHOM criocoOHOocThIO (High-
Throughput Screening) - HTS-merox.

[] ParnpoHanbHOE KOMITBIOTEPHOE KOHCTPYHPOBAHHE.

[1 MonekynsipHasi TeHETHKA.

3. Kakwne BUAbI TOKIMHUYECKUX UCCIENOBAaHNNA BEI 3HaeTe

] UccnenoBanue hapMaKOKHHETHKH,
[1 dapmakoreHeTuku

L papmakomuHamMukm

[ ToxcnunOCTH

4. Kakue nokazaresid U3y4aroTcs npu (papmMakoIoruuecKux UCCIEA0BaHUIX
npenapara’?

[ dapmakoguHaMUYeCKHe
[ dapMakOKHHETHYECKHUE
L UrewnTte

5. Kakwue Bunbl uccienoBanuii cneruduieckoi TokcuuHocTu Bel 3Haete?

U PenponyktuBHas

L1 MyrtareHHOCTb

L] KanueporeHHOCTb

L0 MMMyHOTOKCHYHOCTb
] AmiepreHHOCTh

L] IMomoctpas



6. JIos 9ero cocTaBisieTCsl PETUCTPAIIMOHHOE JI0ChE, HA30BUTE €T0 Pa3JIeibl?

O PesroMme nocke,

[ KauecTBo (pe3yabTaThl XAMUUECKUX U (hapMaIleBTHUECKUX UCTIBITAHUH,
CBEJICHHUS O YCJIOBHUAX MTPOU3BOJICTBA),

[J Be3onacHoCTh (pe3ynbTaThl TOKIMHHYSCKUX HCCIICIOBAHU ),

L Db dexTrBHOCTD (pe3ynbTaThl KIIMHHYECKAX HCCIICIOBAHN )

L1 Ombit (pe3ysibTaT MOCTMAPKETHHIOBBIX UCTIBITAHUN )

7. Kaxosa tens co3manusa ICH GCP?

8. Kakue paspC€IUTCIbHBIC NOKYMCHTBI JOJIZKHBI OBITH B HCCJICA0BAaTCIbCKOM
HCHTPC, 10 Ha4YaJla IIPOBCACHUA I/ICC.]'IeI[OBaHI/Iﬂ?

9. Kakue BuABI HCCIEAOBAHMM BBIIETSAIOT B 3aBUCUMOCTH OT BpPEMEHU
HACTYIUICHHS U3y4aeMOT0 COOBITHS?




10.Kakoe uccneaoBanue SBISETCS CPABHUTEIBHBIM?

11.B xakoM U3 BUJOB JIn3aiiHa TpeOyeTcs: «OTMBIBOYHBII» Nepuoa’?
a. B mapamiensHOM
b. B mepekpectHOM

12.Kakue meToapl ocieruieHus Bam n3BectHpl? UeM OHM XapaKTEePU3YIOTCS ?

13.Ha3oBuTe CTOPOHBI, yHaCTBYIOIIME B KIMHUUYECKOM UCCIIEJOBAaHUU




14.KT0 ¥3 CTOpOH, Y4YacTBYIOIIUX B KIMHUYECKOM HCCIIECJOBAHUM MOXKET
nenerupoBath cBou pyHkimu CRO?

] Crmoncop
LJ MonuTop
L UccnenoBarenn

15.Koro npeacrasiser MOHUTOP?

16.Hwke  mepeumnciaeH  psx  OOA3aHHOCTEH  CTOPOH  KJIMHHUYECKOTO
uccinenoBanus. HanpoTuB Kakaoi MocTaBbTE HAa3BAaHHE CTOPOHBI, Ybsl 3TO
003aHHOCTbD.

OT60p KBATUPUIIMPOBAHHBIX UCCIEAOBATENCH

b. Pacnpenenenue o0s3aHHOCTEH MEXIY COTPYIHUKAMH HCCIIEIOBATEIHCKOTO
LIEHTpa

c. CrpaxoBaHue 310pOBbs HCIIBITYEMBIX

d. Ilomyyenne paspemieHus] peryaupyIONIMX OpraHOB Ha TPOBEICHHE
UCCIICIOBAHUS

e. Mzyuenue 17§ HOAIIACAHNE IIPOTOKOIA 10 Hayvaa
UCCIICIOBAHNS

f. Tlomydyenune MHPOPMHUPOBAHHOTO COTIIACHUS
[TocTaBka npemnapara B LIEHTP

17.KakoBa rnaBHast uaes XeJlIbCUHKCKOH JeKiapanun?




18.Paspermienne DK Ha poBefeHNE UCCIETOBAHUS [TOTy4alOT
] o mayana uccienoBaHus

[J Bo BpeMs ucciie1oBaHus

19.Kakue nOKyMEHTHI HEOOXOAMMO MpenocTaBuTh B DK Bo BpeMs mpoBeneHus
HUCCJIETOBAHUS?

20.B ciygae ecnu BO BpeMms mpoBefeHus uccaenaoBanuss CIOHCOP YTBEPKIACT
HOBYI0 (hOpMY MH(POPMUPOBAHHOTO COTJIACHS], HY’KHO JIM €€ PACCMOTPEHUE B
OK?

O Mda
O Her

21.Kakum OCHOBHBIM TpeOOBaHUSM JOJKHO oTBeuaTh UC?

L1 JoGpoBosbHOE

L MudopmupoBanHOE

U] IMucemeHHOE

O YcrHoe

[J Ha poaHOM sI3bIKE ManpeHTa
L1 Ha pomHOM si3bIKE CIIOHCOpA

22.KT0 moANMCHIBAET MPOTOKOJ UCCIICIOBAHUS

L] Crnoncop
O Uccnenosarenn



O IManuent

23. B kakoM JOKyMEHTE OIHKCHIBAa€TCSI BCS HW3BECTHAas WHGOpManus O
npenapare.

O IpoTokon uccineaoBaHus
0 WMuauBuayanbHas perucTpallMOHHAs KapTa MalueHTa
U Bpomrtopa uccienoBaresns

24. Moxuo 11 B UPK ocrtaBisiTh mycThie MOJIsI, €clii UHGOpMaIus OTCYyTCTBYET?
Ecnu HeT, To Kak OHU TOJKHBI OBITH 3aMOJTHEHBI?

25. I'ne uccnenoBatenb Oeper uHGOPMAINIO, HEOOXOIUMYIO JJIS 3arOJHEHUS
NPK?

[] ITepeHOCHT U3 IEPBUYHOMN TOKYMEHTAIIMA
[ Co ciioB manueHTa
[0 U3 mpoTokosna

26. Kakue ycmoBus HEOOX0MMO COOJIIOCTH MPH BbIJIaue MperaparTa UCIBITYEMOMY

[] 3anonauTs cienmanbHyo GopMy ydera mpenapara

[] 3apeructpupoBath (akT BbIaYM JICKAPCTBEHHOTO CPEJICTBA B
aMOyJIaTOpPHOM KapTe mareHTa

[0 CHabauTh mMalMeHTa HMHCTPYKIHMSAMH  (KaK  yCTHBIMH, TaK H
MUCBMEHHBIMU) O BPEMEHHU U KPATHOCTH MpreMa

[J 3amucate HEOOXOAMMYIO HWIACHTH(PHUKAIMOHHYIO WH(POPMAIMIO Ha
ATUKETKE



27. Kakme ¢akTopsl OKa3bIBAlOT BIUSHUE HAa KOMIUIACHTHOCTH? XapakTep
3200JIEBAaHUA

[] mexenatenpHas JTIeKapCTBEHHAS PEaKITHsI
[ pexxum nmpuema mpernapara
[] B3auMOOTHOIICHHUS Bpaya U MalMeHTa

28. K cepbe3HbIM HexenaTelbHBIM siBJcHHSIM / Serious Adverse Event (SAE)
WIN CephE3HBIM HE)KENIAaTEIbHBIM JEKapCTBCHHBIM peakimsM / Serious Adverse
Drug Reaction (Serious ADR) oTHOCAT:

[ cmepTh

L] yrposa aist sxu3Hu

[] rocruTamu3aius Wik ee IpoIjICHue

L] yxyaiieHne caMO4yBCTBUS IMallEHTA

[] croiikast niau BeIpaXXCHHAS HETPYAOCIOCOOHOCTh

[] pa3BuTHE BpOXKIAECHHOM aHOMAIHNHK / TIOPOKA Pa3BUTHS

29. Bo Bpems pOBEAECHHUS UCCIIEIOBAHUS PETUCTPUPYIOTCS:

[ HexxenaTeabHBIE SIBIICHUS
[ mexemareabHbIE PCaKIuu IIpcIiapara

30. Kakue u3 HUXKE MEPEUUCIICHHBIX OO0S3aHHOCTEH SBISIOTCS OOSI3aHHOCTSIMU
UCCIIEIOBATEISA:

BBISIBIICHUE W PETUCTPALIMS HEXKETATEIIbHBIX SIBIICHUN

YBEIOMJICHUE CITOHCOPA ¥ STUYECKOTO KOMUTETA

MPUHSATUE MEP MO 3aIIATE UCTBITYEMBIX

OIICHKA 3apPErUCTPUPOBAHHBIX HEXKEJIATCIIbHBIX SBJICHUHN (SBIISCTCS JIN
HEXKeJIaTeIbHOE SIBJICHUE HEXKEaTeIbHOM JIEKapCTBEHHON peakiueit?)
YBEIOMJICHUE O CEPHE3HBIX M HEMPEABUIACHHBIX HEXKEIATEIbHBIX
JIEKAPCTBEHHBIX PEAKIHUSIX PETYIUPYIOIINE OPTaHbl, IPYTUX
HCCJIEIOBATENICN U ASTUYECKUE KOMUTETHI

O OoOogdo

31. KakoBbl (pyHKIIMHU 3aKIIFOUYUTENBHOTO OTYETA?



[0 Undbopmupyer pyKOBOJACTBO KOMIIAHUM O KOHEYHBIX pe3yJbTaTax

UCCJIEIOBAHMUSI.
[0 UudopMupyeT peryaupyrolue OpraHbl O KOHEYHBIX pe3yJibTaTax
UCCJICIOBAHMUS.
[] 3akmagsiBaeT OCHOBY OyayIIuX MmyOIHMKaIyi U MPe3eHTAIUi Ha BCTpeyax
CIEIUAJIICTOB.

[0 Uupopmupyet Bpauel 0 KIMHUYSCKOM IIPUMEHEHUH MpernapaTa
[J CrocoOCTByeT  IIaHUPOBAHUIO  JaJbHEHMINEH  JEATSIBHOCTH IO
pa3paboTKe mpemnapara.

32. Komy mnpuHajiexxar mpaBa Ha HHPOPMALUIO, TOJYYEHHYIO B XOJe
KJIIMHAYECKOTO UCCIEA0OBaHUS

[ Crnoncopy
O Uccnenosareinto

33. MOHUTOPHUHT COCTOUT U3:

[ Busuton
[ TenedoHHBIX 3BOHKOB

34. KTO mpoBOAUT BHYTPEHHHN ayINT.

35. KTO npoBOAUT MHCIIEKIIHUIO UCCIAEA0BATEIBCKOTO LIEHTPA




36.Kakum  00pa3oM  OCYIIECTBISIETCS ~ MOWUCK  HOBBIX
JICKapCTBEHHBIX BEIICCTB?

[] JlekapcTBEeHHBIEC BEIIECTBA MOTYT OBITH OOHAPYKEHBI B IPHPOJIC

[0 TMomy4yensl 3 paHee M3BECTHBIX JICKAPCTBEHHBIX BEIIECTB ITyTEM HX
MoaupuKauu

L1 JlureparypHbIii TOUCK

[0 [IpumeHeHne W3BECTHBIX JICKAPCTBEHHBIX CPEICTB 10 HOBBIM
MOKA3aHHSIM.

[0 Meton cuHTE3a HOBBIX  BEIIECTB B HCCIEI0BATEILCKUX
nabopaTopusx.

37.HazoBuTe 3Tansl I/ICCHGI[OBaHI/Iﬁ JICKaApCTBCHHOI'O CPCIACTBA

JOKIITMHUYCCKHUC MCCIICJOBAHMA,
IMPOABUIKCHHUC
KIIMHUYCCKHUEC NUCCIICA0BaHUA

OO0

38.Kakue papmMakoknHETHYECKUE TTapaMeTphl IIpernapara
M3YYarOTCs MPU JOKIUHUYECKUX UCCIICI0BAHUSX ?

BcachkiBaHue (absorption),
pacnpenenenue (distribution),
pe3op6rtus (resorbtion),
MeTtabonusm (metabolism),
BEIBeIcHUE (excretion)

OO000

39.Kaxkue Buasl uccieqoBaHuii 00IIel TOKCUYHOCTH BEIECTBA
BrEI 3HaeTe?

O Octpas

U] IMomoctpas

L Cyoxponuueckas
L Xponudeckast

40. Huxe nepednciieHbl XapaKTepHbIE 0COOCHHOCTH YEThIPEX
¢a3 KIMHIYECKUX uccieaoBannii. HampoTus kaxmoro
IIOCTaBhTE Ha3BaHWE HanboJee MoaXo ek (a3bl.



JlonoHUTENRHOE N3yUeHNE Y3PPEKTUBHOCTH U OE30IMaCHOCTH
mpenapara B MpoIecce ero pyTHHHOTO MUCTIOIb30BaHMS

Pa3zpaboTka HanboJIee ONTUMATBHBIX CXEM Ha3HAYCHHMsI IperapaTa u
OIICHKA Ka4eCTBa KU3HU

[lepBbie KOHTpOJIUPYEMBbIC HccienoBanus Ha 60pHBIX 100-300
YEeIIOBEK

[Tomyuenune 6eccropHbIX J0Ka3aTeIbCTB A (HEKTHBHOCTH
0e30macHOCTH Tpemnapara npyu ero MUpPOKOM U JJTUTSITEHOM
IPUMEHEHUHN

[TonOop onTUMaNbHBIX 103 Ipenaparta

W3ydenne hapMaKOKWHETHKH Y TAIACHTOB
PannomMusupoBaHHbIE IBOMHBIE CIICTIBIE KOHTPOIUPYEMbIE
WccienoBaHms Ha OoybmuX Tpymmax nanueHTos (1000-3000
YeJIOBEK)

NccnenoBanus Ha 310poBbIX 100poBoibiax (50-100 uenoBek)
Omnpenenenrne MaKCUMaJIbHO O€30MaCHOM TO3bI

41.Yto Takoe KauectBenHas kinuHuueckas mnpaktuka (Good Clinical
Practice)

42.Kakye JTOKYMEHTBI SIBJISIIOTCS HOPMATUBHOM 0a30i ISl MPOBEICHHS
nccienosanui B Poccun?

O
O

OO000

XeJbCUHKCKas IeKIapaus

[Tpasuna ICH GCP

Konctutymus PO, cr.21

OcHoBbI 3aKoHOAaTENBCTBA PD 00 0XpaHe 3710pOBbs I'pak/iaH, CcT.43
®enepanbHblil 3ak0H «O JIeKapCTBEHHBIX CpelcTBax», cT. 37-40
[IpaBuia KTMHUYECKOU NPAKTUKUA B PD

[Tpuka3z Munznpasa PO Ne 103 «O nopsiake  NpUHATHS PELICHHS O
MIPOBEJACHNN KIMHUYECKUX HCCIIETOBAHUM JIEKAPCTBEHHBIX CPEIACTB)



43. Y10 Takoe Qu3aiiH ucciaeqoBanusd?

44910 mNOHMMAETCS TMOJ| JOCTOBEPHOCTHIO JAHHBIX, MOJYYEHHBIX MPHU
MIPOBEICHNUU KJIMHUYECKOTO UCCIICIOBAHUS?

45.B dYeM oOTIMYHME TIEPEKPECTHOr0 U  MapallIeIbHOTO  JIM3aliHOB
HUCCIeIOBaHUA?

46.B 1yem cyTh paHIOMHU3AITIH?

47.YT0 Takoe KpUTEPUU BKIFOUCHUS/MCKITIOUCHUS




48.Nuunmatopom uccnenoBanus no npasuiam |ICH GCP ssnsercs

1 Cnoncop
O Uccaemosarens

49.B ybu 0043aHHOCTH BXOIUT B3auMoaeiicteue ¢ JIDK?

[J Crnoncop
[J Monutop
O Hccnenosarenb

50.Yto Takoe (haiin ucciemoBarens

51.Cornacaet 71 Bwl ¢ yTBepkaeHueM, 4UYTO JiI000€ KIMHUYECKOE
WCCJICIOBAHUE JIOJDKHO TPOWTH STUYECKYIO SKCIEPTH3y M TOJYYUTh
0J100peHrEe AITUYECKOTO KOMUTETa. ECIii HET, TO YKa)KUTE UCKITIOUCHHUS.

52.B cayuae, ecnu uccienoBaTenb sBseTcss wieHoM OK, MoxeT 1M OH
y4acTBOBaTh B 3aC€JaHWU, Ha KOTOPOM pacCMaTpUBAETCS IPOEKT, B
KOTOPOM OH Y4acTBYET?

O Ia



[ /a, HO HE MPUHKMAET YJIacTHs B TOJOCOBAHHH 10 TOMY ITPOCKTY
J Her

53.Kakue m0OKyMEHTBHI HEOOXOAUMO TpenocTaBuTh B DK MO OKOHUYAHWIO
HUCCJIETIOBAHUS?

54.Eciin  maruent, noanuckiBags HMC gomyctws OmmOKy, MOXKET JIH
HCCJICIOBATENb €€ UCITPABUTD?

O Jda
O Her

55.Kakoil  JOKyMEHT  SIBIIETCSI  OCHOBHBIM  PYKOBOJICTBOM  JUJIst
HCCIICIOBATEI:

O IIpoTokon uccineaoBaHus
U MuauBuayanbHas peruCTpAIllMOHHAS KapTa MallueHTa
L Bporurtopa uccienoBares

56.MoXeT 1 UCCaea0BaTeNb UCIIPABUTh OMIMOKH TIPOTOKOJIA.

[J Koneuno moxet. Beap 3T0 B MHTEpecax MmaueHTa

[J MoxeT yka3aTh CIIOHCOPY Ha ONIMOKH JIO Hadajia MCCIICIOBAHHS |
MOCTAaBUTh UCITPABIICHUE YCIOBUEM CBOEH paOOThI O MPOTOKOIY

L1 He moxer.

57.Bemonnenuto kakux 3angad ciayxut UPK

[ O6ecnieunBaroT cOOp JaHHBIX B COOTBETCTBUU C MTPOTOKOJIOM



[J CriocoGcTBYIOT 0OMEHY TaHHBIMHE 10 0€30ITaCHOCTH CPeIr
YUYaCTBYIOIINX UCCIICOBATEILCKUX IICHTPOB

[ Croco6¢TBytoT 3¢ (heKTHBHOM U HOJHONW 00pabOTKEe JaHHBIX, HX aHATH3Y
¥ OTYETHOCTH T10 pe3yIbTaTaM

[] HamoMuHaIOT McCeI0oBaTe 0 KaKyr HH()OPMAIIUIO 3alIKChIBATh B
MEPBUYHYIO TOKYMEHTAIIHIO

58. Moxwno mu BHOcuTh B IPK ucnpasnenus? Ecnu ga, To kakum oOpazom?

59. Kakue ¢yHKIMH 10 paboTe ¢ MCCISAYEMBIM IperapaToM BO3JIararoTcs
Ha wucciaexoBareia’

ydeT nperapara
YHHUYTOXKCHHE TIperiapara

WCIIOJIb30BaHKE TIperapara ToJbKO B COOTBETCTBUH C MTPOTOKOJIOM
00BsICHEHHE MTallHEHTaM peXXKHUMa IprueMa rnpernapara 1 mpoBepka ero
coOJIroieHus

XpaHEHHE TMperapaTa B COOTBETCTBHH C IPaBUIaMU U TPEOOBaHUSIMHU
IIPOTOKOJIA

BO3BpalllcHUE HEUCIIOJIb30BAaHHOTO MperapaTa CIIOHCOPY
MOCIICAYIONIEe XPaHSHHE BCeX 3alucel 00 ydere nperapara

OO 0O OoOooOoo

60. Yto moHnMaercs o1 KOMIUIAEHTHOCTBIO manueHTa’?

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



[0 mro6oe HEOMarompusTHOE C MEIUIIMHCKON TOYKHA 3pPEHHS SIBICHHE B
KU3HU HUCIBITYEMOI0, KOTOPBIM MpUHUMAN HCCIEAyeMblid Tpenapar,
HE3aBUCUMO OT TOTO, CBSI3aHO OHO C IPUEMOM IIpenapara Ui HeT

[] Bce HeOmaronpusTHbIC W HEMPEIBUACHHBIC pEaKIUH, CBSI3aHHBIC C
IpUEMOM JII000H J103bI HCCIEAYEMOTO Mpenapara.

62. Kak MOXHO OIICHUTh HAJIMUKE CBSI3U MEXKAY HEKEIATCIbHBIM SIBJICHUEM U
IpUEeMOM IIpernapara B ciydae:

orpeieseHHasl
BEpOSITHAS

BO3MOXHAas

COMHMTEJIbHAS

HET CBA3U

HE NoJieKalas KiacCu(puKauu

OOO0oOooOod

63. Korna Hao perucTpupoBaTh HEKEIATEIbHBIE SIBICHUS?

L] cpa3y nmocie moamucanus UCTIBITYEMBIM UHPOPMHPOBAHHOTO COTIIACHS
[] cpasy mocne Ha3HAUSHHS JIGKAPCTBEHHOTO ITperapaTa

64. Kakue neicTBusl TOKEH MPEANPUHATh UCCIEIOBATENb B CIy4ae BbISBICHUS
CHA?

65. Kakue ycnoBusi HE0OXOIMMO COOJIFOCTH HCCIIENOBATENIO TMPU IMyOIHKAIUN
PE3yNIbTaTOB KIMHMYECKOTO MCCICAOBAHUSA?




66. Kakas nens y monutopa K1

O] HpOKOHTpOJ'II/IpOBaTB Ka4qCCTBO ITIOJIYUYCHHBIX JaHHBIX.
O ITomoun HCCJICAOBATCIIIO B IIPOBCACHNUC UCCIICIOBAHUA

67. O0bscHuTe nousaTue «Bepudukanus neppuaHol foKymMeHTaum» (SDV)

68. IlpuBennTe HECKOIBKO CUTyalllHd, YBEIWYMBAIOLIUX BEPOSITHOCTh AyJIHUTA B
UCCJIEI0BATEIBCKOM LIEHTPE

69. UeM OTIMYAIOTCS OTKIIOHEHUS OT MTPOTOKOJIA OT HAPYLICHUS ITPOTOKOJIA

70. B xakux cirydasix BO3MOKHO OTCTYIUIEHHSI OT POTOKOJIA




7.4.1. MeToan4ueckne MaTepuaJibl, ONpeaessiioniue npoueaypbl OlleHUBAHUSA
3HAHUH, YMEeHHUI1, HABBIKOB U (MJIH) ONBITA AeSITeJILHOCTH

I. HOpH,ZIOK IMPUMCHCHMUA 3JICKTPOHHOI'O O6y‘IeHI/I5[, JAUCTAaHIIMOHHBIX
06p&30BaTCJ'II)HBIX TEXHOJIOT UM IIpH pcain3alinu O6paBOBaTeJ'II>€HI)IX ImporpaMm
BBICHICTO O6p330BaHI/IH.

2. ITonosxxenue o nopsiake popmupoanust PoH/Ia OLIEHOUYHBIX CPEJCTB AJIs
IPOBEICHUS TEKYIIEr0 KOHTPOJIS YCIIEBAEMOCTH U MPOMEXYTOYHON aTTecTaluu
BBICIIET0 MPOo(hEeCCHOHATBLHOI0 00pa30BaHUs.

3. [lonoxenue 00 opraHu3ali UIPOBEACHUHU TEKYIIEr0 KOHTPOJIS 3HAaHUN U
IPOMEKYTOUHOM aTTeCTallMi HHTEPHOB, OPJMHATOPOB (haKyJbTeTa
nocienuioMHoro oopasosanus B ' bOY BIIO IICITOI'MY um. WLII. [TaBnoBa
Munsnpasa Poccum.

4. TlonoxxeHune 00 UTOrOBOM TrOCYJApPCTBEHHOM arTecTaliuu BhITyCKHUKOB [ BOY
BIIO IICII6I'MY um. N.I1. [TaBnoBa Munzapasa Poccuu.

5. IonoxxeHue o OATBHO-PEUTUHIOBOM CUCTEME JIJIsI 00YUYarOIIUXCs 10
o0Opa3zoBaTeIbLHBIM IPOTPaMMaM UHTEPHATYPBI U OPAUHATYPHI.

8. IlepeyeHb OCHOBHOM U J0NOJHUTEILHON YUeOHO JIMTEpPaTyPHhl,
He00X0MMOi1 VIS OCBOCHUS AU CHUIIIUHBI

a) OCHOBHAas JiUTeparypa:

1. IlpaBuna HaasIexkalIe KIMHUYECKON NPAKTUKU EBpa3uilckoro 3KOHOMUYECKOTO
coto3a (yrBepxkaennl Pemennem Coeta EQK ot 03 Hos16pst 2016 1. Ne 79)
http://docs.cntd.ru/document/456026110 (OTKpBITHIH JOCTYII).

2. [Tonkun, U. B. ®apmanesruueckoe npaso / . B. [Toukun, A. A. [Tonkuna -
Mockga : I'90TAP-Meaua, 2017. - 144 c. - ISBN 978-5-9704-4349-1. - Tekcr :
anektpoHHbii // ObC "KoncynbTant crynenra” : [caift]. - URL :
https://www.studentlibrary.ru/book/ISBN9785970443491.html

0) 10MOJIHUTEIbLHAS JIUTEepaTypa:


http://docs.cntd.ru/document/456026110

»  denepanpubiii 3akoH Ne61 "O6 obpaleHNH T1eKapCTBEHHBIX CPEACTB"
http://clinpharm-spbgmu.ru/learning/dictionary/?1D=6

= T'OCT P 52379-2005 "Hannexaiasi KIMHAYECKAs IPakTUKA"
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/qood-
clinical-practice.html

1. Ilepeyennb pecypcoB MH(OPMANUOHHO-TEJTEKOMMYHUKAIIMOHHOM CeTH

OnexktpoHHbie 0a3bl JaHHBIX 1. "Koncynprant+" 2. 9BC «KoHcynbTrant
ctyneHnTa» 3. basza nannbix pedeparton u nutupoBanus SCOPUS. 4.
Onextponnsiid nHpopmarmonusiii pecype ClinicalKey 5. 9bC
«KoHcynbTaHT Bpaua»

10. MeToanyeckue yKazaHusi 1Jsi 00y4aOIIUXCA M0 OCBOCHHUIO TUCHMILIMHBI

10.1. XapakrepucTuka 0cO0eHHOCTEH TEXHOJI0THil 00y4eHHsI B YHUBEPCUTETE

B ®I'bOY BO IICIIOI'MY um. WU.I1. [TaBnoBa ocBoeHHE 00pa3oBaTEIbHBIX
IpOrpaMM MPOBOAUTCS C IPUMEHEHUEM JIEKTPOHHOTO 00yUYeHMUs,
JTUCTAaHIIMOHHBIX 00pa30BaTEIbHBIX TEXHOMOTHA. [IJ1st 3TOTO CO3/aHa U
(GyHKIHOHUPYET AJIEKTPOHHAsI HHPOpMalMoHHO-00pa3oBaTenbHas cpena (ONOC),
BKJTIOUAIOIIas B ce0s AIEKTPOHHBIE MHPOPMAIIMOHHBIE PECYPCHI, JIEKTPOHHbBIE
obOpazoBatenbHbie pecypcebl. DMMOC obecneunBaeT 0CBOEHUE 00YUYaIOIIUMUCS
00pa30BaTENbHBIX MPOTPAMM B IMOJTHOM 00BEME HE3aBUCUMO OT MECTa
HaxO0XJICHUsI 00yUaromuxcs. ECTh 25IeKTpoHHBIE OMOIMOTEKH, 00ECIIeUnBAIOIIINE
JOCTYT K MPO(EeCCHOHATBHBIM 0a3aM TaHHBIX, HHPOPMAIIMOHHBIM, CITPABOYHBIM U
MMOMCKOBBIM CUCTEMA, a TaKKe HHBIM HH(DOpMAIMOHHBIM pecypcaM. ba3a TecToBbIX
3aJ]aHUN ¥ CITPaBOYHBIX MaTEPHAIIOB co3aHa B iporpamme academicNT.

10.2 OcobenHOCTH PA0OTHI 00YUYAIOUIETOCH 110 OCBOCHHUIO TUCHMILIMHBI
«Hapnexamasi kaimHnyeckasi npaktuka GCP»

OOyuaromuecs Mpyu U3y4eHUH Y4eOHOM TUCIUIUIMHBI HUCIIOJIb3YIOT
JMCTAHITMOHHBIN 00pa30BaTEIbHBIN KOHTEHT MPEJICTABICHHBIN Ha cailTe Kadeapsl
clinpharm-spbgmu.ru, a Takke MeToIM4YeCKHE YKa3aHHs MO MTPOBEICHUIO


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

OTIPEJICTICHHBIX BUJIOB 3aHATUN, PEKOMEHAAINH ¥ TIOCOOUS TI0 JaHHOM
JUCHUIUIMHE 1O paboTe ¢ HUM, pa3padoTaHHbIe MPOPECCOPCKO-
npenoaBarenbckum coctaBoM (II1C) kadenpsr.

YcnenHoe ycBoeHue yueOHon quciuminiel «Hapnmexkamas kinHu4ecKkas
npaktuka GCP» npennonaraer akTHBHOE, TBOPUECKOE ydacThe 00ydaromerocs
Ha BCEX 3TAIaxX €€ OCBOCHHMS IIyTEM IIJIaHOMEPHOM padoThl. O0yUaromuiics
JIOJKEH aKTUBHO yYaCTBOBATh B BBHITIOJIHEHUH BHIOB IPAKTHUECKUX PadoT,
OTIPEETECHHBIX ISl JAHHOW AUCHMILTUHBL [IpoBOAMMEIE HA TPAKTUYECKIX
3aHATUAX PA3TUYHBIX MOAYJIBHBIX TECTUPOBAHUHN U JAIOT BO3MOKHOCTb
HETOCPEJCTBEHHO MOHSATH AITOPUTM MPUMEHEHHS TEOPETUYECKUX 3HAHUIH,
U3JIaraeMbIX Ha JIGKIUSIX U B ydeOHUKAX.

B 31011 cBs131 npu popaboTKe TUCTAHIIMOHHOTO JIEKIIMOHHOTO MaTepHana
oOy4aroniyecs 10HKHbI UMETh BBUJLY, UTO B JIEKLIMSIX PACKPBIBAIOTCS Hanboliee
3HaYMMbI€ BOIPOCHI yUeOHOTO MaTepuara.

Crnenyet UMETh B BUJY, UTO BCE pa3jieibl U TeMbl AucuuIuinHbl « Haguexamas
kJanHH4Yeckas npakTuka GCP» npeacraBieHsl B JUAAKTUUECKU TpopaboTaHHOU
MOCJIEI0BATEIBHOCTH, YTO MIPEyCMaTPUBAET JIOTUYECKYIO CTPOMHOCTh Kypca U
IPOJyMaHHYIO CUCTEMY YCBOEHHUS 00yYaIOIMMHUCS Y4eOHOr0 MaTepuania.

10.3 Metoanuyeckue yKa3aHus 1Jis 00y4arOUUXCcs 10 OPraHu3auum
CaMOCTOSITeIbHOM PadoThI B IpoLecce OCBOCHHUS IUCHHUILIHHBI

Bun pabotsl Korrpous
BBINIOJIHEHUS Pa0O0ThI
[ToaroroBka K ayIMTOPHBIM 3aHATUAM TecTtupoBanue
(mpopaboTka yueOHOro Marepuasa 1o
KOHCIIEKTaM JICKITUI 1 y4eOHOU TUTEpaType u
pabota Ha dopyme )
CamocTosiTenbHas MpopadboTKa OTIEIbHBIX TEM TectupoBanue
y4eOHOW JUCIMILTUHBI B COOTBETCTBUU C
y4€OHBIM TJIAHOM
PaboTa ¢ TecramMu 1 Bompocamu IS TectupoBanue
CaMOMPOBEPKH
CobecenoBanue
[ToaroroBka KO BCEM BUIaM KOHTPOJIBHBIX TectupoBanue
VCTIBITAaHUN
CobecenoBanue

10.4 MeToanueckue yKkazaHusi AJ1s1 00y4AKIIMXCS 110 NOATOTOBKE K 3aHATHAM



3aHATHA KIMHUYECKOTO MPAKTUYECKOTO TUIA MPeAHA3HAUYCHBI 7Sl pAaCUIUPEHUs U
yTIIyOJICHUS] 3HAaHUW 00yJaronIuxcs o yueOHON AUCIUIIIMHE, (OPMUPOBAHUS
YMEHUHN U KOMIETEHIIUMI, TPETyCMOTPEHHBIX CTaHAapToM. B ux xone
0Oy4JaroIIMMUCs peasin3yercs BepudukannonHas (yHKIHS CTETIEHH YCBOCHUS
y4eOHOro Marepuaia, OHU MPUOOPETAIOT YMEHHUS BECTH HAYUHYIO JUCKYCCHIO.
Kpome Toro, 1ienpto 3aHATUH SBIISETCA: MPOBEPKA YPOBHS MOHUMAHUS
O0Oy4arOIIMMUCS BOIIPOCOB, PACCMOTPEHHBIX Ha JIEKIUAX U B yueOHO uTepaType,
CTETICHU U Ka4eCTBa YCBOCHUS 00YYaIOIIUMHUCS TPOrPaMMHOTO MaTepUaa;
dbopMUpOBaHUE U pa3BUTHE YMEHUI, HABBIKOB MPUMEHEHUS TEOPETHUECKUX
3HaHUU B peaTbHON MPAKTHKE PELICHH 33/1a4, aHaTu3a Ipo(hecCuOHaIBHO-
MPUKJIAAHBIX CUTYalUii; BOCIIOJHEHUE POOENOB B MPOIAEHHONW TEOPETUYECKOM
YacTH Kypca U OKa3aHHs IOMOIIU B €0 OCBOCHHH.

OOyyaromuics JOJDKEH U3YYUTh OCHOBHYIO JTUTEPATYPY 0 TEME 3aHATHS, U,
JKenaTesIbHO, ICTOYHUKH U3 CIIMCKA JOTIOJHUTEIBHON JTUTEPATYPhl, UCTIOIb3yEeMbIe
JUJIsL pacIIupeHus 00bema 3HaHU# 10 Teme (pa3/eny), MHTEPHET-PECYPCHI.

11. Ilepeyenb MHPOPMALMOHHBIX TEXHOJIOT U, HCIIOJIb3YEMBbIX IIPH
OCYLLIECTBJICHHH 00pa30BaTEe/ILHOIO NIpoLecca 1o AUCHUILIHHE, BKJIYast
IepeyeHb MPOrpaMMHOI0 odecredyeHus: M HHPOPMALMOHHBIX CIIPABOYHBIX
CUCTEM

Pasnen mucTaHioHHOE 00pa3oBaHue caita Kadeapbl KIMHHYECKON
dbapmakoIoruu u JoKaszareabHor Meaunuubl http://www.clinpharm-spbgmu.ru,

[Iporpammuoe obecneuenne ®I'bOY BO [ICIIBI'MY um. WU.I1. [TaBnogsa,
SIBJISIFOLLEECS YaCThIO ANEKTPOHHON MH(OPMaLlMOHHO-00pa30BaTeIbHOM Cpeibl U
Oazupyoleecs Ha TENEKOMMYHHUKAIIMOHHBIX TEXHOJIOTHSIX:

OnektpoHHble 0a3bl JaHHBIX 1. "Koncynprantt+" 2. ObC «KoHcynbTant
crtyneHtay 3. baza gannbix pedepatoB u rutupoanus SCOPUS. 4.
OnexTponHbiit nHGopmanmonHbiit pecype ClinicalKey 5. 9BC «KoncynbTanT
Bpayda» 1 KOMIIbIOTEpHbIE 00y4aroIire IporpaMMsl;

12.MaTepuajibHO-TeXHHYecKas 0a3a, He00XoAUMAas IJIsl OCYIIeCTBIEHUS
00pa3oBaTeJIbHOI0 NMpoLecca Mo JUCUUILIHHE

HanmMenoBanue [lepedyern 00opyaOBaHUS
CIICLIMAJIM3UPOBAHHBIX AyAUTOPUI
u abopartopuit

Aynuropus Ne 1 1. LCD IIpoekrop(roTosiounsiii) -1

HILI, 2. DKpaH HACTEHHBIN -1



http://www.clinpharm-spbgmu.ru/

3. Jocka (1151 MapKepoB) -1
4. Cron npenoiaBaTens -1
5. Kpecno npenonaBatens -1
6. Cton yueOHbI -16
7. Ctyn y4eOHbIN -32
8. HOyTOYK -1
Aynuropus Ne 2 Komnstotepnsiii (1. . LCD I[Ipoextop -1
KJ1acC
2. DKpaH NMepeHOCHON -1
3. Hocka (1151 MapKepoB) -1
4. Cron npenoiaBaTens -1
5. Kpecno npenonaarens -1
6. CTOJ KOMIIBIOTEPHBII -10
7. Ctyn y4eOHbIH - 20
8. HOyTOYK -1
9. KOMIIBIOTED -10
Pa3zpaboTuyukmu:

ManukoB A.S. , accucteHT Kadenps
Bepo6uukas E.B. nouent kadenpsl
Penensenr:

Kon6un A.C., 1.M.H., podeccop
IKcnepT:

3axaposa H.B., 1.m.H., npodeccop kadeapsl KIUHUYECKON (papMaKoJIOruu
C3I'MY um. 1.11. MeuHHKOB



