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1. leap u 3a7a4u U3y4YeHUHA AUCHUILUIUHBI (MoayJs)) 2.1.1.2(D)
MeT01010THSI HAYYHO AeSITeJIbHOCTH.

Heabo ocBoenust aucuuriuabl (Moxyinst) 2.1.1.2(®P) Meroxonorus
HAay4YHOM JESITEIILHOCTH SBISETCS TMOJATOTOBKA OOyYaroONIMXCs K HAydyHOH U
Hay4YHO-HMCCJICIOBATEIILCKON  JEATEILHOCTU JJIi paboThl B MPAKTUYECKOM
3/IpaBOOXPAHEHUH, HAYYHO-UCCIIEIOBATEIILCKUX YUPEKICHUAX U MPENoTaBaHUs
B MEAUIMHCKUX o0Opa3oBaTeIbHBIX OpraHu3anusax, (opMUpOBaHUE Y
00ydJaromuxcs TEOPETUUYECKUX 3HAHUW M MPAKTHUYECKUX HABBIKOB B 00JIACTH
dbapMakoJIOTUM U KIMHUYECKOU (hapMakoJIOTUU U JI0Ka3aTeJIbHOW MEIUIMHBI,
OCHOBHBIX 3aKOHO/IaTENIbHBIX aKTOB P® 00 oOpaiiieHnn JeKapCTBEHHBIX CPECTB,
3HaHUSI O0053aHHOCTEH U OCOOCHHOCTEH B3aUMOOTHOIICHHS CTOPOH IMpHU
NPOBEJICHUN KIMHUYECKUX HCCJICIOBAHHMMA, YMCHHS OPraHW30BBIBATH KOHTPOJIb
3a TPOBEICHHEM KIWHUYECKUX MCCIECIOBAaHUN JICKAPCTBEHHBIX IMpPEnapaToB
(MOHUTOPUPOBAHKWE KIWHUYECKOTO HCCIICIOBAHUS, TPOBEJACHUE AayIUTOB, C
NOJAPOOHBIM  TIEPEUMCIICHHEM,  OMHCAaHWEeM H  BBIJICIGHUEM  OCOOBIX
XapaKTEPUCTUK B3aUMOJICHCTBUSI CTOPOH).

3apaunm gucrurmebl  (Moayns) 2.1.1.2(®d) Merogonoruss HaydHOU
NeSATEeIIbHOCTH

1.ChopmupoBaTh y acnupaHTa OOIIUPHBIN U TTyOOKHM 00BEeM 0a30BBIX
(dyHIaMEeHTaIbHbIX 3HAHWM, MO3BOJISIIONIMNA CBOOOJHO OpPHUEHTUPOBATHCS B
oOnmact (apMakoIOTMM ¢ KIMHUYECKOHM (apMakolorTHuh, € CMEXKHBIX
JTUCITUTUIMHAX.

2. CdopmupoBarh HaBbIK TMOWCKAa W aHalu3a WHGOPMAIMH IO
UHTEepecyloleid mpobjieMe C  HUCIMOJIb30BAaHHMEM  HAy4HOM, CIPaBOYHOMU
JTUTEPATYPBHl, OPUITUATBHBIX CTATUCTHYECKUX 0030pOB, pecypcoB MHTEepHET.

3. CdopmupoBaTh y acmupaHTa JOCTAaTOYHBIM OO0BEM 3HAHHU O
COBPEMEHHBIX CIOCO0aX OpraHu3allid W METOJaX MPOBEICHUS HayYHBIX
UCCJIEIOBAaHUH, a TAKXKE O HOBEUIITUX TEXHOJOTUSIX U METOAMKAX, MPUMEHSIEMBIX
B (hapmMakoiIoruu U KIMHUYECKON (papMaKoIoTuu;

4. O3HaKOMHTH ACHHUPAHTA C METOJOJIOTHEH TpernoJaBaHus JUCIUILTAH
(Mopmyneii) B o6mactu hapMakoIOTuu U KITUHUYECKOW PapMaKOIOTHH.

5. O3HaKkOMUTH acClMHUpaHTa C METOJAMKOW KIMHUYECKHX HCCIIeIOBaHUM
JIEKapCTBEHHBIX TpemapaTtoB B ycioBusx P®, co cranmapramMu KIMHHYECKHX
UCCJICIOBAHMM, OCHOBHBIMU TIOHATHUSIMH U TEPMUHAMH B KIUHUYECKUX
WCCJICIOBAHUSX U PEATbHON TIPAKTHKE.

6. O3HaKOMHUTH acCIMpaHTa C TPOLEIYypoi ¢apmMakoHam30pa B cdepe
oOparieHusi JIEKapCTBEHHBIX CPEACTB, pabOTe C OCHOBHBIMHU JIOKYMEHTaMU
(mepBUYHAs JOKyMEHTAIlWs, KapThI-U3BEIICHUSA, TPUMEHATh MPUIUHHO-
CJICICTBCHHBIC CBS3U B OIICHKE COOBITUN TMPU HA3HAYEHUHW JIEKAPCTBEHHBIX
MpenapaTon).

7. ChopMupoBaTh YMEHHS TPUMEHSThH TOJYICHHBIC 3HAHUS B KOHTEKCTE
MPOBENICHUS KIMHUYECKUX HMCCIEIOBAHUN y OCOOBIX TPYII MAlMeHTOB (JETH,
MOKWJIBIC TTAIIMEHTHI, OHKOJIOTHYECKHE OOIbHBIC).



8. CdhopmupoBaTh y acnupaHTa CIOCOOHOCTh K MEXIUCIUIUIMHAPHOMY
B3aUMOJICHCTBUIO U YMEHUE COTPYAHUYATH C MPEICTABUTEISAMU APYTUX 00JIacTen
3HAHUS B XOJI€ PEIICHHS] HAYYHO-UCCIIEIOBATEIbCKUX U MPUKJIIAIHBIX 3a]1a4.

2. Oobem qucuumiuHbl (Moayssi) 2.1.1.2(®) MeTtogosorust Hay4Hoi
AeSTeJIbHOCTH.

1
Bupa yueOHo# padoThbI Beero Kype
4acos
4acoB
1 2 3
[Tpaktuueckue 3austus (113) 16 16
CamocrosiTteibHas padora (CP) 56 56
Bua npome:kyTouHOI aTTeCTAMU 3auer 3auer
HNUTOI'O: Odman HACOB 79 79
TPYA0€eMKOCTh

3. Coaepxkanue aucuumuinHbl (MoayJast) 2.1.1.2(®) Meromosiorusi
HAYYHOU JeSATeJIbHOCTH

Paznen 1. Opranuzanus knuHudeckux wuccienoBanuid JIC. IlpuHIMIbBI
Hajexameit kmuandeckoit npaktuke (ICH GCP).

Ucropus ximmandeckux uccinenoanuii. ICH GCP (R1 u R2). OGuue
TpeOOBaHUA K  JOPETUCTPALMOHHBIM  KIMHHUYECKHUM  HCCJIEIOBAHUSM.
MexayHapoJHbIE CTaHAAPThl IMPOBEACHUS KIMHUYECKUX HCCIEAOBaHUMN
nekapcTBeHHbIX cpenctB - BBeaeHue B GCP. I[lpunuunsl “KauecTBeHHOM
knuHnueckuid  npaktuku® ~ (GCP). ®a3pl  KIMHUYECKUX  MCCIEAOBaHUM.
[manupoBaHWe KIMHUYECKUX HUCCIeNOBaHUN. Bunbl nuzaiiHOB. Panmomuzanusi.
Omnpenenenue BHIOOPKH ManneHTOB. DaKTOPHI, BAUSIONIUE HA Pa3Mep BHIOOPKH.
[InanupoBanne GapMaKOKMHETHUYECKHX UCCIECIOBAaHUWA ¥  HUCCIEIOBaHUN
o6uoskBuBanenTHoctu JIC. HMccnenoBanue Oe3omacHOCTH (HapMaKoIOTHUYECKUX
BEIIECTB - TOKCHUKOJIOTMYECKHE ucclienoBaHusl. (OCHOBHbIE HMCTOYHUKH
uH(bOpMaINH 0 JIEKapCTBEHHOM CpeACTBE. bpoiitopa rcciienoBaTes: UICTOYHUKA
uH(hOpMaIK, CTPYKTYypa, MPUHIUIIBI cocTaBlieHUs [IpOTOKON KIMHUYECKOTO
uccienoBanus, TpeOboBaHus, CTPyKTypa. biok-cxema mpoTokoia KIMHUYECKUX
uccnenoBanuii. 3akoH P® o jekapcTBeHHBIX cpencTBax. ['ocyqapCTBEHHBIM
peecTp JIeKapCTBEHHBIX CPEICTB.

Pasnen 2. DOTHuyeckWe  acleKThl  KJIMHUYECKHX  HCCIEIOBaHUU
JEeKapCTBEHHBIX cpeacTtB. MHpopMupoBanHoe corimacue. Poib u 00si3aHHOCTH
HCCIIEIOBaTES.

OTHYeCKHUEe U IOPpUIUYCCKUE ACIICKTblI KIMHHUYCCKUX I/ICCJIC,HOBaHﬂﬁ.
MG)KI[YHapOI[HBIC " HallMOHAJIBHBIC JOKYMCHTEI, PETIaMCHTHPYIOIINC



AESITENPHOCTh CTOPOH KIMHUYECKOTO HccieqoBaHus. KOMHUTETh 1O JTHKE:
3aJa4M, COCTaB, MOPSIOK pabOThl, CTaHAAPTHBIC OIMEPAIMOHHBIC MPOLETYPHI
(COII). UudopmupoBaHHOE COTJACHME YYACTHHKA HCCIEAOBaHUSA. UHPOpMaLus
U1 marueHTa, gopma UHPOpMHUpPOBaHHOTO corjacusd. [IpaBa u o0s3aHHOCTH
UccienoBaTenss MO0  COOJIOJEHUI0  MpaB  YYaCTHUKOB  KIMHUYECKOIO
uccinenoBanns. CTpaxoBaHUE YYaCTHUKOB HccienoBaHus. OCHOBHBIC TPUHIIUIIBI
M METOJBl HCIBITAaHWS HOBBIX TNpemnapatoB. OmpejeneHue MNPUOPUTETHBIX H
MEPCIIEKTUBHBIX ~ HAayYHO-UCCIIEOBATEIbCKUX  HampaBieHwil. CTaHIapThl
KIMHUYECKUX HCCIeN0oBaHMd JeKkapcTBeHHBIX cpeacTtB: GCP (kadecTBeHHAs
KJIMHWYECKas MpakTuka) VHUIMAIMS UCCIeIoBaHus: 0TOOp MCCienoBaTeNeil u
HCCIIEJIOBATEILCKUX IIEHTPOB B KIWHUYECKHe wuccieqoBanus. CKpUHUHT
NEepCIIEKTUBHBIX  HccienoBaTenell.  BusWT-uHCHEKnus  UIsi  MPOBEPKH
00ecreyeHHOCTH MECTa JUIsl MHUIMauu uccneaoBanus. CroHCOp UCCIeI0BaHUS.
KonTpakTHO-HCcclienoBaTenbckue opranuzanuu. 5 Paborta ¢ ompocHukaMu |
MIKaJIaMd B KIWHUYECKHX HCCICIOBAHUIX. OJTHYECKHUE W FOPUIUICCKHE
OCOOCHHOCTH KJIMHMYECKUX WCCIEJOBaHWNA B Tenuatpud. TpeOoBaHUS K
IPOTOKOITY MEeUaTpUIEcKoro uccienoBanus. Oco0eHHOCTH HHHOPMHUPOBAHHOTO
coryiiacus B TIEIUATPUYECKOM HCcCienoBannu. HMHpopmarms st 3aKOHHBIX
npencraBureneif, ¢opma uHpopmupoBaHHoro coryacus. OcobGeHHOCTH
npeoCcTaBICHHs] HH(OPMAIIUU IS HECOBEPIICHHOJIETHUX YYaCTHUKOB Pa3HOTO
BO3pacTa.

Pa:men 3. KOHTpOJIB 0e301acHOCTH JICKAPpCTBCHHBIX CPCIACTB B
KIMHHUYCCKHUX UCCICA0OBAHUAX.

MOHUTOPUHT KJIIMHAUYECKOTO MCCIECIOBAaHUS, LEIH U 3aJadn. Y JaJCHHBIN
MOHUTOPHHT. ApnantuBHas Mojenb MoHutopuHra (Risk Based Monitoring).
AyIUT KJIMHUYECKOTO HCCIEIOBaHUA: 1EJU, PEriJaMEHTUPYIOIIUE JOKYMEHTHI,
MOATOTOBKA MCCIIEIOBATEILCKOTO LIEHTPA K ayJIUTY.

Paznen 4. KoHTposib kauecTBa B KJIMHUYECKUX UCCIICIOBAHUSX.

dapMakoHaI30p B KIMHUYECKUX HCCICIOBaHUAX. MEXIyHApOJHbIE U
HaIlMOHAJIbHbBIC PETYJIATOPHBIE TOKYMEHTH. OCHOBHBIE HEXEIATEIbHbIC PEAKIIUU
JIEKapCTBEHHBIX CpEICTB (bapmakoTMHAMUYECKHE, TOKCHYECKHE,
ajuIeprudecKue, MyTareHHbIE), nX MPOrHO3UPOBAaHUE, BBISIBJICHHUE,
kinaccudukamus u - peructparusa. CrocoObl TPOQMIAKTHKH W KOPPEKIUH
HEXKeJIaTeIbHBIX JICKApCTBEHHBIX peakiuil. Cpoku U (popma H3BEHICHUM MO
HEXeaTelIbHbIM  gBiIeHusIM. QOOs3aHHOCTH  HccienoBareiss. (OO0sS3aHHOCTH
CIIOHCOpA MCCJCAOBaHUA. 3amojHeHne (GOpPM H3BCIICHHHA 10 HEXeIaTSJIbHBIM
SIBIICHUSIM.

Pa3zen 5. OCHOBBI MEIUKO-OUOJIOTUUECKON CTATUCTHKH.

OCHOBBI MEIMKO-OMOJOTHYECKON CTATUCTUKU. METOMOIOT U POBEACHUS
METa-aHajin3a W CUCTEMATHUYECKOTro aHaiam3a. KIIMHUKO-3IUIEMHOJIOTHUYECKUE



uccien0BaHusg. MeTon0a0rust IpOBEEHUS PETPOCIIEKTUBHBIX U TPOCIEKTUBHBIX
(apMako’NUIEMHUOJIOTUYECKUX  UcciefoBaHUd.  DapMaKko-3KOHOMUYECKUE
UCCJIEIOBAHNUS CTOMMOCTH PAa3UYHBIX PEKUMOB HA3HAYEHUS JIEKAPCTBEHHBIX
CPEACTB.

4. Y4yeOHO-TeMAaTHUYEeCKHH NUIAH AUCcHUNIMHBL (MoayJs) 2.1.1.2(D)
MeTo1010THSI HAYYHOH AeSITeJIbHOCTH

Buabl yueOHoii
AesITeJIbHOCTH, BKJIIOYAs

®opmbl
Homep HanmeHnoBanue pasiesioB, TEM | caMOCTOSTEIbHYIO padoTy Tescymero
pasneaa, yueOHOH THCHMIINHBI ACIIMPAHTOB KOHTPOISI
TeMbl (MoayJis1) (B yacax)
ycrneBaeMocTH
a|ap | m3 | cec | P
1 2 3| 4 5 6 7 8
Paspen 1 | Opranusanust KIMHUYECKHUX TectupoBanue.
uccaenosanmii JIC. llpunuuner | i 6 12 18 Onpoc o
Ha/UIeKaleil KJIMHUYecKoil KOHTPOJIbHBIM
npaktuke (ICH GCP) BOIIPOCAM.

Tema 1.1. | Obuue TpeboBaHus K
KIMHUYECKUM HCCIIETOBAHMIM.
MexayHapoaHbie CTaHIaPThI
MPOBEACHUS KITMHUYECKUX
HCCIe0BaHUH JICKAPCTBEHHBIX
cpeactTs - BeeaeHue B GCP.

Tema 1.2. | ®a3pl KINHAYESCKUX
uccienoanuid. [manupoBanue
KIMHUYECKUX HCCIIETOBAHUMT.
Buner quszaiinos. Parnomusanusi. - - 2 4
Omnpenenenre BHIOOPKHU
ManueHToB. PaKTOPHI,
BIIUSTFOIIIME HA pa3MepP BHIOOPKH.

Tema 1.3. | OcHOBHBIE MCTOYHUKH
HH(pOpPMAIIUH O JICKAPCTBEHHOM
cpeactse. bpoitopa
HCCIIeI0BaTElIs: HCTOYHUKHU
uHdopMaluu, CTPYKTypa,
TIPUHITUITBI COCTABJICHUS
[IpoTOKOJI KIMHUYECKOTO 2 4 -
WCCIeI0BaHus, TpeOOBaHUS,
CTpyKTypa. binok-cxema
MPOTOKOJIa KIMHUYECKUX
ucciegoBanuil. 3akoH P® o
JIEKapCTBEHHBIX CPEACTBAX.
I'ocynapcTBeHHBIM peecTp
JIEKaPCTBEHHBIX CPEJCTB.

Tema 1.4. | UcTopus KTMHUYECKUX
uccnenosanuii. ICH GCP (R1 u - - - 2 )
R2).




Pazgen 2

ITHYeCKHe aCIeKThI
KJIHHUYECKHX MCCIeJ0BAHUI
JIEKAPCTBEHHBIX CPEICTB.
HNudpopmupoBanHoe coriacue.
Pouib n o0s13aHHOCTH
HCCIIe10BaTeIs

14

18

Tema 2.1.

DTUYECKUE U IOPUINUECKHE
ACMEKThl KIIMHUYECKUX
nccneaoBaHui. MexayHnapoaHsle
1 HallMOHAJIbHbIE JIOKYMEHTHI,
periaMeHTHpYoLne
NEeSITENIbHOCTh CTOPOH
KIIMHUYECKOTO UCCIIEAOBAHMSL.

Tema 2.2.

KomMwuTeTsl 0 dTHKE: 3a/1a9H,
COCTaB, MOPSAJIOK pabOTHI,
CTaHJapTHBIE ONIEPAITUOHHBIC
nporenyps (COII).
NudopmupoBanHoe cornacue
YYaCTHHKA HUCCIICOBaHUSL.
nHbOpMAIHS IS TTAUEHTa,
¢dhopma nHGOPMUPOBAHHOTO
cornacus. [IpaBa u 06s13aHHOCTH
HCCIIEIOBATENIS M0 COOIIOICHUIO
MpaB YY4aCTHUKOB KIIMHUYECKOTO
HCCIIeIOBAHUSI.

Tema 2.3.

CrangapThl KIMHUYECKUX
HCCIIEIOBAaHUH JIEKapCTBEHHBIX
cpenctB: GCP (kauecTBeHHas
KJIIMHAYECKas IPAKTUKA)
WNuunumanus uccnenoBaHus:
oTOOp uccienoBarenei u
HCCIIEIOBATENIbCKUX IIECHTPOB B
KIIMHUYECKHE UCCIICI0BAHNUS.
CKpUHUHT MEPCHEKTUBHBIX
HUCCIIEIOBATEIIECH.

Tema 2.4.

DTHYECKHE U FOPUIHYCCKHIE
0COOEHHOCTH KIIMHHYECKHX
HCCIICIOBAaHUH B IeIUATPHUH.
TpeboBanwMsI K MPOTOKOITY
MeAMATPUICCKOTO UCCIICIOBAHUS.
OcobeHHOCTH
WH()OPMHUPOBAHHOTO COTJIACHS B
MeAUATPUIECKOM HCCIIeIOBAaHHH.

TectupoBanue.
Ompoc no
KOHTPOJIbHBIM
BOIIpOCaM.

Pa3zpen 3

KonTtpoJas 0e3onacHocTH
JICKAPCTBEHHBIX CPEICTB B
KJIMHHYECKHX HCCJICTOBAHUAX

Tema 3.1.

MonuTOpHUHT KIIMHUYECKOTO
HCCIENOBaHUsA, LEIM W 3aJayM.
VY naneHHsIi MOHHUTOPUHT.
AnantuBHas MOJEJIb
monutopurra  (Risk  Based
Monitoring)

TectupoBanue.
Omnpoc no
KOHTPOJIbHBIM
BOIIPOCAM.




Tema 3.2.

Ayaut KIIMHUYECKOTO
HCCIIEIOBAHUS: LENH,
periiaMeHTUPYIOIIUE JOKYMEHTHI,
MIOATOTOBKA MCCIIEA0BATEIBCKOTO
LIEHTpA K ayUTy.

Paznea 4

KOHTpOJIL KayeCcTBa B
KIMHUYECCKHUX HCCJICI0BAHUAX

10

12

Tema 4.1.

®apMaKoOHaI30p B KIMHHUYECKUX
HCCIIEIOBaHUSIX.
MexnyHapoaHsbie u
HallMOHAJIbHBIE  PETYJISTOPHBIE
JIOKYMEHTBI

Tema 4.2.

OcHoBHBIE HE)KeJaTeNbHbIe
peaKIyu JIEKapCTBEHHBIX CPENICTB
(bapmakouHAMUYECKHE,
TOKCHYECKHE,  aJUIePTUYECKHe,
MyTareHHbIe), 170:¢
MPOTHO3UPOBAHNE,  BBISBIICHHE,
KJIacCU(UKAIUS U PETUCTPALIUSL.

Tema 4.3.

Cpoku u (opma H3BEHICHHH TIO
HEeXeJIaTeIbHBIM SIBJICHUSIM.
O0s13aHHOCTH HACCIIeI0BaTEN .
OO6s3aHHOCTH CIIOHCOpa
uccienoBanus.3anonHeHue Gopm
W3BEIICHUH M0 HeXeIaTelbHbIM
SIBJICHUSIM

TectupoBanue.
Ormpoc o
KOHTPOJBHBIM
BOIPOCAM.

Pa3nen 5

OCHOBBLI METUKO-
OMOJIOrNYeCcKOH CTATHCTHKH

14

16

Tema 5.1.

OCHOBBI MeIUKO-OHOJIOTMYECKONI
CTaTUCTHUKHA

Tema 5.2.

Mertoposorusi MPOBEACHUS METa-
aHalIM3a H  CHUCTEMAaTHYECKOTO
aHajau3a. Knnnnko-
SMUAEMHOTIOTHYECKHUE
HCCIEI0BaHHUS.

Tema 5.3.

Metogonorus MPOBEICHUS
PETPOCIEKTUBHBIX Hu
MPOCIEKTUBHBIX dhapmako-
SMUAESMUOIOTHISCKUX
HUCCIIEOBAHMUH.

Tema 5.4.

q)apMaKO'BKOHOMI/I‘{eCKI/Ie
HUCCICIOBaHUA CTOUMOCTHU
PA3JIMIHBIX PEKUMOB HAa3HAUCHU A
JICKApCTBCHHBIX CPCACTB.

TectupoBanue.
Ormpoc Mo
KOHTPOJBEHBIM
BOIIPOCAM.

O0mmii 00bem, TPyA0EMKOCTh

16

56

72

3auer

5. CamocTosiTesibHAsA padoTa acIUpaHTa
5.1. Buasl camocTOATEIbHOM PadoThl




Tabmuna 3

Ne HaumenoBanue pasaesa yueOHOM . Bcero
Buabl camocTosiTe IbHOM padoThI
n/n AUCHHILINHBI (MOYJIs1) 9aCOB
1 2 3 4
1 xypc oOyuenus
1 Opranuzanus KIMHHYECKIX PedepupoBanne crateit U3 KypHaJIOB 10
uccnenosanuit JIC. [TpuHummnb BOIPOCAaM OpraHu3ali KIWHUYECKuX | 12
HaJUIeKAIEH KIMHUYECKOU uccnenoBanuii JIC B PO u B mupe. PaboTa
npaxtuke (ICH GCP) c HOPMAaTHBHBIMU JNOKYMEHTaMH
(mpuKa3bl, HOPAIKHA U IPYTHE).
MOJATOTOBKA K 3aHATHIO
- paboTa ¢ yueOHOM IuTepaTypoi
- IOJITOTOBKA K TECTUPOBAHUIO
- TIOJITOTOBKA K JMCKYCCHH
2 OTHYECKHE aCHEKTHI KIIMHUYECKUX MMOJITOTOBKA K 3aHATHIO 14
HCCIIEIOBAaHUH JIEKapCTBEHHBIX - paboTa ¢ yueOHOM IuTepaTypoit
cpenct. MadopMupoBanHOE - TIOJITOTOBKA K TECTUPOBAHUIO
coriacue. Pois u 00s13aHHOCTH - TIOJITOTOBKA K JUCKYCCHH
HCCIeI0BaTEIS
3 KonTpons 6ezonacHocTu - IOATOTOBKA K 3aHSATHIO 6
JIEKapCTBEHHBIX CPEJCTB B -paboTa C TOTIOJIHUTEILHOM JIUTepaTypoi
KIMHUYECKUX MCCIIETOBAHUIX - TIOJITOTOBKA K TECTUPOBAHUIO
- TIOJITOTOBKA K JUCKYCCUH
4 KoHTponb kauecTBa B KIMHUYECKUX | IMOJTOTOBKA K 3aHATHIO 10
HCCTIEIOBAHUAX - paboTa ¢ yueOHOM JUTepaTypon
-paboTa C TOTOJIHUTEILHOM JIUTepaTypoi
- TIOJITOTOBKA K TECTUPOBAHUIO
- TIOJITOTOBKA K JUCKYCCHH
5 OCHOBBI METUKO-0MOJIOTUYECKONA - IOATOTOBKA K 3aHATHIO 14
CTaTUCTHKH -paboTa C IOTOJIHUTEILHOM JINTepaTypoi
- TIOJITOTOBKA K TECTUPOBAHUIO
- TIOJITOTOBKA K JUCKYCCHH
Hroro 56
5.2. 3aiaHus 1JIs CAMOCTOATEIbHOM PadoThlI.
HanmenoBanue pasaesa y4eOHo .
Ne n/m Bomnpocsl 11 caMoCTOATEIbHONH PadoThI
JUCHUIIMHBI (MOYJIs1)
1 2 3
1 Opranuzanus KIMHUYECKUX 1. Ucropus kmuanYeckux uccienoBanuii. [CH

uccnegoanuit JIC. [TpuHumns!
HaJjexxalle KIMHIISCKON
npaktuke (ICH GCP)

GCP (R1 u R2).

2. V3picKaHus TeKapCTBEHHOTO Mpernapara.
Ornpeznenenre NPpUOPUTETHBIX U
MEPCIIEKTUBHBIX HAYYHO-HUCCIIEI0BATEIBCKUX
HaIlpaBJICHUMN.

3. [InannpoBanue GpapMakOKMHETUIECKUX
HCCIICIOBAHUIN M UCCIICOBAHMI
ounoskBuBaneHTHocTd JIC.

4. Bpomurtopa uccienoBaTens: UCTOUHUKU
uH(pOpPMAIIUHU, CTPYKTYpPA, IPUHITUTIBI
cocrasyieHus. [IpOTOKOI KIIMHUYECKOTO




UccleoBanysl, TpeOoBaHus, CTPyKTypa. biaok-
cXema IPOTOKOJIa KIMHUYECKUX UCCIIETOBAHUIL

DTUYECKUE aCTIEKThl KITMHUYECKHX
HCCIIEA0BaHUM JIEKaPCTBEHHBIX
cpeacts. MapopmupoBanHoe
cornacue. Poisib u 00s13aHHOCTH
HCCIIeI0BaTeIs

1. MeaunuHCcKas 3TUKA U JICOHTOJIOTHSL.
DTHUYECKHE aCEeKThl TPOBEACHUS KIMHUYECKUX
HCCIICIOBAHUI.

2. PaboTa ¢ OmpOCHUKaMH U IIKaJTaMHU B
KIIMHUYECKUX UCCIICIOBAHMIX.

3. DTHYecKre U IOPUINICCKIE 0COOCHHOCTH
KJIIMHUYECKHUX UCCIIC0OBAaHUM B MEIUATPHUU.
TpeboBaHMs K TPOTOKOIY MEIUATPUIECKOTO
nccnenosanus. Coriacus.

4. aunmanus ucciaeaoBaHus: 0Toop
HCCIeNoBaTeICH U MCCIIEI0BATEIIbCKUX
[IEHTPOB B KIIMHUYECKUE UCTIHITAHUS;
Mpolielypa CKpUHUHTA; CO3/IaHHUE CITHCKA
NIEPCIEKTUBHBIX UCCIIEN0BATEIICH.
Busurt-uncnexunus 1yist IpoBEpKU
00€eCIECYCHHOCTY MEeCTa JIJII MHUIUAIT
HCCIIEAOBAHUS.

5. [lepBoHauanpHOE MpeEACTaBICHUE TPOCKTA HA
cobpanun uccnenosartene. [Iposegenune
CTapTOBBIX coBemannil. [loaBenenrne nToros.

KonTpons 6ezonacHoctu
JIEKapCTBEHHBIX CPEJICTB B
KJIMHUYECKUX MCCIICTOBAHUAX

1. KonTtpoJib 3a mpoBeieHUEM KIMHUYECKUX
HICCIIEIOBAaHUI.

2. MOHUTOPUHT KIIMHUYECKOTO UCCIIE0BAHNUS,
uenu u 3agadu. [IpaBa u 06s13aHHOCTH
MOHHTODA.

3. Yuér, XpaHeHue U niepegada
HCCJIEIOBATENIbCKOT0 MaTepuaa npu
KJIMHUYECKHUX HCTIbITAHUSX.

KOHTpOJ'IB KadyeCTBa B KIIMHHYCCKHUX
HCCICOOBAHHUAX

1. MexaHu3Mbl BO3HUKHOBEHHS TOOOYHOTO
JICWCTBUS JICKAPCTBEHHBIX CPEJICTB.

2. HexxenatenbHbIC SIBICHHS U TIOOOYHbBIC
peaknuu, BUbL, TshkecTh. Cpoku u hopma
U3BCIICHUSI.

3. 3aKII0UUTEIbHBIN OTUET 1O UCCIICIOBAHUIO:
TpeOOBaHHUS K COCTABJICHUIO, CTPYKTYDA,
dopma. [lybnukanuu v npe3eHTaluu.

OCHOBBI MEINKO-0HOJIOTMUYECKOM
CTaTUCTHUKHA

1. OcHOBBI MeAUKO-OHOIOTHUECKOH
CTaTUCTHKH.

2. llonsTHE «MEIUIIMHCKAs 0a3a JaHHBIXY.

3. Tumnsl BONpOCOB, BOSHUKAIOIINX MPU
pEeIIeHNY TOCTABIIEHHBIX 33/1a4 B MEAUIIMHCKON
MPaKTHKE.

4. TTouckoBble cucTeMbl. OCHOBHBIC IPUHITUIIBI
MOWCKA CTeUaTN3UPOBAHHON HHPOPMAIHH
(0ynesa noruka, PICO, MESH-tepmuHsb).

5. AJITOpUTM KPUTHUYECKOH OIIEHKH HayYHOU
nyOJIUKAIIH.

6. [IpunHnune! nestenpbHOCTH KOKpaHOBCKOTO
cotpyaHudecTBa 1 KokpaHOBCKOA
ANEKTPOHHOW OMOIHOTEKH.




7.Cucremarndeckuii 0030p. [lonstue, o6macts
IMPUMCHCHUS.

8.Metaananus. M300paxenue u
MHTEPIIPETALUs PE3yJIbTATOB

KoHnTponbs caMmocTosiTennbHON pabOThl OCYIIECTBISIETCS HA CEMUHAPCKUX
(MpaKTUYECKUX ) 3aHATUSIX.

5.3. Bonnpochl 111 MOATOTOBKH K IIPOMEKYTOYHOM aTTeCTALUN

IlepeyeHb BONPOCOB K 3a4eTy

1. DTuyeckue M MOPUINYECKUE ACHEKThl KIMHUYECKHX HCCIIEIOBAHUM.
MexayHapoJHbIE W HallMOHAJBbHBIC  JIOKYMEHTBI, PErIaMEHTUPYIOIIUE
JNEATENBbHOCTh CTOPOH KIIMHUYECKOTO UCCIIEIOBAHUSI.

2. DTUYECKHUE U IOPUANYECKHE OCOOCHHOCTH KJIMHUYECKUX MCCIIeI0BaHUMN
B neuatpuu. TpeOoBaHUS K MPOTOKOJTY MEIMATPUUECKOTO UCCIICIOBAHUS.

3. KomuTeTsl 110 3THKE: 3aJ1aud, COCTaB, MOPSIOK pabOThI, CTaHJAPTHBIC
oneparuonHsie npoueayps (COIT).

4. Cpoku u QopMa HU3BCHICHUM 110 HEXKENIATCIbHBIM SBICHUSM.
O6s3anHOCTH HccaeaoBaTens. O0s3aHHOCTH CIIOHCOPA UCCIIC0BAHUS.

5. Uro Takoe 1 aza KIMHUYECKOTO UCCIIEIOBAHNUS, 3814l ITOU (pa3bl.

6. Kakue ocHoBHBIE TpeOoBaHUs NpeabsaBistorca kK MHpopmupoBaHHOMY
COTJIaCHUIO?

7. Kak Bbl noHnMaere «0T4ETHI CIIOHTAHHOTO THUIMA O CIIy4asiX MOOOYHOTO
NENUCTBHS JIEKAPCTBEHHBIX CPEACTB» ?

8. Urto Ttakoe 2 ¢aza KIMHUYECKOTO HCCIICIOBAHUS, 3a/1a4 3TON (ha3bl.

9. OcHoBuble GhyHKIMH [IpoTOKOIa KITMHUYECKUX UCTIBITAHUM?

10. Tme m kak J0ATO JO/KHA XPaHUTHCS BCS JOKYMEHTALUsl 11O
KJIIMHAYECKUM HCCIIEIOBAHMSIM B HCCIIEI0BATEIILCKOM LIEHTpE?

11. MOHUTOPUHT KIMHUYECKOTO MCCJIEAOBaHUSA, LEIU U 3aJayH.
Y naneHHbI1 MOHUTOPHHT.

12. AnantuBHas moaens MonuTopunra (Risk Based Monitoring).

13. Ayautr KJIMHUYECKOTO HCCICAOBAHMS: 1IN, pErIaMEeHTUPYIOIINUE
JOKYMEHTBI, TOATOTOBKA MCCIIEI0BATEIBCKOTO LIEHTPA K ay/IUTY.

14. Yto npencraBisroT coboit Dtuueckue Komurersi?

15. Yro takoe 3 (haza KIMHUYIECKOTO MCCIIEIOBAHUS, 3a/1a4 3TON (ha3bl.

16. Kto cocraBnser mpoekT nokymenta Uudopmuposarnnoro Cornacus?

17. B Kkakue CpOKH M KOMY MCCIEI0BaTelb JOKEH COOOIIUTH
uHpopmaIio o Bo3HUKHOBeHNH [10009HbIX 3(hPekToB y mamnuenTa?

18. TlapamnensHbril nu3aiH. [IpenmyiecTBa U HEJOCTATKH.

19. Yto Takoe «KOMILTA€HTHOCTHY»?

20. MoeT 1 uccaeaoBaTeb BHOCUTh n3MeHeHus B [IpoTokodt mocie ero
oI CcaHus?

21. Ilepeyncnute NPpUHIUAIBI JOKA3aTEIbHOW METUIIUHBI.




22.

HexematenpHEIE

ABJICHHUA

peaKiuu.

Knaccudpukanus.
Knaccuduxanum HP. Ouenka ceszu HA ¢ mpuémom uccienyemoro npenapara.
Cepbe3Hble HEXKENATEIbHBIE SIBICHUS.

6. OueHouHble cpeacTBa /IS NPOBedeHHs] TeKYLIero KOHTPOJIs
yCIIEBAEMOCTH M MPOMEKYTOYHOM aTTECTALMU 00y4aI0LIMXCH.

6.1. Buabl KOHTPOJISl U ATTeCTAIMM, (DOPMBbI OLIEHOYHBIX CPEACTB.

OueHovHbIC CPEACTBA

Ne | Bumnr Koa-Bo | Koua-Bo
HaumeHoBaHue pa3iena BOINPOC | HE3aABHCH
n/ | KOHTPOJI
- paxyabTaTuBa dopma OB B MBIX
3aJaHU | BAPUAHTO
" B
1. Texyrmuit Opranuzanus Tect — 15 2
KOHTpOJ | KIMHUYECKUX KOHTPOJIb
b ncciaenoanuii JIC. , YCTHBIN
[TpunHIMIIBI HaANIEXKAIEN onpoc
KJIMHUYECKOU MPaKTUKE
(ICH GCP)
2. | Texymmuit DTHUYECKHUE aCTICKTHI Tect — 15 2
KOHTPOJI KINHHUYCCKUX KOHTpPOIJIb
b HUCCICOIOBAHUN , YCTHBIﬁ
JIEKaPCTBEHHBIX CPEJICTB. orpoc
NudopmupoBannoe
cornacue. Posib n
00s13aHHOCTH
ycClIe1oBaTeNs
3. | Texymuii | KOHTpOIB 0e301acHOCTH Tect — 15 2
KOHTpOJI | JICKAPCTBEHHBIX CPEJICTB B | KOHTPOJIb
b KIIMHUYECKUX , YCTHBIIA
UCCIIEIOBAHUAX orpoc
4. | Texymuii | KOHTpOIb KauyecTBa B Tecrt — 15 2
KOHTPOJI KINHUYCCKUX KOHTPOJIb
b UCCIIEIOBAHUAX , YCTHBIIA
onpoc
5. | [Ipomex | OCHOBBI MeqUKO- Tecrt — 15 2
YTOYHBIIt OMOJIOTMIECKOI KOHTPOJIb
KOHTpoJ1 | CTATHCTHKH , YCTHBIN
b onpoc

6.2. Ilpumepsbl OLIEHOYHBIX CPEJACTB:




Tabmuma 6

11t Tekymiero koutposs (TK)

TecroBoe 3aanue:

1. GCP —3to0:

A. cOOpHHK TapMOHM3UPOBAHHBIX MPABWI U
pEKOMEHAIN, PETYIUPYIONINX MTPOBEICHNE
KIIMHUYCCKUX MCCIICIOBAaHUH JIEKapCTBEHHBIX
CPEJICTB Y JIOAEH

B. cOopHuK cTaHmapToB H TpeOOBaHMIA,
PETYJIMPYIONIUX  TOJady  JaHHBIX 00
3 PeKTUBHOCTH U OE30MaCHOCTU HOBBIX
JICKAPCTBEHHBIX CPEJICTB B PETYJSATOPHBIC
OpraHbI

C. cOOpHHK DPYKOBOJACTB M PEKOMCHJAIINH,
PETYIHMPYIONUX  OKa3aHWEe METUITUHCKOU
IIOMOII[H B OOIIECTBE

D. cOopHuk craHmapToB W TPEOOBAHMIA,

MPCABABIIICMBIX K IHanucHTaM,
Y4aCTBYIOIIUM B KIIMHUYCCKOM
HCCIICAOBaHUU

2. B JOKIIMHNYCCKHNX HCCIICO0BaHUAX
HN3y4acTCA:

A. buonornueckoe aerictsue HoBoro JIC

B. B0O3KBUBaIECHTHOCTD JI>KEHEPUKOB

C. OO1mas TokcnyHocts HOBOro JIC

D. Cnenuduuaeckas TokcuaHocth JIC

E. ®apmMakoPKOHOMHYECKUE MPEUMYIIIECTBA
HoBoro JIC

3. Hemnu I a3pl KIMHUYECKUX UCCIICIOBAHUI:
A. YCTaHOBUTH TepaneBTUUYECKOE ACHCTBHUE
HOBOTO JIC y OOJIBHBIX NMPH OMNpeeSIeHHON
MaTOJOTHH

B. Ouenuts nepeHocumocts HoBoro JIC y
3JI0POBBIX I0OPOBOJIBIIEB

C. M3yunts  (hapMakodIKOHOMUYECKYIO
s dexruBHOCTE JIC

D. N3yunth  OCHOBHBIE  ITapaMeETPBI
dapmakokunetukn  JIC 'y 310pOBBIX
JIOOPOBOJIBIIEB W OOJILHBIX v
OIPEICIIEHHON HO30JIOTHEN

E. BeisiBUTH pekue nooounbie 3pPeKTs

4. Henn II dazbl KJIMHUYECKUX
HCCJIEIOBAHU:

A. OneHutb 3 PEeKTUBHOCTH U 0€30MaCHOCTh
HOBOTO JIC y OOJIbHBIX MpU ONpe/IeIeHHON
MaTOJOTHH




B. UccnenoBate skckpenuto JIC y 60apHBIX
IIpH II0YEYHOU 151 IIEYCHOYHOU
HEJIOCTaTOYHOCTHU

C. Onpenennuts MaKCUMAJIBHO MTEPEHOCUMBIE
no3pl JIC 'y OONnbHBIX C ONpeAeNeHHOU
[1aTOJIOTUEN

D. Omnpenenuts 103bl1 ISl KIMHUYECKOTO
MPUMEHEHHUS y OOIBHBIX

E. HM3yuute BausHue JIC Ha mnOporsos
3a00JeBaHMs

3. Hemnn II (azbl KIIMHUYECKUX
HUCCIIEJOBAHUM

A. Ouenuts 3¢ (PEeKTUBHOCTH U OE30MIACHOCTh
HOBOTO JIC y OOJIbHBIX MpU OMNpeeIeHHON
MaTOJIOTUU

B. Hccnenosath s3xckpenuio JIC y G0nbHBIX
npu MMOYECYHOMN 151 MEYCHOYHOU
HEJIOCTAaTOYHOCTHU

C. Onpenenutb MaKCUMAJIBHO MEPEHOCHUMBIE
no3el JIC y OONBHBIX C OMNpeAeNeHHOU
[1aTOJIOTUEN

D. Omnpenenuts 103bl1 ISl KIMHUYECKOTO
IpUMEHEHUS y OOJIbHBIX

E. W3yuuts BinusHue JIC Ha mnporHos
3a0o0eBaHus

6. Hosoe JIC peructpupyercss mocie
ycnemHoro 3asepuenus KU:

A. I dpa3wr

B. II ¢a3sr

C. III a3

D. IV ¢a3zbr

7. Hemm IV~ ¢a3sl  KIMHUYECKUX
VICCIIEIOBAHUM:

A. U3yunuts mytarenHocts HoBoro JIC

B. W3yuurp 06e30macHOCTh NPUMEHEHUS
HOBOTO JIC Yy O€peMEeHHBIX JKCHIIUH

C. M3yunTth cpaBHUTENBbHYIO 3 (PEKTUBHOCTH
u Oe3onacHocts HoBoro JIC ¢ apyrumu
npenapaTtamMu, YK€ UCIOJb3YIOIIUMUCI B
KJIIMHUYECKON TMPaKTHUKE MO aHaJIOTMYHbIM
MOKa3aHUSM

D. BeoisaButh peakue mnodouHbie 3(PPeKTs
HoBoro JIC

E. M3yunth 3k0OHOMUYECKYIO 3D PEKTUBHOCTD
HoBoro JIC




8.Ilpn BBIIBICHWHM HOBBIX IIOKa3aHUN Yy
3apeructpupoBaHHoro JIC HykHO:

A. Cpazy 3aperucTpupoBarb IO HOBOMY
NIOKa3aHUIO0

B. M3yunth 110 HOBOMY IIOKa3aHUIO, HAYUHAsA
C ATana JOKJIMHUYECKUX UCCIIETOBAHUI

C. M3yunth 10 HOBOMY NOKa3aHUIO, HAUMHAs
c I ga3p1 kIMHUYECKOTO HCCIeJOBaHUS

D. M3y4uTh 110 HOBOMY IIOKa3aHUI0, HAYNHAS
co Il ¢a3bl KTMHUYECKOTO UCCIIEeI0BAHMUS

E. U3yuuth o HOBOMY nokazanutio B [V daze
9. OcHoBHBIE MapamMeTpbl (GapMaKOKUHETUKHU
HoBoro JIC uzyyatorcs:

A. B TOKIIMHUYECKHUX UCCIEOBAHUIX

B. B I ¢aze knmuHnueckux ucciie1oBaHui

C. Bo II — 1III ¢da3ax KIMHUYECKUX
HUCCIIEJOBAaHUN

D. YV GepeMeHHBIX KEHITUH

E. B mocTMapKeTHHIrOBbIX HAaOJII0JATEIbHBIX
UCCIIEJOBAHUSX

TecToBBIE 3aJaHUS:

1.Uto ompenenser HampaBieHUE pa3pabOTOK
HOBEIX JIC

A. [Tpuka3 COOTBETCTBYIOIIETO
PEryJsTOPHOTO OpraHa

B. Meaumunckas moTpeOHOCTh

C. KomMmepueckasi IpUBJIEKaTEIbHOCTh

D. CrtpemieHnue COBEPILUTH
dbyHIaMEeHTabHbIC OTKPBITHS B
MEIULIMHCKON HAyKe

E. HeobOxonumocTh KYPHaJIbHBIX
myOJIMKaIai

2. JIOKyMEHTBI, OIpECTSAIOIINE TOPSI0K
IJIAHUPOBAHUSA U MPOBEACHUS KIMHUYECKHUX
VICCIICIOBAHUN:

A. XenwcuHckas neknapainus BMA

b. PekomeHmanuu coBeTa MEKIyHApOIHBIX
opranuzanuidi mMeauuuHckux Hayk (CIOMS)
14

B. Konexc BO3 4. ICH GCP 5.

3. Ilpu  npoBeaeHUM  KIMHUYECKOTO
UCCIIEJIOBAHUSA TPUBOJATCS B  JIEUCTBUE
CTPYKTYpbI, OOECIEUUBAIOLIME KAYECTBO
VICTIBITAHUS B J1000M aCIIeKTe:




MJIaHUPOBAHUE, POBE/ICHUE, aHaJIu3,
MpPEeAOCTABICHUE JAHHBIX U T. 1.

A. BepHo

b. He BepHO

4. Haubonee BaXHBIM TMpU MPOBEACHUU
KJIMHUYECKOTO MCCIICIOBAHUS SIBISICTCS:

A. HWaTepechl U TmpaBa  y4aCTHUKOB
HCIIBITAHUS

b. UnTepecsl Hayku u oOlecTBa

B. O0Ga oTBeTa npaBUiibHbIE

4. VYYaCTHUKH MCCJICJOBAaHHUSA  JIOJDKHBI
noanucate  GopMmy  HHGOPMHUPOBAHHOTO
corjacus:

A. Jlo Toro, kak ero JaHHble OyAyT
paccMOTpEHbI HCCIIeI0BATEIEM KaK
MOTEHIIMATBHOTO YYaCTHUKA

b. Jlo Toro, kak OyneT BbIJIaH HCCIIETYEeMbIN
npenapar

B. Jlo Toro, kak manueHT OyaeT MOMyIIeH K
Y4acTHIO B HCCJEAOBaHUU (T. €. JO0 JIFOOOM
MPONEYPhI UCCIIETOBAHMS )

TecToBble 3a1aHU:

1. JlocTaTOYHBIM  OCHOBaHHEM, YTOOBI
HEeXKellaTeJIbHOEe COOBITHE OBLIO OTHECEHO K
CEPbE3HBIM, SIBISETCS:

A. CoOpITHE TIPUBOJUT K CMEPTH

b. CoGbiTHE HECET yrpo3y I )KU3HU

B. CoOblTue sBisieTcsi OIHOBPEMEHHO U
HEOXKUJITAHHBIM U CBSI3aHHBIM C
ynoTpeOeHreM mpenapara

I'. CoObITHE NPUBOIUT K TOCHHUTATH3AIAN
WIN YIJMHEHUIO CPOKOB FOCITUTATN3AINI

2. Hns OTpeieNICHUs
3¢ PEKTUBHOCTH/OE30ITACHOCTH  PA3IUIHBIX
JIe4eOHBIX BMEIIIATEILCTB HauoOoee
MTOJIXOIUT:

A. OIHOMOMEHTHOE o0Ocie1oBaHue
HOMYJISIUN

b. KoroptHoe uccnenoBanue

B. PaHmomu3upoBaHHOE KOHTPOJHPYEMOE
UCCIIEIOBAHUE

[ OnHOMOMEHTHOE  UCCIEIOBaHUE C
HCIIOJIb30BaHUEM
ciyyaliHOW/moce10BaTeIbHOU BBIOOPKH |




3. Camas BbICOKasi CTENEHb KOHTPOJIS Ha
CUCTEMHOU OIIMOKON MPUHAIJIEKHT:

A. HepannomuszupoBaHHOMY
KOHTPOJIUPYEMOMY UCCIIEIOBAHUIO

b. PaHIOMU3MPOBAaHHOMY KOHTPOJIUPYEMOMY
VICCIIEIOBAHUIO

B. KoroptHomMy ucciie1oBaHHIO

I'. MccnenoBaHuIo «Cily4yan-KOHTPOIIb)

4. llenp KJIMHUYECKOTO  HCCIEAOBAHUS
3aKJII0YAETCS B:

A. Onpenenenun 3¢ pexTUBHOCTH
BMeEIIATENbCTBA
b. Omnpenenenun 0e3o0macHOCTH
BMeEIIATENbCTBA

B. Onpenenennu q1uHaMUKA KauyecTBa KU3HH
Y CTOUMOCTH JICUEHUSI

5. [TepBuunOI KOHEYHOU TOYKOH
MCCIIEIOBAHUSI SIBJISIETCS

A.  DOddexr npemapata 'y  MEpBOTo
BKJIFOUEHHOTO B UCCJIEIOBaHUE MallMeHTa

b. Bapumant wucxoma, miIf  KOTOPOTO
IJIaHUPYETCS BO3MOXHOCTh  HauOoliee
MOIITHOTO CTaTUCTUYECKOTO aHaIN3a

B. Dddexkr nmnpemapara |y  mepBoro
3aKOHYMBILETO UCCIEA0BAaHUE MTAIUEHTA

6. XapakTepucTuka CypporaTHOM KOHEUYHOU
TOYKHU BKJIFOUYAET:

A. UYeTkyro TrpaHHUIly MEXIy HOPMOW U
[IaTOJIOTUEN

b. HanexHOCTh M BOCTIPOU3BOAUMOCTD

B. Otpaxenne 3(pPpekTHBHOCTU JICUCHHUS

I'. CMepTHOCTB OT BCEX MPUYUH

7. Ilpu oueHke pe3yJabTaTOB JICUCHUS
JI0Ka3aTeabHas MEAUIMHA OITUPACTCS:

A. Ha cypporaTHbie KOHEUHbIE TOUKU

b. Ha xecTkue KOHEUHbIE TOYKU

B. Ha nepBu4HbIE KOHEYHBIE TOUKH

['. Ha BTOpHYHBIE KOHEYHBIE TOUKHU

8.  OueHuTp  JKCIEPUMEHTAIbHOE U
KOHTPOJIbHOE JICYEHUE Y OJHUX U TEeX Ke
NAlUEHTOB MO3BOJISIET:

A. HccnenoBanue B mapajieabHbBIX TPynnax
b. IlepekpecTHas MOJI€JIb UCCIIE0OBAHUS

B. HccnenoBanue B 01HOM TpyIine

I'. KoroptHoe uccienoBanue




9. Onpenenenrie 00beMa BEIOOPKU CTPOUTCS
Ha CJIeIyIONNX oKa3aTesX:

A. JlanHble paHee IIPOBEICHHBIX
UCCIEN0BAaHUN

b. JlanHple peKkJaMHbIX OYKJIETOB IO
npernapary

B. J/laHHBIC MUJIOTHBIX UCCJIEOBAHUM

I'. JIutepaTypHble naHHbIE

/. Bce BbIlIE IEPEUNUCIEHHOE

10. OcHoBHBIE TPUYUHBI CUCTEMATUYECKOMN
OIIINOKU:

A. TlariueHTHl B MCCIEAOBAHUU OTIMYAIOTCS
OT TIOMYJISIAN

b. OTcyTcTBHE OCHENICHUS

B. OtcyrcTBUE paHmoMu3auu

I'. Hanmuue uckaxatoriero ghakropa

LTSt IPOMEKYTOYHOTO
koHTpoJs (I1K)

TecToBble 3a/1aHU:

1. dapmakoHa 30p BKIIIOYAET B ce0s BCE
NepeYUCIICHHOE, KPOME:

A. Coop, 06paboTKy, peTUCTPALIMIO U aHAJIN3
uHdopmanmu o peanuzanuu JKHBJIIIT

b. C60p, 06paboTKy, peruCcTpalfio U aHAJIU3
uHopManmu o mooouHbIX aeicTBusx JIIT

B. C60p, 06paboTKy, perucTpaIiio u aHaIu3
uH(GOPMAIINH O CEPhE3HBIX U HEMPEABUICHHBIX
HEXenaTelbHbIX peakuusax JII1

I'. Coop, 06paboOTKyY, pETHUCTPALIMIO U aHAJIN3
uHpopManmu 00 0COOEHHOCTIX
B3aumoencteud JIII ¢ npyrumu JII1, koTtopsie
OB BBISIBJICHBI TIPH MPOBEJCHUU
KJIIMHUYECKUX UCCIEAOBAaHUN U IPUMEHEHUHU
JIII

. Coop, 00pabOTKy, peTUCTPALIMIO M AaHAIIU3
nHdopmanmu o JII1 B mensx BeISBICHUS
BO3MO’KHBIX HETATUBHBIX MOCJIEICTBUN UX
MPUMEHEHHUS], TPEAYIPEKICHUS U 3aLTUTHI
NAlMEHTOB OT MPUMEHEHUS TaKUX NpenapaToB
2. [Topaaok OCyIIECTBICHUSI MOHUTOPHUHTA
oe3zonacHoctu JIII, perucrpannu noOOYHBIX
JIECTBUH, CEPHE3HBIX HEKETATEIBHBIX
peakiui, HeMPEeBUICHHBIX HEXEeIaTeIbHbIX
peakunii npu npuMmeHennu JIII, B Tom uncie




npeAcTaBiaeHus UHGopMaIuu 00 3ToM,
YTBEPKIACTCA:

A. ®enepanbHOi City»)00i1 o HaA30py B cdepe
3IpaBOOXPAHEHUS WM €€ TEPPUTOPUATHBIM
opranoM (Poc3npaBHaazopom)

b. ®enepanvHoit cinyxk00# 1o HaA30pY B cdepe
3aIlUTHI PaB MOTpeOuTENeH 1 OIaronoIydus
YEJI0OBEKa WUJIM €€ TEPPUTOPHUATBHBIM OPTraHOM
(PociotpeOnanzopom)

B. Opranom ucnonHuTeNnbHOU BilacTu B chepe
3/IpaBOOXpaHeHus cyobekTa PO

I'. MuHucTepcTBOM 31paBooxpaHeHuss PO

J. MUHUCTEPCTBOM CENBCKOr0 X035iiucTBa PO
3. ®apmMakoHaA30p OCYIIECTBISAETCS:

A. @enepanbHOU CiTy)K00# 10 HaI30py B cdepe
3APaBOOXPAHEHUS WU €€ TEPPUTOPHUATIBHBIM
opranom (PocznpaBuaazopom)

b. ®enepanpHoii ciryx00# 10 Ha30py B cepe
3alllUTHI MpaB MoTpedureneit u 6iaromnonyyus
YeJIOBEKA UJIU €€ TEPPUTOPUATIBHBIM OPTaHOM
(PocioTpebnamzopom)

B. Opranom ucnoiaHUTENbHON BIacTH B chepe
3/IpaBOOXpaHeHus cyorekTra PO

I'. MunucrtepcTBOoM 31paBooxpaneHus PO

JI. MUHUCTEPCTBOM CENBCKOT0 X035iicTBa PD
4. MoHUTOpUHT 6€30MaCHOCTH JIEKAPCTBEHHBIX
penapaToB MIPOBOJUTCS HA OCHOBAHUHU
MOJIYYECHHUSI CIICTYIOIINX COOOIEHUM, KpOME:
A. O moOOYHBIX IEHCTBUAX, B TOM YHCJIE
MO0OOYHBIX ICUCTBUAX, HE YKA3aHHBIX B
MHCTPYKUUAX N0 npuMeHeHuro JII1

b. O cepb€3HbIX HEXKENATEIbHBIX PEAKIIMSIX,
MPUBEIINX K CMEPTHU, BPOXKAEHHBIM
aHOMAaJIUSIM UJTM MTOPOKaM pa3BUTHUS TUOO
MPEACTABISAIOMINX COO0M Yyrpo3y KU3HU,
TPEOYIOMINX FOCMUTAIN3AIUU WU MTPUBEIIIEH
K CTOMKOW yTpaTe TPYJA0CITOCOOHOCTH U (MJIH)
WHBAJIUTHOCTHU

B. O HenpeaBUEHHBIX HEXENATeIbHBIX
peakiusix, B TOM YUCJI€ CBA3AHHBIX C
npuMmeHennem JIII B coorBeTcTBUH C




WHCTPYKIMEN MO NIPUMEHEHUIO, CYIITHOCTh U
TSXKECTh KOTOPBIX HE COOTBETCTBOBAJIHU
undopmanuu o JII1, cogepxaieiics B
MHCTPYKIHUH MO €r0 MPUMEHECHUIO

I'. O6 ocobennoctsx B3aumonerictus JIII ¢
npyrumu JII1, koTopbie ObLIN BBISIBICHBI IPU
MPOBEJICHUYU KIIMHUYECKUX UCCIIEOBAHUN U
npuMmenennu JIIT 1.

5. O npessiiennu 1eH Ha JKHBJIIT Hayunbie
MCCIIEIOBAHUS M BUJIBI JIESITEILHOCTH,
CBSI3aHHBIE C BBISIBICHUEM, OLICHKOM,
IMOHUMaHueM U npenorepamenuem HIIP,
Ha3bIBAIOTCS:

A. KommuiaeHcom.

b. ®apmakoHa30poM.

B. ®apmakosnuaeMuoIOTHeEN.

['. ®apmakoOMHCTIEKIHNEN.

6. Kanueporensnsie cBoiictBa HOBOro JIC
U3Yy4aroTCs:

A. B TOKIIMHMYECKUX UCCIENOBAHUSIX Y
YKABOTHBIX

b. B kpaTkoCpOUYHBIX TECTAX Ha
KaHLEPOT€HHOCTD

B. B ucciieqoBanusx y 310pOBbIX
JIOOPOBOJIBIIEB

I'. Bo Il haze kiMHUYECKUX UCCIACIOBAHUN Y
OOJILHBIX

7. YKaxXuTe caMblii CUJIbHBIN (haKTOp prCKa
Pa3BUTHS HEXENATEIbHBIX TOOOYHBIX PEAKITUi
no [kane GerontoNet:

A. Hannuue y nanmenta XCH

B. Hannune y manuenTa 3a0osieBaHus e4YeHA
C. OnHOBpeMeHHBIN npueM 8 u 0osee
JIEKapCTBEHHBIX CPEACTB

8. Onogemars o pazsutuu HJIP cnenyer:

A. Ilpu pazsutuu cepbe3nbix HIIP.

b. IIpu pazsutuu HIIP npu npumenennu JIC,
3apEruCTPUPOBAHHBIX S5 JIET HA3a1 U MEHEE.
B. Ilpu pa3Butun Heoxunnanubix HIIP.

I'. ITpu HIIP, pa3BuBIIMXCS BCIEACTBUE
MEKJIEKapPCTBEHHOTO B3aNMO/ICCTBUSL.




/1. BepHO Bce BBILICIIEPEUNCIEHHOE.

9.0 noxazaHHOU M IPU3HAHHOU

3¢ PEeKTUBHOCTH METO/Ia WJIM BMEIIATEIbCTBA
CBUJIETEIIbCTBYET KJIACC KIIMHUYECKUX
PEKOMEHIAINH:

A. I kmacc

b. IIa ximacc

B. 1Ib xnacc

I'. III xmacc

10. Pe3ynbrathl HEOONBIINX UCCIICIOBAHUMH,
PETPOCTIEKTUBHBIE UCCIIEAOBAHUS, 00IIIee
MHEHHE DKCIIEPTOB COOTBETCTBYIOT YPOBHIO
JIOKa3aTeIbHOCTH:

A A

b.B

B. C3.

11. Pe3ynbTaThl HECKOJIBKUX
PaHIOMU3UPOBAHHBIX UCCIICIOBAHUIM
COOTBETCTBYIOT YPOBHIO JOKa3aTE€IbHOCTH:
A A

b.B

B.C

12. I'naBHBIM UCTOYHUKOM MOJIYYECHHUSI
JTOKA3aTeIbHBIX PE3YJIbTATOB SBISIFOTCS Oa3bl
JTAHHBIX:

A. KokpanoBckas 6uOimorexa

b. Medline, Clinical B. Evidence

13. Jlyist onpenienieHys mMporHo3a 3a00J1eBaHms
MPOBOJISIT MOUCK UCCIIETOBAHMIA:

A. PKU1

b. KoroptHoe uccnenoBanue

B. HccnenoBanue ciry4aii-KOHTPOJIb

I'. Cucrematuueckue 0030phI

14. KokpaHoBckas 6a3a JaHHBIX BKIIOYACT B
ceost:

A. JIBe meta-6a3s1 (KokpanoBckas 6a3za
JTAHHBIX CUCTEMAaTHYECKUX 0030pOB, 0aza
JaHHBIX pedepaToB 0030poB 3HPEKTUBHOCTH)
b. KokpanoBckas 0a3a TaHHBIX 11O
METOJI0JIOTHH 0030pOB




B. ba3a na"HbIX, IOCBALEHHBIX HAYYHOMY
aHaJIu3y

15. Marepuasbl, COOTBETCTBYIOIINE KPUTEPUIM
BBICOKOT'O METOJIOJITMYECKOTO Ka4eCTBa,
npeACTaBIeHbI B 0a3ax JaHHBIX:

A. MEDLINE

b. Best Evidence

B. Clinical Evidence

I'. EMBASE

J. KokpaHoBckas Oubnmnoreka

16. Tlouck cucremaTuyeckux pedeparon
IIPOBEPEHHOTO KAYE€CTBA 10 BCEM UMEIOIINMCS
JIOCTOBEPHBIM CBEJEHUSAM IO ONPEAECIEHHON
TEME MPOBOJSAT:

A. MEDLINE

b. KokpanoBckas 6aza m1aHHBIX

B. EMBASE

I'. Hurpe w3 nepedncieHHbIX

17. Beicuiyto CTynieHb B HEpApPXUU
JI0Ka3aTeIbHON MEIULINHBI 3aHUMAET:

A. MeTa-aHaJIu3 KOTOPTHBIX UCCIEA0BAHUN
b. cucrematudeckuii 0630p
PaHIOMU3UPOBAHHBIX KIMHUYECKHUX
HUCCIIETOBAaHUN

B. o6cepBanrionHoOe KITUHUYECKOE

I'. paHIOMU3UPOBAHHOE KIMHUYECKOE
UCCIIEJOBAHUE

6.3. Onncanne KpUuTEepUeB M MIKAJ OLIEHUBAHUS

B xome Tekymero KOHTpOJA YyclieBaeMOCTH (IIOATOTOBKA U 3alllUTa
pedeparta, 10K, MPE3CHTALINUS, TECTUPOBAHKE H TIP.) MPU OTBETaX HA YUEOHBIX
3aHATHSX, a TAKXKE MPOMEKYTOUHOM aTTecTauu B opMe 3adera o0ydaronmecs
OLICHUBAIOTCS M0 ABYXOANILHOMU LIKAJIE:

OueHka  «3a4T€HO» —  BBICTABISIETCS  aCOUpPaHTy, €CIU  OH
MPOJIEMOHCTPUPOBAJI 3HAHUSI TPOTPAMMHOT0 MaTepHuaia, moJpoOHO OTBETHI Ha
TEOPETUYECKHUE BOIMPOCHI, CBOEBPEMEHHO, KAYECTBEHHO U YCIEUIHO BBIMOJHUI
ATanbl HAY4YHO-KUCCIIEIOBATENIbCKON JEATEbHOCTH, OTYET 3a Y4YeOHBbIH ToJ
MPEACTABIIEH B CPOK U MOJKPEIUIEH COOTBETCTBYIOIIUMH JOKYMEHTAMH.

OueHka «HE 3a4T€HO» — BBICTABIACTCS ACHUPAHTy, €CIU OH HMEET
npoOeibl B 3HAHUSAX MPOTPaMMHOr0 MaTepuaia, He BJIaJeeT TECOPETUUYECKUM
MaTepuagoM, HE BBINOIHUI 3Talbl HAYYHO-UCCIEIOBATEIbCKON JIESITENbHOCTH,
OTYeT 3a YYEOHBIM TOJ HE NPEACTaBIE€H B CPOK W/WIH HE MOAKPEIUICH
COOTBETCTBYIOIIUMU JOKYMEHTAMH.




[kana oueHuBaHus (IByXOaibHas), UCHOJb3yeMas B paMKax TEKYILETo
KOHTPOJII ~ yCIIEBA€MOCTH  OIpENENseTCsl IpenojaBaTesieM, HUCXOAsS U3
1[€J1€CO00Pa3HOCTH MPUMEHEHUS TOM WJIM MHOM IIKAJbI.

Ecnu Texymuii KOHTpOJb YCHEBAEMOCTH U (WJIM) HPOMEXKYTOUYHAs
aTTecTalusi, MpeayCMaTpUBAaeT TECTOBbIE 3aJaHUs, TO MEPEBOJ PE3YJIbTAaTOB
TECTUPOBAHUS B IBYXOAJIbHYIO IIKAJY:

Onenka «3aureHo» — 71-100% npaBUIBHBIX OTBETOB;

Onenka «He 3auteHo» — 70% u MeHee paBUIIbHBIX OTBETOB.

7.  Y4deOHO-MeTOoaM4Yeckoe U HUHPOpPMANMOHHOEe obOecnevyeHHe
AUCHUIUINHBI (MOIYJIs1)

Tabmuma 8
Ne ABTOp, Ha3BaHMeE, MECTO U3AaAHMS, U31ATEJIbCTBO, I'0J KoauuecTBO
n/n U3IaHUs Y4eOHOi U YUeOHO-MeTOANYECKOi JTUTepaTyphl IK3EeMILISAPOB
1 backakoB, A. ., Mertononoruss Hay4HOTO Y naneHHbIN
uccnenosanua. / H. B. TynenkoB —M.: JIOCTYII
H3nareasctBo MAVII, 2004. — 216 c.
2 Hosuxkos, A. M., Merogonorus. / JI. A. HoBukoB — Y naneHHbIN
M.: CUHTETI’, 2007. — 668 c. JOCTYT
3 [Tankosckas, II. . Meromosioruss Hay4YHBIX Y naneHHsIn
uccae0BaHui: Kypc Jeknuit. — M.: Uudopmmnpecc, JIOCTYTI
2006. — 182 c.
4 MeTtoaojioruuecKue poOJIeMbI HAy4YHOTO YV naneHHbIi
uccienoanus. - Hopocubupck: Hayka,1984.-316 c. JIOCTYII

7.1. Ilepedyenb pecypcoB HHPOPMAIMOHHO-TEJIEKOMMYHUKAMOHHO
cetu « MHTEpHET

1. Odunmaneueiii caiit ®I'BOY BO TI'MVY MunsznpaBa Poccun: aapec
pecypca — https://tgmu.ru.ru/, Ha KOTOpOM coOAepI)KaTCsA CBEICHUS 00
o0Opa3oBaTeIbLHOM OpraHU3alluy U €€ TI0JIpa3/IeTICHUSX, JIOKaTbHbIE HOPMATHBHBIC
aKThl, CBEJICHUS O pealn3yeMbIX 00pa30BaTENbHBIX MPOrpaMMax, UX ydeOHO-
METOIMYECKOM ¥  MAaTePUATbHO-TEXHUYECKOM OOECHEYeHHH, a TaKKe
CIpaBOYHas, omepaTuBHas U wHas WHbopManus. Yepe3d oduIIMATBHBIA CAUT
oOecreuynBaeTcss MOCTYNl BCEX YYaCTHUKOB OO0pPa30BATENBHOTO MpoIecca K
Pa3IMYHBIM CEPBUCAM U CCBHLIKaM.

2. DnexTpoHHAs OUOIMOTEeYHAs cUcTeMa « Y HUBEPCUTETCKass OMOIMoTeKa
online» www.biblioclub.ru;

3. «OnexkTpoHHO-OnOnMoTeyHass cuctemMa «KOHCYIbTaHT CTyJCHTa»
http://www.studentlibrary.ru/

4. DOnextpoHHass OubOnuoreuHass cucrtema «KoHCynbTaHT Bpaya»
https://www.rosmedlib.ru/

5. DnektponHas oubnmuoTeuHas cuctema «bykam» http://books-up.ru/



http://www.biblioclub.ru/

6. OmnextpoHHas Oubauoreka aBtopoB TI'MY B  DnekTpoHHOM
oubmmoteunoit cucteme «PykonT» http://lib.rucont.ru/collections/89

7.  DnekTpoHHO-OmMONMoTeunas  cucrema  elibrary  (moammcka)
http://elibrary.ru/

8. Medline with Full Text http://web.b.ebscohost.com/

9. BJ] «Cratuctuueckue uznanus Poccuny» hitp://online.eastview.com/

10. OBC «JIanw» http://www.e.lanbook.ru

11. 3BC KOpaiit — D1eKTpOHHO — OMOIMOTEYHAs! CUCTEMA,;

12. BJ] «Meaumnay BUHUTU http://bd.viniti.ru/

13. BJ1 Scopus https://www.scopus.com

14. BJ] WoS http://apps.webofknowledge.com/WQOS

15. Springer Nature https://link.springer.com/

16. Springer Nano https://nano.nature.com/

17. ScienceDirect https://www.sciencedirect.com/

18. ®OMBb — denepanibHast AIEKTPOHHAS MEIUIIMHCKAsE OMOIMOTEKA.

Ilepeuenb mnpodeccHoOHANBLHBIX 0a3 JAHHBIX W HMH(OPMALMOHHBIX
CNPABOYHbIX CHCTEM:

1. http://www.consultant.ru - KoHcynbTaHT CTyaeHTa, KOMITBIOTEpHAs
CIpaBOYHAas MpaBoBas cucrema B PD;

2. https://www.garant.ru - I'apaHT.py, crpaBOYHO-IIpaBOBasi CHCTEMa II0
3aKOHOAATENbCTBY Poccuiickoit Denepannu;

3. https://minzdrav.gov.ru - Odunmaneueiii  caliT MuHHCTEpCTBA
3npaBooxpaHeHus PD — crpaBodHO-IIpaBOBasi CUCTEMa 10 3aKOHOAATEIHCTBAM
MunucTepcerBa 31paBooxpaneHust PO, coOnep UT KIMHUYECKUE PEKOMEHIAIUU
10 MpOo(IITAKTHKE U JICUCHHIO 3a00JI€BaHUM;

4. https://grls.rosminzdrav.ru - 'ocymapcTBeHHBINH peecTp ICKAPCTBEHHBIX
CPEICTB — IMEpPEUYCHb OTEYECTBEHHBIX M 3apYOC)KHBIX JICKAPCTBEHHBIX CPECTB,
pa3pelIeHHBIX K MEAULIMHCKOMY pUMEHEHUI0 B Poccuiickon denepanuu;

5. http://www.rlsnet.ru - Poccuiickas sarmknoneaus jekapcts (PJIC) —
['maBHast H>HIMKIONEIUS JIEKAPCTB U TOBApPOB AaNTEUYHOTO ACCOPTUMEHTA
POCCHICKOTO UHTEPHETA;

6. https://www.gastroscan.ru — T'actpoCkan, WH(GOPMAIMOHHBIN CaWT,
MOCBSIIICHHBIA JUATHOCTUKE W JICUCHHUIO (PYHKIIMOHAIBHBIX 3a00JeBaHUMN
KEITYTOUYHOKUIIIEYHOTO TPAKTA;

7. http://www.elibrary.ru eLIBRARY, Hayunast anextpoHHas OubiroTeka
— Poccuiickuii mHQOPMAIMOHHO-AaHATIMTUYECKUNA TMMOPTAT B OOJACTH HAYKH,
TEXHOJIOTUU, MEUIIMHBI U 00pa30BaHMUS;

8. https://medlit.ru - U3natensctBo «Meauiunay — JXypHaiasl U KHHIH,
BBITTyCKaeMbIC H3aTSIIbCTBOM 10 Pa3HBIM 00JACTSIM MEIUITNHBI,

9. https://pubmed.ncbi.nlm.nih.gov — PubMed, AHrios3bdHas TeKCTOBas
0a3a JaHHBIX MEIUIIUHCKUX U OMOJOTHYECKUX MyOJIMKAIINI;


http://web.b.ebscohost.com/
http://online.eastview.com/
http://www.e.lanbook.ru/
http://bd.viniti.ru/

10. https :// www. drugs. com - Drugs.com, Pecypc 1o nporao3upoBaHuio
MEXJIEKapCTBEHHBIX B3aUMOJECHCTBUI (OCHOBaH Ha HWHCTpykuusx FDA, nHa
AQHTJIUHACKOM SI3BbIKE);

11. http://www.freemedicaljournals.com — ba3a pgaHHBIX COJIEPKHUT
uH(pOpPMAIMIO 0 MEJUUMHCKUX XXypHajax Ha pa3HbIX fA3bIKaxX (C OECIUIaTHBIM
JIOCTYTIOM B TeueHue 1-6 mecsna, 1 roga u 2 net nocie myOauKaium);

12. http://www.formulavracha.ru - ®opmyna Bpauda, npodeccruoHaIbHBII
UHTEPHET-PECypPC, COAEpKAIIUNA HOBOCTH MEIUIIMHBI H 3ApaBOOXpaHEHUS,
W3MEHEHUS B 3aKOHOJATEICTBE, PE3YIbTAThl MEXKIYHAPOIHBIX HUCCIEIOBAHUM,
HOBEBIE JIEKAPCTBEHHBIE CPEICTBA, )KYPHATbHBIC CTATHU;

13. http :// www. edu. ru - dexepanbHblii moptan «Poccuiickoe
oOpa3oBanue» — EnmHOe OKHO gocTyma K oOpa3oBaTelnbHBIM pecypcam. Ha
JaHHOM TIOpTaJie MPEJOCTaBISETCS JOCTYH K y4eOHHMKAM 1O BCEM OTpaciisiM
MEIHIIUHBI U 3/[PAaBOOXPaHCHHS,;

14. https://www.cochrane.org — KokpanoBckoe COTpyAHHYECTBO MOPTAI
conepkuT KokpaHOBCKYIO OMOIMOTEKY, COCTOSIIYIO M3 YEThIPEX OTIEIbHBIX 0a3
naHebIX: CHcTeMaTH4eckre 0030phl M MPOTOKOJIBI TOTOBSIINXCS 0030pOB;
Peructp KOHTpONMpyeMbIX KIMHUYECKHX WCIBITaHUH; PedeparuBHas 06aza mo
3¢ (PEeKTUBHOCTH MEIUIIMHCKUX BMeIIaTenbcTB; bubnuorpadus mydnaukauuii mo
METOJIOJIOTUH CHHTE3a U aHAJIN3a PE3YJIbTATOB KIIMHUYECKUX HCCIICTOBAHUM.

8. MarepuajbHO-TeXHHUYECKOe olOecredyeHre IMCHUIIMHBI (MOTYJIA)
2.1.1.2(®d) Metoaosiorusi HAy4YHOU JESATEITHLHOCTH.

B ®I'bOY BO TI'MY Mun3zapaBa Poccum wumeercss AOCTATOYHOE
KOJMYECTBO CHEIUATBHBIX TOMEIICHUIN 711 IPOBEACHUS 3aHATHI JEKIIMOHHOT O
TUIA, 3aHATHUA CEMHUHAPCKOTO THIA, TPYNINOBBIX U HWHIWBUAYAIbHBIX
KOHCYJIbTallUl, TEKYIIETO KOHTPOJIS U MPOMEKYTOUHOW aTTECTAllMU, a TAKKe
MOMEIIEHUS JJIi CaMOCTOSITeNIbHOM paboTel. CrenuanbHble MOMENICHUS
YKOMIUIEKTOBAaHBI CIICIIUATU3UPOBAHHON MEOEIBI0 U TEXHUUECKUMU CPEJICTBAMU
oOy4YeHHsl, CITy>KaIUMU TSI TIPeICTaBICHUS HH(GOpMAIK OOIBIIION ayTUTOPUU.

LentpanpHast HayyHO-UCCIeAOBaTENbCKas tabopaTopus (nanee - LIHNIT)
peanu3yeT MPOM3BOJCTBEHHYIO, HAYYHYIO M 00pa30BaTeIbHYIO JACSATEIHHOCTD B
0o0JaCTM  WHHOBAIIMOHHBIX  MOJICKYJSPHBIX  TEXHOJOTHHA  JTMAarHOCTHKHU
COMATHYECKNX W WHQEKIMOHHBIX TaTosoruil. Hanmmume coBpeMeHHOTO
crienuanu3upoBanHoro obopymosanus B [IIHNJI mo3BossieT mpoBOUTH B TIOJTHOM
o0beMe Hay4HO-AMArHOCTHYECKHWE HCceaoBanus. HaydHelii (QyHIaMeHT,
¢h(peKTUBHBIE METOJOJOTHH W MHOTOJICTHHHA OMBIT PabOThl COTPYAHUKOB
YHHUBEPCUTETA o0ecrneunBaoT BO3MOXHOCTb MIPOBEACHUS LUKJIOB
YCOBEPIIIEHCTBOBAaHMSI TPO(ECCHOHANTN3MA Bpayeil pa3IMdHbIX CIEIUATLHOCTEH
B 00JIaCTU MPUMEHEHHS] COBPEMEHHBIX TEXHOJIOTUN MOJICKYJISIPHOW MEIUIIUHBI
U1l TUAarHOCTUKHU cocTosiHus opranusMma. [{THWMJI pacnonaraer momenieHusimMu
obOmeit momaario 200 M2, B CBOEHMl CTPYKType HMMEET OTIAe] MEIULMHCKOU
MUKPOOUOJIOTUH, OTHEN (PYHKIMOHAIBHOW THMCTOJIOTMH, OTAEN MOJICKYJISIPHOM



MMMYHOJIOTHH 1 KJICTOYHBIX TEXHOJOTUH, OT/E] T€HETUKH U TIPOTCOMUKH, OTIEI
(GYHKITMOHAIBHON THCTOJIOTHH.

[lepedeHp MaTEepHAIBHO-TEXHUYECKOTO 00ECTICUCHUSI, HEOOXOIUMOTO ISt
peanu3aiu  TporpaMMbl acCUPAHTYPhI, BKJIOYaeT B cebs jabopaTopHOe
oOopynoBaHue st oOeCIeueHus MUCIHIUIAH, HAaYYHO-HCCIIEI0BATEeIbCKOM
paboTel W mpakTUK. [lomHBI TEepedYeHb MaTEPHUATBHO-TEXHHYECKOTO
obecnieueHus: 00pa3oBaTeILHOTO Mpollecca MpeACTaBlIeH Ha OpUInaIbHOM caiTe
B mojapazjene «MarepuaibHO-TeXHUYECKOe OOecleueHne W OCHAIIEHHOCTh
oOpazoBaTebHOTO mpoleccay pazaena «CeeneHus 00 00pa3oBaTeIbHON
OpraHu3aIum.

[TomeneHust st caMOCTOSITEIBHOM PabOThl OO0YUYarOIIUXCS OCHAIICHBI
KOMITBIOTEPHON TEXHUKOW C BO3MOXKHOCTBIO MOAKITIOYCHUS K ceTH «HTEpHET»
u oOecIrieueHueM JIOCTYIa B 3JIEKTPOHHYIO MH(DOPMAIMOHHO-00pa30BaTEeIIbHYIO
cpeny PI'bOY BO TT'MY Munszapasa Poccun.

OOyuyaromuecss W3 4YUCIA JIMI C OTPAaHUYCHHBIMH BO3MOXXHOCTSMH
3JI0POBbSI 00CCIICUCHBI 3JICKTPOHHBIMU U (MJIH) ITEYaTHBIMU 00pa30BaTCIIbHBIMU
pecypcamu B (hopmax, alaiTAPOBAHHBIX K OTPAHUYCHUSAM UX 37]0POBBI.

9. IlepeyeHb MHPOPMANMOHHBIX TEXHOJOIWiIl, MCIOJb3yeMbIX I
OCYyLIEeCTBJIEHHUsSI 00Pa30BaTEJBLHOr0 MpoLecca Mo AUCHMILINHE (MOIYJII0),
HHPOPMALMOHHO-CIPABOYHBIX CHCTEM, JIMIEH3UOHHOIO W CBOOOJHO
PACIpOCTPAHSIEeMOr0 NPOrPAMMHOIO  o0ecmedyeHusi, B TOM  YHCJIE
0T€4YEeCTBEHHOI'0 IMPOU3BOACTBA:

1. Polycom Telepresence M100 Desktop Conferencing Application
(BKC)
SunRav Software tTester

7-PDF Split & Merge

ABBYY FineReader

Kaspersky Endpoint Security

Cucrema onnait-rectupoBanusi INDIGO

Microsoft Windows 7

Microsoft Office Pro Plus 2013

1C:YuauBepcurer

0. Tapant

1. MOODLE (MmonynbHast 00bEKTHO-OpHUEHTUPOBAHHAS JUHAMHUYECKAs
yaeOHas cpena)

RHBO©oo~NOoOOTA~WN

10. MeToanueckue pPeKOMEHAAUMM [0 OPraHU3AUUM HU3YYeHHS
AUCUMILTAHBI (MoayJsi) 2.1.1.2(®) MeTtononorust Hay4HOU NEATEIbHOCTH:

OOyueHune ckJagbiBaeTCsl M3 ayAUTOpHBIX 3aHsATUd (16  yacoB),
BKJTIOYAIOIIUX MPAKTUUYECKUE 3aHATHSA, CaMOCTOSTEIbHYIO paboTy (56 yacoB).
OcHOBHOe y4eOHOE BpeMsl BBIJEISETCA HAa TEOPETUYECKYIO MOATOTOBKY IO
BOIIPOCaM METOJ0JIOTUU HAYYHOU EsITEIbHOCTH.



[Ipy u3ydyeHun QaxkynbTaTuBa HEOOXOJMMO HCIOJIB30BATH CIIEAYIOIINE
o0pa3zoBaTeIbHbIE TEXHOJIOTHUU: TPAKTUYECKUE 3aHATHUS, TPOOJIEMHBIE TUCIYTHI,
JMCTAHIIMOHHBIC TEXHOJIOTUHU (CUTYallMOHHBIE 33]]Ja4l) U OCBOUTH MIPAKTUUECKHUE
YMEHUS Bpaya, penoaaBaTelis — UCCIEeI0BaATES.

[IpakTyeckue 3aHATUS TIPOBOMASITCS B BHUAEC CEMHUHAPOB, pEIICHUS
CUTYallMOHHBIX 33/1a4, OTBETOB Ha TeCTOBbIE 3aanus. CamocTosTeabHas padbora
MO/Ipa3yMEBAaeT MOJATOTOBKY pedeparoB, Npe3eHTalui, 3CCe€ U BKIIOYAET:
BBICTYIUICHUSI OOYYaloImMUXCSd Ha HAyYHO-TPAKTUYECKUX KOH(MEPEHIUAX U
HamnucaHWe T€3UCOB, CTATEH.

PabGora ¢ yueOHON nuTepaTypoil paccMaTpuBaeTcs Kak BUJ y4ueOHOU
pabotsl o (axkynbraTuBy 2.1.1.2(D) MeTononorus HaydyHOU NESITEIBHOCTH U
BBITMOJIHSAETCA B MpEJIeNiax 4acoB, OTBOAUMBIX Ha e€ u3yuenue (B pazgene CPC).

Kax b1l acnupant o6ecniedeH TOCTYIOM K 3JIEKTPOHHO-OMOIMOTEYHOMY
pecypcy VYHuBepcutera u Kadeapel. Bo Bpems wusyuenus ¢akyiabTaTUBa
aCIMPaHThl CaMOCTOSATENIBHO TMPOBOASAT aHAJIW3 HWCTOYHUKOB JIUTEPATYpHI,
opopMIIsItOT pedeparbl, MPEe3eHTAIIMU, 3CCE U TMPEACTABIAIOT HA 3aHATHUSIX U
HAyYHO-TIPAKTUYCCKUX KOHPEPCHIIHSIX.

Hcxonnbplil ypoBeHb 3HAHUM ACIUPAHTOB OMPEACISIETCS TECTUPOBAHUEM,
TEKYIINI KOHTPOJIb YCBOCHHUS MPEAMETA ONPEIENSIETCS] YCTHBIM OIPOCOM B XOJI€
3aHATHH, BO BpeMs KJIMHHYCCKMX pa300poB, TMPU PEIICHUH THITOBBIX
CUTYallMOHHBIX 33/1a4 U OTBETAaX HA TECTOBBIC 3a/IaHMUS.

[To xaxkxnoMy pazzueny ydeOHON AUCIHUIUIMHBI pa3paboTaHbl METOIMYECKHE
yKazaHusi s npenoaaBareneit mo 2.1.1.2(®) Merogonorus HaydHOU
JEeSITEHHOCTH.

OOyuaroiuecss W3 4YUCia JHI C OTPAHUYCHHBIMH BO3MOKHOCTSIMHU
3I0pPOBbSI 00ECTICUCHBI DJIEKTPOHHBIMU U (UJTM) MEYATHBIMU 00pa30BaTEeIbHBIMU
pecypcamu B hopmax, afanTHPOBAHHBIX K OTPAHUYCHHSIM UX 3I0POBBSI.

11. OcoGenHocTH peanM3auMy JAUCHMUILIMHBI JJISI O0Yy4AKOIIUXCHA C
OrpaHMYEeHHBIMH BO3MOKHOCTSIMH 3/I0POBbSI H HHBAJIH/I0B

11.1. Hanauuyume  COOTBETCTBYKWINMX  YCJOBUH  peaju3annu
AUCUMILTHHBI.

st oOydarommxcss W3 YWCiIa WHBAIUIAOB W JIMIl C OTPaHUYCHHBIMHU
BO3MOXHOCTSIMU 3/JOPOBbSI HA OCHOBAaHUW MUCHMEHHOTO 3asiBICHUS JUCIUILINHA
peamusyeTcs ¢ Yy4eTOM OCOOCHHOCTEH  ICHXO(PHU3UYECKOTO  Pa3BUTHI,
WHIUBUIYAbHBIX ~ BO3MOXXHOCTEH W COCTOSTHHSI  3/I0pOBbsl  (nmamee -
WHIUBUIYAbHBIX O0coOeHHOCcTel). O0ecneynBaeTcss COONIOACHUE CIEeIYIONTNX
oO0mux TpeOOBaHMI: WCTIOIB30BAHNUE CICIHAIBHBIX TEXHUYECKUX CPEJICTB
oOydeHHs KOJUIEKTHBHOTO ¥ WHAMBUAYATBHOTO TMOJH30BAHUS, MMPEAOCTABICHUE
YCIYr acCUCTEeHTa (IIOMOIIHHKKA), OKa3bIBAIOIIEIO0 TaKOMYy OO0ydaromemMycs
HEOOXOIUMYI0 TEXHHMUYECKYI0 IOMOINb, OOECHeYeHHe J0CTyna B 3JaHUS U
MTOMETICHWSI, T/Ie TPOXOIAT 3aHATHS, APYTHE YCIOBHS, 0€3 KOTOPHIX HEBO3MOKHO
WJIM 3aTPYJHEHO U3yUYCHUE TUCITUTIINHBIL.



11.2. O0ecnieyeHnue co0/110AeHUSE 00U X TPEOOBAHUIA.

[Tpu peanuzanuu TUCIUILIMHBEI HA OCHOBAHWH TMHCHMEHHOTO 3asBICHHSI
oOyyaroierocsi 00ecreunBaeTcsi COOMI0ICHUE CAETYIONIUX 00X TpeOOBaHUIA:
MIPOBEJICHUE 3aHATUN I 00YJAIONUXCSI-UHBAIUIOB U JIUI] C OTPaHUYCHHBIMH
BO3MOYXHOCTSIMU 37I0POBBS B OHOU ayTUTOPUHA COBMECTHO C 00YJaIONTUMUCS, HE
UMEIOIMMHA OTPAHUYCHHBIX BO3MOXXHOCTEH 37I0pPOBbS, €CIIM 3TO HE CO37acT
TPYAHOCTEH  OOyYaroIIMMCsS; TPUCYTCTBUE B  ayJAUTOPUU  aCCHCTCHTA
(accucTeHTOB), OKa3bIBAIOMIET0(MX) OOYJAIOITUMCS] HEOOXOIUMYI0 TEXHUUECKYIO
IOMOIITb C YYETOM WX WHIUBHIYAIbHBIX OCOOCHHOCTEH HA OCHOBaHUU
MUCBMEHHOTO  3asBJICHUS, IIOJb30BAaHUEC HEOOXOJAMMBIMH  OOYJaroNIUMCs
TEXHHYECKUMU CPEJICTBAMH C YICTOM UX WHIAMBUIYATbHBIX OCOOCHHOCTEH.

11.3. [doBenenue 10 cBeJeHUs] O0YyYAKIIUXCHA C OrpaHUYCHHBIMH
BO3MOKHOCTSIMHU 3/I0POBbSI B JOCTYNHOI A5 HUX (popMe BceX JOKAIbHBIX
HopMaTuBHBIX akTOB PI'BOY BO TI'MY Munsapasa Poccun.

Bce nokansubie HOpMmaTuBHBIE akThl PI'BOY BO TI'MY Mun3npasa
Poccun o Bonpocam peanmzanuu JaHHOW JUCIUIUIMHBI JOBOJSTCS 10 CBEICHUS
00y4Jaromuxcs ¢ OrpaHUYCHHBIMU BO3MOXKHOCTSMH 37I0POBbSI B JJOCTYITHOM JIJIst
HUX dopme.

11.4. Peanu3zanusi yBeJIM4eHUS NPOJAOKUTEIbHOCTH MPOXOKIAEHMS
NPOMEKYTOYHOH  aTTeCTAIIMM 1O OTHOIIEHHI0 K YCTAHOBJIEHHOW
NPOAOIKUTETLHOCTH s o0yuaromerocsi c OrpaHUYeHHBIMH
BO3MOKHOCTSIMHU 3/10POBbSI.

dopMa TMPOBEACHUS TEKYIIEH M MPOMEKYTOUYHOW AaTTECTALMUHU I10
TUCIUIUIMHE [JI1 OOy4YarolMXCS WHBAJIUIOB M JIMIl C OTrPaHUYCHHBIMU
BO3MOXHOCTSIMA 3J0POBbSl YCTAHABIMBAETCS C YYETOM WHIAWBUAYAIbHBIX
ncuxousndeckux ocobeHHocTen (yCTHO, MUChbMEHHO Ha Oymare, TUChbMEHHO Ha
KOMIIbIOTEpe, B (¢GopMe TecTupoBaHUs U T.M.). [IpogomKUTENbHOCTD
MIPOXOKJICHUS MTPOMEKYTOUYHOM aTTECTALMU 10 OTHOLICHUIO K YCTaHOBJIEHHOU
MPOAOJDKUTENIBHOCTH ~ YBEJIIMYMBAECTCA 110  NUCBMEHHOMY  3asIBJICHUIO
oOyuaromierocs C OTPaHUYECHHBIMHU BO3MOXHOCTAMU 310POBBAL.
[IponOMKUTENBHOCTh MOATOTOBKM OOyYarollerocs K OTBETy Ha 3auere
yBeJIMYMBAETCs HE MeHee yeM Ha 0,5 yaca.



