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PABOYAS MPOrPAMMA YYEBHOW OUCLIMITUHBI

B1.55 OpraHn3aumna AOKNMHNYECKUX U KITMHUYeCKUX uccrnenoBaHnm
NeKapCTBEeHHbIX CpeacTB

1. Koa n HaumeHOBaHMe HanpaBfieHMA NOoAroToBKu/cneunanbHOCTH:
33.08.02 ynpaBneHue n akoHoMMKa dhapmaumm

2. Mpocdunb nogroTroBku/cneumanusaumua: papmaums
3. KBanudukaumsa BbINyCKHUKA: NPOBU30OP-MeEHEXEP
4. dopma ob6y4eHus: oyHas

5. Kachenpa, oTBeyarowan 3a peanmsaumio AUCLUUNNUHbI: Kadeapa papMakonornm un Knu-
HU4ecKon dhapmakonormm

6. CoctaButenu nporpammbl: bysnama A.B., A.meAa.H., JOUEHT, 3aB. kacdeapon gpapmakosno-
KU N KNUHM4YecKon hapmakosiormm

7. PekomeHgoBaHa: HayyHo-meToanyecknm coBeTom bapmMaueBTUYeCKoro oakynbTeTa,
npoTtokon Ne1500-06-05 ot 25.04.2022

8. YuebHbIn roa: 2022-2023 CemecTp: 2
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9. Llenu v 3apayn y4e6HON AUCUMNIINHDBI:

Llenn: cpopmmpoBaTh rOTOBHOCTb K y4acTUIO B OpraHu3aumm, NnpoBeAeHn, aHannse n ooopmieHnn pe-
3ynbTaTOB AOKMMHUYECKMX U KITMHUYECKMUX UCCNEA0BaHNA, B TOM YMCIE K NPOBEAEHUIO Npoueayp, npeay-
CMOTPEHHbIX NPY roCyAapCTBEHHOW perMcTpauumn nekapCTBeHHbIX NpenapaToB.

3agauu:

— 03HAaKOMUTbCS C NPUHLMMNAMM OpraHn3aLnm JOKNMMHUYECKNX U KITMHUYECKNX UCCIe40BaHNA NEKapCTBEH-
HbIX Npenaparos,

— cchopMmMpoBaTb rOTOBHOCTb paboTaTb C HOPMATUBHO-MPABOBbLIMU AOKYMEHTAMW, pernameHTUpyLWmMMm
npoBedeHne OOKITMHUYECKUX U KITMHUYECKUX UCCMe0oBaHN NeKapCTBEHHbLIX Npenaparos,

— U3Y4UTb NPUHLUMNbI U METOAbLI AOKITMHUYECKMX U KMMHUYECKMX NccrneaoBaHnin 6esonacHocty 1 adpdek-
TMBHOCTW NIEKapPCTBEHHbIX BELLECTB,

— O3HAKOMWUTbLCS C MPUHUMNAMWN COCTaBMNEHMS OT4eTa U TpeboBaHNAMN K 0DOPMMEHMIO pe3ynbTaToB A0-
KNMUHUYECKNX U KNMHUYECKNX MCCNeaoBaHWI, BKITKOYas NPUHUUMNLI COCTaBNEHNSI PErMCTPaLMOHHOIO 4OChe
Ha NekapCTBEHHbIN Npenapart, ohopMneHne JOKyMeHTauun ansa npoBeaeHms npoueayp, npegycMoTpeH-
HbIX MPY rocy4apCTBEHHOM perncTpaunm nekapcTBeHHbIX NpenapaTos.

10. MecTo y4ye6HoM aucumnnuHel B cTpyktype OOMN: 61.6 OucumnnuHbl 6a3oBor Yactu

TpeboBaHus kK BXOOHbIM 3HAHUSAM, YMEHUAM W HABbIKaM:

[nsa ycnewHoro oBnageHns AncumninHon obyyaromnincsa AomKeH npeaBapuTenbHO

3HaTb:

— OCHOBbI BMO3TKKN, hapMaKoNormm 1 KNMHNMYeCKon bapmMmakonornm

YmeTb:

— nonb3oBaTbCa y4ebHOWM, Hay4YHOW, cneumanbHOW nuTepaTtypon, pecypcamun VHTEpHeT, KoMnbloTep-
HbIMW MPOrpamMMHbIMU CPeACTBAMU AN1A OCYLLECTBNEHNS NPOdeCcCnoHanbHOM AesTEeNbHOCTY.

Bnapetb:

— 6a30BbIMM HaBblkamMu paboTbl C NEPCOHANbHbLIM KOMMLIOTEPOM, MOSb30BATbCA KOMMbIOTEPHBLIMU NPO-

rPaMMHbIMW CpeacTBamMun, B TOM YMCre TEKCTOBbIMU, TabnmMyHbIMK, rpadduveckumMm pegakropamu, npo-

rPaMMHbBIMKW CpeaCcTBaMM AN MaTeEMaTUYECKON U CTaTUCTUYECKO 00paboTkn gaHHbIX, Be6-Opay3epamu,

anroputTmamu noucka B cetn VIHTepHeT, cneynanbHbIMU NPOrpaMMHbIMN CpeacTBamMun ANst OCYLEeCTBMe-

HUS dhapmaLEBTUYECKON OAeATENbHOCTH.

OvcumninHbl, ANs KOTOpbIX AaHHas AMCLMNANHA ABAAETCA NpeaLlleCcTBYIOLLEN: CbapMaLI.GBTVI‘-IeCKVIVI Me-
HEePKMEHT, ynpaBlieHNne NpoeKkTtamu

11. MnaHupyemble pe3ynbTaTbl 06y4YeHUs No gucumunianHe/moaynio (3HaHUs1, yMeHuUs, HaBblkK), co-
OTHeCeHHbIe C NaHupyeMbIMU pe3yNbTaTaMuM OCBOEHUsI obpa3oBaTenbHOW NporpaMmmbl (komne-
TEeHUUSIMU BbiNYCKHUKOB):

KomneTteHuun
Kon HassaHue

MnaHupyemble pe3ynbTaTbl 06y4eHuUs

MK-3 | roToBHOCTb Kk NpoBe- | 3HaTb:
AEHWIO NPoLeAyp MO | - NONOXEHMS HOPMATMBHbIX MPaABOBbIX aKTOB, PErynupyoLmx obpate-

rocyapCTBEHHOW HWe NeKkapCTBEHHbIX CPEACTB (B TOM YMCne pernameHTUpyowmx npo-
perncrpaumm BeAeHWEe OOKIMHNYECKUX U KIMHUYECKNX UCCNEeAOoBaHUN NeKapCTBeH-
nekapcTBeHHbIX Mpe- | HblX NpenapaToB B Poccuinckon ®eaepavinm)
napaTtos — NPUHLMNbI, Lenn, MeToabl, aTanbl pa3paboTku HOBbIX JleKapCTBEH-
HbIX NpenapaTos,
— 9TMYecKMe  MNpUHLMNbI OMOMEeMLMHCKUX  3KCMIEPUMEHTOB,

— MPUHUUNbBI NPOEKTUPOBAHUSA OOKMMHUYECKNX N KIMHUYECKUX Uccne-
A0BaHUN NeKapCTBEHHbIX NpenapaToB

— MeToAbl JOKITMHUYECKNX U KIMHUYECKNX nccnenoBaHun 6esonacHo-
CTN N 3hPEKTUBHOCTN NEKAPCTBEHHbIX BELLECTB

— MPUHUUMNBI COCTaBMEHUNA oT4yeTa N TpeboBaHMs K 0oPOpMIEHNIO pe-
3yNbTaToB JOKIMHUYECKUX N KITMHUYECKUX UCCnefoBaHUN NekapCTBEH-
HbIX MpenapaToB, BKMOYas MPUHLMNbLI COCTaBEHUS perncrpamoH-
HOro JOCbe Ha NeKkapCTBEHHbIN Npenapar.

yMeTb:

- DEMOHCTpMpOBaTh MOTOBHOCTb paboTaTtb C HOPMaTMBHO-NPAaBOBbLIMU
OOKYMEHTaMW, perfnameHTUpyLWuMmM NpoBeaeHne OOKIMHUYECKUX U
KNUHUYECKNX NCCNeAoBaHNA NeKapCTBEHHbIX NpenapaTos,

BnageTb (uMeTb HaBbIK(M)):
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- &@MOHCTPMPOBATb MOTOBHOCTb K Y4acTMIO B OpraHv3aumun, nposeae-
HWUKW, aHanM3y 1 0POPMIEHMIO Pe3ynbTaToB AOKIMHUYECKUX U KIUHU-
YeCKMX UccnefoBaHuii, B TOM YMCre K NpoBeAEeHMI0 npoueayp, npeay-
CMOTPEHHbIX NMPUW rocyAapCTBEHHON perncTpaunm nekapcTBeHHbIX npe-
naparos.

12. O61bem aucumnnmHbl B 3a4eTHbIX egmHuuax/yacax — 3 3e1 /108 y
dopma NpoOMeXyTOHYHOM aTTecTaumum — 3a4€T (2 cemecTp)

13. Bugbl y4ye6HoM paboThl:

[N

TpyooemkocTb, Y
Bug yuebHomn paboTbl B o cemecTpam
cero
cem. 2
KOHTaKTHble Yachl 38 38
AyOuTOpPHbIE 3aHATUSA 36 36
(NpakTnyeckue)
CamocrTosTenbHasa pabota 70 70
dopma NPOMEXKYTOYHON aTTecTauumn 3a4yeT 2
UTtoro: 108 108
3.1 CopepxaHue QUCUUNINHDI:
Ne HanmeHoBaHue
n/n pasgena CopepxaHne pasgena gucuUunivHbl
ANCUMMINHBI
MpakTn4eckune 3aHATUSA
1. |Paspen 1. BBepeHue | Pasgen 1. BBeaeHne B gncumnimvHy.
B OUCLMMNIINHY. 1.1. O1anbl pa3paboTkn NekapCTBEHHbIX NpenapaTtoB U NPUHLMMNbI Opra-
HU3auUM OOKITMHUYECKMX U KITMHUYECKUX UCCredoBaHNA NeKapCTBEHHbIX
CpeacTB.
CamocTtodarenbHasi pabota - $3 61, rnaea 1, cT. 4, OCHOBHbIE NOJIOXEHWS,
TEPMUHbI 1 onpefeneHus, B T.4. HOpMaTUBHas LOKyMeHTauus, permcrpa-
LMOHHOE yOOCTOBEPEHNE NIEKAPCTBEHHOrO npenapata, 9dEKTUBHOCTb,
6e30nacHOCTb, KaYeCTBO NleKapCTBEHHOro npenapaTta, pa3paboTymnk, Npo-
N3BOAMTENb NEKAapCTBEHHbIX CPeAcTB, AOKMMHUYECKoe uccrnegoBaHue,
KNMHUYECKOE UccnegoBaHne NeKkapcTBEHHOro npenapara
2. |locypoapcTBeHHbIN 1.2. TocyaapCTBEHHbIN WH(OPMALMOHHLIM CTaHOAPT feKapCTBEHHOro
NHGOPMAaLMOHHBIN cpencrTsa.
CTaHOapT nekap- CamocTtodarenbHas paboTa - [ocygapCTBEHHbIN MHOOPMALNOHHBIN CTaH-
CTBEHHOrO CpeaAcTBa | AapT nekapcTBeHHoro cpeactea. OcHoBHble nonoxeHus 91500.05.0002-
2001
3. |Paspen 2. 3tuye- Pasgen 2. 3tnyeckne npuHUmMNbLl GUOMEANLIMHCKNX SKCNEPUMEHTOB.
CKne npnHuMnbl 2.1. 3TM4ecKkmne NPUHLMMNbI OOKNMMHUYECKUX UCCIeq0oBaHNNA.
GuomeamMUMHCKNX CamocTosiTenbHaa paboTa - EBponenckas KOHBEHLMS O rpasBax no3Bo-
%ﬁﬁ:ggrm?:;ﬁ:qmnu HOYHbIX XMBOTHbIX, upekTnea EC Directive_2010/63/EU no oxpaHe xu-
OKIHUYECKIX MC- BOTHbIX, UICNOMNb3yEeMbIX B HaYYHbIX LIensix
cnegoBaHuin
4. |3TUYecKne NpUHLUNGI | 2.2, 3TUYECKME NPUHLMMBLI KIMTMHUYECKUX UCCIeNoBaHN.
KIMMMHUYECKNX nccne- | CamocroaTenbHas paboTa - OCHOBHble HOPMAaTWMBHO-NPaBOBbIE [OKY-
AOBaHUN MEHTbI perfameHTUpyoLLme 6MoMeaULIMHCKME 3KCNEPUMEHTBI C y4acTUeM
yenoBeka B kayecTBe cybbekTa nccnegosaHus. Bceoblias geknapaums o
6noaTtuke u npasax yenoseka (KOHECKO, 2005), XenbcuHckasa geknapa-
umnsa (BMA, 1964), KoHBeHuusa o npaBax yenoseka n 6uomegnumHe» (Co-
Beta EBponbl, 1997), TOCT P CO 14155-2014 KnuHunyeckne nccneno-
BaHUS.
5. Paspen 3. OpraHu- | Pasgen 3. OpraHusaumns OOKITMHUYECKUX U KITMHWUYECKNX UCCredoBaHnin

3auMa  OOKIUHUYe-
CKUX U KITMHUYECKNX
nccneposaHun J1C.

nc

3.1. MpuHUMNbI U MeToAbl AOKMTUHUYECKUX UcCreaoBaHuin. HopmaTueHble
npaBoBble akTbl PO, perynupyolime npoBeaeHust AOKMUHUYECKUX UCCTe-
[OBaHWUI NeKapCTBEHHbIX NpenapaTos.
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HopmaTtunBHble npa-
BOBble akTbl PP, pe-
rynupytoLwne npose-
OEHNS  OOKNUHMNYe-
CKMX U KNUHUYECKMX
nccnegoBaHnn  ne-
KapCTBEHHbIX npena-
paToB.

MpyHUKMNbI N MeTOAbI
OOKNUHUYECKUX  UC-
cnegoBaHUn.

CamocTtodarenbHast pabota - 3 61, rnasa 5. PaspaboTka, JOKNMHUYECKNE
nccneaoBaHUA NekapcTBEHHbIX cpeacTB... Hagnexawaa nabopatopHas
npaktuka (GLP), TOCT 33044-2014 GLP — uenu, nonoxeHus, npumeHe-
HUe, cpaBHUTENbHANA XapakTepucTuka. JkcneptHast paboTta ¢ obpasuamm
npoToKona AOKMMHMUYECKOro (6MoMeanLMHCKOro) nccnenoBaHms.

MpuHUMNBI U MeToAabI
KITMHUYECKnX uccre-
JoBaHuNn

3.2. MpuHUMNbI 1 MeToAbl KNUHMYECKNX UccrnenoBaHMin. HopmaTtumeHble
npaBoBble akTbl PP, perynupytoLwime npoBeaeH s KINMHUYECKNX nccneao-
BaHWIN NleKapCTBEHHbIX NpenapaTos.

CamocTtodarenbHast pabota - ®3 61, rnaesa 7, Hagnexawias knnHn4eckas
npaktuka (GCP), «PykoBoACTBO Mo Hagnexalemn KIMHUYEeCKON NpakTuke»
(ICH GCP), TOCT 14155-2014 GCP. OkcneptHas pabota ¢ obpasuamu
npoToKona KNnHn4yeckoro (6MomMeauLmMHCKOro) ncenegoBaHms, MHpopma-
uMen ang nauneHToB, MHPOPMUPOBAHHLIM COrNTAcUEM.

Pazpgen 4. Odopm-
neHue [OOKyMeHTa-
uMmM aOna nposene-
Hus npoueayp,
npeaycMOTPEeHHbIX
npu rocyaapcTBeH-
HOM perucrpauum
NeKapCTBEeHHbIX
npenaparos.

Pasgen 4. OopmneHne gokyMmeHTauumn ons nposeaeHus npouenyp,
npeayCMOTPEHHbIX MPU rOCy4apPCTBEHHON PerncTpaummn nekapCTBEHHbIX
npenapaToB

4.1. MNopsagok oopMmMpoBaHNSA perMcTpaLmMoHHOro 4OCbEe Ha feKapCTBEH-
HbI Npenapart

CamocTtodarenbHasi pabota - 3 61, rnaea 6, Npuka3 MuHsgpascoLpasBu-
Tns oT 23 Hos6psa 2011 roga N 1413H «O6 yTBepxaeHun Metogudeckmnx
pekoMeHAaum no cogep)xaHnto u 0hoOpMNEHNI0 HEOBXOANMBIX AOKYMEH-
TOB, 13 KOTOPbIX (POPMUPYETCHA PErMCTPALMOHHOE AOChE HAa NIEKapCTBEH-
HbIV NpenapaT 4na MeguLUMHCKOro NPUMEHEHNs B LeNsAx ero rocyaap-
CTBEHHOW perncrpauum»

o

TeKyu.|aﬂ aTrecTauus

Tekywaga atrectaums (3awmra NPOEKToB)

MpomexyToyHaa art-
TecTauums (3a4er)

I'Ipome>|<yTqua;| arrecrauuns (3aqu, KOMMNbOTEPHOE TeCTI/IpOBaHVIe)

13.2. Tembl (pa3genbl) AUCUUMNNUHBI U BUAbI 3aHATUN:

Ne
n/n

HanmeHoBaHue TeMbI
(pasgena) gucumninHbl

Buabl 3aHaTUI (4acoB)
MNpakTtu- |Jlabopa-|CamocrosaTenb-
Yyeckue |TOopHble | Had pabota

Jlekumn Bcero

Pasgen 1. BeBegeHue B gucumnimHy.
1.1. OTanbl pa3paboTkn NekapCTBEHHbIX

18

KITMHUYECKNX U KIMHUYECKUX UccrnenoBaHmm
JIEKAPCTBEHHbLIX CpencCTB.

npenapaToB 1 NPUHLMMNbI OpraHM3aLmmn go- - 8 -

10

Pasgen 2. 3tnyeckune npuHumnel buomeam-
LMHCKMX 3KCMEPUMEHTOB.

2.1. 3Tndeckune NpUHUUNBI AOKINHNYECKNX
nccrnegoBaHUn.

2.2. Tn4eckme nNpuUHLUUNbI KIMHUYECKNX UC-
cnegoBaHUn.

15

23

Paszgen 3. OpraHnsaums AOKITMHUYECKMX U
KnuHun4yeckux ncenenosanmn J1C

3.1. HopmaTusHble npaBoBble akTbl PO, pe-
rynupytoLine npoBeaeHnsa OKNUHUYECKNX U
KIMUHUYECKNX UCCIEeL0BaHUN NTEKAPCTBEH-
HbIX NpenapaTtoB. [1poekTnpoBaHue n
yrnpaBneHne puckaMmm AOKITMHNUYECKNX U
KIMUHUYECKNX UccrnegoBaHun. NpuHumnel n

MeToAbl AOKNUHMUYECKNX UccrneqoBaHun.

15

23
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3.2. MpuHUMNBI N MeToabl KIIMHUYECKNX UC-

cnegoBaHUn.

Pasgen 4. OcopmneHve gokymeHTauum

Ans npoBedeHns npoueayp, NnpeaycMoTpeH-

4 |HeIXNpn rocygapCTBEHHOWN perncrpaumm ne- 4
KapCTBEHHbIX NpenapaTos.

4.1. Mopsaok hopMUpoBaHUS pernctpaum-

OHHOrO JOCbE Ha JIEKAapCTBEHHbIN NpenapaTt

Tekywiass ammecmauyusi N1 (3awmTa npo- 4 _ 15 19

€KTOB)

MpomexyTo4yHaa aTrecTaums (KOMMNbLOTEP-

HOe TECTMPOBaHNE)

- 4 - - -

3ayert - - 2
NToro: - 36 70 108

14. MeToanyeckune ykasaHus ans oby4aromnxca No 0CBOEHUIO ANCLUMNIIUHDI.

Mpn ocBoeHUW ANCUMNNUHBI NpeanonaraeTcs NocTaHoBKa U peanu3aums 3agaHHbIX obpasosa-
TenbHbIX Lienewn, AOCTWKEHNEe KOTOpbIX obecneynBaeTcst apceHarioM NcMxonoro-negarornyeckmx, yrnpas-
NEHYECKNX N TEXHUYECKNX CPeacTB, MeToaoB 1 popm. MNMpegnonaraeTcs NCNONb30BaHUE Kak TPaauLUOH-
HbIXx 06pa3oBaTenbHbIX TEXHOMNOMMI, NpeanonararLmnx NpsMyo TPaHCNALMIO 3HaHUI OT NpenogasaTens
K oby4yatoLemMycs, Tak U TEXHONOMMA NPOEKTHOro 0ByYeHNs, MHTEPaKTUBHbBIX U MHAPOPMALNOHHO-KOMMY-
HUKaLMOHHbIX OobpasoBaTenbHbIX TexHonormn. OpraHu3auusa 3aHsaTUM npegycmaTpyBaeT npoBefeHue
y4yebHon paboTbl, peLleHne KOMMIEKCHbIX y4ebHO-No3HaBaTENbHbIX 3adaY, Tpebywmnx oT obyvatoe-
rocsi NPUMEHEHNA Kak Hay4YHO-TEOPETUYECKMX 3HAHWM, TaK U NPaKTUYEeCKUX HaBblkoB. [1peaycMoTpeHo
KONNeKTMBHOE 06CYyXaeHne akTyanbHOCTM Npobnem nnaHMpoBaHUs, opraHn3aumm n NpoBeaeHNsa AOKun-
HUYECKMX U KMMHUYECKNX UCCrneoBaHni nekapcTBeHHbIX cpeacTs Ansa obecnevyeHns 340poBbs Hacerne-
Hus B cooTBeTCTBUM C npaBunamu GLP, GCP, cornacHo TpeboBaHMAM HOpMaTMBHO-NpaBoBor 6a3bl PO,
dopMrpoBaHne roTOBHOCTU K y4acTUiO B OpraHv3aunm, NpoBeAeHUn, aHanmae n ooopmneHmmn pesynbTta-
TOB OOKIMMHUYECKNX N KITMHUYECKUX UCCneaoBaHuiA, B TOM YMCIe K NPOBEAEHMIO Npoueayp, NpeaycmoT-
PEHHbIX NPV rOCYyJapCTBEHHON pPerncTpaumm nekapCTBEHHbIX NpenapaTos.

OpezaHu3ayuoHHasi cmpykmypa ayoOumopHO20 3aHSIMUs 8K/ItoHaem:

1. POpMyNNpPOBKY TEMBbI U Lienern 3aHATUA npenogaBaTenem

2. [luckyccust n OTBETHLI HAa BONPOCHI NpenoaasaTens no reme.

3. Pasbop maTepuana no nyyaemon Teme TekyLiero 3aHatus. MNpu naydeHmm gucumnnmHbl Heobxoanmo
Kak MUHUMYM:

— 03HAKOMUTbCS C NPUHLMNAMM OpraHn3aumnm JOKNMHUYECKNX N KITMHUYECKNX UCCIeL0BaHNA NEKapCTBEH-
HbIX NpenapaTos,

— cchopMmMpoBaTb rOTOBHOCTb paboTaTb C HOPMATUBHO-MPABOBbLIMU AOKYMEHTAMW, pernameHTUpyoLWmMMm
npoBefeHne AOKITMHNYECKMX U KITMHUYECKNX CCNeaoBaHMIN NieKapCTBEHHbIX NpenapaTtos,

— U3Y4nTb NPUHLUMNBI U METOAbLI AOKITMHUYECKMX U KIMHUYECKMX nccrnenoBaHunin 6esonacHoctu 1 adbdek-
TMBHOCTW NIeKapCTBEHHbIX BELLECTB,

— 03HAKOMWUTbLCS C MPUHLUMNAMKN COCTaBIEeHNs oTyeTa n TpeboBaHUAMY K ODOPMIEHNIO pe3ynbTaToB Ao-
KMUHUYECKNX U KIMHUYECKMX MCCNeoBaHMI, BKITHOYas NPUHUUMIBI COCTaBNEHUS PErMCTPaLMOHHOro 40Che
Ha NekapCcTBEHHbIN Npenapart, ohopMneHne JOKyMeHTauun ansa npoBeaeH1s npoueayp, npegycmMoTpeH-
HbIX MPY rocyAapCTBEHHOW perncTpaunm nekapcTBEHHbIX NpenapaTos.

4. BbinonHeHune 3agaHni Ans camocTosiTenbHOM paboThl: 3a4aHnsa Ha YCBOeHMe maTtepuana, ydactve B
ANCKYCCUM MO KMoYEBLIM TemaTuyeckum Bonpocam. Oxunaaemble pesynbTatbl 00y4eHus BKIYaoT dop-
MUPOBaHME HaBbIKOB CaMOCTOATENbHON paboTbl C NUTEpaTypon AN pelleHns CTaHa4apTHbIX U HeCTaH-
AapTHbIX 3aday npodeccroHanbHOW AeATeNbHOCTU, FPYNnoBoe pelleHne 3agady GopMmupyeT 4yBCTBO
KONNeKTMBM3ma, yyactme B AUCKYCCUN N YCTHbIE OTBETbI Ha BOMPOCHI (hOPMUPYIOT HaBbIKK NyBNNYHOro
npeacTaBneHns MHpopMaumm, KynbTypy obLLEeHUs, yBaXeHWe K APYrMM yYacTHUKaM, KOMMYyHuKabenb-
HOCTb, MHULMATUBY, CNOCOBCTBYIOT (hOPMUPOBAHMIO NPOECCUOHANBHOrO NOBEAEHMS.

5. ®opmynmpoBKa TeMbI CriefyoLero 3aHATUS, A0MallHee 3adaHue 451 CaMOCTOATENbHON paboThl.

OnucaHue mexHooauu camocmosimesisHou pabomel 06y4arouiuxcs

CamocTogaTtenbHas paboTta obyyaroLmnxca Ha 3aHATUSX OCYLLEeCTBNAETCHA NPM NOMOLMN BbINOSHE-
HWUS1 NPAKTUKO-OPUEHTMPOBAHHbIX 3a4aHui. [pakTUKo-OpMeHTUPOBaHHbIE 3a4aHnsi MPOBOAATCA BO BPEMS
3aHATUI M NpeaHa3HavYeHbl 41 CAaMOCTOATENBHOIO (POPMMPOBAHMS HABLIKOB aHaANM3MpoBaTh OCHOBHbIE
HOPMaTUBHO-NPAaBOBbIE AOKYMEHTbl, aHanM3upoBaTb pe3ynbTaTbl COOCTBEHHOW AeATEeNnbHOCTUM AN
npeaoTBpaLLeHns NpodeccuoHanbHbIX OWNMBOK, opMmnpoBaTh CTpaTermo NPodeCcCnoHarnbHbIX OTHOLLE-
HWI; COBEPLLUEHCTBOBATb HaBblkM NPOMECCUOHANbHOrO OOLWEeHNs, NyGNMYHbIX BbICTYNNEHUA, BEOEeHUSA
OWCKYCCUI U KOHCYNbTaLWA.

[nsa BbINOMHEHMSA NPaKTUKO-OPUEHTUPOBAHHbLIX 3adaHni obyyarolmecs nonyyalT 3agaHve ons
paboTbl C HOPMATMBHO-NPABOBLIMM AOKYMEHTaMu Mo anroputMy, onucaHHoMy ganee. Kaxgoe 3agaHve
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HanpaBfieHO Ha aHanu3 O4HOro HOPMAaTMBHOrO AOKYMEHTA M3 NepeydHsi, opopMeHne npeacraBneHe
pe3ynbtatoB paboThbl.

Xopg BbINOMHEHWs 3a4aHus.

1. BHMMaTenbHO M3y4nTb 3aaHne 1 NpegocTaBeHHble pa3gaTodHble MaTtepuansl (HOpMaTUBHbIE
OOKyMeHThI). Bpemsi Ha BbInonHeHne — 5-10 MuH.

2. BbinonHUTb 3aaHne cornacHo anroputMy - BblAENUTb U3 coaepXaHus NpeacTaBneHHbIX pas-
AaTOYHbIX MaTepuanosB Hanbonee BaXkHyt0 MHPOPMALIMIO COrNacHO MHAMBUAYansHoOMY 3agaHuio. Bpems
Ha BbINOMHeHne — He 6onee 40 MUH.

3. lMoarotoBuUTbCA K MpeactaBneHunto pesynbTaToB paboTbl. Pe3dynbTatbl KpaTko 3anucaTtb U
HarnagHo opopmuTb Ha BymaxkHom HocuTene (nnakat/noctep). Micnonb3oBaTb CTPYKTYPUPOBAHUE WH-
dopmauunm BUOOB «CMUCOK», KTE3NUCY, KCXEMa», BO3MOXHO PUCYHKWN, TBOPYECKUIA NOAXOA K OOPMITEHNIO
NPMBETCTBYETCS, HO He 0bs3aTeneH. Hy)XHO BbliAENUTb M3 TEKCTa HECKONMbKO CaMblX BaXKHbIX TE3UCOB.
Mog Te3ncom noHmmaeTcs YETKO cOpMyNMpOBaHHAas, KpaTkas, 3aKOHYEHHas MbICb, BblCKa3biBaHWE,
noHATMe. [na aHanv3a nHPoOpMaLmmn U XapakTEPUCTUKM NOCNef0oBaTENbHOCTH, B3aMMOCBA3€EN, B3auMO-
3aBMCMMOCTEWN, CONOAYMHEHHOCTU UCMONb3YNTE CTPYKTYPUPOBaHUE — OTpa3nTe coaepxaHve Hanbonee
Ba)XXHOM MHOpMaLun B BUAE cxembl, Tabnuupl, cnncka n gp. Cxema — Hanbonee HarnsagHbI U Npeano-
YTUTENbHbIVA BUA aHanusa u CTpyKTypupoBaHusa nHdopmaumm, cxema JoSkHa oTpaxaTtb Hanbonee cyule-
CTBEHHbIE B3aMMOOTHOLLEHUSA MeXAy NMOHATUAMU, B CXEME CriefyeT Kak MOXXHO MEHbLUEe MCMOSb30BaThb
CnoBa M NPUMEHATb Pa3HOro poda CTPErkK, YCNoBHble 0603Ha4YeHust 1 T.N. Bpemsa Ha goknag pesynbTa-
TOB paboTbl — He Gonee 5-7 MUHYT ANA KaXaon KoMaHAgbl, BCero Ha Joknaabl u obcyxaeHne pesynbTaToB
paboTbl Bcex koMaHa He 6onee 30 MuH.

OpeaHusayuoHHas cmpykmypa eHeayOumopHou (domawHel) camocmosmeribHol pabomsi:

— M3y4nTb MaTepwmarnbl OCHOBHOW M AOMONHUTENBHON NUTEpaTypbl NO TEME,

— BbINONHUTL 065a3aTenbHOe BHEAyOUTOPHOE JOMAaLUHEee 3adaHne no 3agaHHom Teme (MPoekT) — paspa-
6oTKa NpoeKTa n ero 3awmTa (CEMMHAPCKOe 3aHATUE C YCTHbIMW AOKNagaMm) — pa3aBuBaEeT HaBbIKM CaMo-
CTOSATENBHOIO Moucka NPogECCMOHaNbHOM MHGPOPMALIMK, YMEHNE CAMOCTOATENbHO pellaTh CTaHaapT-
Hbl€ U CIOXHble HECTaHA4APTHbIE 3a4a4yn B NPOodeCcCnoHanbHon 4eATENbHOCTU, YMEHNE aHann3MpoBaThb
N cMcTemMaTM3npoBaTb MHOpMaUMo, MOArOTOBKA NPEe3eHTauun K AoKnagy no3BossieT chopMmpoBaThb
HaBblkM Npeobpa3oBaHusa BepbanbHOM nHopMaLmmn B BU3yanbHbI psa, pa3BMBaeT obpasHoe Mbllune-
HWe, HaBblkK NYBGNNYHOro BLICTYNNEHUA N NpeacTaBneHnss MHpopMaumm 1 B KOHEYHOM UTore chopmMmpo-
BaTb FOTOBHOCTb K Y4aCTUIO B OpraHv3aunm, NpoBeAeHMn, aHanmae n oopMrieHMn pesynbTaToB AOKU-
HUYECKUX N KIMMHUYECKMX UCCNeaoBaHMI, B TOM YMCNe K NpOBEAEHMIO Npoueayp, NpeayCMOTPEHHbIX Npu
rocy4apCTBEHHOWN perncTpauun rnekapCcTBEHHbIX NpenapaTos.

KoHmponb oceoeHusi obyqarowumucs 3arnnaHuposaHHbIX pe3yrnbmamos oby4yeHusi 6yaeTt npoBo-
ANTbCA B BUOE YCTHOMO M MUCbMEHHOMO onpoca no nNpobnemMHbIM BONpocamMm HOPMaTMBHO-MPaBOBOro pe-
rynmpoBaHusa OOKMMHMYECKMX uccnegoBaHmin B P®, Bonpocam opraHvM3auumn 1 NnpoBefeHns AOKITMHUYe-
CKMUX W KITMHUYECKNX UCCIef0BaHNA NeKkapCTBEHHbIX NPenapaTos.

Tekywas atTectaumsa npegycmatpuBaeT NoAroToBKy NpoekTa. Micnonb3oBaHne TEXHOMOrMn npo-
eKTHOro obyyeHuns npeanonaraet y4ebHO-No3HaBaTENbHY AEATENbHOCTL 0Oy4atoLmnxcs, HanpaBneH-
HYl0 Ha YCTaHOBIEHWe Lenen n 3agad, GopMyIMPOBKY OXMAAEMbIX pPe3ynbTaToB, MOWUCK OOCTYMHbLIX U1
ONTUMarnbHbIX PECYPCOB, MO3TAMHYK peanu3aumio nnaHa paboTbl, Npe3eHTaumo pesynbTaTtoB paboThbl,
nx ocMbIcrieHne. Bsanmopgenctene ¢ npenogaBaTenem nNpegycMOTPEHO B paMkax NpPOBEAEHUS MHONBU-
AyanbHbIX U TPYNMOBbIX KOHCYNbTaLMIA, YTO 06ecnevmT NPOMEXYTOUHbIN KOHTPOSb BbIMOSTHEHNS NPOEKTA
W, B Criy4ae HEOOXOAMMOCTH, KOPPEKLMIO NYTEN PELLEHMS MOCTABEHHON 3a4aun.

lMpomexyTouHasa aTTecTtauus (3a4eT) NpegycMaTpuBaeT NPOBEAEHNE KOMMbIOTEPHOrO TECTUPOBA-
HUS.

15. NepeyeHb OCHOBHOW U [OMOJIHUTENbLHOM NUTEpPaTypbl, PECYPCOB UHTEPHET, HE06XOAUMBIX
ANsi OCBOEHUA AUCLMUMNSIUHbI:

a) OCHOBHasd nuTeparypa:

Ne | HanmeHoBaHue

1. | KnuHnyeckas drapmakonorus. Mnasa 9. KnvHuyeckne nccnegoBaHus nekapcTBeHHbIX CPEACTB
: y4ebHuk / nog pen. B. I'. Kykeca, [I. A. CbiveBa. — Mocksa : FTQOTAP-Megua, 2015. — 1024 c.
/I OBC «KoHcynbTaHT cTygeHTa» : [caunT]. -

URL: http://www.studentlibrary.ru/book/ISBN9785970431351.html

2. | Cbives, . A. KnuHuyeckasa dapmakonorus. Obwme Bonpock! KMMHMYECKOM (hapMakosnornu.
Mopaynb 8. KnuHuyeckue nccnegoBaHusa nekapcTBeHHbIX CPEACTB: NPakTUKym : y4ebHoe noco-
6ue / MNopg pea. B. I'. Kykeca - Mocksa : FTOOTAP-Megua, 2013. - 224 c. - ISBN 978-5-9704-
2619-7. - TekcT : 3NEKTPOHHbIN 1 URL
http://www.studmedlib.ru/book/ISBN9785970426197.html
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6) gononHuTenbHasa nuTeparypa:

Ne McTouHuK

n/n

3. | JoknmMHMyeckne nccrneaoBaHms NEKapCTBEHHbIX BELECTB : ydebHoe nocobue / [A.B. bByanama n
ap.] ; nog pea. A.A. CeuctyHosa .— Mocksa : NeoTap-Meawna, 2017 .— 383 c.

4. Wamos, U.A. Brnoatuka. 3tnyeckme u opuanyeckme JOKYMEHTbl, HOpMaTUBHbIE aKTbl [ONeKTPOoH-
HbIn pecypc] / W. A. Wamos, C. A. Abycyes - M. : TOOTAP-Megua, 2014. — Mockea : FT'OOTAP-
Megua, 2014 .— 357 ¢c. — broatuka. ATnyeckme n pugmyeckme JoKyMeHTbl, HOPMaTUBHLIE aKTbl
[OnekTpoHHbIN pecypc] / U. A. LLamos, C. A. Abycyes - M. : TOOTAP-Megua, 2014. — ISBN 978-
5-9704-2975-4 .— URL.:http://www.studentlibrary.ru/book/ISBN9785970429754.html

5. Cawko C. KO. MegumumHckoe npaBo : pekoMeHAoBaHO Y4ebHO-MeToan4ecKon KoMuccuen meg.
dakynbteTta [OY BINO "CaHkT-lNeTepbyprckuin rocygapctBeHHbin yHuBepeutet" / C. KO. Cawko,
J1.B. Ko4voposa. — Mocksa : TGOTAP-Megua, 2011. — 352 c.

— URL: http://www.studmedlib.ru/book/ISBN9785970418451.htm|
B) MH(POPMALIMOHHbIE 3NEKTPOHHO-06pa3oBaTeNbHbIE PECYPChI:
Ne n/n MCTOYHUK

1. Cant 6ubnmnotekn BI'Y. — Pexum goctyna: https://www.lib.vsu.ru

2. OBC «KoHcynbTaHT cTyaeHTa». — Pexum goctyna: http://www.studmedlib.ru

3. OBC «YHuBepcutetckas bubnuorteka oHnavHy. — Pexum goctyna:  http://biblioclub.ru

4, cant [ocygapCTBEHHOIO peecTpa JlekapCTBEHHbIX cpeactB. — Pexum pgoctyna:  http://
www.grls.rosminzdrav.ru

5. MeguumHckmi cant MedLinks.ru. — Pexum goctyna: http://www.Medlinks.ru

6. Cant wmspatenbckoro goma PMX (Pyccknin MepguumHckuii XKypHan). — Pexum poctyna:
http://www.rmj.ru

7. Cant anekTpoHHoro xypHana «ConsiliumMedicumy». — Pexum goctyna: http://www.consilium-
medicum.com

8. dapmakoknmHudeckuii cnpaBodHk « MEDI.RU — nogpo6Ho o nekapctBax». — Pexum goctyna:
http://www.medi.ru
9. Ba3sa 3HaHuI No MonekynspHou u o6Lwen Guonorum yenoseka (HUMBIO). — Pexwum goctyna: http://
www.humbio.ru

10. | Cant cnpaBoyHuka Buganbs — JlekapcTBeHHbIV NpenapaTbl B Poccumn. — Pexknm goctyna: http://
www.vidal.ru

11. | Cant cnpaBodHuka PJIC (Peructp lekapctBeHHbix CpeacTtB). — Pexum pgoctyna: http://
wWww.rls.ru

12. http://www.garant.ru — cant NapaHT.py. MIHpopmaumoHHO-NpaBOBOW NopTan

13. | http://www.consultant.ru — canT KoHcynbTaHT.py

14. | http://www.regmed.ru — cant ®PIrbY «Hay4yHbIl LEHTP 3KCNepTM3bl CPeacTB MeaULMHCKOro npu-
MeHeHus» MuHsgpasa Poccum

15. | http://www.grls.rosminzdrav.ru — Cant locyaapcTBEHHOro peecTpa NekapCcTBEHHbIX CPeAcTB

16. http://ruslasa.ru — Accoumaums cneynanmcToB no nabopatopHbiM XnBOTHLIM (Rus-LASA)

17. | http://www.felasa.eu — The Federation of European Laboratory Animal Science Associations (FELASA)

18. | http://www.lal.org.uk — Laboratory animals limited

19. | http://dels.nas.edulilar — Institute for Laboratory Animal Research

20. | http://www.aaalac.org — AAALAC International

21. http://www.sciencefiles.ru/section/46 — OO0 «CanHcdanna». MegnuunHckue nyénukauumn n 6mo-

cTaTucTuka

22. | http://elibrary.ru/defaultx.asp — Hay4Hast anekTpoHHas 6ubnuoTteka eLIBRARY.RU

23. OYMK OpraHunzaums OOKNUHUYECKNX U KnnHMYecknx mnccneposanun J1C, 33.08.02 (opauHa-

Typa), cnpaeka Ne51 ot 16.01.2020 r https://edu.vsu.ru/course/view.php?id=3433
16. NepeyeHb y4eOHO-MeTOANMYECKOro obecnevyeHuns Ans CamoCcToATeNbHON PaboThl
Ne n/n MCTOYHMK
1 QYMK OpraHnsaumst AOKMMHNYECKUX N KNUHU4Yecknx nccnepgosanun J1C, 33.08.02 (opaunHa-
Typa), cnpaeka Ne51 ot 16.01.2020 r https://edu.vsu.ru/course/view.php?id=3433
2 MeTogunyeckne matepuansl N0 opraHn3aumm obpasoBaTenbHOro Npouecca OpaAnHaTopoB, oby-

Yarowmxes no cneynansHoctn 33.08.02 - YnpasneHue n akoHOMUKa chapmauumn : [ana dapma-
LeBT. (pak. kKak PyKOBOACTBO MO OpraHn3auumn Teopetnyeckoro obyvyeHunsi, NoAroToBke 1 Bbl-
NOMHEHUIO NPaKTU4EeCKMX paboT, HanMcaHu pedepaToB, NOArOTOBKE Npe3eHTaumm, Noaro-
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http://www.felasa.eu/
http://www.lal.org.uk/
http://dels.nas.edu/ilar
http://www.aaalac.org/
http://www.sciencefiles.ru/section/46
http://elibrary.ru/defaultx.asp
https://edu.vsu.ru/course/view.php?id=3433
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TOBKE K TEKYLLEN, MPOMEXYTOYHOWN aTTecTauusam, npy pa3paboTke NnokanbHbIX NPaBoOBbIX ak-
TOB OpraHu3auum, NPoXoXaeHUn npomssoacTeeHHon npakTtukun] / E.E. YynangnHa, M.C. Kypo-
nan, A.B. KysémkunHa ; BopoHex. roc. yH-T .— BopoHex : N3gatenbckuii gom BIY, 2017 .— 34
C. : Tabn. URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf

17. NHchopMaLMOHHBbIE TEXHONOIMU, NUCNOJb3yeMble ANA peanu3auum y4eoHon AUCLUMUNNUHDI,
BKNKOYasa nporpaMmmMHoe obecneyeHme n NH¢popmMaLMOHHO-CNpPaBoOYHbIe CUCTEMbI (MNP Heobxoau-
MOCTH)

Mpun peanu3auun QUCUMNIIMHBI UCNONb3YETCs CMEeLlaHHoe 06yYeHne C NPUMEHEHNEM KracCu4eckmx 0b-
pa3oBaTenbHbIX TEXHONOMMIA (ayAUTOPHbBIE 3aHATUS) U AUCTAHLMOHHbIE 06pasoBaTefibHbIE TEXHONOMMK
(OOT), Bkntovas anekTpoHHoe 0by4veHne (30), yuebHbIn MaTepman NnpeaocTaBnseTcs ¢ MCNONb30BaHNEM
AOT (B T.4. haninbl NnpeseHTaummn, Buaeodansol), BoINONIHEHWE 3a4aHUM ANA CaMOCTOATENbHOW paboThl,
NpoBedeHNe TEKYLLEN aTTeCcTaunn U NPOMEXYTOYHON aTTecTalmm OCYLLECTBNSETCA C MCNOSIb30BaHNEM
OYMK  OpraHusaumsa AOOKIMHUYECKUX U KnvHudeckux wuccnegosaHun JIC, 33.08.02 (opauHaTtypa)
https://edu.vsu.ru/course/view.php?id=3433.

Ne n/n NcTouyHunK

http://www.garant.ru — cant NapaHT.py. MIHpopmauroHHO-NpaBOBOW NopTan

http://www.consultant.ru cant KoHCynbTaHT.py

http://www.regmed.ru — cant ®I'bY «Hay4dHbI LEHTP 3KCNepTn3bl CPeacTB MEQULMHCKOrO Npu-
MeHeHusi» MuH3gpaBa Poccum

http:// www.vidal.ru — Cant cnpaBovHmka Buganb. JlekapcTBeHHbIe npenapaTtbl B Poccum

http:// www.grls.rosminzdrav.ru. — Cant 'ocyaapCTBEHHOro peecTpa JIEKapCTBEHHbIX CPEACTB

http://ruslasa.ru

http://www.felasa.eu

1
2
3
4.
5. http:// www.rls.ru — Cant cnpaBoydHuka PJIC — Peructp JlekapctBeHHbix CpeacTs
6
7
8
9

http://www.lal.org.uk

16. http://dels.nas.edul/ilar

11. http://www.aaalac.org

12. http://www.sciencefiles.ru/section/46

13. http://elibrary.ru/defaultx.asp

14. | http://www.analit.net/apteka — AHanutTuyeckas komnaHusi « IHopym» — NOUCK fiekapCTB B anTekax

15. MHdopMaLlunoHHble 3MNeKTpOoHHO-06pa3oBaTenbHble pecypcbl PIEOY BO BIY:
http:/www.lib.vsu.ru

https://moodle.vsu.ru

http://vsu.antiplagiat.ru.

16. OQYMK OpraHnsaumst OKIMNMHNYECKUX N KNUHUYecknx uccnegosanun J1C, 33.08.02 (opaunHa-
Typa) https://edu.vsu.ru/course/view.php?id=3433

18. MaTtepuanbHO-TexXHM4YecKoe obecneyeHne AUCLUUNIIUHDI:

YyebHasn aygutopus ansa NnpoBedeHnst 3aHATUIA CEMUHAPCKOro TUNa, TeKYLLLEro KOHTPOS U NPOMEXYTOY-
HOW aTTecTauuu, nomelleHve Anga xpaHeHus yyebHoro obopygosaHusa. MynbTumeamna-npoektop Nec
M271X, HoyTByk 15"Acer, akpaH HaCTeHHbIW, OCKa MefnoBas, cneunannanposaHHas medenb (CTonbl, CTy-
nes).

YyebHasa aygutopusa ansa npoBedeHnst 3aHATUIA CEMUHAPCKOro TUNa, TeKYLLLEro KOHTPOrS U NPOMEXYTOY-
HOW aTTecTauuu, NomelleHne aAnsa xpaHeHus ydyebHoro obopyaoBaHus. MynbTumeana-npoektop BenQ
MW516; DLP; HoyTOyk 15"Acer, akpaH HaCTeHHbIW, JOCKa MenoBas, cneunanusavpoBaHHas mebenb
(cTonbl, cTynbs)

MomeweHne ansa xpaHeHnsa n npodunakTnyeckoro obcnyxmeaHmsa yyebHoro o6opynosanuns. MynbTume-
ana-npoektop Nec M271X, HoyTbyk 15"Acer.

KomnbloTepHbI Knacc, ayautopus Ans rpynnoBbIX U MHAMBUAYamNbHbIX KOHCYNbTauui, NoMeLLeHne ans
CaMOCTOATENbHOM paboThbl, NOMeLLEHMEe AN XpaHeHUs U NPodUNakTMYeckoro obenyxmBaHns y4ebHoro
obopynosaHusa. Komnbtotepbl Aquarius (Kugkokpucrtannuyeckne MoHutopbl LG) (12 wrT.), gocka mar-
HUTHO-MapKepHas, KOHOULMOHEP HACTEHHbIW, crneunanuanpoBaHHas mebenb (CTonbl, cTynbsa), Kubuntu
14.04.5 (MO ceobogHoro, 6ecnnatHoro ucnonb3oBaHus), LibreOffice (MO csobogHoro, 6ecnnaTHoro nc-
nonb3oBaHus), ABBYY FineReader 12 Professional Full (BeccpoyHas nuueHsus, gor. Ne3010-15/1314-
14 o1 10.11.2014), OfficeSTd 2013 RUS OLP NL Acdmc (BeccpoyHas nuueHsus, gor. Ne3010-07/37-14
ot 18.03.2014), Mozilla Firefox (MO cBobogHoro, 6ecnnatHoro ucnonb3osanus), R (ctatuctuyeckas o6-
paboTtka gaHHbix) (MO ceBobogHoro, 6ecnnaTtHoOro Nonb30BaHUSA)
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19. ®OoHA OLEHOYHbIX CPEACTB:

19.1. lNepeyeHb KOMNETEHLMIA C YKa3aHMeM 3TanoB (pOpMUPOBaAHUA U NNAaHUPYEMbIX pe3ynbTaToB

oby4eHus

Koa n cogepxaHune komne-
TeHuumn (Mnn ee yacTu)

MnaHmpyemble pesynbTaThl 06yyeHus (Mokasatenu 4oCTu-
XXEeHUs 3a0aHHOro YPOBHSI OCBOEHWUS KOMMETEHLMM NOCpea-
CTBOM (POPMUPOBAHMS 3HAHWIN, YMEHWI, HABBLIKOB)

Ortanbl chop-
MMpPOBaHUS
KOMMNeTeH-

umn (pas-
nenbl

(Tembl) guc-

UMNMVHBI
nnu mogyns

N VX HaMme-

HOBaHMeE)

®0C
(cpenctBa
oLeHuBa-

HUS)

MK-3. NoToBHOCTL K Npo-
BeAEeHuNo npoueayp,
NpeayCMOTPEHHbIX NP
rocygapCTBEHHON peru-
CTpaummn fekapCTBEHHbIX
npenapaTtoBs

3HaThb:

- MONIOXEHWS1 HOPMATUBHBIX MPaBOBbIX akToB P®, perynu-
pyloLmnx obpalleHne neKkapcTBEHHbIX CpeacTB (B TOM
yucne pernamMmeHTUpyloLne NpoBeaeHNe OOKITMHUYECKUX U
KMUHUYECKNX UCCINEA0BaHNIA NeKkapCTBEHHbIX NpenapaToB)
W Opyrmx TOBapOB anTe4YHOro acCoOpTUMEHTA, B TOM Yuche
B cooTBeTCTBUM C CornaleHrMemM O efQuHbIX NpUHUMnax m
npaBunax obpalleHns nekapCcTBEHHbIX CPeACTB B pamKax
EBpasnickoro 3KOHOMUYECKOrO COK3a; UHCTUTYLMOHAIb-
Hble HOPMbI B cdhepe ynpaBreHunst dpapmaLeBTUYecKkon ae-
ATENbHOCTbIO,

— NPUHLMNbI, Lenu, MeToabl, aTansl pa3paboTkM HOBbIX Ne-
KapCTBEHHbIX NpenapaTos,

— 3TMYECKNE NPUHLMNBI BUOMEANLIMHCKMX SKCMEPUMEHTOB,
— MPUHLMNbBI NPOEKTUPOBAHUS OOKITMHUYECKUX U KITMHUYE-
CKMX MCCreaoBaHUn NekapCTBEHHbIX NpenapaTos

— MeTOoAbl OOKMMHUYECKUX W KIMHUYECKUX MCCreaoBaHWn
Be3onacHoCTU 1 3hPEKTUBHOCTM NEKAPCTBEHHbIX BELLLECTB
- NPVHUUNBI COCTaBneHus otyeTa u TpeboBaHMsa K opopm-
NEHU0 pe3yrbTaToB AOKMMHUYECKUX U KMTMHUYECKNX UCCre-
[OOBaHWI NEKapCTBEHHBIX NpenapaToB, BKOYasa NPUHLMMbI
COCTaBNEHUSI PEMMCTPALMOHHOIO JOChE Ha NEKapCTBEHHbIN
npenapar.

YMeThb:

- JEMOHCTpPUpPOBaTh FMOTOBHOCTbL paboTaTtb C HOPMAaTUMBHO-
NpaBoOBbIMW [OKYMEHTaMW, pernaMmeHTUpyLWuMmn npose-
OeHne OOKMMHUYECKUX U KITMHUYECKMX UCCrefoBaHui ne-
KapCTBEHHbIX NpenapaTos,

Brnagetb (MMeTb HaBbIKK)

- yyacTBOBaTb B OpraHusauuu, npoBedeHUW, aHanmse u
0ohOpMMEeHNN pe3ynbTaToB AOKITUHUYECKMX N KITUHUYECKNX
nuccnegoBaHWiA, B TOM 4YMCre K MPOBEOEHMI0 Mpoleayp,
NpenycMOTPEHHbIX MPU rOCYAapCTBEHHOW perncTpauum ne-
KapCTBEHHbIX NpenapaTos.

pasgen
1-4

Tekywias
aTTecTa-
umd
(npoekT)

NMpomexyToyHas aTTecTaums (3ayver)

pasgen
1-4

Komnbto-
TepHoe Te-
CTMpoBa-
Hue (anek-
TPOHHasi
Oasza Te-
CTOB B
Moodle)

19.2 OnucaHue KpuTEpUEB U LLKaNbl OLeHUBaHUS KOMNEeTeHUUn (pe3ynbTaToB 00y4YeHuns) npu npo-

MEeXYTOYHOM aTTecTauum

[na oueHnBaHms pes3ynbTaTtoB 06y‘-leHVIﬂ Ha 3a4eTe UCMNOosb3YyHTCA crneayroLme nokasarenu:

3HaTb.

- MONOXEHNs HOPMAaTMBHbIX MPaBOBbIX aKTOB, Perynupyrowmnx obpalleHne nekapCTBeHHbIX cpeacTs (B
TOM YKnCre pernameHTUpPYyLNX NPoBegeHne JOKMNHNYECKNX U KITMHUYECKNX NCCNefoBaHUN NekapCTBEH-
HbIX NpenapaTtoB B Poccuiickon ®enepauunn)
— MPUHUMNBI, Lenu, MeToabl, aTanbl pa3paboTkn HOBbIX NIEKAPCTBEHHbIX NpenapaTos,
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- 3TUYeckne NPUHLMMbI GUoMeaNLMHCKMX 9KCMNEPUMEHTOB,
— MPUHUMMbI NPOEKTUPOBAHUS AOKIMHUYECKMX U KITMHUYECKMX UCCefoBaHMn NekapCTBEHHbIX npenapa-
TOB
— MeTOAbl AOKMMHUYECKUX U KITMHUYECKNX UCCrefoBaHuin 6e3onacHOCTU 1 3PeKTUBHOCTUN NIekapCTBEH-
HbIX BELLEeCTB
— NPVHUMNbI COCTaBMNEHUS OTYeTa M TpebGoBaHMSA K 0POPMIIEHNIO PE3yNbTaTOB AOKINHUYECKUX U KIUHU-
YeCcKMX MUccrnenoBaHUI NEKAPCTBEHHBIX MpenapaToB, BKMYas NPUHLMNbLI COCTaBNEHMS perncTpaumoH-
HOro [OCbEe Ha NeKkapCTBEHHbIV Npenapar.
yMeTb:
- JEMOHCTPUPOBATb FOTOBHOCTL paboTaTb C HOPMATMBHO-NPABOBLIMU OOKYMEHTaMW, perfiaMmeHTupyto-
LMMW NPOBEAEHNEe AOKIMHNUYECKUX U KITMHUYECKUX UCCIeA0BaHMI NEKapCTBEHHbIX NpenapaTos,
- @MOHCTPUPOBATb FOTOBHOCTb K Yy4acTUIO B OpraHu3aumun, NpoBeAeHUM, aHanusy n opopmreHunto pe-
3yNbTaTOB AOKIMHUYECKUX M KITMHUYECKMX UCCreoBaHUIM, B TOM YMCHe K NPOBEAEHMIO Npoueayp, npeay-
CMOTPEHHbIX NPY rocyAapCTBEHHOW perMcTpaumm NekapcTBEHHbIX NpenapaTos.

Ans oueHMBaHWA pe3ynbTaToB 0DyYeHWs Ha Tekylen atTectauun (MpPoekT) ucronb3yeTcs 4-
GannbHas Wwana: «OTIMYHOY», «XOPOLLOY, «YAOBINETBOPUTENBHOY, «HEYAOBNETBOPUTENBHOY.

[ns oueHMBaHMS pe3ynbTaToB 00YyYEHUSI HA NMPOMEXYTOYHOMN aTTeCTaumm (3a4eT B hopMe KOMIMb-
IOTEPHOIO TECTUPOBAHUS) UCMONb3YETCSH — «3aYTEHO», KHE 3a4TEHOY.

CooTHoLleHne nokasaTenemn, KPUTEPMEB W LLKAsbl OLLEHNBAHWSA pPe3ynbTaToB 00y4YeHUs.
Tekywasn atrectaums (NpoekKT)

YpoBeHb

o cpopmupo-
KpuTepuun oueHMBaHUA KOMMNETEHLNIA BAHHOCTY KOM- Lkana oueHok

neTeHumn

OB6yuvaroLmncsa NOMHOCTLI0 CaMOCTOATENBbHO YCMELHO BbINOMHWI | [MOBbILWEHHbIV OTnunyHo
MPOEKT C cobniogeHnemM BCex pekoMeH40BaHHbIX TpeboBaHUA 1 Ha YpOBEHb
3awuTe NpoekTa B NOSIHOM Mepe AeMOHCTpUpYeT riybokme 3HaHWA
HOpMaTMBHbIX MPaBOBLIX akToB Poccuiickon ®enepaumm, perynupy-
toLmx obpalLieHre nekapcTBEHHbIX CPeacTB B 06r1acTy npoBeaeHUst
OOKNNHUYECKMX N KIMHUYECKUX UCCIEeA0BaHUA NTEKapCTBEHHbIX Npe-
napartoB, NMPUHLMNbI NPOEKTUPOBAHUSA AOKIMHUYECKMX U KIUHUYeE-
CKMX UCCIEeaoBaHWIN NekapCTBEHHbIX NpenapaToB, COCTaBMEHNS OT-
yeTa n TpeboBaHNs K 0POPMIEHUIO PE3yNbTaToB AOKITUHUYECKUX W
KIMMHWUYECKNX UCCrEA0BaHMIN NeKapCTBEHHbIX NpenapaTos, BKoYas
MPUHLMMNBI COCTaBMNEHUS] PErMCTPALMOHHOIO A0ChE Ha fekapcTBeH-
HbI NpenapaTt, AEMOHCTPUPYET CNOCOBHOCTb M FOTOBHOCTb MOSTHO-
CTbl0 CaAMOCTOATESBHO MPUMEHATb TEOpPETUYECKNE 3HaHWSA Ans pe-
LLEHUS CTaHAAPTHbIX U HECTaHOAPTHbIX NMPaKTUYECKMX 3a4a4

B 0brnacTu opraHusaumm, NPOBEAEHUS], aHanM3a 1 oPopMIIEHUN pe-
3ynbTaToB [OKMUHUYECKUX M KITUHWYECKUX UCCreaoBaHWn, B TOM
yMcre npOBEeAEHMI0 npoueayp, NPeayCMOTPEHHbIX Npu rocyaap-
CTBEHHOW perncTpaLumm nekapcTBEHHbLIX NPenapaTos.

OByuaroLpmncsa camocToATENbHO YCMELWHO BbIMOSHMI MPOEKT C COo- ba3zoBbIn XopoLwuo
BnogeHem pekoMeHaoBaHHbIX TpeboBaHUA 1 Ha 3aLumMTe NpoeKkTa YPOBEHb
AEMOHCTPUPYET A0CTaTOYHblE 3HAaHWUA HOPMAaTUBHBIX NMPABOBbIX aK-
ToB Poccunckon ®denepaummn, perynupyrowmx obpalleHve nekap-
CTBEHHbIX CpeacTB B 061acTi NpoBeAeHUst AOKIMHUYECKNX U KITUHU-
YeCKNX UCCreAoBaHNIM NEKapCTBEHHbIX NpenapaTos, NPUHLMMNbLI NPo-
E€KTUPOBaHUS OOKIMHUYECKNX U KITMHUYECKMX UCCrefoBaHui nekap-
CTBEHHbIX MpenapaToB, COCTaBMeHUss oTyeTa Wn TpeboBaHua K
0ohopMneHnio pesynbTaToB AOKITUHUYECKUX U KIMHUYECKUX Ucche-
[AOBaHWA IEeKapCTBEHHbIX MpenapaToB, OEMOHCTPUPYET Crnocob-
HOCTb U FOTOBHOCTb CaMOCTOSATENbHO MPUMEHATb TeopeTuyeckue
3HaHWA NS peLleHns CTaHaapTHLIX M HECTaHOAAPTHBIX MPAKTUYECKUX
3agady B obractu opraHusauum, NnpoBedeHns, aHanmaa u odopmre-
HUW Pe3ynbTaToB AOKITMHUYECKUX U KITMHUYECKUX UCCrnegoBaHui, B
TOM 4uCrne npOBEAEHUIO Npouenyp, NPeayCMOTPEHHbLIX NPU rocy-
AapCTBEHHOW perncTpaumnm NekapCTBeHHbIX NpenapaTos.

OOyualowmincsa BbINOMHUA NPOEKT C MOMOLLBI0 npenogasaTens, lNoporoBbii YaoeneTBopu-
odhopMun NpPoekT ¢ cobniogeHnem GonbLUMHCTBA PEKOMEHO0BaH- ypOB€EHb TENnbHO
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HbIX TpebOoBaHWI, Ha 3awmTe NPOEKTa HE B NOMHOW Mepe OEeMOH-
CTpUpyeT 3HaHWA HOPMAaTUBHbLIX NPaBOBbIX akToB Poccuiickon de-
Aepauny, perynupyrowmx obpalleHne nekapcTBeHHbIX CpeacTs,
NPUHLMMNBI NPOEKTUPOBAHUA JOKITUHUYECKUX U KIMHUYECKUX UCCre-
[AOBaHWN NekapCTBEHHbIX MpenapaTtos, TpeboBaHUs K 0hOPMIIEHNIO
pesynbTaToB AOKNMMHUYECKMX U KITUHUYECKUX UCCNEaoBaHUA fnekap-
CTBEHHbIX NpenapaToB, OOHAaKO MpW 3TOM OEMOHCTPUPYET rOTOB-
HOCTb K pELUeHW0 CTaHOapTHbIX 3adav B obracty opraHusaumu,
npoBeaeHns, aHanunsa u oopMreHnn pesynbTaTtoB JOKIMUHUYECKMX
N KMUHWYECKMX MCCneaoBaHui, B TOM YiCne MpOoBEeOEHUIO npoLie-
Ayp, NpeaycMOTPEHHBIX MPU rocyOapCTBEHHOW perucTpaLumm nexkap-
CTBEHHbIX NpenapaTos.

Ob6yuatowuiica He BbIMOMHUI NPOEKT, He caarn MPOEeKT BOBPEMs, - HeynoeneTso-
BbINOMHWI NPOEKT C HapyLLeHneM 60sbLUMHCTBa PEKOMEHA0BAHHbIX puTENBHO
TpeboBaHMIA W/UNM Ha 3aLLUTE NPOEKTa 4EMOHCTPUPYET TONbKO OT-
PbIBOYHbIE, hparMeHTapHble 3HaHUSI, oMNycKaeT rpybble ownoKu
B OTBETE, U B LEJIOM HE rOTOB K BbIMOSIHEHMIO paboT B obnactu
opraHusauum, NpoBeaeHUsl, aHanmnsa U oOOPMITEHNN PEe3yrbTaToB
[OKIMMHUYECKUX U KITUHUYECKUX UCCIEQOBaHUIA, B TOM YMCne npoBe-
[EHVI0 npoueayp, NPeayCMOTPEHHbIX MPY FOCYAAPCTBEHHOW peru-
CTpaumm NeKapCTBEHHbIX NPenapaTos.

MpomexyToyHas atTectaums (KOMMNbOTEPHOE TECTUPOBAHME)

o YpoBeHb CHOPMUPOBAHHOCTU
Kputepumn oueHnBaHUS KOMNETEHUNI KOMNETEHLIAVA LLikana oueHok
>70% npaBuibHLIX OTBETOB [MoporoBLIN YPOBEHb 3a4TeHo
<70% npaBurbHbIX OTBETOB - He 3a4TeHO

19.3 TunoBble KOHTPONbHbIE 3a4aHMA UITU UHble MaTepuarnbl, HeO6XoAMMbIe ANl OLIeHKU 3HaHUW,
YMEeHUI, HaBbIKOB U (MNK) onbiTa AeATeNIbHOCTU, XapaKkTepu3aylowme 3Tanbl GOPMUPOBAHUA KOM-
neTeHUUN B NpoLecce 0OCBOEHUs1 O6pa3oBaTesibHOW NpPorpaMmbl

19.3.1 MpomexyTo4yHasa aTTecTaumsa (3a4ver)

MNepeyeHb BONpPOCOB ANsi MOAFOTOBKMU K 3a4eTy B pOpMe KOMNbIOTEPHOro TeCTUPOBaHUSA

1.

MpyHUKMNbI, LeNn 1 MeToabl pa3paboTKM HOBLIX JIEKAPCTBEHHbIX MpenapaToB. ATankl pa3paboTkn Ho-
BbIX NlEKapCTBEHHbIX npenapaToB. [JOKNMHMYECKNE U KIUHUYECKNE MUCCNeaoBaHus Npu paspaboTke
HOBbIX JIEKAPCTBEHHbIX NpenapaTos.

MpyHUKMNbBI AOKa3aTenbHON MeAMUUHbI, kKaTteropum (YypoBHKU) AaokasatenbHoctn — A, B, C, D. UcTtou-
HUKN MHGopMaunm o HoBbIx JTTT.

MpMHUMNBI KPUTUYECKOrO aHanu3a AaHHbIX HayYHbIX CTaTer U OTYETOB NO pesyrnbTaTtaM OOKINHUYE-
CKMX N KIMMHUYECKUX UCCneaoBaHnin.

BuoaTuyeckme n AeoHTONOrM4Yeckne acnekTbl MeAULIMHCKUX UCCNeaoBaHNN Ha YernoBeke u nabopa-
TOPHbIX XXMBOTHbLIX, B TOM YMCIie NP1 NPOBEAEHNN OOKNUHUYECKNX U KIMUHUYECKUX UccreaoBaHui ne-
KapCTBEHHbIX NpenapaTos.

OTudeckne npuHUUnbl XenbcuHKCKon [deknapauun, npuoputeT 6e3onacHOCTK 1 Gnarononyyunsa nio-
Aen, y4acTBYHOLMX B KIIMHUYECKNX UCCNESOBaHUAX B KOHTEKCTE NpeBanupoBaHnsa Hag MHTepecamu
HayKkun n obLecTea.

OnuncaHmne aTU4ECKNX acnekToB UccneaoBaHus.

WHopmupoBaHHOe cornacme naumeHTa Ha ydacTue B NpoBeLeHMU KIMHUYECKMX NCCreaoBaHni.
lMpaBa 1 OTBETCTBEHHOCTL OPraHN3aTOPOB N YHACTHUKOB AOKIMHNYECKUX N KIMTMHUYECKNX UCCIedoBa-
HWI NeKapCcTBEHHbIX NPenapaToB.

OpraHunsaums permctpaunm nekapcTBeHHbIx cpeacts B Poccun. OpraHbl UCMOMTHUTENBHOM BiacTu, pe-
rynmpytoLLmne BONpOChl perncTpaumm NekapcTBEHHbIX CPEACTB.

10. 3Tanbl 1 CPOKM perncTpaummn riekapcTBEHHbIX NpenapaTos.
11. HopmaTurBHble NpaBOBblE aKTbl, PETYNUPYHOLLME NPOLIEAYPY PErMCTPaLMmM NeKapCTBEHHbIX CPEACTB B

P®: depepanbHbin 3akoH Ne 61-®3 «O6 obpalleHnn nekapcTBeHHbIX cpeacts» ot 12.04.2010,

12. HopmaTtuvBHbIE NpaBOBbLIE aKThbl, PErYNMpYyHoLLME NPOoLEeaYypY PerncTpauumn nekapcTBEHHbIX CpeacTs B

P®: npukas MuHsagpascoupassutma PO ot 23 Hos6ps 2011 r. N 1413H «O6 yTBepxaeHum Metoanye-
CKUX peKoOMeHauui Mo COAEPXKaHMI0 U 0POPMIIEHNI0 HEOOXOAMMbIX LOKYMEHTOB, N3 KOTOPbIX dhop-
MUpyeTCsa permcTpaumoHHoOe 4OChbe Ha NleKapCTBEHHbIM npenapar Ans MeauuUUHCKOro npuMeHeHus B
Liensix ero rocyaapCTBEHHOW perncTpaumnmy.




13.

14.
15.
16.

17.
18.
19.
20.
21.
22.
23.

24,

25.

26.

27.
28.

29.
30.

31.
32.
33.

34.
35.

36.

37.

38.
39.
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HopmaTuBHbIe NpaBOBLIE aKThl, perynupyoLline npoueaypy permcrpauumn nekapCTBeHHbIX CPeacTB B
P®: npukas ot 26 aBrycta 2010 . N 750H «O6 yTBEpPXOEHUM NPpaBUI NPOBEAEHNS AKCNEPTU3bI Nekap-
CTBEHHbIX CPeACTB AN MeANLNHCKOro NpUMeHeHUs 1 (oopMbl 3aKIMHOYEHUS KOMUCCUM SKCMEPTOBY.
O6wue NprHUMNbI NIaHNPOBaHUA, OpraHn3aumm 1 NPoBeAEeHUSA Hay4YHOro UccnegoBaHus.
YnpaBneHue puckamm ansa obecneyeHnst kKayectsa AOKIMHUYECKMX U KITMHUYECKUX MCCNeaoBaHUN.
OpraHunsaums paboTbl UCNbITAaTENBHOIO LIeHTa No NPOBEAEHNI0 OKITMHUYECKUX UCCefoBaHMIN nekap-
CTBEHHbIX cpeacTB. TpeboBaHUA K nomeLLeHnsaM, 06opya0oBaHUIO UCMbITaTeNbHbIX Nabopatopun ons
OOKNMUHUYECKNX UCCNefoBaHUN, MEAULUHCKUX OpraHu3aLumi Ang NnpoBeaeHus KIMHUYEeCKUX ucerneno-
BaHuN, TpeboBaHMs Kk NnepcoHany, obecneynBatoLLeMy UX NPOBEAEHME.
TpeboBaHus K TECT-cCUCTEMAM.
Wccnepyemble n cTaHgapTHbIE nNpenapaTthbl.
CraHgapTHble onepaunoHHbIe npoueaypsbl.
MpyHUKMNBI cTaTncTUYecKom obpaboTKN JAHHbIX.
3anucu pesynbLTaTtoB UCCreLoBaHWS.
BpoLlutopa nccnegosatens, NpoTokon nccnenoBaHns, MHGOOPMALMOHHBIA NNCTOK NauneHTa.
MprHUMNBI 1 MeToabl N3y4eHNs ObLLIETOKCUYECKOro 4eNCTBUS, OLeHKN 6e3onacHoCTU 1 pbapmakoso-
rMYeCcKon akTUBHOCTU NeKapCTBEHHbIX BELLECTB.
FOCT 33044-2014. MexrocyaapCTBeHHbIA cTaHAapT. [NpuHumMnbl Hagnexalen nabopaTtopHon npak-
TvKn (GLP).
MprHUMNBI U MeTOALI JOKMMHUYECKOTO U3yHEeHUS pa3rmyHbiX BUOOB (hapMakoniormyeckon akTMBHOCTM
neKkapCTBEHHbIX BELLECTB.
CTpykTypa 0T4yeTa 0 pesynbTaTax AOKNUMHNYECKOro NccnefoBaHns iekapcTBEHHOMO cpeacTsa ANs Me-
AVLMHCKOro NpYMeEHEHUs, BKItodass 060CcHOBaHME NporpaMmbl AOKIIMHUYECKMX MCCNegoBaHWUM, Onu-
caHuve, pe3ynbTaTbl U CTAaTUCTUYECKUIA aHaNn3 pe3ynbTaToB JaHHOro AOKITMHUYECKOro UccnegoBaHmus,
WMHTeprpeTaunsa nosyYeHHbIX pesyrnbTaToB LOKIMHUYECKMX UCCnefoBaHUn (dhapMakonormyeckux,
dhapMakOKUHETUYECKNX, TOKCUMKOSTOrMYECKUX UCCIEA0BaHW) NIekapCTBEHHOMO CpeacTaa.
OcHOBHbI€e aTanbl, NTPUHUMMBI U METOAbI KITMHUYECKMX MCCNegoBaHWI NeKapCTBEHHbIX NpenapaTos.
FOCT P NCO 14155-2014 HaumoHanbHbIM CTaHgapT poccuinckon pegepauun. KnuHnyeckne uccne-
aoBaHua. Hagnexalasa knnHndeckas npaktuka. Clinical investigations. Good clinical practice (GCP).
®a3sbl KMMHUYECKUX UCCregoBaHUN.
Pangomusaums, Kputepum BKIFOYEHUSA U UCKITIOYEHNS NAUMEHTOB B UCccrneaoBaHne. PaHaomusnposaH-
Hble KoHTponupyemble nccrnegosanus (PKM). ObocHoBaHMe BbiGopa nonynaumMn naumeHToB, yyYacT-
BYIOLLMX B KMMHUYECKNX UCCNEeaOoBaHUNAX, KpUtepmum Habopa nauneHToB Ans y4acTus B KITMHUYECKOM
nccneaoBaHUM NEKapCTBEHHOMO nNpenaparta (KpUTepun BKITOYEHUS U HEBKIIOYEHUS).
Ycnosusa n Kputepum ans npuocTaHoBNEHUSA U (MNK) NpeKpaLleHnsa KNMHUYECKOro nccrnegoBaHng ne-
KapCTBEHHOro npenapara.
YnpaBneHve JOKyMeHTaMn 1 AaHHbIMMU.
lMnaH KNUHUYECKOro nccneoBaHus.
XKypHan (6powutopa) nccnegosarens.
MHTepnpeTauuns norydeHHbIX pe3ynbTaToB KIMMHUMYECKUX uccrenoBaHun; ageKTMBHOCTL nekap-
CTBEHHOro npenapaTa Mo 3asdBfsieMblM MOKa3aHWUSIM; KITMHUYEeCKas 3Ha4YMMOCTb 3(PdEeKTOB nekap-
CTBEHHOrO npenapara; oLeHKa COOTHOLLEHUS NOoSb3bl U PUCKA HA OCHOBaHUM pe3ynbTaToB KNUHUYe-
CKMX MCCNneaoBaHWI NeKapCTBEHHOro npenapara u ap.
AHanua faHHbIX nccrnegoBaHns, oopMIeHne 1 NnpeacTaBrneHe pesynbTaTtos, NPUHLMNbI POPMYIn-
POBKM BbIBOJOB.
CoctaBneHue otdyeTa No pesynbrtatam SOKIMHUYECKMX U KITMHUYECKUX UCCReAoBaHWUM, NPUHLMMbI K
TpeboBaHWs K COCTaBMNEHUIO PEMMCTPALMOHHOIO A0ChE Ha NeKapCTBEHHbIN npenapar.
MoaroToBka 1 ohopmneHne AOKyMeHTaumn Ans NnpoBeaeHns npouenyp, npeayCMOTPEHHbIX NPU roc-
yOapCTBEHHOWN pernctpaumm nekapCcTBEHHbIX NpenapaTos.
Mopsagok opMUpOBaHUSA pErmcTpPaLmMoOHHOIO A0ChE Ha NeKapCTBEHHbIV NpenapaTt Ang MeguLMHCKOro
npumMeHeHus, TpeboBaHNA K AJOKYMEHTaM B €ro CocTaBe, BKNOYasa AOKYMEHTALMIO agMUHUCTPaTMB-
HOro xapakrepa, Xxumuyeckasi, apmaueBTudeckas, buonornyeckas, apmakonormdeckasi, TOKCUKO-
nornyeckasl, KnmHu4Yeckas JOKyMeHTauus.

19.3.2. TecTtoBble 3agaHMA ANA NPOMEXYTOYHON aTTecTaummn
(3ayeT, KOMNBLIOTEPHOE TECTUPOBaHMUE)
TecToBble 3agaHnNa NO ANCUMMINHE pa3MeLLeHbl Ha obpasoBaTenbHbIN NopTane « ANEKTPOHHbLIN

yHuBepcuteT BIY», 6aHk 3agaHui cogepxut 6onee 60 sonpocos, QYMK OpraHusaums OKITMHNYECKUX
N KnuHudecknx nccnegosanun J1C, 33.08.02 (opanHaTtypa) https://edu.vsu.ru/course/view.php?id=3433
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MpuMepHble 3aaaHnA AnNs Ans NPOMEeXyTOYHOM aTTecTauum
(3aueT, KOMNbLIOTEPHOE TECTUPOBaHMUE)
MK-3 FOTOBHOCTL K MPOBEAEHMIO NpoLieayp NO rocyAapCTBEHHOWM perncTpaumm nekapcTBEHHbIX Npenapa-
TOB

TecTbl

AyouT ato

—KOMMJIEKCHas 1 He3aBMCMMasi NPOBEpPKa OTHOCALLMXCS K UCCNeoBaHMI0 eATENbHOCTM U JOKYMEHTa-
uun, NpoBoAUMas ANns NOATBEPXKAEHNST COOTBETCTBUSA 3TON AEATENbHOCTU, a Takke npouenyp coopa,
aHanusa v npeacTaBneHns AaHHbIX MPOTOKOMY, CTaHAAPTHbLIM OMnepaLMoHHbIM NpoueaypamM CroHcopa,
Hagnexallen KIMHNYEeCKON NpakTuke n HopMaTUBHBIM TpeboBaHUAM

—ntobas npoBepka, MHULMNPOBAHHASA BbILLECTOALLMMN NHCTAHLMAMM

—npoBepKa, NPoBOAUMAs HE3aBUCUMOWN OpraHM3aumnen ans BbiABEHNS HECOOTBETCTBMI TpeboBaHNAM
OEVNCTBYIOLLEro 3akoHoAaTenbCcTBa

—KOMMJIeKCHas NpoBepKa, OpraHM3oBaHHasA CMNOHCOPOM MCCNeaoBaHUs 1 NPOBOANMAN HE3aBUCUMOW Op-
raHusaumen Ans BbiiBNEHMS COOTBETCTBUSA HOPMATUBHbLIM TpeboBaHUAM

Bpowtopa nccnegosarens ato

—CBOAHOE U3NOXEHNe pe3ynbTaToB KIMHUYECKOrO U OOKIMHUYECKOrO U3YYeHUs1 MccrneagyemMoro nekap-
CTBEHHOro npenapaTta, 3Ha4nMbIX A48 ero uccnegoBaHns Ha YenoBeke

—neyvyaTHbIN JOKYMEHT B hopme OpoLutopbl, COAEPKaLLUA MHGOPMaLNIO O MPOBOANMOM KITMHUYECKOM
nccneaoBaHUn Ansa naumeHTa

—bpowtopa, cogepxawasn pesynbTaTbl KITMHUYECKOTO Y AOKIMHUYECKOro N3y4eHUs NnekapcTBEHHOro npe-
naparta, npeaHasHa4YeHHas ans pekraMHO-NPOCBETUTENLCKUX Lernen n NPpoABUKEHNSS HOBOro npena-
paTta

[oroBop (Ha npoBegeHne KITMHUYECKOro NccnegoBaHns) aTo

—AaTMpOBaHHOE U NOANMCAHHOE CornalleHne mexay ABymMs unm 6onee CTopoHamu, KOTOpoe ycTaHaB-
nMBaeT AOroBOPEHHOCTM, KacalLlumecs pacnpegenenns oobema paboTt n o6sa3aHHOCTEN Npy NpoBeae-
HUW KIMHUYECKOro NCCnefoBaHns, a Takke, ecrnv YMeCcTHO, (OMHaHCOBbIX BOMPOCOB

—nto60e NMCbMEHHOE UM YCTHOE cornalleHne Mexay CTopoHaMmu ansg oopmrieHns (oMHaHCOBbIX BO-
NPOCOB 1 IOPUONYECKMNX AaCNEKTOB OTHOLUEHWI

—cornawleHne oman4eckmx Ny 0 B3aMMHOM YCTaHOBMEHUMN, U3MEHEHUM U NPeKpaLLeHum NobbiX npaB
n obsa3aHHoOCTEN

HokymeHTaumsa aTto

— BCe 3anucu B Ntobor popme (Ha ByMakHbIX, NEKTPOHHBLIX, MarHUTHbLIX UM ONTUYECKMUX HOCUTENSX,
CKaHOrpaMmbl, PEHTTEHOBCKME CHUMKM, SNEKTPOKapAMorpaMMebl U T.M1.), KOTOpble ON1CbIBaOT Nnbo perun-
CTPUPYIOT METOAbI, OpraHn3aumio W/unm pesynbTaTbl KNMMHUYECKOro CCNeAoBaHuUs, a Takke BnvsaoLmne
Ha nccnegoBaHne akTopbl U MPUHATLIE Mepbl

—ntobble opUrnHanbl NOAMMCAHHbIX JOKYMEHTOB Ha ByMaxxHOM HocuTene, Heobxoanmble AnNga nposeae-
HUS OOKITMHUYECKMX U KITMHUYECKUX nccnegoBaHun

—BCE 3anuncu Bcex AaHHbIX B Ntobon popme, Heobxoammble Ans NPoBeAeHUS AOKITMHUYECKMX U KITUHN-
YeCKMX nccrnegoBaHui

3aKoHHbIV NpeacTaBuTESb

—buranyeckoe Unu ropuanyeckoe nNuLo, UM NHom cyobLEKT npaea, MMEKLWUA B CUYy 3akoHa Npaeo Aa-
BaTb COrnacue Ha yyactme B KIMHMYECKOM UCCrieqoBaHnmM OT UMEHW NOTeHUnanbHoro cyobekra uccne-
AO0BaHUsA._

—npencraBuTenb 3aKOHa B CTpaHe-opraHm3aTope KIMHUYECKUX NccrneaoBaHni

—rpaxgaHuH, UMeLLMIA NPaBo NPEACTaBNSATb MHTEPECHI CyObEKTa UCCNeaoBaHUSA Ha ero y4acTue B Knn-
HUYECKOM MCCreaoBaHUM NO ero yCTHOMY UM NMUCbMEHHOMY COrflacuio

NaoeHTudmkaumoHHbii Kog cybbekta

—YHUKarnbHbINA KO, MpUCBanBaeMbI UccrieaoBaTenem Kaxaomy cybbekTy uccnenosaHusa ansa obecne-
YeHMs KOHPUOEHUNANBHOCTU €ro NMUYHbIX AAaHHbLIX M UCMNOSb3yEMbIi BMECTO MMEHM cybbekTa B oT4yeTax
no HexenaTenbHbIM ABNEHUSAM U/UNn APpYrMX AaHHbIX, OTHOCALMNXCS K UCCIeA0BaHNI0

—YHUKanbHbINA KO, NpUCBanBaeMbI CyObekTy nccrnenoBaHns Ans naeHTudmkauum ero nepcoHanbHbIX
AaHHbIX, HE0BXOOUMbIX NPY MPOBEAEHNM KITMHNYECKOTO NCCenoBaHuUs

—YHUKarnbHbIN KOA nccrnegoBaTens, HeobxoamMmbln Ana obecnevyeHnn AoCcTyna K permcTpaumoHHbIM OaH-
HbIM 1 pe3ynbTaTam NPOBOANUMOrO KIMHNYECKOro NCCneaoBaHNs

NHomBuayanbHas pernctpaumoHHas kapTa



14

—[AOKYMEHT Ha BYMaHOM, 3NEKTPOHHOM UMM ONTUYECKOM HOCUTENE, NPeAHa3Ha4YeHHbIN ANA BHECEHUSA
BCEW NpegyCMOTPEHHON NPOTOKONIOM U NoAnexaien nepegade CnoHcopy MHOoOpMauumn no Kaxaomy
CyOBEKTY UccnegoBaHus

—OOKYMEHT, 3KBMBASIEHTHbLIN aMbynaTopHOM KapTe nauneHTa, HeobXxoanMbI 451 BHECEHUS MHAOpMa-
LUK Npy NPOBEAEHUN KIMHMYECKOrOo UCCneaoBaHns

—nto6or ByMaXKHbIA UK 3NIEKTPOHHbBIN 3KBUBANEHT OpuUrMHana nctopum 6onesHu naumeHTta, Heobxogu-
MbI NS BHECEHUSA MHAOPMaLUN O NPOBEAEHUM U pe3yNnbTaTax NPOBEAEHUN KIMHUYECKOro uccnegosa-
HUS

MHcnekums

—[AenCcTBME YNONTHOMOYEHHbIX OPraHoB, 3aknioyatroLeecs B ouLmnanbHoOn NnpoBepke 4OKyMeHTauum,
o6opyaoBaHMst, MHbIX MaTEPMAnoB, UMEOLLMX, MO MHEHWUIO YNONTHOMOYEHHbIX OPraHOB, OTHOLLEHWE K
KNMMHUYECKOMY UCCNEAOBAHUIO N HAXOASLWMNXCS B UCCNeAoBaTENbCKOM LIEHTPE, B MOMELLLEHMAX CMOH-
copa u/unun KOHTPaKTHON UccrneaoBaTeNbCKOM OpraHM3auun, a Takke UHbIX OpraHn3aunsx, UMetoLwmx, no
MHEHWIO YNONHOMOYEHHbIX OPraHOB, OTHOLLEHWE K UCCeaoBaHuUIo

—nto6own BUA, KOHTPOIsA 3a cobniogeHNeM YCTaHOBMNEHHbIX FOCYAapCTBOM NpaBusi

—NpoBepKa N KOHTPOSb CO CTOPOHbI YNONTHOMOYEHHbIX OpraHoB

NHdpopmMmmnposaHHoe cornacue

—npouenypa o6pOBOMBHOrO NOATBEPXKAEHNSI CYOBEKTOM CBOEr0O COrnacusi Ha y4actue B KOHKPETHOM
nccneaoBaHUM Nocre nonyyYyeHnss MHopmaumm 060 BCcex 3Ha4YMMbIX ANs NPUHSATUS UM PeLLEeHUs acnek-
Tax uccnegoBaHus, JOKYMEHTUpYyeMoe NOCPeACTBOM NoAgNMCcaHns U 4atupoBaHusa oopMbl MHPOPMUPO-
BaHHOro cornacus

—cornacue nauveHTa Ha nobble BUAbl 4ENCTBUA, BMELUATENbCTB, MEAULMHCKMX MAHUMYNSUMIA U NpoLie-
Ayp, HeobxoanmbIX A4S NPOBEAEHUS KITMHNYECKOrO NCCrefoBaHus

—po6bpoBonbHOE cornacre nayneHTa, Nony4YmBLLIEro BCIO HeO6Xxoanmyo MHpopmMaumio o Lensax, 3aga-
Yyax, MeToaax u puckax nnaHMpyemMoro KIMHUYeCKoro ncecnenoBaHms, Ha nobble Buabl 4AEUCTBUN, BMe-
LaTenbCTB, MEAULMHCKMX MaHMNYNALMIA U Npoueayp, HE06X0AMMbIX AN NPoOBeAEHNS KNMHUYECKOro
nccneaoBaHns

—A06pOoBONbHOE YCTHOE UMM NMCbMEHHOE COrnalleHne uccrnegoBaTens n naumeHTa, nony4YnBLLEro BCO
Heobxoanmyo MHpOpMaLMIO O LiensaxX, 3agadax, MeToaax U puckax niiaHMpyemoro KnMHUYECKoro nccne-
A0BaHus, NoATBEpXAatoLLee cornacme naumeHTa Ha y4acTme B UCcrefoBaHnm He3aBMCUMO OT BO3MOX-
HbIX PUCKOB TaKoro nccriefoBaHus

NccnepoBaTenb

—(pm3anyeckoe nNuuo, Hecylllee OTBETCTBEHHOCTb 3a NPOBeAEeHNEe KIMHUYECKOrO ccnegoBaHus B uccne-
A0BaTeNbCKOM LieHTpe

—Bpay, NPUHNMaIOLLMIA y4acTUe B NIeYeHUM NauneHTa, y4acTBYOLLEro B KIMHUYECKOM UCCnesoBaHmm
—Bpay UM MHON MeaULNHCKNA pabOTHUK, y4acTBYOLLMIA B NPOBEAEHUN KITMHUYECKOro UCCEeAoBaHNS B
nccneaoBaTeNbCKOM LIEHTPE NN OOKNMHUYECKOrO nccnegoBaHms

—COTPYAHWK, Y4aCTBYOLLMIA B NPOBEAEHNN KITUHUYECKOrO U AOKMMHUYECKOro UccrneaoBaHus
WcecnepnoBatenbCkuin LLEHTP

—paKkTnyeckoe MecTo NPoBEAEHNS KITIMHNYECKOrO NCCrefoBaHus

—ntoboe mecTo/yupexaeHne/opraHnsauns Ang npoBeaeH s KNMHUYECKOro nccnegoBaHmns

—nto6oe mecTo/yupexaeHne/opraHnsauns ans npoBeaeHns OKNMHUYECKOro nccnegoBaHus

—no6on MEANLMHCKUI LEeHTP, NPUrogHbIv ANsi NPOBEeAEHUSA AOKITMHUYECKMUX UMK KITMHUYECKMX Uccneno-
BaHWM

Wcecnenyembin npoayKT (NekapcTBeHHbIN npenapar)

—nekapcTBeHHasn hopma akTMBHOMO BeLlecTBa unu nnauebo, nsyvyaemasn unu ncnonb3yemasi 4nsi KoH-
TPOSS B KITMHUYECKOM MCCNeaoBaHMKM, B TOM YUCTe 3aperncTpMpoOBaHHbIN NEKapCTBEHHbIN NPOAYKT (ne-
KapCTBEHHbI NpenapaT) B criy4ae, ecnv cnocob ero NpMMeHeHNs OTNMYaeTcsl OT YTBEPXKAEHHOrO, a
TaKke Npu ero Ucrnosb3oBaHMM NO HOBOMY NMOKA3aHUI0 UK AN NOMy4YeHUs AONONHUTENbHOM MHopMa-
LUK NO YTBEPXKOEHHOMY MOKa3aHMIo

—neKkapCcTBEHHOE BELLECTBO, BNEpBbIE NCCreayemMoe ang nocrneayoLlero MeamuUmMHCKoOro npuMeHeHns
—neKapCTBEHHbIN NpenapaTt NPOMbILLIIEHHOIO MPOU3BOACTBA, U3y4aeMbln Ha NpeaMeT APPEKTUBHOCTH
B KITMHWUYECKOW NPaKTUKe Npu NPMMEHEHUN ANA NeYeHus onpeaeneHHoro 3abonesaHms

KnuHunyeckoe ncnbiTaHne/nccnenoBaHme

—ntoboe ncecnegoBaHme, NPOBOAMMOE C y4acTUEM YeroBeKa B KayecTBe CyObekTa ANs BbIBNEHUS UNn
NoATBEPXKAEHUSA KITMHUYECKMX M/Unn dpapmakonormyeckmx acpekToB nccneayembix NpoayKToB u/mnm
BbISIBNIEHWS HEXENaTernbHbIX peakunin Ha ncecregyemMble NpoayKTbl, W/MNN N3y4eHnsa Nx BcacbiBaHUs,
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pacnpegenexus, metabonuama v BbIBEAEHUS C LENbIO OLEHUTb MX 6e30nacHOCTb n/unm agdeKkTmB-
HOCTb
—noboe nccnegoBaHve, NpoBoAMMOE MO oueHKe aPdPeKTUBHOCTM U 6e30MacHOCTM NieKapCTBEHHbIX Npe-
napaToB B KIMHNYECKOWN NpaKkTuke
—nto6oe ncnbiTaHne 3PPEKTUBHOCTU N 6€30NacHOCTM NEKapCTBEHHbLIX NpenapaToB, NPOBOAMMOE C y4a-
CTMeM YernoBeka B KavyecTBe CyObekTa B KIMMHMYECKNX BonbHMLaxX unv Apyrux y4pexaeHumsax 3gpaso-
OXpaHeHust
KoHTpakTHas nccnegoBaTenbckasi opraHMsaums
—bumanyeckoe NnuUo Unn opraHm3aunsa (Kommepyeckas, Hay4yHo-uccnegoBaTenbckas unv nHas), kotopas
B paMKax AOoroBopa CoO CMOHCOPOM BbIMOSHAET oaHy unun 6onee 13 ero o6si13aHHOCTEN N (PYHKLUIA, CBS-
3aHHbIX C NPOBEAEHNEM KIMHMYECKOrO nccnegoBaHus
—ntobasi opraHnsaums, 3aknoumMBLIAst KOHTPAKT C OpPraHM3aTopoM MUCCrefoBaHUsA
—p13nyeckoe N1uUo UnNn opraHm3auns, CBA3aHHble C NPOBeAEHNEM KIMHUYECKOrO UCCNeaoBaHMs Hanm-
4Ynmem KoHTpakTa (goroeopa)
KoHTponb kayecTBa
—MeTOAbl U Mepbl, ABNSALLMECH YaCTblo CUMCTEMbI 0becnevyeHns kadecTsa U UCnonb3yemMble A58 Npo-
BEPKN COOTBETCTBUS BbIMOSTHAEMbIX NPY NPOBEAEHMN UCCIEeA0BaHUS npoueayp npeabssnsgemMbiM Tpe-
GoBaHMSM K UX Ka4ecTBy
—MeTOoAbl M cpeacTBa NpefHa3HaYeHHble AN OLEHKM Ka4eCTBEHHOCTUN M3Yy4aeMoro B KINMHUYECKOM UC-
crneaoBaHUN NekapcTBEHHOro npenapaTa
KoHdmaeHumanbHoCTb
—COXpaHeHMe B TarHe OT HEYNOSTHOMOYEHHbIX L, MHCpOpMaLMK, NpUHaanexaLlen CnoHCopy, UNn NH-
dopmaumm, No3BoNALWEN MaeHTUGUMpoBaTh CyGbeKTa NCCreaoBaHms
—COXpaHeHMe TanHbl O NINYHbIX CBEAEHUSX, KacaloLmnxXcs nccnegoBaTtenein n CoHCOpPOB UCCneaoBaHNs
—COXpaHeHne TanHbl MHpopMaLMK, NO3BONSIOLLEN MAEHTMdULMPOBaTL CybbekTa nccrnenoBaHus
Ans uccnegoBaTenemn
MHoroueHTpoBOE KNMHMYECKOE UccregoBaHme
—KIMHUYeCKoe uccrnenoBaHue, NpoBoANMOeE No egMHOMY NpoTokony 6onee Yem B 0OAHOM MccrenoBa-
TEeNbCKOM LieHTpe U1, 3Ha4unT, 6onee yem ogHUM nuccnegoBaTenem
—KIMHUYeCcKoe uccrnenoBaHue, NpoBoANMOE B MOObIX HECKONBbKUX UM MHOMMX UCCNeaoBaTeNbCKUX LIEH-
Tpax
— KIMHUYeCcKoe uccrneaoBaHne, NPoOBOANMOE B LIEHTPanbHbIX KNMMHUYECKUX MEeLULMHCKUX YYpeXaeHnsIX
MOHUTOPWHI
—[AEeATeNbHOCTb, 3aKMYatoLLasacs B KOHTPOSE 3a XOA0M KIMMHUYECKOro uccrnenoBaHus, obecneyeHmm
ero npoBefeHnsi, cbopa AaHHbIX 1 NpeaCcTaBNeHnst pedynbTaToB B COOTBETCTBMM C NPOTOKOSIOM, CTaH-
AapTHLIMK ONepaLMOHHbIMK NpoueaypamMm, Hagnexallen KIMHUYECKON NPakTUKOM U HOPMaTUBHBLIMN
TpeboBaHMsIMK
—AEeATENbHOCTb NO KOHTPOJIO 33 XOA0M NPOBEAEHMS KITMHUYECKOro nccnegoBaHms
Hagnexawas knuHudeckada npaktuka (Good Clinical Practice; GCP)
—CTaHAapT NNaHUPOBaHNS, OpraHn3aumm, NPoBeAeHNA, MOHUTOPUHIa, ayanta, AOKYMEHTMPOBaHUS Knu-
HUYECKUX UccneaoBaHun, a TaKkke aHanmsa u NpeacTaBeHns Nx pesynbTaToB, CRyXKallui rapaHTuen
AOCTOBEPHOCTU N TOMHOCTM MOMYYeHHbIX AaHHbIX U NPEeACTaBMNEHHbIX Pe3ynbTaToB, a Takke obecneyn-
BaKOLWMI 3aMTy Npas, 300POBbS N KOH(PUAEHUMANBbHOCTU CyObEKTOB NCCrneaoBaHNs
—KIMHUYeCKas NpakTuka, opraHM3oBaHHas Hagnexaiimm obpasom cornacHo yCTaHOBMNEHHbIM TpeboBa-
HUSIM HOPMAaTMBHbIX AOKYMeHTOB B PP
—KIMHUYeCcKasn NpakTuka, opraHM3oBaHHasa Haanexawm oopasom
HexxenaTtenbHas peakums OTHOCUTENbHO NPeaperncTpaunoHHOro KIMHUYECKOrO NPUMEHEHNST HOBOTO
nekapcTBEHHOro npenapara
—BC€ HeraTuBHble peakunmn, CBA3aHHbIE C NPUMEHEHMEM MO0 403bl NEKAPCTBEHHOIO NPOAYKTa, TO
€CTb B Clly4ae ecnu CyLlecTByeT XOTa 6bl MMHMManbHas BO3MOXHOCTb Hanuynst NPUYMHHO-CNeaCTBEH-
HOW CBA3N MeXAY NeKapCTBEHHbIM NPOAYKTOM U HeXernaTeNbHbIM SBEeHWEM, T.€. B3auMOCBSA3b He UC-
KrntoyeHa
—ntobble HexxenaTenbHble U/Mnu BpeaHble 3dEKTbI JOCTOBEPHO CBA3aHHbIE C MPUMEHEHNEM HOBOTO
N3y4aemMoro fekapCTBEHHOro npenapara
—Bce noboyHble achdekTbl IeKapCTBEHHOMO Npenaparta
HexxenaTtenbHas peakuus Onsi 3aperncTpMpoBaHHbIX JIeKapCTBEHHbIX NpenapaTos
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—03Ha4aeT BCe HeraTuBHbIE PeaKkLmKn, CBA3aHHbIE C MPUMEHEHNEM NEKapCTBEHHOIO npenapaTa B 06bly-
HbIX 403aXx, NCNONb3yeMbIX ANsi NPOMUNAKTUKKA, OMArHOCTUKM UK niedeHns 3abonesaHun, a Takke ons
N3MeHeHUs Pn3N0Norniecknx OyHKLMm
—ntobble HexenaTenbHble U/Mnu BpeaHble 3PdeEKTbI JOCTOBEPHO CBA3aHHbIE C MPUMEHEHNEM HOBOTO
N3y4yaeMoro fiekapCTBEHHOro npenapaTta
—Bce noboyHble achdekTbl IeKapCTBEHHOrO Npenapara
HexenaTenbHoe ABneHne
—nto60e BbISIBNIEHHOE Y NauMeHTa nnm cybbekTa KNMMHUYECKOro MccnegoBaHus nocne npuMeHeHns ne-
KapCTBEHHOro npoaykTa HebnaronpmusiTHoe ¢ MeQULMHCKON TOYKM 3peHnst COBbITUE, KOTOPOE MOXET U He
UMeTb NPUYMHHO-CNEACTBEHHON CBA3M C €ro NpUMeHeHneM
—ntobble HexenaTenbHble U/unu BpeaHble 3dEKTbI 4OCTOBEPHO CBSA3AHHbLIE C MPUMEHEHNEM HOBOO
N3y4yaeMoro fiekapCTBEHHOro npenapaTa
—Bce noboyHble achdekTbl IeKapCTBEHHOrO Npenapara
—BCe TOKCUYecKkme adhdreKTbl IEKapCTBEHHOrO NpenapaTa
—BCe He3annaHUpoBaHHbIE COrMAacHO MHCTPYKLMN MO MeULMHCKOMY NPUMEHEHUIO NEeKapCTBEHHOrO npe-
napata agdeKThbl
HexenaTtenbHoe sBNeHne MOXeT nNpeacTaBndaTb cobomn
—nto6on HebnaronpUsITHbIN CUMNTOM, BKIOYaA OTKITOHEHWE nabopaTopHOro nokasaTens oT HOPMbI, XKa-
noby nnun 3aboneeaHne, BpeMS BO3HUKHOBEHMS KOTOPOrO HE UCKIYaeT NPUYMHHO-CNeaCTBEHHON
CBSA3U C MPMMEHEHNEM NIeKapCTBEHHOrO (MCcneayemoro) NpoaykTa BHE 3aBUCMMOCTM OT Hann4ums nunm
OTCYTCTBUSA TaKOW CBSA3U
—ntobble HexenaTenbHble U/Mnu BpeaHble 3deEKTbI JOCTOBEPHO CBA3AHHbIE C MPUMEHEHNEM HOBOTO
n3y4aeMoro nekapCTBEHHOro npenapara
—BC€ He3annaHMpoBaHHbIE COrMacHO MHCTPYKLMN NO MEANLNHCKOMY NPUMEHEHMIO NTEKapPCTBEHHOrO npe-
napata addeKTbl, HEraTMBHO CKa3blBalOLLMECH Ha 340POBbE NauneHTa
—BCe ToKcudeckmne addeKTbl NeKapCTBEHHOrO nNpenapaTta
HesaBucMBbIN 3TUYECKUI KOMUTET
—He3aBMCUMbIN OpraH (3KCNepTHbIN COBET UMNN KOMUTET, OENCTBYIOLLNA Ha YPOBHE OpraHmn3aunm, perno-
HanbHOM, HaUWOHANIbHOM UIM MEXAYHAPOAHOM YPOBHE), COCTOALLMA N3 MEAULIMHCKMX PABOTHUKOB, a
Takke nuu, He MMEeoLNX OTHOLLEHNS K MeuLUMHe, KOTOpbI obecneyvmBaeT 3awuTy npas, 6e3onacHoCcTu
n 6narononyynsa cybbeKkToB UccneaoBaHns U BbICTynaeT Ans oblwecTsa rapaHTOM Takon 3aluThl, B
YaCTHOCTM NyTEM PacCMOTPEHMS, yTBEPXXAeHMA/oa0bpeHns NpoTokona nccneaoBaHns, kKaHanaatyp uc-
cneposaTenen, nccrieqoBaTenbCKUX LLEHTPOB, a Takke Matepuanos U MeTo40B, KOTOpble npeanonara-
eTCsa UCNonb3oBaTh A8 NONy4YeHUs U AOKYMEHTUPOBAHWUS MHPOPMMPOBAHHOIO cornacusi CybbekToB nc-
cnefoBaHus
—3TUYECKUIN KOMUTET, HE3aBUCUMbIN OT UCCreaoBaTtenemn
—3TUYECKNIN KOMUTET, HE3aBUCUMbIN OT CMOHCOPA UCCreAoBaHUS
HesanHTepecoBaHHbIN CBMAETEND
—pmsnyeckoe nNnLo, HeNpMYacTHOE K NPOBEOEHUIO KITMHMYECKOTO NCCNeoBaHnd, Ha KOTOPOE HE MOTyT
oKasaTb AaBrieHMe Y4aCTHUKN KIMHUYECKOro CCneaoBaHus 1 KOTOpoe B Criyyae, ecnu cybbekT uccne-
AO0BaHUSA NN €ro 3aKOHHbIV NpeacTaBUTerNb HE YMEeT UM HE MOXET YnTaTb, MPUCYTCTBYET BO BpeMs
nosny4yeHnst MHPOPMUPOBAHHOIO COrfacus, a Takke 3a4nTbiBaeT TEKCT MHPOPMUPOBAHHOIO Corfiacus u
nobble gpyrve npegocraBnsemMble CyObEKTY MCCnegoBaHMsa NMCbMEHHbIE MaTepuanbl
—CBMAETENb KOTOPbIV MOXET NOATBEPAUTbL BpeaHble ahdeKTbl 4OCTOBEPHO CBA3AHHbIE C MPUMEHEHUEM
HOBOI0 M3y4aeMoro fiekapCTBEHHOrO npenaparta
—pmsnyeckoe nnLo, KOTOPOE MOXET BbICTYNUTbL Ha CyAe B MHTepecax cybbekTa, nocTpagasLuero npu
npoBeaeHNN KIMHNYECKOro UCCneaoBaHNAa NekapCcTBEHHOMo npenapara
[oknuHuyeckne nccnegoBaHus
—brnomeanumnHCcKne nccnenoBaHusl, NPoBoANMbIE 6e3 y4acTusi YeroBeka B KadecTBe cybbekTa
—nccenenoBaHns, NPoBoOAUMbIE B MHOObLIX YYPEXOEHUSX N OpraHn3aumsx, He KBanmuumpyemblx Kak LeH-
TPbl KITMHUYECKUX UCCrefoBaHum
—ncecnenoBaHus, NPOBOAMMbIE MO BPEMEHW Nepes NPOBEAEHNEM KITMHUYECKNX UCCNEeQ0BaHWI, TO €CTb
npegLecTeyroLme um
Otyet 06 ayaute
—MNCbMEHHOE 3aKniveHne ayauTopa CnoHcopa o pesynbTaTax ayauta
—ntboe NMCbMEHHOE NN NHOE 3aKrtoveHne O NPoOBeAEHHON NPOBEPKE UCCrea0BaTENbCKOro LIEHTPa,
NpOBOASALLEr0O KINMHUYECKNE NN AOKIMHUYECKME UCCneoaBaHus
—KpaTKMe OOKyMeHTanbHO 0hOpMIIEHHbIE BbIBOABI O pe3yrnbTaTtax ayanta
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OTYeT O KNMHNYECKOM UCNbITaHUM/UCCneaoBaHUN

—OT4eT B NUCbMEeHHOMN hopme, NpeacTaBnsaoLwmnin cobon onmcaHne KNMHUYECKoro ncnbltaHus/uceneno-
BaHMS Kakoro-rnmbo TepaneBTUYecKoro, NPogunakTnyeckoro Nnmn AnarHoCTU4YeCcKoro cpeacTaa C yya-
CTMeM YenoBeka B KayecTBe CyObekTa, 00beANHSAIOLWNIA KITMHUYECKOe U CTaTUCTUYECKOe ONMMcaHus,
npeacTaBneHne JaHHbIX U X aHanu3

—KpaTKue OOKyMeHTanbHO OOpMIIEHHbIE BbIBOAbI O pe3yrbTaTtax KMMHUYECKOro UcnbltTaHus/mceneno-
BaHMWSA

—NUCbMEHHOE 3aKIYeHne nccnegoBaTtens o pesynbTartax KNMHUYECKOro UCnbliTaHns/uccrnegoBaHns
MepBnYHaa AOKYMEHTaUMs BKOYaeT

—ncTopumn 6onesHn, ambynaTopHble KapTbl, TabopaTopHble 3anncK, 3aMeTKN, LHEBHUKN CyOBEKTOB UC-
crneaoBaHUs, BOMPOCHUKK, XXypHasbl Bbiga4yM MeAMKaMeHTOB, 3anncn aBToMaTUYEeCKNUX YCTPOWCTB, BEpU-
UUMPOBAHHbBIE 1 3aBEPEHHBIE KOMUM U BbIMUCKU, MUKPOULLK, POTOHEraTUBbI, MUKPOMITEHKN Unn
MarHUTHblE HOCUTENW, PEHTFEHOBCKNE CHUMKM, Ntobble 3anncu, OTHOCALLMECS K NauMeHTy, B TOM Yucne
XpaHsilwmeca B anteke, nabopatopusax n oTAeneHUsaX MHCTPYMEHTannbHOM ANarHoCTUKN, UCMOSb3yeMbIX
B KITMHNYECKOM MCCneaoBaHmm)

—ntobble UCXOAHble MeOULNHCKNE AOKYMEHTbI, AaHHbIE U 3anucu

—nto0Oble opuUrMHarnbl U KonumM AOKYMEHTOB: UCTopun 6onesHn, ambynaTopHble KapTbl, TabopaTopHble
3anuncu, 3ameTku, JHEBHUKN CYOHEKTOB UCCNeAoBaHNS, BOMPOCHMKK, XypHanbl BblAa4yn MegMKamMmeHToB,
3anncu aBTOMaTU4eCKMX YCTPOUCTB, BEpUDMLMPOBAHHbIE N 3aBEPEHHbIE KONUW U BbIMUCKK, MUKPO-
duwmn, poToHeraTnBbl, MMKPOMNEHKM UM MarHUTHbIE HOCUTENWN, PEHTIEHOBCKNE CHUMKMN

CepbesHoe HexenaTtenbHoe siBNeHne U/unm cepbesHas HexxenarenbHas peakums

—ntoboe HebnaronpusTHoe MeauLUMHCKoe CoBbITUE, KOTOPOE BHE 3aBUCUMOCTM OT A03bl NEeKapCTBEHHOTO
npenapaTta npuBersno K CMepTun, NpeacTaBnseT cobon yrpo3y Ans xusHu, TpebyeT rocnutanusauum nnm
ee NpoAneHns, NPMBENo K CTOMKON NN 3HAaYNTENbHON HETPYAOCNOCOBHOCTM UM MHBaNMAHOCTU, Npea-
cTaBnsieT cobon BPOXAEHHYIO aHOManuio nnu Aedekt poxaeHus

—ntoboe HebnaronpusTHoe MeauUNHCKoe CoBbITUE KOTOPOE NPUBENO K CMEPTU NaumeHTa

—ntob6oe HebnaronpusTHoe MeanunHCKoe cobbiThe, KOTOPOE BHE 3aBUCMMOCTM OT 403bl NpeacTaBnsaeT
cobow yrposy Ans XuU3HW naumneHTa

—ntoboe HebnaronpusiTHoe MeauUMHCKoe cobbiThe, KoTopoe TpebyeT rocnuTanusauny unu ee npoane-
HUS

—ntoboe cepbe3Hoe HebnaronpmsaTHOE MeanUUHCKoe cobbiTne, KOTOPOE NPUBENO K CTOMKOW UMK 3Ha4n-
TenbHOW HETPYAO0CMOCOOHOCTM UNN MHBANMAHOCTM NaUneHTa

CnoHcop

—(pum3anyeckoe unu rpuanyeckoe nNuuo, SBNALIEECS MHULNATOPOM KITMHUYECKOro UCCNEeAO0BaHNA U He-
cyliee OTBETCTBEHHOCTb 3a €ro opraHu3aumio n/vnu duHaHcupoBaHue

—3anHTepecoBaHHas CTOPOHa, onnadvBaroLwas NpoBeaeHe OKITMHUYECKMX U KIMTUHUYECKUX UccneaoBa-
HW NeKkapcTBEHHbIX NpenapaToB

—KOMMepYeckasa koMnaHus, UHaHCupyoLwasa Tpya Bpaden-nccnegosaTenen n onnavmearoLlas y4actume
B MCcrenoBaHvMmy NauneHToB

CtaHgapTHble onepaumoHHble NpoLueaypbl

—noApO6HbIE MUCbMEHHbIE UHCTPYKLUWW, NpegHa3HayYeHHble Ans JOCTUKEeHUs eguHoobpasnst npu ocy-
LLIECTBEHMN ONPeaEneHHON AeATEeNbHOCTH

—ntobble cTaHOapTHbIE onepaLmn U Npoueaypbl, OCYLLECTBISIEMbIE NMPU NPOBEAEHUN KITUHUYECKUX UMK
OOKMMHMYECKMX NCCrefoBaHWI NekapCTBEHHbIX NpenapaTos

—ntobble XMpypruyeckme onepaumm, CTaHgapTHO OCYLLECTBIsiEMble NPY NPOBEAEHUN KIMUMHUYECKNX UC-
crneaoBaHU NeKapCcTBEHHbIX NpenapaTos

CybbekT uccnegosaHus

—punsmyeckoe nNuLo, y4acTBytoLLee B KNMHUYECKOM UCCNEeAOBaHMM B COCTaBE rpynnbl, NOMy4atoLLen nc-
cnegyemblii npenapar, IMbo B cOCTaBe KOHTPOSTbHOW rpynnbl

—ntobon CyOBbEKT, y4aCTBYOLUIA B KITMHUYECKOM MCCNeaoBaHMm

—MaumneHT, NoMyYarLni NeYeHne n3y4yaemMbimM NeKapCcTBEHHbIM NpenapaTom Npu NPoOBEAEHNN KITUHNYe-
CKUX nccrnenoBaHum

K ys3BMMbIM cyObekTam uccrneaoBaHUsa MOryT OTHOCUTBCA Takme HMKECTOSILLME YNEeHbl epapXnU4ecKmx
CTPYKTYP Kak

—yyallmecs BbICLUNX U CPEOHNX MeOULMHCKUX, hapMaLeBTUYECKMX M CTOMATONOMMYeCcknX y4ebHbIx 3a-
BEeLEeHUA, MNnagLumii NnepcoHan KNuHWK n nabopartopuii, cnyxawime papmaLeBTU4HECKUX KOMNaHWIN, BOEH-
HOCIyXXaLlme 1 3aKroYeHHble

—BCE€ NM0AN, He OTHOCALLMECS K PYKOBOAUTENSIM U NPEACTaBUTENSAM BNACTHbIX CTPYKTYP
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—ntoan 6e3 onpeaeneHHoOro MecTa XUTtenbcTea, 6€300MHbIE, anKOrofiMku U HapKOMaHbI

K ya3BMMbIM cybbekTam nccneaoBaHnsa OTHOCATCA

—6onbHble, CTpagaloLwme HensnevynmMmbiMmn 3aboneBaHnaMK, nuua, Haxogsawmecs B JoMax no yxoay, Hu-
wne n 6e3paboTHble, NAUNEHTbI, HAXOOALWMNECS B HEOTITIOXXHOM COCTOSIHMM, NPeaCcTaBUTENN HaLMOHamb-
HbIX MEHbLUNHCTB, 6€300MHbIe, KOYEBHMKWN, BEXEHLIbI, HECOBEPLUEHHONETHUE U NMLA, HaxoasILnecs
noA, Ornekown Unu nonevYnTenbLCTBOM, a Takke nuua, HecnocobHble AaTb cornacue

— 0an C HeypaBHOBELLEHHOW NCUXUKOW, YA3BUMbIE K BHYLLEHWUIO 1 BO3OEWUCTBUIO Bpayeu, nccrnegosare-
nen 1 MeauLUWHCKOro nepcoHana

—MNauneHTbl, ya3BMMble B PMHAHCOBOM MilaHe, roTOBbIE COrMacuTbCA Ha ydacTue B KNMHUYECKOM uccne-
A0BaHNN N3 KOMMEPYECKNX COOBparkeHUN

ConoctaBbTe HOMEPA M Ha3BaHWSI OCHOBHbLIX HOPMAaTMBHO-MPABOBbLIX JOKYMEHTOB B 06M1acTu 3TUKM U

AEOHTONOrnu:

FOCT P NCO 14155-2014 KnnHuyeckne nccnepgosanua. Hagnexawas knm-
Hudeckas npaktuka (GCP)

323-93 "O6 ocHoBax oxpaHbl 300pOoBbsA rpaxaaH B Poc-
cuinckon ®epgepaumn’

38-93 «O pekname»

61-93 «O06 obGpalleHnmn nekapCTBEHHbIX CPeACTB»

2300-1-93 «O 3awmTe npaB notpedburtenen»

OcHoBHbIE MeXOyHapOoOHble HOPMATUBHO-NPABOBbLIE AOKYMEHTbI B 061aCTW 3TUKM N AEOHTONOMM:
—HiopHb6eprckmi koaeke, 1947, YXeHeBckas geknapaums (BMA, 1948), Bceobwan aeknapaums o 6rmoa-
Tuke n npasax Yenoseka (FOHECKO, 2005), XenbcuHckas geknapauma (BMA, 1964), KoHBeHuna o npa-
Bax yenoeeka n 6uomeguumnHe (Coseta EBponbl, 1997), «PykOoBOACTBO MO Haanexalwen KIMHUYECKON
npaktuke» (ICH GCP)

— HiopHb6eprckun goroesop, 1947, XeHesckuin npouecc (BMA, 1948), Bceobwmin kogekc o 6rnoatuke u
npasax vyenoseka (KOHECKO, 2005), XenbcuHckasa koHgdepeHums (BMA, 1964), [loroBop o npaBax 4yeno-
Beka 1 buomeguumHe (Coeeta EBponbl, 1997), «PykoBoacTeo no mexayHapoaHown npaktuke» (ICH GCP)
— HiopH6eprckmi nakt, 1947, XKenesckui gorosop (BMA, 1948), Bceoblyasn geknapaums o 61MoaTtuke un
npasax 4Yenoseka (FOHECKO, 2005), XenbcuHckas koHpepeHunsa (BMA, 1964), MaHudecT o npasax
yenoseka 1 buomeanumHe (Coseta EBponbl, 1997), «AnpekTnBa No Hagnexawien KNmHUYeckom npak-
Tnke» (ICH GCP)

3agauu

3agava 1.

N3yunte npmumep obpasua JOKYMEHTOB KITMHMYECKOro UCCNefoBaHus, NpegocTaBnseMblxX uccnegosaTte-
namu (MHpopmaumsa ons naumeHToB).

UHgbopmayus dns nayueHma
0 uccnedosaHuu «Paspabomka Hogo20 Memoda duaecHOCMUKU OHKOMoau4Yeckux 3aboreesa-
HUU Ha OCHO8e 2apMOHU3auyuu 0aHHbIX 8bICOKOMPOU3800UMENIbHO20 CEK8EHUPOBAHUS U bersl-
KO8bIX 4urnog ¢ obpamHou ¢ghasoli».

Llenbto uccnedosaHusi 518119emcsi 8bISI8IEHUE MOJIEKYIISPHO-2eHEMUYECKUX buomapKepos pa3sumusi
paka roYku U MOJIOYHOU XXerle3bl, a makxe paspabomka Ho8bix Memodu4ecKkux nodxodos8 aHarnu3a mo-
YeyYHbIX Mymauul 8 KITo4e8bIX OHKO2EHaX C y4emOM B8bISIB/IEHHbIX 8 SKCIIEpUMeHmax e3aumodelicmeauli
C U3MEHEHUSIMU pomeoma pakoeol Krnemku.
B Hacmosiwee spemsi sienisiemcsi 0bwenpusHaHHbIM, 4mo pak — amo 6one3Hb eeHoma. 'eHemudeckue
HapyweHus, eKrYaruwue 8 cebsi MonHy ympamy unu yMeHbWeHUe hyHKUUOHaIbLHOU akmueHocmu
Krto4yesbix 2eH08, 0MB8emMCcmeeHHbIX 3a pernapauuro rnospexoeHHol [JHK, nubo eeHo8, omeemcmeeHHbIX
3a 3MUMUHAUUI0 KIIeMOK C 08PeXO0eHHbIM 2eHOMOM, @ MakXxe akmueauusi OHKO2eHO8, S18/ISII0OMCS KIlo-
4yesbIM MOMEHMOM Orlyxoseeol mpaHcghopmayuu — nepeo2o amara rnamozaeHesa oryxoseeo020 pocma.
OCHO8HbIM MexaHU3MOM OaHHbIX HapyweHul S6iomcss Mymauyuu, m.e. Heobpamumblie USMEHEHUS HyK-
nieomudHou nocnedosamernbHocmu [JHK, uckaxarouwue ee uHghopmayuoHHoOe codepxkaHue u/unu peay-
JIIMOPHbIE XapakmepucmuKu.
... OHKOIMPOMEeOMUKa MOXem rpusecmu K pegosiroyuu 8 obriacmu OuasHOCMUKU U CKDUHUH2a pakKa...
paspabambieaeMbie NMPoOMeOoMHbIE MEeXHOI02UU MOXHO UCIMOoMb308amb 8 Kadecmee OOMOSIHEHUS K 2u-
cmonamornoauu. Kpome moao, ucrnosib3o8aHue HeCKOIbKUX MPOMEOMHbIX U 2eHOMHbIX buoMapKkepos, a
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He 00HO020 2eHa unu bersika, MoXem 3Ha4umesibHO yy4Ywums OUagHOCMUYEeCKyr MOYHOCMb U 108bl-
cumb MPO2HO3UPYOWYHK crocobHocmb, Komopas Moxem obecriedums adeKk8amHbIli MOHUMOPUH2 Om-
8ema Ha JjiedeHue U Moxxem cmame 8a)KHOU 8exol Ha rMymu K repcoHanu3upoeaHHol MeduyuUHbI.
B ka4yecmee obbekma uccriedogaHusi 8bicmynaom obpa3subl ornepayuoHHO20 Mamepuasna om nayueH-
mog ¢ pakoM MOJIOYHOU Xesne3sbl Uiu pakoM noyYku. buomamepuan nocmynaem K uccredogamersio 8
obesnu4eHHOM U 3auwughposaHHOM sude.
UccnedosaHue u 3abop onepauyuoHHO20 Mamepuara u Kpogu rnauueHma sierisiemcsi o6si3ameribHoUl rpo-
uedypol rpu xupypau4ecKkom eMmeuiameriscmee, 8 C853U C YeM, 0711 IposedeHuUs uccriedosaHusi He mpe-
byemcs e3aumodelicmaus ¢ nayueHmMom unu dornosiHUmesibHo2o cbopa buomamepuana. Paspabamei-
saembIli Memod HarpaerieH Ha NMosbiueHUe Kadecmea OuasHOCMUYECKUX, 1e4EeBHbIX U rpogunakmuye-
CKUX MaHunynayul U noHUMaHue amuosioauu u namoeeHe3a 3abosesaHus.
JaHHoe uccriedosaHue cocmoum u3 d8yx OCHOBHbIX HarpassneHul. Nepebim serssemcs aHanu3 eeHoma
Memodom ceKkeeHuUpo8aHUs criedyroueao rNoKosIEHUS C Ueslbio OOHapyXeHUST OMKITOHEHUU 2eHoMa pako-
80Ul KIlemku om HOpMalslbHO20 COCMOSIHUSI. BmopbIM KOMIMOHEHMO8 518/19emcsi aHau3 udMeHeHul ypos-
Hel akcripeccuu 6enkos, rnpoucxolsawux e pakoeol krnemke. NockonbKy akcripeccusi 6erika Herocpeo-
CMEEeHHO ces3aHa ¢ usmeHeHusmu 8 [JHK knemku, 00HO8peMeHHbIU aHau3 2eHoma U rnpomeoma rno3eo-
Ji5em ycmaHo8umb, Kakue 2eHOMHbIe aHOMarluu oKasblearom Haubosnbwee 6usHUe Ha yHKUUOHa b~
HOEe cOCMOsiHUEe KI1emKu, Komopoe orpedesisemcs UMEHHO 3Kcripeccuel U akmugHocmbio 6erika.

MpoaHanuanpynte cooTBeTcTBnE npumepa «MHdbopmauumn ana naumeHToB» TpeboBaHuaM. PesynbTaT
CTPYKTYPUPYNTE B BUAE CMNMCKA, rAe AN KaXaoro NyHKTa cHavana ykasbiBaeTcsi Tpebyemasi uHdopmaums
(cm. ganee), n 3aTeMm 4Yepes TUpEe YKaXKMTE Hannumve unm OTCyTCTBME MHGOPMaUUK, ee KavyecTBo, Npu
Heob6XoaNMMOCTN JONOMNHUTENbHBIE KOMMEHTapPUMN.
Hanpumep Tak:
1. HasBaHuWe uccnegoBaHuUst — NPUCYTCTBYET
2. XapakTepucTuKa uenen n saagad uccnegoBaHusi, ero NpoAOKUTENbHOCTb — NPEACTaBNEHO YaCTUYHO
NHdopmauns ans naumeHToB JOIMKHA cogepaTb Kak MMHMMYM crneayolme cBeaeHns:
1. HasBaHWe nccrefoBaHWs — NPUCYTCTBYET/OTCYTCTBYET
2. XapakTepucCTuKa uenen n saagay uccrneaoBaHus, ero NpoAomKUTENbHOCTL — NPeACTaBEHO B
nonHom ob6beme /npeacTaBneHo YacTUYHO/OTCYTCTBYET
3. XapakTepucCTuka npeameTa uccrnefoBaHus (Hanpumep, NekapCTBEHHOro cpeacTaa), MexaHu3ma
€ro JencTBusl, CBOUCTB U T.4. — NpeacTaBfieHo B NOSTHOM ob6beme /npeacTaBrieHO YacTUYHO/OT-
cyTCcTBYET
4. cxema uccnegoBaHusl, BEPOATHOCTb NOMagaHUSA UCMbITYEMOro B KOHTPOSbHYHO rpynny — yka-
3aHbl/HE yKa3aHbl
5. BO3MOXHas nonb3a OT y4acTus B UCCneaoBaHUM — NpeacTaBneHo B NofiHoM obbeme /npeacras-
NEHO YacTU4YHO/OTCyTCTBYET
6. puck (ocnoxHeHusi, N06oYHbIe 3hdeKTbl), CBA3aHHbIN C UCCnegoBaHMeM
AONONMHUTENbHAs Harpyska no CpaBHEHUIO C TPaAMLMOHHON Tepanuen (HanpuMep, 3a c4eT Ao-
NONHUTENbHBIX METOAOB UCCIEA0BaHUSA) — NPEACTaBEHO B MOSTHOM 06beMe /nNpeacTaBneHo Ya-
CTMYHO/OTCYTCTBYET
7. 00653aHHOCTM NauneHTa B Xo4e uccrnegoBaHus, He06X0AMMOCTb OTKasa OT MCMONb30BaHWA OpY-
rX NeKapCTBEHHbIX CPEACTB, HEKOTOPbIX NMULLEBLIX MPOAYKTOB U Ap. — NPEACTaBNEHO B NOSIHOM
obbeme /nMpeacTaBrieHo YacTUYHO/OTCYTCTBYET
8. npu HeobxoaumocTu (He oba3aTenbHO) 6onee NoapobHO OCBETUTL y4acTue B UCCneaoBaHuu ae-
Ten, 6epeMeHHbIX 1 KOPMSALLMX MaTepen, PUCKOB AN1s HUX, ANs nNnoga NpucyTCTBYEeT/OTCYTCTBYET
9. KOHTaKTHble agpeca 1 TenedoHbl, N0 KOTOPLIM NAUMEHT MOXET NONYYNTb OOMOSNHUTENbHYIO UH-
dhopmaunio — NpUCYTCTBYET/OTCYTCTBYET
10. uHcpopmaumsi 0 KOHPUAEHUNANBHOCTN CBEAEHUI O NALUNEHTE — NPUCYTCTBYET/OTCYTCTBYET

STanoH oTeeTa

Mpumep «MHbopMaLmmn ans naumeHToB» COOTBETCTBYET TPEOOBAHMAM HYaCTUYHO.

1. HasBaHWe uccrefoBaHus — NPUCYTCTBYET

2. XapaKkTepucTuKa uenen n saagady uccrneaoBaHus, ero NpoAoKNTENbHOCTL — NPeACTaBeHO Ya-
CTUYHO, HET 3afay UCCreaoBaHUs, OTCYTCTBYET NPOAOIPKUTENBHOCTb

3. XapakTepucTuka npeameTta uccrenoBaHus (Hanpumep, NeKkapCTBEHHOro cpeacTea), MexaHuama
ero AencTBusi, CBOUCTB U T.4. — NPeACTaBNEeHO YaCTUYHO
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4. cxema uccnegoBaHusl, BEPOATHOCTb NonagaHus UCMNbITYeMOro B KOHTPOSbHYHO rpynny —He yka-
3aHbl

5. BO3MOXHas nonb3a OT y4acTust B UCCNeaoBaHUN — NpeacTaBneHo YacTUYHO

6. puck (ocrnoxHeHusl, N06oYHbIE 3dhdeKTbI), CBA3AHHbBIA C UCCNEeLOBaHNEM
AONONHUTENbHAsA Harpyska no CpaBHEHMIO C TPaAMLMOHHON Tepanuen (HanpumMep, 3a c4eT Ao-
NONHUTENbHBIX METOAOB UCCNEeaoBaHUs) — OTCYTCTBYET

7. 00513aHHOCTM NauneHTa B Xoae uccriegoBaHusl, He06X0AMMOCTb OTKasa OT UCMOb30BaHMSA OpY-
rMX NeKapCTBEHHbIX CPEACTB, HEKOTOPbIX NULLEBLIX MPOAYKTOB U Ap. — OTCYTCTBYET

8. npu HeobxoaumocTu (He ob6sa3aTenbHO) 6Gonee NoapobHO OCBETUTL ydYacTue B UCCNeaoBaHUm ae-
Ten, 6epeMeHHbIX 1 KOPMSLLMX MaTepen, pPUCKOB A4S HUX, ANs nnoga — OTCyTCTBYeT

9. KOHTaKTHble agpeca 1 TenedoHbl, N0 KOTOPbIM NAUMEHT MOXET NONYYNTb OOMOSNHUTENbHYIO UH-
dopmMaLmo — OTCYTCTBYET

10. nHdpopmaums 0 KOHpnaeHUNaNbHOCTN CBEAEHUI O NaUneHTe — OTCYTCTBYET

3adaHus pazdena 19.3.2. pekomeHAYHMCS K UCMOMb308aHU0 pu npogedeHuu uazHOCMU4YeCcKUX
pabom c yerbio OUeHKU 0CcmamoYHbIX 3HaHul o pe3yrbmamam oceoeHusi 0aHHOU OUCUUMITUHBI.

19.3.3. Tekywana arrectaumusa (NpoekxT)
XapakTtepuctuka npoekra

Tekywlasa atrectaumsa npoBoaANTCSA B (hopme NogroToBKM N NOCNeaYoLWen 3allmThbl NpoekTa.

MpoekT npeactaenseT cobon NpPakTUKO-OPUEHTUPOBaAHHOE 3afdaHve, npefHasHayYyeHHoe Ansg
OLEHKM FOTOBHOCTM OBy4aloLerocs K y4yacTuio B OpraHusauuu, NpoBeAeHun, aHanumae n ogoopmiieHnn
pe3ynbTaToB AOKMUHUYECKUX U KITMHUYECKUX UCCNeoBaHUn, B TOM YuUCre K NpoBedeHuto npoueayp,
npeayCMOTPEHHbIX MPU roCy4apCTBEHHOW perncTpaunm nekapcTBeHHbIX NpenapaTos.

lMpoekT npegnonaraetT CaMOCTOATENbHYIO UCCNEeA0BaTENbCKYO aHanMTu4eckyto paboTty co cne-
LManbHON nutepaTypon n npodeCccnoHarnbHbIMN pecypcamu.

TeMbl NpoeKToB

1. PesynbTaTbl KNMHUYECKMX UCCIELOBaHUI HOBOIO NIEKApPCTBEHHOIO Npenapara ansa fedeHna 6onesHn
Anburenmepa.

2. PesynbTathbl KITMHUYECKUX UCCREA0BaHMA HOBOIO JIEKAPCTBEHHOIO Npenaparta Ansl fIe4eHnst ankoro-
nuama.

3. PesynbTrathbl KIMMHNYECKMUX MCCIIEA0BaHMI HOBOIO JIEKAPCTBEHHOMO nNpenapaTta Aans neyveHus 6onesHn
lNapkuHcoHa.

4. PesynbTaTbl KNMHUYECKNX NCCNEeA0BaHNN HOBOMO NIEKapCTBEHHOro npenapaTa 418 fleYeHns paccesiH-
HOro cKkneposa.

5. PesynbTathbl KNMMHUYECKNX NCCea0BaHNN HOBOMO NNEKAPCTBEHHOrO Npenaparta 3 rpynnbl aHTuaenpec-
CaHTHhI.

6. PesynbTaTthbl KIIMHUYECKUX UCCEAOBaHMI HOBOMO SIeKapCTBEHHOrO Npenaparta M3 rpynnbl Henponen-
TUKW.

7. PesynbTathbl KIIMHUYECKUX UCCeA0BaHMI HOBOIO eKapCTBEHHOroO npenapara 13 rpynnbl HOOTPOnbI.

8. Pe3ynbTaTbl KMMHMYECKMX UCCNenoBaHMIA HOBOIO NIEKapCTBEHHOTO npenapara 13 rpynmnbl MrmnoTeH3nB-
Hble cpeacTBa.

9. PesynbTaTthbl KAMHUYECKUX UCCEAOBaHMI HOBOrO fNieKapCTBEHHOro npenaparta u3 rpynnbl aHTUaHrm-
HanbHble cpeacTBa.

10. PesynbTaTbl KIMHUYECKMX UCCEA0BaHMI HOBOMO fieKapCTBEHHOrO npenapara u3 rpynnbl HOBLIX ne-

popanbHbIX aHTUKOArynsHToB.

11. Pe3ynbTaTthbl KNMHUYECKNX NCCNEA0BAHNIA HOBOrO NIEKapCTBEHHOIO NpenapaTta U3 rpynnbl ANYPETUKN.

12. Pe3ynbTaTbl KIIMHUYECKMX UCCIIEQ0BaHUIA HOBOMO NTIEKAPCTBEHHOTO Npenapara U3 rpynnbl cnaduTens-
Hble cpeacTBaa.

13. Pe3ynbTaTbl KMMHUYECKNX UCCIIeA0BaHNIA HOBOIO NEKAPCTBEHHOTO Npenapara Ans fIe4eHns A3BEHHON
GonesHn xenyaka n ABeHagLaTUNEPCTHOM KULLIKW.

14. Pe3ynbTaTthbl KNUHUYECKNUX UCCNEAOBaHNA HOBOMO NIEKAPCTBEHHOrO npenapara v3 rpynnbl UCTUHHBLIX
aHTUOMOTUKOB.

15. Pe3ynbTaTthbl KNIMHNYECKUX UCCNEe0BaHNIN HOBOIO SIeKapCTBEHHOro npenapara 13 rpynmnbl HOBbIX CUH-
TETUYECKMX aHTUOaKTepManbHbIX CPeacTB.

16. Pe3ynbTaTthbl KNMMHUYECKNX NCCNEA0BAHNA HOBOMO NIEKapCTBEHHOIO NpenapaTta 13 rpynnbl HOBbLIX MPo-
TMBOrPUOKOBBLIX CPEACTB.

17. PesynbTaTtbl KIMHUYECKMX WCCMEAOBAHMI HOBOMO JIEKapCTBEHHOro npenapata Ans nedeHus
BuYy/Crina.
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18. PesynbTaTthbl KNUHUYECKUX UCCNENOBaHMI HOBOrO NeKapCTBEHHOro rnpenaparta M3 rpynnbl MOHOKIO-
HamnbHbIX aHTUTEN.
19. PesynbTaTbl KITIMHUYECKNX UCCIe40BaHWUI HOBOTO NleKapCTBEHHOro nNpenapaTa 13 rpynnbl IpoTUBOONY-
XorneBble CpeacTBa.
20. Pe3ynbTaTbl KNMMHUYECKMX UCCIIEg0BaHUI HOBOIMO NIEKapCTBEHHOrO npenaparta 13 rpynnsl FOPMOHOB U
NX NPOU3BOOHbIX.

NMocnegoBaTesibHOCTL BLINOSIHEHUSI MPOEKTa

1. ChopmynupoBsaTth Lenb, 3a0a4m 1 akTyanbHOCTb TEMbI BbINOSIHAEMOro NpoeKTa CornacHo NpeanoXeH-

HOWM Teme (TEMbI CM. BbiLLe).

Llenb gomkHa oTpaxaTtb 3afjaHHY0 TEMY MPoeKTa, A0SMKHA ObITb KpaTkom (He Bonee 3-5 CTPOK) U KOHKpEeT-

HOW.

3apgaun npoekTa JOMKHbI ObITb COrnacoBaHbl C LIENbio NPOEKTa U ONUCbIBaTb NOCreaoBaTeNbHOCTb U/nnu

METOLO0NOrNI0 AOCTUXKEHUS Lenn, pekomeHayetca cpopmynuposath 3-5 3agavy.

AKTyanbHOCTb TeMbl OOMKHA ObITb KpaTkon (He 6onee 2 CcTp.) U OTpaxaTb COBPEMEHHOE COCTOSIHME U3Y-

Yaemon npobrnemsbl, onucbiBaTb HEOBXOAUMOCTb, BOCTPEOOBAHHOCTL pa3paboTkm HoBbix JII 3agaHHON

dhapmakoTepaneBTUYECKOM rpynnbl, B aHanuae crnegyeT oTpasuTb HegocTaTku cywectsytowmnx J1T 3agax-

HOW hapMakoTepaneBTUYECKON rpynnbl, NOAXOAbl K YCTPAHEHUIO TakMX HeJOCTaTKoB U/MNU npeumylle-

cTBa npegnaraembix HoBbIX J1I1.

2. CocTtaBuTb KpaTkmin 063op nutepatypbl (He 6onee 10-15 cTp.) no nssectHbiM J1I 3agaHHOM hapmako-

TepaneBTn4eckon rpynnel. MaBecTHble U TpaanuuoHHbele JII 3agaHHOW rpynnbl NEPeYnCINTb U KpaTKo

oxapakTepusoBaTb, YAENMB OCHOBHOE BHMMaHWE WX HegocTaTkaM M oTpuuaTeNnbHbIM XapakTepucTuka.

OxapaktepusoBaTtb Tornbko HoBble J1 3agaHHON dhapMakoTepaneBTUYECKON rpynnbl, 3aperncTpupoBaH-

Hbix B P® He no3gHee 4yem 5-7 neTt Hasag, akueHTMpPOBaTb MX NPEMMYLLECTBa U NONOXUTENbHbIE Xapak-

TEPUCTUKM B CPaBHUTENBHOM acrekTe no OTHOLEHUIO K TpaauumoHHbiMm JIM gaHHon rpynnbl. Coenatb

npegBapuTerbHble BbIBOAbl O BOCTPEOOBAHHOCTU pa3paboTkm HoBbix JITT 3agaHHON dhapmakoTepaneBTu-

4YecKoWn rpynnbl.

3. HanTtu nHdgopmanmio o pesynbratax KIMHUYECKMX UCCregoBaHMin HOBOMO NeKapCTBEHHOMO npenapara

3afaHHON (hapmakoTepaneBTU4EeCKOM rpynnbl. Micnonb3oBaTb ntobble 4OCTOBEPHbIE UCTOMHWUKMA MHAOP-

MaLMn CO CCbISNIKOW Ha NEPBOUCTOYHUK, B TOM YuCIie HOBOCTU canToB Bugane, PJ1IC, cant xxypHana Bego-

MOCTW Hay4HOrO LIEHTPA SKCMNepTM3bl CPEACTB MeauLMHCKoOro npuMmeHeHus http://journals.regmed.ru.

4. CocTaBuTb OTYET O pesynbratax KIMHUYECKUX NCCrnefoBaHWI NekapCTBEHHOMO Npenapara no n3y4eHuro

ero papMakognHaMmn4ecknx, MMMYHONOrMYECKMX 3PdEKTOB, MEXaHM3MA OENCTBUS, IPFEKTUBHOCTH, NO-

BGOYHbIX 4ENCTBUIN, OCOBEHHOCTEN B3aMMOAENCTBUS C APYrMMM NIeKapCTBEHHLIMM NpenapaTtamu. [ns co-

CTaBMneHMs OTYeTa UCNOMb30BaTb pekoMeHAauun AEeWCTBYHOLUMX HOPMAaTMBHbBIX AOKYMEHTOB BKIIHOYas

npuka3 Munsgpascoupassutng PO ot 23 Hosbps 2011 . N 1413H «O6 yTBepxxaeHun Metoguyeckux pe-

KOMeHAauuin No cogep>kaHuio 1 ohopMAeHN0 HEOOXOANMbBIX JOKYMEHTOB, U3 KOTOPbIX (hopMupyeTca pe-

rMMCTpaUMOHHOE JOChE Ha NIEKapPCTBEHHbIN npenapaTt And MeauUMHCKOro NpUMEHEHUS B LIEMSIX ero rocy-

0apCTBEHHOW perncTpaumnmny.

PekomeHayeTcsa oTpasuThb:

— Bblbop nonynaAuMM  NAUMEHTOB, MNPUHUMABLUMX ydacTUe B  KIWMHUYECKMX  UCCNenoBaHUAX
nekapCTBEHHOro npenaparta (aemorpaduyeckas xapakrepuctuka, ctagusa 3abonesaHus, BKOYeHME
B KIIMHWYECKOEe MccregoBaHne Unm UCKMYEHe N3 KITMHUYECKOro UCCNeaoBaHna AeTen U NOXMUIbIX
nauneHToB);

—  NPOOOIPKUTENBHOCTb KIMHUYECKOrO MCCrefoBaHUA fieKapCTBEHHOMO npenapara;

— VHTepnpeTaumio  pa3paboTyMKOM  MOMYYEHHbIX  Pe3yNnbTaToB  KMMHUYECKUX  UCCregoBaHun
neKkapCTBEHHOro npenapara;

—  KJIMHWYECKYHO 3HAaYMMOCTb 3(PPEKTOB NEKapCTBEHHOMO Npenapara;

— BblbOp 03bl N pexnma SO3MPOoBaHNA (CXeMbl BakLMHALMN) NEKapCTBEHHOIO Npenapara;

— 6e30nacHOCTb  UCMNOMb30BaHUA EKapCTBEHHOrO npenapata y o0cobbix rpynn  MauveHToB,
onpegensieMbiX MO BO3pacTy, MOy, 3THUYECKOW NPUHAAMNEXHOCTM, (PYHKUMM OpraHa, TsKecTu
3aboneBaHusl, reHETMYECKOMY NONMMOPEU3IMY;

—  Y4acToTy BO3HUKHOBEHMS CEPbE3HbLIX HeXenaTerbHbIX peakumii U B3aMMOCBS3b NX Pa3BUTUSA C 40300,
KpPaTHOCTbIO 4O3UPOBAHNSA NIEKapCTBEHHOMO Npenapara n NPOoAOSPKUTENbHOCTBIO NIEYEHUS;

— onucaHuMe CUMMMTOMOB Mepeao3vpOBKM FEKApPCTBEHHOrO npenaparta, BO3MOXHOCTU  pa3BUTUSA
3aBUCMMOCTM UMM NPUBbIKAHUA, CUHOPOMA OTMEHbI (NPU HaNMYUn);

— MeToAbl CTaTtucTMyeckon o6paboTkm pesynbTaTtoB KIMHUYECKUX WCCNEedOBaHWA NeKapCTBEHHOro
npenapara;

— OLEHKY COOTHOLUEHWS MOMb3bl U pUCKa HA OCHOBAHWUM Pe3ynbTaToOB KMMHUYECKUX UCCNeaoBaHUn ne-
KapCTBEHHOro npenapaTta
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5. MNpoaHanuanpoBaTb AOCTAaTOMHOCTL AoKa3aTernbHon 6a3bl 3deKTUBHOCTN N 6e3onacHOCTN, 0OOCHO-
BaTb CYLLECTBYIOT JIM JOCTOBEPHbIE CBEAEHUS OTHOCUTENBHO YPOBHA AokasaTtenbHocTu (A, B, C, D) Ho-
Boro J1 3agaHHoOW rpynnbl.

6. PelunTb Apyrue caMmoCTOATESNbHO NOCTaBMEHHbIE UCCeaoBaTeNbCKNe 3a4aqn CornacHo TemaTuke npo-
ekTa (npyv HeobxoanmMocCTh).

7. CamocTtosTenbHO chopMynmnpoBaTh BbIBOAbLI, aKUEHTUPYS BHUMaHWE Ha hapmakoTepaneBTUYECKMX
npevMyLLecTBax HOBOro JieKapCTBEHHOro npenapata BbiBoabl AOmKHbI ObITb KpaTkumn (Hebonee 3-5
CTPOK KaXkpblin), KOHKPETHBIMWN M OTpaXkaTb PELLEHNE NOCTABNEHHbIX UCCreqoBaTeNbCkMX 3agad. Pekomen-
J0BaHHOE KONM4ecTBO BbiBOAoB 1-3, 00wwmin o6bem 1-2 cTp.

TpeboBaHuA K opOpMIEeHUIO NpoeKTa
1. TeKkCTOBLIN OOKYMEHT NpOEKTa nogrotaBnmeaetcs: 1 — B BUuAe TEKCTOBOro dpanna n npegoctaBnseTcs
B NeyaTHOM Buae Ha bymare, 2 — B aneKTpoOHHOM Buae — dpanin B popmarte doc. U chann npeseHTaumm
K goknagy pdf.
2. O6bem — He meHee 20 cTpaHuL, TEKCTa KOMMNbIOTEPHOW BEPCTKN; Ha OQHOW CTOpOoHe Bymarn popmarta
A4 4yepes nontopa nHTepBana. LiBeT wpudTta gomkeH 6biTb YepHbIM, BbicOTa OykB, Lndp 1 apyrnx
3HakoB He meHee 1,8 (pekomeHngyembin WpndT Times New Roman, 14 nt.);

3. PekomeHayeMble pasmephbl nosnen: BepxHee u HWxHee — 20 mm, nesoe — 30 mm, npasoe — 10 Mu;

4. ABG3auHbIN OTCTYN AOMMKEH ObITb OOMHAKOBBLIM MO BCEMY TEKCTY M cocTaBnAtb 1,25 cwm;

5. BblpaBHMBaHME TEKCTA NO LUMPUHE;

6. Pa3speluaetcsa ncnonb3oBaTb KOMMbIOTEPHBLIE BO3MOXHOCTN aKLEHTUPOBAHUS BHMaHMSA Ha onpederneHHbIX
TepMUHax, hopmyrax, NPUMEHSIS BbiAeNEeHNE XXUPHbIM LLIPUGITOM, KypCuB, NOAYEPKMBAHME;

7. PekomeHgyemas CTpyKkTypa: TUTYMbHbIA NUCT, OrnaBneHne (nepeveHb pasgenoB C yKa3aHWeMm
HOMEpPOB CTpaHuL), BedeHWe, OCHOBHas 4acTb, 3akitoyeHwe, BbIBOAbl, CMUCOK nuUTepaTypbl,
NPUNOXeHs;

8. Heobxoammo ncnonb3oBaTth TOMbLKO TOT Matepuarn, KOTopbl OTpaXaeT CYLHOCTb TeMbI.

9. WanoxeHne OOMKHO ObITb NOcCnefoBaTeNbHbIM, FIOMMYHBbIM, HEAOMYCTUMbI HEYETKNE HOPMYNTUPOBKN,

opdorpadudeckmne owmnoKu;

10. Bce cTpaHuupbl obs3atenbHO OOMKHbI OblTb NPOHYMEpPOBaHbl. Hymepauus nuctoB formkHa ObiTb
CKBO3HOWN. Homep nucta npocraenserca apabekumu undpammn. JHymepaumnsa nMCToB Ha4YMHaeTcs ¢
TpeTbero nucta (Nocrne coaep)XaHusa) M 3akaHYnmBaeTcs nocnedHum. Ha TpeTbem nucte cTaBuTCS
Homep «3». Homep cTpaHuLbl Ha TUTYNBHOM NIUCTE He npocTaBnsieTcs!

11. Nocne uyuTtathl HEOOXO0AMMO AenaThb CChINIKY Ha aBTopa, Hanpumep [Ne MCTOYHMKA NO CMMCKY, CTp.];

12. TpeboBaHus K OQOPMNEHUIO CrMCKa nuTepaTypbl: HeobxoauMmo ucnonb3oBaTb He MmeHee 10-20
NCTOYHWMKOB NPEeMMYLLIECTBEHHO MaTepuarnbl COBPEMEHHbIX MICTOMHUKOB He cTaplle 5-10 ner;

13. 0Cnucok nutepatypbl odopmnsietca no NOCT 7.1-2003 «Cuctema ctaHgapToB NO UHGOpMaLmK,
onbnunoteyHoMy un wusgatenbckomy geny. bubnuorpadumyeckass 3anucb. bubnuorpadudeckoe
onucaHue. Obwue TpeboBaHNs 1 NpaBuna CoOCTaBNEeHNA;

14. OKaxgbin  Gubnuorpadnyecknin - UICTOMHUK  OOMMKEeH copepxaTtb cregywowme obssartenbHble
PEKBU3UTLI: (baMuUnns U MHULMAanNbl aBTopa; HaMMeHOBaHWE; U34aTenbCTBO; MECTO U3daHus; rog,
n3gaHus;

15. JMICTOYHMKaMW, BKIIOYEHHbIMU B B1bnuorpaduio, AOMKHbI ABMASTECA NPEMMYLLIECTBEHHO KHUMM, CTa-
TbW B NPOGUIIbHBIX HAaYYHbIX XKYpHanax, naTeHTbl, 3aKkoHoAAaTeNbHbIE aKTbl; HOPMATUBHbIE AOKYMEHTbI,
npodeccnoHarbHble NEeKTPOHHbIE PECYPCHI.

TpeboBaHua K opopMNeHUIO Npe3eHTaLMmn K 3aluTe NpoeKkTa (aoknaa)

1. o6bem npeseHTauum He meHee 10 cnanaos, Bpemst 0TBeAEeHHOE Ha goknag He 6onee 10-15 MuH.

2. NepBblv cnana npeseHTauumn — TUTYNbHbIM CNang — OJMKEH coaepXaTb HazBaHWe OUCUMMIVHDI, TEMY,
®UNO obyuatowlerocs, cBegeHnss 0 pykosoguTene (npenogasarerne), nocrnegHMn cnang B opme Bbl-
BOAOB UK 3aKMOYEHNS;

3. Ha ogHOM cranae pekoMeHayeTcs UCMOoNb3oBaTh He Boree Tpex LBETOB: OAUH ANns oHa, OAuH Ang
3arofioBka, OA4MH ANs TEKCTa; He AOMMKHO ObiTb CIOXHbIX, HEKOHTPACTHbIX, CITULLKOM SPKUX LIBETOBbIX
COYETaHWN, HaNpMMep, He PEKOMEHOYETCH YEpPHbIN TEKCT HA CUPEHEBOM DOHE, PEKOMEHAYETCS TEM-
HbIN TEKCT Ha CBETNIOM (POHE;

4. cnegyeT MakcMMarbHO MCNONb30BaTh MPOCTPAHCTBO 3KpaHa (cnawnaa, noctepa), Hanpumep, yBenuyme
pa3mep PUCYHKOB. MO BO3MOXHOCTM UCNONb3yNTe BEPXHMNE ¥4 NNoLlaam akpaHa (cnanga, nocrepa), T.K.
n3ganun HWXKHsSA YacTb 3KpaHa 00bIMHO He BUAHA;

5. wpudT gosmkeH BbITb Nerko YntaembiM 1 6e3 rpadouyeckmx U3NUWECTB, PEKOMEHOYEMbIN LWPUPT —
arial, MMHUManbHbIM pasmep Tekcta — 18 NT.;

6. KaOblA criang OOMKEH coaepkaTb 3arofloBOK, B KOHLIE 3aroflOBKOB TOYKA HE CTaBUTCS. 3aroflIoBKU
OOJMKHbI ObITb KOPOTKUMU U NPUBNEKATb BHUMaHUE ayauTopuu;

7. nepep MCNonb30BaHMEM CKPUHLLIOTOB NPOBEPbTE TEKCT HA HanmMyne owmnbok, YToObl Ha N306paXxkeHnn
He OCTanucb KpacHble (3eneHble) NoayYepknBaHmsa ownbok, NUHWE 3neMeHTbl (NaHenn MHCTPYMeH-
TOB, MEHI0, MyCTON hOH U T.4.) Heobxoammo obpesaTb;
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8. He neperpyxanTte cnangbl aHUMALNOHHLIMWN 3dddEKTaMK, AN CMEHbl ClangoB UCNOSb3ynTe OOMH U
TOT e aHUMaLMOHHbIN 3IEKT;

9. ecnu crana/noctep CoaepXUT eAnHULbI USMEPEHNS B M? UMK M3, HY>KHO MUCMNOSb30BaTh BEPXHUE WH-
AeKcbl (dbopmaT — WPUET — HAACTPOYHbIN). 10 BO3MOXHOCTU, HY)KHO YMEHbLLATb Pa3psaaHOCTb Yncer.
BmecTo 40000 py6. nyywe nucatb 40 Toic. pyo.;

10. ucnonb3ynTe KOPOTKME CrioBa U NpeanoXeHNa. MUHUMU3UPYNTE KONUYECTBO MPeanoroB, Hapeyun,
npunaraTenbHbIX. He CTOUT 3anofiHATb OAMH Crang CrvwKoM OGonblnM 06BbEMOM MHOPMaLU.
Hanbonbwasa 3HEeKTUBHOCTb 4OCTUraeTCH Torga, Korga KrniodeBble MyHKTbl 0TObpaXaroTcs No OgHOMY
Ha Ka)aoM OTAenbHOM crnavae.

11. ucnonb3oBaHne opmyn — pekoMeHAyeTcsl OCTaBUTb OOLLy0 hopMy 3anucu u/vnu pesynbTaT, a
oTobpaxkaTb BCIO LIEMNOYKY peLleHnst He obasaTensHO.

12. Heo6Xx0AMMO TLWATENbHO NPOBEPSTh NPaBUMNBbHOCTL HanMMCaHWA Ha3BaHMKW BeELeCcTB, Npenapartos,
damunuin aBTopoB, Ha3BaHNA METOAMUK U T.A.

19.4. MeTogmnyeckme maTepuanbl, onpegensilowme npoueaypbl OLeHUBaAHUA 3HAHUN, YMEHUN,
HaBbIKOB U (UNK) oNbITa AeATENIbHOCTU, XapaKTepu3yrLwWwmx 3Tanbli PoOpMUPOBaAHUS KOMMNETEH-
Lmn
OueHka 3HaHWIN, YMEHUA 1 HaBbIKOB, XapakTepuaylowasa aTanbl (POPMUPOBAHNS KOMMNETEHLMIN B
paMKax U3y4yeHust QUCUUMITMHBI OCYLLECTBISAETCS B XOA4E TEKYLLEN M MPOMEXYTOYHOM aTTECTaLNN.
Tekywan atrectaunsa NnpoBoguTca B oOpMe BbINOMHEHUSA NPOEKTa COrnacHo 3agaHuam n Tpebo-
BaHUSIM, yKka3aHHbIM Bbiwe. Mpu oueHMBaHUM NCMONb3YHTCA Ka4eCTBEHHbIE LUKanbl OLEHOK, KpUTepum
OLEHNBaHUA NpMBEAEHbI BbiLLE.
lMpomexyToyHas aTTecTaunsa NnpoBoAnNTCS B hopMe KOMMNbIOTEPHOro TeCTUPOBaHUSA Ha o6pa3oBa-
TEeNbHOM nopTane «ANeKTPOHHbIN YHUBepcuteT BI'Y» 1 ¢ y4eToM pe3ynbTaToB Tekyllel ycrneBaeMocTu
no aucuunnuHe. MNpoueaypa oueHNBaHUA ABNAETCA KONMYECTBEHHON N OCYLLECTBNSETCS B aBTOMATU3U-
poBaHHOW chopMe Npy NomMoLLM nporpaMmHbix cpegctB Moodle (cwm. Boiwe) B coctaBe AYMK OpraHusa-
ums OOKITMHMYECKNX n KNUHUYECKNX nccnegoBaHun JIC, 33.08.02 (opauHaTypa)
https://edu.vsu.ru/course/view.php?id=3433. Npu oueHnBaHNN UCMONb3YITCS KONMUYECTBEHHbIE LUKanbI
OLEHOK, KpUTEPUM OLEHMBaAHUA NpuBEAEHbl Bbiwe. [na oueHMBaHUA UTOroBbIX pe3ynbTaToB 0by4eHus
(NnpomexyTodHasi aTTecTaumsi, 3a4eT) UCMOMNb3yeTCs OLEHKA «3a4TEHO», KHE 3a4TEHO» C Y4EeTOM pe3yrib-
TaTOB TEKYLLEN YCNEBAEMOCTU M MPOMEXYTOYHOW aTTecTauumn no ANCUMUNIHE.
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