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PABOYAS MPOrPAMMA YYEBHOW OUCLIMITUHBI

B1.55 OpraHn3aumna AOKNMHNYECKUX U KITMHUYeCKUX uccrnenoBaHnm
NeKapCTBEeHHbIX CpeacTB

1. Koa n HaumeHOBaHMe HanpaBfieHMA NOAroToBKu/cneumanbHOCTH:
33.08.02 ynpaBneHue n akoHoMmKa dhapmaumm

2. Mpocdunb nogroTroBku/cneunanusaumua: papmaums
3. KBanudukaumsa BbINyCKHUKA: NPOBU30OP-MeEHEIXEP
4. dopma ob6y4eHUs: oyHas

5. Kachenpa, oTBevarowan 3a peanmsaumio AUCUUNNUHbI: Kadeapa papMakonornm u Knm-
HU4ecKon dhapmakonormm

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

7. PekomeHgoBaHa: HayyHo-meToanyecknm coBeTom bapmMaueBTMYEeCKoro oakynbTeTa,
npoTtokon Ne1500-06-05 ot 26.04.2021

8. YueOHbIN roa: 2021-2022 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 NpenapaTos.

3agauu:

— 03HAaKOMUTbCS C NPUHLMMNAaMM OpraHn3aumnm JOKNMMHUYECKNX U KITMHUYECKUX UCCIe40BaHNA NEeKapCTBEH-
HbIX Npenaparos,

— cchopMmMpoBaTb FOTOBHOCTb paboTaTb C HOPMATUBHO-MPABOBbLIMU AOKYMEHTAMW, pernameHTUpPYLWMMm
npoBeAeHne OOKITMHUYECKUX U KITMHUYECKUX UCCMeA0BaHN NeKapCTBEHHbLIX Npenaparos,

— N3Y4UTb NPUHLUMNbI U METOAbI AOKITMHUYECKMX U KMMHUYECKMX nccrneaoBaHnin 6esonacHocty 1 adpdek-
TMBHOCTW NIEKapPCTBEHHbIX BELLECTB,

— O3HAKOMWUTbLCS C MPUHUMNAMN COCTaBNEHMS oT4eTa U TpeboBaHNAMN K 0OOPMMEHMIO pe3yrbTaToB A0-
KNMUHUYECKNX U KNMHUYECKUX MCCNeaoBaHWI, BKITKOYas NPUHUMUNBI 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

TpeboBaHusa K BXOOHBbIM 3HAHUSAM, YMEHUAM W HABbIKaM:

[nsa ycnewHoro oBnageHns AncumninHon obyyaromnincsa AomKeH npeaBapuTenbHO

3HaTtb:

— OCHOBbI BMO3TKKN, hapMaKoNormm 1 KNMHNMYeCKon bapmMmakonornm

YmeTb:

— nonb3oBaTbCa y4ebHOWM, HayyYHOW, cneumanbHOW nutTepaTtypon, pecypcamun VHTEpHET, KoMnbloTep-
HbIMW NMPOrpamMMHbIMU CPeACTBAMU AN OCYLLECTBNEHNS NPOdeCcCnoHanbHOM AesTeNbHOCTY.

Bnapetb:

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

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

rpPaMMHbBIMKW CpeaCcTBaMm A4S MaTeEMaTUYECKON U CTAaTUCTUYECKO 06paboTkn AaHHbIX, Be6-Opay3epamu,

anroputTmamu noucka B cetn VIHTepHeT, cneynanbHbIMU NPOrpaMMHbIMU CpeacTBaMun ANst OCYLEeCTBe-

HUS dhapmaLEBTUYECKON OAeATENbHOCTH.

OvcumninHbl, ANns KOTOpbIX AaHHas AMCUMNANHA ABAAETCA NpeallecTBYIOLLEN: (bapMaLleBTMHeCKMVI mMe-
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 06y4eHUs

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- | HbiX NpenapaToB B Poccuinckon ®epepavinm)
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 NMPKW rocyAapCTBEHHON perncTpaunm nekapcTBeHHbIX npe-
naparos.

12. O6bem aucumnnmHbl B 3a4eTHbIX egnHuuax/yacax — 3 3e1 /108 4
dopma NpoOMeXyTOHYHOM aTTecTaumum — 3a4€T (2 cemecTp)

13. Bugbl y4ye6HoOM paboThl:

TpyooemkocTb, Y
Bug yuebHomn paboTbl B Mo cemecTpam
cero
cem. 2
KoHTaKkTHble Yachl 38 38
AyOuTOpPHbIE 3aHATUSA 36 36
(NpakTnyeckue)
CamocrTosTenbHasa pabota 70 70
dopma NPOMEXKYTOYHON aTTecTauumn 3a4yeT 2
UTtoro: 108 108
13.1 CopgepxxaHue QUCLUMUNIINHDI:
Ne HanmeHoBaHune
n/n pasgena CopepxxaHve pasgena gQucUuninHbl
AVNCUUNITUHBI
MpakTn4eckune 3aHATUSA
1. |Paspen 1. BBepeHue | Pasgen 1. BBeaeHne B gncumnimvHy.

B OUCLMMNIINHY. 1.1. OT1anbl pa3paboTkn NekapCTBEHHbIX NpenapaToB W NPUHLUUMNLI opra-
HU3auUM OOKITMHUYECKMX U KITMHUYECKUX UCCredoBaHNA NeKapCTBEHHbIX
cpencTs.

CamocTtodarenbHasi pabota - $3 61, rmaea 1, cT. 4, OCHOBHbIE NOJIOXEHWS,
TEPMUHbI 1 onpefeneHus, B T.4. HOpMaTUBHas LOKyMeHTauus, permcrpa-
LMOHHOE yOOCTOBEPEHNE NIEKAPCTBEHHOrO npenapata, 9dEKTUBHOCTb,
0©e30nacHOCTb, Ka4eCTBO fIeKapCTBEHHOrO Npenapara, pa3pabdoTyuk, nNpo-
M3BOAUTENb JEKAPCTBEHHLIX CPEeACTB, AOKMMHUYECKOE UccreaoBaHue,
KNMHWYECKOE nccnenoBaHne NekapcTBEHHOrO npenapara

2. |locypoapcTBeHHbIN 1.2. TocyaapCTBEHHbIN WH(OPMALMOHHLIM CTaHOAPT feKapCTBEHHOro

NHGOPMAaLMOHHBIN cpencrTsa.

CTaHJapT 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. Bceoblas 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 MCO 14155-2014 KnnHnyeckne uccnego-
BaHUS.

5. Paspen 3. OpraHu- | Pasgen 3. OpraHusaumns OOKITMHUYECKUX U KITMHWUYECKNX UCCredoBaHnin
3aums  goknuHude- | J1IC

CKMX U KnuHn4yeckux (3.1. MNpuHUMNbI 1 MeToabl AOKITMHUYECKMX MccnegoBaHMn. HopmaTtusHble

uccneposanun JIC. |npaBoBsble akTbl PO, perynupyiolime npoBeaeHna AOKMUHUYECKUX Uccre-
[JOBaHNIN 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, OKNUHUYECKNE
nccneaoBaHUA NekapcTBEHHbIX cpeacTB... Hagnexawasa nabopatopHas
npaktuka (GLP), TOCT 33044-2014 GLP — uenu, nonoxeHus, npuMeHe-
HUe, cpaBHUTENbHAsA XapakTepucTuka. JkcneptHasi paboTta ¢ obpasuamm
npoToKona AOKMMHMUYECKOro (6MoMeanLmMHCKOro) nccnegoBaHms.

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, Hagnexawas knmHn4eckas
npaktuka (GCP), «PykoBoACTBO Mo Hagnexawemn KIMHUYeCKoM NpakTuke»
(ICH GCP), OCT 14155-2014 GCP. OkcneptHas pabota ¢ obpasuamu
npoToKona KNnHnyeckoro (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 MeguUMHCKOro NPpUMEHEHNs 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) AUCUUMNNUHBLI U BUAbI 3aHATUN:

Ne
n/n

HanmeHoBaHne Tembl
(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 oby4aromnxcsa No 0CBOEHUIO ANCLUMNIIUHDI.

Mpn ocBoeHUW ANCUMNNUHBI NpeanonaraeTcs NocTaHoBKa W peanu3aums 3agaHHbIX obpasosa-
TenbHbIX Lienen, AOCTWKEHNEe KOTopbIX obecneynBaeTcst apceHanom ncmMxonoro-negarornyeckunx, yrnpas-
NEHYECKNX N TEXHUYECKNX CPeacTB, MeToA4oB 1 hopm. MNMpegnonaraeTca NCNonNbL30BaHUe Kak TpaguunoH-
HbIXx 06pa3oBaTenbHbIX TEXHOMNOMMI, NpeanonararLmnx NpsMyo TPaHCNALMIO 3HaHUI OT NpenogasaTens
K oby4yatoLemMycs, Tak 1 TEXHOMNOMMA NPOEKTHOro 0ByYeHNs, UHTEPaKTUBHbBIX U MHAPOPMALNOHHO-KOMMY-
HUKaLMOHHbIX OobpasoBaTenbHbIX TexHonormn. OpraHu3auusa 3aHsaTU npegycmaTpyBaeT npoBefeHue
y4yebHon paboTbl, pelleHne KOMMIEKCHbIX y4ebHO-No3HaBaTENbHbIX 3aday, Tpebyowmnx oT obyvatowe-
rocsi NPUMEHEHNA Kak Hay4YHO-TEOPETUYECKMX 3HAHWM, TaK U NPaKTUYEeCKUX HaBblkoB. [1peaycMoTpeHo
KONNeKTMBHOE 06CYyXaeHne akTyanbHOCTM Npobnem nnaHMpoBaHUs, opraHn3aumm n NpoBeaeHNsa AOKun-
HUYECKMX U KMMHUYECKNX UCCreoBaHUi NnekapcTBeHHbIX cpeacTs Ansa obecnevyeHns 340poBbs Hacerne-
Hus B cooTBeTCTBUM C npaBunamu GLP, GCP, cornacHo TpeboBaHMAM HOpMaTMBHO-NpaBoBor 6a3bl PO,
dopMMpoBaHne roTOBHOCTU K y4acTUO B OpraHv3aunm, NpoBeAeHUn, aHanmae n ooopmeHumn pesynbTta-
TOB OOKIMUHUYECKNX N KITMHUYECKUX UCCNeaoBaHuiA, B TOM YMCIe K NPOBEAEHMIO Npoueayp, NpeaycmoT-
PEHHbIX NP FOCYy4apCTBEHHON PErncTpaumm nekapCcTBEHHbIX NpenapaTos.

OpezaHu3ayuoHHasi cmpykmypa ayoOumopHO20 3aHSIMUs 8K/lto4aem:

1. POpMyNNPOBKY TEMbI U Lienen 3aHATUA npenogasaTenem

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 U KITMHUYECKUX UCCIeL0BaHNA NeKapCTBEH-
HbIX NpenapaTos,

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

— N3Y4UTb NPUHLUMNBI U METOAbLI AOKITMHUYECKMX U KITMHUYECKMX NCccrnenoBaHunii 6e3onacHocTu 1 adbgek-
TMBHOCTW NIeKapCTBEHHbIX BELLECTB,

— 03HaKOMWUTbLCH C MPUHLUMNAMKN COCTaBIEHNs oTyeTa U TpeboBaHUAMY K 0POPMIEHMIO pe3ynbTaToB A0-
KMUHUYECKNX U KIMHUYECKMX MCCNeoBaHMI, BKITHOYas NPUHUUMIBI COCTaBNEHUS PErMCTPaLMOHHOro 40Che
Ha NekapCcTBEHHbIN Npenapart, ohopMineHne JOKyMeHTauumn ansa npoBeaeHns npoueayp, npegycmMoTpeH-
HbIX MPY rocyAapCTBEHHOW perncTpaunm nekapcTBEHHbIX NpenapaTos.

4. BbinonHeHne 3agaHni Ans camocTosiTenbHOM paboThl: 3a4aHnsa Ha YCBOeHMe matepuana, ydactve B
ANCKYCCUM MO KMoYEBLIM TemaTuyeckum Bonpocam. Oxunaaemble pesynbTatbl 00y4eHns BKYaoT dop-
MUPOBaHME HaBbIKOB CaMOCTOATENbHON paboTbl C NUTEpaTypon AN pelleHns CTaHa4apTHbIX U HeCTaH-
AapTHbIX 3aday npodeccroHanbHOW AeATeNbHOCTU, FPYNnoBoe pelleHne 3agady PopMmUpyeT 4yBCTBO
KONNeKTMBM3ma, yyactme B AUCKYCCUN N YCTHbIE OTBETbI Ha BOMPOCHI (hOPMUPYIOT HaBbIKK NyBNNYHOro
npeacTaBneHns MHpopmaumm, KynbTypy obLieHUs, yBaXeHne K APYrMM y4acTHUKaM, KOMMyHuKabenb-
HOCTb, MHULMATUBY, CMOCOBCTBYIOT (hOPMUPOBAHMIO NPOECCUOHANBHOrO NOBEAEHMS.

5. dopmynmpoBKa TeMbI CriefyoLwero 3aHATUS, Ao0MallHee 3a4aHue 451 CaMOCTOATENbHON paboThl.

OnucaHue mexHooauu camocmosimesisHou pabomel 06y4arouiuxcs

CamocTogaTtenbHas paboTta obyyaroLmnxca Ha 3aHATUSX OCYLLEeCTBNAETCHA NPM NOMOLMN BbINOSHE-
HWUS1 NPaKTUKO-OPUEHTMPOBAHHbIX 3a4aHui. [pakTUKo-OpMeHTUPOBaHHbIE 3a4aHnsi NPOBOAATCA 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 MHPOPMALMIO COrNacHO MHAMBUAYansHoMy 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 nHPOopMaLmMmn 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 HarnagHbIn U Npeano-
YTUTENbHbIV BUA aHanusa u CTPyKTypupoBaHusa MHdopmaumm, 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 KoMaHAbl, BCero Ha Joknaabl u obcyxaeHne pesynbTaToB
paboTbl Bcex koMaHa He 6onee 30 MuH.

OpeaHusayuoHHas cmpykmypa eHeayOumopHou (domawHel) camocmosmeribHol pabomsi:

— M3y4nTb MaTepwmarnbl OCHOBHOW M AOMOMHUTENBHON NUTEpaTypbl N0 TEME,

— BbINONHUTL 06sa3aTenbHOEe BHEAyOUTOPHOE JOMAaLUHEee 3adaHne no 3agaHHom Teme (MPoekT) — paspa-
6oTKa NpoeKTa n ero 3awmTa (CEMMHAPCKOe 3aHATUE C YCTHbIMW AOKNagaMm) — pa3BuBaEeT HaBblKM CaMo-
CTOSATENBHOIO Moucka NPogECCMOHaNbHOM MHPOPMALIMK, YMEHNE CAMOCTOATENbHO pellaTb CTanHaapT-
Hbl€ U CIrOXHble HECTaHA4APTHbIE 3a4ayn B NPOodheCcCnoHanbHon 4eATENbHOCTU, YMEHNE aHann3MpoBaThb
N cMcTemMaTM3npoBaTb MHOpMaUMo, MOArOTOBKA NPEe3eHTauun K AoKnagy no3BossieT chopMmpoBaThb
HaBblk1 Npeobpa3oBaHusa BepbanbHOM MHopMaLmn B BU3yanbHbI psa, pa3BvMBaeT obpasHoe Mbllune-
HWe, HaBblkK NYGNNYHOro BLICTYNNEHUA N NpeacTaBneHnss MHpopMaumm 1 B KOHEYHOM UTore chopmMmpo-
BaTb FOTOBHOCTb K Y4aCTUIO B OpraHv3aunm, NpoBeaeHMn, aHanmae n 0opMrieHMn 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 MUCbMEHHOTO onpoca no nNpobnemMHbIM BONpocamMm HOPMaTUBHO-MPaBOBOro pe-
rynmpoBaHusa OOKMMHMYECKMX uccnenoBaHmi B P®, Bonpocam opraHvM3auumn 1 NnpoBefeHns AOKITMHUYe-
CKMUX W KITMHUYECKNX UCCIef0BaHNA NeKapCTBEHHbIX 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.

lMpomexyTouHas aTTecTtauus (3a4eT) NpegycMaTpuBaeT NpoOBEAEHNE KOMIMbIOTEPHOrO TECTUPOBA-
HUS.

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

a) OCHOBHad nuTeparypa:

Ne | HanmeHoBaHue

1. | KnuHnyeckas drapmakonorus. Mnasa 9. KnvHuyeckne nccnegoBaHus nekapcTBeHHbIX CPEACTB
: y4ebHuk / nog pen. B. I'. Kykeca, [I. A. CbiveBa. — Mocksa : FQOTAP-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



http://www.studentlibrary.ru/book/ISBN9785970431351.html
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7

6) gononHuTenbHas nuTeparypa:

-

Ne NCToUHKUK

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 ¢. — 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. HO. MegumumHcKkoe npaBo : peKkoMeHAoBaHO Y4ebHO-MeToANYECKON KOMUCCUEN mes.
dakynbteTta [OY BINO "CaHkT-lNeTepbyprckuin rocygapctBeHHbin yHuBepeutet" / C. KO. Cawko,
J1.B. Ko4voposa. — Mocksa : TOTAP-Megua, 2011. — 352 c.

— URL: http://www.studmedlib.ru/book/ISBN9785970418451.htm|

B) MHOPMALMOHHbIE 3NTEKTPOHHO-00pa3oBaTeNnbHbIE PECYPCHI:

Ne n/n NCTOYHMK
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 cnpaBodHuk « MEDI.RU — nogpo6Ho o nekapctBax». — Pexum goctyna:
http://www.medi.ru
9. Basa 3HaHuIn No monekynsipHou 1 obwen bruonorum yenoeeka (HUMBIO). — Pexxum goctyna: http://
www.humbio.ru
10. | Cant cnpaBoyHuka Buganbs — JlekapcTBeHHbIV NpenapaTbl B Poccumn. — Pexxnm goctyna: http://
www.vidal.ru
11. | Cant cnpaBodHuka PJIC (Peructp llekapctBeHHbix 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 ®IrbY «Hay4HbIl 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 nadbopatopHbiM XnBOTHbIM (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». MegnunHckue nyénukauum n 6mo-
cTaTucTuka
22. | http://elibrary.ru/defaultx.asp — Hay4Hast anekTpoHHas 6ubnuoTteka eLIBRARY.RU
23. OYMK OpraHunzaums OOKNUHUYECKNX U KnnHMYecknx mnccnegosanuin J1C, 33.08.02 (opauHa-
Typa), cnpaeka Ne51 ot 16.01.2020 r https://edu.vsu.ru/course/view.php?id=3433
6. NepeyeHb y4eOHO-MeTOANYECKOro obecneyeHus Ans caMoCToATeNIbHON paboThbl
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-

Yarowmxcs no cneymnansHoctn 33.08.02 - YnpaBneHue n akoHOMMUKa chapmauumn : [ansa dapma-
LeBT. (pak. kKak PyKOBOACTBO MO OpraHn3auumn Teopetnyeckoro obyvyeHunsi, NoAroToBke 1 Bbl-
NOMHEHMIO NPAKTU4EeCKMX paboT, HanMcaHu pedepaTos, NOArOTOBKE Npe3eHTaumm, nogro-



http://www.studentlibrary.ru/book/ISBN9785970429754.html
http://www.studmedlib.ru/book/ISBN9785970418451.html
https://www.lib.vsu.ru/
http://www.studmedlib.ru/
http://biblioclub.ru/
http://www.grls.rosminzdrav.ru/
http://www.medlinks.ru/
http://www.rmj.ru/
http://www.consilium-medicum.com/
http://www.consilium-medicum.com/
http://www.medi.ru/
http://www.humbio.ru/
http://www.rls.ru/
http://www.garant.ru/
http://www.consultant.ru/
http://www.regmed.ru/
http://www.grls.rosminzdrav.ru/
http://ruslasa.ru/
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
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 npakTtuku] / E.E. YynangnHa, M.C. Kypo-
nan, A.B. KysémkunHa ; BopoHex. roc. yH-T .— BopoHex : U3gatenbckuii gom BIY, 2017 .— 34
C. : Tabn. URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf

17. UHchbopMaLMOHHbIE TEXHONOIMU, UCNONb3yeMble ANA peanu3auum y4eobHon AUCLUUNIMUHDI,
BKNKOYasa nporpaMmmMHoe obecneyeHme n NH¢popmMaLMOHHO-CNpPaBoOYHbIe CUCTEMbI (MNP Heobxoau-
MOCTH)

Mpun peanu3auun QUCUMNIIMHBI UCNONBb3YETCA CMELLaHHOe 0bydYeHne C NPUMEHEHMEM KnacCU4ecknx 0b-
pasoBaTenbHbIX TEXHONOMMIA (ayANTOPHbIE 3aHATUS) U ANCTAHLMOHHbLIE 0Opa3oBaTeribHblE TEXHOMOMMM
(OOT), Bkntovas anekTpoHHoe 0by4veHne (30), yuebHbIn MaTepman NnpeaocTaBnseTcs ¢ MCNOfNb30BaHNEM
AOT (B T.4. haninbl npeseHTaummn, Buaeodansbl), BoINONHEHWE 3a4aHUIN ANA CaMOCTOATENbHOM paboThl,
npoBedeHNe TEKYLLEN aTTecTaunm N NPOMEXYTOYHON aTTecTalmm OCYLLECTBNSETCA C MCNOfIb30BaHNEM
OYMK  OpraHusaumsa AOOKIMHUYECKUX U KnvHudeckux wuccnegosaHun JIC, 33.08.02 (opauHaTtypa)
https://edu.vsu.ru/course/view.php?id=3433.

Ne n/n NcTouyHuK

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 MEQULMHCKOIO Npu-
MeHeHusi» MuH3gpaBa Poccum

http:// www.vidal.ru — Cant cnpaBo4Huka Buganb. JlekapcTBeHHble npenaparthl 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 — AHanuTuyeckas komnaHusi « IHopym» — NOMCK SiekapCTB B anTekax

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

https://moodle.vsu.ru

http://vsu.antiplagiat.ru.

16. OQYMK OpraHusaumst AOKANHNYECKMX N KNnHn4ecknx uccnegosanum J1C, 33.08.02 (opanHa-
Typa) https://edu.vsu.ru/course/view.php?id=3433

18. MaTtepuanbHO-TeXHM4YecKoe obecneyeHne AUCLUUNIIUHDI:

YyebHasa aygutopus ansa NnpoBedeHnst 3aHATUA CEMUHAPCKOro TUNa, TEKYLLEro KOHTPOSS 1 MPOMEXYTOY-
HOW aTTecTauuu, nomelleHve Anga xpaHeHus yyebHoro obopyaposaHuda. MynbTumeama-npoektop Nec
M271X, HoyTByk 15"Acer, akpaH HaCTeHHbIW, OCKa MefnoBas, cneunannanposaHHas medenb (CTonbl, CTy-
nes).

YyebHasa aygutopusa ans NnpoBedeHnst 3aHATUA CEMUHAPCKOro TUNa, TEKYLLEro KOHTPOMS U NPOMEXYTOY-
HOW aTTecTauuu, nomelleHne ansa xpaHeHus yyebHoro obopyaoBaHusa. MynbTumeana-npoektop BenQ
MW516; DLP; HoyTOyk 15"Acer, akpaH HaCTeHHbIW, JOCKa MenoBas, cneunanusavpoBaHHas mebenb
(cTonbl, cTynbs)

MomeleHne ansa xpaHeHus u npodunakTnyeckoro obcnyxmeaHmsa yyebHoro o6opynosanuns. MynbTume-
ana-npoektop Nec M271X, HoyTbyk 15"Acer.

KomnbloTepHbI Knacc, ayautopus Ans rpynnoBbIX U MHAMBUAYamNbHbIX KOHCYNbTauui, NoMeLLeHne ans
CaMOCTOATENbHOM paboTbl, NOMeLLEHME AN XpaHEeHUS 1 NPOdUNaKTUYeCKoro obcnyxmBaHust y4ebHoro
obopynosaHusa. Komnbtotepbl Aquarius (kugkokpuctannuyeckme MoHutopbl LG) (12 wr.), gocka mar-
HUTHO-MapKepHas, KOHOULMOHEP HACTEHHbIW, crneunanuanpoBaHHas mebenb (CTonbl, cTynbs), Kubuntu
14.04.5 (MO ceobogHoro, 6ecnnatHoro ncnonb3osaHus), LibreOffice (MO csobogHoro, 6ecnnaTHoro uc-
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)


http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf
https://edu.vsu.ru/course/view.php?id=3433
http://www.garant.ru/
http://www.consultant.ru/
http://www.regmed.ru/
http://www.vidal.ru/
http://www.rls.ru/
http://ruslasa.ru/
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
http://www.analit.net/apteka
https://edu.vsu.ru/course/view.php?id=3433

19. ®OoHA OLEHOYHbIX CPEACTB:

19.1. lNepeyeHb KOMNETEHLMIA C YKa3aHMeM 3TanoB (pOpMUPOBaHUA U NNaHUPYEMbIX pe3ynbTaToB

oby4eHus

Koa n cogepxaHune komne-
TeHuumn (Mnn ee yacTu)

MnaHnpyemble pesynbTaThl 06y4eHus (mokasatenu 4oCcTu-
XXEHUS 3a0aHHOMo YPOBHS OCBOEHWNS KOMMETEHLMMN NOCpea-
CTBOM (DOPMUPOBAHMS 3HAHWI, YMEHWI, HABbLIKOB)

Oranbl op-
MMPOBaHMS
KOMMNeTeH-

umn (pas-
henbl

(Tembl) guc-

UMNMVHBI
unu mogyns

N UX Havme-

HOBaHMeE)

®0C
(cpeactBa
oLeHuBa-

HUS)

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

3HaThb:

- MONIOXEHWS1 HOPMATUBHBIX MPaBOBbIX akToB P®, perynu-
pyloLlnx obpalleHne neKkapcTBEHHbIX CpPeacTB (B TOM
yncne pernaMmeHTUpyoLwmne NpoBeAeHne SOKITMHUYECKUX U
KIMMHUYECKNX UCCNEA0BaHNIA NeKkapCTBEHHbIX NpenapaToB)
W Opyrux TOBapOB anTe4YHOro acCopTUMEHTA, B TOM YMChe
B coOTBETCTBUM C CornaweHmemM O efuHbIX NpUHUMnax m
npaBunax obpalleHns nekapCTBEHHbIX CPeACTB B pamKax
EBpasnickoro 3KOHOMUYECKOrO COK3a; UHCTUTYLMOHAlb-
Hble HOPMbI B cdhepe ynpasreHns dpapmaLeBTUYeckon ae-
ATENbHOCTbIO,

— NPUHLMNbI, Lenu, MeToabl, aTanbl pa3paboTku HOBbIX Ne-
KapCTBEHHbIX NpenapaTos,

— 3TMYECKNE NPUHLMNBI BUOMEANLIMHCKMX SKCMEPUMEHTOB,
— MPUHLMNbI NPOEKTUPOBAHUSA OOKITMHUYECKUX U KITMHUYE-
CKMX MCCreoBaHUA NekapCTBEHHbIX NpenapaToB

— MeToAbl OOKMMHUYECKUX W KIMHUYECKUX MCCreaoBaHWn
6e3onacHOCTU 1 3 PEKTUBHOCTM NEKAPCTBEHHbIX BELLLECTB
- NPVHUUNBI COCTaBneHms oTyeTa u TpeboBaHMsa K opopm-
NEeHNto pe3yrbTaToB AOKMMHUYECKUX U KMTMHUYECKNX UCcre-
OOBaHWI NEKapCTBEHHbIX MpenapaToB, BKN0Yasa NPUHLMMbI
COCTaBINEHUSI PEMMCTPALMOHHOIO JOChE HA NEKapCTBEHHbIN
npenapar.

YMeThb:

- JEMOHCTpPUpPOBaThb FMOTOBHOCTbL paboTaTb C HOPMaTMBHO-
NpaBoOBbIMW [OKYMEHTaMW, pernaMmeHTUpYyLWuMmn npose-
OeHne OOKMMHUYECKUX M KITMHUYECKMX UCCnefoBaHui ne-
KapCTBEHHbIX NpenapaTos,

Brnagetb (MMeTb HaBbIKK)

- yyacTBOBaTb B OpraHusauuu, NpoBedeHUW, aHanmse u
0hOpMIEHUN pe3ynbTaToOB AOKIMTMHUYECKUX U KIMHUYECKUX
nccnegoBaHuWiA, B TOM YMCIe K MPOBEOEHMI0 Mpoueayp,
NpeaycMOTPEHHbIX MPU rOCYAapCTBEHHOW perncTpauum ne-
KapCTBEHHbIX NpenapaTos.

pasgen
1-4

Tekywias
aTTecTa-
umd
(npoekT)

MpomexyToyHas aTTecTauums (3a4er)

pasgen
1-4

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

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

MEeXYTO4YHOM aTTecTauum

[na oueHnBaHms pes3ynbTaTtoB 06y‘-leHVIF| Ha 3a4eTe UCMNOoNb3yHTCA crnegytoLme nokasarenu:

3HaTb.

- MONOXEHNs1 HOPMAaTMBHbIX MPaBOBbIX aKTOB, Perynupyrowmnx obpalleHne nekapCTBeHHbIX cpeacTs (B
TOM YUnCre pernameHTUpPYyLNX NPoBegeHne JOKMNHNYECKNX U KITMHUYECKNX NCCefOoBaHUN NekapCTBEH-
HbIX NpenapaTtoB B Poccuiickon ®enepauunn)
— MPUHUMNBI, Lenu, MeToabl, 3Tanbl pa3paboTKy HOBbIX NIEKAaPCTBEHHbLIX NPenapaTos,
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- 3TUYeckne NPUHLMMbI GUoMeaNLMHCKMX 9KCMNEPUMEHTOB,
— MPUHUMMbI NPOEKTUPOBAHUS AOKIIMHUYECKMX M KITMHUYECKMX MCCrneoBaHMn NekapCTBEHHbIX Npenapa-
TOB
— MeToAbl AOKMUHUYECKUX U KITMHUYECKUX NCCrefoBaHuin 6e3onacHOCTU 1 3PeKTUBHOCTM NEKapCTBEH-
HbIX BELLEeCTB
— NPVHUMNbI COCTaBMNEHUS OTYeTa M TpeboBaHMS K 0POPMIIEHUNIO PE3YNbTaTOB AOKINMHUYECKUX U KIUHU-
YeCcKMX MccrnenoBaHUn NEKAPCTBEHHBIX MpernapaTtoB, BKOYasi NPUHLMNLI COCTaBNEHUS PerncTpaLmoH-
HOro [OCbEe Ha NeKkapCTBEHHbIV Npenapar.
yMeTb:
- JEMOHCTPUPOBATb FOTOBHOCTL paboTaTb C HOPMATMBHO-NPABOBLIMU OOKYMEHTaMW, perfiaMmeHTupyto-
LLMMW NPOBEAEHNE AOKIMHUYECKMX U KITMHUYECKMX UCCINEA0BaHNI NEKAPCTBEHHBIX NpenapaTos,
- I@MOHCTPMPOBATb FOTOBHOCTb K y4acTUIO B OpraHu3aumun, NpoBeAeHUM, aHanusy n opopmreHunto pe-
3yNbTaTOB AOKIMHUYECKMX M KITMHUYECKMX UCCreaoBaHWIi, B TOM Y/CHe K NPOBEAEHMI0 Npoueayp, npeay-
CMOTPEHHbIX NPY rocyAapCTBEHHOW perMcTpaumm NekapcTBEHHbIX NpenapaTos.

Ons oueHnBaHWA pe3ynbTaToB 0DyYeHWs Ha Tekylwlen attectauum (NpoekT) ucronb3yeTcs 4-
GannbHas Wwana: «OTIMYHOY», «XOPOLLOY», «yAOBINETBOPUTENIBHOY, «HEYA0BNETBOPUTENBHOY.

[ns oueHMBaHMS pe3ynbTaToB 00yYEHUSI HA MPOMEXYTOYHON aTTeCTaUmMK (3a4eT B hOpMe KOMIMb-
IOTEPHOrO TECTUPOBAHUS) UCMONb3YETCH — «3aYTEHO», KHE 3a4TEHOY.

CooTHoLleHre nokasaTenen, KPUTEPUEB U LLKAsbl OLLEHUBAHWSA pe3ynbTaToB 00y4eHus.
Tekywasn atrectaums (NpoekKT)

YpoBeHb

o copmumpo-
KpuTepuun oueHMBaHUA KOMMNETEHLNIA BAHHOCTY KOM- Lkana oueHok

neTeHummn

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 UCCeaoBaHWIN NekapCTBEHHbIX NpenapaToB, COCTaBMEHNs OT-
yeTa n TpeboBaHNs K 0POPMIEHUIO PE3yNbTaToB AOKITUHUYECKUX W
KIMMHWUYECKUX 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 NPaKTUYECKMX 3a4a4

B 0brnacTu opraHusaumm, NPOBEAEHUS], aHanM3a n 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 ®denepaunun, perynupyrowmx obpalleHve nekap-
CTBEHHbIX CpeaCcTB B 0611acTi NpoBeAeHUst AOKIMHUYECKNX U KITUHU-
YeCKNX UCCIeAoBaHNIN NEKapCTBEHHbIX NpenapaTos, NPUHLMNbLI NPo-
E€KTUPOBaHUS OOKIMHUYECKNX U KITMHUYECKMX UCCrefoBaHui nekap-
CTBEHHbIX MpenapaToB, COCTaBMeHUss oTyeTa W TpeboBaHua K
ohopMneHnio pe3ynbTaToB AOKITUHUYECKUX U KIMHUYECKMX 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 ogopmre-
HUW Pe3ynbTaToB AOKITMHUYECKUX U KITMHUYECKUX UCCrneqoBaHui, B
TOM 4uCrne npOBEAEHUIO Npouenyp, NPeayCMOTPEHHbLIX NPU rocy-
AapCTBEHHOW perncTpaumnm NekapCTBeHHbIX NpenapaTos.

OOyualowmincsa BbINOMHUA NPOEKT C MOMOLLBI0 npenogasaTens, lNoporoBbii YaoeneTBopu-
odhopMun NpPoekT ¢ cobnogeHnem GonbLUMHCTBA PEKOMEHO0BaH- YpOBEHb 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 NPOEKTUPOBAHUSA JOKITUHUYECKUX U KIMHUYECKUX UCCre-
[AOBaHWN NeKapCTBEHHbIX NpenapaTos, TpeboBaHMS K OhOPMIIEHNIO
pesynbTaToB AOKNMMHUYECKMX U KITUHUYECKUX UCCNEaoBaHUA fnekap-
CTBEHHbIX NpenapaToB, OOHAaKO MpW 3TOM OEMOHCTPUPYET rOTOB-
HOCTb K pELUeHW0 CTaHOapTHbIX 3adav B obracty opraHusaumu,
npoBeaeHns, aHanunsa n oopMreHnn pesynbTaTtoB JOKNNHUYECKUX
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 LIEJIOM HE rOTOB K BbINOSIHEHMIO paboT B obnactu
opraHusauum, NpoBeaeHUsl, aHanmn3a U oOOPMITEHUN PEe3yrbTaToB
[OKIMMHUYECKUX U KITUHUYECKUX UCCIEQOBaHUIA, B TOM YMCne npoBe-
[EHVI0 npoueayp, NPeayCMOTPEHHbIX MPY FOCYAAPCTBEHHOW peru-
CTpaumm NeKapCTBEHHbIX NPenapaTos.

MpomexyToyHas aTTectaums (KOMNbOTEPHOE TECTUPOBAHME)

o YpoBeHb CHOPMUPOBAHHOCTU
Kputepumn oueHnBaHUS KOMNETEHUNI KOMINETEHLIAVA 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 KOMMNbIOTEPHOro TeCTUPOBaHUSA

1.

MpyHUKMNbI, LeNn 1 MeToabl pa3paboTKM HOBLIX JIEKAPCTBEHHbIX MpenapaToB. ATankl pa3paboTkn Ho-
BbIX JIEKAPCTBEHHbIX NpenapartoB. [JOKNMHMYECKNE U KITMHUYECKUE UCCNeaoBaHus npu paspaboTke
HOBbIX JIEKAPCTBEHHbIX NpenapaTos.

MpyHUKMNbI AOKasaTenbHON MeAMUUHbI, kKaTteropum (YypoBHKU) aokasatenbHoctn — 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 NPaBUI NPOBEAEHNS SKCNEPTU3bI 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, MEAULNHCKUX OpraHu3aumi Ang NnpoBeaeHust KIMHUYEeCKUX ucerneio-
BaHuN, TpeboBaHMs Kk NnepcoHany, obecneynBatoLLeMy UX NPOBEAEHME.
TpeboBaHus K TECT-CUCTEMAM.
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. MexrocyaapCTBeHHbIM cTaHAapT. MNpuHUMnbl Hagnexawlen nabopaTtopHoOWn 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 NpYMEHEHUs, BKItodasi 060CHOBaHME NporpaMmMbl AOKITMHUYECKUX MCCNegoBaHUM, 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 poccunckon eaepauun. 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). O6ocHoBaHMe BbiGopa nonynauun 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 AOKyMeHTaummn Ans NpoBeaeHns npouenyp, npeayCMOTPEHHbIX NPpW 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 aTTecTauumn
(3ayeT, KOMNBLIOTEPHOE TECTUPOBaHMUE)
TecToBble 3agaHnNa NO ANCUMMINHE pa3MeLLeHbl Ha obpasoBaTenbHbIN NopTane « ANEKTPOHHbLIN

yHuBepcuteT BIY», 6aHk 3agaHui cogepxut 6onee 60 sonpocos, QYMK OpraHusaumnsa OKIMHNYECKNX
N KNnuHudecknx nccnegosanum J1C, 33.08.02 (opanHaTtypa) https://edu.vsu.ru/course/view.php?id=3433
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MpumepHble 3apaHnA ANA ANA NPOMeXYyTOYHON aTTecTaumm
(3a4eT, KOMNBLIOTEPHOE TECTUPOBaAHME)
«MHopmupoBaHHOE cornacme» BKIIOYAET Hanmumne nHgopmawmm o (HECKOSbKO NpaBuiibHbIX OTBETOB):
— uenu npeanonaraemoro BMellaTenscTea
— XapakTep npegnonaraeMoro BMeLlaTenbLcTea
— BO3MOXHbIX HErATUBHbIX MOCNEACTBUN
— CBSI3aHHOM C BMELLATENbCTBOM pPUCKE
— CBeAeHus 0 kBanudukauum spaya
— CBEAEHUs1 0 CTOMMOCTU NeYeHus
Bpouwltopa nccnegosartens 370:
—CBOJHOE U3MOXeHNe pe3ynbTaToB KIMHUYECKOro U OKITMHUYECKOro 3y4eHnsa nccnegyemoro nexkap-
CTBEHHOrO npenapaTta, 3Ha4YMMbIX 451 €r0 UCCrEA0BaHMs Ha YenoBeke
—MeYyaTHbIN JOKYMEHT B dhopMe OpoLutopbl, cogepKaLinin MHopMaLMo O MPOBOAMMOM KITMHUYECKOM
nccnenoBaHMM onsg nauueHTa
—bpouwtopa, cogepxawasn pesynbTaTbl KITMHUYECKOrO N AOKMMHUYECKOTO N3y4eHUs NeKapCTBEHHOro npe-
napaTta, npegHasHavyeHHas Ans peknamMHO-NPOCBETUTENBCKUX Liernen 1 NPOoABMKEHMS] HOBOMO npena-
paTa
[oroBop (Ha npoBegeHne KIMHUYECKOro nccnegoBaHnd) aTo:
—AaTUPOBaHHOE 1 NOAMNMCAHHOE CornalleHne Mexay AByms unm 6onee ctopoHamm, KOTOPOE yCTaHaB-
nnBaeT AOroBOPEHHOCTH, KacawLumecs pacnpeaenennsa obbema paboT n 06s93aHHOCTEN NpuY NpoBeae-
HUWU KNWHUYECKOrO NCcrneaoBaHns, a Takke, eCnNn yMecTHO, (PMHAHCOBbLIX BOMPOCOB
—ntoboe NMCbMEHHOE U YCTHOE COornalleHne Mexay CTopoHamu anst odhopmMieHns puHaHCOBbIX BO-
NPOCOB U OPUANYECKMX aCMEKTOB OTHOLLEHUI
—cornawleHune oman4eckmx nuy 0 B3aMMHOM YCTAHOBMEHUMN, U3MEHEHMM NN NPEKpaLLEHMM NoObIX NpaB
n 06s13aHHOCTEN
[okymeHTaumns aTo:
— BCe 3anucu B ntobor popme (Ha ByMakHbIX, INEKTPOHHbIX, MarHUTHbIX UM ONTUYECKUX HOCUTENSX,
CKaHOrpaMmbl, PEHTTEHOBCKNE CHUMKM, SN1EKTPOKapAMorpaMMbl U T.M.), KOTOpbIE ONUCLIBAKOT NGO peru-
CTPUPYIOT METOAbI, OpraHM3aLmo U/nnmn pesynbTaTbl KIMMHUYECKOrO UCCIEA0BaHMS, a TaKkkKe BNUsoLLne
Ha uccnegoBaHue dakTopbl U MPUHATbLIE MEPbI
—ntobble opUrnHanbl NOANMCaHHbIX JOKYMEHTOB Ha ByMaxxHOM HocuTene, Heobxoanmble Anga nposeae-
HUSI AOKNUHMYECKNX U KIMHUYECKUX UCCIed0BaHUM
—BCe 3anncu Bcex AaHHbIX B Nobon dopme, Heobxoammble Ans NpoBeAeHNS AOKIMHNYECKNX U KITUHK-
YeCKMX uccrnenoBaHui
NHdbopmuposaHHoe cornacue
—npouenypa Ao6poBONLHOrO NOATBEPXKAEHNA CyObEKTOM CBOErO Corflacusi Ha y4acTne B KOHKPETHOM
nccnegoBaHumM nocrne nonyvYeHns nHopmauum obo Bcex 3Ha4YMMBbIX 515 NPUHATUSA UM peLleHns acrek-
Tax uccnegoBaHus, JOKYMEHTMpyeMoe NOCpeacTBOM NoanmcaHnsa n gatnposaHms opmMbl MHGPOPMUPO-
BaHHOro cornacus
—cornacue naumeHTa Ha niobble BUAbl AENCTBUN, BMELLATENbCTB, MEANLMHCKMX MAaHUMYNSUWA 1 npoue-
ayp, HeobxoauMbIX Ansi NPOBESEHUSA KIMMHNUYECKOro nccnegoBaHns
—006pPOBOSbHOE cornacue nauneHTa, NonyymnBLLEro BCHO HEODXoaUMY0 MHpopMaLMIo O Lendx, 3aga-
Yyax, MeTodax U pucKax NnaHUPyeMoro KimHNUYECKOro UCCreaoBaHus, Ha nobble Buabl AENCTBUA, BMe-
LWaTenbCTB, MEOUUMHCKUX MaHMNyNauun n npouenyp, Heobxoammblx AN NPOBeAEHNS KITMHUYECKOrO
nccnenoBaHus
—A06poBONbHOE YCTHOE UMW NMCbMEHHOE COrnalleHne uccnegoBaTend v nauneHTa, NonyyYnBLLEro BCO
Heobxoaumyo MHpopMaLMIO O Lensax, 3agadax, MeToaax U puckax NiiaHMpyemoro KnMHUYECKOro nccne-
00BaHW4, NOATBEPXAAlOLLEee cornacue naumeHTa Ha ydactue B uccregoBaHnm HE3aBUCUMO OT BO3MOX-
HbIX PUCKOB TaKoro nccnegoBaHus
NccnepoBaTenb
—pmsnyeckoe nmuo, HecyLlee OTBETCTBEHHOCTL 3a NPOBEAEHNE KIMHNYECKOrO UCCreaoBaHus B uccne-
[0BaTENbCKOM LiEHTpEe
—Bpay, NPUHNMAIOLLMI y4acTUe B fleYEeHUM NauneHTa, y4acTBYOLLEro B KIMHUYECKOM UCCnegoBaHMm
—Bpay UM MHOM MegULMHCKMIA paboTHUMK, YH4aCTBYOLLMIA B MPOBEAEHUMN KITMHUYECKOIO UccnegoBaHus B
nccnegoBaTenibCKOM LLEHTPE UNKU OOKITMHMYECKOro UccnegoBaHus
—COTPYAHWK, Y4aCTBYOLLMIA B NPOBEAEHNN KITMHUYECKOIO U AOKIMHMYECKOro UccneaoBaHus
McecnepoBatenbCkuim LEHTP
—pbakTmyeckoe MecTo NpoBEeAEHNS KIMMHNYECKOTO UCCea0BaHmMs
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—noboe MecTo/ydpexaeHne/opraHusaumsa ans NpoBeaeHUs KIMHUYECKOro UccneaoBaHus
—noboe MecTo/ydpexaeHne/opraHnsaumsa ansg npoBeaeHnsa AOKINHUYECKOro UCCneaoBaHus
—n6on MeaNUNHCKUI LEeHTP, NPUrogHblv ANs NpoBeAeHUS AOKITUMHUYECKUX UMK KITMHUYECKMX uccneno-
BaHWI
Wcecnegyembln NpoayKT (NekapcTBeHHbIN npenapar)
—nekapcTBeHHas popma akTUBHOrO BellecTBa unu nnauebo, nsyvyaemas unm ncnonb3yemMas ans KoH-
TPOSS B KITMHUYECKOM MCCNeoBaHMK1, B TOM YUCTe 3aperMcTpupoBaHHbIN NeKapCTBEHHbIN NPOAYKT (Nne-
KapCTBEHHbIN NpenapaT) B crny4yae, ecnv cnocob ero npMMeHeHns OTNu4aeTcs OT yTBEPXAEHHOrO, a
TaKke npu ero NCrnonb3oBaHMM NO HOBOMY NMOKa3aHUI0 UNK ANSA NOMNy4YeHns AOMOMHUTENbHOW MHopMa-
LUK NO YTBEPXOEHHOMY MOKa3aHuio
—nekapcTBEHHOE BELLEeCTBO, BNepBble nccriefyemoe Ans nocneayoLlero MeamumMHCKoro npuMeHeHns
—neKapCTBEHHbIN NpenapaTt NPOMbILLIIEHHOrO NMPOU3BOACTBA, U3y4aeMbln Ha NpeaMeT 3PPEKTUBHOCTH
B KITMHWUYECKOWN NPaKTUKe Npu NpMMEHEeHUN AN nevyeHuns onpegerieHHoro 3abonesaHms
KnuHunyeckoe ncnblTaHne/vccnegoBaHve
—noboe ncecnegosaHve, NPOBOAMMOE C y4acTUEM YeroBeKka B Ka4ecTBe CyObekTa Ans BbIABMEHUS UNn
NOATBEPXKAEHUSA KITMHUYECKMX M/ dhapmakonornyeckmx apdekToB nccnegyembix NpoayKToB n/mnm
BbISIBNEHUS HEeXenaTernbHbIX peakuuin Ha nceregyemMble NpoayKTbl, W/MNn N3y4eHnsa nx BcacbiBaHUs,
pacnpegeneHus, metabonMama v BbiIBe4EHMUS C LieNbio OLEeHUTb X 6e3onacHocTb n/mnu acdekTuns-
HOCTb
—ntoboe nccnegoBaHme, NPoBoOAUMOE MO oueHKe aPPeKTUBHOCTM U 6e30MacHOCTM NeKapCTBEHHbIX Npe-
napaToB B KITMHWYECKON NpakTuke
—nto6oe ncnbiTaHne apdPeKkTUBHOCTM N 6€30NaCHOCTU NEKapCTBEHHbIX NpenapaTos, MPOBOAMMOE C y4a-
CTMEeM YernoBeka B KavyecTBe CyObekTa B KNMHUYECKNX BonbHMLAX Uy ApYyrux yu4pexaeHnsax 3gpaso-
OXpaHeHust
KoHTponb kayecTBa
—MeTOoAbl M MepbI, ABNSALNECS YaCTbio CUCTEMbI OBecneyeHns ka4ecTsa u Ucnonb3yemble AN npo-
BEPKN COOTBETCTBUS BbIMOSTHAEMbIX NPY NPOBEAEHMN UCCIEA0BaHUA npoueayp npeabssnsemMbiM Tpe-
GoBaHMSM K UX Ka4yecTBy
—MeToAbl U cpeacTBa NpefHa3HavYeHHble Ans OLEHKM Ka4eCTBEHHOCTUN U3y4aeMoro B KIMHNYECKOM UC-
crneaoBaHUK NekapcTBEHHOro npenapaTa
KoHdmaeHumansHoCTb
—COXpaHeHne B TarHe OT HEYNOSTHOMOYEHHbIX NnL, MHpopMaLumn, NpUHaanexatlen CnoHcopy, UnNu nH-
dopmaumm, No3BonsLLEN naeHTUdUMpoBaTh CybbeKTa nccrneaoBaHms
—COXpaHeHMe TanHbl O NINYHbIX CBEOEHUSIX, KacaroLNXCa uccneaoBaTenen n CNOHCOPOB UCCeL0BaHUS
—COXpaHeHne TaHbl HpopMaLumK, NO3BONAIOLWEN UAeHTUdULMPOoBaTL CybbekTa nccrnenoBaHus
Ans uccnegoBaTenemn
MHoroueHTpoBOE KNMHMYECKOE UccregoBaHme
—KITMHUYeCcKoe uccnegoBaHue, NpoBoANMOeE Mo eguHoOMY NpoTokory 6onee Yem B OAHOM MccregoBa-
TeNbCKOM LeHTpe 1, 3Ha4uT, bonee yem ogHUM uccrnegosartenemM
—KITMHUYEeCKOe uccrneaoBaHne, NPoBOANMOE B JTHOObIX HECKONBbKUX UM MHOTMX UCCeaoBaTENbCKUX LiEH-
Tpax
— KNUHNYEeCKoe nccrneaoBaHme, NPOBOAMMOE B LIEHTPanbHbIX KIMMHUYECKUX MEOULIMHCKNX YYPEXOEHUSX

19.3.2. Tekywas atrectauma (NpoeKT)
XapakTtepucTtuka npoekra

Tekywasa arrectauma nposoguTca B opmMe NoAroTOBKM M NOCneayoLwen 3amTbl NpoekTa.

MpoekT npeacTtaBnsieT cobon NPaKTUKO-OPUEHTUPOBAHHOE 3ajaHue, npefHasHaydeHHoe Ans
OLEHKM FOTOBHOCTM OBy4daloLlerocs K y4acTuio B OpraHusauuu, NpoBeAeHun, aHanmae n 0goopmIiieHnn
pe3ynbTaToB AOKIMHUYECKMX U KITMHUYECKMX UCCNeOoBaHUN, B TOM YuiCre K MNpoBeAEeHM0 npoueayp,
npegycMOTPEHHbIX MPU rocygapCcTBEHHOW perncTpaunm nekapcTBeHHbIX npenapaTtos.

lMpoekT npegnonaraetT CamoOCTOATENbHYIO UCCNeaoBaTeNbCKy0 aHanuTuyeckyto paboTty co cne-
LmanbHOW nutepaTypon n npodeccruoHarnbHbIMU pecypcamu.

Tembl npoeKkToB
1. PesynbTaThbl KINUHUYECKUX UCCNEAOBAHMUI HOBOIO NEKapCTBEHHOro npenapaTa Ans nevyeHns 6onesHu
Anburenmepa.
2. PesynbTaTbl KNMHWYECKUX MCCReoBaHWA HOBOMO NekapCTBEHHOrO npenapaTa AN nevYeHus ankoro-
nn3ma.
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Pe3ynbTaTbl KNMHUYECKNX UCCnegoBaHMI HOBOIO NIeKapCTBEHHOro npenapaTa Ang neveHns 6onesHn

lNapkuHcoHa.

Pe3ynbTaTbl KMMHMYECKUX NCCrefOoBaHWIA HOBOIrO fIekapCTBEHHOro npenapara ang nevyeHnsa paccesiH-

HOro cKkneposa.

Pe3ynbTaTbl KNTMHNYECKUX NCCIeA0BaHNA HOBOrO NIeKapCTBEHHOroO npenapara u3 rpynnbl aHTuaenpec-

CaHThlI.

Pe3ynbTaTbl KIMHUYECKMX MCCNegOBaHMI HOBOrO NleKapCTBEHHOro npenapaTta u3 rpynnbl Henponen-

TUKWN.

PesynbTaTbl KNMUHUYECKNX UCCNEeLOBaHUIN HOBOIO SIeKapCTBEHHOMO npenapata 13 rpynmnbl HOOTPOMbI.

Pe3ynbTaTbl KMMHUYECKMX UCCNegoBaHWUI HOBOIO NIeKapCTBEHHOrO npenapara 13 rpynmbl rmnoTeH3nB-

Hble cpeacTBa.

Pe3ynbTaTbl KNMHUYECKNX UCCNeOBaHMI HOBOrO fieKapCTBEHHOro npenapaTa u3 rpynnbl aHTUaHrm-

HanbHble cpeacTBa.

10. PesynbTaTbl KMMHWYECKMX MCCNESOBAHMIN HOBOMO fIeKapCTBEHHOMo npenapara u3 rpynnbl HOBbIX Me-
popanbHbIX aHTUKOArynsHTOB.

11. Pe3ynbTaTbl KMMHUYECKUX NCCNeSOBaHNN HOBOMO NekapCTBEHHOrO npenapaTa u3 rpynnbl AUypeTuKku.

12. Pe3ynbTaTbl KNMHUYECKNX UCCIIeA0BaHNA HOBOIO flekapCTBEHHOMO nNpenapara 13 rpynnel cnabutenos-
Hble cpeacTBa.

13. PesynbTaTbl KNMHUYECKMUX UCCNeLOBaHNI HOBOIO NIEKapCTBEHHOIO Npenapara ansa nevyeHnsa s3BeHHon
GonesHn xenyaka n ABeHagLaTUNEPCTHOM KULLIKW.

14. Pe3ynbTaTtbl KINNMHUYECKNX NCCNEAOBaHNA HOBOMO fIeKapCTBEHHOro npenaparta u3 rpynnbl UCTUHHBIX
aHTUBNOTUKOB.

15. Pe3ynbTaTbl KNMMHUYECKNX UCCNEeSOBaHUI HOBOMO SIEKAapCTBEHHOMO npenaparta 13 rpynnbl HOBbIX CUH-
TeTU4eCKMx aHTubakTepuarnbHbIX CPeaCTB.

16. Pe3ynbTaThl KMMHUYECKUX NCCNeSOBaHUIN HOBOIO NeKapCTBEHHOIO NpenapaTa M3 rpynmnbl HOBbIX NPOo-
TMBOrpMOKOBbLIX CPEACTB.

17. Pe3ynbTaTbl KIMUHUYECKNX WCCREeAOBaHUA HOBOMO JiEKapCTBEHHOro npenapata Ans  JfiedeHns
BUY/CNNA.

18. Pe3ynbTaTbl KNMUHUYECKNX UCCNEedOBaHMA HOBOrO fieKapCTBEHHOrO npenapaTa u3 rpynnbl MOHOKMO-
HanbHbIX aHTUTEN.

19. Pe3ynbTaTbl KIIMHUYECKMX UCCIIe40BaHWI HOBOTO NIeKapCTBEHHOrO nNpenapaTa 13 rpynnbl IpOTUBOONY-
XoneBble CpeacTBa.

20. PesynbTaTbl KINIMHNYECKUX UCCEOBaHUIN HOBOMO NiEKapCTBEHHOrO npenapata u3 rpynnbl rOPMOHOB U
NX NPOU3BOOHbIX.

© ©oN o 0o >

NMocnepnoBaTenbHOCTb BbINOMHEHUS NMPOEKTa
1. CchopmynupoBath Lenb, 3a4a4v U akTyarnbHOCTb TEMbI BbINOMHAEMOrO NPOEKTa COrfacHoO NpeasioXeH-
HOW Teme (TeMbl CM. BbILLE).
Llenb gomkHa oTpaxaTtb 3agaHHy0 TeMy NpoekTa, AormkHa ObITb KpaTkon (He 6onee 3-5 CTPOK) U KOHKPET-
HOW.
3agaym npoekTa A0MmKHbI BbITh COrnacoBaHbl C LEeNbo NPoeKTa 1 OnucbiBaTh NOCNeaoBaTeNbHOCTb U/Unn
MEeTOA0NOorNI0 JOCTUXKEHNA Lenn, pekomeHayeTtcs ccpopmynuposaTts 3-5 3agau.
AKTyanbHOCTb TeMbl AOMKHA ObITb KpaTkon (He 6onee 2 CcTp.) U OTpaxaTb COBPEMEHHOE COCTOSIHUE U3Y-
Yaemon npobnemsbl, onucbiBaTb HEOBXOANMMOCTb, BOCTpeOOBaHHOCTL pa3paboTku HoBbix J1M 3agaHHOM
dhapmakoTepaneBTUYECKON rpynnbl, B aHanuae crnegyeT oTpasuTb HegocTaTku cywectBytowmnx J1T 3agan-
HOM hapMakoTepaneBTUYECKON rPynnbl, NOAXOAbl K YCTPAHEHUIO TakMX HEOOCTaTKOB U/MNU npeumylle-
cTBa npegnaraembix HoBbIx J1I1.
2. CocTaBuTb KpaTknii 063op nutepatypbl (He 6onee 10-15 cTp.) No uasectHoiM J11 3agaHHON hapmako-
TepaneBTUYECKON rpynnbl. N3BecTHble U TpaguumoHHble JITT 3agaHHOW rpynnbl NepPeYncnnTb U KpaTko
oXxapakTepusoBaTb, YOENMB OCHOBHOE BHMMaHWE MX HegocTaTkaM U oTpuuaTeNnbHbIM XapakTepucTuka.
OxapaktepunsoBaTtb Tornbko HoBble J11 3agaHHOM dhapMakoTepaneBTUHECKOW TPynMbl, 3apermMcTpupoBaH-
HbIX B P® He no3gHee Yem 5-7 net Hasag, akUeHTMPOBaTbh UX MPENMYLLECTBA N NONOXUTENbHbIE Xapak-
TEPUCTUKM B CPaBHUTENBHOM acrekTe no OTHOLEHUIO K TpaauumoHHbiMm JIMN gaHHon rpynnbl. Coenatb
npeaBapuTenbHble BbIBOAbI O BOCTpeboBaHHOCTM pa3paboTku HoBbix J1IM 3agaHHOM dhapmakoTepanesTy-
YeCcKow rpynneol.
3. Hantn uHgopmaumio o pesyrnbsratax KNMHUYECKUX UCCrefoBaHU HOBOMO NekapCTBEHHOro npenaparta
3afjaHHoON (pbapmakoTepaneBTU4eCcKkomn rpynnbl. Micnons3oBaTb Nobble 4OCTOBEPHbIE UCTOMHUKM MHEOP-
MaLMKn CO CCbISTKON Ha NePBOMCTOYHUK, B TOM Yncne HoBOCTM canToB Buaane, PIIC, cant xypHana Bego-
MOCTM Hay4HOrO LieHTpa 3KCNepTu3bl CPeacTB MeAMUMHCKOro npumMmeHenuns http://journals.regmed.ru.
4. CocTaBuTb OTYET O pe3synbratax KIMHUYECKMX NCCref0oBaHWI NEeKapCTBEHHOMO Npenapara no n3y4eHuro
ero papmMakoanHaMn4ecknx, UMMyHonorndecknx addeKkTos, MexaHnama gencTeus, ahPeKTUBHOCTH, No-
BOOYHbIX A4EeNCTBUIN, OCOBEHHOCTEN B3aMMOAENCTBUSA C APYrMMU NekapCcTBEHHbIMM nNpenapaTtamu. [ins co-
CTaBeHMs1 OT4yeTa UCMOSMb30BaTb PEKOMEHOALMM OEUCTBYIOWNX HOPMATMBHbIX LOKYMEHTOB BKMOYas
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npuka3 Munsgpascoupassutna PO ot 23 Hosbps 2011 . N 14131 «O6 yTBepxxaeHun Metoguyeckux pe-

KOMeHZauui No cogepxaHno 1 opopMneHnto HeobBXoaANMbIX AOKYMEHTOB, U3 KOTOPbIX hopMupyeTcs pe-

rMCTpaUMOHHOE A0ChbEe Ha NeKapCTBEHHbIN npenapaTt AN MeAULMHCKOro NPUMEHEHUS B LIeNsax ero rocy-

0apCTBEHHOW perncrpaunmny.

PekomeHnayeTtcs oTpasnTb:

— BbliGOp nonynAuMM  NAUMEHTOB, MNPUHMMABLUMX YyyacTMe B  KIWHUYECKUX  MCCefoBaHUAX
nekapcTBEHHOro npenaparta (aemorpaduyeckas xapakrepuctuka, ctagusa 3abonesaHus, BKAOYeHME
B KIIMHUYECKOEe MUCcCcrieqoBaHme Unm UCKMYEHEe N3 KITMHUYECKOrO MCCNeaoBaHNa AeTen U NOXMUITbIX
nauneHToB);

—  MPOJOIMKUTENBHOCTL KITMHUYECKOrO UCCneaoBaHUs nekapcTBEHHOro npenapara;

— VHTepnpeTaumio  pa3paboTUMKOM  MOMYYEHHbIX  Pe3ynbTaToB  KMAMHUYECKUX  UCCregoBaHun
neKkapCcTBEHHOro npenapara;

—  KIMMHUYECKY0 3HaYMMOCTb 3P (PEKTOB NEKAPCTBEHHOIO Npenapara;

— BbIOOP A03bl N pexrMMa 403MPoBaHUSA (CXeMbl BakLMHaLUKN) NekapCTBEHHOro npenapara;

— 6e30nacHOCTb  UCMNOMb30BaHUA fEeKapCTBEHHOrO npenapata y ocobbix rpynn  nauueHTos,
onpegensieMbiX MO BO3pacTy, MOMy, 3THUYECKOW NPUHAANEXHOCTM, (PYHKUMM oOpraHa, TsKecTu
3aboneBaHus, reHeTM4YeCKOMY NoNMMMOpPU3MY;

— 4acToTy BO3HMKHOBEHWS CEePbe3HbIX HeXenaTenbHbIX peakumi 1 B3aMMOCBA3b UX Pa3BUTUSA C JO30W,
KpaTHOCTbIO 4O3UPOBaHNS NIeKapCTBEHHOMO Npenapara y NpoaoSPKUTENbHOCTBIO NIeYeHUs;

— onucaHuMe CUMMMNTOMOB MNepeao3vpOBKM FEKApCTBEHHOrO npenaparta, BO3MOXHOCTU  pa3BUTUSA
3aBMCUMOCTU UNWN NPUBbIKAHUSA, CUHAPOMA OTMEHbI (MPU HaNN4Ynn);

— MeToAdbl CTaTucTMyeckon o6paboTkm pesynbTaTtoB KIMHUYECKUX WCCEeAOBaHWA NeKapCTBEHHOro
npenapara;

— OLEHKY COOTHOLLUEHWSI NOMb3bl U pUCKa HA OCHOBAHWUM Pe3ynbTaToOB KIMHUYECKUX UCCNeaoBaHUn ne-
KapCTBEHHOro npenapara

5. MNpoaHanuanpoBaTb 4OCTAaTOMHOCTL goKa3aTernbHon 6a3bl 3deKTUBHOCTU N 6e3onacHOCTHN, 0O0CHO-

BaTb CYLLECTBYIOT Il JOCTOBEPHbIE CBEAEHUS OTHOCUTENBHO YPOBHSA AokasaTtenbHocTu (A, B, C, D) Ho-

Boro J1I 3agaHHoOM rpynnebi.

6. PewnTb apyrne caMmocToATeNbHO NOCTaBMEHHbIE NCcCregoBaTenbCkue 3a4ayqm cornacHo TemaTuke npo-

ekTa (npu HeobxognmocTh).

7. CamocToaTenbHO chopMynmnpoBaTh BbIBOAbI, aKLEHTUPYs BHUMaHWE Ha (hapmakoTepaneBTUYECKUX

npevMyLLecTBax HOBOro JieKapCTBEHHOro npenapata BbiBoabl AOMmKHbI 6biTb KpaTkumu (Hebonee 3-5

CTPOK Kaxabl), KOHKPETHLIMM 1 OTpaXKaTb peLleHne NOCTaBNEHHbIX MCCNeAoBaTENbCKMX 3aaay. PekomeH-

AOBaHHOE KONM4ecTBO BbiBOAoB 1-3, oOwmn obbem 1-2 cTp.

TpeboBaHuA K opopMNeHUI0 NpoeKTa
1. TeKCTOBLIN OOKYMEHT NpoOeKTa nogrotaBnueaeTcs: 1 — B Buae TEKCTOBOro panna n npegoctaBnseTcs
B Ne4YaTHoOM BuAae Ha Gymare, 2 — B aNeKTPOHHOM Buae — dann B popmaTte doc. U dann npeseHTaumm
K goknagy pdf.
2. O6bem — He meHee 20 cTpaHuL, TEKCTa KOMMNbIOTEPHOW BEPCTKN; Ha OQHOW CTOpOoHe Bymarn popmarta
A4 yepes nontopa nHTepsana. LipeT wpudrta gomkeH ObiTb YepHbIM, BbicOTa BykB, Lndp 1 gpyrnx
3HakoB He MeHee 1,8 (pekomeHayeMmbin WpudT Times New Roman, 14 nt.);

3. PekomeHgyemble pa3mepbl rnonen: BepxHee u HWxHee — 20 mm, nesoe — 30 mm, npasoe — 10 Mu;

4. AB3auHbIN OTCTYN AO0MKEH BbITb O4MHAKOBbLIM NO BCEMY TEKCTY M cocTaBnAatb 1,25 cwm;

5. BblpaBHMBaHME TEKCTA MO LLUMPVIHE;

6. Paspeluaercst UICNonb30BaTh KOMMLIOTEPHBLIE BO3MOXHOCTM aKLIEHTMPOBaHNA BHUMaHWS Ha onpedeneHHbIX
TepMUHax, opMyrnax, MPUMEHSISI BblOAENEHME XXMPHBIM LIPUATOM, KypcuB, MOOYEPKUBAHME;

7. PexomeHgyemasi CTpyKTypa: TUTYNbHbIA JIACT, OrnaeneHue (nepevyeHb pasgernoB € yKasaHuem
HOMEPOB CTpaHuL), BeOeHMe, OCHOBHasl 4acTb, 3akrdeHue, BbIBOAbI, CMWCOK NuTepaTtypsbl,
NPUNOXEHUS,

8. Heobxoanmo mcnonb3oBaTtbh TOMNbKO TOT MaTepuan, KOTOpblA OTpaXKaeT CyLLHOCTb TEMbI.

9. WM3anoxeHne JOMKHO ObITb NOCNenoBaTeNbHbIM, FIOMMYHBIM, HEAOMYCTUMbI HEYETKME hOPMYNTUPOBKN,

opdorpacudeckmne owmnobKu;

10. Bce cTpaHuupbl obasatenbHO OOMKHbI OblTb NPOHYMEpPOBaHbl. Hymepauus nuctoB formkHa ObiTb
CKBO3HOWN. Homep nucta npocraenserca apabekumn undpamm. [THymepaumsa NnMCTOB Ha4YMHaEeTcH ¢
TPeTbero nucta (Nocne coaep)XaHus) U 3akaHYMBaeTca nocrnegHnm. Ha TpeTtbem nucte CTaBuTCS
Homep «3». HoMep cTpaHuubl Ha TUTYNBLHOM NUCTE He npocTasnsercal

11. Nocne uyutatbl HEOBXOAMMO AenaThb CChINKY Ha aBTopa, Hanpumep [Ne MCTOYHMKA NO CrMCKY, CTp.];

12. TpeboBaHus K OOPMMEHUIO CMMCKa nuTepaTypbl: Heobxoaumo ucnonb3oBaTb He MeHee 10-20
NCTOYHMKOB NPENMYyLLIECTBEHHO MaTepuarbl COBPEMEHHbIX MCTOYHUKOB He cTaplle 5-10 ner;

13. [Cnucok nutepatypbl ocopmnsgerca no NOCT 7.1-2003 «Cuctema ctaHAapToB NO MHGOPMaLUW,
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ombnmnoteyHoMy U wusgatenbckomy geny. bubnuorpaduyeckas 3anucbk. bubnuorpadudeckoe
onucaHne. O6wue TpeboBaHNS 1 NpaBuria COCTABMNEHUNAY;

14. [Kaxgbin  Gmbnuorpadnyecknn - UCTOMHUK  OOMMKEH copepXaTtb cregywlowmne obsisatenbHble
PEKBM3UTLI: hamMuUnMst U UHULMAaNbl aBTOpa; HaMMEHOBaHWE, U3OaTenbCTBO;, MECTO M3OaHust; rofd
n3gaHus;

15. [TMICTOMHMKaMW, BKITOYEHHbIMU B B1Mbnuorpaduio, AOMKHbI ABASATLCA NPEMMYLLIECTBEHHO KHUMM, CTa-
TbW B NPOGUIIbHBIX HAaYYHbIX XKYpHanax, naTeHTbl, 3aKkoHoAaTeNbHble aKTbl; HOPMATUBHbIE AOKYMEHTbI,
npodeccmnoHarnbHble 3NeKTPOHHbIE PECYPCbI.

Tpe6oBaHusa kK ochopmMneHMIo Npe3eHTaumMm K 3alumuTe NpoeKkTa (aoknaa)

1. o6bem npeseHTauum He meHee 10 cnanaos, Bpemsi 0oTBeAeHHOe Ha aoknaa He 6onee 10-15 MuH.

2. nepBbIv criang npeseHTaunm — TUTYNbHbIN Clang — AOSMKEH CoOAepXaTb Ha3BaHME ANCLMNNVHBI, TEMY,
®UNO obyuarowlerocs, cBeaeHns o0 pykosoguTene (npenogasarene), nocrnegHuMn cnamg B opme Bbl-
BOJOB UM 3aKIHOYEHNS;

3. Ha o4HOM crange pekoMeHayeTcs UCMoNb3oBaTh He Gonee Tpex LUBETOB: OAUH ANnsa doHa, oAuH Ang
3arosioBka, OAMH ANs TEKCTA; HEe AOIMKHO ObiTb CMOXHbIX, HEKOHTPACTHbIX, CIULLKOM SIPKUX LiIBETOBbIX
COYETaHMI, HaNpMMep, He PEKOMEHOYETCH YEPHbIN TEKCT HA CUPEHEBOM hOHE, pEKOMEHAYETCS TEM-
HbIN TEKCT Ha CBETNOM (POHeE;

4. cnepyeT MakCuUMarnbHO MCMNOMb30BaTh NPOCTPAHCTBO 3KpaHa (cnanga, nocrepa), Hanpumep, yBenmyune
pa3mMep PUCYHKOB. MO BO3MOXXHOCTU UCMONb3YNTe BepxHUE ¥ nnowlaam akpaHa (cnamnga, nocrtepa), T.K.
n3gann HWXKHSAS YacTb 9KpaHa 0ObIYHO HE BUAHA;

5. WwpundT gomKkeH BbITb Nerko YntaembiM 1 6e3 rpadouyeckmx U3nNMWECTB, PpEKOMEeHAYEMbIN LWPUPT —
arial, MMHUManbHbIN pasmep Tekcta — 18 nT.;

6. KaObl criang OOMKEH coaepkaTb 3arofloBOK, B KOHLIE 3arofiOBKOB TOYKa HE CTaBUTCS. 3aroflIoBKU
OOJMKHbI ObITb KOPOTKUMU U NPUBNEKATb BHUMaHUe ayauTopuu;

7. nepepn NCNonb3oBaHWEM CKPUHLLOTOB MPOBEPLTE TEKCT HA Hann4yme owmnbok, 4Tobbl Ha N306paxxeHUn
He OCTanucCb KpacHble (3eneHble) NoavyepKknBaHns oLWMOOK, NULLIHME 3NEMEHTbI (NaHenn MHCTPYMEH-
TOB, MEHI0, MyCTOM POH U T.4.) Heobxoanmo obpesaTb;

8. He neperpyxamnTte cnangbl aHMMaUVUOHHbIMK adbdekTamm, AN CMEHbI CrakgoB UCNONb3YNTE OONH Y
TOT e aHUMaLMOHHbIN 3 GEKT;

9. ecnu crana/noctep CoAepPXUT eANHULbI USMEPEHNS B M? UMK M3, HY>KHO MCMOb30BaTh BEPXHUE WH-
Oekchbl (opmat — WpUT — HaACTPOUHbIN). 10 BO3MOXHOCTU, HYXKHO YMEHbLUATb PaspsagHOCTb Yncen.
BmecTo 40000 py6. ny4ywe nucatb 40 TbiC. pyo.;

10. ucnonb3ynTe KOPOTKME CroBa U NpeanoXeHNa. MUHUMU3UPYNTE KONUYECTBO NMPEAnoroB, Hapeyun,
npunaraTernbHbIX. He CTOUT 3anofiHATb OAMH Crang CrvwKoM OGonblnm 06beEMOM MHOpPMaUnn.
HanbonbLuas ahPEeKTUBHOCTb 4OCTUrAETCA TOrAa, Koraa KrodeBble NyHKTbl 0TOOpaXatoTcsi o OAHOMY
Ha KaXkOoM OTOeSibHOM crange.

11. ncnonb3oBaHue opMyn — pekoMeHayeTcs OCTaBuTb o6yt hopMy 3anucu u/vnu pesynbTtart, a
oToOpaxaTtb BCHO LIEMOYKY pelleHns He 0bs3aTenbHo.

12. HeoGXx0AMMO TWATENbHO NPOBEPSITb NMPaBUMNBbHOCTL HanMMCaHWA Ha3BaHUW BELECTB, Npenapartos,
damunuin aBTopoB, Ha3BaHNA METOANK U T.A.

19.4. MeTogmnyeckme maTepuanbl, onpeaensirowme npoueaypbl OLeHUBaHUA 3HAHUN, YMEHWN,
HaBbIKOB U (UNN) ONbITa AEATENIbHOCTU, XapaKTepuU3yowWwmx atanbl popMUpPOBaHUA KOMNETEH-
umn
OueHka 3HaHMI, YMEHUIN U HaBbLIKOB, XapakTepusyrLwas atanbl PopMUPOBaAHUA KOMMNETEHLINA B
pamKax n3y4yeHns ANCUUNInNHBI OCYLLECTBNAETCA B XO4€e TEKYyLLEN N NPOMEXYTOYHON aTTecTaumn.
Tekywlasa atrectaumsa NpoBoANTCA B (bopme BLINOSIHEHUS NMPOEKTa COrnacHo 3agaHuam n Tpebo-
BaHMAM, YKa3aHHbIM Bbile. [1pn oueHMBaHUN UCNONb3YOTCH Ka4eCTBEHHbIE LIKanbl OLEHOK, Kputepum
OLEHNBaHUA NpMBEAEHbI BbiLLE.
lMpomexyToyHas aTTecTaunsa NpoBOANTCH B (hopMe KOMMNbIOTEPHOro TeCTUPOBaHUSA Ha obpa3oBa-
TenbHOM nopTane «ANeKTPOHHbIN yHuBepcuTeT BINY» 1 ¢ y4eToM pesynbTaToB TEKyLEen yCcrneBaeMoCTu
no gucuunnuue. MNpoueaypa oueHUBaHUA ABNSETCA KONMYECTBEHHOM N OCYLLECTBNAETCA B aBTOMAaTU3N-
poOBaHHOW hopme Npu NOMoLLM nporpamMmmHbIx cpeacts Moodle (cm. Beiwe) B coctae QYMK OpraHusa-
ums OOKITMHMYECKNX n KIMUHNYECKNX nccnegoBaHun JIC, 33.08.02 (opauHaTtypa)
https://edu.vsu.ru/course/view.php?id=3433. Npu oueHUBaHUN UCMNONb3YITCA KONUYECTBEHHbIE LUKanbl
OLIEHOK, KpUTEepUn oueHnBaHUSA nNpuBeaeHbl Boiwe. [ns OLEeHMBaHMS UTOroOBbIX pe3ynbTaToB 0byyYeHus
(npomexyTodHasi aTTecTaumsi, 3a4eT) UCMOMNb3yeTCs OLEHKA «3a4TEHO», KHE 3a4TEHO» C Y4EeTOM pe3yrib-
TaTOB TEKyLlEen yCrneBaeMoCTu U NPOMEXYTOYHOM aTTecTauumn no gUCUUNInHe.
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