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PABOYAS MPOrPAMMA YYEBEHOW OUCLMMNIUHDI

M.02.03 OpraHn3saumsi QOKNMMHUYECKUX U KITMHUYEeCKUX UccrieaoBaHNM NeKapCTBEHHbIX
cpeacTs

1. Koa n HaumeHoOBaHMe HanpaBeHusi NoAroToBkM/cneunanbHOCTH:
33.08.02 ynpaBrieHne n 3KoHOMUKa hapmaumm

2. Mpocdunb nogroTroBku/cneunanusauusa: papmaums
3. KBanudukauma BbinyCKHUKA: NPOBU3OP-MeHeIKep
4. dopma oby4yeHuUA: ovHas

5. Kacbegpa, oTBevarowas 3a peanusaumio AMCUUNIMUHBI: Kacdeapa dhapMakonormm m Knu-
HMUYeCcKon dhbapmakonormm

6. CoctaButenu nporpammbli: bysnama A.B., a.mea.H., oOUEHT, 3aB. kacdeapon dapmakono-
run 1 KnuHndeckon hbapmakonorun, Tpodwmmosa T.IM., K.T.H., AOLUEHT, AOLUEHT kadenpbl hapma-
Konorum u KnnHndeckon dapmakonoruun, bypuesa A.C., K.M.H., OUEHT Kadeapbl hapmakoso-
TN N KITMHUYECKON (hapmMakonornm

7. PekomeHaoBaHa: HayyHo-meToaN4YECKMM COBETOM (bapmMaLeBTUYECKOro akynbsTeTa,
npoTtokon Ne1500-06-04 ot 15.04.2024

8. YueOHbIN roa: 2024-2025 CemecTp: 2



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):

Kon KOM"eJ:::::Me MnaHunpyembie pe3ynbTaTbl 00y4YeHUs

MK-3 | roToBHOCTb Kk NpoBe- | 3HaTb:
AEeHVIo npoueayp, - MNOSNOXXEHNSA HOPMATMBHbIX MPABOBbLIX aKTOB, perynupyoLwmnx obpatye-
npegyCcMOTPEHHbIX HWe NeKkapCTBEHHbIX CPEACTB (B TOM YMCne pernameHTUpyowmx npo-
npw rocyaapcTBeH- BeAeHWEe OOKIMHNYECKUX U KIMHUYECKNX UCCNEeAOoBaHUN NeKapCTBeH-
HOW perncrpauum HbIX NpenapaToB B Poccunckon degepauunm)
NEeKapCTBEHHbIX MPe- | — NPUHLMNbI, LEeNn, MeToapbl, aTanbl pa3paboTkn HOBbIX NeKapCTBEH-
napaTtos HbIX Npenaparos,

— 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
KNMHUYECKNX MCCNeaoBaHNA NEKapPCTBEHHbIX NPeNapaTos,




BnageTb (UMeThb HaBbIK(K)):

- AEMOHCTpPUpPOBaTbL FOTOBHOCTb K y4acTUIO B OpraHusauuu, npoeege-
HUW, aHanuay u opopMIEHNIO Pe3ynNbTaToB AOKITMHUYECKMX U KINHK-
4YeCKMX nccregoBaHuii, B TOM YUCre K NpoBeAEeHNto npoueayp, npeay-
CMOTPEHHbIX NPU rocyaapCTBEHHON PerMcTpauumn nekapcTBEHHbIX Npe-
napaTos.

12. O6bemM AncLUMNMHLI B 3a4eTHbIX eAuHULax/yacax — 3 3eT1 /108 4
dopma NpoOMeXyTOHYHOWN aTTecTaumum — 3a4éT (2 cemecTp)

13. Bngbl y4ebHOM paboThbl:

[N

TpyooemkocTb, Y
Bug yuyebHon paboThbl Beero Mo cemecTpam
cemecTp 2
KOHTaKTHble Yachl 38 38
AyOouTOpPHbIE 3aHATUSA 36 36
(NpakTnyeckme)
KOHTpOnb camMocTosiTENbHOM 2 2
paboThl
CamocTosTenbHasa pabota 70 70
dopma NPOMEXKYTOYHOWN aTTecTauumn 3a4eT
UTtoro: 108 108
3.1 CopepxaHue QUCLUUNIIVHDI:
Ne HanmeHoBaHue
n/n pasgena CopepxaHne pasgena gQucuUuninHbl
ANCLUMMNNHBI
MpakTu4yeckme 3aHATUA
1. |Paspen 1. BBepgeHue | Pasgen 1. BBeaeHve B gncumnivHy.

B OUCLUNIINHY. 1.1. OT1anbl pa3paboTkn NekapCTBEHHbIX NpenapaToB U NPUHUMMNbI opra-
HU3auWM OOKITMHUYECKMX U KITMHUYECKUX UCCredoBaHNA NeKapCTBEHHbIX
cpencTs.

CamocTtodarenbHasi pabota - $3 61, rmaea 1, cT. 4, OCHOBHbIE NOJIOXEHWS,
TEPMUHbI 1 onpefeneHus, B T.4. HOpMaTUBHas LOKyMeHTauus, perncrpa-
LMOHHOE yOOCTOBEPEHNE NIEKAPCTBEHHOrO npenapaTta, 3dEKTUBHOCTb,
©e30nacHOCTb, Ka4eCTBO fleKapCTBEHHOrO nNpenapara, paspaboTyuk, npo-
N3BOOUTENb JIEKAPCTBEHHbLIX CPeacTB, AOKIMHUYECKOE WCCredoBaHuE,
KNUHWYECKOe nccnenoBaHne nekapcTBEHHOro npenapara

2. |[ocypnapcTBeHHbIN 1.2. TocyaapCTBEHHbIN MH(OPMALMNOHHLIA CTaHAapT NeKapCTBEHHOro

NHGOPMAaLMOHHBIN cpencrtsa.

CTaHOapT nekap- CamocTtodarenbHas paboTa - [ocygapCTBEHHbIN MHOOPMALNOHHBIN CTaH-

CTBEHHOrO CpeAcTBa | AapT nekapcTBeHHoro cpeacrea. OcHoBHble nonoxeHus 91500.05.0002-
2001

3. |Paspen 2. 3tuye- Pasgen 2. 3tnyeckune npuHUmMnbLl GUOMEANLIMHCKNX SKCNEPUMEHTOB.

CKne npnHuMnbl 2.1. 3Tn4ecKkmMe NPUHLMMNbI OKMMHUYECKUX NCCIeqoBaHNNA.

GuomeamMuUMHCKNX CamocTosiTenbHasa paboTa - EBponenckast KOHBEHLMS O npasax no3Bo-

JKCMEepUMEHTOB. HOYHbIX XMBOTHbIX, upekTnea EC Directive_2010/63/EU no oxpaHe xu-

OTUYECKME MDUHLIAMbI BOTHbIX, UICNOMNb3YEMbIX B HaYYHbIX LIensix

AOKIMUHNYECKNX UC- '

cnegoBaHuin

4. |3TUYecKne NpUHLUNGI | 2.2, 3TUYECKUE NPUHLMMBLI KITMHUYECKUX UCCeNoBaHNU.

KITMHUYECKnX nccne-
AOBaHUN

CamocTodTenbHas paboTa - OCHOBHble HOPMAaTUBHO-MPaBOBbIE [OKY-
MEHTbI pernameHTmpytomne GunomMeguLMHCKNE SKCNEPUMEHTBI C y4acTUeM
yenoBeka B ka4yecTBe CybbekTa nccnegosaHus. Beceobuwasa aeknapauus o
6noaTtuke u npasax yenoseka (KOHECKO, 2005), XenbcuHckasa geknapa-
uunsa (BMA, 1964), KoHBeHuusa o npaBax yernoseka n 6uomeanumHe» (Co-
BeTa EBponebl, 1997), TOCT P UCO 14155-2014 KnuHnyeckne uccnepo-
BaHUS.




Paspen 3. OpraHu-
3aumMsi  OOKNMUHN4e-
CKUX M KITUHNYECKNX
nccnepgosaHun J1C.
HopmaTuBHble npa-
BOBble akTbl PO, pe-
rynupyowmne npose-
OEeHNs1  JOKIUHMNYe-
CKMX U KINUHUYECKNX
nccnegoBaHnn  ne-
KapCTBEHHbIX npena-
paToB.

MpyHUKMNbI N MeTOAbI
JOKINMUHUYECKUX UC-
cnenoBaHUm.

Pasgen 3. OpraHmsaumsi OOKNUHUYECKNX U KIMHUYECKUX UCCIeaoBaHum
JIC
3.1. MpuHUMNbI 1 MeToAbl OKMNMHUYECKMX UccreqoBaHui. HopmaTuBHble
npaeBoBble akTbl PO, perynupytowmne npoBeaeHnsa JOKNNHNYECKNX UCCrie-
[JOBaHWNI NeKapCTBEHHbIX NpenapaTos.

CamocTtodarenbHast pabota - 3 61, rnasa 5. PaspaboTka, JOKNUHUYECKNE
nccnegoBaHus NekapcTBEHHbIX cpedcTs... Hagnexawan nabopatopHas
npaktuka (GLP), FTOCT 33044-2014 GLP — uenu, NnonoxeHus, npumeHe-
HWe, cpaBHUTENbHAsA XapakTepucTuka. QkcnepTHasi paboTta ¢ obpasuamm
NPOTOKOMNa SOKITMHMYECKOrO (BMomMeaguMLMHCKOro) uccrnegoBaHms.

MpuHUMNbI U MeToAabI
KIMUHUYECKUX Uccre-
JoBaHUN

3.2. MpuHUMNbI 1 MeToabl KNUHMYECKNX nccrnenoBaHMin. HopmaTtumeHble
npasoBble akTbl PP, perynupytoLwime npoBeaeHus KNMHUYeCKNX nccnego-
BaHMWI NeKapCTBEHHbIX NpenapaTos.

CamocTtodarenbHas paborta - @3 61, rnasa 7, Hagnexalias knnHn4eckas
npaktuka (GCP), «PykoBoACTBO Mo Haanexawemn KnmHUYeCcKon NpakTuke»
(ICH GCP), 'OCT 14155-2014 GCP. OkcneptHas paboTa ¢ obpasuamu
NPOoTOKOMNa KIMHMYeckoro (bnomMeanumnHCKoro) nccnegoBaHns, MHpopma-
uMen onga naymeHToB, MHPOPMUPOBAHHLIM COrfacuemM.

Pazpgen 4. Odopm-
neHve [OKyMeHTa-
uMM Aans nposepge-
HuA npoueayp,
npeAyCcMOTPEHHbIX
npu rocynapcTBeH-
HOM perucrpauum
NneKapCcTBeHHbIX
npenaparos.

Pasgen 4. OdopmneHne gokymeHTauumn ons nposeaeHus npouenyp,
NpeayCMOTPEHHbIX MPU rOCYAapCTBEHHOW peErMcTpauumn nekapCcTBEHHbIX
npenapaToB

4.1. Nopsagok hopMUpOBaHUSA perncTpaLmMoOHHOro 4OCbe Ha NekapCTBEH-
HbIW Npenapart

CamocTtodarenbHasi pabota - $3 61, rnaea 6, Npuka3 MuHsgpascoLpasBu-
T1a oT 23 HosA6ps 2011 roga N 1413H «O6 yTBepkaeHUn MeTtogmyeckmx
pekoMeHAaumi no cogep)xaHno u 0hopMNEHNI0 HEOBXOANMBIX AOKYMEH-
TOB, M3 KOTOPbIX POPMUPYETCH PEMMCTPALMOHHOE AOCbE Ha NIEKAPCTBEH-
HbIA Npenapat aAng MeanLMHCKOro NpUMeHeHns B LIeNsxX ero rocynap-
CTBEHHOW perncrpaunmy

©

Tekywan atrecrauumsa

Tekywlasa aTrectaums (3awmra NPOEKToB)

MpomexyToyHaa art-
TecTauums (3a4eT)

lMpomexyToyHasa aTTectaums (3a4eT, KOMMbIOTEPHOE TECTMPOBAHUE)

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

Ne
n/n

HanmeHoBaHue Tembl
(pasgena) gucumninHbl

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

Jlekuumn Bcero

Pasgen 1. BeBegeHue B gucumnimHy.
1.1. OT1anbl pa3paboTkmn NekapCTBEHHbIX

npenapaToB 1 NPUHLMNbI OpraHM3aLmmn go-
KIMUHUYECKUX U KMUHUYECKUX UCCeoBaHUI
NeKapCTBEHHbIX CPEACTB.

10

18

Pasgen 2. 3tnyeckue npuHuunel buomean-
LIMHCKMX 3KCNEPUMEHTOB.

2.1. 3Tndeckune NpUHLUNBI OKIMNHNUYECKNX
nccregoBaHUn.

2.2. 3Tnyeckne NpUHLMNbI KNMHUYECKNX UC-
cnegoBaHUn.

15

23

Pazgen 3. OpraHunsaumsa JOKITUHUYECKMX 1
KnuHn4yecknx nccnegosanum J1C
3.1. HopmaTusHble npaBoBble akTbl PO, pe-

rynmpywowimne npoeegeHna JoOKnMHNYeCKux 1

15

23




KIMUHUYECKNX UCCIEeL0BaHUN NTEKAapPCTBEH-
HbIX NpenapaToB. [1poekTMpoBaHme U
ynpaBneHne pnckamm SOKITMHUYECKNX U
KNUHMYECKnX nccnegosaHnin. MNpuHumnel n
MeTOoAbl AOKITMHUYECKNX NCCrnegoBaHun.

3.2. MpuHUMNbI 1 MeToAbl KNUHUYECKNX UC-
cnegoBaHUm.

Pasgen 4. OdhopmneHne gokymeHTaumm
Ana npoBedeHna npouenyp, npeaycMoTpeH-
4 |HbIX MpY rocyAapcTBEHHOW perncTpaunm ne- 4

KapCTBEHHbIX NpenapaTos. - - 15 19
4.1. MNMopsigok hhopMUpPOBaHUS perncTpaum-
OHHOTO A0Cbe Ha NNEKapCTBEHHbIN NpenapaT
Tekywiass ammecmauyus Ne1 (sawwrta npo- _ 4 _ 15 19
€KTOB)
lMpomexyToyHas aTrecTtauus (KoMnbroTep- B 4 _ ) i
HOe TECTMPOBaHNE)
3avet - - 2
UToro: - 36 70 108

14. MeTogmnyeckue ykasaHusi gnsi o6y4yarowmxcs no 0oCBOeHU QUCLUMIIUHDI.

Mpn ocBOEHUM OMCUMMAMHBI NpeanonaraeTca NOCTaHOBKA M peanu3auuns 3agaHHbix obpasoBa-
TenbHbIX Lienemn, 4OCTMKEHNE KOTOpbIX obecneynBaeTcst apceHanomM NcMxonoro-neaarornyeckmx, ynpas-
NEHYECKNX N TEXHUYECKMX CPeACcTB, MeToaoB 1 chopMm. MNpegnonaraetcs MCNonb3oBaHWe Kak TPaguLNoH-
HbIX 06pa3oBaTesbHbIX TEXHOMOMMIA, NpeanonararLLmnx NpsiMyto TPaHCNAUMIO 3HaHUIA OT NpenogasaTens
K oby4yatoLemMycs, Tak 1 TEXHOMNOMMA NPOEKTHOro 0ByYeHNs, MHTEPaKTUBHbBIX U MHEPOPMALNOHHO-KOMMY-
HWKaLMOHHbIX OobpasoBaTenbHbIX TexHonormn. OpraHu3auusa 3aHaTM npegycmatpvsaeT npoBefeHue
y4yebHon paboThl, pelleHne KOMMEKCHbIX y4ebHO-no3HaBaTenbHbIX 3ada4, Tpebyowmx ot obyyatoLle-
rocs NPUMEHEHUS Kak Hay4YHO-TEOPETUYECKMX 3HAHUM, TaK U NPakTUYeCKnX HaBblkOB. [1peaycMoTpeHo
KONNeKTMBHOE 06CyXaeHne akTyanbHOCTM Npobnem nnaHMpoBaHUs, OpraHn3aumm n NpoBeaeHNsa AOKIU-
HUYECKUX U KIMHUYECKNX MCCNeoBaHMIN NeKapCTBEHHbIX CPeAcTB Ans obecnevyeHns 340poBbs Hacerne-
HWUs B cooTBeTCTBUM C NpaBunamu GLP, GCP, cornacHo TpeboBaHnsiM HopMaTuBHO-NpaBoBon 6a3bl PO,
dhopMmUpoBaHUE rOTOBHOCTM K y4aCTUIO B OpraHu3aumm, npoBegeHnn, aHanuse n opopmneHnm pesyrnbra-
TOB JOKIMUHUYECKNX N KITMHUYECKUX UCCneoBaHui, B TOM YUCIe K NPOBEAEHMIO npoueayp, NpeagycmoT-
PEHHbIX NPU rocyaapCTBEHHON perncTpaumm nekapCTBeHHbIX NpenapaTos.

OpzaHu3ayuoHHasi cmpykmypa ayoOumopHO20 3aHsmusi 8KoYaem:

1. DopMynMpPoOBKY TEMbI 1 Liernen 3aHATUA npenogasartenem

2. [luckyccuns n oTBEThI HAa BONPOCHI NpenoaasaTensd rno reme.

3. Pa3bop maTtepuana no ndydyaemom teme Tekywero 3aHaTua. MNpu nsyvyeHmm ancumnnmHbl Heo6xoaumo
KaK MUHUMYM:

— 03HAKOMMTbLCS C NPUHLMNAMM OpraHn3aLmnm SOKITMHUYECKMX U KITMHUYECKUX NCCnefoBaHNN NekapCTBEH-
HbIX Npenaparos,

— chopMMpOoBaTb FOTOBHOCTb paboTaTb C HOPMATUBHO-MPABOBbLIMU AOKYMEHTaMW, pernameHTUpyoLWmMMm
npoBeAeHne OOKITMHUYECKUX U KITMHUYECKUX UCCea0BaHN NeKapCTBEHHbIX NpenapaTtos,

— N3Y4YnTb NPUHLUMNbBI 1 METOAbLI AOKITMHUYECKMX U KIMHUYECKUX nccrneaoBaHnin 6e3onacHoctn n adpgek-
TMBHOCTU NEKapCTBEHHbIX BELLECTB,

— O3HAKOMWUTbLCS C MPUHUMNAMN COCTaBNEHUS oT4eTa u TpeboBaHNAMN K OPOPMITEHUIO Pe3YNbTaToB A0-
KIUHUYECKNX N KITUHUYECKUX UCCNEeA0BaHWI, BKOYas NPUHLMMABI COCTaBAEHNS PErMCTPaLMOHHOIO OCke
Ha nekapCTBEHHbIV nNpenapaT, ohopMreHne AOKYMEHTaLmMm Ang NpoBeaeHus npoueayp, NpeaycMoTpeH-
HbIX MPW roCy4apCTBEHHOW perncTpaunm nekapcTBeHHbIX NpenapaTos.

4. BbinonHeHWe 3agaHunin 4ng camoctosaTernbHon paboThl: 3agaHMsa Ha YyCBOeHWe maTtepuana, yvyactme B
ANCKYCCUM NO KIHYEBbIM TEMATMYeCKM Bornpocam. Oxnaaemble pesynbTaTtbl 00y4yeHns BKoyaT dop-
MVUpPOBaHME HaBbIKOB CaMOCTOATENbHOM paboThl C NUTEpaTypon ANns peleHnsa cTtaHgapTHbIX U HeCTaH-
AapTHbIX 3agay npodeccnoHanbHON AEATEeNbHOCTU, TPynnoBoe pelueHne 3agady popMmmpyeT YyBCTBO
KONMeKTuBmn3ama, yyactme B UCKYCCUMU M YCTHblE OTBETHLI HA BOMPOCHI POPMUPYIOT HaBbIkM NyONNYHOro
npeAacTaBneHns MHpopmMmaumm, KynbTypy obLLEHUs, yBaXKEeHNE K APYrMM yYacTHUKaM, KOMMYHuKabenb-
HOCTb, MHULMATMBY, CMNOCOBCTBYIOT (hOPMUPOBAHMIO MPOECCMOHANBHOIO NOBEAEHUS.

5. dopmynnpoBKka TeMbl CReayoLLero 3aHATus, JoOMallHee 3agaHne ans caMoCcToATeNbHOM paboThbl.

OnucaHue mexHonoauu camocmosimesibHol pabomsi obydyatoujuxcs

CamoctosTenbHas pabota oby4atoLmxcs Ha 3aHATUSX OCYLLLECTBIISIETCS NPY NOMOLLM BbINOSHE-
HUS NPaKTUKO-OPUEHTUPOBAHHbIX 3aAaHui. [pakTUKo-OpMeHTUPOBaHHbIE 3a4aHNsi MPOBOAATCA BO BPEMS
3aHATMIM M NpefHasHayeHbl 4Ns caMoCToATENbHOro (hOpMUPOBaHNS HaBbLIKOB aHanM3npoBaTb OCHOBHbIE
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HOPMAaTMBHO-NPaBOBble OOKYMEHTbl, aHanuM3MpoBaTb pesynbTaTbl COOCTBEHHOW OeATenbHOCTU Angd
npeaoTBpaLLeHns NpodeccuoHanbHbIX OWNMBOK, hopMmnpoBaTh CTpaTernto NpodeccnoHanbHbIX OTHOLLE-
HW; COBEPLLUEHCTBOBATb HaBblKM NPOMECCUOHANbHOrO OOLWEeHNs, NYOMUYHbBIX BbICTYNNEHUA, BeOeHUS
OUCKYCCUI U KOHCYNbTaLWA.

[nga BbINOMHEHMSA NPaKTUKO-OPUEHTUPOBAHHbLIX 3adaHni obyyalolmecs nonyyawT 3agaHve ans
paboTbl C HOPMaTUBHO-NPABOBLIMM JOKYMEHTaMW NO anropuTmy, onucaHHoMy ganee. Kaxgoe 3agaHue
HanpaBneHoO Ha aHanu3 OQHOr0 HOPMAaTMBHOIO OOKYMEHTa U3 nepeyHs, oopmreHve npencraBneHne
pe3ynbTaToB paboThl.

Xoa BbINOMHEHMS 3a4aHus.

1. BHMMaTenbHO M3yunTb 3aaHne 1 NnpefocTaBfneHHble pa3gaTodHble MaTtepuansl (HOpMaTUBHbIE
OOKyMeHThl). BpemMs Ha BbInonHeHne — 5-10 MuH.

2. BbInonNHUTb 3aaHne CornacHo anroputMy - BblAennTb U3 cogepXaHus npeactaBneHHbIX pas-
AAaTOYHbIX MaTepmanoB Hanbonee BaXKHyO MHpOpMaLMIO COrnacHo nHaMBMayanbHOMy 3agaHuio. Bpems
Ha BbINOMHeHne — He 6onee 40 MUH.

3. lMoarotoBuUTbCA K MpeactaBneHuno pesynbTatoB paboTbl. PesdynbTatbl KpaTko 3anucaTtb U
HarnsaHo ocopMuTb Ha BymMaxkHOM HocuTene (nnakat/moctep). Micnonb3oBaTb CTPYKTYpUPOBaHUE MH-
dopmaunm BUOOB KCMUCOK», KTE3UCY, KCXeMa», BO3MOXHO PUCYHKU, TBOPYECKUIA NOAXOA K OPOPMIIEHNIO
npuMBETCTBYETCHA, HO He obsizaTeneH. Hy)kHO BblgenuTb U3 TEKCTa HECKOSbKO CaMbIX BaXKHbIX TE3UCOB.
Moa Te3ncom noHmmaeTcs YETKO chOopMynMpOBaHHAas, KpaTkas, 3aKOHYeHHas MbIClb, BblCKa3blBaHWE,
noHsTue. [lna aHanu3a nHpopMaumm N xapakTepucTuki nocnenoBaTenibHOCTM, B3auMOCBA3€eN, B3auMOo-
3aBMCUMOCTEN, COMOQYNHEHHOCTU UCNONb3YNTE CTPYKTYPUPOBaHWE — OTpasnTe cogepxaHne Hambonee
Ba)XHOM MHOpMaLun B BUAE cxeMbl, Tabnuupl, cnncka n gp. Cxema — Hanbonee HarnsagHbI U Npeano-
YTUTENbHbIV BUA aHann3a n CTpyKTypupoBaHUs MHopMaLnn, CXxema LOSmKHa oTpaxaTb Hanbonee cyue-
CTBEHHbIE B3aMMOOTHOLLEHUSA MexXay NMOHATUAMU, B CXeMe criefyeT Kak MOXXHO MeHbLUe MCMOoNb30BaThb
CrnoBa 1 NPUMEHSITb Pa3HOro pofda CTPeKW, yCrioBHble 0603Ha4YeHns u T.n. Bpemsa Ha goknag pesynbTa-
TOB paboTbl — He Bonee 5-7 MUHYT ANg KaXaon KomaHAbl, BCero Ha Joknaabl u obcyxaeHue pesynbTaToB
paboTkl Bcex komaHa He 6onee 30 MuH.

OpeaHu3auuoHHas cmpykmypa eHeayOumopHoU (domawHel) camocmosimeribHoU pabomsi:

— M3y4nUTb MaTepwmarnbl OCHOBHOW M AOMONHUTENBHON NUTEpaTypbl NO TEME,

— BbINONHUTbL 00s3aTenNbHOE BHEAyANTOPHOE AOMalLHee 3agaHune Nno 3agaHHoM TeMe (MpOoeKT) — paspa-
60TKa NpoeKTa 1 ero 3awmra (CeMMHapCcKoe 3aHATUE C YCTHbIMW AOKNadaMun) — pa3BuUBaeT HaBblKM CaMo-
CTOATENBLHOrO Nomcka npodeccuoHanbHon MHpopMaLmm, yMEHNE CaMOCTOATENbHO peluaTb CTaHaapT-
Hbl€ U CIOXHble HeCTaHA4apTHbIE 3a4a4yn B NPOeCCUoHanbHon 4eATenbHOCTU, YMEHNEe aHanM3MpoBaThb
N cucTemaTmampoBaTtb MHOPMaLNIO, NOATOTOBKA NMpe3eHTauum K Aoknagy nossonseTr copmMupoBaThb
HaBbIKM Npeobpa3oBaHusa BepbanbHOM nHopMaLmmn B BU3yanbHbI psa, pa3BvMBaeT obpasHoe MblLune-
HWe, HaBblkK NYBGNNYHOro BLICTYNNEHUSA N NpeacTaBneHnss MHpopMaumm 1 B KOHEYHOM UTore chopmMmpo-
BaTb rOTOBHOCTb K y4acCTUIO B OpraHunsauuu, npoBeaeHnn, aHanuse n opopmMmreHmm pesynbTaToB AOKMN-
HUYECKUX N KIMHUYECKUX UCCNeaoBaHMI, B TOM YMCNE K NpOBEAEHMIO Npoueayp, NpeayCMOTPEHHbIX Npu
rocy4apCTBEHHOM perncTpaumm nekapcTBEHHbIX NpenapaTos.

KoHnmpornb oceoeHusi obydyarouumucs 3annaHuposaHHbIX pe3yribmamos oby4yeHus ByaeTt npoBo-
ANTbCS B BUAE YCTHOrO M NMMCbMEHHOMO onpoca no npobnemMHbIM BonpocaM HOpMaTUBHO-MPaBOBOrO pe-
rynmpoBaHusa OOKMMHUYECKUX uccnegosaHmn B P®, Bonpocam opraHvM3auumn 1 npoBeaeHUs AOKIMHUYe-
CKMX W KNNHUYECKNX NCCNeaOoBaHU NeKapCTBEHHbLIX NpenapaTos.

Tekywasa atrectauusa npegycmatpmBaeT NnoaroToBKy npoekTa. cnonb3oBaHne TeXHONOMMnN Npo-
eKTHOro obyyeHunsa npegnonaraet y4ebHO-NoO3HaBaTENbHY AEATENbHOCTb OByyaloLmnxcs, HanpasneH-
HYI0 Ha YCTaHOBNEHWe Lenen n 3agady, opmMynmMpoBKY OXnOaeMblX pe3ynbTaToB, MOUCK AOCTYMHbLIX U
ONTUManbHbIX PECYPCOB, MOJTAMHYK peanu3aumio nnaHa paboTbl, Npe3eHTaumo pesynbTaTtoB paboThbl,
nx ocmbicneHne. Bsanmogencrene ¢ npenogasartenemMm npeaycMoTpeHO B paMkax NpoBeaeHUss UHANBK-
AyanbHbIX U rPYNMOBbIX KOHCYNbTaLMM, YTO 06ecnevmT NPOMEXYTOYHbIN KOHTPOSb BbIMOSTHEHNS NPOEKTa
n, B cnyvyae HeobxoaMMOCTH, KOPPEKLUMIO MYTEN peLleHns NOCTaBEHHOW 3a4auu.

lMpomexyToyHas aTTecTaums (3a4eT) npegycmaTpmBaeT NpoBeaeHNe KOMMNbIOTEPHOro TECTUPOBaA-
HUS.

15. NMepeyeHb OCHOBHOW U [OMOJIHUTENbLHOW NUTEpPaTYpPbl, PECYPCOB UHTEPHET, HEOOXOAUMBIX
ANsi OCBOEHUA AUCLMUMNIIUHbI:

a) OCHOBHasg nuTeparypa:

Ne | HanmeHoBaHwue

1. KnuHunyeckasa dapmakonorus. maea 9. KnnHnyeckne nccneaoBaHus nekapcTBeHHbIX CpeacTB
: yuebHuk / nog pen. B. I'. Kykeca, 1. A. CbiveBa. — Mocksa : FOOTAP-Megua, 2015. — 1024 c.
/I 3BC «KoHcynbTaHT cTyaeHTa» : [canT]. -

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



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

Cbiues, [. A. KnuHnyeckasa dapmakonorns. O6Lwwmne BONpPOChl KIIMHUYECKOW hapMaKorornu.
Moaynb 8. KnuHnyeckue nccnegoBaHunsi nekapCTBEHHbIX CPEeACTB: NPaKTUKYM : y4ebHoe noco-
oue / MNopg pen. B. I'. Kykeca - Mockea : TOOTAP-Megua, 2013. - 224 c. - ISBN 978-5-9704-
2619-7. - TekcT : 3IEKTPOHHbIN i URL
http://www.studmedlib.ru/book/ISBN9785970426197.htm|

6) gononHuTenbHas nuTeparypa:

Ne McTouHuK

n/n

3. | JoknmMHMYeckme nccrneaoBaHms NEKapCTBEHHbIX BELECTB : yd4ebHoe nocobue / [A.B. Byanama n
ap.] ; nog pea. A.A. CeuctyHosa .— Mocksa : NeoTap-Meawna, 2017 .— 383 c.

4. Wamos, U.A. BrnoaTtuka. 3tnyeckme u opuanyeckme JOKYMEHTbl, HOpMaTUBHbIE aKTbl [ONeKTPoH-
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 Y4yebHO-MeToan4eckon Komuccuen meg.

dakynbTeTta [OY BI1O "CaHkT-INeTepbyprckun rocygapcteeHHbin yHusepeuteT" / C. HO. Cawwko,
J1.B. Ko4voposa. — Mockea : TGOTAP-Megua, 2011. — 352 c.
— URL.: http://www.studmedlib.ru/book/ISBN9785970418451.htm|

B) MHOPMALMOHHbIE 3NTIEKTPOHHO-00pa3oBaTeNbHbIE 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 MepguumHckmii XKypHan). — Pexum poctyna:
http://www.rmj.ru

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

8. dapmakoknmHudeckui cnpaBovHuk « MEDI.RU — nogpobHo o nekapctBaxy». — Pexum goctyna:
http://www.medi.ru

9. Basa 3HaHuin Mo MonekynspHou 1 oben bronormm yenoseka (HUMBIO). — Pexxum goctyna: http://
www.humbio.ru

10. | Cant cnpaBoyHuka Buaanbs — IlekapcTBeHHbIN NpenapaTbl B Poccuun. — Pexknm goctyna: http://
www.vidal.ru

11. | Cant cnpaBoyHuka PJIC (Peructp JlekapctBeHHbix Cpeacts). — Pexwum poctyna: http:/
wWww.rls.ru

12. | http://www.garant.ru — caiT FapaHT.py. MHdopMaLoHHO-NpaBoBOMK NopTarn

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

14. | http://www.regmed.ru — cant ®IrBY «Hay4yHbIl LEHTP 3KCNepTU3bl CPeacTB MeauLMHCKOro npu-
MeHeHus» MuH3gpasa Poccun

15. | http://www.grls.rosminzdrav.ru — Cant [ocygapcTBEHHOro peecTpa NekapCTBEeHHbIX CpeacTB

16. http://ruslasa.ru — Accoumaums cneynanmcToB no nabopatopHbIiM 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 «CanHcdainnay». MeanumHckue nyénukaumm n 6uo-
cTaTucTuka

22. | http://elibrary.ru/defaultx.asp — Hay4Has anekTpoHHast 6ubnuoTeka eLIBRARY.RU

23. | QYMK OpraHusaumsa OOKIMUHUYECKUX U KNUHUYecknx uccneposanuii JIC, 33.08.02 (opauHa-

Typa), cnpaeka Ne51 o1 16.01.2020 r https://edu.vsu.ru/course/view.php?id=3433



http://www.studmedlib.ru/book/ISBN9785970426197.html
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

16. NepeyeHb y4eOHO-MeTOAMYECKOTO o6ecneyeHus ANl CaMmOCTOATENbHOW paboTbl

Ne n/n NcTo4YHKMK

1 OYMK OpraHmsaumst GOKIMNHNYECKUX N KNNHN4Yecknx nccnegosanun J1C, 33.08.02 (opaunHa-
Typa), cnpaeka Ne51 ot 16.01.2020 r https://edu.vsu.ru/course/view.php?id=3433

2 MeTogudeckne matepumarbl MO opraHM3awmm obpasoBaTenbHOro Npouecca opanHaTopoB, 00y-

vatoLwuxesa no cneunansHocTn 33.08.02 - YnpasneHue 1 3KoHOMUKa hapmauuu : [onga bapma-
LeBT. dhak. Kak pyKkOBOACTBO MO OpraHu3aunm TeopeTnyeckoro obyyeHuns, nogrotToBke v Bbl-
MOSHEHMIO NPaKTU4ECKMX paboT, HanucaHuio pedepaToB, NOArOTOBKE Npe3eHTaLmi, noaro-
TOBKE K TEKyLLeNn, MPOMEXYTOYHOW aTTecTauusam, npy pa3paboTke nokanbHbIX NPaBoOBbIX ak-
TOB OpraHu3aumu, NPoxoxaeHun nponssoacteeHHon npaktuku] / E.E. Yynanguna, M.C. Kypo-
nan, A.B. Ky3émkunHa ; BopoHex. roc. yH-T .— BopoHex : sgaTtenbckuin aom BI'Y, 2017 .— 34
C. : Tabn. URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf

17. UHcpopMaLUMOHHbIE TEXHONOMUK, UCNOoNib3yeMble ANA peanu3aumm y4e6HON ANCLUNIIUHDI,
BKIlOYas nporpaMmmMHoe obecneyeHne n MHPOpPMaLUMOHHO-CNpPaBOYHbIe cUCTEMBI (NpU Heobxoaum-
MOCTH)

Mpun peanu3auun QUCUMNIIMHBI UCNONb3YETCs CMEeLlaHHoe 06yYeHne C NPUMEHEHNEM KracCu4eckmx 0b-
pasoBaTefnbHbIX TEXHOMOMN (ayAUTOPHbIE 3aHATUS) U AUCTaHUMOHHbIE obpasoBaTefibHble TEXHOMNOMMn
(AOT), Bkntoyasa anekTpoHHoe o0byyeHune (30), yuebHbI MaTepuan NpeaocTaBnsieTcs C MCNONb30BaHNEM
OOT (B 1.4. dhannbl npeseHTaummn, Bugeodaninel), BbINOMHEHNE 3adaHUN ANs CaMOCTOATENBHOW paboThl,
npoBedeHne TeKyLen aTTecTaunm n NPOMEXYTOYHON aTTecTalmMm OCYLLECTBNSETCA C UCMOMNb30BaHNEM
OYMK  OpraHusauma AOKAMHUYECKUX U KnnHudeckux 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» MuH3gpasa Poccum

http:// www.vidal.ru — Cant cnpaBovHuka 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 cnpaBoyvHuka 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 NiekapCTB B anTekax

15. | VIHopmauunoHHble anekTpoHHO-obpa3oBaTtenbHble pecypckl PrEOY BO BIY:
http://www.lib.vsu.ru

https://moodle.vsu.ru

http://vsu.antiplagiat.ru.

16. QYMK OpraHnsaumst AOKIMMHNYECKMX N KNUHN4Yecknx nccnegosanun J1C, 33.08.02 (opaunHa-
Typa) https://edu.vsu.ru/course/view.php?id=3433

18. MaTtepuanbHO-TeXHU4YeCKoe obecnevyeHne AUCUUNSINHLI:

YyebHasa ayantopus ans nposBeaeHns 3aHATUA CEMUHAPCKOro TUMa, TEKYLLLEro KOHTPOMS Y MPOMEXYTOu-
HOW aTTecTauuu, nomelleHve Anga xpaHeHus yyebHoro obopygosaHus. MynbTumeamna-npoektop Nec
M271X, HoyTByk 15"Acer, akpaH HaCTeHHbIW, OCKa MefnoBas, cneunannsnposaHHas medenb (CTonbl, CTy-
nbs).

YyebHasa ayantopus ans npoBefeHns 3aHATUN CEMUHAPCKOro TUMa, TEKYLLLEro KOHTPOMS Y MPOMEXYTOu-
HOW aTTecTauuu, nomMelleHne Ansa xpaHeHus ydyebHoro obopyaoBaHus. MynbTumeana-npoektop BenQ
MW516; DLP; HoyTOyk 15"Acer, akpaH HaCTEHHbIW, JOCKa MenoBas, cneunanusavpoBaHHas mebenb
(cTonbl, cTynbs)

MomeLlleHne ansa xpaHeHusa n npodunakTnyeckoro obcnyxmeaHmsa yyebHoro o6opynoBaHus. MynbTume-
ana-npoektop Nec M271X, HoyTbyk 15"Acer.

KomnbloTepHbIn Knacc, ayautopus Ans rpynnoBbIX U MHAMBUAYamNbHbIX KOHCYINbTauui, NoMeLLeHne ans
camocTosTenbHON paboThbl, MOMeLLeHNe ANg XpaHeHus N NpodunakTmiyeckoro obcnyxmeaHmsa y4ebHoro
obopynoBaHus. KomnbtoTepbl Aquarius (kKngkokpuctannuyeckme moHutopbl LG) (12 wr.), gocka mar-
HUTHO-MapKepHasi, KOHOUUMOHEP HACTEHHbIN, cneunanmampoBaHHasa mebenb (cTonbl, cTynbd), Kubuntu
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https://edu.vsu.ru/course/view.php?id=3433
http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf
https://edu.vsu.ru/course/view.php?id=3433
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https://edu.vsu.ru/course/view.php?id=3433

14.04.5 (MO ceobogHoro, 6ecnnatHoro ucnonb3oBaHus), LibreOffice (MO cBobogHoro, 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 ncnonb3oBaHus), R (ctatuctnyeckas 0b-
paboTka gaHHbix) (MO cBobogHoro, 6ecnnaTtHOro NonbL3oBaHNSA)

19. ®OHA OLEHOYHbIX CPEACTB:

19.1. MepeyeHb KOMMNETEHLMN C yKazaHMEeM 3TanoB (hopMUPOBaAHUSA U NNAHUPYEMbIX pe3ynbTaToB

obyyeHus
Ortanbl hop-
MMPOBaHUS
KOMMNeTeH-
Koz 1 comiepxanie Komne- MnaHmpyemble pe3ynbTaTbl 06y4eHus (NokasaTenu 4ocTu- ""Vg'ef_lp:3 (cpqégcciaa
XKEeHWS 3a4aHHOro YPOBHS OCBOEHUS KOMMNETEHUUM nocpes-
TEHUMM (MU 8¢ HacTh) CTBOM (DOPMMUPOBAHUA 3HAHWIA, YMEHUIA, HABLIKOB) (Tembl) mc- | OLIEHMBA-
’ ’ LMMNIMHBI HUS)
nnn Moayns
N UX HaMme-
HOBaHUE)
MK-3. FoTOBHOCTb K NpO- | 3HaTb: pasgen
BeAEHWIo npoueanyp, - NOMNOXeHNss HOpMaTUBHbIX MPaBoOBbLIX akToB P®, perynu- 14
npeayCcMOTPEHHbIX NpK pytoLmx obpalleHne nekapCTBEHHbIX cpeacTs (B TOM
roCynapCTBEHHOU Pern- | yycne pernaMmeHTUpYIOLLME NPOBeAeHNE JOKIUHUYECKUX 1
CTpaumm NEkapCTBEHHBIX | ynnnyecknx nccnenoBaHmii nekapcTBEHHbLIX NpenapaTos)
fpenaparos N OpyrMx TOBapoB anTe4YHOro acCopTMMEHTA, B TOM yucre
B cooTBeTCTBUM ¢ CornaleHMemM O efuHbIX NpuHUMnax m
npaBunax obpalleHusi NekapCTBEHHbIX CPEACTB B pamMKax
EBpasnickoro 3KOHOMWYECKOro COK3a; UHCTUTYLMOHAIb-
Hble HOPMbI B cdoepe yrnpasneHus dapmaleBTuyeckon ae-
ATENbHOCTLIO,
— NPVHUMMbI, LENKW, MeToAbI, 3Tarnbl pa3paboTku HOBbLIX ne-
KapCTBEHHbIX NpenapaToB,
— 9TUYECKME NPUHLUMMNBI BMOMEANUMHCKNX SKCMIEPUMEHTOB,
— NPVHUMNbI NPOEKTUPOBAHUS OOKIMHUYECKMX U KITUHWYE-
CKMX MUCCreAoBaHU NekapCTBEHHbIX NpenapaTos TekyLwas
— MeTodbl OOKMMHUYECKUX M KMMHUYECKUX MCCreaoBaHWn aTTecTa-
6e30nacHOCTM M 3PPEKTUBHOCTM NEKapCTBEHHbIX BELLECTB ums
- MPUHLMMBI COCTaBNEHUs oTyeTa U TpeboBaHNs K 0dhopM- (npoexT)
NEeHuto pe3ynbTaToB AOKITUHUYECKUX U KIIMHUYECKUX UCCTle-
[JOBaHWIA NekapCcTBEHHLIX NpenapaToB, BKNoYas NPUHLMMbI
COCTaBINEHUSI PErMCTPALMOHHOMO AOChE Ha NeKapCTBEHHbIN
npenapar.
YMeTb:
- AEMOHCTPUPOBaTb FMOTOBHOCTb paboTaTb ¢ HOPMAaTUBHO-
NpaBoOBbIMW [OKYMEHTaMW, pernaMmeHTUpyLWuMmn npose-
OEeHNE OOKMMHUYECKUX U KIMHUYECKUX UCCNefoBaHWiA ne-
KapCTBEHHbIX NpenapaTos,
Brnagetb (MMeTb HaBbIKK)
- yyacTBOBaTb B OpraHvsauuu, NpoBeAEeHUWU, aHanuse u
ocbopMneHnn pe3ynbTaToB AOKIUHUYECKMX U KITMHUYECKUX
nccrnenoBaHUn, B TOM 4Yuciie K NpoBefeHuo npoueayp,
npeaycMOTPEHHbIX NMPU rocyaapCTBEHHOWM perucTpaunm ne-
KapCTBEHHbIX NpenapaToB.
Komnbto-
TepHoe Te-
cTUpoBa-
asgen | Hue (anek-
MpomexyTouHas aTTecTauus (3aver) P 1?4 ™ O(HH as
6asa Te-
CTOB B
Moodle)




19.2 OnucaHue KpuTepUEB U LKanbl OLeHUBaHUS KOMNeTeHUUn (pe3ynbLTaToB 00y4YeHus) npu npo-
MEeXYTOYHOMN aTTecTauum

[nsa oueHnBaHNs pesynbTaTtoB 00y4YeHV Ha 3a4eTe UCMOoNb3YHTCA CreaytoLme nokasaTenu:
3HaThb:
- MONOXEHNS HOPMATMBHbIX MPaBOBbIX AKTOB, PErynupylowmnx obpalleHne nekapCTBEHHbIX cpeacTs (B
TOM YuMChne pernameHTUpYoLWMX NpoBeaeHNE AOKITMHUYECKNX N KITMHUYECKUX NCCIeA0BaHN NeKapCTBEH-
HbIX NpenapaToB B Poccunckon degepaumm)
— MPUHUMNBI, Lenu, MeToabl, aTanbl pa3paboTkn HOBbIX NIEKAPCTBEHHbLIX NPenapaTos,
- aTM4eckune NPUHUUNbI B1oMeaNLIMHCKMX 3KCMEPUMEHTOB,
— NPUHLMMbI NPOEKTUPOBAHNSA AOKITMHUYECKUX U KITMHUYECKNX UCCIefoBaHUA NeKapCTBEHHbIX npenapa-
TOB
— MeTOoAbl AOKITMHUYECKMX M KITMHUYECKUX MccneaoBaHnmn 6e3onacHocTy n ahekTMBHOCTN NEeKapCTBEH-
HbIX BELLEeCTB
— NPVHLMNbI COCTaBMNEHMA OT4YeTa 1 TpeboBaHMs K OPOPMITEHNIO PE3YNbTATOB AOKIMHUYECKNX U KITUHN-
YeCKUX UCCNeLoBaHUIN NEKAPCTBEHHbIX NPenapaToB, BKOYAA MPUHLMMNBLI COCTaBEHUS PErnCTpaLmoH-
HOro JOCbe Ha NeKapCTBEHHbIN Npenapar.
yMeThb:
- OEMOHCTPMPOBATb MOTOBHOCTb paboTaTb C HOPMATUBHO-MPaBOBbLIMU AOKYMEHTAMMW, perfnameHTupyto-
LMW NpoBeAEeHNE AOKITMHNYECKUX U KNMHUYECKNX NCCNEeAO0BaHNA NEeKapCTBEHHbIX NpenapaTos,
- AEMOHCTPUpOBaTb NOTOBHOCTb K Y4acTUO B OpraHu3auuu, NpoBeaeHUn, aHanmay u oopMneHnto pe-
3yNbTaToB AOKITMHUYECKMX U KIMHUYECKNX NCCIegoBaHUi, B TOM YMCIe K MPOBEAEHMIO Npoueayp, npeay-
CMOTPEHHbIX MPU rOCYAapCTBEHHOW PErNCTPaLMM NTEKapCTBEHHbIX NPENapaTos..

[na oueHWBaHUs pes3yrbTaToB 0Oy4eHUs Ha Tekyllen atTectaumu (NPOeKT) ucnonbayetcs 4-
GannbHas Wwana: «0TNUYHO», «XOPOLLO», «yA0BNEeTBOPUTENBHOY», «HEYA0BNETBOPUTENBHOY.

[lns oLeHMBaHMA pe3ynbTaToB 00yYEeHMS Ha MPOMEXYTOYHOM aTTecTaumm (3a4eT B popme KOMMb-
IOTEPHOrO TECTUPOBAHUS) UCTIONb3YETCSt — «3a4TEHO», KHE 3a4TEHOY.

CooTHoLleHMe nokasaTenemn, KpUTEPMEB W LLKAsbl OLLEHNBAHMSA pPe3ynbTaToB 00y4YeHUs.
Tekywasn atrectaums (MPoOekKT)

YpoBeHb

o copmupo-
KpuTepuun oueHMBaHUSA KOMMNETEHLNIA BAHHOCTY KOM- Lkana oueHok

neTeHumn

OBGyuaroLmncsa NONMHOCTLI0 CaMOCTOATENBbHO YCMELLHO BbINOMHWI | [MOBbILEHHbIV OTnunyHo
MPOEKT ¢ cobrntogeHnemM BCcex pekoMeHO0BaHHbIX TpeboBaHu 1 Ha YpOBEHb
3awuTe NpoekTa B NOSIHOM Mepe AeMOHCTpUpYeT riybokme 3HaHWA
HOpMaTMBHbIX MPaBOBLIX akToB Poccuiickon ®enepaunm, perynupy-
tomx obpalLeHre NekapCcTBEHHbIX CPeacTB B 06r1acTn npoBeaeHUst
OOKMNHUYECKMX N KIMHUYECKMUX UCCIEA0BaHUA NTEKaPCTBEHHbIX Npe-
napaToB, MPUHLMMbI NPOEKTUPOBAHWUS OOKIMHUYECKUX U KITMHUYe-
CKUX UCCneaoBaHUI fiekapCTBEHHbIX NpenapaToB, COCTaBeHNs OT-
yeTa u TpeboBaHMsa K 0POPMIEHUIO Pe3yNbTaToB JOKITUHUYECKUX U
KIMMHWUYECKNX UCCREA0BaHMIN NeKapCTBEHHbIX NpenapaTos, BKoYas
MPUHLMMNBI COCTaBMNEHUS] PErMCTPALMOHHOIO A0ChE Ha fekapcTBeH-
HbI MpenapaTt, AEMOHCTPUPYET CNOCOBHOCTb M FOTOBHOCTb MOSTHO-
CTbl0 CaAMOCTOATESBHO MPUMEHATb TEOPETUYECKNE 3HaHWSA Ans pe-
LLEHUS CTaHAAPTHbIX U HECTaHOAPTHbIX NMPaKTUYECKMX 3a4a4

B 06nactu opraHmsaumm, NpoBeaeHns, aHanmaa 1 ohopMIeHnm pe-
3yNbTaToB OOKMHUYECKUX U KITMHUYECKUX UCCMeqoBaHUW, B TOM
yMcre npoBedEeHM0 npoueayp, NPedyCMOTPEHHbIX Npu rocyaap-
CTBEHHOW perncTpaumm nekapcTBEHHbLIX MPenapaTos.

OB6y4yatoLmncst CaMoCTOATENBHO YCMELHO BbIMOSIHUMA MPOEKT C COo- Basosbii Xopowo
GnogeHvem pekoMeHOoBaHHbIX TPeboBaHUA 1 Ha 3aLumTe NpoeKkTa YpOBEHb
AEMOHCTPUPYET A0CTaTOYHblE 3HAaHWUA HOPMATUBHBIX NMPABOBbIX aK-
ToB Poccunckon ®degepaummn, perynupyowmx obpalleHve nekap-
CTBEHHbIX CpeacTB B 06M1acTi NpoBeAeHUst AOKIMHUYECKNX U KITUHU-
YECKNX NCCIefoBaHNI NEKapCTBEHHbIX NpenapaTos, NPUHLMNbLI NPo-
€KTMPOBaHUSI JOKIMMHNYECKMX U KIMHUYECKUX UCCNea0BaHUIA nekap-
CTBEHHbIX MpenapaToB, COCTaBMeHUsi oTyeTa WU TpeboBaHus K
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0hOPMITIEHMIO PE3YNbTATOB AOKIMHUYECKUX U KIMHUYECKUX UCCre-
[I0BaHWIn eKapCTBEHHbIX MpenapaToB, AEeMOHCTPUPYeT Crocob-
HOCTb M FOTOBHOCTb CaMOCTOSITESNIbHO MPUMEHSTL TEOopeTUYeckue
3HaHVSA 4Ns peLleHnst CTaHAAPTHbIX M HECTAaHAAPTHbIX MPaKTUYECKNX
3agay B obracTv opraHusaumu, NnpoeeaeHust, aHanumsa u odopmrie-
HUM Pe3ynbTaToB AOKMMHUYECKUX U KIIMHUYECKUX UCCIeaoBaHui, B
TOM uyucrie NPOBEAEHWIO MpoLeayp, NPEAYCMOTPEHHbIX MpU rocy-
[JAPCTBEHHOW percTpaumm fiekapcTBEHHbIX NpenapaTos.

O6y4atomincsa BbINOMHU MPOEKT C MOMOLLBIO MpenogaBaTtens, [NoporoBbi YaosneTsopu-
odbopMuIn NPOEKT € cobntogeHnem OonbLUMHCTBA PEKOMEHO0BAH- YpOBEHb TenbHO
HbIX TPeOOBaHU, Ha 3aLUMTe NPOEKTa He B MOJTHOW Mepe AEMOH-
CTpUpYET 3HaHMA HOPMATUBHBLIX NMPaBOBLIX akToB Poccuiickon de-
Aepaunn, perynupyrowmx obpalleHne NnekapcTBEHHbIX CpPeacTs,
MPUHLMMNBI MPOEKTMPOBAHNS JOKITUHUYECKNX N KIMMHUYECKUX MUCCe-
J0BaHWUI NEKapCTBEHHbIX NpenapaTtoB, TpeboBaHMs kK 0OPMITEHMIO
pe3ynbTaToB AOKIMHUYECKMX U KITMHUHECKNX UCCNEAOBaHUN feKkap-
CTBEHHbIX NpenapaTtoB, O4HAKO MpU 9TOM OEMOHCTPUPYET roToB-
HOCTb K PELUEHMIO CTaHOApPTHbIX 3ad4ad4 B 00nactu opraHu3aummu,
npoBeaeHns, aHannsa 1 0opMIeHNM pe3ynbTaTtoB JOKITNHUYECKMX
N KIMHUYECKNX UCCreaoBaHuin, B TOM YMCne MNpPOBEAEHMIO NpoLie-
Aayp, NpeayCcMOTPEHHBIX MPU FOCYOapCTBEHHOW perncTpauum nexkap-
CTBEHHbIX NpenapaTos.

Obyuatowuiica He BbIMOMHUI NPOEKT, He caarn MPOEeKT BOBPEMs, - Heynoenetso-
BbINOMHWI NPOEKT C HapyLLEeHNeM BOrbLUMHCTBA PEKOMEHAO0BAaHHbIX puUTENBHO
TpeboBaHMIA W/UNM Ha 3aLLmUTe NPoeKTa 4EMOHCTPUPYET TONbKO OT-
PbIBOYHbIE, hparMeHTapHbIe 3HaHUS!, oMNyCKaeT rpybble ownGKK
B OTBETE, U B LIENIOM HE rOTOB K BbIMNOSIHEHMIO paboT B obnactu
opraHusauum, NpoBeaeHusl, aHanmsa u ooOpMIIEHUN Pe3yrnbTaToB
[OKIMMHUYECKUX U KITMHUYECKUX UCCIEQOoBaHUIA, B TOM YMCne MNpoBe-
AEHVI0 npoueayp, NPeayCMOTPEHHbIX MPY FOCY4APCTBEHHOW peru-
CTpaumm NEKapCTBEHHBIX NPenapaTos.

MpomMexyToyHas aTTecTaums (KOMMNbIOTEPHOE TECTUPOBaHME)

o YpoBeEHb CHOPMUPOBAHHOCTU
KpuTepumn oLeHnBaHUsA KOMNEeTEHUUN KOMNETeHLIA Lkana oueHok
>70% npaBUNbHLIX OTBETOB [NoporoBbii ypoBEHb 3a4TeHo
<70% npaBurbHbLIX OTBETOB - He 3a4TeHo

19.3 TunoBble KOHTPOJIbHbIE 3aA4aHUA UITU UHbIe MaTepuarbl, HeO6XoAMMbIe ANA OLEHKU 3HaHUN,
YMEHWIN, HaBbIKOB U (UNX) onbiTa AeATeNIbHOCTU, XapakTepu3sylwme 3Tanbl GOPMUPOBAHUA KOM-
neTeHUUN B NpoLecce 0OCBOEHUs1 O6pa3oBaTeNibHOW NPorpaMmbl

19.3.1 MpomexyToyHasa aTrecTauusa (3ayver)

I'Iepequb BOMPOCOB AJiAA NOAroTOBKM K 3a4eTy B (bopme KOMMNbKTEPHOro TeCTupoBaHusa

1.

© N

MpuHUMNBI, Lenu n MeToabl pas3paboTKM HOBbIX NEKAPCTBEHHbLIX NpenapaToB. ATanbl pa3paboTku Ho-
BbIX JIEKAPCTBEHHLIX NpenapaTtoB. [JOKMMHMYECKME U KITMHUYECKNE MCCIedoBaHus Npu paspaboTke
HOBbIX NIEKAPCTBEHHbLIX NPenapaToB.

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

MpUHLMNBI KPUTUYECKOTrO aHanuaa AaHHbIX Hay4YHbIX CTaTeN M OTYETOB MO pesynbTaTtam AOKINHUYe-
CKUX U KNMUHUYECKNX UCCreaoBaHnn.

Bnoatnyeckme n OEOHTONOrMYECKMEe acnekTbl MeOVULIMHCKUX NCCNeaoBaHn Ha YernoBeke 1 nabopa-
TOPHbIX XXWUBOTHbIX, B TOM YM1Ce NPy NPOBEAEHNN AOKIMHNYECKUX U KITMHUYECKNX MCCIea0BaHui fne-
KapCTBEHHbIX NpenapaTos.

OTnyeckne NpuHUmMnbl XenbCcuHKCKon [eknapauun, npuoputeT 6e3onacHocTM 1 Gnarononyyns nto-
Aen, y4acTBYIOLMX B KIMHUYECKNX UCCNeSOBaHUAX B KOHTEKCTE npeBanupoBaHnAa Hag MHTepecamu
Hayku n obLiecTsa.

OnuncaHmne aTU4ECKNX acnekToB UccneaoBaHus.

MHdopmupoBaHHOe cornacue naumMeHTa Ha ydyactue B NPOBEAEHMMN KITMHUYECKUX NCCEea0BaHNN.
lMpaBa 1 OTBETCTBEHHOCTL OPraHN3aToOpPOB N YHAaCTHUKOB AOKINHNYECKUX N KIMHUYECKNX UCCeaoBa-
HUIM NEeKapCTBEHHbIX NpenapaToB.
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20.
21.
22.
23.

24,

25.

26.

27.
28.

29.
30.

31.
32.
33.

34.
35.

36.

37.

OpraHusaums permctpaumm nekapcTBeHHbIX cpeacTts B Poccun. OpraHbl MICNOMHUTENBHOW BriacTu, pe-
rynupytoLLme BonNpoCkl permctpauumn nekapcTBeHHbIX CPeacTB.

OTanbl U CPOKM perncTpaunm nekapcTBeHHbIX NpenapaTos.

HopmaTuBHbIe NpaBOBble aKTbl, PErynupyoLlimMe npoueaypy permcrpaumm nekapcTBeHHbIX CPeacTs B
P®: degepanbHbii 3akoH Ne 61-93 «O6 obpalleHnn nekapcTBeHHbIX cpeacte» ot 12.04.2010,
HopmaTtuBHble NpaBoOBbIE akTbl, PErynupyoLimMe npoueaypy pernctpauumn nekapcTBeHHbIX CpeacTs B
P®: npukas Munsgpascoupassutma PO ot 23 Hos6ps 2011 r. N 1413H «O6 yTBepxaeHum Metoanye-
CKMX peKkoMeHOauunn no cogepXXaHuo 1 opopMreHnto HeobxoanmblX JOKYMEHTOB, U3 KOTOPbIX dhop-
MUPYeTCSA perncTpaumoHHOe A0Cbe Ha NeKkapCTBEHHbIVM npenapart Ans MeAMUUHCKOro NpUMEHEHUs B
Liensix ero rocyaapCTBEHHOW perncTpauumy.

HopmaTuBHbIe NpaBoOBble akTbl, PeErynupyoLlimMe npoueaypy permcrpaumm nekapcTBeHHbIX CPeacTs B
P®: npukas ot 26 aBrycta 2010 r. N 750H «O6 yTBEpPXKOEHMM NPaBWI1 NPOBELEHUS SKCNEPTU3bI NeKap-
CTBEHHbIX CPEACTB AN MeAULNHCKOro NPUMEHEHNst U (POPMbI 3aKIMHOYEHUS KOMUCCUN IKCMEPTOBY.
O6wue NprHUMNbI NIaHNPOBaHUA, OpraHn3aumm 1 NPoBeAEeHUSA Hay4YHOro UccnegoBaHus.
YnpaBneHue puckamun ansa obecneyeHnss kKayectsa AOKIMHUYECKUX U KITMHUYECKUX MCCNegoBaHUN.
OpraHu3aums paboTbl UCMbITATENBLHOMO LieHTa No NPOBEAEHNIO AOKITMHUYECKUX UCCNEeAOBaHWI nekap-
CTBEHHbIX cpeAcTB. TpeboBaHMA Kk noMeLleHnaMm, 060pyaoBaHNIO UCNbITaTeNbHbIX NabopaTtopui Ans
AOKIMMHNYECKMX UccnegoBaHum, MeAMLMHCKUX OpraHm3aunin ansa npoBeaeHus KNmHUYecknx ncernepo-
BaHW, TpeboBaHUA Kk nepcoHany, obecneynBaoLLeMy UX NpoOBeAEHME.

TpeboBaHusa k TeCT-cuctemam.

Wccnegyemble 1 cTaHgapTHble npenaparbl.

CrtaHgapTHble onepaunoHHble npoueaypbl.

MpuHUMNBI cTaTUCTUYECKON 0OPabOoTKN AaHHBbIX.

3anucu pesynbTaTtoB UCCreLoBaHWS.

bpolutopa uccrnegosaTtensi, NPOTOKON UccnegoBaHnd, MHAOPMaLMOHHbBIA NUCTOK NauMeHTa.
MpuHUMNBI 1 MeToAbl N3ydYeHns ObLLEeTOKCMYECKOro AENCTBIUS, OLeHKN 6e3onacHoCcTn n hapmakorno-
rMYECKON aKTUBHOCTU NEKapCTBEHHbIX BELLECTB.

FOCT 33044-2014. MexrocyoapCTBeHHbIA cTangapT. MNpuHUmMnbl Hagnexallen nadbopaTopHOn Npak-
Tnkn (GLP).

MpuHLUMNBI U MeTOAbI OKITMHNYECKOTo U3YYEeHUs pasnnyHbIX BUOOB (hapMakonornyeckom akTMBHOCTM
NeKkapCTBEHHbIX BELLECTB.

CTtpykTypa oT4yeTa 0 pesynbTaTax AOKITMHNYECKOro NCCreAoBaHNA NeKapCTBEHHOro CpeacTBa Ang me-
AVLIMHCKOro NpUMEHeHUs, BKMoYas o60CHOBaHME nporpaMMbl AOKITMHUYECKMX UCCNEeQOoBaHUN, Onu-
caHue, pesynbTaTbl U CTAaTUCTUYECKNIA aHanNu3 pe3ynbTaToB AaHHOro AOKNMHUYECKOrO NCCNeaoBaHus,
NHTEepnpeTaumsi MOSyYeHHbIX pe3ynbTaToB LOKMMHUYECKUX uccnegoBaHuin (apmMakonormyeckux,
hapMaKkoOKUHETUYECKNX, TOKCUKONOrMYECKMX UCCNefoBaHNn) NEKapCTBEHHOro CpeacTBa.

OcHoBHbIe aTanbl, NPUHLMMBI U METOAbI KNMMHUYECKNX UCCNEAOBaHWI NeKapCTBEHHbIX NpenapaTos.
FOCT P NCO 14155-2014 HaumoHanbHbIA CTaHOapT poccuinckon degepauun. KnuHnyeckne uccne-
poBaHuA. Hagnexawas knuHudeckas npaktuka. Clinical investigations. Good clinical practice (GCP).
®a3bl KNMMHUYECKNX NCCNEAOBAHUN.

PaHgomusaums, Kputepum BKIFOYEHUSA U UCKITIOYEHNS NAUMEHTOB B UCcrneaoBaHne. PaHaomusnpoBaH-
Hble KoHTponupyemble nccrnegosanus (PKU). ObocHoBaHMe Bbibopa nonynauMn naumeHToB, yyacT-
BYIOLLMX B KIMTMHUYECKMNX UCCreaoBaHusIX, Kputepun Habopa naumMeHToB Ang y4acTus B KITMHUYECKOM
nccnegoBaHnM NekapcTBEHHOro npenapaTta (KpUTepumn BKITKOYEHNUST U HEBKITHOYEHUS).

YcnoBus n Kputepun Ansg NpUOCTaHOBEHUSA 1 (UNK) NPeKpaLeHNs KITMHUYECKOro NCCrneaoBaHna ne-
KapCTBEHHOro npenaparTa.

YnpaBneHve JOKyMeHTaMu U SaHHbIMU.

lMnaH KNUHNUYECKOro NccrnegoBaHus.

XKypHan (6powtopa) uccnegosarens.

MHTepnpeTaumsa Nony4YeHHbIX pes3ynbTaToB KIUMHUYECKUX UccrnedoBaHun; 3apeKTUBHOCTL nekap-
CTBEHHOro npenapaTa Mo 3asdBfsieMblM MOKa3aHWUSIM; KITMHUYECKas 3Ha4YMMOCTb 3(PEeKTOB nekap-
CTBEHHOro npenapara; oLeHKa COOTHOLLEHNS NOMb3bl U PUCKa HA OCHOBAHUWN Pe3yrnbTaToB KIIMHUYe-
CKUX MccnenoBaHui NekapCcTBEHHOro npenapaTta v ap.

AHanus aaHHbIX MccnegoBaHus, oopMIeHne 1 NpeacTaBneHne pedynbTaToB, NPUHUUMBLI POPMYyNu-
POBKW BbIBOAOB.

CocTtaBneHue otyeTa no pesynbtatamMm LOKIUHUYECKUX N KMUHUYECKUX UCCrefoBaHWUIA, NPUHLMNBI U
TpeboBaHMs K COCTaBNEHUIO PEMMCTPALMOHHOMO AOChE Ha NEKAPCTBEHHbIN Npenapar.
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38. lNoaroToBka 1 odhopmeHne JOKyMeHTaumMm ons npoBeaeHns npoueayp, npegycMoTpeHHbIX Npu roc-
yOapCTBEHHOW pernctpaumm nekapcTBEHHbIX NpenapaTos.

39. MNopsgok dopmMMpoBaHNA PErMCTPALMOHHOIO A0Che Ha NeKapCTBEHHbIN NpenapaT Ana MegULUHCKOro
npuMeHeHus, TpeboBaHMA K AOKYMEHTaM B €ro COCTaBe, BKIYast LOKYMEHTauuo agMUHUCTpaTMB-
HOro xapakrepa, Xxumuyeckasi, apmaueBTnyeckas, buonornyeckas, apmakonormyeckasi, TOKCUKO-
noru4yeckasl, KnmHuyeckas JOKyMeHTauuns.

19.3.2. TecTtoBblIe 3afgaHUA ANA NPOMEXYTOYHOWN aTTecTauum
(3aveT, KOMNBLIOTEPHOE TECTUPOBAHUE)

TecToBble 3agaHNA NO ANCUMNIINMHE pa3MeLLleHbl Ha obpa3oBaTenbHbIv NopTane « ANeKTPOHHbLIN
yHuBepcuteT BI'Y», 6aHk 3agaHuii cogepxut 6onee 60 sBonpocos, QYMK OpraHusaums SOKIMMHNYECKNX
N KNuHudeckmnx nccrnegosanun J1C, 33.08.02 (opaunHaTtypa) https://edu.vsu.ru/course/view.php?id=3433

MpumepHble 3agaHnA ANA NPOMEXYTOYHON aTTecTauum
(3ayeT, KOMNbLIOTEPHOE TeCTUPOBaHUE)

MK-3 F0TOBHOCTb K NPOBEAEHMIO NpoLeayp, NPEAYCMOTPEHHbIX NPU rocyaapCTBEHHOW pernctpauumn ne-
KapCTBEHHbIX NpenapaToB

TecThbl

AyauTt aTto

—KOMMMEKCHasa n He3aBMCUMasi NPOBEPKa OTHOCALLMXCA K UCCNeSOBaHUI0 OeATENbHOCTU U AOKYMEHTa-
uun, NpoBoAuMas Ans NOATBEPXKAEHNS COOTBETCTBUSA 3TON AEATENbHOCTU, a Takke npouenyp céopa,
aHanusa v npeacTaBneHns AaHHbIX MPOTOKOMY, CTaHAAPTHbLIM OMnepaLMOoHHbIM poueaypamM CroHCcopa,
Hagnexaluemn KNMHUYECKON NpakTuke 1 HoOpMaTMBHLIM TpeboBaHMAM

—ntob6asi npoBepka, MHULMNPOBaAHHASA BbILLECTOALLMMWN NHCTAHLMAMM

—npoBepKa, NpoBoAUMAas HE3aBUCUMOWN OpraHM3aumnen ans BbIABIIEHUA HECOOTBETCTBMI TpeboBaHNAM
AEeNCTBYIOLLEro 3akoHoAaTenbcTea

—KOMMEKCHasa NpoBepKa, OpraHM3oBaHHasa CNOHCOPOM UCCreaoBaHNs 1 NPOBOAMMAs HE3aBUCUMOW Op-
raHusaumen ons BblsiBNEeHNs COOTBETCTBUSA HOPMaTUBHbLIM TpeboBaHUAM

Bpowtopa nccnegosartens ato

—CBOJHOE U3NOXEHNE pe3ynbTaToB KIMMHUYECKOro U SOKITMHUYECKOro 3y4eHnsa uccnegyemoro nekap-
CTBEHHOro npenapaTta, 3Ha4nMbIX A8 ero uccnegoBaHns Ha YenoBeke

—MeyYyaTHbIN JOKYMEHT B dhopMe OpoLLtopbl, cogepKaluin MHOopMaLMo O MPOBOAMMOM KITMHUYECKOM
nccnegoBaHuuM Ang naumeHTa

—bpoLtopa, cogepxallas pesynbTaTthl KINMHUYECKOrO N JOKITMHUYECKOrO N3y4eHUs NIeKapCTBEHHOrO npe-
naparta, npegHasHavYeHHasa ans pekraMHO-NPOCBETUTENBbCKUX Lernen n NpoABUKEHNS HOBOro npena-
pata

[oroBop (Ha npoBegeHne KITIMHUYECKOro NccnegoBaHng) aTo

—AaTMpOBaHHOE U NOANMCAHHOE CornalleHne mexay ABymMs unvm 6onee CTopoHamu, KOTOpoe yCcTaHaB-
nvBaeT AOrOBOPEHHOCTU, KacalLlumecs pacnpegeneHna obbema paboTt n o6a3aHHOCTEN Npy NpoBeae-
HUWN KNUHUYECKOrO NCCreaoBaHns, a Takke, eCnNn yMeCcTHO, (PMHAHCOBbLIX BOMPOCOB

—nb0oe NMCbMEHHOE UM YCTHOE CornalleHne mexay ctopoHamu ans odpopmneHns GUHaHCOBLIX BO-
NMPOCOB 1 IOPUONYECKNX aCNEKTOB OTHOLUEHWI

—cornaweHne Puan4ecKkmnx nuL, 0 B3aMMHOM YCTaHOBMEHUW, U3MEHEHUN NN NPeKpaLLeHnn nobbix npas
n ob6s3aHHOCTEN

[lokymeHTaumnsa ato

— BCe 3anucu B nobon popme (Ha ByMaxkHbIX, INEKTPOHHbIX, MarHUTHbIX MUY ONTUYECKNX HOCUTENSX,
CKaHOrpaMmbl, PEHTFTEHOBCKME CHUMKW, SNIEKTPOKapaMorpaMmmebl U T.M.), KOTOpbIE ONMUCLIBAOT Nnbo pern-
CTPUPYIOT METOAbI, OPraHn3aumio W/unu pesynbTaTbl KNMHUYECKOro UCCNeaoBaHus, a Takke BrvsoLwme
Ha nccrnefoBaHve akTopbl U MPUHATLIE MePbI

—nto0dble opuUrKMHanbl NOANNUCaHHbLIX AOKYMEHTOB Ha ByMaXHOM HocuTene, Heobxoanmble ons nposeae-
HUS JOKITMHMYECKUX U KITMHUYECKUX UCCreaoBaHni

—BC€ 3anuncu BCex AaHHbIX B Ntobon popme, Heobxoammble Ans NpoBeaeHUS AOKITMHUYECKMX U KITUHN-
YecKux nccnegoBaHumn

3aKOHHbIV NpeacTaBuUTESb
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—bmanyeckoe unu rpuanyeckoe nNuLo, Uin NHoM cyobekT npasa, MMEKLWUA B CUYy 3akoHa Npaeo Aa-
BaTb COrflacue Ha yyactve B KIMHUYECKOM UcCregoBaHumM OT UMEHW NOTeHUManbHoro cybbekra uccne-
A0BaHus._

—npefcraBuTenb 3aKOHa B CTpaHe-opraHm3aTope KIMHUYeCKUX nccrneaoBaHni

—rpaXXgaHuH, UMeLLMIA NPaBo NPeACTaBNSATb MHTEPECHI CyObEeKTa UCCNeaoBaHUsA Ha ero y4acTtune B Knu-
HWUYECKOM NccrneaoBaHUm No ero yCTHOMY UM NMUCbMEHHOMY COrflacuio

NaeHTudmkaumoHHbIN Kog cybbekTa

—YHUKarnbHbIN KO, MpMCBanBaeMbIn UCCrneaoBaTenem Kaxaomy cybbekTy nuccnenosaHusa ana obecne-
YeHMs KOHPUOEHUNANbHOCTN €ro NMMYHbIX AAaHHbBIX M UCMNOSb3yEMbIi BMECTO MMEHM cybbekTa B oTyeTax
Nno HexenaTernbHbIM SABNEHUSAM U/WUnu ApYruxX AaHHbIX, OTHOCALWMNXCS K UCCreA0BaHmIo

—YHUKarnbHbIN KO, MpUcBanBaeMbIin CyObekTy nccrnenoBaHuns Ans ngeHTudmkauum ero nepcoHanbHbIX
AaHHbIX, HE06XOOUMbIX NPY MPOBEAEHMUM KITMHNYECKOTO UCCnefoBaHUs

—YHUKarnbHbIN KOA nccrnegosaTtens, HeobxoamMMbln Ana obecnevyeHnn AocTyna K permncTpaumoHHbIM AaH-
HbIM 1 pe3ynbTaTam NPOBOANUMOrO KIMHNYECKOro NccrneaoBaHns

WHanBmnayanbHas perncrpalmMoHHas KkapTa

—[AOKYMEHT Ha BYMaXXHOM, 3NEKTPOHHOM UM ONTUYECKOM HOCUTErNe, NpeAHas3HavYeHHbIN ANS BHECEHUS
BCen NpegycMoTpeHHOM NPOTOKOIOM M Noasiexallen nepegade CroHCopy MHgpopmaumm No Kaxaomy
cybbekTy uccnegoBaHus

—[AOKYMEHT, 9KBUBANEHTHbI aMBynaTopHOM KapTe nauneHTa, HeobxoaumbI AN BHECEHUSA nHGopMa-
LUK Npy NPOBEAEHUN KIMHMUYECKOro UccneaoBaHns

—nto6on ByMaXKHbIA UK SNEKTPOHHBIN 3KBUBANEHT opurMHana uctopum 6onesHun naumeHTa, Heobxoam-
MbI ANg BHECEHNS MHGOpMaLUK O NPOBEAEHUN 1 pesyrnbTaTax NPoBegeHUMN KITMHMYECKOro uccnenoBa-
HUS

NHcnekuma

—[encTemne yrnorHOMOYEHHbIX OpraHoOB, 3akrtoyatoLleecs B ouLmnanbHON NpoBepke AOKYMEHTauuu,
o6opyaoBaHMsi, MHbIX MaTeEPManoB, UMELLMX, MO MHEHWUIO YNOTHOMOYEHHbIX OPraHOB, OTHOLLEHWE K
KNMUHUYECKOMY UCCNEAOBAHUIO N HAXOASLWMNXCS B UCCreaoBaTeNbCKOM LIEHTPE, B NOMELLLEHMAX CMOH-
copa n/nnu KOHTPaKTHOM UCCreaoBaTenbCKOM OpraHM3aLnmm, a Takke MHbIX OpraHmsaunsax, UMetoLLmx, no
MHEHMIO YNONTHOMOYEHHbIX OPraHoOB, OTHOLLEHUWE K NCCneoBaHuio

—no6ow BUA, KOHTPOIs 3a cobniogeHnem yCTaHOBMNEHHbIX rOCYAapCTBOM NpaBusi

—NpoBepKa N KOHTPOSIb CO CTOPOHbI YNONTHOMOYEHHbIX OPraHoB

NHdbopmupoBaHHoe cornacue

—npouenypa 4O6pOBONBHOrO NOATBEPXKAEHNS CYOBEKTOM CBOEr0 COrnacus Ha y4acTtue B KOHKPETHOM
nccneaoBaHUM Nocne nosnyyYyeHns MHgopmaumm 060 BCex 3Ha4YMMbIX ANS NPUHATUS UM peLLeHNs acnek-
Tax uccnegoBaHus, JOKYMEHTMpyeMoe NOCpeacTBOM NoanMcaHnsa n gatnposaHms opmMbl MHGPOPMUPO-
BaHHOro cornacus

—cornacuve nauveHTa Ha nobble BUabl 4ENCTBUA, BMELIATEeNbCTB, MEAULNHCKUX MaHUMYNSUMiA U npoue-
ayp, HeobxoauMbIX Ansi NPOBESEHUSA KIMMHNUYECKOro nccnegoBaHns

—000BpPOBOSbHOE cornacue nauneHTa, NonyymnBLLEro BCHO HEODX0aUMY0 MHpopMaLMIO O Lendx, 3aga-
Yyax, MeTodax u pucKkax NnaHMpyemMoro KIMHUYeCKoro ncecnegoBaHms, Ha nobble Buabl AeUCTBUN, BMe-
LWaTenbCTB, MEAULMHCKMX MaHMNYNALMIA U Npoueayp, HEOOXOAMMbIX AN NPOBEAEHUS KINMHUYECKOro
nccnegoBaHus

—A06pOoBONbHOE YCTHOE UMM NMCbMEHHOE COrMnalleHne uccrnegoBaTens n naumeHTa, nony4YnBLLEro BCO
Heobxoaumyo MHpopMaLMIO O Lensax, 3agadax, MeTogax U puckax NiiaHMpyemoro KnMHUYECKOro nccne-
00BaHW4, NOATBEPXAAlOLLEee cornacue naumeHTa Ha ydactue B uccregoBaHnm HE3aBUCUMO OT BO3MOX-
HbIX PUCKOB TaKoro nccrnegoBaHnsg

WNccnepoBaTenb

—pmsnyeckoe nuuo, Hecylee OTBETCTBEHHOCTL 3a NPOBEAEHNE KIMHUYECKOrO UCCreaoBaHus B Uccne-
[0BaTENbCKOM LiEHTpEe

—Bpay, NPUHNMaIOLLMIA y4acTue B fIeYEeHUM NauneHTa, y4acTBYOLLEro B KIMHUYECKOM UCCnesoBaHMm
—Bpay UM MHON MeOULNHCKUA pabOTHUK, y4acTBYOLMIA B NPOBEAEHUN KITMHUYECKOro UCCNEeAOoBaHNS B
nccnegoBaTenibCKOM LIEHTPE UK OOKITMHMYECKOro UccneqoBaHus

—COTPYAHWK, y4aCTBYIOLNA B NPOBEAEHMN KITMHUYECKOTO U AOKIMHUYECKOro nccrnenoBaHums
McecnepoBatenbCkuii LEHTP

—hakTnyeckoe MeCTo NpoBEeAEHNS KIMMHNYECKOTO NCCeaoBaHmWs

—noboe mecTo/yupexaeHme/opraHmsaums ans npoBeaeHns KNMHNYEeCKOro nccrieaoBaHms

—nto6oe mecTo/yupexaeHne/opraHnsauns ansg npoBeaeHns JOKNMHUYECKOro nccnegoBaHus
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—nto6on MEANLMHCKUI LEeHTP, NPUrogHbI A4Nst NPOBEeAEHUSA AOKITMHUYECKMX UMK KITMHUYECKMX Uccneno-
BaHWin

Ncecnenyembli NpoayKT (NEeKapCTBEHHbIN Npenapar)

—nekapcTBeHHas popma akTMBHOrO BellecTsa unu nnauebo, nsyvyaemas unu ncnonb3yemas Ans KOoH-
TpOn4d B KIIMHUYECKOM UCCreaoBaHNN, B TOM YMCNe 3aperncTpupoBaHHbIA NekapCTBEHHbIM NPOAYKT (ne-
KapCTBEHHbIM npenaparT) B criyyae, ecniv cnocob ero npMMeHeHNs OTNMyaeTcs OT YTBEPXKOEHHOro, a
TaKke Npu ero NCnonb30BaHMM NO HOBOMY MOKa3aHUIO UKW AN NOny4YeHnsa AOMNOMHUTENbHOW MHopMa-
LMK NO YTBEPXKAEHHOMY NOKa3aHWIo

—neKkapCcTBEHHOE BELLEeCTBO, BNepsble nccrnegyemoe Ans nocnenyowero MeanumHCKoro npuMeHeHns
—IeKapCTBEHHbIN Npenapart NPoMbILLIIEHHOro NPOM3BOACTBA, N3yYaeMblil Ha NpeaMeT 3P EKTUBHOCTH
B KITMHWUYECKON NPaKTUKE Npu NPUMMEHEHUN ANA NeYeHns onpeaeneHHoro 3abonesaHms

KnuHunyeckoe ucnblTaHne/uccnegoBaHve

—noboe ncecnegoBaHme, NPoOBOAUMOE C y4acTUEM YernoBeKa B KayecTBe CybbekTa NS BbIABAEHUS Unn
NOATBEPKAEHUSA KITMHUYECKMX U/UNn dhapmakonormyeckmx apekToB nccnegyembix NpoayKToB u/mnm
BbISIBIIEHUS HEXENaTenbHbIX peakumii Ha uccrnegyemMble NPoaYyKThl, /UMK U3y4eHUs X BCaCblBaHWUS,
pacnpegenexus, metabonuama v BbIBEAEHUS C LeNblo OLEeHUTb X 6e30nacHOCTb u/unm addekTms-
HOCTb

—ntoboe ncecnegoBaHme, NPoBoAMMOE Mo oueHKe ahhekTUBHOCTM U 6e30MacHOCTM NeKapCTBEHHbIX Npe-
napaToB B KITMHWYECKON NpaKTuke

—nto6oe ncnbiTaHne 3PPEKTUBHOCTU N 6€30NacHOCTU NeKkapCTBEHHbLIX NpenapaTos, NPOBOAMMOE C y4a-
CTMEeM YenoBeka B Ka4yecTBe CyObekTa B KNMMHMYECKNX BONbHMLAX UK APYrMX yYpeXaeHusax 3apaBo-
OXpaHeHus

KoHTpakTHas nccnegoBaTenbckasi opraHMsaumns

—pum3nyeckoe NnuUo Unun opraHm3auns (Kommepyeckas, Hay4yHo-uccnegoBartenbckas unv nHas), kotopas
B paMKax 4OroBopa Co CMOHCOPOM BbIMOSHAET oAaHy nnun 6onee 13 ero o6s13aHHOCTEN N PDYHKLMI, CBS-
3aHHbIX C NPOBEAEHNEM KITMHWUYECKOrO UccnegoBaHns

—ntobasi opraHnsaums, 3aknodmMBLIAs KOHTPaKT C OpPraHM3aTopoM MUCCregoBaHUA

—pmsnyeckoe NnLo nUnNu opraHn3aums, CBs3aHHble C NPoOBeAEHNEM KITMHUYECKOTO UccnegoBaHns Hanu-
4Ynmem KOHTpakTa (goroeopa)

KoHTponb KadecTBa

—MeTOAbl N Mepbl, ABNSAOLLMECS YaCTbo CUCTEMbI 0becnevyeHns kadecTsa U UCnonb3yemMble A58 Npo-
BEPKM COOTBETCTBUS BbINOMHAEMbIX NPU NPOBEAEHUN UCCNefoBaHUA npouenyp npeabsBnseMbiM Tpe-
6oBaHMAM K UX Ka4yecTBy

—MeTOoAbl U cpeacTBa NpefHa3HaYeHHble AN OLEHKM Ka4eCTBEHHOCTU U3y4aeMoro B KIMHUYECKOM UC-
cnefoBaHUK NeKapCTBEHHOMO npenaparta

KoHdmaeHumanbHoCTb

—COXpaHeHMe B TarHe OT HEYNOSTHOMOYEHHbIX L, MHCpopMaLmK, NpUHaanexaLlen CnoHCopy, U nH-
dopmaumn, No3sonsoLLen naeHTudrumnposaTtb cybbekTa nccrneaoBaHms

—COXpaHeHMe TalrHbl O NIMYHBIX CBEAEHUSIX, KacaloLUXcs nccnegoBarenen n CNoHCOPOB UCCNEA0BaHMUS
—COXpaHeHne TanHbl MHpopMaLmK, NO3BONSIOLEN nAeHTMdULMPOBaTb CybbekTa nccrnegoBaHus

Ons uccnegosaTenemn

MHoroueHTpoBOE KNMHNYECKOE nccrnegoBaHme

—KIMHUYeCKoe uccrnegoBaHue, NpoBoANMOeE No eaMHOMY NpoTokony 6onee Yem B OAHOM MccregoBa-
TEeNbCKOM LEeHTpe U1, 3HauuT, 6onee yem ogHUM nuccnegosartenem

—KNMHNYECKOe nccrnegosaHme, NPOBOAMMOE B NOBbLIX HECKOMBbKUX UM MHOMMX MCCIeaoBaTENbCKMX LieH-
Tpax

— KIMHUYeCKoe uccrneaoBaHne, NpoOBOANMOE B LIEHTPanbHbIX KNMMHUYECKUX MEeONLMHCKUX YYpeXaeHNsX
MoHUTOPUHI

—0eATeNbHOCTb, 3aKMYaloLLascs B KOHTPOSE 3a XO40M KITMHUYECKOro nccnenosanund, obecnedeHmm
ero nposefeHusi, cbopa gaHHbIX 1 NpeacTaBnNeHnst pe3ynbTaToB B COOTBETCTBMM C NPOTOKOSIOM, CTaH-
AapTHLIMX ONepaLMOHHbIMY NpoueaypamMm, Hagnexallen KNMHUYECKON NPakTUKOM U HOPMaTUBHBIMN
TpeboBaHmsMHK

—0eATeNnbHOCTb MO KOHTPOIO 3a XO40M MPOBELEHUS KITMHUYECKOrO UccnegoBaHns

Hapgnexawas knuHunyeckasa npaktuka (Good Clinical Practice; GCP)

—CTaH4apT NNaHMPOBaHUSA, opraHn3auun, NPoBeAEHNS, MOHUTOPUHIa, ayauTa, AOKYMEHTMPOBAHUA Kin-
HUYECKNX UCCIeA0BaHMI, a TaKkke aHanu3a u NpeacTaBreHns nx pesynbTaToB, CryXallnin rapaHTuemn
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AOCTOBEPHOCTU N TOMHOCTM MOMYYEHHbIX AaHHbLIX U NPEeACTaBMNEHHbIX Pe3ynbTaToB, a Takke obecneyn-
BalOLWMN 3aMTy Npas, 300POBbS N KOHPUAEHUMANBHOCTU CYOHLEKTOB UCCeaoBaHNS

—KIMHUYeCcKas npakTuka, opraHM3oBaHHas Hagnexaiimm obpasom corracHo ycTaHOBNEHHbIM TpeboBa-
HUSIM HOPMaTMBHbIX AOKYMeHTOB B P®

—KIMHUYeCKasn NpakTuka, opraHM3oBaHHasa Haanexawmm obpasom

HexxenaTtenbHas peakums OTHOCUTENbHO NPpeaperncTpaumoHHOro KIMHUYECKOro NpUMeHeHNss HOBOro
nekapcTBEHHOro npenapara

—BCE HeraTuBHblE peakunmn, CBA3aHHbIE C NPpUMEHeHeM Nobor 403bl NEKAPCTBEHHOIO NPOAYKTa, TO
€CTb B Cfly4ae ecnu CyLecTByeT XOTa 6bl MMHMMarnbHasa BO3MOXHOCTb Hanmunsi NPUYMHHO-CNeaCTBEH-
HOW CBA3N MexAy NekapCTBEHHbIM NPOAYKTOM U HexernaTeNbHbIM SBeHVeM, T.€. B3auMOCBS3b He UC-
KntoyeHa

—ntobble HexenaTenbHble U/Mnu BpeaHble 3PdEKTbI JOCTOBEPHO CBA3AHHbIE C MPUMEHEHNEM HOBOTO
n3y4aeMoro nekapCTBEHHOro npenapara

—Bce noboyHble achdekTbl IeKapCTBEHHOrO Npenapara

HexenaTenbHasa peakuns Ans saperncTpMpoBaHHbIX JIEKAaPCTBEHHLIX NpenapaToB

—0O3Ha4aeT BCe HeraTuBHbIE peakLmK, CBA3aHHbIe C MPUMEHEHNEM NeKapCTBEHHOro npenapaTa B 0bbly-
HbIX 033X, NCNOMb3yeMbIX ANs NPOMUNaKTUKKA, AMarHOCTUKM UK fiedeHns 3abonesaHun, a Takke ons
n3mMeHeH1s PU3nonormyeckux QyHKLUmm

—ntobble HexxenaTenbHble U/Mnu BpeaHble 3PdEKTbI JOCTOBEPHO CBA3aHHbIE C MPUMEHEHNEM HOBOTO
N3y4aeMoro nekapCTBEHHOro npenapara

—BCe NoboYHble ahheKkTbl NekapCTBEHHOrO Npenapara

HexenaTenbHoe ABneHune

—nto60e BbISIBIIEHHOE Y NauneHTa nnm cybbekTa KNMMHMYECKOro nccnegoBaHns nocne npuMeHeHns ne-
KapCTBEHHOro npoaykra HebnaronpusiTHoe ¢ MeQULMHCKOW TOYKM 3peHnst COBbITUe, KOTOPOE MOXET U He
UMETb NPUYNHHO-CNEOCTBEHHON CBA3U C €ro NPUMEHEHNEM

—ntobble HexenaTenbHble U/Mnu BpeaHble 3dEKTbI JOCTOBEPHO CBSA3aHHbIE C MPUMEHEHNEM HOBOTO
N3y4aeMoro fekapCTBEHHOro npenapara

—BCe NoboyHble ahpeKkTbl NekapCTBEHHOrO Npenapara

—BCe ToKcudeckmne addheKTbl NekapCTBEHHOrO npenapaTta

—BC€ He3annaHMpoBaHHbIE COMMIaCHO MHCTPYKLMU NO MEANLMHCKOMY NPUMEHEHUIO NNEKapCTBEHHOro npe-
napata agdeKThbl

HexxenaTtenbHoe siBNeHne MOXEeT NpeacTaBnsTb cobom

—nto6on HebnaronpUsTHbI CUMATOM, BKINOYas OTKIOHEeHWe nabopaTopHOro nokasaTens OT HOPMbI, Xa-
noby nnun 3abonesaHne, BpeMs BO3HUKHOBEHMWS KOTOPOrO HE UCKIYaeT NPUYMHHO-CNeaCTBEHHON
CBS3M C MPUMEHEHNEM NIEKAPCTBEHHOMO (MCCneayemoro) nNpoaykra BHE 3aBUCMMOCTM OT Hanuyus nunu
OTCYTCTBUSA TaKOW CBA3MU

—ntobble HexenaTenbHble U/Mnu BpeaHble 3PdEKTbI JOCTOBEPHO CBA3AHHbIE C MPUMEHEHNEM HOBOO
n3y4yaemMoro fiekapCTBEHHOro npenapaTta

—BCe He3anfaHUPOBaHHbLIE COrMAacHO MHCTPYKLUN MO MeOULMHCKOMY MPUMEHEHMIO NEKapCTBEHHOMO npe-
napata addeKTbl, HEeraTMBHO CKa3blBalOLLMECH Ha 300POBbE NaLmeHTa

—BCe TOKCUYeckne addeKTbI IEKapCTBEHHOroO NpenapaTa

HesaBnCUMBbIN 3TUYECKUIA KOMUTET

—HEe3aBNCUMBbI OpraH (3KCMEPTHbIA COBET UM KOMUTET, AENCTBYIOLLMI HA YPOBHE OpraHu3aLmmn, permno-
HanNbHOM, HAUVOHANbHOM UIN MEXAYHAaPOAHOM YPOBHE), COCTOALLMA U3 MEANLMHCKMX PAaBOTHUKOB, a
TaKke nuu, He UMEIOLLMX OTHOLLEHUS K MeauUMHeE, KOTOPbIN obecneynBaeT 3awmTy npas, 6e30nacHoOCTH
n Gnaronony4ymsi CyGbLeKTOB UCCNeAoBaHWS M BbICTyNnaeT aAngd obliectsa rapaHTOM Takon 3almTbl, B
YaCTHOCTM NyTEeM pacCMOTpPeEHUs, yTBepXaeHna/oqobpeHns npoTokona nccrneaoBaHns, kKaHanaatyp Uc-
cneposaTenen, UCcrneaoBaTenbCKMX LEHTPOB, a Takke MaTepuanos U METOL4OB, KOTOpble Npeanonara-
€TCs UCMONb30BaTh 415 NOMYYEHUS U AOKYMEHTUPOBAHNA NHOOPMUPOBAHHOIO cornacusa cyobLekToB Uc-
cnepoBaHns

—3TMYECKUI KOMUTET, HE3aBUCUMbIN OT UccregoBaTenen

—3TUYECKUIN KOMUTET, HE3AaBMCUMbIN OT CIOHCOpAa NccrnegoBaHns

HesanHTepecoBaHHbIN CBMAETEND

—pmsnyeckoe NnLO, HENPUYACTHOE K NPOBEAEHUIO KITMHUYECKOro nccnegoBaHnd, Ha KOTopoe He MoryT
oKasaTb AaBfieHne y4aCTHUKN KIMMHUYECKOro nccrneaoBaHns 1 KOTOpoe B Criyvae, ecnu cybbekT nccne-
O0BaHNA NN ero 3aKOHHLIN NPeaCTaBUTENb HE YMEET UMM HE MOXET YMTaTb, MPUCYTCTBYET BO BpeEMS
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nonyyYeHs HPOPMMPOBAHHOIO COrMNacus, a Takke 3a4nTbliBaeT TEKCT MHADOPMUPOBAHHOIO cornacus un
nobble Apyrue npegoctaBnsemMble CybbekTy nccnefoBaHus NUCbMEHHbIe MaTepuansi

—CBUAETENb KOTOPbI MOXET NOATBEPAUTb BpeaHble ahdekTbl JOCTOBEPHO CBA3AHHbIE C MPUMEHEHUEM
HOBOrO M3y4aeMoro fiekapCTBEHHOro npenapara

—(hunsmyeckoe nNuLo, KOTOpoe MOXET BbICTYNUTb Ha Cyae B MHTepecax CybbekTa, NnocTpaaasLLero npu
npoBeaeHNN KIMHNYECKOro nccneaoBaHnsa nekapcTBEHHOMo npenapara

[oknuHnyeckne nccnegoBaHus

—bromeanumHCcKne nccnefoBaHus, nposoanmMble 6e3 yyacTmsa yenoBeka B kadyecTBe cybbekTa
—ncenenoBaHns, NPOBoOAUMbIE B MOOLIX YUPEXOEHUSIX N OpraHn3aumsx, He KBanmuumpyemblx Kak LeH-
TPbl KNMMHUYECKUX UCCrefoBaHnmn

—MccneaoBaHus, NPoOBOANMbIE NO BPEMEHU Nepes NpoBegeHneM KIMHUYECKUX UCCneaoBaHni, TO eCTb
npegLuiecTsyoLmne um

OtyeTt 06 ayaute

—MUCbMEHHOE 3akmi4eHne aygmuTopa CroHcopa O pesynbTatax ayauta

—ntoboe NMCbMEHHOE U NHOE 3akIioYeHne 0 NPoOBEeAEHHON NPOBEPKe UCCNeaoBaTenbCKOro LeHTpa,
NpoBOASALLEro KINMHUYECKNe Unn AOKIMHUYECKME uccneoaBaHus

—KpaTKue OOKyMeHTanbHO oOopMIIEHHbIE BbIBOAbI O pe3yrnbTaTtax ayanta

OTYeT O KNMHNYECKOM UCNbITaHUM/UCCneaoBaHUN

—OT4YeT B NCbMEHHON hopme, NpeacTaBnsaoLwmnin cobomn onmcaHne KNMHUYECKoro ncnbltaHmusa/uceneno-
BaHMS Kakoro-rnmbo TepaneBTUYecKoro, NPogmnakTmyeckoro Unmn AnarHoCTU4YeCcKoro cpeacTaa C yya-
CTUEeM yenoBeka B kavyecTBe CybbekTa, 00 beaAnHALWNIA KITMHUYECKOE U CTaTUCTUYECKOE ONUCaHus,
npeacTaBneHne JaHHbIX U X aHanua

—KpaTKMe OOKyMeHTanbHO OhOPMIIEHHbIE BbIBOAbI O pe3yrbTaTtax KMMHUYECKOro UcnbltTaHus/mceneno-
BaHMWSA

—NUCbMEHHOE 3aKMYeHne nccnegoBartens o pesynbTartax KNMHUYECKOro UCNbiTaHns/uccrnegoBaHns
MepBnYHaa AOKYMEHTaUMsA BKOYaeT

—ncTopumn 6onesHn, ambynaTopHble KapTbl, TabopaTOpPHbIE 3anncK, 3aMeTKN, LHEBHUKN CYObEKTOB UC-
crneaoBaHUs, BOMPOCHUKK, XXypHanbl Bbiga4yM MeAMKaMeHTOB, 3anncn aBToMaTUYeCKMX YCTPOMCTB, BEpPU-
bULMPOBAHHbIE 1 3aBEPEHHbIE KOMUM UM BbIMUCKA, MUKPOULLIK, POTOHEraTUBbI, MUKPOMIIEHKN Unn
MarHUTHblE HOCUTENW, PEHTTEHOBCKNE CHUMKM, NtoOble 3anncu, OTHOCALLMECS K NaLMeHTy, B TOM Yncrne
XpaHsilwmeca B anteke, nabopatopusax n oTAeNneHUsaX MHCTPYMEHTarnbHOM ANarHOCTUKN, UCMOMb3yeMbIX
B KITMHNYECKOM MCCneaoBaHmm)

—ntobble UCXOAHbIE MeOULNHCKME AOKYMEHTbI, AaHHbIE U 3anucu

—nto0Oble OpUrMHarbl U KON AOKYMEHTOB: UCTOpMK ©one3Hn, ambynaTopHble KapTbl, TabopaTopHble
3anuncu, 3ameTku, JHEBHUKN CYOBHEKTOB UCCNeAOBaHNS, BOMPOCHMKN, XypHanbl BblAa4yn MegMKamMmeHTOoB,
3anncu aBTOMaTU4eCKMX YCTPOUCTB, BEpUDMLMPOBAHHbIE N 3aBEPEHHbIE KOMUW U BbIMUCKX, MUKPO-
duwmn, poToHeraTnBbl, MMKPOMNSEHKM UM MarHUTHbIE HOCUTENWN, PEHTTEHOBCKNE CHUMKMN

CepbesHoe HexenaTtenbHoe siBNeHne U/unu cepbesHas HexenarenbHas peakums

—ntoboe HebnaronpusiTHoe MeauLUMHCKOe CoBbITME, KOTOPOE BHE 3aBUCUMOCTM OT A03bl NEKapCTBEHHOTO
npenapaTta npuBerso K CMepTu, NpeacTaBnseT cobon yrpo3y Ans xusHu, TpebyeT rocnutanusauumn nnm
ee NpoAneHns, NpMBENo K CTOMKON U 3HAaYNTENbHON HETPYAOCNOCOBHOCTM UM MHBANMAHOCTU, Npea-
cTaBnsieT cobon BPOXAEHHYIO aHOManuio nnu aed ekt poxaeHns

—ntoboe HebnaronpusiTHoe MeaAnLMHCKOE COObITUE KOTOPOE NPUBENO K CMEPTU NaLMeHTa

—ntoboe HebnaronpusTHoe MeanunHCKoe cobbiThe, KOTOPOE BHE 3aBUCMMOCTM OT 403bl NpeacTaBnsaeT
cobou yrposy Ans XU3HW naumeHTa

—noboe HebnaronpusiTHoe MeauUMHCKOe cobbiThe, KoTopoe TpebyeT rocnuTanusauny unu ee npoane-
HUS

—ntoboe cepbe3Hoe HebnaronpusaTHoe MeauUMHCKOe COBbITUE, KOTOPOE NPUBENO K CTONKOM UMW 3Ha4u-
TENbHOW HETPYAO0CNOCOBHOCTM MM NHBANMAHOCTU NauueHTa

CnoHcop

—(pm3nyeckoe unu puanyeckoe nNuuo, SBNALLIEECS MHULNATOPOM KITMHUYECKOro UCCNEeAOBaHNA U He-
cyllee OTBETCTBEHHOCTb 3a €ro opraHnsaumio n/unu prHaHcMpoBaHme

—3anHTepecoBaHHas CTOPOHa, onnadvBaroLas NpoBeaeHe OKITMHUYECKMX U KITMHUYECKUX UCcCneaoBa-
HW NeKkapCcTBEHHbIX NpenapaToB

—KOMMepYecKasa koMnaHus, oUHaHcupyoLwasa Tpya Bpaden-uccnegosatenen n onnavmearoLlas yyactume
B MCCMNe40oBaHUN NauneHToB

CraHgapTHble onepaumoHHble nNpoLleaypbl

17



—noApO6HbIE MMCbMEHHbIE UHCTPYKLNW, NpegHa3HaYeHHble Ana JOCTUXKEHUS eguHoobpasnst npu ocy-
LEeCTBNEHNM onpeaeneHHon AeaTenbHOCTH

—ntobble cTaHaapTHbIE onepawmm 1 NpoLeaypbl, OCyLLecTBNseMble Npu NPOBEAEHUN KIMNHUYECKUX NN
OOKIMUHUYECKNX NCCITEA0BAHUI NEKAPCTBEHHbIX NpenapaToB

—ntobble XMpypruyeckme onepaumm, CTaHgapTHO OCYLLIECTBsiEMble NPY NPOBEAEHUN KIMMHUYECKUX UC-
cnefoBaHUN NeKapCTBEHHbIX NpenapaToB

CyObekT uccnegoBaHus

—pmsnyeckoe nNnuo, ydacTeyroLlee B KNMHUYECKOM UCCNefOoBaHUU B COCTaBe rpynnbl, nonyyaroLlen nc-
crnegyembli npenapar, Mo B COCTaBe KOHTPOSbHOW rpynnbl

—ntoboK CyOBHEKT, y4acTBYIOLNIA B KNMMHUYECKOM UCCNeLOBaHUN

—MauneHT, Nony4yarLnin neYyeHne nydaemMbiM fNekapcTBEHHbIM NpenapaToM npu NpoBeaeHUN KIMHuYe-
CKUX nccrnegoBaHnn

K ysi3BUMbIM cyObekTam MccreaoBaHmsi MOryT OTHOCUTBCS TakMe HUXKECTOSILLME YNeHbl nepapXn4ecKkmnx
CTPYKTYpP Kak

—yyalmnecs BbICLUNX N CPEOHNX MEOULMHCKMNX, hapMaLeBTUYECKMX U CTOMATONOrMYeCcKknX y4ebHbix 3a-
BEOEHUN, MagWwnin nepcoHan KIMH1K u nabopartopun, cnyxawume apmaueBTUYECKUX KOMMAHWU, BOEH-
HOCMy>XaLlme 1 3aKIH0YEHHbIE

—BCe N0AN, He OTHOCALLMECH K PYKOBOAUTENAM U NPeaCcTaBUTENSIM BNACTHLIX CTPYKTYP

—ntoan 6e3 onpeaeneHHoro MecTa XUTenbcTea, 6€340MHbIe, anKOoronMku U HapKOMaHsbI

K ysi3BUMbIM cyObekTam uccreaoBaHnsi OTHOCATCS

—bonbHble, CTpagaloLwmne HemsneynmbiMmn 3abonesaHnsiMm, nNuua, HaxogaLmMecsa B JOMax No yxoay, Hu-
e n 6e3paboTHble, NALUNEHTbI, HAXOASLINECS B HEOTNIOXHOM COCTOSIHMM, NpeacTaBUTENN HaLMOHanb-
HbIX MEHBLUNHCTB, 6€300MHbIE, KOYEBHMKWN, BEXKEHLIbI, HECOBEPLUEHHONETHUE U NMUA, Haxo4sLWmnecs
noA ornekowm unu nonevYnTenbLCTBOM, a Takke nuua, HecnocobHble AaTh cornacue

— NIOAM C HeYPaBHOBELLEHHOW NCUXUKOW, YA3BMMbIE K BHYLLEHUIO U BO3OENCTBUIO Bpaden, uccnegosaTte-
nen 1 MeauLUWHCKOro nepcoHana

—MNaumneHTbl, ya3BMMble B (DMHAHCOBOM MilaHe, FOTOBLIE COrMacuUTbCA Ha ydacTue B KNMMHUYECKOM nccne-
JOBaHNN N3 KOMMEPYECKNX COOBparkeHUN

ConoctaBbTe HOMEPA M Ha3BaHWS OCHOBHbLIX HOPMAaTMBHO-MPABOBbLIX AOKYMEHTOB B 06MacTy 3TUKM U
JEeOoHTONOrnn:

FOCT P NCO 14155-2014 KnuHunyeckmne nccnepoBanud. Hagnexawiasa Knm-
Hu4yeckas npaktuka (GCP)

323-93 "O6 ocHoBax oxpaHbl 300pOBbA rpaxaaH B Poc-
cunckon depepaummn’

38-93 «O pekname»

61-93 «O6 obpalleHnn nekapcTBEHHbIX CPEACTB»

2300-1-93 «O 3awuTe npae notpebuteneny

OCHOBHble MeXayHapoAHblIe HOPMATUBHO-NPAaBOBbIE AOKYMEHTbLI B 06M1aCTh 3TUKN U EOHTONOIMMN:
—HiopHb6eprckuin kogekc, 1947, XKeHesckas geknapaunda (BMA, 1948), Bceobliasa aeknapauusa o 61oa-
TuKke n npasax yenoseka (KOHECKO, 2005), XenbcuHckasa geknapaunsa (BMA, 1964), KoHseHuunsa o npa-
Bax yenoseka u 6uomeamumHe (Coseta EBponbl, 1997), «PykoBoacTBO MO Hagnexawen KinnmHUYecKom
npaktuke» (ICH GCP)

— HiopHbeprckun gorosop, 1947, XeHesckun npouecc (BMA, 1948), Bceobmin kogekc o 6rnoatuke u
npasax 4Yenoseka (KOHECKO, 2005), XenbcuHckasn koHdepeHumsa (BMA, 1964), [lorosBop o npaBax yerno-
Beka 1 buomeguumHe (Coseta EBponel, 1997), «PykoBoacTBo no mexayHapoaHow npaktuke» (ICH GCP)
— HiopH6eprckuin nakt, 1947, Xenesckun gorosop (BMA, 1948), Bceobuwasa geknapaums o 6MoaTuke u
npasax 4Yenoseka (KOHECKO, 2005), XenbcuHckas koHdpepeHuunsa (BMA, 1964), MaHudecT o npaBax
yenoseka n buomeanunHe (Coseta Esponel, 1997), «[upekTnBa no Hagnexawlen KNMHNYeCcKom npak-
Tnke» (ICH GCP)
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3agauu

3apgava 1.

N3yunTe npumep obpasua JOKYMEHTOB KIMHUYECKOrO MCCNefoBaHUA, NPeAoCTaBNsieMbIX nccnegosare-
namu (MHpopmaumsa onst NaumMeHToB).

UHopmayus Ons nauueHma
0 uccriedosaHuu «Pa3spabomka H08020 Memoda OuacHOCMUKU OHKOI02UYECKUX 3aboriesa-
HuUl Ha 0CHOBe 2apMOHU3aUuu OaHHbIX 8bICOKOMPOU380OUMEIbHO20 CEKBEHUPOBaHUS U bern-
Ko8bIX Yuriog ¢ obpamHoul ¢ha3oli».

Llenbto uccriedosaHusi si8riiemcsi 8bisie/ieHUe MOJEKYIISPHO-2eHemuyeckux buomapkepos paseumusi
paka rnoyku U MOJIo4YHOU XKesesbl, a makxe paspabomka HO8bIX Memodudeckux nodxodo8 aHanusa mo-
YeyHbIX Mymauuli 8 KITo4e8bIX OHKO2EHax C y4emoM 8bISIBIIEHHbIX 8 3KCriepuMeHmax e3aumodelicmeauti
C USMEeHEeHUsIMU rpomeomMa pakoeou Kriemku.
B Hacmosiwee spems sisrisemcs obwienpu3HaHHbIM, 4mo pak — amo 6onesHb 2eHoma. [feHemuyeckue
HapyweHus, ekoYarwue 8 cebsi rnonHyr ympamy unu yMeHbuweHue yHKUUOHaIbHOU akmueHocmu
KI1ro4e8bIX 2eHO8, OMBEMCMBEHHbIX 3a pernapauyuto rnospexoeHHol [JHK, nubo eeHos, omeemcmeeHHbIX
3a 3NUMUHaUUI0 KIemok € rnospexoeHHbIM 2eHOMOM, a makKxe akmueauyusi OHKO2eHO08, S18I1S1I0MCS KIlto-
4yesbIM MOMEHMOM Orlyxosesol mpaHcghopmayuu — nepeo2o amara rnamozaeHesa oryxos1eeo020 pocma.
OCHOBHbIM MexaHU3MOM OaHHbIX HapyweHul S6somcss Mymauuu, m.e. Heobpamumblie USMEHEHUS HyK-
neomudHou nocnedosamernsHocmu [JHK, uckaxarouwue ee uHghopmayluoHHOe codepxkaHue u/unu peay-
JIAMOPHbIE XapakmepucmuKu.
... OHKOMpOMeoMuUKa Moxem rpusecmu K pegosroyuu 8 obrnacmu duazHOCMUKU U CKPUHUH2a pakKa...
paspabambigaeMbie rpomMeoMHbIe MexXHOI02UU MOXHO UCMOoMb308ambe 8 Kadecmee OOMOIHEHUS K 2u-
cmonamornoauu. Kpome moz2o, ucrnosib308aHue HeCKOIbKUX MPOMeEOMHbIX U 2eHOMHbIX buomapKkepos, a
He 00HO020 2eHa unu berika, MoXem 3Ha4YumesibHO yry4wume OUagHOCMUYECKY0 mMOYHOCMb U MO8bI-
cumb MPO2HO3UPYOWYHK crocobHocmb, Komopas Moxem obecriedums adekeamHbili MOHUMOPUH2 Om-
8ema Ha Jieq4eHue U MOoXem cmame 8a)KHOU 8eX0U Ha rMymu K repCcoHau3upo8aHHol MedUUUHbI.
B kayecmee obbekma uccriedogaHusi 8bicmyrnatom obpa3sybl onepayuoHHO20 Mamepuana om nayueH-
moe ¢ pakoM MOJIOYHOU Xernesbl Uiu pakoM noyku. buomamepuan nocmynaem K uccredogamersio 8
o0be3u4eHHOM U 3auwiugposaHHOM sude.
UccnedosaHue u 3abop ornepauyuoHHO20 Mamepuara u Kpogu rnauueHma sierisiemcs obsi3ameribHoU rpo-
uedypol rnpu xupypau4yecKkom eMmeuiameriscmee, 8 C853U C YeM, Or1s1 rIposedeHuUs uccriedosaHusi He mpe-
byemcs e3aumodelicmeusi ¢ nayueHmMom unu GornosHUmenbHo20 cbopa buomamepuana. Paspabamei-
saeMbIli Memod HarpaesrieH Ha NMosbiuEHUE Kadecmaea OuasHOCMUYECKUX, NIe4EebHbIX U rpogunakmuye-
CKUX MaHunynsayul u rnoHUMaHue amuorsioauu u namoeeHe3a 3abosesaHus.
LaHHoe uccrnedosaHue cocmoum u3 08yX OCHOBHbIX HarnpasneHul. lNepebim s8115emcs aHanu3 eeHoma
MemoOOM CeK8eHUpPOB8aHUS criedyrou,e20 rnoKOMeHUs C Uerbio OOHapyXeHUsI OMKIOHEHUU 2eHoMa pPaKko-
80U K/iemKu om HopMaslbHO20 COCMOSIHUS. BmopbiM KOMIMOHEHMOB S18/15€MCS aHanu3 u3MeHeHul ypoes-
Hel akcripeccuu 6enkos, npoucxoldsawux e pakoeol knemke. MockonbKy akcripeccusi 6enka Hernocped-
CMeeHHO cesi3aHa ¢ uameHeHusIMu 8 [JJHK knemku, o8Ho8peMeHHbIl aHanu3 eeHomMa U rpomeoma rno3eo-
Ji5em ycmaHo8UmMb, Kakue 2eHOMHbIe aHOMaruu oka3bigarom Haubosibwee enusiHue Ha yHKUUOHa b-
HOEe COCMOsiHUEe KIiemKu, Komopoe orpedesisemcs UMEHHO 3Kcripeccuel U akmugHocmbio berika.

Mpoananuanpynte cooTBeTcTBUE Npumepa «NHpopmaumm ana naumeHtoB» TpebosBaHuam. Pesynbtar
CTPYKTYPUPYNTE B BUAE CNMCKA, rAe AN KaXaoro NyHKTa cCHavana ykasbiBaeTcsi Tpebyemasi uHdopmaums
(cm. panee), n 3aTeMm 4Yepes TUpEe YKaXUTEe Hannume unm OTCyTCTBME MHGOPMaUUK, ee KavyecTBo, Npu
Heob6XoaNUMOCTN JONOMNHUTENbHBIE KOMMEHTapPUMN.
Hanpumep Tak:
1. HasBaHuWe uccrnegoBaHWUst — NPUCYTCTBYET
2. XapakTepucTuKa uenen n 3aagad uccrnegoBaHusi, ero NPpoAOMKUTENbHOCTbL — NPEACTaBNEHO YaCTUYHO
NHdopmaumsa ansg naumeHToB JOIMKHA cogepaTb Kak MUHUMYM Crneayolme CBeaeHNS:
1. HasBaHuWe nccrnefoBaHus — NPUCYTCTBYET/OTCYTCTBYET
2. XapakTepucCTuKka uenen n saagay uccrneaoBaHus, ero NpoAomKUTENbHOCTL — NPeACTaBeHO B
nosiHoMm o6beme /NpeacTaBneHo YacTUYHO/OTCYTCTBYET
3. XapakTepucTuka npeameTa uccrnenoBaHus (Hanpumep, NeKapCTBEHHOro cpeacTaa), MexaHM3ma
ero 4encTBus, CBOUCTB U T.4. — NpeacTaBneHo B NOSTHOM ob6beme /npeacTaBneHo YacTUYHO/OT-
cyTCcTBYET
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8.

9.

CXema uUccrneaoBaHusi, BEPOSTHOCTb NonagaHnst UCNbITYEMOro B KOHTPOSbHYHO rpynny — yKa-
3aHbl/He yKa3aHbl

BO3MOXHas Nonb3a OT y4acTusi B UCCeAoBaHMN — NpeacTaBneHo B NoNIHOM obbeme /npeacras-
NEHO YaCTUYHO/OTCYTCTBYET

pUcK (OCNOXHEHUS, NOB6oYHbIE 3P EKTLI), CBA3AHHbIN C UCCrEeLOBaHNEM

AOMONHUTENbHAs Harpyska No CPaBHEHMUIO C TPAOULMOHHOW Tepanuen (HanpumMep, 3a cYeT o-
NONMHUTENbHbBIX METOAOB UCCNEAOBaHNSA) — NPEACTAaBNEHO B NOMHOM obbeme /npeacTaBneHo Ya-
CTMYHO/OTCYTCTBYET

0653aHHOCTM NaumneHTa B Xo4e nccrnegoBaHnsi, He0b6xoaMMOCTb OTKa3a OT MCMONb30BaHUA Apy-
MMX NeKapCTBEHHbIX CPEACTB, HEKOTOPbIX NULLEBBLIX NMPOAYKTOB U Ap. — NPeACTaBMNEHO B NOSHOM
ob6beme /npefcTaBrieHo YacTUYHO/OTCYTCTBYET

npu HeobxogmmocTh (He obsizaTenbHO) 6onee nogpobHO OCBETUTL y4acTue B UCcrnenoBaHum ge-
Ten, 6epeMeHHbIX N KOPMSALLMX MaTepen, PUCKOB ANs HUX, AN nnoga npucyTCTByeT/oTCyTCTBYET
KOHTaKTHble agpeca 1 TenedoHbl, NO KOTOPbIM MNALUMEHT MOXET NOMNYYNTb AOMOSNTHUTENBHYH UH-
dhopmaunto — NpUCYTCTBYET/OTCYTCTBYET

10. nudopmauus 0 KoHPMAEHUNANBHOCTN CBEAEHWI O NAUMEHTE — NMPUCYTCTBYET/OTCYTCTBYET

OTarnoH oTeeTa
Mpumep «MHDopmMauumn 4na naumeHToB» COOTBETCTBYET TpebOBaHMAM YaCTUYHO.

1.
2.

3.

8.

9.

Ha3BaHWe nccrnegoBaHns — NPUCyTCTBYET

XapakTepucTmka Luenen n 3aagay uccneaoBaHus, ero NpoAomKNTENbHOCTb — NPeACTaBeHO Ya-
CTMYHO, HET 3aay uccneaoBaHusl, OTCYTCTBYET NPOLOIDKUTENBbHOCTD

XapakTepucTvka npeameTta uccrnegoBaHus (Hanpumep, NekapCTBEHHOro cpeacTaa), MexaHu3ma
€ro AencTBus, CBOMCTB U T.4. — NPEeACTaBEHO0 YacTUYHO

CXema nccrnefoBaHusi, BEPOSTHOCTb NonagaHns UCMbITYEMOro B KOHTPOSbHYIO Fpynny —He yka-
3aHbl

BO3MOXHas nosb3a OT y4acTus B UCCrnenoBaHum — npeacTaBneHo YacTUYHO

pUck (OCnoXHeHUs, No6o4vHbIE 3 EKTbI), CBA3AHHbIV C UCCreL0oBaHNEM

AONONHUTENbHAsA Harpyska no CpaBHEHMIO C TPaAMLMOHHON Tepanuen (HanpumMep, 3a c4eT fo-
NONHUTENbHBIX METOAOB UCCNEAOBaHUA) — OTCYTCTBYET

0683aHHOCTM NauneHTa B Xxo4e nccrnegoBaHnsi, He06XoaMMOCTb OTKa3a OT UCMONb30BaHUA Apy-
rMX NeKapCTBEHHbIX CPEACTB, HEKOTOPbIX NULLEBLIX MPOAYKTOB U Ap. — OTCYTCTBYET

npu HeobxoanmocTn (He o6a3aTenbHO) bonee NoApPOBGHO OCBETUTL ydacTue B UCCnenoBaHUK ge-
Ten, 6epeMeHHbIX U KOPMALLMX MaTepen, PUCKOB A8 HUX, ANS nnoga — OTCyTCTBYeT
KOHTaKTHble aapeca U TenedoHbl, N0 KOTOPbIM NALMEHT MOXET MNONY4YnTb LOMNOSTHUTENbHYHO UH-
dopmaumo — OTCyTCTBYET

10. nHdopmauusa o KoHPUAEHUNANLHOCTU CBeAEeHMI O NaLMeHTe — OTCYTCTBYeT

19.3.3. Tekywas atrectauma (NpoeKT)

XapakTtepuctuka npoekra

TeKyLLl,aﬂ arrectauuna nposoguTCA B q)opme noaroToBKM U nocnenyrou_l,elh 3allUNTbl NMPOEKTAa.

MpoekT npencTaenset coboil MpPakTUKO-OPUEHTMPOBAHHOE 3adaHue, npeaHasHadYeHHoe Ans

OLIEHKM TOTOBHOCTM OBOYy4aloLEerocs K y4acTuio B OpraHusaumu, npoBeaeHun, aHanmse u ogopmneHum
pe3ynbTaToB AOKMUHUYECKUX U KITUHUYECKUX UCCReAoBaHuin, B TOM YuUCre K NPOBEeAeHuto npoueanyp,
npeayCMOTPEHHbIX NMPU FOCYAAPCTBEHHONM perncTpaummn nekapcTBeHHbIX NpenapaTos.

MNpoekT npegnonaraet CaMOCTOATENIbHYIO UCCreaoBaTesibCKyo aHanmTn4eCcKyro pa60Ty CO cne-

umanbHOW nutepaTypon n npodeccruoHarnbHLIMKU pecypcamu.

[EEY

TeMbl npoekToB

. Pe3yﬂbTaTbI KITMHUYECKNX UCcrneaoBaHuin HOBOro NIeKapCTBEHHOro npenaparta and nevyeHus oonesHu

Anburenmepa.

A WN

. PesynbTaTbl KNMMHNYECKMX NCcnefoBaHU HOBOrO NeKapCTBEHHOro npenapaTta ang nevYeHns ankoro-
nn3ma.

. PesynbTaTtbl KNMMHMYECKMX NCCNEAOBaHNA HOBOIO TEKAapPCTBEHHOMO nNpenapaTta Ans neyeHuns 6onesHu
MapknHcoHa.

. PesynbTaTtbl KNIMHNYECKUX MCCNESOBaHMIN HOBOIO fIEKApPCTBEHHOMO Npenaparta Ans neyYyeHns paccesiH-

HOro CKkrnepoasa.
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5. PesynbTaTbl KNMHNYECKUX NCCreA0BaHNA HOBOIO NleKapCTBEHHOro npenapara u3 rpynnbl aHTuaenpec-
CaHThlI.
6. PesynbTaTbl KNUHMYECKNX UCCREeOBaHM HOBOMO JIEKapCTBEHHOrO npenapaTa 13 rpynnbl Herponen-
TUKWN.

7. Pe3ynbTaTbl KNMMHMYECKMX UCCIef0BaHWIA HOBOrO flekapCTBEHHOMO npenapara 13 rpynmnbl HOOTPOMbl.

8. PesynbTaThl KITIMHMYECKUX UCCeAoBaHWU HOBOIO NIeKapCTBEHHOMO npenapara 13 rpynnbl rmMnoTeH3uB-
Hble cpeacTBa.

9. Pe3ynbTaThl KNMHUYECKNX UCCNegOBaHMI HOBOrO flIeKapCTBEHHOro npenapaTa u3 rpynnbl aHTUaHrm-
HanbHble CcpeacTBa.

10. Pe3ynbTaTtbl KNMMHWYECKMX MCCNESOBAHMIN HOBOMO fIeKapCTBEHHOro npenapara u3 rpynnbl HOBbIX Me-
poparbHbIX aHTUKOArysnsiHTOB.

11. Pe3ynbTaTbl KNMHUYECKNX NCCNEeA0BaHNA HOBOMO NieKapCTBEHHOro npenaparta u3 rpynnbl ANYPETUKN.

12. Pe3ynbTaThbl KNMHUYECKNX UCCIEA0BaHNA HOBOIO fIekapCTBEHHOrO Npenapara u3 rpynnbl cnabutens-
Hble cpeacTBa.

13. PesynbTaThl KNMHWYECKMX UCCeLoBaHNIN HOBOIO fIEKapCTBEHHOIO Npenapara ans nevYeHns s3BeHHom
GonesHn xenyaka n ABeHagLaTUNEPCTHON KULLIKW.

14. Pe3ynbTaTtbl KIMHUYECKNX UCCNEAOBaHNA HOBOMO fieKapCTBEHHOro npenapara u3 rpynnbl UCTUHHBIX
aHTUBNOTUKOB.

15. PesynbTaTtbl KNIMHNYECKUX UCCNEe0BaHUN HOBOIO SIeKapCTBEHHOrO npenapaTa 13 rpynmnbl HOBbIX CUH-
TeTUYEeCKMX aHTUbaKTepuanbHbIX CPeaCTB.

16. Pe3ynbTaTtbl KNMHUYECKNX NCCEAOBaHNA HOBOMO fIeKapCTBEHHOIO nNpenapaTta U3 rpynnbl HOBbIX MPO-
TMBOrpMOKOBbLIX CPEACTB.

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

18. Pe3ynbTaTbl KNMUHUYECKNX UCCEeAOBaHMIA HOBOrO fieKapCTBEHHOrO npenapaTta u3 rpynnbl MOHOKMNO-
HanbHbIX aHTUTEN.

19. Pe3ynbTaTbl KNUHUYECKNX UCCIIeA0BaHMIA HOBOIO NIEKapCTBEHHOMO npenapara 13 rpynnsl NPoTUBOOMY-
XOneBble cpeacTsa.

20. PesynbTaTbl KNMUHUYECKNX UCCNEeSOBaHUI HOBOMO NeKapCTBEHHOro npenapaTa M3 rpynmnbl FOPMOHOB U
NX NPOU3BOAHbIX.

NocnepoBaTenbHOCTb BbINOJIHEHUA NPOEKTa
1. CchopmynupoBaTh Lenb, 3a4a4v U akTyarnbHOCTb TEMbI BbINOMHAEMOrO NPOEKTa COrfacHoO NpeasioxXeH-
HOW TeMe (TeMbl CM. BbILLE).
Llenb gomkHa oTpaxaTb 3agaHHY0 TeMy NpoeKTa, AorMKHa ObITb KpaTkon (He 6onee 3-5 CTPOK) U KOHKPET-
HORM.
3agaun npoekTa JOMKHbI BbITb COrNacoBaHbl C LeNbio NPOeKTa U OnucbiBaTb NOCHe40BaTENbHOCTb M/UMK
MEeTOA0NOrNI0 JOCTUXKEHUA Lenn, pekomeHayeTcs ccpopmynuposaTts 3-5 3agau.
AKTyanbHOCTb TeMbl AOMKHA ObITb KpaTkon (He B6onee 2 CTp.) U OTpaxaTb COBPEMEHHOE COCTOSIHUE U3Y-
Yaemon npobnemsbl, onucbiBaTb HEOBXOOANMMOCTb, BOCTpeboBaHHOCTL pa3paboTkm HoBbix J1I 3agaHHOM
hapMakoTepaneBTMYECKON rpynibl, B aHann3e cnegyer 0TpasuTb HegocTaTku cywecteytowmx J1IN 3agax-
HOW (bapMakoTepaneBTUYEeCKON rpynnbl, NOAXOAbl K YCTPAHEHUIO TakUX HEOQOCTaTKOB W/UNW nNpenmyLLe-
cTBa npegnaraemMblx HOBbIX J1I1.
2. CoctaBuTb KpaTkmmn 0630p nutepatypsbl (He 6onee 10-15 cTp.) no nssectHbiM J1I 3agaHHOM dhapmako-
TepaneBTUYECKON rpynnbl. N3BecTHble U TpaguumoHHble JITT 3agaHHOW rpynnbl NepevyncnnTb U KpaTko
oxapakTepusoBaTb, YOENMB OCHOBHOE BHMMAaHWE MX HegocTaTkaM M oTpuuaTeNnbHbIM XapakTepucTuka.
Oxapaktepun3oBaTtb Tornbko HoBble J11 3agaHHOM hapMakoTepaneBTUHECKOW TPynMbl, 3aperMcTpupoBaH-
HbIX B P® He nosgHee Yem 5-7 net Hasag, akUeHTMPOBaTbh UX MPENMYLLECTBA N NONOXUTENbHbIE Xapak-
TEPUCTUKMN B CPaABHUTENbHOM acnekTe no OTHOLWIEHMIO K TpaauumoHHbiM JII gaHHon rpynnel. Coenatb
npegBapuTenbHble BbiBOAbl O BOCTpeboBaHHOCTU pa3paboTkm HoBbIX JITT 3agaHHON hapmakoTepaneBTu-
4YeCKOoW rpynnebl.
3. Hantn nHgpopmaumio o pesynsratax KNMHUYECKUX UCCeqOBaHUI HOBOMO fIeKapCTBEHHOIO npenaparta
3agaHHon hapmakoTepaneBTudeckon rpynmnbl. icnonb3oBaTtb nobble JOCTOBEPHbIE UCTOYHMKU MHAOP-
MaLuMKn CO CCbISTKON Ha NePBOMCTOYHUK, B TOM Yncne HoBOCTU canToB Buaane, PINC, cant xypHana Bego-
MOCTM Hay4HOrO LieHTpa 3KCNepTu3bl CPeacTB MeaMUMHCKOro npumMmeHenuns http://journals.regmed.ru.
4. CocTaBuTb OTYET O pe3yribTatax KNMHUYECKNX MCCIIe40BaHUIN NeKkapCTBEHHOIO nNpenaparta no ndyyYeHumto
ero papmakoanHaMu4ecknx, UMMyHonorndecknx addeKkTos, MexaHnama encTeuns, ahPeKTUBHOCTH, No-
BGOYHbIX 4ENCTBUIN, OCOBEHHOCTEN B3aMMOAENCTBUSA C APYrMMM NEeKapCTBEHHbIMU nNpenapatamu. [ns co-
CTaBIEeHMS OTYEeTa UCMOMb30BaTb PEKOMEHOALMM AENCTBYIOWNX HOPMATMBHbIX OOKYMEHTOB BKMOYas
npuka3 Munsgpascoupassutng PO ot 23 Hosbps 2011 . N 1413H «O6 yTBepxaeHun Metoguyeckux pe-
KOMeHZauui No cogepxaHnio 1 ohopMneHnto HeobBXoaANMbIX AOKYMEHTOB, U3 KOTOPbIX hopmMupyeTca pe-
rMMCTpaUMOHHOE JOChE Ha NIEKAPCTBEHHbIN NpenapaTt And MeguUMHCKOro NpUMEHEHUS B LIEMSIX ero rocy-
OAapPCTBEHHOW perncrpaumm».
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PekomeHayeTcs oTpasunTb:

BbIOOp MonNynaAuumM  NauueHToB, MNPUHUMABLUMX y4vyacTMe B  KIIMHUYECKMX  UCCreoBaHMsaX
neKkapcTBEHHOro npenapara (gemorpadunyeckas xapaktepuctuka, ctagus 3abonesaHusi, BKIOYEHNE
B KITMHUYECKOoe nccrnenoBaHme Unn UCKIToMeHne U3 KNMHUYECKOro MccrnegoBaHus AeTen U NoXUnbix
nauneHToB);

NPOAOIMKUTENBLHOCTb KIMHUYECKOro nccneaoBaHus nNekapCTBEHHOro npenapara;

WHTEpNpeTauMio  paspaboTumMKoM  MOMYYEHHbIX  PEe3yfbTaToB  KIMHMYECKUX  UccnegoBaHuin
neKapcTBEHHOro npenapara;

KNUHUYECKYHO 3HaYMMOCTb 3 EKTOB NekapCcTBEHHOrO Npenapara;

BbIGOP 403bl U peXnma 403MPOBaHMA (CXeMbl BakUMHALMK) NEKapCTBEHHOIO Npenapara;
0e30nacHOCTb  UCMONMb30BaHMS JIEKApCTBEHHOrNO Mpenapata Yy o0cobbiX rpynn  MauMeHToB,
onpegensemMbix MO BO3pacTy, MNOMYy, 3THMYECKOM NPUHAONEXHOCTWN, (OYHKUMW OpraHa, TSKecTu
3aboneBaHus, reHeTM4YeCKOMY NoNMMMOpPU3MY;

4YacTOTY BO3HUKHOBEHUS CEPbE3HbIX HeXenaTenbHbIX peakunini 1 B3aMMOCBA3b X PasBUTUSA C SO30W,
KpaTHOCTbIO 403MPOBAHUS NIEKAPCTBEHHOMO Npenapara U NPOSOSPKUTENBbHOCTBIO NEYEHNS;

onucaHne CUMMMNTOMOB MEPEedoO3VMpPOBKN JIEKAPCTBEHHOIO Mpenapara, BO3MOXHOCTU  pPasBUTUS
3aBUCMMOCTM UMW NPUBbLIKAHUA, CUHOPOMA OTMEHbI (NPU HaNMYnn);

MeToAbl CTaTUCTUYEeCKon o06paboTkM pe3ynbTaToB KIIMHUYECKUX WCCNeaoBaHUM NeKkapCTBEHHOMO
npenapara;

OLIEHKY COOTHOLLEHMS NOMb3bl U pUCKa HAa OCHOBAaHUW Pe3ynbTaToB KIMHUYECKUX UCCIeaoBaHWn fne-
KapCTBEHHOro npenaparta

5. NpoaHanuampoBaTb 4OCTATOMHOCTb AoKasaTernbHon 6a3bl ahdekTMBHOCTN U Be3onacHOCTU, 060CHO-
BaTb CYLLECTBYIOT N1 JOCTOBEPHbIE CBEAEHUS OTHOCUTENBHO YPOBHS AokasartenbHoctu (A, B, C, D) Ho-
Boro J1I 3agaHHon rpynnbl.

6. Peluntb Apyrme caMocTOSTENbHO NOCTaBIEHHbIE UCCreaoBaTenbCkne 3agadm CcornacHo TemaTtumke npo-
ekTa (npyv HeobxoanmMocCTh).

7. CamocToaTenbHO ChopMynNMpoBaTh BbIBOAbI, aKUEHTUPYS BHMMaHue Ha dhapmakoTepaneBTUYecKuX
npeumyLLecTBax HOBOroO fNlekapCTBEHHOro npenaparta BbiBogbl A0mkHbI ObITh KpaTkumu (Hebonee 3-5
CTPOK KaxKabl), KOHKPETHBIMW 1 OTpaXaTb peLLeHne NoCTaBNeHHbIX uccrneaoBaTenbcknx 3agad. Pekomen-
AOBaHHOE KOnM4ecTBo BbiBogoB 1-3, obwmn o6bem 1-2 cTp.

N o ogkw

©©

10.

11.
12.

13.

14.

TpeboBaHuA K oopMNeHnIo NpoeKTa
TeKCTOBbIN JOKYMEHT NpoeKkTa noarotaBnueaeTcs: 1 — B BUAe TEKCTOBOro havna n npeaocTaBnseTcs
B Ne4YaTHoOM BuAae Ha Gymare, 2 — B aNeKTpOHHOM Buae — dann B popmate doc. U dann npeseHTaumm
K goknagy pdf.
O6bem — He meHee 20 cTpaHuL, TeKCTa KOMMbIOTEPHOW BEPCTKM; HA OOHOW CTOpoHe Bymarn oopmaTta
A4 4yepes nontopa nHTepBana. LiseT wpudTta gomkeH 6biTb YepHbIM, BbicOTa OyKB, Lngp 1 apyrunx
3HakoB He meHee 1,8 (pekomeHayembin WwWpudT Times New Roman, 14 nt.);
PekomeHgyemble pasmepbl nonen: BepxHee u HmkHee — 20 mMm, nesoe — 30 MM, npasoe — 10 mm;
AB3auHbIN OTCTYN JOMKEH OblTb OANMHAKOBBLIM MO BCEMY TEKCTY U cocTaBnaTb 1,25 cm;
BblpaBHMBaHWe TeKkcTa Mo LUMPUHE;
Pa3speluaetca Mcnonb3oBaTb KOMMbIOTEPHBIE BO3MOXKHOCTU aKLEHTMPOBAHUSA BHUMaHWS Ha onpeaeneHHbIX
TepMUHax, opmyrnax, NPUMEHSIS BbiAENEHNE XUPHbIM LLIPUGITOM, KypCcuB, NOAYEPKUBAHME;
PekomeHayemasa CTpyKTypa: TUTYNbHbIA NACT, OrnaeneHue (nepevyeHb pasgenoB € yKasaHuem
HOMEpPOB CTpaHuL), BedeHWe, OCHOBHas 4acTb, 3aKioyeHwe, BbIBOAbl, CMUCOK nuUTepaTypsl,
NPUNOXeHUs;
Heobxoanmo ncnonb3oBaTh TONBKO TOT MaTepumari, KOTOPbIA OTPaXKaeT CYLLHOCTb TEMbI.
ManoxeHne gomkHO BbiTb NnocregoBaTenbHbIM, JIOMMYHLIM, HEAONYCTUMbI HEYEeTKME (DOPMYMMPOBKY,
opdorpadcduryeckme owmnbKu;
Bce cTtpaHuubl 06a3atenbHO AO0MKHbI ObITb MPOHYMepoBaHbl. Hymepaumsi nucTtoB AormkHa ObiTb
CKBO3HOWN. Homep nucta npocraenserca apabekumu undpamu. [JHymepaumsa nMCToB Ha4YMHaeTcs ¢
TpeTbero nucta (nocne cogep)kaHust) U 3akaH4yMBaeTCcs nocnegHuMm. Ha TpeTbem nucte cTaBuTCA
Homep «3». Homep cTpaHuLbl Ha TUTYNbHOM NUCTE He npocTasnseTcs!
Mocne untaThl HEOGXOAMMO AenaThb CCbINKY Ha aBTopa, Hanpumep [N2 NCTOYHMKA NO CIUCKY, CTP.];
TpeboBaHua K OOPMMEHMIO CMMCKa nuTepaTypbl: Heobxoaumo ucnonb3oBaTb He MmeHee 10-20
NCTOYHMKOB NPENMYLLIECTBEHHO MaTepuarbl COBPEMEHHbIX MCTOMHUKOB He cTaplie 5-10 ner;
Cnucok nutepatypbl ogopmnsetcs no NOCT 7.1-2003 «Cuctema ctaHgaptoB No MHGOpMauum,
oumbnunoteyHoMy K usgatenbckomy geny. bubnuorpaduyeckas 3anucbk. bubnuorpadudeckoe
onucanne. O6wue TpeboBaHNS 1 NpaBuria COCTaBNEHUNAY;
Kaxabii bubnuorpadmnyecknii ICTOMHUK OOSMKEH coaepaTb creaytomne obasaTenbHble PekBU3NTHI:
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damnnma n nHuumMansl aBTopa; HauMeHoBaHUe; U3aaTenbCTBO; MECTO U3AAHUS; o4 U3AaHUS;

15. VICTOYHMKaMW, BKIMFOYEHHBIMW B G1MOnMorpaduto, A0MmKHbI SBMATLCS NPEUMYLLLECTBEHHO KHUMM, CTaTbu
B MPOUNbHBLIX Hay4HbIX >XypHanax, naTeHTbl, 3aKkOHOoAaTeNbHbIE aKTbl; HOPMATMBHbIE JOKYMEHTHI,
npodeccuoHarnbHble 3NEeKTPOHHbLIE PECYPChI.

TpeboBaHuA K opopMNeHUIO Npe3eHTaLMmM K 3aluTe NpoeKTa (goknaa)

1. o6bem npeseHTauum He meHee 10 cnangos, Bpemst 0TBe4EeHHOe Ha goknag He 6onee 10-15 MuH.

2. nepBbIv criang npeseHTaunm — TUTYNbHbIN Clang — AOSMKEH CoAepXaTb Ha3BaHME ANCLUMNNWHBI, TEMY,
®UNO obyuarowlerocs, cBeaeHns 0 pykosoguTene (npenogasarene), NocnegHMn cnang B opme Bbl-
BOAOB UM 3aKMOYEHNS;

3. Ha ogHOM cnange pekoMeHAayeTcsa Ucnonb3oBaTb He Bonee Tpex UBETOB: OAMH ANga hoHa, oanH ans
3arofioBka, OAVH ANS TeKCTa; He AOMKHO BblTb CIOXHbIX, HEKOHTPACTHbIX, CIIMLUKOM SPKUX LIBETOBbIX
coYeTaHum, Hanpumep, He PEKOMEHAYETCHA YEPHbIA TEKCT HA CUPEHEBOM (DOHE, PEKOMEHAYETCS TEM-
HbIW TEKCT Ha CBET/IOM (POHeE;

4. cnegyeT MakcMMarbHO UCNONb30BaTh MPOCTPAHCTBO 3KpaHa (cnawnga, nocrepa), Hanpuvep, ysBenuims
pa3mep PUCYHKOB. MO BO3MOXXHOCTM UCMONb3YNTe BEPXHMNE ¥4 NnoLlaam akpaHa (cnanga, nocrepa), T.K.
n3ganun HWXKHSS YacTb 3KpaHa 0ObIMHO He BUAHA;

5. wpundT gosmkeH 6bITb Nerko YntaembiM 1 6e3 rpadnyecknx U3nNULECTB, PeKOMeHAYeMbIN WPUdT —
arial, MMHUManbHbIM pasmep Tekcta — 18 NT.;

6. Kaxabl cnang OOMMKEH coaep)kaTb 3arofloBOK, B KOHLIE 3arofiOBKOB TOYKA HE CTaBUTCS. 3arofloBKM
OOIMKHbI ObITb KOPOTKUMU U NPUBMEKATb BHUMaHMe ayauTopuu;

7. nepen MCNonb3o0BaHMEM CKPUHLLOTOB MPOBEPLTE TEKCT HA Hanmymne owmnbok, 4Tobbl Ha n3o6pakeHnn
He OCTanucb KpacHble (3eneHble) NoavyepKknBaHns oLWMOOK, NULLIHME 3NEeMEHTbI (NaHenn MHCTPYMEH-
TOB, MEHI0, NyCTOM POH U T.4.) Heobxoammo obpesaTb;

8. He neperpyxamnTte cnangbl aHMMauWUOHHbIMK adhdekTamm, AN CMEHbI CranaoB UCMOMb3YNTe OANH U
TOT K€ aHUMAUNOHHbIN 3hekT;

9. ecnu cnana/nocTep CoAepXUT eAUHULbI M3MEePEHUs B M? UNn M3, HYXKHO UCMONb30BaTb BEPXHUE WH-
Aekcbl (opmat — WpndT — HAACTPOUHLIN). 10 BO3MOXHOCTH, HY>KHO YMEHbLUATb pa3psgHOCTb YNCET.
BmecTo 40000 py6. nyywe nucatb 40 TbiC. pyo6.;

10. ncnonb3ynTe KOPOTKME CroBa U NPeAnoXeHus. MUHUMU3NPYNTE KONMYECTBO NPEAsioroB, Hapeynun,
npunaratenibHblX. He CTOUT 3anofHATb OAWH cnang CrnuwkoMm Bonbwnm o6beMOM MHOPMaLNN.
HanbonbLuas ahpeKkTMBHOCTb 4OCTUraeTCsa TOraa, Korga KroyeBble NyHKTbl 0ToObpaXkatoTcst N0 OAHOMY
Ha KaXkOoM OTAeSIbHOM crange.

11. ncnonb3oBaHue opMyn — pekoMeHayeTcs OCTaBuTb obLyto bopMy 3anucu u/vnu pesynbTtart, a
oToOpaxaTb BCHO LIEMOYKY pelleHnst He 00s13aTenbHO.

12. HeobGxoaMMO TWATENbHO NPOBEPATb NPABUIIbHOCTL HAMMCaHWS Ha3BaHWA BELLECTB, Npenapartos,
damunuin aBTopoB, Ha3BaHNA METOAMUK U T.4.

19.4. MeTogmnyeckme maTepuanbl, onpeaensirowme npoueaypbl OLeHUBaHUA 3HAHUN, YMEHUN,
HaBbIKOB U (UNN) ONbITa AEATENILHOCTH,
XapakTtepu3syroLwux atanbl opMUpoBaHUs KOMNETEeHLUN

OueHka 3HaHWI, YMEHUA U HaBbIKOB, XapakTepuayloLasa aTanbl (POpMUPOBaHUS KOMMNETEHLMIA B
pamKax n3y4yeHns ANCUUNINHbI OCYLLECTBNAETCA B XO4€ TEKYLLEN U NPOMEXYTOYHON aTTecTalmn.

Tekywasa atrectaunsa NnpoBoguTCca B oOpMe BbINOMHEHUSA NPOEKTa COrnacHo 3agaHuam n Tpebo-
BaHMAM, YKa3aHHbIM Bbile. [1pn oueHMBaHUN UCNONb3YOTCH Ka4eCTBEHHbIE LKanbl OLEHOK, Kputepum
OLEHNBaHUA NpMBEAEHbI BbiLLE.

lMpomexyToyHas aTTecTaunsa NnpoBOANTCH B (hopMe KOMMNbIOTEPHOro TeCTUPOBaHUSA Ha obpa3oBa-
TenbHOM nopTane «ANeKTPOHHbIN yHUuBepcuTeT BINY» 1 ¢ y4eToM pesynbTaToB TEKyLLEn yCneBaeMoCTn
no aucuunnuHe. MNpoueaypa oueHNBaHNA ABMSETCA KONMMYECTBEHHON U OCYLLECTBNSAETCH B aBTOMATU3N-
poBaHHOW chopMe Npy NoMoLLM NporpaMmmHbix cpeacts Moodle (cm. Boiwe) B coctaBe AYMK OpraHu3sa-
ums JOKIMMHNYECKNX n KITMHUYECKNX nccnegoBaHumn J1C, 33.08.02 (opavHaTypa)
https://edu.vsu.ru/course/view.php?id=3433. Npu oueHUBaHUN UCMONb3YITCA KONMUYECTBEHHbIE LUKanbI
OLEHOK, KPpUTEPUM OLEHMBaAHUA NpuBEAEHbI Bbiwe. [na oueHMBaHUA UTOroBbIX pe3ynbTaToB 00y4eHus
(NnpomexyTodHas aTTecTaumsi, 3a4eT) UCMONb3yeTCs OLEHKa «3a4TEHO», KHE 3a4TEHO» C Y4eTOM pesyrib-
TaTOB TEKYLLEN YCNEBAEMOCTM MU NPOMEXYTOYHON aTTecTaumm no AUCUUNInHe.

3adaHus paszdena 19.3.2. pekomeHAYyHoMCS K UCMOMb308aHU0 Npu npogedeHuu duazHOCMU4YeCKUX
pabom ¢ yenbto OUEeHKU OcmamoYHbIX 3HaHUl no pe3yrbmamam 0C80eHUs1 OaHHOU OUCUUIIIUHBI.
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