denepanbHOE TOCYIaPCTBEHHOE OOIKETHOE 00pa30BaTeIbHOE YUPEKACHUE BBICIIIETO 00pa30BaHUS
«Cankr-IlerepOyprckuii TocynapCTBEHHBIM XUMUKO-(apMaIleBTUICCKUN YHUBEPCUTETY
MunuctepcTsa 3apaBooxpanenust Poccuiickoit denepanyun

@aKynbTeT NPOMBIIIJIEHHON TEXHOJIOTUH JIEKAPCTB

Kadenpa dhapmakomornu u KIimHHYECKON (hapMaKoJIOTUH

MoanucaHo ynposo noanmcbio: ®rEOY BO CMXDY
MWH3PABA POCCUM
DN: 1.2.643.100.4=120A37383133303435383735,
email=yulia.ilynova@pharminnotech.com,
1.2.643.3.131.1.1=120C323334373034313835353638,
1.2.643.100.3=120B3131373433353935393730, ”
1.2.643.100.1=120D31303337383238303239303037, Canukr-Metepbypreknit
title=MpopekTop no yue6Hoi paboTe, o=Or6OY BO CMXDY 9 L
MWH3OPABA POCCUW, street=YJ1 TPO®ECCOPA MOMOBA, \
JIOM 14, JIUT A, I=CaHkT-leTepbypr, st=78 r. CaHKT- }
Metepbypr, c=RU, givenName=Onus MeHHagbeBHa,
sn=VnbuHosa, cn=OrbOY BO CNXDY MUH3PABA
POoCCUK
[Nata: 2023.07.25 15:18:53 +03'00"

PABOYAS ITPOT'PAMMA JTVCHUTIIMHBI (MO YJIA)

rOCyAapCcTBEeHHbIN XWMUKO-
hapmaueBTUYeCKMit yHnBepcuTet

b1.B./1B.05.01 HAJJIEXKAIIIAA TABOPATOPHASA ITPAKTUKA

Hamnpasnenue nogrorosku: 04.03.01 Xumust
ITpodwis noarotoBku: CUHTE3 M aHAIU3 OPraHUYECKUX COCTMHEHUH
®opMmbl 00yUYeHHS: OYHAS

KBanuduxanuus (creneHsp) BelTyckHUKa: bakanasp

I'on HaGopa: 2023
Cpoxk nosy4eHus: 00pa3oBaHMs: 4 roga
O0BeM: B 3aUETHBIX €IUHUIIAX: 2 3.€.

B aKaJIEMHYECKUX Jacax: 72 aK.u.
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Pa3padoruukmu:
JlonieHT Kadeaps! papMaKoIOTUU U KIMHUYECKON

(bapmakonoruu, KaHauIaT OMoNIornYeckux Hayk Turosuu U. A.

Pabouas mporpamMMa AUCIUILTUHBI (MOIYJISA) COCTABICHA B COOTBETCTBHHU C TpeboBaHusmMu OI'OC
BO no nanpasnenuto mnoarotoBku 04.03.01 Xumwus, yTBEpKIECHHOTO NpUKa3oM MuUHOOpHAyKd
Poccun ot 17.07.2017 Ne 671, ¢ y4yeroM TpyaOBBIX (YHKIUI NpoQecCHOHATBHBIX CTaHIAPTOB:
"CrienuaiucT Mo MPOMBIIIICHHON (apManuy B 00JacTH MCCIIEAOBaHUN JICKApPCTBEHHBIX CPEICTB",
yTBEpXkAeH npukazoM Muntpyna Poccun ot 22.05.2017 Ne 432n; "Crenuanuct 1o NpoMBIIITIEHHON
¢dapmarmn B 00MacTH KOHTpPOJII KadecTBa JIEKAPCTBEHHBIX CPEACTB", YTBEPXKAEH IPHKA30M
Muntpyna Poccun ot 22.05.2017 Ne 4311; "Cnennaiuct o MpOMBIIIICHHOH GapMmannu B 00J1acTH
IIPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB", yTBEPKAEH Nnpuka3zoM Munrtpyna Poccun ot 22.05.2017 Ne
"CrienuaaucT 1o Hay4yHO-HCCIeI0BATeIbCKUM U OMBITHO-KOHCTPYKTOPCKUM pa3paboTkam",

430mH;
yTBepXkAcH npukazoM Muntpyna Poccun ot 04.03.2014 Ne 1211.

CornacoBaHue U yTBepkKACHHE

[Tonpaznenenue
No W § OTBETCTBEHHOE OUO Busa JlaTa, mpoTOKOJI
KOJIJIETHAJIbHBIN JIUTI0 (TIpu HATTMYWUN)
opraH
1 Kadenpa 3aBeyIOIHi Oxosurtsiii C. B. Paccmotpeno |27.04.2023, Ne 6
(hapmakosorun kadenpoii,
U KJIINHAYECKON | PYKOBOJIUTEIb
(dbapMakosoruu |moapasneseHus,
peanu3yromero
OIl
2 | Meroguueckas | Ilpencenarens Anexceesa I. M. CornacoBaHo 28.04.2023
KOMUCCHS METOANYECKON
YI'CH 04.00.00 | komuccuun/coBer
a
3 Kadenpa OtBerctBennsiii | KcenodontoBa I. B. | CornacoBano 28.04.2023
OpraHU4eCKOU 3a
XUMUH o0pasoBarenbHy
10 IpOTrpaMMy
CornacoBaHue M YTBEpXKIACHUE 00pa30BaTEIIbHON MPOTPaMMBbI
[Tonpaznenenue
No W § OTBETCTBEHHOE OUO Busa JlaTa, mpoTOKOJI
KOJIJIETHAJIbHBIN JIUTI0 (TIpu HATMYWN)
opraH
1 (bakynpreT Jekan, KygBaesa E. B. CormacoBaHo 28.04.2023
MIPOMBILIUIEHHOW | PYKOBOJIUTEIb
TEXHOJIOTUH MOJIpa3CICHUS
JIEKapCTB
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1. [lmanupyemble pe3yabTaThbl 00y4eHHUS M0 JUCHHUILUIUHE (MOAYJII0), COOTHECEHHbIE ¢
IUVIAHMPYEeMBbIMHU pPe3y/1bTaTaMU 0CBOeHHs 00pa30BaTe/IbHON NPOrpaMMblI

Komnemenyuu, unouxamopul u pe3ynomamul 00y4eHus

[IK-1 Crnoco0GeH BBIMOMHATH SKCIIEPUMEHTHI C HCIIOJI30BAaHUEM COBPEMEHHOH ammaparypbl |
0o(OpMIISTH PE3YIBTATHI UCCIIEIOBAHUN U Pa3pabOTOK

[IK-1.2 Mcnonb3yeT COBpEMEHHYIO amnmapaTrypy NpU MPOBEIAECHUU HAYUYHBIX MCCIENOBAaHUH C
IIPUMEHEHUEM CTAaHAAPTHBIX METOMK XMMHUECKOTO aHaIn3a

3name:

IIK-1.2/3ul 3nare TpeOOBaHHS K OpraHU3allid U TPOBEICHUIO OHMOXHMHYECKOTO
aHaim3a

[1K-1.2/312 3HaTh OCHOBHBIE ITyTH OMOCHHTE3a U KaTabonn3Ma OHMOMOJIEKYIT B KIIETKE

[1K-1.2/383 3Harp TpeOoBaHUS K OpraHM3alldd W TPOBEICHUIO JTOKIMHUYECKHUX
HCCIeq0BaHNI

[1K-1.2/384 3narh TpeOoBaHUS MPEABABIIEMbIC K 000PYIOBAHUIO, CITYK0O€ KauecTBa MpH
NPOBENICHUH JOKITMHHYECKUX UCCIICOBAHUN

[1K-1.2/385 3Hath CTpPYKTypHBIE OCOOEHHOCTH, TEXHOJIOTHIO TPOW3BOJCTBA, a TaKXKe
TUMBI OMO(dapMalleBTUYECKUX MPENapaToB, U Clielu(UKy METOI0JOTHYECKUX MOIX0/I0B
0 UX aHAJU3y

Ymemns:

[1K-1.2/YM1 YMeTh mpUMEHSTh METOABl OMOXWMHH I PelIeHUs TPodeCCHOHATBHBIX
3aja4

[IK-1.2/¥YmM2  VYmeTh  TpaBWIBHO  OLIGHWBATh  HMH(POPMATUBHOCTH  Pa3IUYHBIX
OMOXMMHUYECKHX OIpe/ieTIeHU OMOJOTHYECKH aKTUBHBIX BEIIECTB

[IK-1.2/¥YM3 VYMeTp mnoadMparTh METOJAOJOTUYECKYI0 W ammaparypHylo 0a3y s
MIPOBEICHUsI aHaIn3a OrodapMaleBTUIECKUX MpenaparoB

Braoems:

[TK-1.2/HB1 YmeTh cocraBiaTh [Lnan/I[IpoTokon, cTaHIapTHYIO ONEepariioHHY 0
MPOLIEYPY U OTYET MO JOKIMHUYECKUM HCCIIEOBAaHUSIM

2. MecTo nucuuiuiaibl B cTpykrype OIl

Hucrummmaa (Mmoxynb) b1.B.JIB.05.01 «Hamnexamass nabGopatopHasi TpakTHKa» OTHOCUTCSA K
dbopMupyeMOll y4acTHUKaMH 00pa30BaTeIbHBIX OTHOMICHUH YacTH 00pa30BaTEIbHOW MPOTPAMMBI U
n3ydJaeTcs B cemecTpe(ax): 8.

[IpenimecTBytoUE TUCIUTUTHHBI (IPAKTUKU) TIO CBSA3SIM KOMITETCHIIUH:
b1.0.10 ApanmuTudeckass XUMUS;
b1.B.07 buooprannyeckas XUMus;
b1.B.15 buodapmarneBruieckue npenaparsl;

b1.B./IB.02.02 Hpentuduxanus QyHKIMOHANBHBIX TpPYNI OPraHUYECKUX COCIUHEHUH
metonoM MK cnexrpockonuy;

b1.0.13 Oprannueckas xumus;

b2.0.02(H) mpousBoacTBeHHAs MpaKTHKa (HAyYHO-UCCIIEA0BaTEIbCKas padoTa);

b1.B.17 ®usnueckue METOBI UCCIEN0BAHUS CTPOEHUS] OPraHUYECKUX COEANHEHNI;

b1.B.14 Xumuyeckre 0CHOBBI OMOJIOTUYECKHUX MPOIIECCOB;

b1.B.Z1IB.02.01 XuMus CHHTETUYECKUX OMOJIOTHYECKH aKTUBHBIX BEILECTB;
[Tocnenyromue AMCUUITITUHBI (IPAKTUKH) TIO CBA3SIM KOMIIETEHIIMNA:

b1.B.JIB.05.02 buoxuMu4uecKue METO/bI,

b1.B./1B.04.02 Karanu3 B OpraHM4€CKOM CUHTE3E;
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Bb3.01(1) IToaroToBka K 3aIIMTe U 3aLIUTa BBITYCKHON KBATH()PUKALMOHHON pabOTHI;
b1.B./1B.04.01 CoBpeMeHHBIE METOJIbI OYUCTKH OPTAaHUYECKUX BEIIECTB;
b1.B.17 ®usnueckue METOBI UCCIEN0BAHUS CTPOEHHSI OPraHUYECKUX COEANHEHNI;

B npouecce u3yueHus: AMCUUIIIMHBI CTYIEHT TOTOBUTCS K BUAaM MPo(eccHoHaIbHON JesITeIbHOCTH
U pemieHUI0 npodecCHoHaNbHBIX 3amad, npeaycMoTpeHHbix PI'OC BO u obpa3oBarenbHOU

MPOTPaMMOii.
3. O0beM TUCHUILUIMHBI U BUbI Y4eOHOH padoThI
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4.1. Pa3gennl, TeMbl AMCUUILIMHBI M BUABI 3aHATHH

4. Conepxxanue QM CHUNITHHBI

B cooTrBeTcTBUU ¢ GLP.
TpeboBaHus TPH MPOSKTUPOBAHUHU
1 CTPOUTEIILCTBE BUBAPHSL.
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Pa3zgen 1. OcHoBBI 72 12 4| 30| 26| IIK-1.2
JTOKJIHHHUYECKHX HCCJIeT0BaHUI
Tema 1.1. HopmaTuBHas 2 2
nokymeHTarus B oonmactu GLP
Tema 1.2. ®a3pl JOKIHMHUYECKUX 2 2
HUCCIIeqOBaHUI
Tema 1.3. UcnbITarenbHbIi HEHTP 4 4
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Tema 1.4. lokymeHnTanus B 34| 12 gl 14
JTOKITMHUYECKUX MCCIIETOBAHUAX
Tema 1.5. OGpamenue ¢ 8 4 4
obopynoBaHueM (MOBEpKa,
KaJauOpoBKa, MPOBEPKa,
aTTecTarus).

Tema 1.6. [Iporpamma 6 4 2
o0ecreyeHus1 KauecTBa B
HOpMaTUBHBIX JoKyMeHTax GLP
OOCP. B3aumogaeiictsue co
ciryx60i kauectsa GLP.
KBanudukanus nepconana mo
00eCIEeYeHNIO KaueCTBa.

Tema 1.7. Cnyx0a obecrieueHus 6 4 2
Ka4ecTBa JOKIMHUYECKUX

HCCIIE0BAHUN

Tema 1.8. ApxuBupoBaHue 10 4 2 4

JTaHHBIX JTOKITMHUYECKUX
WCCIICIOBAaHUN B COOTBETCTBHH C
TpeboBanusiMu GLP

Hroro 721 12 4| 30| 26

4.2. Conep:kaHue pa3aejioB, TeM JUCHHUILUIAH U (DOPMBI TEKYIIEr0 KOHTPOJIS

Pazoen 1. Ocnoent 00KIUHUYUECKUX UCCIEO006AHUITL

Tema 1.1. Hopwamuenas ookymenmayus 6 oonacmu GLP

OcHOBHBIE MOHATHUS HaANExKamel nadoparoprHoil mpakTuku B cootBerctBUn ¢ [OCT 33647-2015
«[IpuHumnel  Hamexamei JsaboparopHoil mnpaktuku (GLP). TepmMuHbsl U ompeaeneHUsS».
Hctopuyeckue acmekTbl BO3HMKHOBeHHsI mnpaBwin GLP, oOmacte mnpuMeHEHHs, COBpEMEHHOE
cocrosinue. CpaBHUTEIBHBIN aHAIN3 OTEUECTBEHHBIX U 3apyOeKHBIX JJAOOPATOPHBIX MPAKTHK.

Texymuii KOHTPOJIb

Bun (bopma) KoHTpOIISI, OIIECHOYHBIE MaTEPHAITBI

Pa3zHoypoBHEBBIE 3a1auu 1 3a4aHUA
TecT

CobecenoBanue

Tema 1.2. @aszvl OOKAUHUYECKUX UCCIIEO008AHUT

OcCHOBHBIE 3Tanbl JOKIMHUYECKUX HCCIIEJOBAHMNM HMHHOBAIIMOHHBIX JIEKAPCTBEHHBIX IIpENaparoB
pa3nUYHBIX (HPapMaKOIOTUYECKUX TPYIII.
Texymuii KOHTPOJIb

Bun (bopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

Pa3zHoypoBHEBBIE 3a1auu 1 3a0aHUA
TecT

Tema 1.3. HcneimamenvHolii yenmp ¢ coomsemcmeuu ¢ GLP. Tpebosanus npu npoekmuposanuu u
cmpoumenscmee GUBAPUsL.

TpeOGoBaHus K MOMENIEHUSIM UCTIBITATEIBHOTO IeHTpa. [IoHATHE YNCTO U TPA3HOM 30H.
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Texymuii KOHTPOJIb

Bun (hopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

Pa3zHoypoBHEBBIE 3a1auu 1 3a0aHUA
TecT

Tema 1.4. JJokymenmayus 8 OOKIUHULECKUX UCCTe008AHUAX

Crannaptasie oneparmonsbie mpouenypsl (COIT), anroputm cocranennss COII
[Tnan/mpoTokon ucciaenoBaHusl, MOPSIOK UX COCTABICHUS U
cornacoBanus. [Topsinok 1oKyMeHTHpOBaHUS X0/1a UcclieoBaHus. TpeOoBaHUS K UTOTOBOMY OTYETY.

Texymui KOHTPOJIb

Bun (bopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

Pa3zHoypoBHEBBIE 3a1auu 1 3a4aHUA
TecT

Tema 1.5. Obpawenue c obopyoosanuem (nogepka, KaIubOposKa, nNPosepka, ammecmayus).

TpeboBanus, npeabsiBisieMbie K oOopymoBaHuio. Jlocke Ha 00OpyIOBaHHME B COOTBETCTBHH C
TpeboBanusiMu GLP

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIbI

Pa3zHoypoBHEBbIE 3a1a4u 1 3a4aHUA
Tect

Tema 1.6. Ilpocpamma obecneuenuss xawecmeéa 6 HopmamueHvlx Ooxymenmax GLP OOJCP.
Bszaumooeiicmeue co cuyocooti kawecmsa GLP. Keanuguxayus nepconanra no obecneueHuro
Kauecmaa.

CocraBnenue mnporpammbl oOecriedyeHHs KadecTBa. TpeOoBaHME K IMEPCOHANY IO OOECIEYCHHUIO
kayecTBa. (CucreMa KOHTPOJIsSl KadecTBa JOKIMHMYECKMX HCIBITAHUM, IporpaMma KOHTPOJIS
Ka4yecTBa

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIbI

Pa3zHoypoBHEBbIE 3a1a4u 1 3a4aHUA
Tect

Tema 1.7. Cnyorcoa obecneuenus kauecmea OOKIUHUYECKUX UCCIE008AHUL

WNucneknuu cimyx0b1 o0ecnieueHus: kauecTBa. OTYETHl HHCIICKIIM CUCTEMBI OOCCIICUCHUST Ka4yeCTRa.
AYI[I/ITBI JAHHBIX U 3aKJIFOYUTCIIBHOT'O OTYECTA. 3aKJIIO‘-IeHI/IC CJIy)KGBI
oOecreueHns KauecTna.

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTEpUaIbI

Pa3zHoypoBHEBbIE 3a1a4u 1 3a4aHUA
Tect

Tema 1.8. Apxueuposanue OaHHBLIX OOKIUHUYECKUX UCCLEO08AHUL 6 COOMBEMCMBUU C
mpebdosanusimu GLP
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CrpykTypa apxuBa, ClIocOObl apXUBUPOBAHUS JAaHHBIX HA PA3JIMYHBIX HOCUTEISX, HX JOCTOMHCTBA U
HEIOCTaTKU
Texymuii KOHTPOJIb
Bun (hopma) KoHTpOIIS, OIIECHOYHBIE MaTEPHAITBI

Pa3zHoypoBHEBBIE 3a1auu 1 3a4aHUA

TecT

4.3. Conep:xaHue 3aHATHI CEMHHAPCKOIO THIIA.

Ounas ¢gopma o0ydennsi. KoHcyabTanum B nepuoja reopetudeckoro ooyuenus (12 4.)
Paznen 1. OcHOBBI JOKJIHMHHYECKHUX HccaeqoBaHuil (12 4.)
Tema 1.1. Hopmarusnas nokymenrtanus B oonactu GLP

Tema 1.2. ®a3pl JOKIMHUYECKUX UCCIENOBAHUMN

Tema 1.3. MHcnertatenpHbiii 1eHTp B coorBerctBUHM ¢ GLP. TpebGoBanus mpu
MIPOEKTUPOBAHUU U CTPOUTENHLCTBE BUBAPHSL.

Tema 1.4. JlokymeHTaIusl B JOKIMHUYECKUX UccaenoBanusax (12 4.)

[IpenogaBarenb KOHCYIBTUPYET B Ipymre 0Oydaroluxcs MO BONPOCaM, BOSHHUKAIOUIMX BO BpeMs
BBITIOJTHEHUSI 3aJlaHuil 1o BBINIOJTHEHHSI TBOPYECKOTO 3aJaHHsi IO MPOEKTHPOBAHHIO
ucnbitatrenbHoro 1eHTpa, COIl u Ilnana/llporokona IlpeactaBneHo B asmekrpoHHoMm YMK:
https://edu-spcpu.ru/course/view.php?1d=2462

Tema 1.5. OGpamienne ¢ 000pynoBaHHEM (IIOBEpKaA, KATMOPOBKA, MPOBEPKA, aTTECTAIINSA).

Tema 1.6. Ilporpamma obecrieueHnss kadecTBa B HOpMaTUBHBIX MokymeHTax GLP ODCP.
B3anmopneiictBue co cmyx06oii kadectBa GLP. Kpaimdukanus nepcoHana mo oOeCredeHHUIo
KauyecTBa.

Tema 1.7. Cmyx0a obecrnieueHrs KadyecTBa JOKIMHUICCKUX UCCIICTOBaHUN

Tema 1.8. ApxuBUpOBaHHE AAHHBIX JAOKIMHUYECKUX HCCIECIOBAHUNA B COOTBETCTBUHU C
TpeboBanusiMu GLP

4.4. Conep:xanue 3aHATHI CEMHHAPCKOIO THIIA.

Ounas ¢gopma o0ydyennsi. KOHTaKTHBIE Yachl HA aTTECTALMIO B epuoja o0y4eHus (4 4.)

Paznen 1. OcHOBBI TOKJIHMHUYECKHUX UCCJIe0BaHuil (4 4.)

Tema 1.1. Hopmarusnas nokymenrtanus B oonactu GLP

Tema 1.2. ®a3pl JOKIMHUYECKUX UCCIIENOBAHUMN

Tema 1.3. MHcnertatenpHpiii 1eHTp B cootBerctBUHM ¢ GLP. TpebGoBanus mpu
MIPOEKTUPOBAHUU U CTPOUTENHCTBE BUBAPHSL.

Tema 1.4. JlokymeHTaIUs B JOKIMHUYECKUX UCCIIEIOBAHUAX
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Tema 1.5. OGparenue ¢ o6opynoBaHueM (TOBepKa, KaTMOPOBKaA, IPOBEPKa, aTTECTALIUA).

Tema 1.6. Ilporpamma obecrieueHusi KauecTBa B HOpMaTuBHBIX AokymeHTax GLP OJCP.
BsaumoneiictBue co cmyx0Ooii kadectBa GLP. Kpamuduxanms mnepcoHasa mno o0ecrneuyeHHIo
KauecTBa.

Tema 1.7. Cnyx0a obecriedeHus KadyecTBa TOKIMHHYECKUX UCCIICIOBaHUN

Tema 1.8. ApxXxuBHUpOBaHME [aHHBIX JOKJIMHUYECKUX MCCIENOBAaHUII B COOTBETCTBHM C
tpeboBanusimu GLP (4 4.)

4.5. Conep:xaHue 3aHATHI CEMHMHAPCKOIO THIIA.

Ounas ¢popma o0yuenusi. [Ipakrudeckue 3ansaTus (30 4.)
Pa3nen 1. OcHOBBI JOKIUHHYECKHX UccaenoBanuid (30 4.)
Tema 1.1. HopmaruBhas noxymenranus B oomactu GLP (2 4.)

YCTHBIM onmpoc 00 OCHOBHBIX MOHATHSAX HaJUIeKaIleld J1ad0opaTOPHOM MPAKTUKH B COOTBETCTBHH C
I'OCT 33647-2015 «llpuamuner Hagnexamer nadoparopHoit mnpaktuku (GLP). Tepmunbl u
ompeneneHus». Mcropuueckue acmekThl BO3HMKHOBeHUs TmpaBuia GLP, obGnacte npuMeHeHws,
coBpeMeHHOoe cocTosiHue. CpaBHUTENbHBIN aHAIN3 OTEYECTBEHHBIX U 3apyOeKHBIX JTaOOPaTOPHBIX
MPAaKTHK. CryneHTsl BBITTOJTHSAIOT TECT MPEACTABICHO B OYMK
https://edu-spcpu.ru/course/view.php?1d=2462

Tema 1.2. @a3bl JOKIMHUYECKUX UCCIIETOBAaHUM (2 41.)
CryneHThl H3y4alOT OCHOBHBIE OTanbl JOKIMHUYECKUX HCCIEJOBAHUA HWHHOBAILIMOHHBIX
JIEKapCTBEHHBIX MIPENapaToB pa3InyHbIX GapMma-
KOJIOTUYECKUX  TpPyMII. BoimonHSIOT 3agaHMs M T€CT NPEACTABICHbI B  AIIEKTPOHHOM
y4eOHO-MeToIn4YeckoM KomIuiekce https://edu-spcepu.ru/course/view.php?id=2462

Tema 1.3. MHcnertatenpHbiii 1eHTp B cootBerctBUHM ¢ GLP. TpebGoBanus mpu
MIPOCKTUPOBAHUH M CTPOUTEIHCTBE BUBApHs. (4 4.)
OO6yuaromuecs U34aroT TpeOOBaHUS MPEAbABISEMble K MOMEUICHHUSIM HCIBITaTEIbHOTO IIEHTpA.
[TonsiTue wuucTol © TrpsA3HOM 30H. BemonHsT 3aganHud, npeacrtasieHsie B JYMK
https://edu-spcpu.ru/course/view.php?1d=2462

Tema 1.4. JlokymeHTaIusl B JOKIMHUYECKUX UCCIEeT0BaHUAX (8 4.)

OOyuaronuecss B Tpymme ydarbes cocTaBisaTh CranmapTHbieonepaimonHbsie mnporeaypsl (COIT),
m3ydator anroputMm coctaBieHuss COIl. oOyuatomuecss rTpynmoit coctoBistor [lman/mporokon
UCCIIEIOBAHUS, TMOPAJOK €ro  COCTaBJICHHMS M COINIACOBaHMs, a TakkKe H3ydaloT MOPAIOK
JOKYMEHTHPOBaHHUS XO/Aa HCCIENOBaHUA U TpeboBaHUS K HTOroBoMy otuery. OOyuaromuecs
BBIITOJTHSIIOT 3aJIaHus, KOTOpO€ MPECTABICHO B OYMK
https://edu-spcpu.ru/course/view.php?1d=2462

Tema 1.5. Obpaienue ¢ obopynoBaHueM (MoBepka, KaauOpoBKa, MpoBepKa, arrectanus). (4
9.)
OOyyaromuecss M3y4aloT OpraHM3alUI0 OOCITYXUBAHHUS M TOBEPKU H3MEPUTENBHBIX NMPHOOPOB U
obopynoBanus ais obecneuenus npuHmnoB GLP. Beimonnstor B rpynme 3aganue. [IpencrasneHo B
DVYMK https://edu-spcpu.ru/course/view.php?id=2462

Tema 1.6. Ilporpamma obecrieueHnss kadecTBa B HOpMaTUBHBIX MokymeHTax GLP OOCP.
B3aumoneiictBue co cmyx06oii kadectBa GLP. Kpaymdukanus nepcoHana mo oOeCredeHHuIo
KauyecTBa.
(44.)
OO6yuaroruecs B TPyIe COCTABISAIOT MPOrpamMMbl 0OeClieueHusl KauecTBa, U3y4yaloT TpeboBaHue K
MepCoHATy MO 00ECIEYeHHUIO KaueCcTBa, CUCTEMY KOHTPOJISl KadyecTBa JOKJIMHUYECKUX HCIBITAaHUH,
MpOrpaMMy KOHTPOJIS KaueCTBA. BBIMOMHAIOT 3a/laHKe B TpyIne. 3aganus npeacTtasieHsl B OYMK
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Tema 1.7. Cmyx0a obecrieueHrs KauyecTBa JOKIMHUYCCKUX UCCeT0BaHMM (4 4.)

OOyyaromuecs: B TpynIe COCTABISAIOT AJITOPUTM IUIAHUPOBAHMS ayluTa MCCIEIOBAHUHN, TIOHATHE O
KpUTHYeCKUX (a3zax wuccienoBaHusa.  V3ydaloT BONPOCH OpraHU3allMd KOHTPOJS KadyecTBa
uccienoanuii.3ananus npeacrasieno B O YMK https://edu-spepu.ru/course/view.php?id=2462

Tema 1.8. ApxuBUpOBaHHE AAHHBIX JAOKIMHUYECKUX HCCIECIOBAHUNA B COOTBETCTBUHU C
TpeboBanusmu GLP (2 4.)

OOyuaromuecss U3y4aroT CTPYKTYPY apXuBa, CIMOCOOBI apXWBHPOBAaHUS JAaHHBIX Ha PAa3JTHMYHBIX
HOCHTEJISIX, UX IOCTOMHCTBA U HEIOCTAaTKU. BRIMOMHAIOT B Tpynme 3agaHue npenacrasieHo B OYMK
https://edu-spcpu.ru/course/view.php?1d=2462

4.6. Conep:kaHue cCaMOCTOATEJbLHOH Pad0ThHI 00yYAOIINXCS

Ounas ¢popma o0yuenusi. CamocrositesibHasi padora cTynenra (26 4.)
Pa3agen 1. OcHOBBI JOKJIMHUYECKUX HCCIe0BaHUM (26 4.)
Tema 1.1. HopmaruBHas noxkymeHnrauus B oonactu GLP

Tema 1.2. ®a3bl JOKIMHUYECKUX UCCIECIOBAHUI

Tema 1.3. HWcneitatensHblii neHTp B coorBerctBuM ¢ GLP. TpeGoBanus mpu
IIPOEKTUPOBAHUU U CTPOUTEIBCTBE BUBAPHSL.

Tema 1.4. JlokymeHTaIus B JOKIMHUYECKUX UccaenoBanusx (14 4.)

OOyuaromuecss HW3y4arOT TEOPETHUECKHM Marepuall MO0 TeMe 3aHATHS U MPOXOISIT TECT
npectaBieHoB DYMK https://edu-spcpu.ru/course/view.php?id=2462

Tema 1.5. Obpaiuenue ¢ obopynoBaHueM (MoBepka, KaauOpoBKa, MpoBepKa, arrectanus). (4
9.)
OOyyaromuecss HM3y4alOT TEOPETUUYECKHH Marepuai 10 TeMe 3aHATUS M MPOXOAAT TeCT.
[TpencraBneno B 9YMK https://edu-spcpu.ru/course/view.php?id=2462

Tema 1.6. Ilporpamma obecreueHusi KauecTBa B HOpMAaTtuBHBIX AokymeHTax GLP OJCP.
BsaumoneiictBue co cmyx0Ooii kadectBa GLP. Kpamuduxanus mnepcoHasa mno oOecrneuyeHHIo
KauecTBa.
(24.)
Ooyuaromue BBIITOJIHAIO TECT. IIpencrasnen B OVYMK
https://edu-spcpu.ru/course/view.php?id=2462. H3y4aroT TEOpEeTUYECKUN Marepwal IO TeMe
sanatust  [OCT 31883 - 2012 Ilpunumnel Haanexamied aboparopHoit mpaktuku (GLP).
Obecneuenne kauecTBa B cooTBeTcTBUM ¢ [Ipunnunamu GLP.

Tema 1.7. Cnyx0a obecriedeHrs KadecTBa TOKIMHHYECKUX UCClIeqoBaHui (2 4.)

OO6yuaronuecs MPOXOIST TECT. [Ipencrasnen B OYMK
https://edu-spcpu.ru/course/view.php?id=2462, a Takke U3y4arOT TEOPETHUCCKUN MapHasl IO TEMe
samstuss TOCT  31900-2012  MEXI'OCYJIAPCTBEHHBIM  CTAHIAPT  ITPHMHIIAIIBI
HAJUIEXKAILIEN TABOPATOPHOM ITPAKTUKMU (GLP). PyKkoBOACTBO MO TOATOTOBKE OTYETOB 00
MHCIEKUHUAX UCTIBITATEeIbHBIX LIEHTPOB

Tema 1.8. ApxuBUpOBaHHE AAHHBIX JAOKIMHUYECKUX HCCIECIOBAHUNA B COOTBETCTBUHU C
TpeboBanusmMu GLP (4 4.)
OO6yuaronuecs BBIIOJTHSIIOT TECT. [Ipencrasneno B DYMK
https://edu-spcpu.ru/course/view.php?1d=2462, a Takxke U3y4ar0T TECOPETUUECKUI MaTEpHaIl IO TEME
sagsatuss [OCT 31882 2012 Ilpunnunel Hamjmexamed mgabopatopHoit mnpaktukua (GLP).
Opranuzanus 1 KOHTpoiIb apxuBoBDaiin

S. IlopAaoK npoBeAeHUs MPOMEKYTOYHON aTTeCTAlUN

Ilpomesxcymounas ammecmayus.: 3auem, Bocomou cemecmp.
[TpomexxyTouHas arTecTanus Mo AUCUUILIMHE POBOAUTCS B (popme 3adera.
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1. 3aueT mpoBOAMTCS B MEPUO TEOPETUUECKOTO 00yueHus. He momyckaeTcs mpoBeneHHue 3adeTa Ha
MOCJIETHUX ayTUTOPHBIX 3aHATHSIX.

2. IlpenongaBarens MPUHUMAET 3a4eT TOJIBKO MPU HaJUYMU BEJOMOCTH W HaJIeXalluM 00pazom
o(OpMIIEHHOM 3a4eTHON KHW)KKH WU MPU YCIOBHM MPOXOXKIACHHS CTYICHTOM HACHTU(UKAIMU B
YCTaHOBJIEHHOM HOPSIKE.

3. Pesynbrar 3auera oObsIBIIIE€TCS CTYIEHTY HEMTOCPEICTBEHHO MOCIIE €0 CIauH, 3aT€M BBICTAaBIISIETCS
B BEJOMOCTh M 3aU€THYIO KHUXKKY CTyaeHTa. [lomoxuTenbHas OlleHKa 3aHOCSTCS B BEIOMOCTb U
3a4ETHYIO KHIDKKY, OLIEHKa "HE 3a4TeHO'" MpPOCTaBIAETCS TOJBKO B BEAOMOCTH. B ciydae HesBKU
CTyJIEHTa JIJIsl CIa4ul 3a4eTa B BEJOMOCTH BMECTO OLIEHKH JIEIAETCS 3aMUCh «HE SBUIICS.

Ecaim mo wroram mpoBEeNeHHOW MPOMEXKYTOYHOM arTecTalliu pe3yiabTaThl 00ydaromierocss He
COOTBETCTBYIOT KPHUTEPUI0O CPOPMHUPOBAHHOCTH KOMIIETEHIIMH, OOYyYaroleMycsi BBICTaBIIAETCA
OLICHKa «He 3auyTeHoo». OIeHKa «3a4TeHO» O3HadyaeT YCIEUIHOE MPOXOXKIACHHE MPOMEKYTOUHOU
aTTecTalllu.

6. MaTepuaibHO-TeXHHUYECKOE U Y4eOHO-MeTOAuYeCKoe odecneyeHue QU CIUTIIUHbI
6.1. IlepeyeHb OCHOBHOM M JONOJHHUTEILHON Y4eOHOH JTUTEPATYyPbI

OcnosHnas tumepamypa

1. bysnama A.B. JIOKIMHUYECKHE HCCIENOBaHUS JIEKAPCTBEHHBIX BEIIECTB [DIEKTPOHHBIN
pecypc]: - MockBa: I'20TAP-Menua, 2017. - 384 - Pexum pnocryna:
https://www.studentlibrary.ru/book/ISBN9785970439357.html

6.2. IIpogeccuonasibHbie 0a3bl JaHHBIX U pecypcbl «IHTepHET», K KOTOPBIM 00ecne4nBaeTcst
AOCTYI 00y4AKOUIUXCS

IIpogpeccuonanvuvie 6azvl OaHHbIX
He ucnonb3yrores.

Pecypcol « Unmeprem»

1. http://www.consultant.ru/ - Koncynsrantllntoc :[cnpaBouno-mpaBoBas cuctema] / 3AO0
"Koncynsrantlmtoc". - [MockBa]

2. http://www.iprbookshop.ru - 9bC IPR BOOKS : sanekrponnas 6ubnuoreunas cuctema / OO0
Komnanus «A# [Tu Ap Menuay., m.pea. E. A. borareipesa. — [CapatoB|

6.3. IIporpamMHoe oGecnieyeHe U MH(POPMALIMOHHO-CIIPABOYHBIE CHCTEMbI, HCIIOJIb3yeMble
NPH OCYLIEeCTBJICHHH 00pa30BaTeIbHOIO NMpoLecca Mo JUCHUIIINHE
Jnst obecrieueHust peaau3aiuy JUCIUIUTMHBI UCTIONB3YETCsl CTaHAAPTHBIA KOMILJIEKT IPOTrPaMMHOTO
obecrieuenuss (I10), Brmovaromuii peryasipHo OOHOBIsIEMOE CBOOOJHO pAacHpOCTpaHseMOe U
munensuondoe I10, B T.u. MS Office.

[IporpamMmMHOe oOecrmeueHue AJsl aJanTaluud 00pa30BaTENIbHBIX PECYPCOB JUIsI OOYyYAIOIIUXCA W3
YKCJIa JIUL C OTPAHUYEHHBIMU BO3MOXHOCTSAMH 3/JOPOBBSI:

ITporpamma sxpanHoro gocryna Nvda - mporpaMMa 3KpaHHOTO JOCTYIa K CUCTEMHBIM M O(HCHBIM
NPUIIOKEHUSIM, BKITIouasi web-0pay3epsl, IOYTOBbIe KIHEHTHI, IHTepHET-MecCeHKEPhl U 0(hUCHBIE
nakeTbl. BecrpoeHHas nmonepikka pedeBoro BeiBoga Ha 6onee ueM 80 s3pikax. [lomaepikka 60ib110ro
yrcaa OpaillIeBCKUX TUCIIEEB, BKIIIOYAs BO3MOKHOCTHh aBTOMAaTHUECKOTO OOHAPY)KEHUSI MHOTUX U3
HUX, a TaKKe MOoJIep:KKa OpaiieBCcKOro BBOAA JJIS JUCIIJIEEeB ¢ OpaitieBckol kiaBuatypoil. Urenue
3JIEMEHTOB YIIPABJIEHUS U TEKCTA IIPU UCIIOJIb30BAaHUH JKECTOB CEHCOPHOI'O 3KpaHa.
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Ilepeuens npoepammHnozo obecneyeHus
(0bHOBNIeHUe NPOU3BOOUMCS NO Mepe NOABNIeHUs HOBbIX 8EPCULL NPOSPAMMbL)

He ucnonb3yercsi.

Iepeuenb uHGOPMAYUOHHO-CRPABOUHBIX CUCTEM
(0OHOGIEHUE BBINOTHAEHC EXHCEHEOCTbHO)

He ucnonb3yercsi.
6.4. CnienuaJjbHbIe NOMEILEHHUs, 1A00PaTOPHH U J1a00paTOpHOe 000py10BaHUe

Jlnst obecrieyeHus] peannu3alnuy TUCIHILTHHBI UCIOJIb3YeTCsl 000pylIoBaHHE OOIIEro Ha3HaueHWUs,
CTeMAM3UPOBaHHOE 000PYIOBaHUE, 000pyAOBaHKE, 00CCIIEYHBAIOIIECE AAAITAIMIO IEKTPOHHBIX U
MEYaTHBIX 00pa30BaTeIbHBIX PECYPCOB U OOYYAIOMIMXCS W3 YHCIA JIUI[ C OrpaHUYCHHBIMHU
BO3MO)KHOCTSIMH 3JIOPOBbSI, HAOOpHI JIEMOHCTPAIMOHHOTO OOOPYIOBaHUS W Yy4eOHO-HATIISTHBIX
MMOCOOUH TIO CITHUCKY.

O6opynoBaHue OOITIETO HA3HAYCHHUS:

[Ipe3enrammonHoe 00opynoBaHUE (MYJIBTUMETUA-TTPOCKTOP, PKPAH, KOMITBIOTED IJIsl YIIPABICHHUS) -
IUTSL IPOBEICHHS JICKITMOHHBIX U CEMUHAPCKHUX 3aHITHH.

KommbrorepHsiii kmacce (¢ BbIxomoMm B Internet) - ayis opraHu3amMKM CaMOCTOSTEIBHOW PaOOTHI
00yYaroIImXcs.

Ob6opynoBanue, obecrneynBaroliee aJanTalli0 AJIEKTPOHHBIX M TEYaTHBIX 00pa3oBaTeNbHBIX
pecypcoB i OO0y4arolMXCsl U3 YKcia JIMI C OTPAaHMYEHHBIMU BO3MOXKHOCTSIMHU 3/10pOBbs (MECTO
pasMernieHus - yueOHO-MeTOMYECKHI OT/AeN, YCTaHABIMBAETCS 10 MECTY MPOBEACHUS 3aHITHH (ITpU
HEOOXOIMMOCTH)):

YerpoiictBo mopraruBHoe it yBenmmueHuss DION OPTIC VISION - npenHasHadeHo AJist
oOyyYaromuxcsi ¢ HapyleHNUEeM 3pEHUS C LENbI0 YBEIMYEHHs TeKCTa U MOoA00pa KOHTPACTHBIX CXEM
M300pakKeHHS;

DNeKTPOHHBIA py4YHOU BUIeoyBennuuTenb Bigger D2.5-43 TV - npeana3zHavueHo a1 00y4Yaromuxcs
C HapyILLIEHUEM 3PEHUS JUIsl YBEIMUEHUS M YTEHUS IIOCKOIEYaTHOTO TEKCTA;

Pamnoknacc (pammomukpodon) «Coner-PCM» PM-6-1 (3aymHblii MHIUKTOP) - IOpPTaTUBHAs
3BykoBasg FM-cuctema 1 oOydarommxcsi ¢ HapylIeHHEM clyXa, YJIydllaromias BOCIPHUSTHE
roJ0coBOM MH(pOpMaIUu.

7. Metoanuyeckue yKa3aHus 10 OCBOCHHUIO JUCUMILIMHBI (MOLYJIs1)

B xome peanmuzammm y4eOHOTO Tmporiecca IO JUCHUIUIMHE TPOBOIATCS YYEOHBIE 3aHATHS W
BBITIOJTHSIETCSI caMOCTOsITeNbHast pabota. [1o Bompocam, BO3HUKAIONIMM B TPOIECCE BBITOTHEHHUS
CaMOCTOSITEIIbHOW Pa0OTHI, IPOBOMSATCS KOHCYJIBTAIIUH.

Jlnst opraHu3alii U KOHTPOJS CaMOCTOSITEIFHONW pa0OThl OOYyYalOUIMXCs, a TaKKe MPOBEICHHS
KOHCYJIBTAI{ TIPUMEHSFOTCS HHPOPMAITMOHHO-KOMMYHHUKAITHOHHBIC TEXHOJIOTHU:
Nudopmuposanue: http://edu.spcpu.ru/course/view.php?id=2462

KoncynsrupoBanue: http://edu.spcpu.ru/course/view.php?1d=2462

KonTtpo:s: http://edu.spcpu.ru/course/view.php?id=2462

Pazmemenune yueOnbpIx MaTepuanion: http://edu.spcpu.ru/course/view.php?1d=2462

YyeOHO-MeTOqNUECKOE 00ECIICUCHHUE:
TutoBnu U.A. Hamgnexamas naGopaTopHasi TpakTHKa : AJIEKTPOHHBIH y4eOHO-METOAMYECKUN
komruiekc / M.A. TutoBuu; ®I'BOY BO CIIX®Y Munznpasa Poccun. — Cankr-IletepOypr, 2018. —

Texcr AJIIEKTPOHHBIN /! DU1OC CIIXDdY : [caitT]. - URL:
http://edu.spcpu.ru/course/view.php?1d=2462. — Pexum gocTyma: i  aBTOPH30BaHHBIX
MOJIb30BATEIICH.
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Memoouueckue ykazanus no popmam padomot

Koncynemayuu 6 nepuoo meopemuuecxkozo ooyuenus

Koncynpranuy B mepuoj TEOPETUYECKOro OOy4YeHMs MpeaHa3HAueHbl Ui Pa3bsCHEHUS MOpsIKa
BBITIOJTHEHHSI CAMOCTOATEIHHON PaOOTHI M OTBETA Ha CIOKHBIE BOIIPOCH! B U3yUEHUU TUCLUUTUIHHBI.

IIpakxmuueckue 3anamus

[IpakTueckue  3aHATUS  OPEIyCMaTpPUBAIOT  MPUMEHEHHE  MpenojaBareieM  Pa3IndHBbIX
MHTEPAKTUBHBIX 00pa30BaTeNbHBIX TEXHOJIOTUN U aKTUBHBIX (hopM OOyuyeHHS: AUCKYCCHS, JETI0Bast
Urpa, KPYIIbIM CTOJ, MUHU-KOHepeHIus. TeKymmii KOHTPOJIb 3HAHWKM OCYIIECTBISCTCS Ha
MPAKTUYECKUX 3aHATUAX U MPOBOAUTCA B (popme:

3aja4 U 3aJaHU PENPOAYKTUBHOTO YPOBHS

Kparkas xapakTepucTuka OIIEHOYHOTO CpEACTBA: IMpEACTaBIsieT cOO0OM CpeacTBO, MO3BOJSIONIEE
OLICHMBAaTh U TUArHOCTUPOBATh 3HaHUE (pakTHUeckoro marepuasna (6a3oBble MOHATHS, AITOPUTMBI,
(bakThl) U yMEHHE MpPaBWIbHO HCIOJIb30BaTh CIELMAIbHbIE TEPMHUHBI U TOHSATHUS, y3HaBaHHE
00BEKTOB U3YyUEHHUS B paMKaX ONpeAeSIEHHOTO pa3jiesa IUCIUIUIHHEL.

[IpencraBieHne OIIEHOYHOTO CPEACTBA B OLICHOUHBIX MaTepraiax: KOMIUIEKT 3a/1a4 U 3aJJaHuil
ColecenoBanus

Kparkas xapakTepucTuka OIICHOYHOTO CpEACTBA: MpEACTaBIsieT COO0OM CpeacTBO KOHTPOJ,
OpraHM30BaHHOE KaK CIelralibHas Oecena mpernojaBatelis ¢ 00y4yarolMMcsl Ha TEMbI, CBSI3aHHBIE C
M3y4aeMOU JUCIUIUIMHOW, M PACCUMTAHHOE Ha BBIACHEHHE OObeMa 3HAHWUK OOydYaromerocs Io
OTIpe/IeTICHHOMY pa3zielly, TeMe, mpolieMe U T.11.

[IpencraBieHne OLEHOYHOTO CPEACTBAa B OLIEHOYHBIX MaTepuajax: BOIPOCH MO Temam/pasienam

IIUCIATUINHBL
Tecta
Kparkas XapaKTepUCTHUKA OLIEHOYHOT'O cCpelncTBa: MIPEICTABIISICT co0oi CHUCTEMY

CTaHJapTU3UPOBAHHBIX 33JaHUMN, MO3BOJISIIOIIYI0 aBTOMATU3UPOBATh MPOLEAYPY U3MEPEHHUsT YPOBHS
3HAHUI ¥ YMEHUN 00yJaroIerocs.

[IpencraBieHue OIIEHOYHOTO CPEACTBA B OILICHOYHBIX MaTepuaiax: coeruduKkanus 6aHKa TeCTOBBIX
3aJaHul
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