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PABOYAS MPOrPAMMA YYEBEHOW OUCLUUMITUHDI

61.B.05 OpraHusaums 4OKIMHUYECKMX NCCNeaoBaHUN NEKapCTBEHHbIX CPeacTB

1. Wndbp v HaumeHoBaHMe cneymnanbHocTh: 06.04.01 Buonorusa

2. Cneymnanusaumsa: «Meaguko-6monornyeckme Haykn»

3. KBanudumkauma BbinyCKHUKa: Maructp umonormu

4. dopma oOy4YeHMUA: oYHasn

5. Kacdbeapa, oTBevarowwan 3a peanusaumio AUCLUNIINHLI: Kadenpa MeauLMHCKON

BVMOXMMUM MOEKYNIAPHON M KNEeToYHoM Guonorum Meanko-bunonornyeckoro akynbreta

6. CoctaButenu nporpammsbl: NNonoea TaTbAHa HukonaesHa, A.6.H., npodeccop;
ArapkoB AnekcaHap AnekceeBuu, K.6.H., OOLEHT;

Kpbinbckni EBreHnin IMmutpuesny, K.6.H., AOLEHT

7. PekomeHaoBaHa:
HMC meaunko-6uonornyeckoro gpakynbteTa, npotokon N2 3 ot 22.04.2024

8. YueOHbIN roa: 2024-2025, 2025-2026 CemecTp: 2,3



9. Llenu 1 3agayum y4ye6HOM AUCLUNSIUHDI:

Llenb gucumnnuHbl: dopMUpoBaHMe y MarmcTpoB HaBbIKOB OpPraHn3aLmm n peanusaumm
MeponpuaATUin B 06nacT AOKIIMHUYECKUX UCCreaoBaHMn 6e30nacHoCTU U

3P HEKTUBHOCTU NIEKAPCTBEHHbLIX CPEACTB.

3agauu AnCuUMnvHbI:

. ccopmMmpoBaTb y MarucTtpoB HaBblkM BblibOopa Haubonee agekBaTHbIX
METOO0B (DU3UKO-XMMUYECKON 6uonormm un obwen TOKCUKOMOrMM [ANA  OLEHKU
appekTnBHOCTM M 6e30NacHOCTM NEeKapCTBEHHbIX CPeacTB MNpu NPOBEAEHUN WX
AOKIMHUYECKMX UCTbITaHUN;

. cchopmupoBatb |y oOyyalWMXCA HaBblkM nogbopa  noaxogAwmx
Buonornyecknx TecT-CUCTEM [Afi MpOBEeAEeHMA UccrnefoBaHMM 6e30nacHocTU m
3(p(PEKTUBHOCTN NIEKAPCTBEHHbIX CPEACTB;

. obecneuntb Hanuune y CTYAEHTOB 3HAHWA OO OCHOBHbIX MeXxaHu3max
NPOSABMEHMA TOKCMYECKOrO W TepaneBTUYecKoro adpekta nekapCTBEHHbIMU
CpeAcTBaMM, a TakxXe NpUHUMNax opraHn3aumm u NpoBeaeHnst X ccrnefoBaHuim,;

. cchopMupoBaTb Y MarmcTpoB HaBblKM COCTaBfiEHMA MflaHa W OT4yeTa
npoBeAeHNs  OOKIIMHUYECKUX UCMbITaHUA B COOTBETCTBUM C  OEMWCTBYIOLLEN
HOpMaTMBHOWN H6a3oM.

10. MecTo y4yebHOM aucumnnuHbl B cTpyktype OOIN:

YuebHas gucumnnuHa «OpraHn3aumsa OOKNMHUYECKUX UCCneaoBaHWUn feKkapCTBEHHbIX
cpeacTB» OTHOCUTCA K BapuatMBHoM 4actm broka 1 «OucumnnuHbl (Mopynn)»
depepanbHOro  rocygapcTBeHHoro  obpasoBaTeflbHOro  CcTaHgapTa  BbICLUErO
obpazoBaHua No HanpasneHuto noarotosku 06.04.01 bBuonorua (maructpaTtypa).

11. NMepe4yeHb NNaHUPyeMbIX pe3ynbTaToB 06y4YeHUsi N0 AUCLUNIINHE

Kopg HazBaHue Kog(bl) NHaukaTop(bl) [MnaHnpyemble pe3ynbtaTbl
KOMMNETEHLMM 0byyeHus
MK- CnocobeH K MNK-8.1 OueHuBaet 3HaTb: NPUHLMNbI
8 opraHusaumm un 9(pPEKTUBHOCTb U | NNTAHMPOBAHNSA, OpPraHn3auuu,
npoBeAeHnto 6e3onacHoCTb NpoBeAeHNs U COCTaBNEHNS
paboT no NEKaAPCTBEHHbIX | OTYETHOM AOKYyMEHTauun no
AOKITMHUYECKUM cpencTs AOKITMHUYECKUM
nccneaoBaHUAM nccnepoBaHnaMm
NeKapCTBEHHbIX 6e3onacHocTu
cpencTs NeKapCTBEHHbIX CPEeACTB;
OCHOBbI MEeTOANYECKNX

NnoaxoaoB, MO3BONSOLMNX
pewaTtb 3agauun B obnactu
AOKITMHNYECKNX
nccnenoBaHnn
3(ppeKkTMBHOCTH
NeKapCTBEHHbIX CpeacTB C
yyeToM 0cCobeHHocTen  ux

dhapMaKOKUHETUYECKUX n
dhapmMakogNHaMN4YECKNX
CBOWCTB.

YMeThb: obecneumnBaTb

nposefeHne  AOKIMHNYECKON
OLLEHKN OCTPOWN, XPOHUYECKON
n cneundunyeckon




TOKCUYHOCTU NNEeKapCTBEHHOIo
cpenctea B COOTBETCTBUN C

AENCTBYOLWNMU

pernamMmeHTamu; afleKkBaTHO
BblOMpaThb MeToan4eckne
npuemsl n

SKCNnepumMeHTanbHble Moaenu
ANsl  peleHns NpuKnagHbixX
3agay u paspabatbiBaTb nnaH
UX TMPUMEHEHMA B paMKax
NnpoBeneHnst  LOKIMHUYECKUX
nccnenoBaHumn

3apPeKTUBHOCTH
NeKapCTBEHHbIX CPEACTB.
Bnapets: HaBblKaMu

nnaHNMpoBaHUA, opraHmn3auunm
n KOHTPOJ1A npoeeaeHnA

AOKIUHNYECKNX
nccnepoBaHuin 6e3onacHoOCTU
neKapCcTBEHHbIX CpencTs;
HaBblkaMy oOpraHusaumm u
npoBeAeHns OLLEHKM
3(ppeKkTMBHOCTH

NOTeHUManbHbIX

neKapCcTBEHHbIX cpencTs,
o606LeHunA pe3ynbTaToB

OOKIMNHUYECKUX UCMBbITAHUN U
COCTaBJieHUnA peKOMeHﬂaLI,I/II7I

ons KITMHUYECKNX
nccneaoBaHU, B YaCcTHOCTH,
Ha OCHOBaHUM
KOJINYECTBEHHOTIO aHanm3a
hapMaKOKMHETUYECKMX
CBOWCTB NeKapCTBEHHbIX
BeLlecTB 1 Bbibopa cnocoba
onTuMmM3aummn nx
[031MPOBaHus.

MNK-8.2

OcywectBnsaer
nonb6op
noaxoasaLmx
XWBOTHbIX AN
npoeeaeHnNs
OOKITMHUYECKMX
NCNbITaHUN

3HaTb: OCHOBHbIE MPUHLUNMBI
npoBeAeHnst  AOKITMHUYECKUX
uccnegoBaHW, B TOM 4ucne

npasuna paboTbl c
XUBOTHbIMU, KynbTypamu
KNEeTOK M MMKPOOPraHM3MOB.

YMeTb: npeanaratb

anroputMbl  MUCMNOJSIb30BaHUSA
MO[ENbHbIX OpraHM3moB W
ounonorn4yecknx cuctem pansa
cocTaBreHud nnaHa n
opraHusaumm AO0KNNHUYECKNX
nccneaoBaHun.

BnapeTtb HaBblkaMn paboTbl C
XNBOTHbIMW, KynbTypamm




KNeToKk U MUKpPOOpPraHn3moB

ans peLueHns
npoceccuoHanbHbIX 3ajay B
pamMKax JOKITMHUYECKMX
NCNbITAHUN.

MNK-8.3 Bnapeet 3HaTb: naToreHeTn4yecKkune
pasnnyHbIMK MeXaHU3Mbl pa3BnTnNs
MeToaamMun 3aboneBaHun, mMeToabl
npoBeaeHns MOENMPOBAHNS U OLIEHKM
[JOKITMHUYECKMX CTENneHn ux pasBuTus
ncnbITaHUn YMeTb: MNpUMEHATb MeToapl

MOAENNPOBAHMA U OLEHKM
cTeneHn pa3BuTus
NaToNOrM4ecKoro COCTOAHUS
CnocobeH OCyLLEeCTBNATb
BblbOp, MogenupoBaHne MU
OLEHKY CTeneHu pasBuTus
NaToNoOrM4eckoro COCTOSHUSA
npu OOKINHUYECKON OLEHKe
JencTeus NeKapCTBEHHbIX
cpeacTs

NK-8.4 | PaspabatbiBaeT | 3HaThb: OENCTBYIOLLNX

nnaH npoeegeHnss | TpeboBaHumn HOpPMaTUBHO-
N ocylecTBnseT | NpaBoBoW H6a3bl, KacalLwmxcs
opraHusaumio npoBeaeHnss  OOKNNHUYECKNX
JOKIIMHUYECKUX | uccnegoBaHuin

NcnbiTaHU B NeKapCTBEHHbIX CcpencTB.

COOTBETCTBUN C
AEeNCTBYyIOLLEN
HOpMaTUBHON

6azon

YMeTb: agekBaTHO BblOMpaThb
MeToanYeckme noaxoapl,
pPEKOMEH0BaHHbIE B paMKax
HOpPMaTMBHO-NpaBoBon 6a3bl,

ANS peleHns  KOHKPETHbIX
npukKnagHbIX 3agay B Lenax
npoBeAeHNss  AOKIUHUYECKMX
UCMbITaHUA  NIEKAPCTBEHHbIX
CpeacTs.

BnapeTb: HaBblKaMu
COCTaBreHud nnaHa
NCNbITaHWUSA, opraHusauumm,
MOHUTOPUHIA Ka4yectBa MU
COCTaBIeHud oT4yeTa Ha
OCHOBaHMUN OLEHKMN
NonyyeHHbIX pe3ynbTaToB B
xone JOKNMUHNYECKNX
ncecneaoBaHum
NEeKapCTBEHHbIX CPeAcTB C
y4yeToMm CYLLECTBYIOLLMX
TpeboBaHui HOpPMaTMBHO-

npasoBow 6a3bl.




12. O6bem gucumnnmHbl B 3a4eTHbIX eauHuLax/yac.(e coomeemcmeuu ¢ y4ebHbIM
rnnaHom) — 6/216.

dopma NpoMeXyTOUYHOMN aTTecTauuu(3ayem/sKk3amMeH) 3a4eT, 9K3aMeH

13. TpyaoeMKocTb No BMAam y4ebHom paboTbl

TpynoeMKocCTb
Bupg, yuebHon paboThl Bcero Mo cemecTpam
2 cemecTp | 3 cemecTp | ...
AyANTOPHbIE 3aHATUA 32 54
nekuum 16 18
B TOM YuUcne: npakTnyeckme 16 36
nabopaTtopHble
CamocTosTenbHas paboTta 40 54
B TOM uncrne: Kkypcoas pabota
(MpoekT)
dopma npomMeXyTOYHON aTTecTauum 36
(3k3ameH —___y4ac.)
NTtoro: 72 144
13.1. CopepxaHue AUCLUUNINUHbI
HaumeHoBaHue CopepxaHue pasgena Peanusauusa pasgena gucumnnvHbl ¢
n/n | pasgena AMCUMNINHbI ONCLUMNNWHBI NOMOLLbIO OHNanH-Kypca, OYMK*
1. Jlekumn
1.1 | JoknuHnyeckne LoknuHnyeckune https://edu.vsu.ru/course/view.php?id=23186
nuccrnenoBaHus: nccrnenoBaHUs: OCHOBHbIE
OCHOBHbI€ MPUHUMMBLI | MOHATUSA, KNoYeBble
N 3TUYECKUue onpeaeneHns, KOHLLENLUUN.
npobnemsl WNcecnepoBanus in silico, in vitro
nin vivo.
MeauumHckas aTuka
(MeguMumMHCKas aeoHTonorus)
KaK pa3gen nNpuKnagHow 3TUKW.
MpuHUMNLI BUOMEANLIMHCKOM
ATUKMN.
BuoaTtuka. buoatnyeckue
acCneKTbl MCNoJib30BaHUA
XUBOTHbIX B MEANKO-
6u1onornyeckunx
3KCnepuMeHTax.
1.2 | HopmaTtuBHo- BBepeHune. 3HakoMcTBO C https://edu.vsu.ru/course/view.php?id=23186
npaBoBoe nepeyHemM [flocypapCTBEHHbIX
perynmpoBaHue B BEIOMCTB U HOPMaTUBHbIX
cucrteme OOKYMEHTOB,
OOKJITMHNYeCKUxX pernameHTUpyrLmnx
McnbiTaHUN npoeeaeHmne JOKIMHNYECKNUX
J1IeKapCTBEHHbIX I/ICCJ'IG,D,OB8HI/II7I J1IeKapCTBEHHbIX
cpencTts cpeacts B PO.
Hapnexaluas JlabopatopHas
Mpaktnka (Good Laboratory
Practice, GLP) - ncropus
pa3paboTKn 1 OCHOBHbIE
NPUHLMNbI.
I"Ipanma AOKITMHNYECKNX
nccnenoBaHuin 6e3o0nacHOCTU 1
3P(PEKTMBHOCTHU




hapmaKonornyeckmx BeLecTB.
CraHpapThbl KayecTBa
DOKIMUHNYECKNX
dapmakonorn4ecknx
nccnegoBaHuin.

YnpaBneHne puckamu ansa
obecrneyeHns Ka4yecTBa
DOKINMNHNYECKUX UccnenoBaHum.

1.3 | NMpuHumnbl pa6oTtel ¢ | TexHonorum, ucnonb3yemsle B | https://edu.vsu.ru/course/view.php?id=23186
na6opaTopHbIMU OOKIMHNYECKNX
XMBOTHbIMW, nccnegoBaHuax in vitro nin
KynbTypamun TKaHem n | vivo.
MWKPOOPraHM3MOB TexHuka 6e3onacHoOCTM Npu
nNpy AOKIMHUYECKMX paboTe ¢ nabopaTopHbIMU
nccrnepoBaHusix XWUBOTHBLIMU, KyNbTypamu
NeKapcTBEHHbIX KIIeTOK U MUKPOOPraHn3MoB.
cpeacTs TpeboBaHus k nogbopy
XMUBOTHBIX U UX KONMYECTBY
A5l npoBefeHns
OOKIMHUYECKMX UCCnenoBaHui.
1.4 | MnaHupoBaHwue, MnaHnpoBaHue AoKnMHMYeckux | https://edu.vsu.ru/course/view.php?id=23186
opraHu3sauus, uccnegoBaHui
KOHTponb kayectBa u | lNoHATMe mopenu
cocTaBreHue 3aboneBaHun. Boibop
OTYETHOCTM MO afeKBaTHOM MOJENMN XUBOTHbIX
pe3ynbTaTam ONs uccnefoBaHua: TUnMbl
LOKIMMHUYECKNX nccnegoBaHuii u
ncnbiTaHWM ncnosnb3lyemble BUAbl, TMHUK
NeKapcTBEHHbIX XWUBOTHbLIX, FeHeTu4eckmne
CpPeAcCTB C y4eTOM mMogenu. AnbTepHaTUBHOE
LENCTBYOLLMX MOLENUPOBaHNE U XUBOTHbIE-
TpeboBaHui mogenn. Knaccudmkauus
HOpMaTMBHO- XWUBOTHbIX-MOAENeN B
npaBoBon 6a3bl cooTBeTCcTBMM C cuctemont GLP
(Good Laboratory Practice):
KOHBeHUMoHarnbHble (CV),
yny4lleHHble
KOHBeHUMoHarnbHble (MD),
cBobOAHbIE OT NAaTOreHHON
dnopsl (SPF), MakcumanbHo
cBob6OAHbIE OT YCMOBHO-
natoreHHoun cnopsbl (GF),
rHOTOOUOTHbIE (KaTeropuu
GFX). BanugHocTb Moaenen.
CooTHoweHus mexay
BanNnAHOCTbLIO U Npobnemon
OLEHKM XNBOTHbIX-MOAENen.
MoHATMe npeBanuaauun, Kak
rapaHTUM 4OCTaTO4YHOW
onTUMU3aLNA 1
cTaHpaapTusauum BelbpaHHON
MoZenu.
2. MpakTnyeckne 3aHATUSA
2.1 | OoknuHnyeckue CraHoBneHue ] pa3sutue | https://edu.vsu.ru/course/view.php?id=23186
ncecneaoBaHua: BMO3TUKM, NMPU4YUHbI ee
OCHOBHbIE MPUHLMMbI | BO3HMKHOBEHMS. OcHoBHble
MM, e TR
npo6nemei Teopumn MOpaJ‘IbFI)-ibIX

obs3atenbcTB. Teopusa 6MO3TOB.
[eHe3nc 3TMkn GUOMEOULMHCKUX

3KCMNEPUMEHTOB.
OTnyeckne acnekTbl MeANLIMHCKUX




nccnepoBaHuim c yyacTuem
yerioBeka W UCCNEeAoBaHuWA B
«0CO6bIX» rpynnax nauueHToB.
Cneuuduyeckne  npobnemsl

OMOSTUKM: aTuyeckne 7
Iopuanyeckmne npobnemsl
MeAULMHCKOM reHeTuKun "

npoBeneHnsi 6romMeanLIMHCKOro
nccnenoBaHus.

MexpyHapogHbie NPVHLMMbI
rymaHHoOro MCMONb30BaHUsA
XUBOTHbIX B 3KCMEepuMMeHTax:
koHuenuua «KoHuenuusa Tpex Ry».
KoHLenums «Martb cBoboay.

Poccuiickoe npaBoBoe
perynuposaHue ryMaHHOro
o6pallleHns C XUBOTHLIMU

MpuHUMNbI nposeaeHns
obe360nmMBaHua. OTnyeckune

BOMPOCHI U NpUHUMNbI NpoBeaeHUA
9BTaHa3uw.

MpaBa " OTBETCTBEHHOCTb
aKcrnepumeHTaTopa.

2.2 | HopmatueHo- OcHoBHble nonoxeHusi | https://edu.vsu.ru/course/view.php?id=23186
npaBoBoe depepalnbHOro 3aKoHa oT
perynuMpoBaHue B 12.04.2010 Ne61-d3 «O6
cneTeme obpaLeHum NeKapCTBEHHbIX

cpeacTs».
AOKAMHUHECKNX Pykosoagctea ICH (International
“cnbiTaHun Conference Harmonization) no
neKkapCcTBeHHbIX JOKMMHUYECKOMY u3yueHunio  J1C
cpencte (cepuit  ICH S) un obbemy

nccnenoBaHnn ons uenen
pernctpauumn ICH M3.

Cepusa NOCT B pazsutue GLP.
OcHOBHbIE nosioxeHus
MEeXrocyfapCTBEHHOro CtaHaapTa
FOCT 33044-2014 «MpuHumnbl
Hapnexatieun nabopaTtopHon
npaktukn (Principles of good
laboratory practice)»
MexrocynapcTBeHHbIM  cTaHaapT
FOCT 33044-2014 «MpuHumnbl
Hapnexatieun nabopaTtopHon
npaktukn (Principles of good
laboratory practice)» - npuHLMnbI
NpoOBEAEHNA  UCCNEeAoBaHUn
ochopMreHnsa pe3ynbTaToB
lMoctaHoBneHusa [paButenscTBa
Poccuitckon depepaumm,
pernameHTupyloLme npoBeaeHne
OOKITMHNYECKNX nccnenoBaHun
NeKapCTBEHHbIX CpeacTs B PO
Mpukasel MwuH3gpaBcoupa3BUTUS

Poccuiickon depepaumnu,
pernamMmeHTupyowme OLIEHKY
6e3onacHocTu JIeKapCTBEHHbIX
cpencTs B PO

Peectp BanuaMpoBaHHbIX
6uomopenenn EC pykoBoacTea
OECD (Opranusauus

OkoHoMunyeckoro CoTpyaHu4ecTBa
7] PazButus) no OLEHKe

6e3onacHocTn XUMUYECKNX
BeLLeCcTB

Mpukasbel MwuH3gpaBcoLpa3BUTMA
Poccuinckon depnepaunu,

pernameHTUpyLLMe npoBeaeHne
LOKIIMHUYECKMNX nccnenoBaHum




JNlekapCTBEHHbIX cpeacTs B PO

(0] MepeyHe XWN3HEHHO
HeobXoOMMbIX UM BaXHeMWwux
JNleKapCTBEHHbIX NpenapaTtoB B P®

MeToaunyeckne yKasaHus
MwuH3gpaBscoupa3sutua P® ot 12
mas 2008 r. «OueHka
BG1O3KBUBANEHTHOCTHU

JIeKapCTBEHHbIX CPEACTBY.
PekomeHnpaumn Poc3gpaBHanzopa
or 05 despana 2009 .
«PekomeHaauumn ansa
dapmaLeBTU4ECKMX KOMMaHWn Mo
u3yyeHuto 6GuoTpaHchopmauun u
TpaHCMopTepoB HOBBbIX
NeKapCTBEHHbIX CPEACTB...».

TpeGoBaHus K  ocopMneHuo

oTyeTa o Hay4Ho-
nccnegoBaTenbCKom pabote
COrnacHo FOCT 7.32-2001
«Cucrema cTaHgapToB no

nHdopmauun, 6ubnuoTevHomy u
uspgatenbckomy geny. OTyeT o
Hay4Ho-1ccnenoBaTenbLCKom
pabote. CTpykTypa u npasuna
ocopMneHunsa»

2.3 | MpuHumMnbl paboTbl € Ycnosus copgepxaHus | https://edu.vsu.ru/course/view.php?id=23186
ﬂaGOpaTOprIMVI na60paToprlx XNBOTHbIX,
XUBOTHBIMY, TpeboBaHuA K TEXHOMOMMU
KyNbTypaMu TKaHeii 1 UCMosib30BaHus KINETOYHbIX
MUKPOOPraHN3MOB KynbTyp  Ans  AOKIMHUYECKMX

NCCnefoBaHUn U OCHOBbI TEXHUKM
npn AOKITMHNHECKMX MUKpoBMoiornyeckmx
ncecnenoBaHnAx nccnenoBaHmuil.

NEeKapCTBEHHbIX KauecTBO  9KCMepUMEHTasbHbIX
cpencTs XVBOTHbIX, KyNnbTyp KIETOK W

TKaHei, a  Takke  KynbTyp

MMWKPOOPraHU3MOB, UCMONb3YeMbIX

ONsi MpoBeAeHUss AOKIMHUYECKUX

nccnenoBaHuin JIEKapCTBEHHbIX

BELLECTB.

OcobeHHocTH paboTbl c

nabopaTopHbIMU XVUBOTHbIMY,

KynbTypamu KNeToK n

MMWKpPOOpPraHM3mMoB,

NCMOMNb3yeMbIMM ans

OOKIMHUYECKUX nccnenoBaHui

JIeKapCTBEHHbIX BELLECTB.

2.4 | MNMnaHupoBaHue, OpraHuzauus npoBepeHus | https://edu.vsu.ru/course/view.php?id=23186
opraHusauus, aHanusa 06LLETOKCUYECKOro
KOHTpONb KayecTBa n | AEUCTBUA BeLLECTB.
COCTABNERNE JoknuHnyeckas oueHKa

6e30nacHoCT  B3aumoaencTeus
OTHETHOCTM No NIeKapCTBEHHbIX  BELWEeCTB  Mpu
pesynbtaram KOMOUHVMPOBAHHOM  MPUMEHEHWM.
AOKNMNHNYECKNX JoknuHnyeckoe u3yyeHwue
ncnbITaHUi 6e30MacHOCTM  BCMOMOraTesbHbIX
JNleKapCTBEHHbIX BELLEeCTB B neKapcTBEHHbIX
CpencTB C y4eToMm npenapatax. OueHka
[eiiCTBYIOLLNX annepruavnpyoLLmx CBOWCTB
Tpe6oBaHuit BELLECTB. Qu,eHKa
HOPMATUBHO- UMMYHOTOKCMYECKOTO  AEWCTBUS
I'IpaBOBOI7| 6a3bl BELLUECTB. 3 M3yyeHune

penpoayKTUBHOWN TOKCUYHOCTM

BewectB. OueHKa MyTareHHbIxX

CBOWCTB BELLLECTB. OueHka

KaHLUEepPOreHHOCTU neKapCTBEHHbIX
cpencTs n BCrnomoraTesibHbIX
BeLLEeCTB B KPAaTKOCPOYHbIX TECTaxX.




HJoknuHuyeckune nccrnenoBaHus
KaHL,EepOoreHHbIX CBOWCTB BELLECTB
B XPOHUYECKMX IKCMEPUMEHTAX Ha

XNBOTHDbIX. [oknuHnyeckoe
n3y4vyeHune 6e30MacHOCTM BELLECTB,
NOJNTy4YeHHbIX

BMOTEXHONOrMYECKUMU MEeTOAAMMU.
OpraHmsauma 1 nposeaeHve
pacLUMpPeHHOro n3y4yeHus
cneunduyeckon renaTo3allmMTHOM
aKTMBHOCTM U UCCReaoBaHue
MexaHu3Ma AeNcTBUsi 0TOBPaHHbIX
Ha NepBOM 3Tarne CoeguHEHUN.
[ononHutenbHble UccrnenoBaHus,
pacwmpsitolimMe npeacTaBneHns o

noTeHumanbHbIM

npenaparta.

NPOTMBONAPKUHCOHNYECKOMN

aKTUBHOCTM npenaparos.
MpyHUMNManbHas cxema noucka u
NOKNMNHNYECKOTO n3yyeHus
KapAUOTOHNYECKNX cpencTs.
MepBuyHasg OLeHKa

chapMaKonoruyeckoro BellecTsa ¢

NPOTUBOULLEMUNYECKUM
(aHTMaHrvHanbHbIM)  AENUCTBUEM.
Wccneposanune OCHOBHbIX
MeXaH13MoB

NPOTUBOULLEMNYECKOTO AENCTBUSA

3. JTabopamopHbie pabomsi

13.2. Tembl (pasaenbl) AUCUMNIIUHBbI U BUAbI 3aHATUN

Buabl 3aHATUI (KONUMYECTBO YacoB)
No HavnmeHoBaHuWe pasgena AMcunnivHbl MpakTtn- | Jlabopa- CamocTos-
n/n JTekunn TenbHas Bcero
yeckume TOPHbIEe
paboTta
[oknuHnyeckne nccnenoBaHus: OCHOBHbIE 6 4 14 24
1| npuHLMNbI 1 3TUYeckue Npo6nems!
HopmaTtnBHO-NpaBoBOE perynuposaHue B 6 6 14 26
2 | cucteme [OKMUHUYECKMX UCTbITAHUN
NEeKapCTBEHHbIX CPEACTB
MpuHUMNbI paboTkl ¢ NabopaTopHbIMU 4 6 18 28
3 | XMBOTHbIMM, KyNbTypamu TKaHen n
MUKPOOPraHM3mMOB MpU AOKINHUYECKUX
nccneaoBaHusAX IeKapCTBEHHbIX CPeacTB
MnaHupoBaHue, opraHMsaums, KOHTPOsb 18 36 48 102
KayecTBa M COCTaBfIEHNE OTHYETHOCTM MO
4 | PesynbTaTam [OKNMHMYECKIX ncnblTaHun
NeKapCTBEHHbIX CPEACTB C Yy4ETOM
LeNCTBYOLWMX TpeboBaHUA HOPMATUBHO-
npaBoBon 6a3bl
5 | Ok3ameH 36
UToro: 34 52 94 216

14. MeTogn4yeckune ykasaHus Ansi 00y4arloLwmxca No 0OCBOEHUIO AUCLUNIIUHbI




(pekomeHOayuu obydyarouuMcs 1o 0Cc8O0EHUK OuCyuruHbl: paboma ¢ KoHcriekmamu
JieKyut, npe3eHmauyuoHHbIM Mamepuarsiom, 8bINOSIHEHUE npakmu4yeckux 3adaHud,
mecmos, 3adaHuli mekywelu ammecmauuu u m.o.)

CTyneHTbl 3HaKOMATCA C TeOpeTUYeCKMM MaTepuanom B npoLecce SIeKLMOHHOIo
Kypca, camMocToATenbHO npopabaTtbiBaldT M ycBaMBalOT TeopeTuyeckue 3HaHusA C
NCNOSIb30BaHNEM pPEKOMeHAyeMON Yy4yebHOW nuTepaTtypbl, Y4eOHO-METOANYECKUX
nocobuit, cornacHo ykasaHHoMy cnucky (n.15).

Ha npaktnyeckmx 3aHATUAX obecnednBaeTcsd hOpMUPOBaAHNE HEOOXOOUMBIX B
paMKax KOMMeTeHUMN YMEHU N HaBbIKOB (BrageHun). N3yvyeHve gaHHON AUCUUNINHBI
npenycMaTpuBaeT Takke caMocToATeNnbHyto paboTty. BbinonHeHne camocToaTenbHou
paboTbl NpeanonaraeT: Ka4eCTBEHHYO NOATOTOBKY KO BCEM BUAAM YYEOHbIX 3aHATUN;
pedepupoBaHMe U aHHOTUPOBAHME YKa3aHHbIX rpenogaBaTesieM WCTOYHMKOB
nuTepatypbl; CUCTEMATUYECKUN MPOCMOTP MEPUOAMYECKUX U3LAHUN C  Lenbio
BblABNEHNA nybnukaumi B obnactm undyvyaemon npobnemaTtvku; nlyyvyeHume y4yebHoM
nuTepatypbl; UCNONb30BaHWE WHTEpPHET-pecypcoB. B npouecce camocToaTenbHou
NnoAroTOBKW NPU OCBOEHUWN AUCLMMNAMHBI HEOOXOANMO M3YYNTb OCHOBHYHO NUTEpaTypy,
3aTeM — [OONOSHUTESNbHY. IMEHHO 3HAKOMCTBO C OOMOSIHUTESNIbHOW NuTepaTypon,
3Ha4YUTENbHAA YaCTb KOTOPOW CyLLECTBYET KaK B NeYyaTHOM, TakK U 3NIEKTPOHHOM BUAE,
cnocobcTByeT 6onee rnybokoMy OCBOEHUIO N3y4EeHHOro Matepuana.

TekyLwas atTectaumsa obecnednBaeT NPoOBEPKY OCBOEHUSA y4ebHOro matepunana,
npuobpeTeHnss 3HaHUN, YMEHWA U HaBbIKOB B MNpouecce ayauTopHOM U
camocTosaTenbHOM  paboTbl  CTYAEHTOB, (opMMpoBaHUA  NpodecCUOHanbHbIX
komneTteHumn (MK-8).

DopMOoW NPOMEXYTOYHON aTTECTALMN 3HAHWUIA, YMEHMI N HAaBbIKOB 00YyYatoLmnxcs
ABNAETCA YCTHbIN 3a4erT.

O6yueHne nnL, ¢ orpaHNYEHHbIMU BO3MOXHOCTAMM 340POBbS OCYLLECTBNAETCA C
YYETOM UX MHAMBMAYANbHbIX NCUXO(U3NYECKMX OCOBEHHOCTEN M B COOTBETCTBUM C
NHOMBMAOYanbHON NporpamMmon peabunutauuu.

MpomexyTo4yHaa aTtrectaums Ona nuy C HapyleHUsiMuM cfllyxa npoBoguTCA B
nMCbMeHHOM dopMe, NMpu 3TOM MCMONb3ylTCA oblime Kputepun oueHuBaHus. [pu
Heo6XxoAMMOCTM, BpeMSA NOATOTOBKM Ha aTTecTaunm MoXeT 6biTb yBENNYEHO.

Onsa nuu ¢ HapyweHnMeM 3peHua OonyckaeTca ayauarnbHoe npefaocTaBneHve
NHopmMaLmm (Hanpumep, ¢ UCNOSIb30BaHMEM MPOrpaMM-CUHTE3aTOPOB peyn), a Takxke
NCNONb30BaHNE Ha NEKUMAX 3BYKO3anucbIBaloLWmMX YCTPOUCTB (OUKTOOHOB 1 T.4.). Ha
NEKUMOHHbIX 3aHATUAX U NabopaTopHbIX 3aHATUAX NpU HEOOXOAMMOCTU [oMnycKaeTcs
NPUCYTCTBME aCCUCTEHTA.

Mpn npoBefeHMM NPOMEXYTOYHON aTTecTaumn s nuy, ¢ HapyLweHneMm 3peHuns
TecTupoBaHuMe MoxeT ObiTb 3aMeHEHO Ha yCcTHoe cobecepoBaHue no Bonpocam. pu
HeobxoAMMOCTU, BpeMSA NOArOTOBKM Ha aTTeCTaumMm MOXeET ObiTb YBENNYEHO.
[MpomMexyToyHasa aTtTectaumMs Ana Nuy C  HapylweHUsIMUM  OMOpPHO-ABUraTeslbHOro
annaparta npoBOAUTCA Ha O0OWMX OCHOBaHUSX, NMpU HeobxoaMmocTu npouenypa
aTTecTauMm MoxeT ObiTb peann3oBaHa ANCTAHLMOHHO.

15. NepeyeHb OCHOBHOM U AONOJTHUTENLHOM NUTEpPaTypbl, PeCYPCOB UHTEPHET,
Heo6XxoAUMbIX ANA OCBOEHUA AUCLMUNIINHBI (CrIUCOK flumepamypbl 0hopMIssemcs 8
coomeemcmeuu ¢ mpebosaHusmu 'OCT u ucrionb3yemcs obu,asi CK8O3Hasi
Hymepauyusi 0511 ecex audo8 UCMOYHUKO8)

a) ocHOBHas nuTeparypa:

Ne n/n UcTouHmuK

PykoBoaCTBO Mo NpoBeAEHUIO LOKIIMHUYECKUX UCCnenoBaHUm
nekapcTBeHHbIX cpefncTB. YacTb nepsas / Nog pea. A.H. MupoHosa. — M.
Mpndp nkK, 2012. —944 c. -

1.




Tokcukonormyeckasa xummnsa [OnekTpoHHbIn pecypc] / MNneteHesa T.B.,
CobipoewkuH A.B., Makcumosa T.B.; lNopg pea. T.B. lNneteHéson - M. :
NSOTAP-Megma, 2013." -
https://www.studentlibrary.ru/ru/book/ISBN9785970426357.html

Byanama, A. B. JoknMHU4eckne nccnefoBaHus nekapCTBEHHbIX BELLECTB :
y4eb. nocobue / A. B. byanama [n gp. ] ; noa pea. A. A. CBuctyHosa. -
Mocksa : TOOTAP-Megua, 2017. - 384 c. - ISBN 978-5-9704-3935-7. -
TekcT : anekTpoHHbIN // OBC "KoHcynbTaHT cTtyaeHTa" : [canT]. - URL

. https://www.studentlibrary.ru/book/ISBN9785970439357.html

Jluxaues, C. B. bnoatuka : yuebHoe nocobue / C. B. Jluxaues. — Nepmb :
MrATY,2021. —118 c. — ISBN 978-5-94279-516-0. — TekcT :
3NEKTPOHHbIN // J1aHb : aNeKTpoHHO-6nbnuoTeyHas cuctema. —

URL.: https://e.lanbook.com/book/170562

mebosa, H. H. FocyaapcTBeHHasa pernaMmeHTaumsa n3rotToBneHns u
KOHTpPOJA KayecTBa fleKapCTBEHHbIX CpeacTs : y4ebHoe nocobue / H. H.
mebosa. — Men3a : MY, 2019. — 282 c. — ISBN 978-5-907262-21-8. —
TeKCT : aNeKTPOHHbIN // J1aHb : aNeKTPOHHO-6MGNMOTEeYHana cuctema. —
URL: https://e.lanbook.com/book/162255

6) nononHUTenbLHasa nuTepaTypa:

Ne n/n

UcTouHMk

Abunes C.K. OcHOBbI MyTareHe3a u reHoTokcukonorum : nekuumn / C.K.
Abunes, B.M. mazep, M.M. AcnaHsH ; Mock. roc. yH-T um. M. B.
JlomoHocoBa, Poc. akag. HaykK, VIH-T obwwien reHeTukn um. H.U. BaBunosa,
Yyeb.-Hayu. ueHTp kad. reHeTukn buon. dpak. MI'Y n Nu-Tta obien

reHeTukn um. H.. BaBunosa .— Mocksa ; CaHkT-lNetepbypr : HecTtop-
NcTopua, 2012 .— 144 c.

BaTtsaH, A.H. OcHOBbI 06LLEN 1 3KONOrNMYECKON TOKCUKOOTrMn [ONEKTPOHHbIN
pecypc] : y4ebHoe nocobue / A.H. batsaH, I.'T. ®pymuH, B.H. basbines. —
AnekTpoH. aaH. — CI16. : Cneuflnt, 2009. — 352 c. —
http://lanbook.lib.vsu.ru/books/element.php?pl1_id=59872

OcHoBbl TOKCHKoNoruu : [ydebHoe nocobue ana ctya. By3oB, 06y4y. no
HanpaBneHusiM noAaroT. "be3onacHocTb XnsHepeatenoHocTn", "3awumTa
okpyxatowen cpeabl"] / [M.M1. KykuH u gp.] .— M. : Bbicw. wk., 2008 .— 278
c

Xypasnesa, C.A. N'uctonorus. lNpakTukym [ONeKTpoHHbIN pecypc] :
yyebHoe nocobue. — AnekTpoH. gaH. — MuHcK : "Bbiwanwasg wkona",
2013. — 320 c. —http://lanbook.lib.vsu.ru/books/element.php?pl1_id=65443

10.

O6wasn Tokcmkonorua / KypnsHackui b. A. v gp. ; nog pea. B.A.
KypnaHackoro, B.A. ®unosa .— M. : MeguumHa, 2002 .— 606 c.:

11.

Peukunin, Muxaun Wcaakosny. Tokcukonorus : yuebHoe nocobue ansa By3oB /
M.N. Peukun, H.H. KasepuH, M.H. ApryHoB ; BopoHeXx. roc. yH-T .—
BopoHex : JTOIN By, 2006 .— 55 c. : un., Tabn. — 2 3K3. - Konusa .—
Bubnuorp.: c. 54 .—
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/may07005.pdf>.

12.

Tokcukonornyeckasa xmmusa. AHanuTU4eckasa TOKCUKONOrmsa [ONeKTPOHHbIN
pecypc] : yuebHuk / Epemun C.A., KanetuH I'.W., KanetnHa H.W. n gp. Mopg,
pen. P.Y. Xabpuesa, H.W. KanetuHon - M. : TQOTAP-Meaua, 2010. -
https://studmedlib.lib.vsu.ru/book/ISBN9785970415375.html

13.

Tokcukonoruyeckast xumusl. Metabonnam 1 aHanm3 TOKCUKaHTOB
[GnekTpoHHbIV pecypc] : yuebHoe nocobue / Mopg pen. H.WN. KaneTtuHon. - M.
: TOOTAP-Meana, 2008. -
https://studmedlib.lib.vsu.ru/book/ISBN9785970406137.html



http://www.studentlibrary.ru/ru/book/ISBN9785970426357.html
http://www.studentlibrary.ru/book/ISBN9785970439357.html
http://www.studentlibrary.ru/book/ISBN9785970439357.html
http://lanbook.lib.vsu.ru/books/element.php?pl1_id=59872
http://lanbook.lib.vsu.ru/books/element.php?pl1_id=65443
http://www.lib.vsu.ru/elib/texts/method/vsu/may07005.pdf
http://www.lib.vsu.ru/elib/texts/method/vsu/may07005.pdf

KonopgnasHas, B. A. buotexHonorus : y4ebHuk / nog, pea. KonogasHon B. A.
CamoTtpyeBon M. A. - Mocksa : TOOTAP-Megaua, 2020. - 384 c. - ISBN 978-
5-9704-5436-7. - TekcT : anekTpoHHbIn // URL

- http://www.studmedlib.ru/book/ISBN9785970454367.html

14.

3y6oB, H. H. Ctatnctuka B buomeamumHe, apmaumm n dapmMmaueBTHKe :
yyebHoe nocobue : [16+] / H. H. 3y6os, B. U. KyBakuH, C. 3. YmapoB ; nog
15. | obw,. pea. . A. HapkeBunya. - MockBa ; bepnuH : Oupekt-Meana, 2019. -
386 c. : un., Tabn. - Pexum goctyna: no nognucke. -

URL: https://biblioclub.ru/index.php?page=book&id=578236

OcHoBbI CO3aaHNA NeKapCTBEHHbIX NpenapaToB (M30paHHbIe NeKunn) :
yuyebHoe nocobue / J1. B. HaymeHko, H. A. lN'yposa, O. tO. 'peyuko [v op.] ;
16. | nog pepakumen A. A. CnacoBa. — Bonrorpag : BonrTMY, [6. r.]. — YacTtb 2
—2019. — 176 c. — TEKCT : 9NEKTPOHHbIN // J1aHb : 3N1IEKTPOHHO-
6ubnunoteyHasa cuctema. — URL: https://e.lanbook.com/book/141203

3blkoBa, E. B. OpraHunzauus n nnaHmpoBaHue nccnenoBaTtesnibCKon paboThl
: y4ebHoe nocobue / E. B. 3bikoBa. — Bonrorpag : BonrfMY, 2020. — 180

17 C. — TeKCT : aneKTPOHHbIN // J1aHb : 3NeKTpoOHHO-6ubnuoTeyHas cuctema.
— URL: https://e.lanbook.com/book/179555
Mewepos, . . MeTogonorns Hay4yHoro uccrnepoBaHus : ydebHoe nocobue
18 | [16+] /T. W. MewwepoB ; UHCTUTYT MnpoBbIX UuBunusauun. - Mocksa :

NHCTUTYT Munposbix umsunuzauumn, 2017. - 312 c. : un. - Pexnm goctyna:
no nognucke. - URL: https://biblioclub.ru/index.php?page=book&id=598470

B) MH(HOPMaLMOHHbIE 311EKTPOHHO-06pa3oBaTesibHbIE PECYPChbI:

Ne n/n NcTouHnK

19. | https://urait.ru

20. | http://biblioclub.ru/

21. | http://www.studentlibrary.ru

22. | https://e.lanbook.com/

23. | www.lib.vsu.ru - 3HB BI'y

24. | www.molbiol.ru - Knaccuyeckas n MmonekynspHas éuonorus.

25. | www.pubmed.com - National Center for Biotechnology Information /US National Library of Medicine.

26. | https://edu.vsu.ru/course/view.php?id=9824

27. | ToTanbHble pecypchbl

16. lMNepeyeHb y4eOHO-MeTOOMYECKOro obecrnevyeHUs ANs CaMOCTOATENIbLHOWM

paboTbl (y4ebHo-memoduyeckue pekomeHdayuu, rnocobus, 3a0ayHuKuU,
MemoOuYeCcKUe yKalaHusi 10 B8bIMOSIHEHUK MPaKmMuyYecKux (KOHmMpOsribHbIX) pabom u
op.)

Ne n/n | cTouHmk

Tokcukonornyeckas xumnsi. CUTyaUMOHHbIE 3afia4n U YrpaxHeHUs

1. | [OnekTpoHHbIN pecypc] : yuebHoe nocobue / Moa pen. H.MN.KanetuHon. - M. :
r30TAP-Megua, 2007. -
https://studmedlib.lib.vsu.ru/book/ISBN9785970405406.html

MukposiAepHbI aHanu3 1 uuToreHeTnyeckas HectabunbHoctb / H. H.
2. | UnbnHckux, B. B. HoBuukui, H. H. Banuyrosa, . H. UnbnHckux ; Tomckuin meg,
WH-T .— TomcK : M3a-Bo TomcKoro yH-Ta, 1992 .— 269 c.

LinToreHeTnyeckmnin MOHUTOPUHI: MeTOAbl OLEHKN 3arpsa3HEeHnsa OKpyXatoLLen
cpefbl 1 COCTOSIHUA reHeTUYECKOro annapara opraHu3ama : YuyebHoe nocobue :
3.| CneumnanbHoctb 011600- 6uonorusa / B.H. Kanaes, C.C. KapnoBa ; BopoHex.
roc. yH-T. Kad. reHeTukun, cenekuumn n teopum asosntoumm .— BopoHex, 2004 .—
79 c.— <URL:http://www.lib.vsu.ru/elib/texts/method/vsu/mar04075.pdf>.

Becenoga, T. A. Bnoatuyeckue npobnemMbl B GUONOrMYECKNX U IKONTOTUYECKNX
nccnepoBaHusx : y4ebHo-meToamyeckoe nocobue / T. A. Becenosa, A. A.



http://www.studmedlib.ru/book/ISBN9785970454367.html
http://biblioclub.ru/
http://www.studentlibrary.ru/
http://www.lib.vsu.ru/
http://www.molbiol.ru/
http://www.pubmed.com/
http://www.lib.vsu.ru/elib/texts/method/vsu/mar04075.pdf

Manbuesa, . M. Weew,. — HuxHuin Hoeropop, : HHI'Y um. H. U. JTo6a4yeBckoro,
2018. — 187 c. — TeKcT : aneKTPOHHbIN // J1aHb : aNeKTPOHHO-6nbnunoteyHas
cuctema. — URL: https://e.lanbook.com/book/144580

BruomeanumHckas aTvka n 4EOHTONOMNMSA B HOPMaTMBHO-MPABOBbIX aKTax :
yyebHo-meTogmyeckoe nocobue / coctasutenn H. ®. lNeew, [n gp.]. —

5.| BnagmusocTtok : BI'Y3C, 2018. —304 c. —ISBN 978-5-9736-0518-6. — TekcT :
3NEKTPOHHbIN // IaHb : aNeKTpoHHO-6nbnuoTeyHas cuctema. —

URL: https://e.lanbook.com/book/161401

www.lib.vsu.ru

MOLBIOL. RU - Knaccuyeckan 1 monekynapHas 6uonorus (http://www.molbiol.ru).

National Center for Biotechnology Information /US National Library of Medicine (http://www.pubmed.com).

©| X Nj o

ToTasbHble pecypchbl

17. UHcpopmMaLMOHHBbIE TEXHONOIMU, UCNONb3yeMble AN peanu3auum y4eoHomn
OVUCLMNIINHBI, BKITIOYasa nporpamMmmHoe obecneyeHne u MHPOPMaLMOHHO-
CrpaBoOYHble cucTeMbl (MpY HEO6GXOANUMOCTH)

|_|pl/l peann3aunn AnCUuUnIIMHbl NCNOJ1b3YHKTCA NTEMEHTbI ANTIEKTPOHHOIO o6yqu|/|$| n
ANCTaHUMNOHHbIE o6pa303aTeanble TeXHOJ10Irnn

18. MaTepmanbHO-TeXHU4YeCcKoe obecneyeHne AUCLUNIIUHDI:

YuebHasa ayautopus ans npoBefeHus 3aHATUI nekumnoHHoro Tuna (394018, r. BopoHex, nnowiagb
YHuBepcutetckas, a.1, nom. |, aya. 318): cneunanusnpoBaHHas mebenb, HOyTOYK, NPOEKTOP, 3KpaH Ans
npoekTopa.

WinPro 8, OfficeSTD, Kaspersky Endpoint Security

IvcnnenHbln kKnacc, ayautopusi Ans MpoOBEeAEHWUs TPYNMoBbiX WM WHAMBUAYANbHbIX KOHCYNbTauuM,
nomeLLeHne gnsa camoctoaTenbHon paboTel (r.BopoHex, nnowanp YHuBepcuTetckas, a.1, nom.l, aya.
67): cneumanusupoBaHHas Mebernb, KOMMbOTEPHAsi TeXHUKa (KOMMbIOTEpbl, MPUHTEP, CKaHep) C
BO3MOXHOCTbH MOAKIIOYEHNA K CeTU «IHTEpPHET»

WinPro 8 RUS, Office Standard 2019, Kaspersky Endpoint, Be6-6pay3ep Google Chrome, Be6-6pay3ep
Google Chrome, Be6-6pay3ep Mozilla Firefox

KoMnbloTepHbIn knacc, ayautopus Ana NpoBeAEHUS FPyNMnoBbIX N MHAWBUAYaNbHbIX KOHCYNbTaLMWMA,
nomeLLeHne g caMocTosiTenbHON paboThl (r.BopoHex, nnowaab YHnBepcuteTckas, 4.1, nom.l, aya.
40/5): cneunannsnpoBaHHas Mebenb, KOMNbIOTEPHAsA TEXHMKA (KOMMNbIOTEPbI, MPUHTEP, CKaHep) C
BO3MOXHOCTbIO NOAKIOYEHNS K ceTU «/HTepHeT»

WinPro 8 RUS, Office Standard 2019, Kaspersky Endpoint, Be6-6pay3ep Google Chrome, Be6-6pay3ep
Google Chrome, Be6-6pay3ep Mozilla Firefox

KoMnbloTepHbI Knacc, NnoMeLLeHne ans caMmocTosTenbHon paboTsl (r.BopoHex, nnowaab
YHuBepcutetckas, a.1, nom.l, aya. 40/3): cneunannsanpoBaHHas mebernb, KOMMNbOTEPHAst TEXHUKA
(KoMnblOTEpBI, NPUHTEP, CKaHEP) C BO3MOXHOCTbLIO MOAKNIOYEHUA K ceTn "NHTepHeT"

WinPro 8, OfficeSTD, Google Chrome, Kaspersky Endpoint Security



http://www.lib.vsu.ru/

19. ®oHA OLEeHOYHbIX CPeacTB:

19.1 NMepeyeHb KOMNETEHLUN C YKazaHMeM 3TanoB (hoOpMMpPOBaHUA U
nnaHMpyeMbIX pe3ynbTaToB 00y4YeHUsi

HavnmeHoBaHue
Ne NHavkaTop(b!) o
pasnena KomneTeHums(un) OOCTUXeHUsA HEHOUHBIC
n/n ANCUUNITINHDI ° cpeacTBa
(Momyns) KoMneTeHuun
[loknnHnyeckune NMK-8 CnocobeH MK-8.1
nccnenoBaHus: K opraHm3aumm un OueHuBaeTt
OCHOBHble npoBeAeHuUI0 3(PEPEKTUBHOCTL U
NPUHUMNbI U paboT no 6e3onacHoCTb
aTn4eckume OOKITMHNYECKNM NeKapCTBEHHbIX
npobnemsol nccnepoBaHUaM CpeacTs
1 neKkapcTBEHHbIX MK-8.2
cpeacTs OcyuwecTtBnsaer
non6op nNoaxoasLmx
XWBOTHbIX AN
npoBeaeHus
LOKNNHNYECKNX
ncnblTaHum
HopmaTusHO- NMK-8 CnocobeH MK-8.2
npaBoBoOe K opraHu3aumm u OcyuwecTtBnser
perynupoBaHue B npoBeAeHuto non6op nNoaxoasLmx
cucteme paboT no XWBOTHbIX AN
DOKITMHNYECKNX OOKITMHNYECKNM npoBeaeHus
UcnbITaHUN nccnepoBaHUaM LAOKNNHNYECKNX
NeKapCTBEHHbIX NeKapCTBEHHbIX nCnbITaHN
cpencTB cpencTs MK-8.4
2 PaspabatbiBaeT
nnaH NpoBeAeHNs U
ocyulecTenset
opraHu3sauuto
AOKITMHUYECKUNX
NCNbITaHUN B
COOTBETCTBUN C
OENCTBYIOLLEN
HOpMaTMBHOW 6a30m
MpuHumnbl pabotbl | MK-8 CnocobeH MNK-8.1
c nabopaTopHbIMK | K OpraHuM3aumm u OueHunBaet
3 XMBOTHbIMU, npoBeAEeHUI0 aPPEKTUBHOCTL U
KynbTypamun TKaHewn paboT no 6e3onacHocTb
N MUKPOOPraHU3MOB | AOKITMHUYECKUM NEeKapCTBEHHbIX
Npv AOKNNHUYECKNX | UCCNefoBaHUAM cpencTts




HanmeHoBaHue
Ne asgena VInankarop(si) OueHoYHble
P KomneTeHums(un) JOCTUXEeHUS
n/n ANCUUNITINHDI cpenctea
(Moayns) KOMMNEeTeHUNN
nccnenoBaHUAX nekapcTBeHHbIX MK-8.2
NeKapCTBEHHbIX cpeacTs OcyuwecTtBnsaeTr
cpencrts non6op NoaxoasLmx
XMBOTHbIX AN
npoBeaeHus
AOKITUHUYECKNX
ncnbiTaHWi
MNK-8.3 Bnapeet
pasnMYHbIMKU METOAaMM
npoBeaeHus
AOKNMNHNYECKNX
NCNbITaHUM
lMnaHnpoBaHue, NMK-8 CnocobeH MK-8.1
opraHusauus, K opraHm3aumm un OueHuBaet
KOHTPOJb KayecTBa npoBeaeHunto 9(p(PEKTUBHOCTL U
N cocTaBneHue paboT no 6e3onacHoCTb
OTYETHOCTU NOo OOKNMNHNYECKNM NEeKapCTBEHHbIX
pe3ynbTaTtam nccnepoBaHUsM CpeacTs
AOKNMNHNYECKNX NeKapCTBEHHbIX MK-8.2
NCNbITAHU cpencTs OcyuwecTtenser
NeKapCTBEHHbIX noabop noaxoasaLmx
CPeACTB C y4eToM XUWBOTHbIX Ans
AENCTBYIOLLNX npoeeaeHnNs
TpeboBaHuin AOKITUHUYECKNX
HOpPMaTUBHO- NCMnbITaHUN
4 npaBoBoK H6a3bl MK-8.3 Bnapeet
pa3nuyHbIMKM MeToAaMm
npoeeaeHnNs
OOKITMHNYECKNX
ncnblTaHum
NMK-8.4
PaspabartbiBaeT
nnaH NpoBeAeHns n
ocyliecTBnser
opraHunsaumio
AOKITMHNYECKUNX
NcnbITaHW B
COOTBETCTBUU C
OEeNCTBYIOLLEN
HopMaTMBHOW 6a30m
[MpomexyTo4yHas aTTecTaums KomnnekTt
dopMa KOHTpONS - 3a4eT, 3K3aMeH KM

19.2 OnucaHue KpUTepu1eB U LLKarbl OLleHUBaHUSA KOMNeTeHUMN (pe3ynbTaToB 00y4eHus)
NPy NPOMEXYTO4YHOM aTTecTaymm

Kputepum oueHnBaH1s KOMNETEHUMIA

YpoBeHb
CchOpMUPOBAHHOCTM
KOMMeTeHLUn

Llkana ougeHoK




O6yuvatoLminca B NofHON Mepe BnageeT NOHATUNHBIM MoBbIWEHHBIN OTnnyHo
annapaTom AaHHOWN 06nacTu Hayku (TEOPETUHECKUMM YPOBEHb
OCHOBaMM JUCLMMNIIMHbI), CNOCOBEH UNMCTpUpOBaTh
OTBET NpuMepamu, pakTamu, JaHHbIMU HaY4YHbIX
nccnegoBaHuii, NPUMEHATb TEOPETUYECKME 3HAHMSA ANS
peLleHns NpakTU4eckKux 3agad B 061actm MeHeXMeHTa
KayecTBa B KNMMHUYECKON ANarHocTuke

O6yvatowuincs BnageeT NoHATUAHBIM annapaTom AaHHON Ba3zoBhbIln ypoBEHb Xopouwo
obnacTtun Hayku (TeopeTn4ecknMn ocCHoBaMu
OVCUMMITNHBI), AEMOHCTPUPYET OCBOEHME 3HaHUN,
YMEHWI, HaBbIKOB KOMMNETEHLMIN ANCUMMINHBI, fonycKaeT
He3HauuTenbHble OLWNGKN, HETOYHOCTU, UCMbITLIBAET
3aTpyAHEHWSA NPY pEeLLIEHUN NPaKTUYeCcKnx 3agay

Ob6yuatoLuiica BnageeT 4aCTUYHO TEOPEeTUYECKUMU MoporoBsblii ypoBeHb YpoBneteopu-
OCHOBaMW OUCLMMIIUHDI, (hparMeHTapHO cnoco6eH TENbHO
NpoAeMOHCTPMPOBaTb OCBOEHUE 3HAHWI, YMEHMWIA,

HaBbIKOB KOMMETEHLMI AUCLMMANHDI, AONyCKaeT
3HauUUTENbHbIE OLLUNGKMN NPY PELLIEHNIN NPAaKTUYECKNX

3agay
OTBET Ha KOHTPOJIbHO-N3MEPUTENbHbI MaTepuarn He - HeynosneTtsopu-
COOTBETCTBYET N0OLIM TPEM U3 MNEepPeYnCIeHHbIX TEnbHO

nokasatenen. Obyyaowmnca obrnagaet oTPbIBOYHLIMY,
parmeHTapHbIMU 3HAHUAMMU, AONyCcKaeT rpybble ownGKu,
He MOXET NPOoAEMOHCTPUPOBaThL 06nagaHme 3HaHUSMMU,
YMEHMSAMMW, HaBbIKaMN KOMMNETEHLUMUI AUCLMMNIIVHBI.

20. TwvnoBble oOuUEHOYHble cpeaAcTBAa M MeToAMYeCKMe  MaTepuansbl,
onpegensilowme npoueaypbl OLleHUBaHUA

20.1. TeKywn KOHTPOSb yCNeBaeMoCTHn

KoHTponb ycneBaemMocTU MO OUCLMINIIMHE OCYLLECTBNSeTCA C  MOMOLLIbO
crnepyroLLmMX OLEHOYHbIX CPEACTB:

Bonpochl Ans yCTHOro onpoca B pamMKax TEKYLero KOHTpossi 3HaHUM:

JOKNUHUYeckne nccneaoBaHus: OCHOBHbIE NMOHATUSA

[oKnuHnyeckme nccnenoBaHus: KIoyeBble onpeaeneHus

[ OoKNUHN4YeCcKue nccnepoBaHms: KOHUENLUmm.

OcHoBbI MNaHNPOBaHUA LOKIIMHUYECKMX UCCNea0BaHUN.

NcenepoBanud in silico

WNcecnepgoBanud in vitro

MNcecnepoBanua in vivo

Kak BO3HMKNN TEPMUHbBI «3TUKa» U «Mopanb»? Kak MeHANock nx cogepxaHue?

B yuem coctont cneumdpuka MeaNLNHCKOM STUKN?

10 OCHOBHbIE UCTOpPUYECKME 3TaMbl PAa3BUTUA MEAULMHCKON STUKMN.

11.3Tnveckue n ropngudeckme npobnemMmbl MeAULMHCKON FEHETUKN U NPOBeAEeHUS
61MoMeaMLMHCKOro nccnefoBaHus.

12. OTnyeckune acnekTbl MEANLMHCKUX UCCNEeoBaHN C y4acTMeM YenoBeKka u
nccnenoBaHnst B «0CobbIX» rpynnax naumeHToB.

13. BoaTtuka Kak Hayka. [lpegmeT n 3HayeHue pe3ynbTaToB UCCNeaoBaHUN.

14.[JeoHTOonornyeckas Teopusa. Teopunm MopanbHbiX 06s3aTenbcTB.  Teopus
6103TOB.

15.Pa3nunyHble npMHUMnbl B3aMMOOTHOLLEHUA YenoBeka ¢ okpyxatowmum Mupom.

16.Pa3pgensl n pelwaemMbie npobnems.

17. BUO3TMKa U pENUrMo3Hble NpeaCcTaBeHus.

18. Pennrno3Hoe NoknoHeHNE XUBOTHbIM - 30051aTPUSA, UM TEPOTEN3M.

©ONDUIAWN



19. MopanbHO-3TUYECKUe NPUHLMMbI U B3rNsabl Ha OTHOLLEHME YernoBeKa K
XWUBOTHbIM HEKOTOPbIX «COBPEMEHHbIX MUPOBLIX» PENUTUIA - MHAYN3MA,
AxarnHu3ma, byaamama, ucnama, XpucTmaHCTBa.

20. BnoaTtuyeckme npobnembl CBA3aHHbIE C UCNONIb30BAaHUEM XUBOTHbIX.

21.0OTHOLWeHne PnNocopCKNX yY4eHUN pasnnyHbIX NepuoaoB pa3BUTUS
YyenoBeYyeckoro obLLEeCTBa K XUBOTHOMY OKPYXEHMIO.

22. ObwecTBEHHOE ABMXEHME B 3aLLMTY XMBOTHbIX. ICTOpMA BO3HUKHOBEHUSA
OBUXEHNS.

23. O6wecTBa 3aLLUNTbl XUBOTHbIX B pa3HblX CTpaHax. OCHOBHbIE HanpaBeHns
paboTbl 00LLEeCTB.

24. 3aKkoHogaTenbCTBa MO 3aLMTE XMBOTHbIX.

25.CenbCKOX039MCTBEHHOE XNBOTHOBOACTBO U €r0 aflbTEPHATUBBI.

26./cnonb3oBaHne XMUBOTHbIX B pa3BfeyvyeHnax.

27. JkcnnyaTtaums QUKNX XUBOTHBbIX.

28. [MpaBoBble OCHOBbI A0OLIYN, pa3BeAeHUsI U COAEPXaHUS XUBOTHbIX.

29.[leoHTONnorMa Meamnko-bnonornyeckoro aKCnepumMmeHTa.

30. MeHe3nc aTukn buoMegULMHCKMX IKCNEPUMEHTOB

31. CobntogeHne 61oaTn4ecKmx NpUHLUMNOB Npu paboTte, passegeHumn n
coaepXaHum nabopaTopHbIX XMUBOTHbIX.

32. MexayHapogHble  MpUHUMMBI  TYMaHHOTO  MCMOSNIb30BaHUS  XMBOTHbIX B
akcnepuMmeHTax: KoHuenuusa «KoHuenuma tpex R»

33. MexayHapogHble  MpUHUMMBI  TYMaHHOTO  MCMOSNIb30BaHUS  XMBOTHbIX B
aKcrnepumeHTax: koHuenumsa «I1atb ceoboa»

34. EBponenickasn KOHBEHLMA O 3alumMTe NO3BOHOYHbIX XUBOTHbIX, UCMOSb3YEeMbIX A4
SKCMEePMMEHTOB UIM B MHbIX Hay4HbIX Lensx» (Ctpacbypr, 1986)

35. Poccuiickoe npaBoBoOe perynMpoBaHue ryMaHHOro obpalleHumsi C XMBOTHbLIMM

36.MpuHuMNbI NpoBeaeHua ob6e3donnBaHusN

37.3Tryeckue BONpocCh! 1 NPUHLUMNBLI NPOBEAEHUSA 3BTaHA3UN

38.[NpaBa 1 0TBETCTBEHHOCTb 3KCNEPUMEHTaTOpa

39. Pa3paboTka 1 NnpuMeHeHne MeToA0B, aNnbTePHATMBHbIX 3KCMEPUMEHTaAM Ha
XWBOTHbIX, NPX NPOBEeAEHNN MeANKO-OMONOrMYECcKmX SKCNEPMMEHTOB.

40. EBreHnka B npoLwsiom n coepemeHHom Mupe.

41.MNo3nTuBHaA 1 HeraTMBHasA €BreHnKa.

42. EBreHunka v nonuTtuka.

43. MopanbHble NpobyieMbl FeHHOW Tepanuu.

44 Henpepncka3yeMoCTb NOCNeACTBUN FreHHON Tepanun.

45. BO3MOXHOCTM, NEPCMNEKTUBLI M ONACHOCTN CO34aHUS U UCMNOJIb30BaHMS
TPaHCTreHHbIX PACTEHUI U XMUBOTHbIX.

46. KnoHupoBaHue.

47. PenpoaoyKTUBHOE M TEpaneBTUYECKOE KITIOHMPOBaHME.

48./\cnonb3oBaHne aMOpMOHanbHbIX CTBOJOBbLIX KNETOK YeNoBeKa.

49. OcHOBHOM nepeyeHb [TocyaapCTBEHHbIX BEAOMCTB U HOPMATUBHbIX IOKYMEHTOB,
pernameHTUpyLWmMxX NpoBeaeHne AOKIIMHUYECKUX CCNefoBaHni
nekapcTBeHHbIX cpeacts B PO

50. OcHoBHble nonoxeHnsa eaepanbHoro 3akoHa ot 12.04.2010 N261-d3 «O6
o6palleHnn NeKkapCTBEeHHbIX CPeACTBY»

51. PykoBoactea ICH (International Conference Harmonization) no goknuHnyeckomy
nayyenuto J1C (cepun ICH S) n o6bemy nccnepgoBaHuin ana Lenen pernctpauumn
ICH M3

52. Hapgnexauwas JlabopatopHas lNpaktuka (Good Laboratory Practice, GLP) -
ncTopms pa3paboTKn N OCHOBHbIE MPUHLNMbI

53. Cepua N'OCT B pazsutue GLP



54. OcHOBHble NonoxeHna mexrocygapcreeHHoro ctaHgapta FOCT 33044-2014
«MpnHUMnbl Hagnexawen nabopatopHoun npakTuky (Principles of good
laboratory practice)»

55. MexrocynapcTtBeHHbIn ctaHaapt TOCT 33044-2014 «MpuHumMnbl Hagnexawien
nabopatopHou npakTtuku (Principles of good laboratory practice)» - npuHuunbl
nNpoBeAeHNs UCCrefoBaHUN U 0POPMIIEHNA pe3ysbTaToB

56. lNocTtaHoBneHunsa lNpaButenscTBa Poccunckon depepauuu, pernaMmeHTupytowme

npoBefeHne AOKIIMHUYECKMX UCCReAoBaHUN flekapCTBEHHbIX cpeacTs B PO

57.MNpuka3bl MuH3gpascoupa3sutms Poccuinckon depepaumm, pernameHTmpyowme
oLeHKy 6e30MacHOCTM NeKapCcTBEHHbIX cpeacTs B PP

58. PeecTp BanuanpoBaHHbix 6uomoaenen EC pykoesogctesa OECD (OpraHusauus
OkoHomu4yeckoro CotpygHuyecTtsa u Pa3sutus) no oueHke 6e3onacHocTu
XUMUYECKNX BELLECTB

59. MNpuka3bl MuH3gpascoupa3suTus Poccuinckon @epepaunn, pernameHTupyowme
npoBeAeHne AOKIIMHNYECKMX MCCNef0oBaHNn NeKapCTBEHHbIX cpeacTs B PO

60. NepeyeHb XM3HEHHO HEOOXOANMbIX M BaXHENLLMX JIEKAPCTBEHHbIX NPenapaToB
B PO

61. MeToan4yeckne ykaszaHna Munsgpascoupa3sutms PO ot 12 mas 2008 r. «OueHka
OGMO3KBMBANEHTHOCTU NIEKAPCTBEHHbIX CPEACTBY.

62. Pekomengaunn Poc3gpasHag3opa ot 05 dpespansa 2009 r. «PekomeHpaumm ansa
hapmMaLeBTMYECKMX KOMMAHMIA MO M3y4eHnto buoTpaHchopmauumn n
TpaHCNoOpTEPOB HOBbIX JIEKAPCTBEHHbIX CPEACTB.

63. TpeboBaHUA K 0popMIIEHUIO OTHETA O HAyYHO-UCCReaoBaTeNbCKOM paboTe
cornacHo NOCT 7.32-2001 «Cuctema ctaHgapToB no nHdgopmaumu,
6mbnnoteyHoMy 1 nsgatenockomy geny. OT4eT 0 Hay4YHO-UCCNenoBaTENbCKON
pabote. CTpykTypa v npaBunia oopMIeHNa»

64. lNpaBuna AOKMMHMYECKMX UccnenoBaHnin 6e3onacHocT n apeKTMBHOCTH
hapMaKkonormyeckumx BeLLecTB

65. TexHonornmn, nCNosnb3lyemble B JOKNMHUYECKUX UCCNeaoBaHusX in vitro

66.TexHonoruu, ncnonb3yemble B AOKIIMHNYECKUX NCCEeA0BaHUSX in Vivo.

67.TexHuka 6e3onacHocTu Npu paboTte ¢ nabopaTopHbIMIN XNUBOTHBLIMU,
68.TexHuka 6e3onacHoCcTy npu paboTe C KynbTypamm KneTok

69.TexHuka 6e3onacHoCcTn Npu paboTe C MUKPOOpPraHM3MaMu.

70.TpeboBaHua K N0ABOPY XMBOTHLIX N X KONIMYECTBY ANsi NPOBEAEHNS
OOKITMHUYECKNX NCcneaoBaHum.

71. YcnoBua cogepxaHus nabopaTopHbIX XUBOTHbIX

72. TpeboBaHUA K TEXHONOMMM UCNOJTb30BAHNS KIETOYHbIX KyJbTyp ANng
OOKITMHNYECKUX UCCNeaoBaHnm

73. OCHOBbI TEXHUKN MUKPOBMONMOrn4yecKnx NccrnegoBaHuin.

74. KayecTBO 3KCNepMMEHTasnbHbIX XUBOTHbIX, KYNbTyp KIETOK U TKaHEWN, a Takxe
KyfnbTyp MUKPOOPraHU3MOB, UCMNOSb3yeMbIX ANs NPOBEAEHUSA AOKITMHNYECKUX
nccnenoBaHnii NEKapCTBEHHbIX BELLECTB.

75. OcobeHHOCTH paboTbl ¢ NabopaTOPHLIMU XMBOTHBLIMU UCMNOSNb3yEMbIMU ANA
OOKITMHMYECKNX NCCneaoBaHui NeKapCTBEHHbIX BELLECTB.

76. OcobeHHOCTM paboTbl C KyNbTypaMu KNeTok, MCNosfib3yeMbiMun ans
OOKITMHNYECKNX NCCNEeAOBaHMIN NIEKapCTBEHHbIX BELLECTB.

77. OcobeHHocTM paboThl C KyfibTypamMu MUKPOOPraHM3MOB.

Kputepum oueHku:

«OTNUYHO»- NOMHbIN, NPaBUIbHbIA OTBET HaA BOMPOC, CUCTEMHbIE, rMyboKMe 3HaHWUS ”
NMofIHoe NMOHMMaHMe NMpPorpaMMHOro Matepuana, ymeHme 000CHOBaTb CBOWU CYXAEHWS,
npuBecTn HeobxoauMble NPUMEPBI, B T.4. CAMOCTOSITENIbHO COCTaBEHHbIE; U3NOXEHNE



MaTepuasn nocneaoBaTesnibHO U NPaBUIIbHO C TOYKM 3PEHUS HOPM NUTEPATYPHOro A3blka
M Hay4YHON TEPMMUHOSIOTUMN.

«Xopowlo» — HenonHoe onpepeneHne, 1-2 HepgoyeTa B nocrenoBaTeslbHOCTU U
A3bIKOBOM 0hOPMJSIEHUN OTBETA HA BOMNPOC

«Y[OoBNeTBOPUTENIbHO» - HEMOSIHOE M HEeTOYHOe onpeaefieHne MOHATUN, HeyMeHue
[AOCTaATO4HO rNyboKo M AokasaTerlbHo 060CHOBAaTb CBOW CYXAEHUS U MPUBECTU CBOU
npuMepbl; HenocnegoBaTeNlbHOE WU3I0XEHWEe MaTepuana, OWUOKNM B A3bIKOBOM
0dOopMIIEHMM U3naraemoro.

«HeypnoBneTBopuTENBHO» — HET OTBETA Ha MOCTaBIIEHHbIA BOMPOC UM OTBET HEe
BEPHbIA: He3HaHWe COOTBETCTBYHLILEro BoMpoca, owubku B opmMynupoBke
onpefeneHnin, nckaxarwme nx cMmbicn, 6ecnopsaoyHoe U HeyBEpPEHHOE U3NOXEHUe
MaTtepuana.

Mpumep TecToBOro 3agaHuA ANA TEKYLEro KOHTPONSA 3HAHUN:

Ina ncnbiTaHnA HOBbIX hapMaKoornyecknx BeLWecTB NCMNONb3yHTCsA cnepyowme
KaTeropmmn XunBOTHbIX:

A. KOHBeHUMOHanbHbIE,

B. ¥YnyJweHHble KOHBEHLMOHArbHbIE,

B. CBo6ogHbIe OT naToreHHon dnopbl,

I". MakcumanbHO cBo6OaHbIE OT YCNOBHO-NATOreHHoM dnopsl,

. BeamMnkpobHbie,

E. T’HoTOGMOTHBbIE.

MpumMmepbl NpakTU4YeCKUX 3aAaHun
MpakTu4yeckoe 3agaHue 1

OxapakTepuayinTte nNoHsaTMe 00 3TUKe 1 Mopanu. ATuka un aTukeT. [NpegMeT 3TUKK 1 ero
nctopudeckoe passutne. CBoeobpasne 3TUKM KaK Hayku, ee MeCcTO B CTPYKType
rymMaHuTapHoro 3HaHus. MopanbHble HopMbl. MopanbHblh  kogekc. [lpaBuna
nosefeHus. TepMuH «geoHTonornay. NpuHuunel geoHTonorun. MNpuknagHaa aTuka.

MpakTu4yeckoe 3apgaHue 2

Mepeuncnmte n oxapakTepmuaymnTe OCHOBHbIE NMOJNTOXEHUS] MEXTIOCYAapCTBEHHOIo
cranpapta FOCT 33044-2014 «[MpuHuunbl Hapgnexatlen nabopaTtopHOM NPaKTUKK
(Principles of good laboratory practice)».

MpakTu4yeckoe 3agaHue 3

O6paleHre ¢ nabopaTopHbIMU XUBOTHBIMU pa3Hoo6pa3Hbix BMAoB. OnpeaeneHne mx
BO3pacTa 1 rnona pasnumyHbiMu MeToaamn. Pukcaums XMBOTHbIX pa3HbIX BUAOB. Bbibop
COOTBETCTBYHLLMX CNOCO60B hrKcauun, CBA3aHHbIX Kak C YXOAO0M 3a XMBOTHbIMU, Tak
M C HAaYyYHbIMW NpoLIelypaMm Ha XMBOTHbIX. Cnocobbl nAeHTUMUKALNS XUBOTHBbIX.

Kputepun oueHku:

«OTNMYHOY- NOMHbIN, NPaBUMbHbIA OTBET Ha BOMPOC, CUCTEMHbIE, FMyb6okue
3HaHWS 1 NOMTHOE NMOHMMaHKe NPOrpaMMHOro MaTepuana, ymeHne o6ocHoBaTb CBOU



CYyXA€eHusA, NpuBecTn HeobxoanmMble NpUMepsbI, B T.4. CAMOCTOSITESNIbHO COCTaBIEHHbIE;
N3r0XeHne maTepuan nocriefoBaTesNlbHO U NPaBUTbHO C TOYKN 3PEHUS HOPM
nUTepaTypHOro A3blka 1 Hay4YHON TEPMUHOSIOTUN.

«XopoLuoy» - HenosnHoe onpeaeneHve, 1-2 Hego4yeTa B NOCNEAOBaTENbHOCTU U
A13bIKOBOM 0QOPMIIEHUN OTBETA HA BOMpPOC

«Y[noBNeTBOPUTENIbHO» - HEMOJSIHOE U HETOYHOE OnpeaeneHne NoHATUN,
HeyMeHWe A0CTaTO4YHO rny6oKo 1 foka3aTenbHO 060CHOBaTb CBOU CYXAEHUS 1
NMPMBECTM CBOW NPUMeEpbI; HEMocneaoBaTebHOE U3OXEeHNe MaTepuana, ownbky B
13bIKOBOM OCPOPMIIEHUN U3NaraemMoro.

«HeypnoBneTBOpUTENBHO» - HET OTBETA HA MNOCTABMEHHbIN BONPOC UM OTBET He
BEPHbIN: HE3HaHMEe COOTBETCTBYIOLLEr0 BONPOCa, OWNOKN B (hOpMynnpoBKe
onpeaeneHnin, nckaxatoLme ux cMbicsl, 6ecnopanovyHoe U HeyBepeHHoe U3NoXeHue
MaTtepuana.

MpumMepbl CUTYaLMOHHBbIX 3aA4a4 AN NPOBeAeHUA TeKyLero KOHTpons
3HaHUW, YMEHUN U HaBbIKOB:

3apaua l

B xone AOKNUHMYECKNX NCCNeaoBaHU NeKapCTBEHHbIX CPeACTB BO3HMKAET
cuUTyaums, Korga uccnegoBaTtento, YTobbl OLEeHUTb NPOSBNEHME NPeaLeCTBEHHUKOM
nekapcTBa onpeneneHHoro CBOMCTBa, NPUXOANTCS NULLATL XN3HM NabopaTopHbIX
XUBOTHbIX. HO Beab ybuBas 1x, Y4enoBek TeM CaMbIiM HapyLLUAeT UX NPaBO Ha XU3Hb.
MpaBunbHO Nn 3T0?

3agava 2

N3yunte paspen MNpasnun GMP PaboTta no KOHTpakTy n cbopmynupymnTte
NONOXEHNs, KOTopble 0653aTeNbHO [OXHbI ObITb OTPaXeHbl B KOHTPAKTE C
NocTaBLUMKOM dhapMaLleBTMYECKON CybCcTaHumMm

3apava 3

MpoaHanu3upynTe HOpMaTUBHO-NPaBOBbLIe AOKYMEHTbI: [MpaBuna
AOKITMHUYECKUX UccrenoBaHni 6ezonacHocty 1 3@dekTMBHOCTU (dapMaKoormyeckmnx
Bewects (MON, GLP - Good Laboratory Practice). Pasgenbl: OCHOBHblIE TEPMUHbI U
NOHATUSA. YnpaBneHue. KoHTponb kavyecTBa ncnbitaHui. NMomewenna. O6opynoBaHue.
MeToanyeckue maTepuanbl B 9KCNEpPMMEHTasIbHbIX NOMELEHUAX. XpaHEHNE AaHHbIX.

Bbigenute 13 cogepxaHus matepuanoB HOPMaTUBHO-NPaABOBbLIX JOKYMEHTOB
Hanbonee BaxHy MHOpPMaLMIO, NCNONb3YA CTPYKTYpPUpOBaHNe Bnaa «Tesncy - Bam
HY>XHO BbIOENUTb N3 TEKCTa NpeaCcTaBeHHbIX UH(POPMaLMOHHbIX MaTepuanoB
HECKONbKO Te3UCOB (CKOMbKO YrogHo). [loa Te3aMcomM NoHMMaeTcs HeKkoTopasi YETKO
copMynnpoBaHHasi, 3aKOHYEHHasA MbICIb, BbiCKa3biBaHWE, TpebyioLlee
[OKa3aTenbcTBa. Ha3biBaHne kakoro-nnbo gakta Te3ncom He asnsieTcs. B Tesuce
[AOIXHbI ObITb MoAnexatlee 1 ckadyemoe (To eCTb HEYTO FOBOPUTCH O YEM-TO).
Pe3ynbTaThl KpaTKo 3anucaTb U Harns4HO TBOpYeCK 0OpPMUTL Ha ByMaxKHOM
HocuTene (nnakaT unu nocTep).

Kputepum oueHku:

«OTANYHO»- KOMMNJIEKCHAsA OUEeHKa NpensyioXeHHOW CUTyauuu; NpaBuiibHbIN U MOSHbIN
OTBET Ha BOMPOC 33aJayn C YyKa3aHMEM HOPMATUBHOIO WCTOYHUKA, 3HaHWe
TEOPETNYECKOro MaTepuana, NpaBuilbHbIN BbIOOP TaKTUKK AENCTBUN.



«XOpoLlo») - KOMMJIEKCHAA oueHKa NPeasioXeHHOW CUTyauuu, HEMOSIHbIN OTBET Ha
BOMPOC 3afayn, He yKa3aH HOPMATUBHbLIN MUCTOYHWK, HE3HAYMTENbHbIE 3aTpyAHEHUN
npuv OTBETE Ha TEOPETUYECKNA BOMNPOC.

«Y[oBNeTBOPUTENBHO» — 3aTpPyAHEHUA C KOMMJIEKCHOW OLIEHKOW MpeasioXXeHHOn
CUTyaumn; HENOMHbIN OTBET Ha BOMPOC 3aJayn, B TOM YMCIie Ha BOMPOCHI 3a4ayu,
HENpaBWUITbHbIA WX HEMOJIHbIN BbIOOP TaKTUKM OEWUCTBUIN, HEMOSNHbIN OTBET Ha
TeopeTnyecknin Bonpoc.

«HeypoBneTBopuTENbHO»- HEBEpPHAs OLEHKa CUTyauuun; HenpaBWibHbIN OTBET Ha
BOMPOC 3afayun; HenpaBWsbHbIN BblIOOp TaKTUKM AEUCTBUWA, HE3HAHWE HOPMAaTMBHOIO
AOKYMEHTa 1 (Mnn) HeymMeHue NpuMEHUTb €ro B NPakTM4eCKon cuTyaumm, HeT OTBeTa Ha
TEopeTUYECKNA BOMNPOC.

TunoBble TeMbl TeopeTndyeCKux nHAnBunAayanbHbIX MPOEKTOB

1. MnaH  OOKMMHWUYECKOrO WUCCNeAoBaHWA MO U3YYEHUD  aHTUOKCUAAHTHOM
aKTUBHOCTM hbapMaKoorMyeckoro BeLwecTsa

2. [MnaH  [OKMMHWYECKOro UccnefoBaHWs MO M3YYEHUIO  renato3alumTHON
aKTUBHOCTM hbapMaKoorMyeckoro BeLwecTsa

3. [MnaH [OKMMHUYECKOro MCCNeaoBaHMA MO M3YYEeHU aHTUaMabeTnyeckon u
rMNOrNMKEMNYECKON aKTUBHOCTU (hapMaKOonOrm4eckoro BeLLecTBa

4, MnaH AOKNMHUYECKOrO UCCenoBaHMs MO M3YYEeHMK NMPOTMBOBOCMASNIUTENbHOM
aKTMBHOCTM (hapMaKOIorm4ecKoro BeLecTsa

5. Mnan JOKIMUHUYECKOro  uccregoBaHud no N3y4YeHuto HOOTPOMHOW
LepebpoBacKynapHOM N aKTUBHOCTU (hapMaKOform4ecKoro BeLLecTBa

6. [MnaH [OKMMHUYECKOro WuccnefoBaHUa MO U3YYEHUI0  HEeMposienTUYecKon
aKTMBHOCTM (bapMaKOorM4ecKoro BeLLecTsa

7. [MnaH [OKMMHWYECKOro uccrnefoBaHUs MO U3YYEeHU aHTUAENpPecCaHTHOM
aKTMBHOCTM (bapMaKOorm4ecKoro BeLLecTBa

8. MnaH [OKMMHUYECKOTO WCCNEeAOBaHWA MO W3YYEHUO NPOTUBOCYAOPOXHON
aKTMBHOCTM (hapMaKoorm4eckoro BeLecTsa

9. [MnaH [OKNMHMYECKOro WUCCNeAoBaHWA MO U3YYEHUH TPaHKBUIU3UPYHOLLEN

aKTUBHOCTM (bapMaKosiorMyeckoro BeLecTsa

10.  [naH JOKNMMHMYECKOro UccnenoBaHns no U3y4eHUto CHOTBOPHOM aKTUBHOCTU
¢rapmaKkonormyeckoro seLecTea

11. [naH pOKAMHWYECKOro WCCReaoBaHMA Mo udyvyeHuto 06e360nmMBatoLLEero
AencTeuna hapmMakosiorm4eckoro BeLecTsa

12.  TnaH JOKIMHUYECKOro UCCreaoBaHnsa no N3y4eHno MecTHoaHeCcTe3npytowemn
aKTMBHOCTM (hapMaKosiorM4eckoro BeLecTsa

13. TlnaH [OKAMHMYECKOro WuccnefoBaHWa MNO  U3YYEHUD  aHTUapUTMUYEeCKon
aKTMBHOCTM (hapMaKosiorM4eckoro BeLecTsa

14. TlnaH AOKIMHNYECKOro UccrnegoBaHUs rno U3y4YeHuo NpOTUBOULLIEMUYECKOIO
AencTeuna hapmMakosiorm4eckoro BeLecTsa

15.  [naH QOKNMHMYECKOro nccnefoBaHus No U3yYEHUO rMNOTEH3UBHOM aKTUBHOCTH
¢rapmaKonormyeckoro seLecTsa

16. [naH QOKIMHMYECKOro MccnenoBaHUA MO U3YYEHUH rMNOSIMNUAEMUYECKOrO
AencTeus dapmMakosiormyeckoro BeLecTsa

17.  TlnaH JOKNNMHUYECKOro UCCReaoBaHUsA N0 N3YYEHUIO BELLLECTB, BIIMAIOWMX Ha
remocTta3s papMakonorm4eckoro BeLlecTsa

18. [naH [AOKNWMHUYECKOro WCCNefoBaHUA MO  WU3YYEHUH MNPOTUBOMMKPOOHOM
aKTUBHOCTM (hbapMaKoorMyeckoro BeLecTsa

19.  OcHoBHble NpaBuna 6e3onacHoCcTK npu paboTe ¢ NabopaTOPHBIMU XUBOTHBIMM.
daKTopbl ONacHOCTU nNpu paboTte ¢ NabopaTopHbIMU XUBOTHLIMM.



20. OnpepeneHne puckoB. [NonuTuka 6MoNornYyeckon n xmmmveckom 6e3onacHoCTn
nccnepoBaTenbCKUX LEHTPOB.

21. [MoaroTtoBka, 060CHOBaHWE N yTBEPXAEHME 3aABKN Ha NabopaTOPHbIX XMBOTHbBIX
C nocnegywwmMm MpeacTaBneHnemM B OMOITUYECKYHD KOMMCCUIO MO  KOHTPOSIO
COAEPXaHMIO N UCMONb30BaHNIO TabopaTOPHbIX XXMBOTHBbIX.

22. AnHanusa cyuwectBylowmx 6uomopenen, NOUCK anbTepHATUBHbIX CnocoboB
npoBefeHNss UCCReAoBaHUM C  WUCMONb30BaHWEM  OLHOKMETOYHbIX OpraHW3MmoB,
BUOXMMUNYECKNX, KBAHTOBO-MEXAHMYECKUX KOHCTPYKUMWA. AHanu3 pesynbTatoB U UX
WHTepnpeTaumMsa K 4Yenoseky. CTaHpoapTu3auuMs W rapMoHu3auusa OOKIMHUYECKUX
nccneaoBaHui.

23. AcnekTbl copepxaHua nabopaToOpHbIX XMBOTHbIX, MEPBUYHbIE OrpaxaeHus,
napamMeTpbl MUKpOKnMmaTa, TpeboBaHMe K KOpPMY MW KopMsieHne nabopaTopHbIX
XUBOTHbIX. TpeboBaHuA K BoAe 1 noeHne nabopaTopHbIX XMBOTHBLIX. TUMNbl NOACTMNA U
noaroToBka noacTmna.

24. KoHTponb KayecTBa kopma, BoApl, noactuna. CaHuTapHble MeponpuaTua npu
paboTe ¢ nabopaTopHbIMMK XMUBOTHLIMWN.

25. CoBpeMeHHbli BMBapui: YCTPOMCTBO BuBapus, TpeboBaHMA K BUBApUIO,
obopygoBaHve Ons  coAepXaHua  XMBOTHbIX.O6A3aHHOCTM U KOMNETEeHUUs
BETEpMHApPHON CryX0bl yupexaeHns. MMKpobronornyeckuin ctaTyc XUBOTHOrO.

26. [Mpodumnaktnka 3aboneBaHnin XMBOTHbIX, MOHUTOPUHI 340pOBbs. TpeboBaHuA K
NMOCTaBLLUMKY XMBOTHbIX. AdanTaums XNUBOTHbIX.

27. [OwnarHocTuka 3aboneBaHui nabopaTopHbIX XMBOTHbIX. BoneaHn nabopaTopHbIX
XUBOTHbIX.

28.  Manunynauumn ¢ nabopaTopHbiMM XUBOTHbIMKU. OnpegeneHne nona, BBegeHue
XUBOTHbIM BewecTB. Baatne buonornyeckmnx npoo, NpuHLUmnbl XMpyprim nabopaTtopHbIX
XUBOTHbIX. [MnaHupoBaHue wu npexupypruyeckue npouenypbl. [loCcTXMpypruyeckumn
nepuof. AHecte3ns n aHanbresnsa. PacnosHaBaHue u oueHka 6onu n guctpecca. Tunbl
6onn, kateropuun npoueayp no cTeneHn BO3LENCTBUSA, TAXECTb 6onw.

29. OBTaHa3usa nabopaTopHbIX XNBOTHbIX. O6LMe NpUHLUMNbI 3BTaHA3UN.

KpuTepuu oLeHKM TeopeTMYeCKUX MHAMBUAYaNbHbIX NPOEKTOB:
OLEHKa «OTNINYHOY;

3HaHuMe cogepXaHus HOpMaTUBHO-NPaBOBbLIX JOKYMEHTOB, PErfiaMeHTUPYHOLLMNX
KOHTPOJ1b 3a NPOBEAEHMNEM AOKITMHUYECKMX NCCNefoBaHWA, Banugaumio npouecca u
ynpaBfieHne Ka4eCTBOM AOKIMHUYECKNX UCCNEeA0BaHN; NMPUHLMMNOB aHann3a,
MHTepnpeTauumn, opopMneHns, XxpaHeHUs1 NIEPBUYHbLIX OAHHbIX U COCTaBIEHNSA OTYETOB
pPa3nn4YHOro ypoBHS MO pe3ynbTaTaM NpoBeAeHUs AOKITMHNYECKUX NCCNEeAOBaHNN,
yMEeHMe aHanu3nMpoBaTb COOTBETCTBME pa3paboTaHHOro nnaHa u npouenypbl
npoBeAeHnst AOKIIMHNYECKUX UCCNefoBaHni, a Takke MeToaoB 06paboTkuy 1
cucTemMaTmsaunmn NoslyyYeHHbIX AaHHbIX TpeboBaHMAM HOpMaTUBHO-NPaBOBOMN 6a3bl,
BNafieHne HaBblkaMu KOHTPOSIS 3a NpoBeAeHMEM JOKIIMHUYECKUX NCCNeaoBaHum,
Banuaauumn npouecca Ha npegMeT nonyveHns o6bEKTUBHBIX A0KA3aTeNbCTB KayecTBa
nccneaoBaHUs U ero COOTBETCTBUS KOHEYHbIM TPeOOBaHNSAM COrNMacHo yTBepXAeHHOMY
nnaHy AOKMMHUYECKOro UCCNeAoBaHNSA, ynpaBneHms Ka4eCTBOM JOKINHUYECKNX
nccrnepgosaHnin 1 oopMeHNa NX MaTepuanos B BUAE MPOTOKOSOB U OTYETOB. YMeEHMe
TBOPYECKM M OCO3HAHHO BbINOSTHATb 3a4aHuUs, AEMOHCTPALUA YCBOEHUSA B3aMMOCBSA3N
OCHOBHbIX MOHATUN U YMEHUS MPUMEHATb UX K aHaNU3y 1 peLleHunto NpakTUYecKnx
3apgay, 6e3ynpeyHoe, NonHoe, yCcrnewHoe n TBOpPYECKOe peLleHne OCHOBHOM
nocTaBrneHHOW UHOMBUAYaNbHOW 3a4a4m NpoeKkTa.

OLIEHKA «XOpOLLO»



3HaHue copepXaHnsa OCHOBHbIX HOPMATUBHO-NPaBOBbIX JOKYMEHTOB,
pernamMeHTUpYyoLLMX NPOBEAEHNE AOKITMHUYECKUX UcCneaoBaHuin; TpeboBaHuin K
NMOMELLIEHMIO 1 060pYyaAoBaHMIO TabopaTopun AOKIMHUYECKUX UCCNEeAoBaHUNA,
nepcoHany, obecneunBatoLemMy Ux NnposeaeHne; TpeboBaHNU K TECT-CUCTEMAM,
MCNOJb3yEMbIM B X0€ AOKIMTMHUYECKUX UCCNEAOBAHWUIA; NPaBUIl FyMaHHOro obpalleHns
¢ NabopaToOpHbIMU XUBOTHBIMU U UX COAEPXaHUS, yMeHne pabotaTb C HOPMaTUBHO-
NpaBoOBbIMU LOKYMEHTaMU, PpeErnaMeHTMpPYLMMU NpoBeaeHNe AOKITMHUYECKUX
nccrnenoBaHui, BNafieHne HaBblKamu NaHUpoBaHUA Y opraHn3aumm AOKNMHUYECKUX
nccrnenoBaHui B COOTBETCTBUM C TpeboBaHUAMU HOPMAaTUBHO-NPaBOBON 6a3bl.
YcnelHoe BbINofnHeHne 3aaaHuna B LEefoM, OHAaKO, BbIIBJIEHO HE JOCTAaTOYHO MOJIHOe
peLleHne OCHOBHOW NOCTaBNEHHON MHANBMAYaNbHON 3a4a4n NPoeKTa.

OLiEHKa «Y[0BIIETBOPUTENBbHOY

3HaHne OCHOBHOr0 y4ebHOro Matepuana, BbiNoJSIHEHNE NPEeAYCMOTPEHHbIX
3apaHui, gonyuieHne ownboK 1 HETOYHOCTEN NpY NOArOTOBKE NPOEKTA; NPy 3TOM
CTYAEHT AEMOHCTPUPYET CHOPMMPOBAHHOCTb KOMMNETEHLMIA, YTO B LIENTOM NO3BONNIIO
PeLUNTb OCHOBHYHO MOCTaBNEHHY0 UHAVMBUAYaNbHYIO 3afa4y NpoeKTa.

OLieHKa «Heya0BNeTBOPUTENIbHO»

HeBblnonHeHne 3agaHnsa nHaOnBuayanbHOro NpoeKkTa, npo6enb| B 3HaHUN
OCHOBHOIo matepuana, CTyoeHT 4EMOHCTpUpyeT OTCYyTCTBUE CCbOpMI/lpOBaHHbIX
KOMMNETEHLUUN, YTO npoAaBnAeTcAd B gonyweHnm npuHUnnnanbHbIX KPUTUHECKUX own6boK
npu NOAroToBKe NMpPoekKTa.

3AOAHUA. YKASAHHDBIE HWXXE. PEKOMEHOYIOTCA K UCMOJIb3OBAHUIO MPU
NPOBENEHWUW NINATHOCTUYECKUX PABOT Ellb EHKW OCTATOYHbIX

3HAHWW NO PE3YJNIbTATAM OCBOEHUA OAHHOW OUCLIMMJIUHBI

1) TecToBble 3aaHU:

1. Kaxoii u3 cienyromux JOKYMEHTOB HE KacaeTcsl perIaMEeHTalluy POBEICHHS JOKITMHUIECKIX
UCCIIEIOBaHUM JIEKapCTBEHHBIX CPEACTB?

Pemenne Cosera EDK o1 03.11.2016 Ne 89 «O6 yrBepxkaenuu IlpaBun nposenenus
UCCIIEIOBaHUI OMOJIOTMYECKUX JIEKApCTBEHHBIX cpeicTB EBpa3uiickoro 3kOHOMUYECKOTrO
CO03a»

Pemenne Cosera EQK o1 03.11.2016 Ne 81 «O6 yrBepxxaenuu [IpaBun Hauiexamiei
naboparopHoit npaktuku EBpasuiickoro skonomuueckoro cotosa (EADC) B chepe obparienus
JIEKapCTBEHHBIX CPE/CTB

®enepanbubiit 3ak0H OT 12.04.2010 Ne 61-D3 «O06 oOpaiiieHnu JeKapCTBEHHBIX CPEICTBY»
I'oct P 53022.1 — 2008 TpebGoBaHus K KaueCTBY KIMHUYECKUX JTaOOPAaTOPHBIX UCCIETOBAaHUN

2. Ckomnbko pasnenoB coaepkar [IpaBuna Haanexaiiei 1abopaTopHoi mpakTUKK EBpazuiickoro
HKOHOMHUYECKOTO COI03a B chepe oOpalieHust IeKapCTBEHHBIX CPEICTB (HE cuuTas
IIPUIOKEHUN)?
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3. U3buparenpHOE IEHCTBUE JIEKAPCTBEHHBIX CPEICTB, KOTOPAst XapaKTePU3YyeT UX CIIOCOOHOCTh
BO3/ICIICTBOBATh HA YYBCTBUTEIIbHBIE MUILIEHHU, HE CBSA3aHHBIE C pEeAIU3alEN TepaneBTHUYECKOTO
dapmakonornyeckoro 3¢ dexra, Ha3pIBAIOT:

[TepBuuHOil hapMakoTMHAMHUKOMI

Bropuunoii ¢hapmakonnHaMukon

[ToGouHo# papmakoTMHAMUKON



AnmutuBHBIM 3¢ (HeKTOM

4. K npuHIMIIaM yIIpaBICHHUs PUCKAMU B OpPraHU3allMH, BBIMOIHSIOMICH JOKITHHUYECKIE
UCCJICIOBAaHMS, HE OTHOCHTCS:

3¢ (HEeKTUBHOCTH

MOTEHIMAIbHAsI OTTACHOCTh

HAYYHOCTb

HOPMATHUBHOCTh

5. BbICOKOTIpOU3BOAUTENBHBIN CKPUHUHT — 3TO:

Merton Banuganuu 60IbUIOI0 KOJUYECTBA MULLIEHEH 171 IeHcTBUA (PapMaKoJIOrH4eCKOro
BEILIECTBA

[Tponecc n3yueHust akTUBHOCTHU OO0JIBIIONO KOJMYECTBA XMMUYECKMX COEANHEHHH 10
OTHOIIEHHIO K KOHKPETHBIM OMOJIOTUYECKUM MUILICHSIM

[Tpornecc mogbopa onTUMaNbHON KOH(MUTYpPAIIUH JUTaH/Ia IO CTPYKTYPY MULLIEHU

ITepBblii oTan aHanKu3a 6€30mMacHOCIN (apMaKOIOTHUECKOT0 BEIIECTBA Ha OaTapesx 00bEKTOB
UCCIIEI0BaHMS

6. I1o cnexkTpy CKpUHUHTOBOM MaHEIM CKPUHUHT ObIBACT:
HaIpaBJICHHbBIN

XUMHYCSCKHI

ONTHUMM3AITHOHHBIN

KJIE€TOYHBIN

7. TepaneBTUYECKHUI MHACKC — ITO:

Y cnoBHBIN MOKa3aTenb, MPEICTABISIONINN COO0M OTHOIICHHE J103b], BBI3bIBAIOIICH
peructpupyembiii papmakosorudeckuii agpdext (31150) k cpennei cmeptenbHOM no3e (JIJ150)
Y cnoBHBIN MOKa3aTeNb, MPEICTABIAIONINI CO00I OTHOIIICHUE CPEeIHENH CMEPTEIHHOM 10351
(JIA50) k to3e, BbI3bIBAIOLIEH perucTpupyeMslii hapmakonorndeckuii agpdext (3/150)

VY cnoBHBIN MOKa3aTesb, MPEICTABISIONINN COO0M OTHOIICHHE J103bI, BBI3BIBAIOIIEH
peructpupyemslii papmaxonoruyeckuit ¢ ekt (3/150) kK MUHMMATBHOM JIeficTBYOIIEH 103€
BElIECTBA

Y cnoBHBIN MOKa3aTenb, MPEICTABIISIONINN CO00M OTHOIIIEHUE 10361, BEI3BIBAIOIIICH
peructpupyembiii papmakonorudeckuit apdext (3/150) y BoCIpUUMUYNBBIX )KHUBOTHBIX K
COOTBETCTBYIOIICH /103€ Y HEBOCTIPUUMYHMBBIX )KHBOTHBIX K (hapMaKOJIOTUYECKOMY BEIIECTBY

8. JIOKITMHUYECKHE NCCIIeIOBAaHHUS MOTYT OBITh COKPAIIICHBI, OTCPOYCHBI WIIH OMYIICHBI IS
(bapMaKoIOTHYECKUX BEIIECTB:

pa3pabaThIBacMbIX ISl JICYCHUS KU3HEYTPOKAIONINX U CEPhE3HBIX 3a00JIeBaHUI, HE HMEIOIIINX
s pexTUBHON TEepanmun

pa3pabaTheIBaeMbIX IS IeYeHUS] UH(PEKITMOHHBIX 3a00JI€BaHUN B IEPUOJI STTUAEMUN
pa3pabaThIBaeMBIX JUISI JICYCHHUS] OHKOJIOTHYECKUX 3200 IeBaHHIA

BO BCEX TEPEUMCICHHBIX CITydasx

9. JIoKITMHUYECKOe YCTAaHOBJICHHE XapaKTePUCTHK MeTa00InTa(0B) YeI0BeKa HEOOXOIMMO
OCYILECTBIISATh, €CIIU

ero(ux) sxcno3unys npesbimaeT 10 % oT cyMMapHO SKCIO3UIIUH JIEKAPCTBEHHOTO Mpenapara
ero(Mx) sKCHo3uLus npesbimaer 15 % oT cyMMapHO# 3KCIO3UIMU JIEKApCTBEHHOTO Mpernapara
HEU3BECTEH €ro(MX) TOKCUKOJIOrn4eckuii 3 pext

U3BECTHO HAJIMUUE Yy ero(1x) aHajora TOKCH4eCKUX CBOMCTB



10. Ecnu nipeamoaraemast mpoI0JDKUTEIBHOCTh KITHHHYECKOTO HCCIIS0OBAHUS COCTABIISCT
Oonee 6 MecsIIeB, TO MPOJIOJKUTEIHHOCT TOKIMHIYECKOTO UCCIISIOBAHUS BEIIIECTBA HA
HETPBI3yHaX JIOJDKHA COCTABJIATh

3 Mecsma

6 wMmecsmeB

9 MecsieB

12 mecsueB

11. NOAEL - sto:

J103a BEIECTBA, BhI3bIBatoImas rubdeins 50 % BeIOOpKH

MaKCHMaJIbHasl 1032 BEIIECTBA, He OKAa3bIBAIONIAsl HEraTUBHOTO BO3/ICHCTBHSI HA OOBEKT
MUHUMAaJIbHAS /1032 BEIIECTBA, OKA3bIBAIOIIAs HEraTUBHOE BO3ICHCTBHIE HA OOBEKT
TUTOINAb MTOJT KPUBOH «TlJIa3MEHHAsi KOHIICHTPAIIUS BEIIECTBA — BPEMSI»

12. Tonnyto OaTapero UCTIBITAHUN Ha TEeHOTOKCUYHOCTh HEOOXOIMMO 3aBEPIIUTH JI0 Havaia
KJIMHUYECKUX MCCIIeIOBAaHHUNA

1 da3sr

2 dazsr

3 dhazwr

4 a3t

13. loxnmuHUYEeCKHEe UCCIIeI0OBaHNS KaHIIEPOT€HHOCTH JICKApCTBEHHBIX IPEnapaTos,
pa3pabaThIBaeMbIX ISl ICYEHUS CEPhE3HBIX 3a00JIEBAaHUN Y B3POCIBIX WM JETEH, IPU UX
HEO0XOIMMOCTH, JIOMTYCKAETCS IIPOBOAMTD MOCTE

1 dasbr

2 (hasbr

3 daszsl

4 pazbl

14. Ecnu npu npuMeHeHnH AByX (hapmakonoruyeckux cpeacts JAB = DA+3B (rae DA u OB
— 3¢ dexTsl, BeI3bIBacMble BemecTBaMu A U B, a DAB — s ekt nx koMOuHamm), To JaHHbBII
3¢ (heKT Ha3bIBAIOT:

QI TUTHBHOCTD

HNOTEHIIMPOBAHUE

CHHEPTHU3M

CyMMaIus

15. B3aumoeiicTBue 1ByX (papMakoIOrHUECKUX CPEJCTB MPOUCXOAUT IO TUITY
MOTCHIIMPOBAHHUS, €CITH

JIAS0(rum)/JIA50(dhaxT) paBHO M 6Ju3K0 K 1

JIAS0(rum)/JIAS50(daxt) Gonpie 1

JIAS0(rum)/JI150(dbaxT) paBHO minu mensbIe 0,57

JIIS0(rum)/JIAS50(daxt) paBHO mmm 6ombiie 1,75

16. Peakmus antutena (IgM wim IgG) ¢ KOMITOHEHTaMH KJIETOYHOW 000JI0YKH — 3TO THIT
TUTNIEPUYYBCTBUTEIIBHOCTHU:

AHapuUIaKTHYECKUIA

IMuToTOKCHYECKHUI

Aniepruyeckasi peakius

Krnerounslit



17. Peakuusi CCHCMOMIIM3UPOBAHHBIX JIMMQOIMTOB CO CHENU(DHUISCKUM aHTUTCHOM — TO THIT
TUTNEPYYBCTBUTEIHHOCTH:

AHapuIaKTHYECKUNA

[{uToTOKCHMYECKUI

Anepruyeckas peakius

Knerounprit

18. MakcumanpHas 1032 BEIecTBa IPU UCCIIEIOBAaHUU aJUIEPrH3UPYIOIINX CBOMCTB COCTABIISET:
JIA50

Ha MOPSAIOK BBIIIE PEKOMEHIYEMOM JUISl KIMHUYECKUX MCCIIEI0BaHUM

JIA25

MHUHUMAJIbHO JEHUCTBYIOIIAs 1032 BEIIECTBA

19. I[JISI MOTCHIUAJIbHBIX BCIIOMOT'aTCIIbHBIX BEHICCTB, NPCAHASHAYCHHBIX IJIA AJIUTCIIBHOTO
IIPUMEHEHHUS, JOMOJHUTEIBHO B IIPOrpaMMy JOKJINHUYECKUX UCCIIEIOBAaHUM BKIKOYAIOT:
UCCIIEIOBaHUE 6-MEeCSTYHONW XPOHUYECKOH TOKCHYHOCTH

UCCIIeIOBaHUE CYOXPOHHUYECKOM TOKCUYHOCTH B T€UEHHUE 3 MecsLEeB

HCCIIEIOBAHUE OCTPOM TOKCUYHOCTH

U3y4eHHe CyOXpOHUYECKOM TOKCUYHOCTH MPOAOIDKUTEIBLHOCTBIO 1 MecsI]

20. O6s13aTeTLHOMY TECTUPOBAHHUIO HA MMMYHOTOKCHYHOCTD HE MOJIBEPTAIOTCSI CPECTBA:
JUTSL JICYCHUS 3a00JI€BaHUH, IPEICTABIISIONINX HETIOCPEICTBEHHYIO YIPO3Yy JUIS KU3HH
IPUMEHEHU B IETCKOM MPAKTUKE, a TAaKXKe IS JIeYeHUs1 OEpEeMEHHBIX JKEHILUH U IIPU
HA3HAYEHUH B [1€PUOJ] JIAKTALIUN;

npopMIAKTUYECKUX CPEJCTB U KOHTPALIENTHBOB;

JUISI KCITI0JIb30BaHUs 0€3 Ha3HAUEHUs Bpaya CpeIy IINPOKUX CJIOEB HACEJIEHUS.

21. Yepes kakoi CPOK IO OKOHYAHHH Kypca BBEICHHUS UCCIICyeMOTo TIperapaTa MpoBOUTCS
TECTUPOBAHUE COCTOSIHUSI UMMYHHOU CUCTEMBI?

7-10 nueit

10-20 mueit

7-21 neun

14-21 neun

22. OCHOBHbIE HOPMATHUBHBIE JOKYMEHTBI, PErJIAMEHTHUPYIOIINE POBEIeHNE TOKINHUYECKUX
uccienoanuii JIC B PO:

1. ®enepanbhbiii 3akoH oT 12.04.2010 Ne 61-D3 «O06 obpamennn JIC».

2. Ilpukasz Munsapascorpassutusi Poccuiickoit @eneparum ot 23.08.2010 Ne 7081 «O6
yrBepxkaeHuu [1paBui nabopaTopHoiil mpakTukm» (3apeructpuponas B Muntocte PO 13.10.2010
Ne 18713).

3. Mexrocynapcrsennsbiii crannapt I'OCT 330442014 «[IpuHIMTIBI HA/TISKAIIEH
naboparoproit npaktuku (Good Laboratory Practice — GLP)» (BBenen B neiictBue [Ipukazom
Poccranmapra ot 20.11.2014 Ne 1700-cT).

4. Bce nepeunciieHHOE

23. Cobmronenue npaBun GLP no3Bomnser obecnieunBarh

1. 70CTOBEPHOCTH PE3YJIHTATOB HCCIICIOBAHUI

2. BOCIIPOU3BOJMMOCTh PE3yJIbTaTOB HCCIEI0BAHUN

3. IPaBMIIBHOCTH METOIOJIOTHH H TEXHOJIOTHH ITPOBEICHUS JTOKITMHUYICSCKUX UCTIBITAaHUH,
CBSI3aHHBIX C ompezeneHueM 3PPeKTUBHOCTH U OE30MACHOCTH UCCIIETyeMOr0O BEIlecTBa
4. Bce nepeuncieHHoe



Lo

24. Unes pazpabotku GLP Obuta mogneprkana

MEXIyHapoaHOM OpraHu3anueil 5KOHOMUYECKOro coTpyaandectsa u passutus (Organization
for Economic Cooperation and Development — OECD)

MunucrepcTBoM 3apaBooxpaHeHuss PO (Munzapas Poccun)

VYnpaBieHueM 1o KOHTPOIIIO0 KauyecTBa MUILIEBBIX MTPOAYKTOB U JIEKAPCTBEHHBIX MPENapaToB
Opranuzanueil 00beTMHEHHBIX HAIHHA

25. «IIpaBuna GLP B Poccuiickoit denepaiiuny» yTBepKIACHBI B COCTaBE

1. mpunoxeHus kK nmpukazy MuHHCTEpCTBa 37paBooxpaneHust Poccuiickoit deaepanun oT
19.06.2003 Ne 267.

2. IIpukaza Munzapascorpa3Butus Poccun ot 23 HosiOpst 2011 r. Ne 14131

3. MexrocynapctBennoro crangapra 'OCT 7.32-2001.

4. Tlpukasz Munzapascoupaszputus Poccuiickoit @enepanuu ot 23.08.2010 Ne 708n

26. K 0CHOBHBIM Ba)KHBIM MMpCeaABAPUTCIIbHBIM JTallaM MG,I[I/IKO'6I/IOJ'IOFI/ILICCKOFO SKCIICPUMCHTA
OTHOCHT:

KapaHTHHHUPOBAHHC,

BLI6paKOBKa " OIIPCACIICHNEC UCXOAHBIX CPCAHUX BCIIMYUH UCCIICAYCMBIX ImoKa3areiei

HO,I[60p JKUBOTHBIX B I'PYIIIBI U pPaHAOMU3ALIUA

BCC ICPCUHCIICHHOC

27. LlenecooOpa3HOCTh OMpeaesIeHIsI UCXOAHBIX BEJIMYMH UCCIIETYEMbIX TTOKa3aTeel B JaHHOU

KOHKpCTHOﬁ BBI60pKe JKUBOTHBIX OIPCACIIACTCS CIICAYOIUMU NTPpUYINHAMU

He3Ha4YMTeNIbHas IPUHIMITHATIbHAS BapuaOeIbHOCTh CpeiHel BUAOBONH HOPMBI JJIsl HEKOTOPBIX MOKa3aTeseH,
Ce30HHAasl BapuabebHOCTh, @ TAKXKE BO3MOXKHOCTh OTKJIOHEHHH OT CPEIHHMX 3HAYEHUH B 3aBUCHMOCTH OT HOJIa U
BO3pacTa JKUBOTHBIX,

BO3MOKHOCTb OTKIIOHEHUH OT YCJIOBUII COAEPKAHUSA M KOPMIICHUS,

BCE IIEPEUNCIIEHHOE

28. Cpenu riaBHBIX (PaKTOPOB, KOTOPbIE YUYUTHIBAIOTCS MTPH BEIOOpE CYyOBEKTa UCCIIEA0OBAHUS
JUTSL TOKJTMHUYECKUX UCCIEeI0BaHU, BBIICISAIOT

ero OMOJIOrMYecKOe COOTBETCTBHE (PEIEBAaHTHOCTD),

TUYHOCTH pabOThI ¢ HUM

BO3MOXHOCTb CO3aBaTh MOJAEIH Ul U3y4EHUs ONIPEICIIEHHBIX BUJIOB 3a001€BaHUI
BCE NIEPEUUCIICHHOE

29. IombITKOM HaWTH OaaHC MEXKAY 3TUKOHM W HAYYHBIM 3HAHHUEM TPU paboTe ¢ )KUBOTHBIMH
ABJIAETCS

ctparerust 3Rs

ctparerus 4Rs

ctparerust 3Ra

ctparerus 1Rs

30. Haubosee yacTo ucmoib3yemast MoJIesb in Vitro

MOHOCIIOW UMMOPTAIM30BaHHON, UM OECCMEPTHOM, KIETOUHOM KyIbTyphl (2D-KynbpTypa)
3D-kieTouHas MOIENb

«OpraHbl Ha YUATIE»

Bce nepeunciennoe

2) CUTYyaIlOHHBIE 33/IaHHsI C PA3BEPHYTHIM OTBETOM CJIO)KHBIE:



[TonGepuTe mepedeHp mokazaresei, OleHKY KOTOPBIX HE0OXOMMO MTPOBECTH TP UCCIICIOBAHUHT
0011e# XpOHUYECKOM TOKCUYHOCTH (PapMaKOJIOTHUECKOTO BEIIECTBA B IKCIIEPUMEHTE Ha
JKUBOTHBIX.

OTaJIOH OTBETA

WHTerpanbHbple MoKa3aTeau: BHEITHUN BU/I, IIOBEICHUE, CAMIITOMBI MHTOKCHKAIIUH, Macca Tella
(e’)KeHeIeIbHO), CYTOYHOE IIOTPEOJICHUE KOpMa U BOJBI (€KCHEICIBHO)

['emaTonoruueckue uCccie0BaHus: YUCI0 (POPMEHHBIX AJIEMEHTOB KPOBH, JICUKOIIMTApHAS
dbopmyia, reMOIJIOOMH, FeMaTOKPHUT, KoaryJaorpaMmMa, pe3uCTeHTHOCTh SPUTPOIIUTOB
broxumMuueckne uccieaoBaHus CBIBOPOTKH KPOBH - 00IIHiA 0€10K, OeTKOBBIE (hpaKIIUK, OOIIHIA
XOJIECTEPHH, OOIIME JIUITH/IBI, TIIFOK03a TPUTIHUIEPUIbI, aKTUBHOCTh OCHOBHBIX (DEpMEHTOB,
uMermux auaraocruueckoe sHauenue (LD, AJIT, ACT, JIAT u ap.)

buoxuMuueckue uCclieIOBaHNs MOYH: KOHIICHTPAI[UsA MOYCBUHBI, KPEATUHHHA, TJIFOKO3bI, OCIIKa
DU3MOIOTUYECKUE UCCIICIOBAHMS: YaCTOTa CepACUHbIX COKpanleHuid, mapameTpsl IKI' Bo
BTOPOM OTBEJICHHH.

Huypes, pH, oTHOCHTENBHAS INIOTHOCTh MOYH, MOYEBOW OCAJIOK.

PutMm 1 riayOuHa JbIXaHHUs.

[ToBeneHne B TECTE «OTKPBITOE MOJICH

[TaTomopdonorndeckue uecaea0BaHus: BCKPBITHE, MAKPOCKOITUYECKOE OTTMCAHUE KAPTUHBI
OpraHOB W TKAHEH, MeCTa BBEICHHSI, OIIPEACIICHUE OTHOCUTEIIBHOW MacChl OPTaHOB,
TUCTOJIOTHYECKHUE MCCIIEIOBAHUS BHYTPEHHUX OPraHOB.

Jliis ipoBeieHus TOKJIMHUYECKUX MCCIIeI0BaHHUM BEIIEeCTBA BbI MOIYYHUIH HH(OPMALIHIO O €r0
dapmakokuHeTrke. Kakue HeoOX0MMO 3HaTh OCHOBHBIE ITyTH NOCTYIUICHUS U paclpe/ieieHus B
OpraHu3Me TOKCUKAHTOB?

TOKCHKaHTBI, IPOHUKAsA B OPTaHU3M, JIOJKHBI IPEOA0JIETh BCTpedarouirecs 6apbepsl — B
NIEPBYIO O4epe/ib, OMOIOTHIEeCKUE MEMOPaHbl, KOTOPBIE IPEJCTABISIOT COO0H CTPYKTYPHI,
o0pa3oBaHHbIE 0eKOBO-(HOCHOIUITUAHBIMU KOMILTIEKCaMU. [IpOHUKHOBEHHE SIIOBUTHIX BEILIECTB
yepe3 MEMOpPaHbI MOXKET OCYLIECTBIIATHCS IYTEM KaK aCCUBHOIO, TAK M aKTUBHOI'O IIEPEHOCA.
TkaHu, yepe3 KOTOPbIE BCACBIBAIOTCSI SIIOBUTHIE BELIECTBA, MOTYT CIY’KUTb KaK IIEPBBIMU
OapbepamMM Ha IyTH IPOHUKHOBEHUS 5i7]a B OPraHU3M, TaK M1 MECTOM IIEPBUYHOTO
B3aUMOJICHCTBUS si7la ¢ OMOXUMHUYECKOM cucteMoil TkaHeil. [IpakTudyecku Bce OTpaBisIoIne
BEIIeCTBAa U MHOTHE SAbl IPOHUKAIOT B OpraHU3M B BHJIE [Tapa U a’dpo30Jiel yepe3 opraHbl
JpIxaHus. Takoi myTh NOCTYIUIEHUS HA3bIBACTCS — MHTAISLUUOHHBIN. Uepe3 HENOBPEKICHHYIO
KOy BCacChIBalOTCSl TOKCUYECKHE BEIIECTBA B (hOpME KUAKOCTH, Ta3a WU TBEPABIX YaCTHII,
PACTBOPSIOLIMXCS B IIOTOBOM XKHUIKOCTH U KOKHOM KUpE (IIEpKyTaHHBIN MyTh, Yepe3
AMUIEPMUC, BOJIOCSAHbIE (POIUIMKYIIBI M BBIBOJAHBIE IPOTOKH CAJIbHBIX JKeJe3). noBuThie
BEIIIECTBA Yepe3 MUILEBAPUTENIbHBINA TPAKT (I€POPaTbHBIN MyTh) MOTYT MIPOHUKATh BHYTPb MIPH
ynotpebiaeHuu 3apaxeHHod OB Boabl M MUK, a TAaKXKEe Pa3INYHBIX CIIUPTOB U APYTUX
TEXHUYECKUX KUAKOCTeH. Uepes clnu3nucTyro 000J0UYKY MOJIOCTH PTa U KETyIKa MOTYT
BCAChIBaThCsl pa3IMYHbIE BEIIECTBA, HO IJIABHBIM 00pa30M pacTBOPUMBIE B JIMMTUAX.
[IpencraBasioT TakkKe ONaCHOCTh BEIIECTBA, XOPOIIO PAaCTBOPSIOUINECS B BOJE (KPOBHU) U
o0Jaaromue BhICOKOH TOKCHYHOCTHI0. C TTOBEPXHOCTH CIM3UCTHIX TOHKOTO U TOJCTOTO
KHILEYHHUKA ¢ OOJIBIION MHTEHCUBHOCTBIO BCAChIBAIOTCS KaK PACTBOPUMBIE, TaK U HE
pacTBOpUMBIE B JIUMHJIAX SA0BUTHIE BEIIECTBA (AJIKATOUIBI, COJU TSXKEIIBIX METAIIIOB).
BonbIIMHCTBO U3 HUX BCAChIBAIOTCS B JTUIIOUIHYIO MEMOPaHY 3MUTEIHABHBIX KIETOK
MUILEBAPUTEIBHOTO TPAKTA U JJajiee B KPOBB 110 MEXaHU3MY NpocToi auddy3uu
(>KkupoHepacTBOPHMBbIE BEIIECTBA, KaK MPaBUIIO, MPOHUKAIOT Yepe3 KJIETOYHbIE MEMOpPAHbI
CJIM3UCTHIX 000JI0UEK MO MOpaM WIIKM IPOCTPAHCTBAM Mex 1y MeMOpanamu). [1pu TakoMm myTtu
MOCTYIJIEHUSI B OPTaHU3M $JIOBUTHIE BELIECTBA MPEOJI0JIEBAIOT MTEYEHOYHBIN Oapbep, Mpekae
YyeM MOMNa atoT B OOJIBIION KPYyr KPOBOOOpAIIEHUSI.

Pacripenenenue. Bo MHOrOM pacnpezenenue 0B B OpraHU3Me ONpeAessieTcsi ClIoCOOHOCThIO
XUMHUYECKHX BEIECTB 0OpAaTHUMO CBS3BIBATHCS € alIbOYMUHAMH ILIa3MBbl, 8 TAKXKE



KPOBOCHA0)KEHHUEM OPTaHOB U TKaHEH, MOCKOJIBKY KOJIMYECTBO 51, MOCTYIHBIIETO K OpraHy,
3aBUCHT OT €r0 00bEMHOT0 KPOBOTOKA, OTHECEHHOTO K €IMHHUIIE MacChl TKaHel. BaxkHbIM
YCIIOBHEM PACIpeIeNICHHsI SIIOB SBJISIETCS MX CIOCOOHOCTH MO-Pa3HOMY PaCTBOPSTHCS B
JMImuaax U BOJIC. B PE3YIbTATEC PACHPCACICHUA bl MOI'YT HAKaIlJIMBATHCA B OIIPCACICHHBIX
opraHax M TKaHsX, TO €CTh OKa3bIBaTh M30MparenbHoe aAciicTBue. Koaddunmuertrom
U30MPATETHLHOCTH PACIIPEICTICHISI BHIPAKAIOT OTHOIIICHHE KOHIIEHTPAILIMY BEIIECTBA B KPOBH K
KOHIICHTPAIIUH BEUIECTBA B OPraHe Wi TKaHU. [|JIs JIMTUI0pacTBOPUMBIX BEIIECTB HANOOIIBIICH
€MKOCTBIO 00J1a/Iat0T KUPOBAsi TKAHb M OPraHbl, OOraThle JIUMUIAMU (HapUMep, KOCTHBIN
Mo3T). HekoTopeble si/ipl, II1aBHBIM 00pa3oM TPYIHOPACTBOPUMBIE (HAIIPUMED, TSKEIIbIS
MeTaJIJIBI), OTKJIadbIBasiCh B COGI[HHPITGJIBHOﬁ TKaHH!, ITIapCHXUMATO3HbIX OpraHax, KOCTAIX,
00pa3yroT «aernoy». [Ipu 3ToM MOTYT CO3/1aBaThCsl YCIOBHSI, CIIOCOOCTBYIONIME «MOOWITH3AIINN)
SAO0B U3 €TI0 U BOBMOKHOCTU PCIIUINBOB OTPABJICHUS.

MO[[eJIB CTPUXHHUHOBBIX CYyJOpPOT BLI6paHa AJI1 U3YUYCHUA INNTUIAHCPIrUICCKUX CBOMCTB HOBBIX
BC€IICCTB.

JUis naHHOM CYyIOPOKHON MO/IEIH SKCIEPUMEHTAIbHbIE dKUBOTHBIE OB paHIOMHU3UPOBAHbI HA
yeTbIpe rpynnsl (n=6): 1 — KOHTpPOJIbHAS NAaTONOIHsL; 2 U 3 — MBIIIN, KOTOPHIM BBOAMIIN
coeaunenus I u Il cooTBeTcTBEHHO; 4 — rpynna CpaBHEHUs, )KUBOTHBIE KOTOPOI Mostyyain
pedepenc-ipenapar.

KvBOTHBIE AKCIIEPUMEHTAIBHBIX TPYIH 2 U 3 MOJIy4aad BHYTPUOPIOIIMHHO UCCIEAyEMBbIE
(hapMaKoJIOTHYECKHE MpenapaThl B BHJIE BOJIHOTO pacTBopa B A03¢ 100 MI/kr B
npopHIAKTHYECKOM peKUMe 0AHOKpaTHO 3a 30 MUH 10 BBEICHUS CYJOpPOXKHOro sija. ['pynmna
CPaBHEHMSI Ha MOJIEJIM TAPOKCU3MOB, BbI3BAaHHBIX CTPUXHHUHOM, CYI0pPOKHOE 1eHCTBHE
KOTOPOTI'O CBSI3aHO C YTHETEHHUEM INIMLUHEPIHYECKOr0 TOPMOXKEHUS — BHYTPUOPIOIINHHO
BOJIHBIN PAacTBOP IIMIKHA B 7103€ 50 MI/KT B TaKOM ke pekuMe. JKUBOTHBIM TpyTIIT
KOHTPOJIbHOM MaTOJIOTHH BBOJAMIIM BHYTPHUOPIOIIMHHO BOly OUHUILEHHYIO B aHAJIOTHYHOM
oobeme (0,1 mut Ha 10 T Macchl Tena).

CTpHUXHHMH BBOJMJIM B BUJIE BOJHOTO pacTBOpa B J103€ 1,2 MI/KI MOJKOKHO.
[TpoTuBOCYOPOKHOE IEHCTBUE OLIEHUBAJIH 110 CIEAYIOIIUM MOKa3aTeNsIM: JJATEHTHBIN epuol
CyJIOpOT, KOJINYECTBO KIIOHMKO-TOHUYECKHUX MapOKCU3MOB Ha | MBIIIb, KOJIMYECTBO )KUBOTHBIX C
KJIOHUYECKUMHU U TOHUYECKHUMH KOHBYJIbCUSIMH, TSKECTh MAPOKCU3MOB B Oajuiax, BpeMs
CYZOPOXKHOT0 MEepHOa, BpeMs THOeNu U JeTalbHOCTh. ECIM cy1oporu He HacTynajiau B TEUEHUE

1 4, cuuranu, 4TO JATEHTHBIN Mepruoja coctaBisieT 60 MUH. TsHKECTh Cy1IOpOT ONPEIEIsUTH B
Oamnax: 1 — B3mparuBanue, 2 — MaHEXHbIN Oer, 3 — KIIOHUYECKHUE MPUCTYIIBI, 4 — KIOHUKO-
TOHHUYECKUE CYIOPOTH C OOKOBBIM IOJIOKEHUEM, 5 — TOHUYECKAs SKCTEH3UsI, 6 — TOHUYECKas

9KCTCH3U:, 3aBCPHINBIIASACH TUOEIBIO JKUBOTHOTO.

BiusHUe HCCIeAyeMbIX COeTUHEeHHIT Ha CYJOPOKHBII CHHAPOM YV MbBIIIEH,
BBI3BAHHBII BBeJJeHHeM MHKpoToKkcHHA (M+m)

BasnenpoeBasa
Coenurerue I, Coenurenne II, S
y KoHTpons R S KHCJIOTA,
IlokazaTtenn 100 MT/KT 100 MT/KT s
(n=6) (n=6) (n=6) 300 MT/KT
= = (n=6)
JIaTeHTHBIH NepHOJ CYZOPOT, MHH 30,0+9,6 49,1+7,0 30,9+6,3% 53,1+6,9
TAXecTb CYyZOpor, bauIkEl 2,5+0,9 0,5%+0,5 2,5+0,5% 0,5+0,5
YHes1o KIIOEHYECKHX H TOEHIeCKHX
0,7+0,2 0,3+0,2 0,8+0,2 0,3+0,3
MIapaKCH3MOB Ha 1 MEIIIL
KonmgecTBo MEIIIEH ¢ cyAoporamMH, %:
KJIOHH9eCKHMH 50 16,7 83,3 16,7
TOHHYEeCKHMH 16,7 [s) o o)
Bpema rubenn, MHH. 1,1 (n=1) - - -
JleTanbHOCTE, % 16,7 [e) o o)

IIpEMedaEHe. * — p<0,05 — OTHOCHTEIBHO TDYNIEI CDAaBHEHHA, JKHBOTHEIE KOTODOI IIOJIyYalnH BJIBIPOEBYIO

KHCJIOTY.



Vcxons u3 mpeaoCTaBIeHHBIX B TA0IHIIE Pe3yJIbTATOB 10 OLIEHKE BIMSHUS HCCIIETyEMBIX
COCIMHEHUH HAa TEYCHHE CTPUXHUHOBBIX CYIOPOT Y MBIIICH OMUIINUTE AJIsI KAKOTO COCTUHEHUS
MoKa3aH HanboJjIee BhIPaKEHHBIN 2P HEeKT.

[To pe3ynbraraM, MpUBEIEHHBIM B TA0NIHUIIE, COSAMHECHHE | MPOSIBIISIIO SIPKO BHIPAKCHHBIE
AHTHUKOHBYJIbCUBHBIC CBOMCTBA, OKa3biBas 100%-HbIi 3aIUTHBIN 3P EeKT Ha JaHHOM
sKcrepuMeHTanbHou Moaenu. Coenunenue Il B aHamOrMYHBIX YCIOBUSAX TAKXKe
JIEMOHCTPHUPOBAJIO 3HAYUTEIIbHYIO POTUBOCYIOPOKHYIO aKTUBHOCTh: JOCTOBEPHO YBEINYUBAJIO
JATEHTHBIN MEpUO] KOHBYJIbCHM B 4,8 pa3za, CHIKAJIO TSDKECTh MPUCTYIIOB M YUCIIO MAPOKCH3MOB
Ha 1 MbIns B 4 pasza no oTHoOIIEHUIO K KOHTpoIto. K Tomy ke coequnenue I B 3 paza
YMEHBIIAIO0 KOJUYECTBO MBIIIEH C KIIOHUMYECKUMHU CyIOpOraMu U B 6 pa3 — ¢ TOHHYECKUMH, a
TaKkke B 6 pa3 CTaATUCTUYECKU JOCTOBEPHO CHUKAIACH JIETATLHOCTH B TPYIIIIE OTHOCUTEIBHO
koHTpoJis. [Ipenapar cpaBHEHHS - TIIUIUH - B 103¢ 50 MI/KT Ha JaHHON MOJIETTH TaK)Ke OKa3bIBaJl
MIPOTUBOCYAOPOKHBINA 3D (HEKT, YTO MPOSBISIIOCH B YUITMHEHUH J1a-TEHTHOTO MEPHO/Ia MEPBHIX
KOHBYJIbCUH B 3 paza (p>0,05), 10CTOBEpPHOM CHIKCHHH TSDKECTH MPUCTYIIOB B 2,2 pasa,
KOJIMYECTBA MBIIICH ¢ KIOHHYECKUMH U TOHUYSCKUMU cyaoporamu (B 2 u 1,5 paza
COOTBETCTBEHHO), TEHJICHIIMNEH K YMEHBIIICHUIO YKciia MapoKcu3MoB Ha 1 mblmis B 1,7 pasa.
Kpome Toro, npemnapat cpaBHEHHUs JOCTOBEPHO CHUXkKAJ JIETATHLHOCTh JKUBOTHBIX B 1,5 paza
OTHOCHUTENIbHO KOHTPOJIs. OHAKO M0 BhIpaKEHHOCTH 3 (eKTa TTUIMH 3HAYUTEIBHO YCTYIal
Kak coequHenuro II, Tak u coenuuenuo |.

3) cuTyalnOHHBIEC C pa3BEPHYTHIM OTBETOM ITPOCTHIC

PaccuunTaiiTe MUHIMaNBHYIO JIETATBHYIO 103y B MT KojerHa (DLmin = 15 Mr/kr), sypmimnna
(DLmin = 8,4 mr/kr), Tnopuaazuaa (DLmin = 15 mr/kr), numenposa (DLmin = 25 mr/kr) mms
JieTei maccoit Tena 25 u 32 Kr.

Jlns neteit maccoii Tena 25 kr: kogeuH — 375mr, aybusius — 210 mr, THopuaasuHa — 375 wr,
aaMenpoa — 625 mr.

s neteit maccoit Tena 32 kr: koaeu — 480 mr, sybusiuH — 268,8 Mr, Tnopuaazuna — 480 mr,
numenpod — 800 mr.

[Tpu nmocTaHOBKe HCCIEI0BAaHUM M0 NU3YUYEHUIO aHTUOMOTUKOUYBCTBUTEIILHOCTH K HOBBIM
npernaparam coOJIr0/IeHe BaMU KaKMX BaKHEHIIINX YCIOBUN YCIOBUH SIBJISIETCS ONpPEIEICHHOM
rapaHTuei 10CTOBepHOCTH?

— BbI00p aiekBaTHBIX MUTATEIBHBIX CPEJl, KOTOPBIE TOJKHBI OTBEUaTh TPEOOBAHUAM
CTaHJIapTHOCTHU M BOCIIPOM3BOJIMMOCTH PE3yIbTaTOB. B MX cocTaBe He JOIKHBI COJIEPIKATHCS
BEIIIECTBA, OJIABIIAIONINE JeCTBUE AHTUOMOTUKOB M CHHTETUYECKHX MPEnapaToB.

— [lepBoHauanbHbIEe KOHIIEHTPAIMH OLIEHUBAEMBIX IIPENapaToB YCTAaHABIMBAIOTCS C YUETOM
TOKCUYHOCTH, YCTAHOBJICHHO! B UCCIIEJOBAHMSIX IO N3YYEHHUIO OCTPON TOKCUYHOCTH,
OpPUEHTUPOBOYHON XMMHUYECKON CTPYKTYpbl HOBOTO coeauHenus. [lepBas npodbupka psiga npu
IIPOBEJCHUH UCCIIEI0BAHUI METOJOM CEPUMHBIX Pa3BEACHUN B HCXOJHON MTUTATENIBHON cpenie
0OBIYHO COAEPKUT UCTIBITYEMBIN pacTBOp B KoHLeHTpanuu 100-200 mr/n. B ee npucyrcteun
0OBIYHO MOAABISAETCSA POCT OOJIBIIMHCTBA MY3€HHBIX aHTHOMOTUKOYYBCTBUTENBHBIX IITAMMOB, a
TaK)k€ MHOYKECTBEHHOYCTOWYMBBIX 3TAJIOHHBIX U KJIMHUYECKHUX IITaMMOB. DTH KOHLIEHTPALIUN
npesbimatoT B 8—10 u Oosnee pa3 MakcUMalbHbIE YPOBHH KOHIIEHTpALlUK aHTUOMOTHKOB B KPOBU
IIPU UX BBEJACHUH B MAKCUMAaJIbHO MMEPEHOCUMBIX J103aX.

— Benuunna noceBHo# 103bl. OOBIYHO HCMOIB3YIOT B3BECH CYTOYHOM OYIbOHHOM MU
arapoBO# KyJIbTYphl TECT-IITAMMOB U3 pacyeTa 10%,10°, 10’, 10° KOE/mn B 06beme 0,2 M,
KOTOPYIO B 3aBUCUMOCTH OT 3a/1a4Ml HUCCIIeI0BaHUS JO0ABISIOT B KaXK/IYI0 IPOOUPKY C
pa3BeIECHUAMH UCIIBITYEMOTO Mpernapara.



HccnenoBanre aHTUTPOMOOTHYECKOW aKTUBHOCTH MPOBOJISAT HA MOJIETTU BEHO3HOTO CTa3a y
Kpbic-camioB muHUM Wistar maccoit 250-350 r mo Wessler S. u np.. s Hapko3a
BHYTPHOPIOIUHHO BBOJAT HeMOyTas B o3¢ 60 mr/kr mo 1 mur Ha 200 1 Beca )KUBOTHOTO.
OO6pa3siibl npeanonaraeMbix aHTUKoAarysstHToB (AK) B o0beme 0 1 Mit B/B BBOJIAT B JIEBYIO
SAPEMHYIO BEHY, B 3Ty K€ BEHY, C IIeJIbIO MMOAABJICHUS 3aLUTHON peaKINu
IPOTHBOCBEPTHIBAIOIIECH CUCTEMBI, BBOJISAT PACTBOP aTpONMHA Cyibdara B 103e 5 Mr/kr. [{ns
MoJIeJIpoBaHus TpoMOo03a yepes 15 mun nocie BBeaeHuss AK akTUBUPYIOT CBEPTHIBAIOLIYIO
CUCTEMY KPOBH KPbIC CHIBOPOTKOM ueoBeKa. 3aTeM NEPEBSI3bIBAlOT HUThIO y4acTOK BeHblI (0,5—
0,7 cm), KOTOpasi He UCIIOJIb3YeTCs /Jisl BBeeHUS BeliecTB. [lepeunciure KpuTepun OLleHKH
AHTUTPOMOOTHYECKOH YP(HEKTUBHOCTH MPENapaToB.

1. ITo dhopme TpomOa, U3BICYCHHOTO U3 TIEPEBsA3aHHOTO yyacTka BeHbl (0 u 1 6amn —
BBIPQXCHHBIA aHTUTPOMOOTHYECKU Y (DEKT, B TIOJIE 3PSHUSI CTYCTKA MO0 HET, TMO0 HECKOIBKO
MHUKPOCKOITMYECKUX HUTEH; 2 Oaljla — yMEpeHHbBIH aHTUTpoMOOTHYEeCKUH A (PeKT, B ToJie
3peHUsI HECKOJIbKO MAJICHBKUX TPOMOHMKOB; 3 U 4 6ayia — 3 eKT OTCyTCTBYET Uin
HE3Ha4YUTelIeH, B M0JIe 3peHuUs OJIMH O0IbII0N 1iu 2—3 TpoMOa MEHBIIIEro pa3Mepa); mepecyeT
CHCTEMBI OAJUIOB Ha MPOIICHT PEAOTBPALICHUS TPOMOO03a MTPOBOIAT 110 CIEAYIOIEH Gopmye:
[1-(Sa/4n)]x100, roe a — anTuTpoMOOTHUECKHIA 3P (EKT B Oayutax, n — YUCIIO SKCIEPUMEHTOR;
2. Ilo Becy BI@XXHOTO TpOMOa Ha aHAIUTUYECKUX Becax;

3. o xoHueHTpanuu 6enka B roMmorenare Tpomba mo Jloypu.

4. Ilo pa3Mepy n300pakeHUsI B MUKCEIaX.

Bb1 mpoBoiMTE NOKITMHUYECKOE HCCle0BaHne OakTepulinHoro npemnapata. Kakum o6pazom
HEOOXOUMO OMNPEENIATh MUHUMAIBbHYIO OaKTEPULIUIHYIO0 KOHIIEHTPALIUIO JAaHHOTO MpernapaTa?
bakTepuIuaHy0 KOHIICHTPAIIUIO OMPEICIISIOT ITyTEM BbICeBa U3 2—3 TIOCIICIHUX MPOOUPOK psiaa
C OTCYTCTBHEM BUIUMBIX IPU3HAKOB pOCTa Ha arape uiu OynboHe. [lociie onTuMansHOTo JIst
KQ)KJ0r0 MUKPOOHOTO BHIa CPOKA MHKYOAITH ITOCEBOB OTMEYAOT HANMEHBITYI0 KOHIICHTPAIIHIO
BEIIIeCTBa B MPOOUPKE, BHICEB U3 KOTOPOI HE Jall pOCTa. DTy KOHIIEHTPAIMIO IPUHUMAIOT 32
MUHHUMAJIbHYIO OaKTepULIUTHYIO.

Bbl nccnenyere papMakoI0oru4eckoe BeIecTBO, KOTOPOE BBOJAUTCS MHTATSIMOHHBIM METO/I0M 4
pasa B CyTKM 0 1 MI/KT. YKaXUTE BHJIbI dKHUBOTHBIX, HEOOXOIMMOE KOJUYECTBO 0co0el B
AKCIIEPUMEHTAJIbHBIX TPYIINAX, a TAKXKe J103bl, IyTH U CXEMY BBEACHUS aHATU3UPYEMOTO
BELIECTBA.

Hcnonb3yrorcs nHOpeHbIE OJI0BO3PENbIE MBIIIH. B Kax 101 rpyre J0IKHO ObITh MUHUMYM
5-6 ocobeii. [TyTh BBeIeHUS] — MHTAIUOHHBIA. MUHUMAaIbHOE KOJMYECTBO 103 — JBE: 4 MI/KT U
1/10-1/5 J1/[ds0. B mepBoii cepuu UCTIBITYeMbIi TpenapaT BBOIAT OJHOKpaTHO. Bo BTOpOii cepun
HCCJIETyEeMbIil Mpenapar eXeIHEBHO Ha MPOTSKEHUH 4-5 CyTOK.

Br1 nccnenyere sMOpHo- 1 PeTOTOKCHUECKOE IeCTBUE B aHTEHATAILHOM MEPHUOJIE
MIPOTUBOBOCTIAJIUTEIILHOTO COEIMHEHUSI, KOTOPOE MPEAIOJIaracTcsi BBOAUTh BHYTPUMBIIIIEYHO B
Te4eHue 7 THEeH B 103€ 2 MI/KT. YKaXXHUTE YUCIEHHOCTh B TPYIINAX, MPOJAOJKUTEIHHOCTh
AKCIIEPUMEHTA, CITOCOO BBEICHMS, a TAKKE HCCIICTyeMbIe J03bI BEIIECTBA.

B kaxmoii rpyme q1omkHO ObITh HEe MeHee 10 ocobeit. Cpok ncciieqoBaHus JOJKEH OXBAaThIBATh
Bech niepuoa 6epemMeHHoCcTH. Crioco0 BBEIEHUS! — BHYTPUMBIIICYHBIA. MUHHUMYM HCCIeayeTcs 2
036l — 2 MI/KT ¥ 20 MI/KT.

«KWBOTHOE BCETO JIMIIB CPEJCTBO IS OTPEACIICHHOM IeTH. DTa IeNIb — YeJI0BEK.
(Kanr.)
Bomnpoc: ecii >KHBOTHBIE JIMIITB CPEJCTBO, TO MOKHO JIU TOBOPUTH 00 ITHYECKOM OTHOIICHUH K
HUM, CKa)XKeM B J1a00OpaTOpPHOM IKCTIIEpUMEHTE?
DTaJIoH OTBETA



[a. Otnueckne HOPMBI, PErJIaMEHTUPYIOIINE OTHOIEHUE CCIIEI0BATENEHN K UCIIBITYEMbIM
JKUBOTHBIM, IIPEJICTABIICHBI B PsIIe MEKAYHAPOAHBIX I THYECKUX JOKYMEHTAxX. XeIbCUHKCKas
JeKaapanus TpeOyeT OT HIKCIIEPUMEHTATOPOB 3a00TUTHCS O OJIArOMOTYYUH KUBOTHBIX,
UCIIOJIB3YEMBIX UL UCCIIEO0BAaHUN. «MeEXTyHapOIHbIE PYKOBOAAIINE IIPUHIIUIILI IPOBEACHUS
OMOMEIUITMHCKUX UCCIIEIOBAaHUI ¢ yUaCTHEM JKUBOTHBIX» TPEOYIOT OT HCCleoBaTeNeH
71a00paTOPHBIX IKCIIEPUMEHTOB UCIIOIB30BATh )KUBOTHBIX B «MUHHUMAJIHHO HEOOXOIUMOM JIJIst
MOJTy4eHUsI HAy4YHO 000CHOBAHHBIX PE3YJIBTATOB KOJUYECTBEY, OCYIIECTBIAThH «HAAIEKAILYIO
3a00Ty 0 )KMBOTHBIX», MUHUMH3HPOBATh HEYA0OCTBO, CTpagaHus U 00JU; MpHUIuHsieMas 60JIb
«IOJDKHA COIIPOBOKAATHCS HEOOXOUMBIMH CEAATUBHBIMU, AHATBI€THUYECKUMH WIIH
aHecTe3nYeCKUMHU Mepammy. JKUBOTHbIE, KOTOPBIE OyIyT CTpaiaTh OT HEYCTPAHUMBIX TSKEIBIX
WM XPOHUYECKHUX OO0JIeH, NN OKa)KyTCsl UCKaJIeUeHHBIMH, JOJIKHBI ObITH 0€300JI€3HEHHO
YMEPILBIICHBI.

«Oprasu3Mbl )KUBOTHBIX U YEIIOBEKA BCE-TAKU CIUIIKOM PA3IIUYHBI, H 0€30IHUO0YHO
3aKJIK0YaTh OT MEPBBIX KO BTOPBIM HEJIb35».

( Bepecaes B.B.)
Bormpoc: o yem npenynpexnaer B.B.Bepecaes?
OTajoH oTBETa
B.B.BepecaeB nmpenymnpexaan 0 TOM, 4YTO IPSIMO EPEHOCUTH PE3YIbTaThl 1a00PATOPHBIX
MCCJICIOBAHMI Ha KIMHUYECKHUE, U TeM OoJiee, MPUMEHSTh JIJIs JICUCHHsI YEJIOBEKa HEJIOMYCTHMO.
OO0 5TOM HarOMUHAET cyAb0a MIIaIEHIIEB-YPOIIEB, POXKICHHBIX KEHIIUHAMH, IPUHIUMABIIHUX B
CBOC BpeMs TAIUIOMH/I, TIPOIIC IIHIA MTOJIOKHUTEIHHYIO anipodaIiio Ha )KUBOTHBIX. Ho, Kak
M1037K€ BBISICHUIIOCH, Halllescs 3Bepek B HoBoii 3enananu, Ha KOTOPOM MCHBITAHUE TATUAOMHU/IA
JIaJio OTPULIATEIbHBIN PE3ybTaT. bIM30CTh OPraHM3MOB KUBOTHBIX U YEJIOBEKA HE O3HAYAET UX
buznoNIornuecKoi 1 OMOXUMUYECKON TOKIECTBEHHOCTH.

B nacrosimee Bpemst 1abopaTopHbIe )KUBOTHBIE TU(DGEPEHIMPYIOTCS Ha 3 TeHETUYECKH
KauecTBeHHbIE MoJenu. HazoBure ux.

OtBer

1. ayTOpeaHbIe (TeHEeTUYECKH HEOTIPEIeTICHHBIE),

2. M30TCHHBIC/MHOPETHBIC (TCHETHYCCKHU ONIPEICIICHHBIC) U

3. TeHETUYECKH YaCTUYHO ONpe/ieeHHbIe (MyTaHThl, TPAHCTCHBI).

Jaiite kpatkyro xapakrepuctuky SPF 1abopaTopHbIM )KHUBOTHBIM

OtBer

SPF naGopaTopHble )KUBOTHBIE COJIEpKATCs B OapbepHON CHCTEME U UMEIOT MOITBEPKAEHHBIN
MUKpPOOHOJIOTUYECKUH CTATYC U T€HETUUECKUN KOHTPOJIb

JlaiiTe kpaTKyro XapaKTepHUCTUKY THOTOOMOTaM

Otser

['HOTOOMOTHI, 6€3MUKPOOHBIE TN AKCEHHBIE )KUBOTHBIE, COJEPIKATCS B MHAMBHTyaTbHbBIX
uzonsatopax, cHadxkeHHbIX HEPA dunbTpaMu u Hcionb3yroTcst TOIBKO JUIs
BBICOKOTEXHOJIOTUYHBIX OMOMETUIIMHCKUX HCCIIEJOBAHUH.

4) 3aanust, TpeOYOIIEro KOPOTKOTO OTBETA

ComnocTaBbTe 0003HAYCHUS U UX OTIPEACTICHHS:

A.NOEC

b. LCO

B. LC50

I'. LC100

BapuanTsl: 1) crangapTHast Mepa TOKCHYHOCTH BEIIECTBA, TOKA3bIBAIOIAs, KaKasi KOHIEHTpaIus
BellecTBa BbI3bIBaeT rudenb 50% TecT-opraHu3MoB 32 YCTAHOBJIEHHOE BPEeMsI; 2) BBICIIHIMA
CMEpPTENBHBIN IOPOT JUIS BCEX KMUBOTHBIX MJIH TECT-KYJIBTYP, HCIIOJIb30BaHHBIX B ONBITE; 3)



MaKCHMaJIbHO MEPEHOCUMas KOHIIEHTpAIHsl BellecTBa; 4) MUHUMAIIbHBII Topor
YYBCTBUTEIHHOCTH, IIPU KOTOPOM OTMEUAIOTCS CIeU(PHUUECKHUE TECT-PEAKIIUU UIH CMEPTHOCTh
TECT-00bEKTOB; 5) cTaHAapTHAs Mepa TOKCHUYHOCTH BEILIECTBA, MOKA3bIBAIOIIASl KOJIUYECTBO
MOTUOIINX TECT-OPTaHU3MOB 32 YCTAHOBIICHHOE BPEMsI IPU BO3ACHCTBUH JAHHOTO COCTUHEHUS B
50% xoHIeHTpauy; 6) MaKCUMallbHAsi KOHLIEHTPALUS TOKCUYHOCTH BEILIECTBA, PU KOTOPO HE
OTMEUAIOTCS CIICIHU(PUIESCKHE TECT-PEaKIIUU WIH CMEPTHOCTh TECT-00HEKTOB
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CooTtHecuTe OlIeHMBaeMbIe MapaMeTphl B X0JI€ aHAJIN3a UMMYHOTOKCHYECKOTO JeHCTBHS
BELIECTB U IPUMEHSIEMbIE AJIs1 TOIO TECTHI:

A. I'ymopaJibHbIII UMMYHHBIN OTBET

b. KiterouHblli IMMYHHBIN OTBET

B. AKTUBHOCTH (paromuToB

Bapuantsr:

1) OnpeneneHre aHTUTEI000PA3YIOIMX KIETOK K IPUTPOIMTAM OapaHa B PEaKIluK JOKAIbHOTO
remoJin3a B refie arapossl (meton Epue).

2) XeMHUJIFOMUHECHICHIIHS KJIETOK TPH (haroiuTo3e ONCOHM3UPOBAHHOTO MaTepualia.

3) Peakius runep4yBCTBUTEILHOCTH 3aME/JICHHOTO THIIA K 9PUTPOLIUTaM OapaHa Ml TalTeHy
— tpuHHUTpOOeH30cynbhoHoBo# Kuciore (THBC)

4) ®aronuTO3 areHTOB Pa3IMYHON MPUPOIbI (APUTPOLIUTHI OapaHa, TYIlb, JIATEKC, CTAPHIOKOKK
U JIp.) IEPUTOHEATbHBIMU MaKpoharamu.

5) Peakiuu reMarrirOTHHALIY U TEMOJIH32a

CooTHecuTe OLIEHNBAaEMBbIE NTapaMeTPhl TP BTOPOM ITAlle aHAIN3a UMMYHOTOKCHYECKOTO
JeicTBUS (apMaKOJIOTHYECKUX CPEJICTB U PUMEHSEMBbIE TECThI

A. MuToreHHble CBOMCTBA

b. IlonuknoHaIbHBIE CBOMCTBA

B. ®yHkunoHanbHast akTUBHOCTh TUM(OLUTOB

I'. Pe31CTeHTHOCTD MBIILIEH K AKCIIEPUMEHTAIBbHONW NH(EKIINN

BapuanTsr:

1) Peakuus 6nacrrpanchopmaiun TuMEGOIUTOB (CIIOHTaHHAs M WHAyIUpoBaHHas T- u B-
MUTOTEHAMH )

2) Peakuus 6nacrrpancdopmaryn mumdoruros (PBTJI) nox BiusiHuEM HCCIIETyeMOTo
npernapara in Vitro

3) Yder BEDKMBAEMOCTH U MPOAOIIKUTEIIEHOCTH KU3HU

4) OmpesiesieHHe aHTUTEI000PA3YIOIIUX KIETOK K Pa3IMYHBIM aHTUTCHAM B PEaKIHu
JIOKaJIbHOT'O TeMOJIN3a (SPUTPOLMTHI OapaHa, IPUTPOLIUTEI KPOJTIHKA)
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Onpenenure 6MOAOCTYITHOCTh TOKCHKaHTa X, 7103a KoToporo coctasuia 0,5 r. MI3BecTHO, 4TO
TOKCHKAHT PACIPEIeNIIeTCs 110 BCEH KUAKOHN (aze opraHu3Ma ¥ KOHIICHTPAIHS €ro B TUIa3Me
kpoBu paBHa 0,012 r/m.



0,024 !

KakoBa 610/10CTyIMHOCTh TOKCHKaHTa X, /1032 KoToporo coctaBuia 0,5 T, eciu U3BECTHO, YTO
KOHIICHTpAIus ero B mia3me KpoBu coctabuia 0,11 mr/ma? TokcukaHT pacnpenemnsercs TOJIbKO
B IIJTIa3MC KPOBU U HC ACTIOHUPYCTCH.

0,22 Mt

Vkaxute ¢a3sl 1aTOQU3NOIOTHIECKOr0 IKCIEPUMEHTA, 0003HAUNB UX HOCIIEA0BATEIILHOCTD:
1. I3y4yeHue B UCXOJHOM COCTOSIHUM ITOKa3aTeleH dKU3HEeAeATeIbHOCTH OpraHu3ma,
COOTBETCTBYIOIIMX LIEJIN U 33/1a4aM 3KCIIEPUMEHTA.

2. AnpoOaryst B 5KCIIEPUMEHTE HOBBIX JIEKApPCTBEHHBIX IPENapaToB.

3. Iloucku 3KcriepuMEHTaTLHON Teparnuu.

4. MozenupoBaHHM€e NAaTOJIOTMYECKOI0 Mpolecca
1,4,3,2

Kax Ha3pIBaeTcs KaTeropusi )KMBOTHBIX, KOTOPHIE SIBJISIOTCS HOCUTEIISIMU Pa3IUYHBIX
HEU3BECTHBIX MUKPOOPTaHU3MOB U MOT'YT COJIEPKAThCS KaK B CTEPUIIbHBIX, TAK U B OOBIYHBIX
YCIIOBHSIX, SBJISISICH TOTEHIIMAIbHBIMUA HOCUTEISIMU TTATOTEHOB.

OtBeT KOHBEHIITMOHAIPHEIC

HazoBuTe pazzaein skcnepuMeHTAIbHON OMOJIOTUH, 3aHUMAIOIIUNCS MTOTYyIYEHUEM U
BBIPAIIMBAaHUEM CTEPUIIbHBIX )KUBOTHBIX, & TAKKE JKUBOTHBIX, MUKPO]IIOpa KOTOPBIX
MpeJICTaBICHA OJTHUM WJIM HECKOJIbKUMHU BUIAMH MUKPOOPTaHU3MOB.

OtBet ['HOTOOHMOOTHS

HazoBuTe nporecc, mpu KOTOPOM YMECTHOCTH MPUMEHEHHS M €T0 HAJIEKHOCTh
YCTaHaBIMBAETCA JIJIs1 KOHKPETHON MPAKTUYECKOH 1IENIH.
OtBet Bannmanms

HazoBure BHyTpuiabopaTopHoe ucciae10BaHue, UMEIOIee HE3HAUUTEIbHBIM MacIITao,
MIPOBOJIMMOE B TPH 3Tara Jyisi TapaHTUU TOTO, YTO MPOTOKOJ U UMEIOIIASICS MOJIETh METOAa
TECTUPOBAHUS JOCTATOYHO ONTUMU3UPOBAHBI U CTAHAAPTU3UPOBAHBI JIsI BKIFOUEHUS B
ouIaTbHOE U3YUCHHE BaTUAHOCTH.

Otger [IpeBanunarnus

HazoBuTe uccnenoBanue, CyObeKTOM KOTOPOTO SIBIISIETCS JIFOOOH 0OBEKT )KUBOTO UITH HEXKHUBOTO
MUPA, 32 UCKIIOYEHHEM 1IETIOCTHOTO OPTaHMU3Ma KUBOTO YeI0BeKa, KOTOPOE HAIIPABICHO HA
ycTaHOBJIEHHE 0€30MmacHOCTH U 3(()EKTUBHOCTH JIEKAPCTBEHHOTO TIpernapara y yeloBeKa.

OtBer I[OKJ'II/IHI/I‘-ICCKOC HCCJIICAOBAHUC JICKAPCTBECHHOTO IMperiapaTa JJis1 MCAUITUHCKOI'O
MMPUMCHCHUA

Kak 1osiro Mo>keT JJIMThCsl IporpaMma JTOKJIMHUYECKON pa3paboTKH
OtBer OT HECKOIBKUX MECALIEB 1O HECKOIBKUX JIET

Kakumu ObIBarOT JOKJIMHHYECKUE MCCIIEJOBAHUS 110 MPEAHA3HAYCHUIO PE3YJIbTaTOB
Ortger IlonckoBble U peryasaTOpHbIe

Kakumu ObIBatOT TOKIMHUYECKUE UCCIEA0BAHUS 10 U3YUaeMblM napamempam?
OTtBeT papMakoIOrHUeCKre TOKCUKOJIOTUYECKUE



HazoBuTe uccnenoBanusi, KOTOpbie MPOBOAATCS JIJIs1 YETKOTO ONPEICICHUS TapaMeTPOB
(Hampumep, A03bl, peXKUMa JO3UPOBAHUS, YACTOTHI BBEACHMS, BDEMEHH B3ATHs 00pa3LoB U 1Ip.)
OINOPHBIX UCCIICIOBAHUM.

Otger [Inj10THBIE HCCIEI0BAHNS

HazoBuTe ricciieioBanus, KOTOPbIC TPOBOJATCS, YTOOBI TIOJYYUTh pa3pelieHrne Ha KIIMHUYECKUE
UCIIBITaHUSI HOBBIX JIEKAPCTBEHHBIX cpeJcTB. OHU y’Ke OTBEYAIOT HA BOIIPOCHI, 3asBJIICHHbBIC B
HEJIAX UCCIICIOBAHUS, @ UX PE3Y/IbTaThl BKIIFOYAIOTCS B PETUCTPAIIMOHHOE J0ChE OyMyIIero
mperapara ¢ 1eJIbl0 000CHOBaHUS POBEACHHUSI UCIIBITAHUN C Yy9acTHEM JOOPOBOJIBIICB U
pEeTHUCTpallK CPEICTBA.

OtBetr OnopHbIE HCCIeT0BAHUSA

B cooTBeTCTBUU C OOIIIEMUPOBBIMH TPEOOBAHUSMHU HEKOTOPHIC TUITBI UCCIEIOBAHUHN, BXOISAIINX
B JIOKJIMHUYECKUE HCCIIEIOBAHUS OC30MMaCHOCTH U SBJISIONINECS CTaHAAPTHBIM KOMILJICKCOM
MCCIIEIOBAHUH ISl BCEX HOBBIX MOJIEKYJ IOJIKHBI TPOBOAUTHCA B cOOTBETCTBUU ¢ GLP.
HazoBute 3TN THIIBI HCCIIEJOBAHUM.

OTBeT ONOpHbIE TOKCUKOJIOTHYECKHE UCCIIEIOBAHUS 1 OMOPHBIEC UCCIIECTOBAHMS
dapmakoIoruyeckon 6e30MacHOCTH

Hecmotps Ha TO, 4TO B HAYyYHOM COOOIIECTBE CYIIECTBYET TPEH]I COKPAIIEHUS KOJIMYEeCTBa
I/ICHOJII)?;yeMI)IX B E)KCHepI/IMCHTaX KHUBOTHBIX, O(l)I/ILII/IaJH)HI)IC HOpMLI qacTo Tp€6YIOT oT
HccieI0BaTeNel TECTUPOBAHUS HOBBIX BEILIECTB C MPUBJICYCHUEM HE OJTHOTO BH/IA
MIIeKonHUTaonmx. HampuMep, Tak 00CTOAT Jea Mpu U3y4eHNN O00IETOKCHIECKUX CBOMCTB
HOBBIX MOJIEKYJ. YKa)XUT€ MUHUMAJIBHOE KOJIMYECTBO BUIOB MICKOMUTAIOIINX TSl YKa3aHHBIX
LeJICH.

OtBer aBa BU/1a MIIEKOIUTAIOLIUX, OJUH U3 KOTOPbIX — HETPBI3YHBI.

HazoBuTte, 4TO CIIy)XUT KpUTEpUEeM 0TOOpa MOTEHIIUAIBHBIX T'eaTONPOTEKTOPOB HA
CKPMHMHIOBOM 3TAalle NCCJIae10BaAHUS.

Otger Oosiee BrIcOKas TepaneBTruueckas 3¢(HeKTUBHOCTh, UeM Y 3TaJIOHHBIX CPEJICTB

HazoBuTe 3Tam mporpaMMbl MOMCKa U TOKIMHHYECKOTO U3YUEHUsT KapAMOTOHUUYECKUX
CPEJICTB, HA KOTOPOM H3yYalOT CIIEKTP CePACUYHO-COCYANCTON aKTUBHOCTH MTOTCHIINATHHBIX
KapAMOTOHUYECKUX COCAMHEHUN:

— OIlEHKA aHTHAPUTMUIECKON aKTHUBHOCTH,

— OIIEHKA TPOTHUBOMIIIEMUIECKON (AHTUTUTIOKCHYECKOH ) aKTHBHOCTH;

— OIIEHKA aHTHTUTICPTEH3UBHON aKTUBHOCTH;

— OLICHKA BIIMSHUA U3ydaeMoro coeanHenus Ha cuctemy PACK (perynsiuu
arperaHTHBIX CBOMCTB KPOBH) M CHCTEMY OCMOPETYJISIINH.

Ortser 3 orar.

20.2. NMpomexyToyHaa aTrecTauus

I'IpomexyTquaﬂ artrectaumda no gmcuuninmHe ocyllecTBiideTca C NOMOLLbIO
cneayrwmx oueHoO4YHbIX CpeacTB:

Komnnekt KM

Bonpocbl ansa ycTtHoro onpoca

LloknuHn4yeckune nccnegoBaHnAa: OCHOBHbIE MOHATUSA
[oknuHnyeckne nccnenoBaHuUs: KroveBble onpeaeneHms
LloKnuHnyeckne nccnenoBaHus: KOHUENLUNN.

OcHoBbI NTaHMPOBAHNA AOKNIMHUYECKUX UCCeLOBaHUMN.
NceneposaHus in silico

arLdO=



WcecnepoBaHus in vitro

WccnepoBaHus in vivo

Kak BO3HMKNN TEPMUHbBI «3TUKa» U «Mopanb»? Kak MeHANock nx cogepxaHue?

B yem coctont cneumdpunka MeaNLNHCKON STUKN?

10 OCHOBHble UCTOPUYECKNE 3Tarbl PAa3BUTUS MEANLMHCKON STUKMN.

11.9Tnyeckue n opugnyeckue npobnemMsl MEANLIMHCKOW rEHETUKN 1 NPOBEAEHNS
6MOMEONUMHCKOro nccnenoBaHus.

12. OTnyeckune acnekTbl MEANLMHCKUX UCCNEe0BaHN C y4acTMeM YefnoBeKa U
nccnefoBaHns B «0COObIX» rpynnax NauMeHToB.

13. BMoaTKKa Kak HayKa. NpeagmMeT 1 3HauyeHne pe3ynbTaToB UCCef0BaHNN.

14.[JeoHTOnornyeckas Teopus. Teopum MoparnbHbIx 0653aTenbcTB. Teopus
6103TOB.

15.Pa3nnyHble NPUHLMNbI B3aMOOTHOLLEHNA YenoBeka ¢ okpyxatowmm Mupom.

16.Pa3genbl n pewaemMbie Npobnemsi.

17. BUO3TMKa 1 pENUrMO3Hble NPeACTaBNEHMS.

18. Pennrno3Hoe nokIoHEHNE XUBOTHBIM - 300/1aTPUs, UNTN TEPOTEN3M.

19.MopanbHO-3TUYEeCKNe NPUHLMMbI U B3rNA4bl HA OTHOLLEHME YernoBeka K
XWBOTHbLIM HEKOTOPbIX «COBPEMEHHbBIX MUPOBbLIX» PENUTUI - UHAYN3MA,
AXanHu3ama, 6yaamnsma, ucnama, XpucTMaHcTBa.

20.Bnoatnyeckne npobnemMbl CBA3aHHbIE C UCMOSNIb30BAaHNEM XUBOTHbIX.

21.0OTHOLWeEHNe pnnNocoCcKnX y4eHnn pasnnyHbiX NeEPUoOLOB pa3BUTUS
YyenoBeYyecKkoro obLLECTBA K XMBOTHOMY OKPYXEHMIO.

22. O6uecTBEHHOE ABMXEHME B 3aLLMTY XMBOTHbIX. ICTOpMA BO3HUKHOBEHUSA
OBUXEHUA.

23. ObuwecTBa 3aWMTbI XUBOTHbIX B pa3Hbix cTpaHax. OCHOBHble HanpaBneHns
paboTbl 00LLEeCTB.

24. 3aKoHOoaTEeNbCTBA MO 3aLUTE XUBOTHbIX.

25.CenbCKOX03ANCTBEHHOE XMBOTHOBOACTBO M €r0 anbTepHaTMBbI.

26./cnonb3oBaHMe XMBOTHbIX B pa3BevYeHNsX.

27. JKkcnnyaTtaumsa AUKUX XUBOTHbIX.

28. [paBoBbIE€ OCHOBbI fO06bIYM, pa3BEAEHUA U COAEPXAHNSA XNBOTHbIX.

29.[leoHTONnorMa Meamnko-bnonornyeckoro aKCnepumMmeHTa.

30. F'eHe3unc aTMKn 6MOMEANLIMHCKNX SKCNEPUMEHTOB

31. CobntogeHne 61oaTn4ecKmx NpUHLUMNOB Npu paboTte, passegeHumn n
copepxaHumn nabopaTopHbIX XUBOTHbIX.

32. MexayHapoaHble NPUHLMMBI F'YMaHHOMO UCMOMb30BaHUA XUBOTHbIX B
akcnepmMeHTax: KoHuenuus «KoHuenuma Tpex R»

33. MexayHapoaHble NPUHLMMIBI F'YMaHHOMO UCMOMb30BaHUA XUBOTHbIX B
SKCnepumeHTax: KoHuenuma «Mate ceobony

34. EBponenickan KOHBEHLMA O 3alunTe NO3BOHOYHbIX XUBOTHbIX, UCMOSb3YEMbIX ANS
9KCMEPMMEHTOB UIM B UHbIX Hay4HbIX Lensx» (Ctpacbypr, 1986)

35. Poccuiickoe npaBoBoe perynMpoBaHne ryMaHHOro obpatleHumsi C XMBOTHbLIMMN

36.MpuHuMnbl NnpoBefeHna 06e36o0nBaHNs

37.9Tnyeckue BONpocChl 1 NPUHLMUNbI NPOBEAEHUA 9BTaHA3UN

38.MpaBa 1 0TBETCTBEHHOCTb 3KCNepuMeHTaTopa

39. Pa3paboTka 1 npMMeHeHne MeTOAO0B, aNbTEPHATMBHbLIX 3KCMEPUMEHTAM Ha
XWBOTHbIX, NPX NPOBEAEHNN MEANKO-ONONOrMYECKMNX SKCMEPUMEHTOB.

40. EBreHunka B npowsiom n coepemeHHomMm Mupe.

41.MNo3nTMBHaA N HeraTMBHaA €BreHukKa.

42. EBreHnka u nonutuka.

43. MopanbHble NpobnemMbl reHHOW Tepanuu.

44 Henpepncka3yeMoCTb NOCNeACTBUN FrEeHHON Tepanui.

© 0N



45.

46.
47.

Bo3MOXHOCTH, NnepcnekTmBbl M OMacHOCTU CO30aHUA U UCNOSTb30BaHNSA
TPaHCreHHbIX pacTeHUN U XUBOTHbIX.

KnoHupoBaHue.

PenpoaykTnBHoe 1 TepaneBTU4ECKOE KITOHMPOBaHMKE.

48.Mcnonb3oBaHune 3M6pI/IOHaJ'IbeIX CTBOJIOBbIX KJTETOK YeEJTI0BEKA.

49.

50.

51.

52

53.
54.

55.

56.

OcHoBHOM NepeveHb [TocyfapCTBEHHbIX BEAOMCTB U HOPMATUBHbIX JIOKYMEHTOB,
pernameHTUpyLWMX NpoBeAeHe JOKIIMHNYECKUX UCCnefoBaHnin
neKapcTBeHHbIX cpeacts B PO

OcHoBHble nonoxeHunsa GegepanbHoro 3akoHa ot 12.04.2010 Ne61-P3 «O6
obpalLeHnn NnekapCTBEHHbIX CPEACTBY

Pykosoactea ICH (International Conference Harmonization) no goknnHn4yeckomy
nayyenuto J1C (cepun ICH S) n o6bemy nccnegosaHun ans uenen pernctpauumn
ICH M3

. Hapgnexawas JlabopaTtopHas Npaktuka (Good Laboratory Practice, GLP) -

ncTopms pa3paboTKn N OCHOBHbIE MPUHLNNbI

Cepua N'OCT B pazsutue GLP

OcHoBHble NonoxeHna mexrocygapcteeHHoro ctaHaapta FOCT 33044-2014
«MprHUMnbl Hapgnexauwen nabopatopHon npakTuku (Principles of good
laboratory practice)»

MexrocypapctBeHHbii ctangapT FOCT 33044-2014 «[MpuvHuunbl Hagnexawen
nabopatopHou npakTtuku (Principles of good laboratory practice)» - npuHuunbl
npoBefeHnNa nccrneosaHnin 1 0opMNeHNa pesynbTaTos

lMocTaHoBneHus lNpasuTtenbcTBa Poccuinckon depgepauuun, pernameHTupytowme

nposeAeHne OOKIIMHNYECKUX NCCregoBaHNN NNEKapCTBEHHbIX cpeacTs B PO
57.MNpuka3bl MuHsgpascoupa3sutms Poccuinckon depepaumm, pernameHTmpyowme

58.

59.

60.

61.

62.

63.

64.

65.

oLEeHKy 6e30MacHOCTM NeKkapCcTBEHHbIX cpeacTs B PP

PeecTp BanuanpoBaHHbIx 6uomoaenen EC pykosogctea OECD (OpraHunzauus
OkoHomu4yeckoro CotpyaHuyecTtsa u Pa3sutus) no oueHke 6e3onacHocTu
XUMUYECKNX BELLECTB

Mpukasbl MnHagpascoupassuTua Poccuinckon depepaumun, pernameHTmpyrowme
npoBefeHne JOKNMHNYECKUX NCCNeaoBaHUM NIeKapCTBEHHbIX cpencTs B PP
MepeyeHb XN3HEHHO HEOOXOAUMBIX Y BaXHEMNLUNX NTEKAPCTBEHHbIX NpenapaToB
B PO

MeTopgmnyeckue ykazaHmsa Munsgpascoupassutusa PO ot 12 maa 2008 r. «OueHka
OGMO3KBMBANEHTHOCTM NIEKAPCTBEHHbIX CPEACTBY.

PekomeHgaumn PocagpaBHag3opa ot 05 peBpana 2009 r. «PekomeHgaumm gns
hapmMaLeBTMYECKMX KOMMAHWIA MO M3y4eHnto BruoTpaHchopmaumumn n
TpaHCNOpPTEPOB HOBbIX SIEKAPCTBEHHbIX CPEACTB.

TpeboBaHust K 0OOPMIIEHNIO OTYETA O Hay4YHO-MUCCNefoBaTeNbCcKon paboTe
cornacHo NOCT 7.32-2001 «Cuctema ctaHgapToB no nHdopmaumu,
61MbnnoTeyHoMy 1 nsgatenbckomy aeny. OT4eT 0 Hay4YHO-UCCNeaoBaTENbCKOM
pabote. CTpykTypa v npaBuia oOpMIIEHNA»

MpaBuna JOKIMHUYECKMX nccnenoBaHnii 6e3onacHocTu n apeKTMBHOCTH
hapmaKosnormyeckux BeLecTs

TexHonormu, ncnosibdyemMble B AOKITMHUYECKMX UCCNefoBaHuUsX in Vitro

66.TexHonornm, NCNonb3yemble B AOKIMHUYECKMX UCCIIEA0BAHUSAX in Vivo.
67.TexHuka 6e3onacHocTn npu paboTe ¢ nabopaTopHbLIMU XNBOTHLIMU,
68.TexHuka 6e3onacHoCTy Npu paboTe C KynbTypamm KneTok
69.TexHuka 6e3onacHoCTH Npu paboTe ¢ MMKPOOPraHNn3Mamu.
70.TpeboBaHus K NOAGOPY XMBOTHBIX U UX KONMYECTBY A1 NPOBEAEHUS

71.

[AOKIUHUYECKUX UCCneaoBaHui.
Ycnosusi copepxaHmsa nabopaTopHbIX XMBOTHbIX



72. TpeboBaHWsi K TEXHONOMMWN UCNOSIb30BaHUS KIETOYHBIX KyNbTyp Ans
AOKIMHUYECKMX UccneaoBaHni

73. OCHOBbI TEXHUKN MUKPOBUONOrMYEeCKmX NCCrneaoBaHuii.

74. KayecTBO 3KCNepUMEHTasbHbIX XUBOTHbIX, KYNbTYp KIETOK U TKaHel, a Takxe
KyNbTYp MUKPOOPraHM3MOB, UCMOMb3yeMbIX AN NPOBEAEHUS AOKITUHUYECKNX
nccnenoBaHuin IEKApCTBEHHbIX BELLECTB.

75. OcobeHHOCTN paboTbl C TabopaTOPHbLIMU XUBOTHBLIMI UCMONb3YEeMbIMU AN
AOKIMHUYECKMX UccneaoBaHuii IEKapCTBEHHbIX BELLECTB.

76. OcobeHHOCTN paboTbl C KyNbTypamMu KIeTokK, UCNosfib3yeMbIMU Ans
AOKITMHUYECKMX UCCnefoBaHWIn NIEKapCTBEHHbIX BELLLECTB.

77. OcobeHHOCTU paboThl C KyNbTypamMn MUKPOOPraHN3MOB.

MpuMepbl NpakTUYECKUX 3a4aHMA ANA NPOMEXYTOYHOro KOHTPONA 3HAHUMN

3agaHue 1
OxapakTepuayinTte NoHATUS Hayka U Hay4Hoe uccnegosaHue. Odwme NpuHUMNbI
NnaHNMpoOBaHMWs, OpraHn3aumm n NPOBEAEHNS] HAYYHOro UCcreoBaHus.

3apaHue 2

Mepeuncnute n oxapakTepm3ynTe OCHOBHbIE NMOSTIOXEHNSI MEXTIOCYAapCTBEHHOIO
ctaHpapta FOCT 33044-2014 «[MpuvHumnbl Hagnexawen nabopaTopHou NPakTUKN
(Principles of good laboratory practice)».

3apgaHue 3

MnaHMpoBaHne N Npexnpypruyeckme npoueaypbl: 0byvyeHme, noarotToBka
onepalMoHHON KOMHaTbl, MHCTPYMEHTOB 1 060pyA0BaHUA; METOObI CTEPUNM3ALNN,
noAroToBKa XMBOTHOrO, NOArOTOBKA XMpPypra, BbIbop aHECTETUKOB M aHanbreTUKOB.
MpaBnna acenTuKKn, KOHTPOJSIb COCTOAHNA XMUBOTHOrO.

Mpumepbl cUTyaUMOHHbIX 3aga4 ANA npoBeAeHUsI NPOMEXYTOYHOro KOHTposns
3HaHWW, YMEHUN U HaBbIKOB

3apaHue 1

B ogHOM 13 3anoBeAHMKOB, roe obuTaeT peaknin, 3aHeceHHbI B KpacHyto KHUry Bug,
KynvKa, pacnsioannmch cepble BOPOHbI, KOTOPbIE packreBbiBas ero sinua, NoCTaBUIn Ha
rpaHb NCYE3HOBEHWSA BCIO 3aM0oBEAHYI0 MONYNALMIO PeAKOro Kynnka. AAIMUHUCTpaLma
3anoBeaHVKa NpUHsSNa peLleHne 06 oTCTperne cepoit BOPOHbI, YTO, B CBOK oYepesb,
rpy6o HapylwaeT npaBa ocoben 3Toro BMaa Ha XunsHb. Kak 6biTb?

3apaHue 2
CocTaBbTe anroputm AencTBnin YNosTHOMOYEHHOTO NnLa NPy BbiIBIEHUN OTKIIOHEHUS
OT TpeboBaHW Npy aHanu3e OOoCbe Ha Cepuio.

3apaHue 3

NMpoaHanusupynte HOPMATUBHO-NpPaBOBbLlIe AOKYMEHTbl: MeXrocyaapCTBeHHbIN
ctaHpapt FOCT 33044-2014 «[lMpuHumnbl Hagnexawen nabopaTopHOM MpaKTUKK
(Principles of good laboratory practice)» - npuHUMNbl NpoBEAEHUA UccnefoBaHUn U
odopMIieHNsa pe3ynbLTaToB.

Bbliaenute n3 cogepxaHusi MatepmnanoB HOpMaTUBHO-NPABOBbLIX JOKYMEHTOB Hanbonee
BaXHYIO WHQOpMauMIo, KacawLyca MNpUHLUMIMNOB MNpoBeAeHUs WuccnefoBaHnuin u
odopmneHns pe3ynbTaToB. na XapaKTepUCTUKn nocnegoBaTeslbHOCTH
perfnamMmeHTUpyeMbIX OEeNCTBUMN, B3aMMOCBS3€eH, B3aMMO03aBUCUMOCTEN,



COMOAYMHEHHOCTW WUCMONb3YyWTe CTPYKTypupoBaHWe BuAa

«Cxema» - oTpasute

cofepxaHue Hanbornee BaxHON MHGopMauum B BUAE cxeMbl, Tabnuupl, cnucka u gp.
Cxema ponxHa oTpaxaTb Haubonee CyWeCTBEHHble B3aUMOOTHOLLEHUS MexXAay
MOHATUSAMMU, B CXEME CreflyeT Kak MOXHO MeHblUe UCMNOoNb30BaTh CroBa U NPUMEHNATb
pasHOro pofa CTpesku, ycrnoBHble 0603HayYeHus u T.n. Pe3ynbTtathl KpaTKo 3anucatb U
HarnsagHo TBopYeckn oopMuTb Ha ByMaxHoOM HocuTene (nnakaT unu nocTep).

Mpumep TecToBOro 3agaHuA ANA NPOMEXYTOYHOro KOHTPOSS 3HaHUN:

3ameHa B onbITe, KOraa 3T0 BO3MOXHO, BbICOKOOPraHN30BaHHbIX XNBOTHbIX MOXET

ObITb NpON3BEAEHa:

N30JINpOBaHHbIMKN OpraHamMm,

L=

3KCMepUMeHTaMu Ha KynbType KINeToK 1 TKaHen,

hU3MKO-XMMUYECKUMU 1 BUOXMMUYECKMMU CUCTEMAMMU,
3KCNepuMeHTaMn Ha MMKPOOPraHM3Max 1 pacTUTENbHbIX O6bekTax,
KOMMbIOTEPHLIMY Y MaTEMATUYECKMMU MOLENSIMU.

Kputepun oleHMBaHNA KOMNeTeHUUn

YpoBeHb
ChopMUPOBAHHOCTH
KOMMeTeHuumn

Llkana oueHoK

BcecmopoHHue u anybokue 3HaHus, MosiHoe
060CHOB8aHHOE U3/I0XEHUE Mamepuarna rno
coomeemcmeyowum pasoenam OUCYUMNIIUHBI.
Besynpey4Hoe ebinonHeHuUe 8 rpouecce
u3ydyeHus: ducyunuHbl ecex 3adaHudl,
npedycMompeHHbIX chopMamMu meKyuwezo
koHmpossa. Ceob00Hoe eradeHue HagbikaMu,
oceausaeMbiMu 8 xo0e 0byyeHusi, yMeHue
r1011b308aMbCs1 UHGhOPMaUUOHHBbIMU
MexHo102usIMU.

lNosbiweHHbIl ypo8eHb

OminuyHo

lMonHoe  3HaHue  y4yebHo20  Mamepuarna,
npedycmompeHHo20 pabodel npozpammod,
ycriewHoe  ebinosiHeHUe  ecex  3adaHud,
rpedycMOmpeHHbIX  ¢hopmamMu  meKyu,ezo
KOHMPOJISi. Omeem 06ocHoBaH,
apayMeHmupos8aH. HonyweHbl
He3HaqumeJslbHble OWUbKU, HEMOYHOCMU,
Komopble ucripasrieHbl rocrie  3amevaHul
riperio0asameris.

ba3zoenlli yposeHs

Xopouwio

8HaHue OCHOBHbIX MOMOXKEHUU MpoepaMmbI.
Omeem  HemnorsHsbIl, 6e3  obocHosaHUU,
06bsicHeHUl. 3HadyumernbHble 3ampyOHeHUsl 8
gorpocax  KOMIMIIEKCHO20  UCIMO/b308aHUs
aHanumuyeckux nodxodo8 8 buoXUuMU4YeCcKOM
aHarnuse Owubku  ycmpaHsiromcs rno
doronHumersbHbIM 8orpocam rperodasamerisi.

lMopozoenili yposeHb

YdoesrnemeopumersibHO

3HaHus Hecucmemamu4yeckue, OmpbIBOYHbIE.
B omsemax oornyuleHs! epybele,
npuHyunuarnbHele owubku. 3ampydHeHus 8
¢opmynuposaHuU OCHO8HbIX onpedeneHud,
npu peweHuu 3adad, Komopble He yCmpaHeHb!
rocrie HagodsALWUX 80MPOCOS.

HeydosnemeopumersHO




