KYPCKUU T'OCYIAPCTBEHHbBIU
MEJULWHCKHWU YHUBEPCUTET.

KA®EJIPA KJIMHUYECKOU ®PAPMAKOJIOIUU.

«ITHYECKAA IKCIEPTU3A KIMHUYECKHUX
HUCCJICT0BAHUIN

LMK 1)1 OPAMHATOPOB
«OCHOBBI 10KA3aTCJHLHONU MEIUIIHHBI



CootBetcTBUE KU 3aTYEeCKUM HOpMaMm
CMU
J
nHdopMupoBaHue

o COBET MO 3TUKE

NNokanbHbIe 3TUYEeCKne KOMUTeTbl

NoarotoBka nccneposareneu no GCP, Bknrovasa Bonpochkl
3TUKU

MpenogaBaHue OMO3TUKM B MEANLIMHCKMX MHCTUTYTAX

HopmaTuBHaa 6a3a no Bonpocam 3TUKU




B Poccuu HOpMbI npoBeaeHUs KINMHUNYEeCKNX
nccregqoBaHMU BHeAPAOTCA € cepeantbl 90-x
rogos.

B 1998 r. MuH3apaB yTBepaun otpacrieBou
ctaHpgapt OCT Ne 42-511-99 "lMpaBuna
npoBeAeHNA Ka4yeCTBEeHHbIX KNMUMHNYECKUX
ucnbiTaHnm B Poccunckomn ®epgepaunn’.

B 2005r 661n npuHaT HALUMOHATbHbLIN
CTAHOAPT POCCUNCKOW ®EOEPALIMA
«HAONEXALLAA KIMTMHUYECKAA NMPAKTUKA»
(TOCTP 52379-2005)

JTOT AOKYMEeHT cooTtBeTcTBYeT npasunam GCP,
a ero 3-u pasgern nNocBsfLWeH NopAAKYy paboTbl
KOMUTETOB MO 3TUKeE.



3aKoHoAaTeNbHble AOKYMEHTbI

ICH GCP

XeJbCHHCKASA JAeKIapauus BceMupHoil MeMUMHCKON accouuanuu Bpaveil «PexkoMenaanmum AJis Bpayei,
NMPOBOASIINX OMOMEINIINHCKIE UCCJIeIOBAHNS HA YesloBeKe» oT 1964r.;

EBpOHeﬁCKaﬂ KOHBCHIUA O 3allIMTE MO3BOHOYHBIX KUBOTHBIX, UCIIOJb3YEMbLIX IJIA IKCIICPUMEHTOB HJIN
B MHBIX Hay4YHbIX Heasax (European Convention for the Protection of Vertebrate Animals used for
Experimental and Other Scientific Purposes, 18.03.1986).

IIpaBujia npoBeaeHUs UCCIET0BAHUI OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX CPEICTB €BPA3UIiCKOT0
IKOHOMHUYECKOro corw3a. Bepcus 2.0 ot 20.02.2015

®egepanbubii 3ak0H 0T 9.11.2011 N323-P3 «O0 ocHOBax oXpaHbI 310pOBbi rpaxaaH B Poccuiickoi
degepauun»;
®enepanbubii 3ak0H 0T 12.04.2010 N 61-P3 «O0 o0panieHNnH JeKaPCTBEHHBIX CPEACTBY;

IIpuxa3 Munsapasa Poccun ot 01.04.2016 N200n «O0 yTBep:kIeHUN NPABUJI HALJIeKAIeH
KJIMHUYECKON MPAKTHKN»;

IMpuxa3 Munsapasa Poccun ot 01.04.2016 Ne1991 «O0 yTBepskaeHHH MPABUJI HAJIeKALEH
JIA00OPATOPHOU NMPAKTUKH.

IIpuxka3 Munsapascoupazpurusi Poccun Ne750H ot 26 aBrycra 2010 r. «O0 yrBep:KIeHUN NPABUI
NPOBeIEHUs IKCIEPTU3BI JIEKAPCTBEHHbIX CPEACTB IJIs1 MEAUIIUHCKOI0 MPUMEHEHUs U (POPMBI
3aKJII0YEeHUSA KOMUCCHH IKCIIEPTOBY.

Hauuonanbhblii ctanaapt P® I'OCT P52379-2005 «Haagexamas KIMHIYECKAS PAKTHKAY,

YTBep:KIeHHbI npuka3oM PeaepaaibHOro areHTCTBA 10 TEXHUYECKOMY PeryJIMpPOBAHUIO U METPOJIOT UM
ot 27.09.2005 Ne23;

IIpoBeneHne Ka4ecTBEHHBIX HCCIEI0BAHUI OMOIKBUBAJIEHTHOCTH JIE€KAPCTBEHHBIX CPEICTB.
Metoauueckue ykazanuss M3 u CP P® ot 10.08.2004



OencTByrowmnmn B HacToswee Bpema CoBeT Nno aTuke npu
MuHucTepcTBe 34paBOOXPAaHEHUA U COLMANBbHOrO pa3BUTUSA
Poccumu cosaaH B cooTBeTCTBUU C PepepanbHbIM 3aKOHOM
«O6 obpalueHUn nekapcTBeHHbIX cpeacTB» npukasom ot 31
aBrycTta 2010r. Ne 774H.

CoBeT no 3Tuke ABNAeTCA He3aBUCUMbIM OpPraHoOMm
(aencTBYOLUUM Ha HALMOHASNIbHOM YPOBHE), MPU3BaHHbLIM
obecneymBaTtb 3aWUTy NpaB, 6e30MacHOCTU U
bnarononyy4ynsa CyobLeKToB KIMHNYECKUX UCCrneaoBaHuU, n
cobrnoageHne 3aTN4eCKUX HOPM MpPU X NpoBeaeHUM.

B cBoen geartenbHoctn CoBeT NO 3TUKe PYKOBOACTBYETCA
NMPUHUMNAMUN OO BEKTUBHOCTU U HE3ABUCUMOCTU OT
NONMINTUYECKUX, aAMUHUCTPaATUBHO-YNpaBrieHY€CKUX,
BeAOMCTBEHHbIX, KornnermaribHbIX U (PHAHCOBO-
3KOHOMMYECKUX BIMUSAHUMN.



* B cootBetctBuu co Ct.1 ZlononHUTENbHOro
npoTtoKosa K KoHBeHUUM 0 npaBax yenosBeKa U
buomeamumHe, KacaroLieroca b6uomeanLUHCKUX
uccaepoBaHUM,

rNaBHasA Le/ib 3STUMECKOro peryampoBaHus
bnomeanLMHCKNX nccnegoBaHui (BKAOYas
KIMHUYECKMNE UCTIbITAHMA JIEKAPCTBEHHbIX
npenapaToB) — 3aWMTa A4OCTOUHCTBA U
WHAMBUAYANIbHOCTU KAaXXA0ro YenoBeKa,
cobntoaeHmne UenoCTHOCTM U MPOYMX NpaB U
OCHOBHbIX CBODOOA B OTHOLLIEHUU NHODObIX
nccnegoBaHMM, BKAOYAIOLLMX BMELLATENbCTBO B
4yesloBeYyeCcKnm opraHmsm B obnactn buomegnumHbl.



* OCHOBHble MexXaHU3Mbl 3TUYECKOro peryaimposaHusn
BMMW;

- UHPopmunpoBsaHHOe cornacme UCNbITYemMoro (Mam
ero 3aKOHHOro npeacrasutena) — KonseHuus no
6bunostmke Cr. 5-8, 16, 17; lononHUTENbHbBIN
npotokon o bBMMW, Cr. 13, 14; depepanbHbl 3aKOH 61
«06 obpalleHnn nekapcTBeHHbIX cpeacts», CT. 43.

- 3KCI1€pTM33 nuccnenoBatTe/ZIibCKoro rnpoekKTa,
nposoagnmMmad He3aBUCUMbIM 3 TUHECKUM KOMUTETOM

(coBeTOM No 3TMKe) — loNOAHUTENbHbIN MPOTOKON O
BMW, Ct1. 9, 10; 361, C1. 17, uy. 1.



3Tnyeckmum Komurer

e LleHTpanbHbI KomUTeET No 3TUKE
npu M3 u CP PO

e JlIoKanbHbIN



CoctaB 2K

- He meHee 5 uneHoB
- KaK MMHUMYM OAUH U3 HUX HE UMeN
OTHOLUEHUA K HaYy4YHOMU AeATeNIbHOCTU
- Kak MMHMMYyMm oaunH 6bin
He3aBUCUM OT yupeXxKaeHus, rae
npeanonaraeTca NpoBoAUTb
nccnenoBaHume



O6sa3aHHOCTU DK

Cnheputb 3a cobnroaeHuem npas u
obeperatb 6€30NacHOCTb W
6narononyumne cybbvekros
nccneaoBaHusA



O6sa3aHHOCTM 1 chepa OTBETCTBEHHOCTHU
uneHos K3 (1)

- Yyactue B 3aceaaHmax K3
- PaccmoTpeHue, obcyxKaeHue,

peueH3upoBaHMe NpeanoxKeHUM OTHOCUTENIbHO

nccnenoBaHUU, NpeacTaBNEHHbIX Ha SKCNEepPTHYIO
OLUEeHKY
- PaccmoTpeHue oT4eToB O cepbe3HbIX CAyvanx
No60ou4HbIX 3P PEKTOB M OTCNAEXKMBAHUE
pekomeHAayemMbiX COOTBETCTBYIOLLUX AENCTBUMN



06a3aHHOCTU U chepa oTBeTCTBEeHHOCTU yneHoB K3 (2)

- U3yueHue oTueToB 0 Xoae uccneagoBaHM U KOHTPOb
3a TeKYLMUMMU UccneaoBaHUAMMU
- OueHKa OKOHYaTeNbHbIX OTYETOB 06 nccneaoBaHUAX U
UX pe3y/bTaToB
- ObecneueHmne KOHPUAEHLMNANBHOCTU AOKYMEHTOB U UX
obcyXaeHua Ha 3acegaHuax Kd.
- O6bABNAEHUA O KOHP/IMKTE HTEpEeCOosB
- Yyactmne B o6pasoBaTenbHbiX meponpuaTUax B chepe
buomeanLUUHCKUX UccneaoBaHUU



Ocoboe BHUMmaHue K
UcchepoBaHuam ¢ yyactuem ocobo
VA3BUMBbIX rpynn HaceseHusn
HeTepaneBTyecKum uccaegoBaHUAM
c yyactmem pgobposonbLeB
UccnepoBaHUAM, B KOTOPbIX
HEBO3MOXHO NOJIY4YUTb COrnacue
NaLMEHTOB NN UX 3aKOHHbIX
npeacraBuTeNnen




CTaHpapTHbIe onepaLuoHHbIe npoueaypbl
(con)

COI1 - 3TO AOKYMEHT, rae 3anuUcCaHbl
npumeHAaemblie B Komutete no aTuke
npoueaypbl U OTPaXKeHa ero NOJINTUKA.

COIN penaet npouecc pabotbl 1 ero pesynbraTthl
nocnepoBaTeNibHbIMU, COFNAaCOBAaHHbIMMU,
npeacKasyembiMy U BOCNPOU3IBOAUMbIMU



3apauum COIN

- ObecneuynTb Ka4ecTBo U NOTUYECKYIO
nocneaoBaTe/IbHOCTb AEeNCTBUMN
- YeTKO pacnpeaennTtb 3a4auvm no
KOMneTeHUunu
- [1aTb BO3MOXHOCTb YeTKo paboTaTtb
NnepcoHasny B OTCYTCTBUE PYKOBOACTBA
- Chy)XXnUTb B KayecTtsBe CNpaBoOYHUKA ANA
NPOBEpPKU Ha COOTBETCTBUE
- MomoraTtb B 06yueHnn HOBOro nepcoHana



Copep:xaHue COI

- CoctaB 3K, KBanndpukauma ero YI1eHOB U yupexkaeHue, npu
KOTOpOM co3aaH JK
- l[paduk pabotbl K, npoueaypbl onoselw,eHUa YyneHos K,
WX KOHTaKTHble TenedoHbl
- CNNCOK AOKYMEHTOB, HE0OBX0aUMbBIX ANA NpeaoCcTaBAeHUA
B K, KOoAnuecTBo Konuu
- MopAAoOK paccCMOTPEeHUA maTepuanos U CPOKU BbIHECEHUSA
pewieHuUn
- MopAaAoK M NnepnoanYHOCTb PACCMOTPEHUA ANUTENbHbDIX
uccnepoBaHUU
- CtraHpapTHble dopmbl 3aKntoUYeHu K



CopeprxkaHue COM (2)
[ToN0oXKEeHME O TOM, YTO HM OAUNH CYODBEKT HE MOXKET
ObITb BK/IHOYEH B nccnegosaHue 6e3 npeaBapuTesibHOro
NMUCbMeHHOoro oaobpeHuna 3K Ha npoBeaeHne AaHHOTO
KU
[TonoXKeHne, 4To BCe AOMNO/IHEHUA M NONPABKU K
NPOTOKO/1ly BCTYNAIOT B CUNY TO/IbKO NOCAE
NMUCbMEHHOro oaobpeHunsa 3K, 3a NCKIIOYEHUEM
C/ly4aeB Koraa A0NOJHEHMA U NOMPABKU MPUHMMAKOTCS
C Le/IbI0 CPOYHO YMEHbLUUTb PUCK ANA cybbeKTa
MccneaoBaHUA MAN KOTOQ OHWM 3aTParnBatoT TOJIbKO
aJAMUHUNCTPATUBHbIE aCNeKTbl NCCNEeA0BaAHMUA



CopeprkaHue COIMM (2)

- MonoxeHne o TOM, YTO UccneaoBaTeNb AONKEH He3amea/IUTe/NIbHO
coobwmTb B DK 06 OTKNOHEHUAX OT NPOTOKO/1a UIN €ro USMEHEHMUSAX,
NPeAnpPUHATBIX C LLe/IbI0 UCK/IIOYEHUA HEMOCPEACTBEHHOIO PUCKa A1
cybbeKTa nccnenoBaHnA, UM N3MEHEHMAX, MOBbILWAOWMX PUCK ANA
cybbeKTa, MM OKa3bIBAKOLWMX 3HAYNTENIbHOE BAMUSIHME Ha BECb XOA,
NCCNeNoBaHNA, NN CEPbE3HbIX HEXeNaTeNnbHbIX ABNEHUAX NN
HEOXXUAAHHbIX HeXeNnaTe/ibHbIX IEKAaPCTBEHHbIX PeaKkuuax, nam npu
NoABAEHUN HOBOW MHOPMaLMK, 3aTparneatoLLem 6e3onacHoOCTb
CYyOBEKTOB UM BAMAIOLLEN HA XOA4 UCC/IeA0BaHMUA.

- [pouenypsbl anennaumm no peweHmnam JK

- Ycnosua onnatbl paboTtbl 3K n nopaaok ero puHaHCOBOMU
NeATeNbHOCTH

- BegeHue apxmBa JK



[lOKymeHTbl, Heobxoaumbolie ana nposeaeHUnA
3TUUYECKOM 3KcnepTusbl (1)

1. [NognncaHHoe N gaTnpoBaHHOE 3aAB/IeHMe Ha
PacCMOTpPeHMne
2. [1pOTOKOA N NOMNPaBKU K HEMY
3. bpouwtopa nccneposatend
4. NHanBmnayanbHaa perncTtpaulMoHHaA KapTa
5. UHpopmaumna ana naumeHTa n popma
MHPOPMUPOBAHHOIO COrnacma
6. IHEBHMKWN N BONPOCHUKM (ecan NnpeayCcMOoTPEHbI)



[ OKymeHTbl, Heobxoaumbolie ana nposeaeHUnA
3TUUYECKOM 3KcnepTusbl (2)

7. OnucaHue Bcex KomneHcaunm ana
YY4aCTHMKOB nccneaoBaHusa (ecam
npeaycmMmoTpeHoO)

8. CepTPUKAT CTPaxoBaHUS
9. lNoanncaHHble N AaTUPOBAHHbIE
aBTObOMOrpadpumn nccnepgosatenen
10. MaTepuanbl, BKAKOYAA peKaMHble,
Mcnonb3lyemble gna npuBaevYeHunA
NOTeHUMaNbHbIX Y4aCTHUKOB UcCCnenoBaHUA
11. Bce npeablayline peweHna, NPUHATbIE
apyrumm Komutetamum no aTuke



JTUYeCKanA 3KCcnepTUsa

3acefaHnAa K3 npoBoaATca He peXe 1 pa3a B
mMmecsLl.

YneHbl K3 3acnywumsatoT coobuieHme
npeacTaBuTenAa NccnegoBaTeNnbCKoro LEeHTPa,
3aK/ItoMEeHMe 3KCnepTa U NPUHUMAIOT peLlleHne B
CPOK, oroBopeHHbIn COI.

BbinncKa 13 NpoTOKOAa 3acelaHnNA C pelleHnem
K3 npegocraBnsieTcs B UCCNeaoBaTENbCKUN
LEHTP.



JTUYECKaA sKcnepTnsa
JlonxeH BeCTUCb NPOTOKO/1 3aceaaHunA.
[lonxeH bbITb KBOPYM.

B NpUHATUK pelleHna AONKHbI
Y4aCTBOBATb TO/IbKO Te Y/ieHbl K, KoTopble
CaMU He ABNAITCA nccnenoBaTteIAMM B
AQHHOM nccnengoBaHUM U He 3aBUCAT
HaNpPAMYIO OT UccnegoBaTeNnemn Nnu
CNOHcCOopa.



B xoae akcnepTtusbl 3K AoNXKEH yA0CTOBEPUTLCA B TOM,
yTo:

- In3anH nccnepoBaHUA He noasepraeT ONacHOCTU
CybbeKToB MccnegoBaHUA
- Puck gns cybbeKkTa He NpeBbIAET OXNUAAEMYIO NO/b3Y
- OTH60p Y4aCTHUKOB ABNAAETCA YECTHbIM M CNPaBea/INBbIM
- CopepXaHue n poctynHocTb usnoxeHna NC naymeHTtoB
COOTBETCTBYET YCTaHOB/IEHHbIM TPebOBaHUAM
- [lpouecc nonyvyeHna VIC He HapywaeT npaBa y4aCTHUKOB



B xoae akcnepTtusbl 3K AoNXKEH yA0CTOBEPUTLCA B TOM,
YyTo:

- bynet coxpaHeHa KOHPUAEHLUMANbHOCTb MHPOPMALUK
- Uccneposatenm MMmeroT AOCTAaTOYHYIO KBaAUPUKALUIO K
BO3MOXHOCTU NPOBOAUTb UCCieaoBaHUE
- UcchepoBaHue byaet NpoxoanTb B COOTBETCTBUM C
NPUHATbIMU BPa4YebHbIMUM U HaYYHbIMWU CTaHAAPTAMMU
- 3aWULLLEHbI NPaBa YA3BUMbIX UM NErko NoABEPHKEHHbIX
BJIMAHMIO TPynNn NaunueHTOoB..



BapuaHTbl pewweHnin K3(1)

- OpobpuTb NpoBeaeHmne
nccnenoBaHUA
-OpobpuTb NpoBeaeHUE
MccneaoBaHUA C HeCyLLLeCTBEHHbIMM
3aMeYaHMAMM, NOCNe UCNPaABIEHUSA
KOTOPbIX, BbINMUCKA O peweHunmn K3
MOKeT ObITb BblAaHA NCCNeA0BaTENIO
6e3 NOBTOPHOro PacCMOTPEHMA



BapuaHTtbl peweHnin K3 (2)

- BHecTn nsameHeHus B npoueaypbl 1
MaTepPManbl NCCeaoBaHUA U BHOBb
npeacTaBUTb Ha PAaCCMOTPEHUE
- He pa3pewnTb npoBeaeHue
nccnenoBaHusA (C yKasaHMem npuymH
OTKa3a)

- OTO3BaTb paHee AaHHOe ogobpeHue C
YKa3aHMEeM MPUYNH A8 TAKOro peLlleHus



Heobxoaumbie A4OKYMEHTbI A0 Havana
nccnepoBaHuA

Konuna nucbma-npeacrasneHuna B K

3aKkntoveHune (ogobpeHune 3K ¢ ykazaHMeEM TOro,
roe, Korga, Kem, Ha OCHOBaHUU KaKUX
ANOKYMEHTOB M B OTHOLLIEHUU KaKUX
MccnenoBaTeIbCKUX LEHTPOB Obl/10 PACCMOTPEHO
KOHKpeTHOe nccnegoBaHue U Kakoe pelleHune
NPUHATO (BbINMCKA M3 NPOTOKOA 3aceaaHunsa IK)



Heobxoaumbie 4OKYMEHTbI A0 Havana
nccneposaHusa (2)

[ToNHbIM CNNCOK Bcex YyneHoB IK
J10KYMEHT, yAOCTOBEPAOLLININ, YTO UCCNeaoBaTENb,
BXoAAWMKM B cocTaB 3K 1 yyacTByrOLWMMN B AaHHOM

ncenepgosaHnMnm, He NpMHMMaa y4acCtmna B ror1ocosaHmMu

Ecnam Heobxoanmo, Konma CTaHAapPTHbIX
onepaunoHHbIX npoueayp K



NMocneayowwee HabaoaeHune (1):

- Bce nonpaBKu K npoTtokony, NC n 1.4.
- Cepbe3Hble U HenpeaBuMaeHHbIe
HeXKenaTe/ibHble ABJ/IEHUA, CBA3aHHbIE C
npoBeAeHNEM NCCNEeN0BaHUA U
ncenegyemMmbiM NPOAYKTOM, a TaKKe
npeanpuHATbIE Mepbl
- Jltobbie cobbITUA nam HoBas
MHPOPMaLUA, KOTOPbIE MOTYT USMEHUTb
COOTHOLLEeHne pucK/nonb3a



Mocnepyrowee HabnoaeHue (2):

- PaccmoTpeHune xona uccrneaoBaHUA He pexe
pa3a B roa
- UHchopmauma o npuoctaHOBKE U AOCPOYHOM
npeKkpaweHun nccriegoBaHmna (MPUYUHLI)
- OTyeT 0 pesynkraTtax, NoNY4YeHHbIX K
3TOMY MOMEHTY
- YBegoMneHue o 3aBepLueHuun
nccnenoBaHUA U 3aKNOYUTESNIbHbIU OTYeT



JLOKymeHTauuna v apxums K

OdunumnanbHble AOKYMEHTbI, pernameHTupylowme
aeAatenbHocTb K

Mpukasbl o co3gaHnm K n BHeCeHMn N3ImeHeHUn B
ero coctaB

MaTtepuanbl npoLwnbiX 3acegaHnim n PacCMOTPEHHbIX
nccaeaoBaHUM

KoppecnoHaeHuua



MHdOpMUpPOBAHHOE cornacue
[Mpouecc, KoTopbI NO3BO/IIET NALMEHTY UM
nobpoBosibLly cBOOOAHO NOATBEPAUTL CBOHO
cobcTBEHHYIO BOAIO (Ccornacme) yyactBoBaTb B

KOHKPETHOM 1ccnea0BaHNM



CopeprkaHune UC (1)
[TonoXeHne o Tom, YTO
npeanosiaraeTca nposeaeHuMe
Hay4YHOro nccaeaoBaHUA
Llenn KnMHM4YecKoro nccneaoBaHUA
Buabl nedyeHuns (Bkaoyaa nnauebo) m
BEPOATHOCTb C/1y4aUHO20
pacnpeaeneHnAa NnaumMeHTos
OnucaHue npoueayp nccnenoBaHUA



Copep»aHue UC (2)
- O6A3aHHOCTN NAaLMEHTOB, Y4aCTBYIOLLMX B
MCMbITaHNK
- [lepeyncneHmne Tex acneKkTos
nccnenoBaHMA, KOTOPble ABAAKOTCA
3KCNepPUMEeHTa/IbHbIMU
- MpeacKasyemblt PUCK, BO3MOXKHbIE
HeyaobcTBa
- OXXmnpaemasa nonb3a
- ANnbTepHaTUBHbIE MeToAbl 1eYyeHUA
(NnpenmyLLecTBa n HeAOCTATKK)



CopeprxaHue UC (3)

- KomneHcauumn yuwepba 300p0BbIO
- YchoBuA onnatbl 3a ydactue B KU
(ecnu npeaycmoTpeHo)

- BO3MOXHble pacxoabl B xoae
nccnenoBaHmA
"NMonoxeHne o 4OOPOBONBHOCTHU
yyactna B KU



CopeprkaHue UC (4)

- BO3MOXHOCTb OTKa3a OT y4acTus B
KN B ntoboe Bpems be3
HebnaronpuATHbIX NOCNeACTBUIA
- KoHpmnaeHumanbHOCTb MHPOPMaLLNM
M rapaHTUA TOro, YTO MMEHaA
YY4aCTHUKOB UCCNea0BaHUA He byayT
VYKa3aHbl npu nybamkaumm
pe3y/1bTaToB
-Bo3moOXHOCTb NpoBeaeHmnA NPoOBEPOK



Copep»xaHue UC (5)

= MonoxkeHne o Tom, 4To yyactHnku KU byayr

npouHPOPMUPOBaAHbI O HOBbIX AAHHbIX NO 6e3onacHocTn J1C
- OXXnpaemasa npoaoIXKUTENbHOCTb y4yacTna B KU
- YcnoBuAa A0OCPOYHOro npekpaweHusa ydyactua B KU
- MhaHupyemoe Konn4yecTtso y4acCTHMKOB
- MpepynpexxpgeHune o Tom, asnaetca am KU npenatcremem
ANA ydactua B gpyrux KU
- UmeHa v TenedPOHbI KOHTAKTHbIX UL,



A3bIK UC
- dopma NC aonKHa bbITb
nepesegeHa Ha POaAHOU A3bIK
naumeHTa
- COTPYAHNKN KOMMAHUKU-CMOHCOPA
HecyT OTBETCTBEHHOCTb 33 KayecTBO
nepesoaa N ero COOTBETCTBUA
OPUTUHANY
- Mpwun pa3paboTKke n nepesoae UC
cnegyet usberatb cneumanbHbIX
TEPMUHOB U A3bIKOBbIX C/IOXKHOCTEM



N3meHeHnA 1 nonpaBku K NC
MoryT 6bITb CBfi3aHbl C:
- HeOBXOAMMOCTbIO U3MEHEHNA A03bl
npenapara
- HeOBXOAMMOCTbIO YBENNYEHUS
KONn4yecTsa MHBA3UBHbIX Npoueayp
- NOABJIEHNEM HOBbIX AaHHbIX O
HeXenaTeNbHbIX N1eKAPCTBEHHbIX
peakumax npenapaTta




N3meHeHUAa n nonpasku K UC
U3meHeHHOe UC:

JonxKHo 6biTb nepepaHo B K3 ¢
conpoBoanUTeNbHbIM MUCbMOM
HoBoe NC moKeT ucnonb3oBaTbCA

nocne opobpeHnsa K3
- [laumeHTbl A0NXKHbI NOANUCATDL
HoByto Popmy UC




Bpemsa nonyyeHua NC

NC nonXKHO ObITb NOAYYEHO A0
coBepLieHna 1toboro AencTBmsA, eC/i OHO
-BbIMOJIHAETCA ANA Lenem nccnegoBaHums

- B/IMAET NN MOXKET NOBAUATb HA
3/10pOBbe N braronoay4yne naumeHTa
- He Bb110 HBbl coBEpPLIEHO NO OTHOLLUEHUIO
K MauueHTy B pamKax obblYHOWM
MEeANLUNHCKON NPaKTUKK




Bpemsa nonyyeuua UC
NC nONXKHO ObITb MOAYYEHO
nepeo rocnmTaam3aumen u B UCXo4Hble
Mmezl. JOKYMEHTbl HeE0H6X0A4MMO BHECTU
3anuncb O ee uenn (anarHocTnyeckoe
obcnepoBaHue)
0o npoBeaeHna 11060M MHBA3UBHOM
MaHUNynaAUuumM, NpoBOANMOU ANA LUeneu
KW (CKpuHUHT)




Bpema nonyuyeHua NUC
NC nonKHO 6bITb NOJYYEHO
00 Ha4ya/1a BBOAHOro nepmoaa, Ha3HayeHus
nnauebo, a He HenocpeacTBEHHO Nepen
Ha3HAa4YeHnem nccneayemoro npenapaTta
00 U3MEHEHUMN B CONYTCTBYIOLLLEN TEKYLLEN
Tepanuun (oTmeHa npenapara).
MHTepecbl NnauneHTa ece20d O0/KHbI
npeobnagatb Ha4 UHTEPECAMM HAYKU




NMpouecc nonyyeHuna UC
[laumeHT AoNKeH UMeTb A0CTaTOYHO
BpemMeHu Ana npuHATUA pelleHuns
[TauMeHT AoNXKEeH He TONbKO NoanucaTb,
HO 1 cOH6CTBEHHOPYYHO AATUPOBATL ABa
3Kk3emnaapa popmbl NC
dopmy UC noanmcbiBaeT TaKkXKe
nccaenoBaTeNnb, KOTOPbIA NPOBOAUT
beceay c nauMeHTOM



NMpouecc nonyyeHuna UC

OauH ak3emnnap Popmebl MC ocTaeTcay

nccnenoBaTena, XpaHUTCA B maTepmanax
nccnegoBaHUA, BTOPOU BblAaeTcA NaUUEHTY

Ha PYKKU

B ncxoaHbIXx meguUUMHCKNUX AOKYMEHTaX
HeobxoaMmo caenaTb 3anucb O NOJIY4YEHUM

NC c yKa3zaHuem AaTbl, BpeMeHN N UMEHMU

nnua, nonydmswero NC



MOXHO N BKAKOYATb NAaLUNEeHTa B
uccneposaHume 6es UC?
B peaHMmaUMOHHOM NPAKTUKE, KOraa
NnauneHT HaxoauTca 6e3 co3HaHuA n bes
COMPOBOXAEHUS



Kopotkaa ¢opma UC

P.1.0.

Bo3pact: nert

Appec:

Hactoawmm pato cornacume Ha ydyactme B
KAMHNYECKOM UccneaoBaHUM
(Ha3BaHUe n Homep NPOTOKONA),

npoBoAMMOro no npocbbe (Ha3BaHuMe
KOMMNaHUU- cnoHcopa) (nmsa
nccnepoBartens)

Al 6bIn ocBEAOMNIEH O CeAyloWEeM:

NleyeHue ABNAETCA IKCNEePUMEHTA/IbHbIM

O UuenAx AaHHOro uccaepoBaHuA

O Tectax, Kotopble 6yayt nponssegeHbl € Le/blo
onpeaeneHna s¢pdeKTa ot evyeHuns
BO3MOXHbIX PUCKaX



KopoTtkasa ¢opma UC (2)

9TO UccnepoBaHMe U cBA3aHHble C HUM 06cnepgoBaHuA 6binn
06bACHEHbI MHE NOMIHOCTbIO, i O3HAKOMM/ICA C TEKCTOM
UWHoOpMaLUMM ANA NALUEHTA U NOJIYYU KONUIO AAHHOIO AOKYMEHTA
MHe 6bina npeaocTaszieHa BO3MOXHOCTb 3a4aTb Bce
WHTEpecylowmue MeHa BONpocCbl U A NONAYYUA YyA0BNAETBOPAIOLLME
MEeHSA OTBeTbI
Al palo cornacme Ha NPOCMOTP MOei MeaULUHCKOU KapTbl
COTPYAHUKAMM CNOHCOPaA, 334eMCTBOBAaHHbIMU B UCC/IEA0BaHUM,
Npu yC1I0BUMU COXPAaHEHUA MU KOHPUAEHLMNANBbHOCTU
MHo0 6biM NoAyYeHbl FTapaHTUKM TOTO, YTO A UMEID NPaBo
NPeKpaTUTb yyacTme B UCMbITAHUU U NOJIYyYaTb
Npu 3TOM COOTBETCTBYIOLLEE /leyeHUue



[ OKYyMeHTbl, npeaocraB/isieMblie B
permoHajibHbl 3TUMECKMN KOMUTET:

1.3agBneHue.

2.[1poTOKO1 uccneaoBaHnsa (Mnu
aHHOTauusd), coaep>kalmnm anm3auH
nccnenoBaHus.

3.NlHdOPMMPOBAHHOE corsacume
nauneHTa.

4 . M"THopMauua ana nauueHTa.

5./IHCTpyKUMA NO npenapaTty win Metoay
BMellaTeNbCTBa.

6.HOUBMAYaibHAA KapTa UCMNbITYEMOrO.




Oun3anH uMccaenoBaHus - 3TO
CXeMaTu4yHoe npeAacrtaB/ieHne nocne-
NOBaTeNbHOCTU NENCTBUN nccne-
nosaTens no nepBuYHOMy ob61en0BaHULO
n otbopy nauneHToB, pacrnpenesieHunto
MX Nno rpynnam (c ykKasaHumem crnocoba
pacnpegenieHns), Ha3Ha4YeHUo pa3/iny-
HbIX CXEM TepaneBTUYECKOro BMella-
TeNibCTBa, CPOKOB JIeYEHUSA U METOAOB
KOHTpON4 3(PPEKTUBHOCTU "
6e30nacHOCTM Tepanuu.




Oo6poBosibHOe  uHPOPMUPOBaAHHOE
cornacume (cornacme UHPOPMUPOBAHHOIO
nauneHTa) rapaHTupyert, 4Tto 6yayuume
MCMbITYEMbIE NOHUMAIOT XapakTtep
nccregoBaHUSa U MOryT CO 3HAHMEM aena U
No6poBOJSIBLHO MPUHATbL pELUEHUNE O CBOEM
y4yacTUU WUNU HeyyacTUU. 2DTa rapaHTud
3almilaeT BCe CTOPOHDI: KaK
MCMbITYEMOro, K CaMOCTOATESIbHOCTHU
KOTOPOro nposiBNSAETCS YyBaXeHue, TakK WU
mccnenoBaTens, KOTOpbiIM B TMPOTUBHOM
c/lydae BCTynaeTtr B MpoTuBopeyne cC
3aKOHOM.,




NHopMauus ns naLMeHTa
COAEPXUT cBeaeHna 06 obuen
KoHUenuum npoBOAMMOro WUccne-
NOBaHUS, MeToAaxX " cxeMax
neyebHoro BMellaTenbCcTBa, 0b6beMe
M 4yacTtoTe obcaenoBaHns, MOAO0XKU-
TefibHbIX M BO3MOXHbIX OTpuULIATENb-
HbIX acnekTtax Teparnuu, COOTHOLUe-
HUM NOoNb3a/pUCK, criocobax CTpaxo-
BAHUA MaLMEHTA.



NnHamBuavaJjibHas KapTa
MCNbITYEMOrIO npeacraBnsgeT
cobon dopManmn3oBaHHbIN 6aHK,

B KOTOPbIA BHOCSATCA MNaACMNOpPTHbIE
JaHHble O nauueHTe, pe3ynbTaThl
pasfiNyHbIX MeToaoB obcrenosa-
HUS, KpUtepum KOHTPOJIS
23PDEKTUBHOCTU U 6e30nacHOCTU
NpOBOAMMOU Tepanuu.




