TocynapeTBeHHOE O10akeTHOE YUpekaeHue 3APaBOOXPAHCHHSA
ropoia MocKBH
«Topoackas kInHAYecKas Goanuuma Ne 17
demapraMeHnTa 3ApaBooxpaneHud ropoaa Mocksen

IPUKA3
oT «25» guBaps 2018 r. Ne 104

O padoTe ITHUECKOro KOMHTETA

T'ecynapcrBeHHOTO GIOMMKETHOIO YUPEKICHHA 3APABOOXPAHECHHS
ropoaa MockBrl «'opoackasn KIHEAYecKad Gonbauna Nel7
JenapTamMeHTa 31paBooxpanenus ropoaa Mocksb»

B ¢Bs3H ¢ W3MeHEHHEM COCTaBa JIOKAJIbHOrO 3THYccKoro komureta [ bY3 «I'Kb
Nel7 JI3M», B nensax obecrieueHus ero AanpHekilel paboThI Ha JTOKHOM YPOBHE

IIpuka3seiBalo:

1. YBepauth coctas Dtuueckoro komurera I'BY3 «I'KB Nel7 JI3M» nna paGothr
Ha 2018-2021 r.:

1.1. Bonommnaa Haranea MuxaiinoBHa, 3aBeAyroiiasd OTACICHHEM KapIHONOTrHr
I'BY3 «I'KB Nel7 I3M» — npeaceaaTens DTHYECKOTO KOMUTETA, IO — JKEHCKHH
1.2 Baknanopa Tareana Huxonaesna, 3amecturens riuapaoro spada I'bY3 «I'Kb
Nel7 JI3M» mo neueGroil paboTe — 3aMecTHTeNb MpefceAaTeIs STHIECKOTO
KOMUTETA, O — KEHCKHH.

1.3 I'opGauesa DnpBrpa TarupoBHa, cekpeTaph rnasHoro spaua I'bY3 «['Kb Nel7
J3M» — cekpetapb ITHYECKOTO KOMHTETA, HOJ — KEHCKHH.

1.4 Kapue6nniit Hukonaii Hukonaepud, 3aBeIylonIMi OTAEICHHEM TPaBMATOIOTHH
I'BY3 «I'KB Nel7/I3Mb», mon — My »KCKoOH.

1.5. Komenepa Tateaua MayHoBHA, cTapilas cecTpa OTASNCHUS KapAHOIOTAN
I'BY3 «I'KB Nel7 A3M», mion — mKeHCKHUH.

1.6. Pesnwuenko Hatanbs EBreHseBHa, 3aBeAyromas OTAgIeHHeM labopaTopHon
muarsocTukd 'BY3 «I'Kb Ne 17 I3M», non — JKeHCKHH.

1.7. Kypoukun Wi Hukonaesud, AOKTOP XUMHIECKIX HAYK, 3aBEAYIOIIMAIA
naGopartopun «IxobHoKaTaAMM3a» XHMIIecKkoro dakynsrera MI'Y, mon —
MYKCKOIA. |

2. YTBEpIHTH CTAHAAPTHHIC OIEPaLlHOHHEIE npouez[)fpm COIler  «Dtuueckoe
COIIPOBOXACHUE, MOHHTOPHHTI, MOCIEAYIOlIee Haﬁmozlleﬂue U pacCMOTpEHHE
MAaTepHANIOB ONOOPEHHOTO KIMHWIeCKOro HeclenoBanuay (npanoxeHue Nel).

3. Vreepmurs COIlm «TpeGopanmsa K NPefOCTABNCHHIO HOKYMEHTOB K
PacCMOTPEHUI0 ITHYECKAM KOMUTETOMY (TIPUIOKEHAE J‘{02)

4. Yreepmuth COllsr «Ilomoxenne 06 DTHIECKOM KOMHTeTe I'bBY3 «I'Kb Nel7
3M» (npumoskerne Ne3).



6. YrBepaure COllbl «PernaMeHT paboOThl DTHYECKOTO KOMHUTETa» (TIPHIOKEHUE
Neq).

7. Tlpeacenaremo Druueckoro komurera [bY3 «I'Kb Nel7 JI3M» BonomuHoi
H.M. 03HaKOMHTB BCEX WICHOB JTHYECKOro xoMurera ¢ mpukasoMm 1 bBY3 «I'Kb
Nel7 O3M» ot 19.10.2017 Ne624 «O6 yrBepxkzenun «UHCIpykuun 110
ofecniedeHHI0 COXPaHHOCTH KOHMUASHIUANBHOH UHGOpMATTU».

8. YTBepauTh 3CKH3 OTTHCKA MEYaTH JTHUECKOTO KOMHTETa (IpriIokeHne NoS).
Hpeacenaremo Dtuueckoro komurera I'bY3 «I'’Kb Nel7 I3M» Bomnommuoii H.
M. ofecrieunTs XpaHeHHWe W KOHTPONIL 3a MCHOIB30BaHUEM AaHHOM ITe4aTH Ha
TOKYMEHTbl OTHYECKOTr0 KOMHTETA.

9. KoHTponb 3a BRINONHEHWEM TIpHKa3a BO3NOXKHUTE Ha MPeACeAarelns ITHIECKOrO
xomutera I'BY3 «I'Kb Nel7 3M» Bonommuay H.M.

I'naBHEB1H Bpay B.I'. 3aBbaJioB



Tpunoxenue Nel
K mpuxazy ['BY3 «['Kb Nei7 J3M»
oT 25.01.2018 Nel04

«YTBEPXKIAIO»

I'naBubili Bpak

I'bY3 %7 Nel7 A3M»
4

3aBijiJloB b.I'.

JITHYecKOe CONPOBOKIECHHES, MOHHTOPHHT, Nociegyiomee Habaloqende H

PAcCMOTPEHHE MAaTEPHAJIOB OJ00PEHHOT0 KIHHHIECKOI0 HCC/IeA0BaAHHS

Jrudeckuif komuter (manee — OK) ocylllecTBIAET ClEAYHOINME BHIBI
IKCIEPTH3EI KITMHAIECKUX HCCIIE/IOBAHHINA:
1. TlepBudHasd SKCIISPTH3A NPOTOKOIIA HCCIICHOBAHMS.
YcKkopeHHas 3KCIIEPTH3a.
DKcIepTH3a HOBTOPHO NMPEACTABICHHEIX IIPOTOKOIOB HCCIIEOBAHH.
DKCIEPTU3BI MOMPABOK K MIPOTOKOJIAM UCCIeOBAHHAS.
Texymias 3KCIIepTH34.
3axpeiTHe MPOTOKOIIA UCCIIENOBAHHA.
DKCnepTH3a OKOHYATEIBHBIX OTYETOB.

3KCHGpTH3& OTUETOB 10 HEWKENATSNBHBIM ABICHHAM.

Y X N R

9KCH€pTH3a HHHITHATHBHBIX HCCHGI[OB&HHI?I.

1. Ilepsuunan 3KcnePTH3A NPOTOKOA HCCAENOBARASA

Ha 3acemanmm unensl DK zacmymmBaroT coolimenue uneHa Komwurera,
MOJITOTOBMBIIETO JAHHBIA BOIPOC, O MNMAaHHpyeMoM HccaenoBaHuu. CoollieHue
IO TOMY BONPOCY MOXET TAKXKe IeNaTh NMpUITAllleHHbIH Bpay-HCCIeA0BATENb.

CooOmenne OOMKHO OTpaXkaTh CHERYIOIIME AacleKThl HCCIENOBaHHSI, HO He

OTrpaHUYUBaTHCA WMH.



—KpaTKasi XapaKTepUCTHKa HCCIENROBaHus, (aza HCCIIeOBAHHUI, €ro IeiH,
METONBI, TU3aliH H T.I1.;

—XapaKTepUCTHKa KOHTUHIE€HTA HCTIBITYEMBIX;

— Bpa9H-HCCHeOBATEIH;

—XapaKTePUCTUKA IPEAMETa HCCIETOBaHH,

—oKHZaeMad TIONb3a OT HCCHAeAoBaHHA (B TOM 4HCHe, IpH Iutanebo-
KOHTpOIIe);

—uH(opManys AN HALHEHTOB H HHPOPMUPOBAHHOE COTIIACHE,

—TapaHTHH obecriedeHNs HHTEPECOB U MPaB YYaCTHHKOB HCCIICROBAHNIA;

—ofecneycHUe MEAWLMHCKOW NOMOINM ITIOCHe MNpeKpalleHws y4acTHi B
HCCNIeTOBAaHHH.

OK o6pamaer BHHMaHWe Ha HanuMukde B JOChe HEOOXOHMMOI
NOKYMEHTAliH, HA COOTBETCTBHE MOKYMCHTAllHHM HAa AHINIHACKOM f3bIKE
PYCCKOASBIYHBIM BEPCHAM.

Ipotlecc >THUeCKO AKCIEPTH3bl M ONCHKH IJIAHHUPYEMOT'O HCCieAOBaHNA
saKmovaercs B obcyxaenun wieHaMu DK mmaHUpyeMoro BcclaenoBaHud H oGMeHe
MHEHHSMH Ha OCHOBAHHM HMH(pOpPMALMH, MOTyYeHHOH W3 COOOIeHHs WM NpH
NpEABAapUTEIbHOM  O3HAKOMIEHHWH ¢  NPEJOCTaBIEHHBIMH  MaTepHajlaMH
uccnemopanms. Kaxapiii 3 uneHoB DK MOXET BEICKA3aTh CBOIO TOUKY 3peHHA H
[FOCTaBUTEH BOZHUKIINE BOMPOCHI.

B mpouecce 3THYeckod osxcmeprushl wieHsl OK  ofpamatoT ocofoe
BHUMAHHE HA CIeAYIONIHe aCHeKTsl KIHHHYECKOTO MCCIeAOBAHN:

— mu3aiiH ¥ X0 HCCIeIOBAHUS ¢ TOYKH 3peHUs 000CHOBaHNA IAHHPYEMOTO
pucka W HeyZOOCTB, JONMONHHTENABHOM IO CpPaBHEHHIO CO CTAaHZapTHHIMU
METOJAMM JIeYcH¥Sl HArpy3KaMH Ha YYaCTHHMKOB HCCIEIOBaHMsA, OXHAAEMOM
TIONB30M )11 YUACTHHKOB HCCHeNOBaHNUA H 00INeCTBa;

—0DOCHOBAHHOCTE WCIIOJIB30BaHUA KOHTPONBHBIX IPYIN H NPHMEHESHHA

1ianefo ¢ TOYKH 3peHns 0e30M1aCHOCTH NAlUCHTOB,;



~KPHUTEPUH BKIIOYESHHS B HCCEN0BaHUE, HCKIIOYEHHS, IPEeXAEBPEMEHHOTO
BRIBOJIA M3 HCCIEHOBaHWA, OOeCIedeHUs aJCKBATHON MEAUIIMHCKOH MOMOIIBIO
Tocie OKOHYAHHS YUACTHA B HCCIEIOBAHNM,

—cnocobs1 Habopa MalKeHToB;

—VH()OPMHPOBaHHE YYAaCTHHKOB O XOfi¢ W O Pe3ylbTaTaX HCCIeOBaHuUsi,
HH(GOPMHUPOBAHUA HAYYHOI 06IIeCTBEHHOCTH (ITyOIMKalHR);

—cobmogenne KOH(QUACHUMANFHOCTH WHGOpPManuAa 00 HCOBITYEeMBIX H
HEIIPHKOCHOBEHHOCTH UX YaCTHOM JKH3HH,

—[OpANOK M pa3Mephl  BBIINAT  HCHEITYEMBIM, €CIIH  TaKOBEIS
MPefycMOTPEHbl, ¢ TOYKM 3PeHHs OTCYTCTBHS MOTHBOB HEOOOCHOBaHHOM
3aMHTEPECOBAHHOCTH B YYacTHH B HCCIENOBaHHMH, 24 TakKe CIpPaBeANBOro
BO3MEIIEHNS CBI3aHHEIX C YYaCTHEM B HCCIIEIOBAHHN PACcX0/IOB,

—obecnedeHre KBaM(HUIMPOBAHHON MeJUIMHCKOH MOMOINM B LelsX
rapaHTuH 6e30MaCHOCTH MCIEITYEMBIX;

DK pomkeH yOeawThcs B TOM, UYTO BpauM-HCCICAOBATENH HMEIOT
COOTBETCTBYIOILYIO KBANTHGHUKAIMIO K HEOOXOAMMBIA OIBIT TIPOBEIEHUS
KITMHUYECKIX UCCNCOBAHUM.

B cnywae meoOxomumoctn OK J[OIDKEH 3alIpOCHTD Yy  3afBHUTEIA
JOMIOJIHUTENLHYEO HHGOPMALMI0 H/HIH DPA3bICHeHHA, MOXET NOPUMIACHTE Ha
3acelaHie Bpaua-HCCIeA0BaTeNs HAN KOMOETEHTHOIO NPEACTaBHTENA KOMIIAaHHH-
CITOHCOpA.

PexoMenganuu 1o BHECeHHIO Koppekmud B [Iporokon HccieaoBaHWS,
dopMy uH(GOPMHUPOBAHHOIO COINIaCHS W/HMNM peknaMHBIe MaTepHansl jisi Habopa
HCIEITYEMBIX, 3aHOCATCA B IIPOTOKOI 3aCefaHUA KaK «IIOIPABKH, TIPSATIOKESHHBIE
9K» u HanpapasAoTca 3aABUTEIIO.

Ilpencenatens Wiu YOOMHOMOUYEHHOE JIMIO OOBABIET rofocoraHue. Ilo
pe3yJbTaTaM TOJIOCOBAHUS MOIYT 6HITE IPUHATH CIEAYIOMWE BapHAHTHI

peLIeHuI:

—0H00pUTH MPOBEICHIE HCCIIeI0BaHIA Oe3 3aMeIanHi;



—0ZI00pUTH tPOBeIeHHe UCCIIEN0BAHNS ¢ HeCYIIECTREHHEIMU 3aMEYaHIAMH,
[OCIE HCHPABIECHHUA KOTOPHIX, Beimucka o pemeHun DK moxer OHITH BhHIAaHA
HCCIIeJIOBATENIO O€3 MOBTOPHOTO PACCMOTPEHHMS,

—BHECTM H3MEHEHHS B NpOIEAYpPH M MATepHalbl HcclemoBaHud (c
yKazaHHeM HeOOXOIMMBIX W3MeHEeHHUH) H BHOBD IIPEICTABHTEH HA PacCMOTPEHHUE;

—He pa3peliuTh IIPoBSacHHE HCCISAOBAHNA (C YKa3aHveM IPHYHH OTKa3a);

—ecnu o ITpoTokomy HccieJOBaHUS BHIHECCHO IIONOKHMTENBHOS pellleHHe
(opobpenne), DK ykaspBaeT, ¢ Kakoil 9acToroif OyJeT mpoBOAMTHCS TEKyIasd
SKCIEpPTH3a [0 JamHOMY HccnemoBammio. Cekperapuat coolmaeT 3asBHTENIO
(HCCIIENOBATENIO MM CTIOHCOPY) O PelLleHHH, IPUHATOM Ha 3acepaHud OK (yeTHO
H MHCEMEHHO).

3asBHTENIO B YCTAHOBJEHHBIN CPOK OT MoMeHTa 3acefaHud OK BeImagrcs
BEIMCKa K3 OPOTOKONA, COAepKalas nepeyeHb JOKYMeHTOB, onobpenHsik JK,
YKa3aHBl CPOKH TIPOBEJCHHS TEKYIICH 3KCIEpTH3B H IPOBEPKH BHITOTHEHHS
uCcCIefoBaTeNeM JPYrHX 00A3aTeNBCTB Ha NPOTKEHHW BCETo HccienoBanus. B
BHIMCKE VKa3eIBaeTCs OTCyTcTBUe KoOHGINKTa uHTepecop unenoB 3K,
MPUCYTCTBYIOLMX Ha HaHHOM 3acefiaHud. Kaxkzad CTpaHulla peICHHs oK
BU3HEpyeTca. IIpH HeoOGXOHMMMOCTH BHIJAETCA CIMCOK WICHOB OK. daxT BRIIAYH
BHINKCKK W3 TPOTOKONA 3acelaHms (OTIPaBKW O Ilodre, ¢-mail) cexperapuar
perHCTpUpYeT.

ITUYeCKHH KOMHTET MOXET MEepeAATh TOIHOMOYHA NPOBEACHUA 3THIECKOMH
SKCTIEPTHRH INIAHMPYEMOro HccieioBanus KoMuTeTy mo stuke npu denepaibHOM

OpraHe KOHTPOJI Ka4eCTBa IEKapCTBEHHBIX CpeacCTB.

2. YcKOopeHHas IKCIepTH3A

chopem{aa mponeaypa Moxer OBTH IIPHMEHEHA MPH IIPOBEICHHH
HCCIIeAOBaHM#, B KOTOPHIX Npeimonaraercs cOop WHGoOpMauuu, HE HOCHLIEH
xou(pUACHIHANBHbIN XapakTep (He KacalolIHecs YaCTHOM KMU3HM); He 0XKHIAeTCH,
yr0 OGymer mnpmiHHEH Bpen OOMIECTBCHHOMY TONOKEHMIO WIH MHTEpecaM

YYaACTHWKOB MCCIICA0BaHMA, HCKIOYACTCA BO3MOXHOCTE OKA3bIBATH JaBIICHHE Ha



VUAaCTHHKOB HCCIEJOBAHMA HJIH BEI3BATh CTPECCOBBIE CHTYaIlMH. YCKOPEeHHOH
Mpoueaype MOFYT NOABEpPraThcs HCCNENOBAHUA, CBSA3AHHBEIE C TIONy3YeHHEM
OHOMaTepHaOB HEMHBA3WBHBIMH CIIOCO0AMH MM MCCIICNOBAHHUA, CBIA3AHHBI® C
ACTIONB30BaHUEM Yxke onoOpeHHbix MerofoB auarsoctekd (OKI, monydenme
JAHHBIX Ha OCHOBe Aomruieporpaduu, TecThl A4 MIPOBEPKH CITyXa, HCHHBAa3HBHOE
M3MEPEHHE apTepHAIFHOTO JaBleHus H ApPYyTHe pPYTHHHBIC KIHHHYECKHE
o6cnenopanus). Mccnenosanusa ¢ HCHONB30BAHHEM PEHITECHOBCKUX JyueH HIH
MUKPOBOJIHOBBIX METOJIOB HE PeKOMEHAYIOTCA JUI YCKOPEeHHOH MpPOLEeaypbl
paccMoTpeHns. Takad SKCHEpPTH3a MOXET OBITh MPUMEHMMA K HCCICA0BAHUAM ©
HCTIONE30BAHNEM  JAHHBIX, noxymemon' Iy OHOMaTepHalioB, KOTOPBIE YkKe
coGpansl win GyayT coGpaHsl AN NOCTOSHHOTO MEJWIMHCKOTO HalIIONSHH WK
JUArHOCTUKH.

JOoKyMEHTHI O HCCIeHOBAaHMAM, NOAXO/IAIINE [ NPUMEHCHIS NIPONEyPhI
yCKOpeHHOH sKcmeptussl, ompemenser IIpencemarens JK. 3to Moryr OBITH
MONpPAaBKH K IPOTOKOJNaM HKCCIeROBaHHM, MPEACTARISIOLME aIMUHACTPATHBHbIC
W3MeHeHs, NoOaBieHWe HIH W3IBATAE HEMPOLEHYPHBIX IIYHKTOB, TaKkmX Kak
yBellMUeHHWe dHCNa HCchefoBaTeneli, W3MEHEHHe Ha3BaHus JabopaTOpHH,
KOHTakTHol mHH(popMauum wuccremosatenei M T.5. EcoM  HOKYMEHTEI IO
HCCITEIOBAHNIO COOTBETCTBYIOT KaKOMy-mHGO U3 nepetmdneﬂm KpUTEPHEB,
cexperapuaT Tnepemadt ux npencemaremo OK, KOTOpbIH  TIPHHMMAET

OKOHYaATCIbHOC PCIICHUE,

3. DKenepTH3a NOBTOPHO NPEACTABICHHLIX MPOTOKOJIOB HCCAEA0BAHUA

Ecm OK romocyer 3a OTKIOHeHWEe 3ajiBKM HA npoaeﬁenne
OMOMENHIIMHCKOTO HCCIeNOBAaHHA, CEKpeTaph He3aMeJIHTEIFHO H3BCIIAeT
JasBUTENS B MHCbMEHHOH (bopMe O MPUHATOM PELICHUMH M NPHYMHAX OTKIIOHSHHS
3ageky. Eciai 3agBHTENL XOYET II0JATh ANSUIAIHIO, OH MOXeT 3TO CAeHaTh,
obparusimcs B DK. MiEdopMamus o apoliedype ane/Uifiui JOJDKHA CONEepKATRC
B muchMe o pemenun DK, mocmanHoM 3aseuremo. Ecau DK mporonocosan 3a

BHCCEHHE W3MCHCHHH B mmoboli M3 AOKYMEHTOB, CeKpeTapk JHMGO Jenaer



H3MCHCHHA, nH00 MocHUIAeT 3aABHUTENIO IHCBMEHHOE YBCOOMJICHHUE MO TIOBONY

KOHKPeTHBIX M3MeHeHHii ¢ mpock0oii BHecTH ITompaBkil 4 MOBTOPHO MPEAOCTABHTH

noxyMeHThl B JK.

4, IKcHepTA3LI NONPABOK K APOTOKOJIAM HCCAE0BaHHA

[MompaBku K MpeaBapUTENbHO OnoOpeHHOMY [IpoTOKONy HOMKHE! OHITH
IpeACTaBlIensl Ha paomonuutessHoe onoOpenne OK. Ilompasku k IIpoTokoiy
HcClieJOBaHKsA HE MOTYT OBITh MPHHATHL, IOKA OHU HE PacCMOTPEHB U OF0OpEHEI
DK

INaxer pokyMmenToB 1o [lorpaBkaMm k ITporokony uccinenoBaHus FOTOBHTCE}I
3agBuTENEM (CIHOHCOPOM MIIH INIABHBIM MCCIEZOBATENeM) M BKJIIOYAeT B cels
3a4BKy OT J3asgBHTens o HeoOxonuMmoctH BHecenms IlonpaBok B paHee
npencrapnennsii u omoOpenusii OK Ilporokon wMcciemoBauus, B KOTOpOH
HeoOXOAMMO ONHCATh MOMPABKY W NpHYHHY € BBEACHHS, BCE PACXOXKIEHHA C
OPUIMHANIBHEIM NPOTOKOJIOM HCCHEROBAHMA H YKa3aTk OXHAaeMble 3(QeKTs
nocne BBefieHus Ilompapku. Bee m3MeHeHMS MM MOZUQUKAIUH JIOIDKHBL OBITH
DOAYEPKHYTH WM BHINeNieHbl (HalpuMep, KypCHBOM HIH JKHPHBIM mpmlrrdM)
ITocne o3HaKOMIEHHS ¢ NPEACTABICHHEIMH JOKYMeHTaMH npexacefarens K
IpYUHEMAET peleHue o Xxapaktepe TpeOyemoil skcneptushl [lompaBku
(yCKOpeHHas UITH NOJIHAA).

INonpasku X IIpoTokomy wHccIeZOBaHMA, KOTOPBIE IIPELYCMATPHBAIOT
U3MeHeHHe AH3aiiHa NCCeA0BaHMsA, COMPUKERHOe, IO MHEeHIIO mpeaceaTend JK,
¢ DOTeHIUANBHBIM YBEIHYEHWEM pHCKa JJd YYaCTHUKOB HCCIeIOBaHHA
(HOIONHUTENBHAS Tepanusd, W3MEeHeHUs B KPUTEpHAX BKIHOYCHHA/MCKIIOYCHMS,
M3MEHEHHs B CII0C00ax BBeZCHHA npernapara, yBeluieHne JO3UPOBOK IIpenapatd !
T.A.) TpeOywoT monHoi skcnepTusbl. [lompaBku, W3MeHEHHMA H JOHNONHEHHA K
IIPOTOKOJTY, KOTOPEIE HE 3aTParuBaloT 0€30MacHOCTD HCIBITYEMBIX, HX HHTEPECOB
1 OpaB, He HSMEHMIOT HaTPy3KH B XOJe HCCICIOBAaHWA, HE KaCalOTCAd H3MCHCHHSA
OTBETCTBEHHOCTH  Bpaueii-mcciefoBareiieli, MOIYT  pPacCMAaTpHBaThCA O

YCKOpeHHO#M nponeaype B padodeM mopsnke npeacegaTeneM OK.



Ilpencenmarens, ero 3aMecTHTeNb WM OTBETCTBEHHBIH  CEKPETaph
NpeACTABIAIOT TONpaBKy Ha 3acemaguu OK H IpyrHe OTHOCAINHECH K
HCCAEIOBAHMIO TOKYMEHTEL, 3aTeM MpoBOAWTCA rojocopaHue. Ilo pesynpTaram
TOJIOCOBAHHS MOTYT GBITH IPHHATH CIENYIONIVNE BapHAHTHI PEIICHMH:

—oao6puth nompasky Kk [IlpoTokoiy HCClIeNoBaHMs, HOBYIO BEpCHIO
Hudopmuposanroro Cornacua u T.4. 6e3 3aMeyaHuii;

—MpPUOCTAHOBUTH  HCCIEJOBaHME 1O  MOMEHTa  NPeZOCTaBICHUS
HeoGX0omUMO# UHpOpMAIIHH;

—He MPHOCTAHABIMBATH HCCIIENOBaHKE KakK yxe ofo0peHHoe, HO 3aNpOCHTh
nanpHelimyo HHGOpMALMIO O IONpaBKe W o8 BIMSHWM HA XOX OANOOPEHHOTO
HCCIIeAOBAHNU,

— OTKJIOHUTH Ipock0y 00 omoOpeHHH MONPaBKH, yKa3aB NPAIHHY, HO AaTh
paspenleHHe Ha NPOAOIDKEHNE MCCIeIOBaHIS, B KaUecTBe paHee 0f00peHHOTO.

Cexperaps coofmaer 3agpuremo (HCCICAOBATENIO HIH CIIOHCOPY) O
pelIeHHH, MPHASTOM Ha 3aceganvu JK. 3assutenio B Te4eHUe 5 pabounx AHe# o1
MoMenrTa 3acemannsa DK Brimagrcs Brimucka u3 mporokona 3acefanusd JK, mpu
Heomobpernn DK [ompasku k Ilporokomy (IIporpammer) wuccnenoBaHusa
CeKpeTaph He3aMeITMTEeNbHO H3BELaeT 3adBuTeNd B MHChMEHHOH dQopme o
NpUHATOM pelIeHWM ¥ MPHYMHAX OTKIOHeHHs 3adBku. B cmyuae, ecnu DK
rolocyer 3a HeoGXONMMOCTh KaKHMX-THOO MOJH(HKANuA JOKyMEHTALH{ WA
monpasok K [TpoTokony, ceKpeTaps OTIPaBIieT MICEMEHHYIO NPOC0y 3asBUTEIIO

caenath HeoGXOMMMEIe H3MEHEHHS H CHOBa NPeIoCTaBUTh AOKyMeHTauuo B 3K.

5. Tekymas 3KCOepTH3A

[Mocnenyromiee HaGMIOACHHE MOXET TUPOBOANTECA WM B dopMe 3a04HOM
SKCHEPTH3HI TEKYILMX JaHHBIX 10 paHee ofxoOpeHHOMy IIpoTOKOIY HCCneJOBaHMSE
WA TYTEM IIPOBEACHNUA KOHTPOIBHOTO BH3NTA B HCCIEAOBATENBCKIM HEHTP A
omnpejeieHUss COOTBETCTBHA NMPOLECCa NMPOBEACHHA KOHKPETHOTO HCCIEROBaHMS
TpebOoBAHMAM IT0 COOMOIEHHIO IPaB YIacTHHKOB Hecnenosannsd, GCP 1 ycnoBuaM

COOTBETCTRYIOWIETO 1IpoToKona.



[TnaHoBOE HabmoONEHNE 3a XOAOM HCCIeZIOBAHMSA BKIIOYaeT B cedf OoTUET o
X0Jle HCCneNoBaHHA He pexe | pasa B roa. IlpomexyTodHble OTYETH O XOA€
HCCIEAOBAHNS HOKHEL COACPKaTh CIEAYIONIyl0 MH(QOpMALHMIO, HO He
OrpaHHIHBATHCA e10£

—CBeACHHA 0 Habope UCIIBITYEMBIX,

—uHbopMaITis 0 Hauale HCCHeNOBaHH A,

—Ccepbe3Hble U HellpeABUeHHbIe TO60UHEIE S deKTs,

—UCKAIOYEHHE MAI[HEHTOB U3 UCCNeOBAaHH,

—HOBBIE JAHHBIE, KACAIOIIHECs 0e3011acHOCTH Ipenapara.

IMpu ygacTmn B OHOMEAMIMHCKMX MCCISAOBAHMAX OCOGO YS3BUMOTO
KOHTHHICHTA (metn, OepeMeHHBIe, TICUXUYECKU HEIOJTHOLEHHEIE,
BOCHHOCTYXAIlHe, 3aKMI0YEHHbIe, MOXKWIEE U T.K.) HIH 10 KaKuM-ITHG0 ApyruM
nprauHaM, DK MoxeT paccMaTpHBaThH XOJ HCCIIeoBaHMA dalle (HampuMep, 1 pa3
B 4 Mecama), OCOOEHHO HHTEpeCYsCh HAIMYMEM CEPBE3HBIX HEXENaTeIbHBIX
SBNCHUH B MCCAEAOBATENIECKOM ULEHTPE, MX CBA3BI0 C  HCCIeHyeMBIMH
npenapaTaMH, KOJIHYeCTBOM BHIOBIBIIMX M3 HCCIICAOBAHHA U T.JI.

B cioyuae HeoOXOOMMOCTH MPHHATHA PELICHHA O MPONOJUKESHHH
HccleqoBaHHsa KoMuTeToM MOXKET OBITE NPHHATO pellieHHe 00 0700peHHH
TIPOZIOIDKEHUS MccienoBanus. Takoe pellieHre JOBONHTCA IO CBEICHMS 3aIBHTEI

HHPOPMAIMOHHEIM TIMCEMOM H oQopMiseTcd BHIIHCKOH H3 IPOTOKOIA B

coorpetrcTeua ¢ COIL

6. 3akpbiTHEe NPOTOKOJIA HCCIEXOBAHHSA

[NpexpameHye UCCNEAOBAaHUA N0 3ATUIAHUPOBAHHOTO CPOKa IMPOUCXOANT MO
pexkomenpamun CoBeta 10  O€30MaCHOCTH,  CIOHCOPA,  PYKOBOJCTBA
HCCIIEA0BATENIHCKOTO UEHTPa WM YIIONHOMOYEHHBIX Ha 3To opraHoB. DK 06s3an
3aKPBITH JTI000E HCCIeA0BaHNUE, eCiI OOHAPYKEHO, YTO (e3011aCHOCTD YHACTHHKOB
UKW MOMNB3a OT MCCIeZOBaHUA OKa3bBalOTCA moj coMHeHHMeM. IIpomssomurca
IkcmepTH3a W oOcykAeHHe JOKYMEHTOB, Kacaloluxcs  IIpeKpallleHHd

HCCIIEAOBaHHA, NPHHUMACTCA PCIICHHE, KOTOpPOE JOBOAHUTICA A0 TJIABHOI'O



HCCNIENOBATENA. B ciydae MPHOCTAHOBKU WM NPEXIEBPEMEHHOIO NpeKpalleHHs
UCCIIeNOBaHHA WCCiIefoBaTelio Heobxomumo obssaTensHo uHGopMupoBaTh OK o
NpHYMHAX [POHM3OINE/INEro; YpPeNOCTABUTh KParkud 0030p pe3ynbTaros,

MONY4YEeHHBIX K MOMCHTY TMPpeKpaniCHHAsA WIH IIPHOCTAHOBKH HCCIEOOBAHNA.

7. IKcOHepTHIa MPOUeAYPHI 3aBePIICHAN HCCACI0BAHAS

3akmoduTeRbHEIE OTYET sgBeTca obs3aTensHOM  QopMoM  OLCHKH
JIe4TeALHOCTH KQKI0T0 HCCTeN0BaTelld H HCCISIOBATENLCKOTO HEHTPA.

3akmoYuTeNbHbI OTYET MOXeT ObITh OGOpMIEH B BHIES q)opMLi
3aKIIOYUTENIEHOIO OTYETa 00 HCCIEAOBAHUH, TaKKe MOMET HCIOIB30BAThCA
Opyroit Buj mnpeicTaBienus (GhopMaT nHCEMa, (GoOpMa, NPENOCTARICHHAS
CLIOHCOPOM ¥ T.IL) TIPH YCJIOBHM, YT0 MH(OPMAIHA SBISESTCA HCISPIBIBAIOMICH.
[IpencesaTens WIM YNOJHOMOYEHHOE JMIO TNpPOBOAUT OOCYXKAeHHE IO
MaTepuanaM otuéra. Eciu B mpolecce AucKyccHu Moboit aneH DK cTaBuT BOnpoc
0 HeoGXOMMMOCTH 3aIfpoca JOTOTHATENbHON HHQOpMAyy MM WHBIX AeHCTBUH B
OTHOWIEHMH MCCHEIOBAEMsA, TO TI0 COIIACOBAHHIO BHIHOCHTCA pE3OMe H
NPUHAMAETCA  COOTBETCTBYIomee  pemeHde.  Heobxomumo — H3BECTHTH
HCCIIENOBATENA O NPHHATOM pellieHnH. Ecu peilieHo He NMpeinpyHYMATh HUKAKHX
APYTHX [OMOMHWTENBHBIX NeHCTBHM, pellleHue 3aHOCHTCA B MPOTOKON 3aCeAaHuA
DK ¥ HcCleAOBAHME CUUTAETCH 33KOHYECHHBIM, a JaKMOYHTCHABHBIH OTYET

apXHUBHUPYECTCA € OCTAILHBIMHA AOKYMEHTaMH [0 HCCICA0BaHHIO,

8. OxcnmepTH3a 0TIETOB MO HEKEIATEILHBIM ABJIEHHAM

O6szatenpHOMY yBenomiaeHmo DK (Hapsaay ¢ mHGOpMHpOBaHHEM CIIOHCOpa
B COOTBETCTBHH C TpeCOBaHMAMH NPOTOKOJA HCCIEHOBaHHA) IOMNIEKaT BCE
Hedcenamenorbie cobbimus, 3apeTACTPUPOBAHHAEIE B JAHHOM HCCISAOBATEIECKOM
LeHTpe, U pacHcHEeHHBIe HCcheoBaTeNneM B COOTBeTCTBHY ¢ TpeGoBanmamu ICH
GCP kak cepvestbie, T.€. BCe KITHHHYSCKUE TIPOSABICHASA, KOTOPBIC:

—IPUBOAAT K CMEPTH,

—TIPEACTABIAIOT YIPO3y U HKH3HH,



—TpeBGyIOT rOCTIMTANIM3AINN JIHO0 ee MPOLNeHN,

—NpUBOIAT K CTOMKOM HIM BEIpaXeHHOH HEeTpYAOCHOCOOHOCTH MIH
HHBATHAHOCTH.

[lpu pa3sBATHH CEPBE3HOTO HEXENATENLHOTO COOBITUS HCCIENOBATENb
IOKeH B TedeHHe 3 mHell ypemomurh DK NMHCEMOM, BKJIIOYAIOIIMM Kparkoe
omucanue CcoOpITHE H (QOpPMY CEpHE3HOTO HEXENATSIBHOTO — ABICHHA,
IpeJyCMOTPEHHYIO  TIPOTOKONOM  Mcclefopapma. IIpE  HeoGXOmMMOCTH
ACCTenoBaTeNlb 00fM3aH TPENOCTABUTH [OAPOOHBIH NHUCBMEHHBIM OTYET C
OTNIKCAHUEM CEPbE3HOTO HEXENaTeNbHOrO COOBITAS He MOo3JHee 14 pgueli co OHA
PasBUTHS TOCAENHEro, a8 TaKke MO MONYYeHHH WHGOPMAIMH O €ro HCXone
(OKOHUGHHe TOCIIMITAIN3AINH, Pa3BHTHE OCTOKHEHHH, MOIHO® BBI3IOPOBICHHE
UK CMEPTH OOJIBHOTO).

DK MOXKeT NOTpeGOBATH AOMOIHHTENLHYIO HHGOPMAUHMIO O Cephe3HOM
HEXeNATebHOM COGBITHY, BKMIOYAs JaHHBIE JOTONHHTENBHBIX HCCIEHOBAHMUM,
BBIITHCHBIE 1 HOCMEPTHBIE SIHKPH3EL, IPOTOKOMIBI BCKPBITHSL.

O6s3arensHoMy ysemomiermnio DK B cpok He mosgHee 3 nHe#l co AHS
HONTyYeHRs HHQGOPMAIIAN MOIJIEXAT CBEICHHS O PpasBHTUH HENPEOBUOCHHbIX
nobounvix schchexmos uccredyemozo npenapama B JAHHOM IeHTpe (T.e.
HEKeNaTeJbHEIE SIBICHHA, paclieHeHHEIE HCCIIEIOBATENEM KaK HENPEIBUACHHBIC 1,
BO3MOYXHO, CBA3aHHBIE ¢ ymoTpeGnennem npenapara). 3K ocrasnser 3a coboil
npaso 3aTpeGoBaTh NONONHHTENbHYI0 HHQOPMALMIO, Uld pelleHus Bompoca O
BO3MOMXKHOCTH IMPOAOIDKESHUS HCCICIOBAHUA B LIEHTpE.

Ob6szatensHoMy yBegomuenmo OK, B Tedenwe 14 gHedi co A
moctymnennss CIOMS  ¢QopMEl, Momnexar BCE CEPhE3HBIC HEKENATCIIBHBIE
ABNCHHS, DACUEHEHHEIE KaK HENPENBUICHHBIE H, BO3MOXHO, CBA3aHHEIC C
PHEMOM HCCIEAYEMOT0 JIEKAPCTBEHHOTO Iperapara.

B COOTBETCTBHH ¢ OLICHKOW 3HaYMMOCTH COOGIIEHNS MOTYT OBITH TPHHATHL
K CBefleHHIO. B OTAENBHEIX ClTyqasx 3acTy)KHBAIOMUX 0c000ro BHUMAHMA C TOUKH
3peHns 0e30IaCHOCTH HCILITYSMBIX H H3MEHEHHS COOTHOIICHUS PHCKA H TIONL3bI

Y49acTHA B UCCICIOBAHHUH, 0006[]131-]17[}1 BBIHOCATCA Ha oﬁcymemle Ha 3aCehaHnH



3K ¥ 10 HUM IPHHUMAIOTCA 0COOBie PEILICHNS, KOTOPEIe OGOPMIISIIOTCH BBITHCKOH

U3 TIpoTOKoJa B cooTBeTcTBHM ¢ COIL

9, HaAnnaTHBHbIE HCCJIEJOBAHHA

VHuTmaTUBHEIE HCCIEAOBAHMA (JHCCEpPTAUMOHHBIE paboTHI) SBISIOTCA
PA3HOBHIHOCTHIO IISPBUYHOMN 3KCIIEPTH3EL. |

3K mpoBOAMT 3THYECKYIO SKCHEPTH3Y IUIAHMPYIONIHMXCA JUCCEPTALHM,
TEMATHKa KOTOPHIX CBA3aHA C WCIIONB30BAaHWEM JIEKapCTBEHHBIX CpPEACTB (Kak
3apPEriCTPAPOBAHHEIX, TAK W HOBBIX, HAaXOAAIMXCA HA PacCMOTPEHHH, METOMIOB
IWAarHOCTHKA ¥ JISUeHHA y UelloBeKa, MpoBEpAeT HX  COOTBETCTBUE
MEXAYHAPOAHBIM 4 POCCHHCKMM 3aKOHONATCIBHEIM aKTaM B IOPHAMYECKHX H
3THUECKVX TIPHHIMIAX MEIVIKO-0HONOTMYECKHX UCCIIeIOBaHUM Y UeIOBEKa.

TIponemypa 3THUECKOM 3KCIIEPTH3H! AUCCEPTALIMOHHBIX paboT MPOBOMMTCA
nepea yTBepXKIAcHHeM TeMbl Ha YaéHoM CoBete, a Takke MOXET MPOBOJHTECS B
IpoLiecce BHIIONHEHUS paGoThl, €CITH paboTa yke Havara.

Cekperapp JK ocymecTBIsSeT PErHCTPALMI0 AOKYMEHTOB, NOJAaBacMBIX B
DK. Ilpencenarens WM 3aMECTHTENE IpeAceaTelld PaBHOMEPHO paclpeneiieT
BCE AUCCEpTALMOHHBIE PaGoTH Mex Ay uleHaMu OK ais npoBeaeHHA SKCIIEPTHIBL.
DKCnepT H3yuYaeT IPeAOCTAaBICHHBIC MHOKYMEHTH H COCTaBIIeT 3JKCICPTHOS
sakmoYcare. Ha 3aceqaHHM SKCIEpPTHHE 3aKMOYEHHS 3acCiyIIUBAIOTCS, LPH
BO3HHKHOBEHHH Y JKCNEpTa Wiy y WwieHoB DK BOmpocoB Mo AMCCEPTAIMOHHON
paboTe, Ha CIIEAYIONIEE 3acEAAHMe NPUITIAIMAETCA TUCCEPTAHT WK €T0 HayYHBIH
pyxopozutenb. Ilpn HeoGXOMUMOCTH STHUeCKHE acNeKTH PaboTEI MOIYT OBITH
OLEHEHE! HE3aBHCHMBIM JKCIIEPTOM, MHEHHE KOTOporo OyAeT Y4TEeHO IIpH
npunaTun pemenus DK. Ilpmasroe DK peineHme QUKCHpyeTca B IPOTOKOTE
3acedanud. B Teuenne 5 pabounx mHe#l McclIeAoBaTeNo (AUCCEPTAHTY) HA PYKH
npenocraBngeTca Beimmcka w3 mporokona 3acefaHua OK ¢ oGasarensHbIM

yKa3aHWeM KOH(IINKTa HHTEPECOB, €CITH OH MMeN MECTO.

IIpeacemaTene OTHYECKOro KOMHTETA H.M. Bonomuna

e
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TpeGopanus K NPeIcTABICHHIO IOKYMEHTOB K PACCMOTPEHHIO

1. IlpeacrapicHde JOKYMEHTOB

JOKyMEHTALHA 110 IDIAHHPYEeMOMY KIHHM4E€CKOMY HCIBITAaHUIO NOJACTCS B
Otuueckuii koMmuTer (manee — JK) oT nuua 3adBHTENdA, HECYIIETro
OTBETCTBEHHOCTh 33 HAyJHBIH, OPraHW3AUMOHHBIM M 3THUCCKHHM aChMeKThl
HCCIICHOBAHNS. 3afBHTEIeM MOXeT ORITh Bemymmili Bpad-KCCIeoBaTeNlb
KnuHHYecKod 0a3pl HCCIeJOBAHNA.

Jocke mo muaHupyeMoMy KIHHUYECKOMY HCCIICAOBAHMIO, MIPEACTABIIICMOS
B LEIIX 3THYECKOH 3KCIEPTH3BI 3TOr0 HCCIENOBAHMWA, AOMKHO BKIOYATh BCE
IDOKYMEHTHI, HeOoOXOAMMBIE M CYIIECTBEHHBIC I MOJHOLEHHOH 3THYECKOH
SKCIEepTH3H. JIOKyMEHTHI JOJKHBI GBITH MpeNCTAaBIeHbl B OyMaKHOM (opmare u

IOAAarTCa B OTHOM 3K3EMITIAPE.

2. CpoxH u afpec npeacTABJICHUA
J{oKyMeHTBI TOAAITCA B DTHUECKHN KOMHUTET HE TO3AHEE, YeM 3a HeAemro
II0 OYepeIHOTO 3acefaHus KOMICCHH 10 aapecy: I. Mocksa, yi. Bonsickas , 4.7,

Ten. +7(495)435-2898. Ilpencenarens OK — Bonomuna Hatansa MuxainosHa

3. lokyMeHTAIIAS J0I2KHA BKIIOYATH CjleAyiolee:



IIPOTOKOJIA MCCNeIOBaHmsA, IPUBOIUTHCA CIMCOK MPEACTABICHHBIX NJOKYMCHTOB ¢
HOMEpaMH BEPCHH H AaTaMH (€CITN OHH €CTh).

XKenarensHO yKa3aTh KOHTAKTHOE JIHLO JUIsA PashiCHECHUS BO3HHUKAIONIMX
BONPOCOB ¢0 CTOPOHE! JK.

Tloxymenmul, Heobxooumsie Ons nodaxu ¢ K, npu paccmompenuu eonpoca
O BOIMOICHOCTIU NPOBECOCHUA KTUHULECKO20 UCCIEO08AHUA!

1. IIpotoxon KJIHHqucfcoro HWCCIIC/IOBAHHA HAa AHIMHHACKOM H DPYCCKOM
S3BIKaxX (FOIycKaeTcs CHHOMCHC).

2. Vindopmarua nid nankenta 1 GpopMa MICEMEHHOIO UH(GOPMHEPOBaHHOTO
coTNacus MAllHEHTA, Ha aHTTIHICKOM H PYCCKOM A3BIKax.

3. UuamBuayanbHas peTHCTpallHOHHAA KapTa MalyenTa.

4. JIHeBHMKH, AHKETH, KOTOpHIE NPEACTOMT 3anONHATE MAllHEHTaM-
Y4aCTHUKAM HCCIISIOBaHMs.

5. Bponmopa HccaeaoBaTen .

6. Matepmaisl, BKIIO9ad peKIaMHbie, HHGOPMUpYIOMHAe 06 HCCICAOBAHKH
U HCIIOJIb3YEMBIE I TIPUBIEHCHUA NaHCHTOB K YIaCTHIO B HEM.

7. IlpeAblAynmie peIICHHs OTEUYECTBEHHBIX KOMHTETOB IO JITHKE B
OTHOIIEHHH JAHHOIO IIAHUPYEMOT0 HCCIEIOBAHMsA, €CJIH TAKOBHIE HMEIOTCA.

Toxymernmot, Heobxooumsie ons nodawu ¢ IK, npu paccmomperuu eéonpoca
0 B03MOICHOCIU NPOBLOEHUA OUCCEPMAYUOHHO20 UCCTIE00BAHUA

1. AHHOTAIMA AWCCEPTALMOHHON paboTHI.

2. IlpoTokon NIaHUPYEMOTO YICCHEIOBAHMA.

3. Kparkag aHHOTaIMA Ha WCIOAB3yEMEIE JIEKaPCTBEHHBIS IIPETapaThl.

4. Hpofpeccuouanbﬂaa aproOHOorpadusa WccnenoBaTeNs H €ro Hay9IHOTO
PYKOBOIHUTENSA (HA PYCCKOM SA3BIKE).

5. ®opMa UHGOPMUPOBAHHOTO COINAcCHA W WHpoOpMamus JUIA MalKeHTa
(ecnu HEOOXOONMO).

6. nguBuyanpHas  PEeTHCTpalHOMHAs  KapTa  TanueHTta  (eciM

HeoO0XOAUMO).



ITo yCMOTPEHHIO 3a4BHTENS MOI'YT OBITH JOIONHHUTENIBHO MHPEACTABICHH U
PAacCMOTPEHEl JpYrHe JOKYMEHTH, HMEIOLIHe 3HadeHHe i CoOImoAeHus

3THYECKUX HOPM B XOOC ITaHHPYEMOT0 HCCIICAOBaHIA,

Tlpencemarenb DTHIECKOTO KOMHTETA H.M. Bonomusaa
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THoJsiozkenne 00 ITHIECKOM KOMHTETE
T'ocyaapcTBeHHOro G10A:KeTHOTO YUPeskAeHHs 3APAaBCOXPaHEeHHs Iropoaa
Mocksbl «Topoackoii Kraarueckoii GonbHuNbI Ne 17 JlenapTamenTa

3ApaBOOXpaHCHUA TOPOAa MockebD»

1. OGune moJIoKeHNA

Orugeckuit xomurer (mamee — O2K) TocymapcTBeHHOrO OMOIKETHOIO
VupexXHAeHHd 3ApaBooxpaHeHus ropoma Mockeel «I'OpofcKoi KIHHHYECKON
GoneHuitel Ne 17 JlemapTraMeHTa 34paBOOXpaHCHHA ropoia MOCKBE» B CBOCH
HeATEeNBHOCTA PYKOBOICTBYETCH 3aKOHOJATENLCTBOM Poccuiickol ®epepauum,
pactogiuM TlonoxkeHneM H MEXAYHApOAHBIMH HOPMaMH IO 3all[UTe NpaB H
JOCTOHHCTBA 9eIOBEKa, & Takke OOLICTpW3HAHHBIMH IIPMHUMIIAMH M HOPMaMU
ouostuku. JlestensHocTh DK HCXOmWT W3 NPWHUMIIOB  J0OpOCOBECTHOTO
BHIMONHEHAS AOKIMHHYECKHX HCHBITAHME M KIHHHYECKUX HCCIeIOBaHUH
(Kauectrennoii Kmunmueckoii Ilpaxtuku/GCP, KauectBennoii JlabGoparopHoit
Ipaktuku/GLP, KavectBenno# Cratuctudeckoii [Ipaxtuxn/GSP, KagecTseHHOM
IlpousBoacteennoit IlpakTukw/GMP) u HanpaBleHa Ha 3alUTy @paB H
JOCTOWHCTBA YefoBeKa.

3K He mMeeT TpAMOI 3aHHTEPeCOBAaHHOCTH B KOHKPETHOM HCCICIOBAHUHI
(ucoeiTanny). HesaBucHMO OT HCCIEAOBATENd, 3aKasuMKa, CHOHCOpA HIH

MeIUIHMHCKOTO yupexnaeHus, K peleH3upyeT IIaHbBl HCCICAOBAHMA U



MEXaHU3MBI 3alllUTHEl MMpaB YeloBeka W ero OesomacHocTH. Bee mompasneneHus
I'BY3 «I'Kb Ne 17 JI3M», mpoBoadiliie MCCIEIOBaHHSA Ha JIOAAX, OO0sM3aHBI
B3aumozeiictBoBath ¢ JK. [Tonyuenue omobpenmns OK spngercs o0A3aTebHBIM
YCIIOBAEM Havajla OpraHM3allid KIWHUYECKUX MCCIeAOBaHUM, NMPOBOAMMEIX Ha
Oaze I'BY3 «I'Kb Ne 17 I3M»

OK He cTpeMHTCH K MPHOBIIN/BBITOJS B KAUECTBE LU CBOEH ASATENEHOCTH
U He pacnpeleiser MOJYyYeHHYIO NMPHOBUIL/BBITOAY MEXIYy CBOMMH YICHAMH U
yapeAuTeIIMH. TeM He MeHee, 3aKa3uhKk/CIOHCOD MOMKET KOMIICHCHPOBAThH
aMHHHCTPAaTUBHEIE PACXOEI, IPY 3TOM OILIaTa He 3aBHCHUT OT TOro, 000PESHEI TN
NOKYMEHTH WJIH OTHOCHTENILHO HCCICNOBAaHWS IIPHHATO Kakoe-mubo Apyroe
peilenue.

2. Hean H 327240 JTHYECKOr0o KOMHATETA

OcHOBHEIMH HeisiMH paboTel DK ABAIOTCA: 3aliMTa TPaB U WUHTEPECOB
BOBJIICUEHHBIX B HCCISHOBAHHE HCIBITYEMBIX; 3aiiHTa IIpaB M HHTEPecoB
uccnenoBaresneii. i BBIMONHeHUs yKasaHHBIX Ienelt DK pelnaer ciexyiomue
3aJa9U:

—NpPOBOAWT HE3AaBUCHMYI) OKCIIEPTH3Y AOKYMEHTOB  HCCIEIOBAaHUS
cornacHo CraHaapTHEIM OnepaunosHEM (pabounum) [Iponeaypam (COI);

—He3aBUCUMO H O0BEKTHBHO OLICHHBaeT 0e30MacHOCTh U COOIOLCHNEe IpaB
9elIoBeKa I10 OTHOWIEHUIO K UCIIBITYEMBIM, KakK Ha CTafUH ILTAHUPOBaHKA, TaK U Ha
CTaAMH TIPOBEICHNS HCCIeIOBAHU;

—OLICHUBAET COOTBETCTBHE TNPOTPaMMBl I[IPOBEACHUSA HMCCHCAOBAHHA,
KBalupukanum uccnenopaterei U TEXHUYECKOTO ocHallleHHs
HCCIIeIOBATENbCKOrO IIEHTpa NpaBuiiaM nposeienus KavecTrenneix Knunnueckux
Uccnenopanuii (GCP);

—OCYIIECTBIACT  MOHHTOPHHI  COOMIONEHHS  MEXIYHApPOAHEIX U
HAITMOHANBHEIX 3THYECKHX HOPM IPHU IPOBEIeHUH UCCIEIOBAHMEL.

IIpenmeroM  akcneprusel  OK  gBnsroTca Bce  OMOMEIMIIMHCKHE

HCCNEAOBAHMS ¢ YYaCTHUEM JIIOieH B Ka4eCcTBE UCTIBITYEMBIX,



3. lTonHOMOYHS ITHYECKOI0 KOMHTETA

OK nmMeet npaso:

—OCYHIECTBIATh STHYECKYIO IKCICPTU3Y PECACTABICHHBIX JOKYMEHTOB, KaK
IO HAa9ala UCCeIOBaHMA, TaK U B IPOIECCe €r0 IIPOBEACHNS;

—Ha OCHOBAHHH SKCIIEPTHOTO 3aKIIIOYEHUS ITyTEM FOJIOCOBAHWA MPHUHAMATH
pelIeHws: OnoGpHUTh, He OXOOPUTH MK OTO3BATh paHee AaHHOE OA0OPEHHE;

—OCYIIECTRIATh TIOCHenyionlee HAOMOAEHHE 3a XOAOM WCCIeNOBAaHHA
TIOCPENCTBOM H3y4YeHHUS PETyJIIpPHBIX OTUETOB W/HIM BH3UTOB NpencraBuTeneii K
B HCCIIEJIOBATEIbCKUH HEHTP;

— U1 OCYIECTBACHUS CBOEH AeATeNbHOCTH WieHs! DK BlipaBe 3ampaimmBarh
y (apMareBTHUECKIX KOMIIaHHEH, KOHTPAKTHEIX HCCIEAOBATEIBCKHX OpraHH3allmi
(CRO) ¥ mccnepoBaTellbcKUX IEHTPOB JOKYMEHTEI IO paccMaTpuBacMbiM K
BOTIpOCAaM, W, TpH HEOOXOAMMOCTH, TPHUITIAMIaTh Ha 3acefjaHua OK .
fnpeJcTaBUTeNell BHIICHA3BAHHBIX OpTraHU3alui;

~y9acTBOBaTh B paspellieHHH ITHYECKHX KOHQIMKTOB, BOZHHKAIOMUX B
TeKymed pabore MEIUIMHCKOTO YUpEeXKOCHUSs BHE  HCCIEeNOBATENBCKOM
TIEeATENbHOCTH.

4. PernaMenTaiis H AeATEJbHOCTh JTHYECKOr0 KOMMTETA

OK CcOCTOMT W3 CNEeNUalucTOoB B O0ONAcTH OMONOTMHM M  MeAWIHHEL,
CONMAIBHO-TYMARWTAPHEIX  HAYK, CIEHHAIHCTOB  CMEXKHBIX  JUCIUILINH,
pa3mUYHBIX N0 noity U Bo3pacTy. DK BosrnasnsaeT Ilpencesarens, cpely 4iIeHOB
IK TaxKe ecTh 3aMeCTHTENb, CEKPETaph.

K umeer cBoii pernaMeRT U IIaH paboThl, KOTOphIE pa3pabaThIBAIOTCA W
YTBEPKOAIOTCA B COOTBETCTBHHM ¢ HactosmmmM llomoxkenmeM. 3acemanma DK
IIPOBOJATCA B 3aKpEITO# popMe ¢ cOOMOAeHHEM KBOpYMA.

Ilpu Heobxogumoctu OK wWMeeT npaBO IpPHUBICKATh K ITHYECKOMH
3KCIIEPTH3€ HE3aBUCHMEIX SKCIIEPTOB (e3 Npaga pemalomero rojioca NpH yCIoBHH
co0moieHns KOH(NICHIHANEHOCTH.

Texyume pesynsTathl pabotel DK odopmismorca B ¢dopMe BHITHCOK H3

IPOTOKOQJIA 3aceAaHui M JOBOIATCA A0 3agBHUTENI B COOTBETCTBHH C PErnaMesToOM



pabotel DK. Pesynsratel paborsl DK 3a rog ogopMifioTcs B BHAE I'OJOBBIX
oT4éTOB, KOoTOpble xpaHarci B OK. PernameHT paGoThl M YCIOBHSA XpaHEHHS
JOKYMEHTALlWH JOJDKHEI 00ecIieuMBaTh COOMIOZeHHe KOH(QHUISHIHANEHOCTH
paboter DK.

5. ObGsu3anHocTH H chepa OTBETCTBEHHOCTH YJI€HOB JTHYECKOIo
KOMHTeETA

—yuacTye B 3acefaHuax JK;

~paccMoTpeHue, obcyxaeHue, peLEH3UPOBaHHE ApeIoKEHH
OTHOCHUTEIBHO MCCICAOBAHIH, ITPECTABICHHBIX Ha DKCHCPTHYIO OLICHKY;

—paccMOTpeHHe OTYETOB O CEpPBhE3HBIX CIy4yasx MOOOYHHIX 3(GdeKToB H
oTCHeXHUBaHIE PEKOMEHIYeMBIX COOTBETCTBYIOIIUX e CTBHIA;

—H3y4eHHEe OTYETOB O XOJ€ HCCIeAOBaHMN M KOHTPONb 3a TeKyHIMMH
HCCEeAOBAHIIM;

—OIeHKa OKOHYATEILHEIX OTYETOB 00 HCCIeNOBaHHAX U UX Pe3yIbTATOB;

—o0ecrieueHre KOHQHASHIMAIBHOCTH AOKYMEHTOB U HX OOCYXJeHHI Ha
zaceaHusax JK;

—00bsBIIeHHs 0 KOH(IHKTE HHTEPECOB;

—y4acTHe B 00pa30BaTelbHBIX MEpPONPHATHIX B clepe OHOMETHUIMHCKHX
HCCIIEIOBaHUMH.

6. Pocnyck JTHYeCKOro KOMHTETA

DK aBTOMATH4EeCKH PpacHyCKaeTcs, €CiIH YUpexkACHHEe MpeKpallaeT CBO&
CYIIeCTBOBaHHe, HE NPOBOAUTCA OHOMEIHITMHCKHME HCCIeZOBaHMA C ydacTHeM
mozeil um B nporecce padotsl DK HET BO3MOXKHOCTH MPUIHTH K KOHCEHCYCY.

IIpeacenarens ITHIESCKOTO KOMHUTETA H.M. Bononinua
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PeraaMenT paboThi ITHYECKOro KOMHTETA:
1. 3acepanne Sruyeckoro Komurera. ITopsgok MpHHATHS pelICHUI.
2. Tlopsamox ussellieHus 3asaBuTeNei o pemenuax. OdopmireHAe

3aKTIO9eHAH.

3. JokyMeHTays 1 apXUBHPOBAHHUE,

1. 3aceganue ITHvyeckoro komurera. IlopAaaok NPHHATHA pelIeHHH.

Oruueckuil komuTeT (Janee — IK) NpoBOAMT 3aceHaHil PeryiaapHO, He
pexke | pasa B mecsn. TodHad gata OYEPeAHOro 3acChaHUA ONPEACHACICA Ha
KaKIOM TekymeMm 3acemanud. (O mo0GoM H3MeHeHHM TrpaduKka 3acelaHui
CeKpeTapuaT CTABHT B W3BECTHOCTE 3asBuTefel. Bee wiens DK, BHe 3aBHCHMOCTH
OT KX NMPHCYTCTBHA Ha TIPeAIIECTBYIONIEM 3aCeJaHiH, JOJDKHEL OLITE ONOBEIICHE
0 JlaTe U MOBECTKE JIHA OYepeqHOTO 3aceqanud 3a 5 aHelt 10 ero mposefeHus. Jo
Hayala 3acefiaHud H B XOAe ero wieHsl OK MOIYT O3HAKOMHUTBECA C
NpeAOCTABNSHHBIMH 3adBHTENIEM MaTepHUalaMH UCCIEOBAHMS.

Ha 3acemanmu cooOlIeHHe O paccMaTpHBacMOM WCCIENOBAHHK Jenaer
YIONHOMOYeHHBI wieH DK, moagpoGHO 03HaKOMUBINMICA CO BCEMHU MaTepHalaMH.
HekoTopble BONpOCH! KCCIEIOBAaHHWS MOXKET OCBETHUTh IMpHIMANICHHbIH Ha
3aceflaHHEe THAaBHEI HCCIeAOBaTeNb [0 I[UIAHHPYEMOMY  KIHHHYECKOMY

HCClleTOBaHNO.



Bpaun-uccnenoBareim WM TIpeJCTaBUTENH KOMIAHMH-CIIOHCOpA MOTYT
MPACYTCTBOBATE HA 3aCEJaHMKW B MOMEHT PacCMOTPEHHS BOMPOCA, UMEIOIIEro K
HHM HEMOCPEACTBEHHOE OTHOILICHHE, [0 COMIACOBaHUIO ¢ npeacenareneM K uan
nio mpuriamenuio DK, HO He HMEOT IpaBa rojioca NpH TIPUHATHH PELICHW.
HcenemoBateiiaM paspellaeTcsl TakKe KpPaTKO H3NOKUTh CYTh HX TPOSKTOBR H
OTBETHTH HA BO3HUKIINE Y WieHOB DK BOIPOCHL.

B xoze 3acelaHus BeAeTcs MPOTOKON 3aceflaHMs W OOCYKACHHS KaXIOro
sompoca. Ilporokon Bemer cekperapp OJK. IlpoTokom TODKEH BKIIIOUATE
ClemyloIye JaHHbIe:

—HOMEp, JATy U MeCTO IIPOBEICHNUS;

—IEPCOHANBHEIN COCTAB NPHACYTCTBYIOHINX,

—paccMOTpEHHbIe IUTAHUPYEMblE HCCACHOBAHUA C YKA3aHHEM TIOJIHOTO
HA3BaHUs NPOTOKOJAa MCCIENOBAHMA M BCEX MNPEACTABIEHHBIX MOKYMEHTOB C
UACHTAGUKAITHOHHEIME ~ XapaKTepUCTHKaMH, wieHoB OK, BBICTYymalommx ¢
COO0INEHUAMH;

—TIPOYHE PACCMOTPEHHBIE BOIPOCH,

—M3/I0KEHHE X0Aa O0CYKACHAS,

—NpHHATBIE peLIeHus, [PH OTCYICTBHMH [ONOXHTENBHOTO pEIICHHS —
OOBACHCHHUE NPUYHH;

—BONIPOCH! K PEeKOMEHAAIMH 110 KaXXAOMY M3 BOIIPOCOB;

—0co0bIe MHEHUS (IPH HATHYHE TAKOBBIX ).

DK MOXeT IPUBIEKATh K YIaCTHIO B 00CYKISHUH HE3aBHCHMEIX SKCIICPTOB,
KOTOpBle MOTYT MPHCYTCTBOBATH HA 3aCElaHNM JIMYHO WIM IPEACTaBHTH CBOE
3aKIFO4YEHHE B IHCHMEHHOM BHIE, IPH YCIOBHH MTOJNUCAHUA UMK 00s3aTeNbCTBA
0 KOH(DUAEHIIHATEHOCTH.

Bectn 3acemaHmMe mOJDKeH mpexcefarens K mmbo, B cioyuae ero
OTCYTCTBUA, NIOPYYATh BEEHHC 3aceJaHNd OJHOMY u3 wieHoB JK.

Ilps BO3HMKHOBEHHH KOHGIHMKTAa WHTEpecoB y Koro-imbo m3 dneHoB DK

(HanipuMep, y ABISMIOIIETOCA HCCHeAoBaTeNieM B 0OCY)KAASMOM HCCIIETOBaHHH)



3TOT WneH DK Moxer Y4acTBOBaTh B 060Y)1(,I{6HHH, HO HE AOJDKCH y4acTBOBATL B

TIPUHATHH pellieHHus.

Pelienvie npuHEMaeTcs B XoAe oOCyXAeHHA, oOMEHa MHCHHMAMH H
MOCIIEAYIOmEro roiocopanns. [Ipy Hecorsacuyu koro-nuGo m3 uneHoB OJK ¢
MHeHueM GONBIIMHECTBA B MPOTOKOJ MOXKET OBITH 3alHCaHo ero ocoboe MHEHHE.

Pemenrie MOXET OHITH TPHHATO TONBKO B TOM ClIydae, €ciH OblIO
IIPEJOCTABIEHO JOCTATOYHO BpPEMEHH [ PpacCMOTpeHHA M OOCYKICHHUSI
MATEPUATIOB UCCIISOBAHUS.

Pemedne MOMKHO NPUHAMATBCA B OTCYTCTBHH NEPCOH, HE SABIAIOLIUXCSA
gnenamu DK (uckmogeHme cocTapassoT wienn HaGmogarensHoro cosera). B
cly9ae MPUCYTCTBUA Ha 0OCYXK/EHHH BpaueH-HcclleJOBaTeeH, SKCIEPTOB  T.14.,
OHM JOJIKHEL ITOKHHYTEH 3aJI 3aCeIaHus 10 MPUHATHS PEINCHHS.

s wsbexanua KOHGIMKTAa WHTEPECOB TIONOCOBATH MOLYT TOJBKO
HE3aBHCHMEIE OT MCCAENOBaTens H CIOOHCOpOB wmccnenmoBanusa wieHsl OK.

I"onocoBaHue JomycKaeTes TONBKO TOTZA, KOT/A Bee IPUIIAEHHBIE (B TOM
uKcile W NUna, npeacrapasionme Miccnemosanvie) M uneHsl OK, BeTynMBlide B
KOHGMANKT MHTEPECOB, IOKUHYT 34l 3aceIaHu.

Pemenne MoxeT ObITHP NPHHATO TOJBKO IIPU HAIMYHHM KBOpyMa Ha
saceganun DK (MHHHMYM 5 denoBek).

[To OKOHYAaHHMH KaXAOTO 3acelaHMs TPOTOKON 3acemanms Cexperaps
MOJINUCHIBACT U AATUPYET JOKYMEHTHI [0 pe3ylbTaTaM CBOE# IPOBEPKH.

INocne mpoBepku cekperapem Ilpencemarens OK mnpoBepseT mpoTOKON

3acelaHus | pellicHHA, JaTHPYST UX U CTABUT CBOKO MTOAIIHCE.

2, Tlopsigok H3BemeHHs 3afABHTeled o peumeruasx. Odopmiaenue
3aKJII0YCHHH.
IpunATOE pelieHne NOMKHO ObITH HOBENEHO A0 3ajdBUTEAS B NMUCHMEHHOM

BHIOEC.



IIpotoxon 3acenanns moinkeH ObITh 0QOpMIIEH B TedeHHe 5 paboumx AHel
nocie 3acegaHmA. [IpoTokon mocime BEMMMTKM NoanuckBaroT [Ipeacenarens M
cekperappb JK.

TMocne odopMieHHS MPOTOKONA CEKPETaph KMEET IIPABO BHLIABATH BBIIHCKA
W3  IPOTOKONA, KOTOpBle  SBIAIOTCS  OQUIMANBHBEIMH  JOKYMEHTAMH,
YAOCTOBEPAIOMIUMH (aKT OHOOpEeHHA, OTCPOYKM WMIH OTKasa B 0Z0OpeHMH
KIMHHYECKOTO UCCNSAOBaHHA. B ciaydae NMpHHATHA NPUHINUNHAIBHOIO PEIICHHA
00 0mo0peHNM B BHITHCKE NOKHBL OBITH YETKO C(POPMYITHPOBAaHBI BOIPOCH H
pPEKOMEHAyeMBIE H3MCHEHHA IWWNH JOMONHEHHS, TIPH OTCPOYKHM B INPHHATHH
pemeHns HOJKHBI OBITH 9eTKO C(OPMYIHPOBAHEI NPHYHMHEL, HE NO3BOIAIOLINE
IIPUHATh TIOJNIOKUTEIBHOE pelleHue, BOIPOCHI H PEKOMEHIyeMBle H3MECHEHHS
w/unu pomonuenud. [Ipu pemenun 06 oTkase B o,noﬁpeHHH JOIKHBI OBITH YETKO
chOpPMYNHPOBaHE MPWHKHHBL, HE [O3BOSIONIME IIPHHATL ITOJNIOKHTENBHOS
pelileAvie. BEIMUCKE TOAMICHBaET IpeficeaTeNb H cexpetaps OK.

BEITUCKH JOJKHEI COREPAKATS:

—HOMEp IIPOTOKOJA, AATY ¥ MECTO ITPOBEJICHHS 3aCCHAHNS,

—MePCOHANBHBIH COCTaB IPUCYTCTBYIOMINX;

—IyHKT MOBECTKH JHA ¢ YKa3aHueM IIONHOTO Ha3BaHHA HPOTOKONA
IUIAHAPYEMOTO HCCNIeNOBaHWA M BCEX MPEACTaBIECHHBIX JAOKYMEHTOB C
HASHTU()UKAITHOHHEIMH XapaKTePUCTHKAMH;

—IIPUHATOE pelleHNE;

—TIOATUCH TIpefice aTeNs U CeKpeTaps.

IIporoxon W BHIMKHCKY O(QOPMIAIOTCA HAa PYCCKOM A3BIKE, NEpemucKa ¢

NpeACTaBUTCIIAMHA saABUTENCH B Poccnu BCHCTCA Ha PYCCKOM A3BIKE.

3. fokyMeHTanusa H apXHBHPOBAHHE
3K obecneunpaer Oe30macHoe XpaHeHHe NOKYMEHTOB B YCTaHOBICHHOM
MOpAAKe B TeYCHHE 3-X €T, KaK FapaHTHIO KOH()UASHIHAIEHOCTH U BO3MOXHOCTH

MMOBTOPHOI'O UCITONBE30BAHHUS B moboe BpEM.



OGecneueHne  TpaBUIBHOM  MOArOTOBKHM,  PaclpOCTpaHEHMS  H
IOeIIONMPOM3BOJCTBA BeeX (aiinoB, WX 0e30IIaCHOTC XPaHCHHS B YCTAHOBICHHOM
mopAIKe aBiAeTca 06s3aHHOCTRIO cekpeTaps JK.

ITpencemaTens OTHISCKOTO KOMHTETA H.M. BosomisHa
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