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1. O0uIme moJI0KeHus

1.1. JloxkanpHBIA 3THYECKHH KOMUTET co3nmaercs Ha 6aze ®I'bOY BO
YI'MY Munsapasa Poccun (JIDK YI'MY), sastomierocst ydpeaurteneMm, B
KauecTBE OOIIECTBEHHON OpraHu3ainuu 0e3 00pa3oBaHMs HOPUANYECKOIO JIMIA.
JIDK YI'MY co3znaercst npuka3oM pekTopa.

1.2. JIDK VI'MV - He3aBucuMmasg OT HCCIEIOBATEISI M 3aKa3dyuKa
AKCHEPTHO-AHAIUTHYECKAS OopraHu3anus, MIPU3BaHHAS 00ecCIeyuTh
HE3aBUCHUMYIO JKCIEPTU3Y, KOHCYJIbTUPOBAHUE U TMPUHATHE PEIICHUI IO
BOIIPOCAM ATHUKA OHOMEIUIIMHCKUX WCCIIEIOBAaHUN, TMPeayCcMaTPUBAIOIINX
ydacTue JoJIed W/ WM >KUBOTHBIX C I1IEJBI0 3allUThl IpaB, JOCTOMHCTBA,
WHTEPECOB U 37I0POBbSI YYACTHUKOB HCCIICIOBAHUM.

B cBoenr pearensHOocTM JIDK  pyKOBOACTBYIOTCS  AEHCTBYIOIIMMU
HOPMATUBHBIMU TPABOBBIMU akTaMu P® U OCHOBHBIMU MEXKIYHAPOIHBIMU
HOPMAaMHU MPOBEACHUSA KJIMHUYECKUX UCCIENOBAHUM, TPU3HAHHBIMU B PD:

e Jleknapauuen I'enepanbHOI Accam0bnen MexaynaponHoun

MEIMITMHCKOMN accoranuu, npuHateie B Kenere B 1948 r.;

e XeJIbCUHCKOM JAeknapanuer BceMupHOW MEIUIMHCKOW acCOIUAIUU
"PexomeHmanmu 11 Bpadel, 3aHUMAIONIUXCS OUOMETUITMHCKUMHU
UCCIIEOBaHUSIMU C ydacTueM Jmonaeil", npunstas 18-it BcemuphHoit
MeIUuIMHCKONW accamouneeit, Ounnsuaus, 1964 r. u nmepecMoTpeHHas
SAnonwms, 1975 r.; HUramusa, 1983 r.; T'onkonr, 1989 r.; IOxHo -
adpukanckas pecnyonuka, 1996 r.; Oaqunlypr, 2000 r., Ceyn, 2008 r.,
®oprainesa, 2013 r.

e MexayHapoaHbIM  CTAHJIAPTOM IO TMPOBEACHUIO  KIMHUYECKUX
ucneitanuii ICH GCP (R2);

e EBpONEHWCKOM KOHBEHIMEHW O 3allUTE IMO03BOHOYHBIX JKHUBOTHBIX,
UCTIONB3YEMBIX JJISI SKCIEPUMEHTOB WM B MHBIX HAy4YHBIX LEIAX
(European Convention for the Protection of Vertebrate Animals used
for Experimental and Other Scientific Purposes, 18.03.1986);

e [lpaBwiamMu Hajexamen KIMHUYECKOM TIPAKTUKU EBpa3uickoro
SKOHOMHMYECKOTO  COI03a, yTBepKJIeHHbIMM Pemenuem CoBeta
EBpaswmiickoit sxoHOMuueckor komuccun ot 3 Hos6ps 2016 r. N 79,
Bkmovass [lpunoxenune 11 permaMmeHTHpyroniee HOBBIM MOAXOA K
MIPEACTABICHUIO WHPOpPMAIMU 0 O€30TMaCHOCTH B XO/€ KIMHUYECKHUX
HUCCIICIOBAHUN;
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®enepanbHbiM 3ak0HOM OT 21.11.2011 N 323-®3 "O6 ocHOBax oXpaHbl
3710pOBbs rpaxaH B Poccuiickoit denepannu’,

@enepanbubiM 3akoHOM OT 12.04.2010 N 61-®3 "OO6 obpamienuu
JeKapCTBEHHBIX cpeacTB" ¢ nmocinenuumu usmenenusmu-I'OCT P UCO
14155-2014. Hanuonaneublii crannapt Poccuiickoit ®Denepanumu.
Knunnueckne wuccnepoBanus. Hamnmexaimmas KiMHHYECKas MNpakTUKA"
[Tpuka3 PocrexperynupoBanus ot 04.06.2014 N 497-cr), paznen 9.4
®enepanbHbiM ~ 3ak0oHOM P® ot 27.07.2006 Nel52-®3 «O
NepCOHAIBHBIX JaHHBIX (penakius oT 2018 roga);

®enepanbHbiM  3akoHOM ot 31.05.2001 r. N 73-®3 «O
roCyJIapCTBEHHON CyJ1IeOHO-PKCIEPTHOU JNesaTeNbHOCTH B Poccuiickoit
denepanuny;

®enepanpHbiM 3akoHOM OT 12.01.1996 1. Ne 8-®3 «O morpedbeHun u
OXOPOHHOM JEJIE»;

IIpukazom denepanbHOro areHTCTBa 11(¢) TEXHUYECKOMY
peryiaupoBanuio u Metposiorun ot 27.09.2005 N 232-ct "O6
yTtBepxkaeHnn  HanmonansHoro  crangapra P®  "Hagnexamas
knuandeckas npaktuka. [OCT P 52379-2005";

[TucekmoMm JlemapTamMeHTa TOCKOHTPOJS JIEKApPCTBEHHBIX CPEIACTB U
MEMIMHCKOW TeXHUKH MuHu3apaBa PD ot 25.02.2003r. Ne294-22/34
«O npoekre «llomoxkeHus, PErIAMEHTUPYIOIIETO AEATEIbHOCTD
ODTUYECKUX KOMHUTETOB MEIUIMHCKUX YUYPEKICHUW TPU MPOBEIACHUU
KJIIMHUYECKUX UCCIEIOBAHUN JIEKAPCTBEHHBIX CPEICTBY;

[Iucemom JlemaprameHTa TrOCyAapCTBEHHOIO KOHTPOJIS KadecTBa,
s¢pexTuBHOCTH,  O€30MACHOCTH  JICKAPCTBEHHBIX  CPEACTB U
MeIUIMHCKON TexHUKU Mun3znpasa P® or 23 asrycra 2001 r. N 291-
22/101 "O jmoKaJNbHBIX dTHYECKUX KOMHATETaX';

Pacnopsokennem BAK PO «O mnopsiake npoBeeHus OMOMETUITUHCKUX
UCCIIEIOBaHUM y dYelloBeKa», omyOnukoBaHHbIM B bromnerene BAK
(2002, Ne 3);

JpyrumMu JedCTBYIOIIMMH MEKIYHAPOJIHBIMU HOPMATUBHBIMU aKTaMH
n akramu Poccuiickon ®Denepanuu, OTHOCAIIHUECA K AEATEIbHOCTH
KOMHUTETOB IO ITHKE U MPOBEACHUIO KIMHUYECKUX MCCIICIOBaHUH, a
TaK)Ke MOJIOKEHUE U CTaHAApTHBIE orepaiuoHHbie mpouenypst (COII).
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1.3. JIDK YI'MY B cBoeit paboTe mpu OIleHKaX, PEKOMEHIAIMAX U
pEIICHUSIX YYMUTHIBAET HAIMOHAIBHBIE M MEXIYyHAPOJHbIE PYKOBOJICTBA IO
ATUKE OMOMEIMIIMHCKUX HCCIECIOBAaHUN C y4yacTHeM 4eloBeka, KoHBEHIIHUIO
Cosera EBporibl o npaBam uegoBeka U OMOMEIUIIMHE U JPYTHE aKThI.

1.4. JIDK YI'MYVY pa3zpabarbiBaeT cCOOCTBEHHBIE CTaHIApPTHBIE pabouune
MpOILIETyphl, OCHOBaHHbIE Ha PexomMeHAamuMsaX KOMHTETaM II0 JTHKE,
IPOBOJALIMM S3KCHEepTH3y OuomenuuuHckux uccneaoBanuii (JKenesa, BO3,
2000 1 ®KOCHI/SIDCER/WHO/2004, CII6., 2004).

1.5. JIDK YI'MY sBnsercs:

. HE3aBUCHUMBIM,

. OTKPBITBIM,

. OCHOBAaHHBIM Ha I[O6p0BOJ'IBHOM YJICHCTBC,

. CO31aHHBIM Ha OCHOBC COBMECTHOU JCATCIBHOCTH CIICOUAINMCTOB,

YYEHBIX U BpayeH.

1.6. JIBK YI'MY co3nan, ucxoas U3 NPUHIIMIIOB BEICOKOKAY€CTBEHHOTO
BBITIOJTHEHUS JOKJIMHUYECKUX U KIMHUYECKUX HCCIEIOBAHUMN, OXpaHbl U
I'YMaHHOTO OTHOIIEHUS MEIUKOB-IKCIIEPUMEHTATOPOB K  Ja0OpaTOPHBIM
YKUBOTHBIM.

1.7. Tlepex TeM, Kak HauaTh JH000€ KIMHUYECKOE HUCCIEIOBaHUE, T.C.
nepes; TeM, Kak HCHBbITYeMble MOTYT ObITh CKPUHHUPOBAHBI W BKJIIOYCHBI B
UCCIIEIOBAaHUE, MCCIIEAOBATEI0 HEOOX0AMMO ToJNyduTh ojo00penune JIDK
YI'MY.

1.8. Cgorwo gestenpHOCTh JIDK YI'MYVY ocymecTBiaseT Ha OCHOBE
MPUHIIUIIOB TYMaHU3Ma, PAaBHOMPABUS BCEX CBOUX YICHOB, CAMOYIpPaBJICHUS, B
coorBercTBUM ¢ KoHCcTUTYynIMEH ©  JEUCTBYIOIIMM  3aKOHOJATEIHCTBOM
Pocculickon ®@enepanumu.

1.9. JIBK YI'MY — otkpseiThiif opran. Madopmanms o uneHax, rpaduxe
paboThI, BCEX MPUHATHIX PEHICHHUSIX HE MOXKET ObITh KOH(MUIECHITUATHLHOM.

1.10. Cozmanue JIDK YI'MYV ytBepxmaercs Yuensim coBerom OI'BOY
BO YI'MY Mun3apaa Poccun 18 HE3aBUCUMOTO PACCMOTPEHUS 3THUUYECKUX
aCIEeKTOB TMPOBEACHUS KIMHUYECKUX MCCIICIOBaHUN OHOJOTMYECKU aKTHUBHBIX
BEILIECTB, JICKAPCTBEHHBIX CPEJACTB, TEXHOJIOTHUH, MAaTepHATIOB U HW3ACIIHM
MEIUIIMHCKOTO Ha3HAYCHHUS.

1.11. Pemenue JIDK YI'MY wmoxer ObITh chHOpPMYJIUPOBAHO B TaKOU
dbopme Kak «oa00peHue», «OJ00pEHHE C PEKOMEHIALUIMUY, «HEOJI00pEHUEeY,
MIPHUHATUE K CBEICHUIO», KIIPUHATHE K PACCMOTPEHUION.
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1.12. JIDK YI'MYVY ocyiiecTBisieT CBOIO JACATEIbHOCTh HAa OCHOBAaHUU
VYcraBa ¢ 1enpto obecrieueHus: 0€30MacCHOCTU U COOJIOJICHUS MPaB CyOBEKTOB
HUCCIIEJOBaHUS.

2. Oobaacrs wpucaukuun JIDK YI'MY

2.1. [HesarensHocth JIDK YI'MY pacnpoctpansercs na ®I'bOY BIIO YIMVY
Munsnpasa Poccnn.

2.2. Bce mompazgenenus POI'BOY BO VYI'MY MunzapaBa Poccun,
MPOBOJSIINE UCCIICIOBAHMS HA JIIOASX, )KUBOTHBIX, Ha TPYIMHOM U OHOTICUITHOM
Marepualie 00s3aHbl B3aumoeiicteoBats ¢ JIDK YI'MY, nonyctumo oobpenue
ucciaenoBanusi JIoKajgbHBIM STUYECKUM KOMHUTETOM Ha 0aze Jie4eOHO-
MPOPHUIAKTUYECKOTO YUPEKIEHUs, TJe IUIAHUPYETCsl ero nposeaeHue. B stom
ciyyae JIDK YI'MY wumeer mpaBo He paccMarpuBaTh MaTepualbl JTaHHOTO
UCCIICIOBAHMUS.

2.3. JIDK YI'MY sBnsercst HE3aBUCUMbBIM B MPUHSATUN dTUYECKUX OLICHOK.

2.4. JIDK YI'MY pabortaetr B TecHOM B3aumojieicTBuu ¢ COBETOM IO ITHKE
MununctepcTBa 3apaBooxpanenus Poccuiickoit @enepannu.

3. OcHoBHBICE 1eJIH U 3a1a4u AeaTeabHocTa JIDK YI'MY

3.1. OcuoubiME 1IeAMH paboThl JIDK YI'MY sBastorcs:

. 3alUTa TpaB M HMHTEPECOB M  370POBBS, BOBJICYCHHBIX B
UCCJICJIOBAaHUE HCITBITYEMBIX;

. 3alUTa MpaB U UHTEPECOB HCCIIeI0BaTeIIEH;

. OecripucTpacTHasi ~ 3THYECKas  OIEHKAa  KIMHUYECKUX U
JTOKJIIMHUYECKUX HCCIEeI0OBaHU;

. o0ecrieueHrne TMPOBEACHUA  KAYECTBEHHBIX  KIMHUYECKHX U
JOKJIIMHUYECKUX HUCCIIEI0BAaHUI B COOTBETCTBUU C MEXTyHAPOAHBIMU HOPMaMH;

. o0ecrieueHrne YBEPEHHOCTH OOIIECTBEHHOCTH B TOM, 4YTO OyayT

rapaHTUPOBaHbl W COOJIIOJCHBI ATUYECKHE TMPUHLUMBI TPU MPOBEICHUU
HCCJICIOBAHHS,

. 3aliuTa ) KUBOTHBIX OT JKECTOKOI'O o6pa1ueHH51;
. CO6J'IIO,Z[€HI/IC IMPAaBOMOYHOCTHU HU3BATUA TPYIIHOTO H OMOIICUITHOTO
Marcpualia.

3.2. OcCHOBHBIE 3aJIaUU:
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. HC3aBHUCHUMO 141 00BEKTHBHO OLCHUBATDH 0e3011acHOCTh )41
HCIIPUKOCHOBCHHOCTD IIpaB YCJIOBCKA II0 OTHOIICHHUIO K HCIIBITYCMBIM KdK Ha
CTaIUH IINIaHUPOBAHUA, TdK U HA CTAAUU IIPOBCACHHNA UCCIICAOBAHUSA

. OIICHUBATh COOTBETCTBUE MCCJICAOBAHUS TYMAHUCTUYECKUM H
ATUYECKUM HOPMaM;

R OLIEHUBATH 1eecoo0pa3HOCTh MIPOBECHUS Ka)KJ0ro
HCCJICIOBAHHS,

R OIICHUBATh COOTBETCTBUE MCCJICAOBaHUSA, TEXHUYECKUX CPEJCTB,

POTOKOJIA TPOBEACHUS HCCIEIOBAHMs, MOAOOpa CYOBEKTOB HCCIEAOBaHUS,
Ka4yecTBa paHAOMHU3ALINY TTPOBECHHS KaYeCTBEHHBIX KIIMHNYECKUX UCTIBITAHUH;

. OCYIIECTBISATH HAOMIOIEHUE 32 COOTIOACHUEM CTaHAApTOB KayecTBa
NPOBEJCHUS KIMHUYECKUX HCCIENOBAaHUM NIl OOECeueHusl JOCTOBEPHOCTU U
HOJIHOTHI IaHHBIX, MOTYYaeMbIX MPU KJIMHUYECKUX UCTIBITAaHUSIX;

. OCYILECTBIATh MPOLEAYPY KOHTPOJS 32 UCHOJIb30BAaHUEM METOJIOB
aHecTe3MM M  DBTAHA3UM, COCTOSHUEM JKUBOTHBIX, HAXOIALIUXCA B
IKCIIEPUMEHTE, JUId OOecreueHus [JOJDKHBIX YCJIOBHM COJEp)KaHUS U
KOpPMJICHUS, KBaJU(UIUMPOBAHHOTO yXOJla W KOHTPOJb 3a YyTUJIM3auuen
OMOJIOrMUYECKOT0 MaTepuana;

. IPOBEPSATh BO3MOXXHOCTh HU3BATHUS TPYIMHOTO WM OUOTICUHHOTO
Marepuaga B COOTBETCTBMM C JCHCTBYIOIIMM 3aKOHOAATENbCTBOM P,
OLICHWBATh MPABOMOYHOCTh H3BSATUS TPYIHOTO WM OMOICHHHOTO MaTepuasa
0e3 cocTaBJIeHUS aKTa HHPOPMHUPOBAHHOTO COTJIACUS UJTM pa3pelieHus Ha 3a00p
MaTepuraja OT CaMOr0 UCTIBITYEMOTO MJIH €T0 3aKOHHBIX MPEICTaBUTENICH.

4, Ipeamer 3xcnepTH3bI

4.1. IlpenMeTroM 3KCHEpPTU3BI SIBISAIOTCS HAy4YHbIE WCCIEAOBAHUA, B
KOTOPBIX B KAYECTBE UCTIBITYEMbBIX MPUHUMAIOT yUaCTHE JIFOJU U JaOOpaTOpHBIC
’KHBOTHBIE.

5. JesteabHocts JIDK YI'MY

5.1. IlpoBoauTh TeKylIMEe 3acelaHusi Jisi MPOBEICHUSI SKCIEPTHOU
OLICHKH TMPEJICTABICHHBIX JOKYMEHTOB IO HCCIEIOBAHUSAM (UCIBITAHUAM) H
BHEIUIAHOBBIE (IKCTPEHHBIE) JIJIsl MPOBEJICHUS OLIEHKU CIy4aeB BO3HUKHOBEHUS
HEXENAaTeNIbHBIX U MOO0OYHBIX 3((EKTOB, BHIIBUBIIUXCS B XOJ€ HCCIICIOBAHUS
(ucnibITaHusA) U aHAIKM3a MPOMEKYTOUHBIX PE3YJbTATOB JUIsl PEUIEHUs BOIIpoca O
BO3MO>KHOCTH MPOJIOJKEHUS UCCIE0BAHUS (UCTIBITAHUS).
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5.2. PazpaboraTh equHBIN MepeyeHb TOKYMEHTOB, MPEIOCTAaBISEMBIX
JUIS1 DKCTIIEPTHOM OLICHKH.

5.3. OmpenenuTs TMOJOXKEHUS O HEJOMYCTUMOCTH TPHUBICUEHUS K
MCCJIEIOBAHUSIM UCTIBITYEMBIX 0€3 odopmileHHs] mucbMeHHOro o00penus JIDK
YI'MY naHHOTO MCCIIEIOBaHHUS U O 3alpPElICHUH KaKUX-JIHMOO OTKJIOHEHUH OT
MPOTOKOJIA WJIA TOMPABOK K MPOTOKOIY O€3 MpeABapUTEIBLHOIO MUCHhMEHHOTO
paspemienus JIDK YI'MY, 3a uckiroueHueM Tex ciiydaeB, Korja HEoOXOauMO
n30eXaTh BO3MOXKHOTO pHUCKa Uil CyOBEKTOB HCCIENOoBaHMs, JIMOO Korja
M3MEHEHUSI MPOTOKOJIA  KAaCalTCAd  TOJBKO  MATEPUAIbHO-TEXHUYECKOTO
obOecrieueHus WU aJIMUHUCTPATUBHBIX BOIIPOCOB.

5.4. Pa3BuBaTh MEXIyHapOJHbIE KOHTAaKTbl M CBSI3M B 00JacTu
IPOBEICHUS  KJIMHUYECKUX  HMCCIIENOBAaHWM, COJEUCTBOBAaTH  CO3JaHUIO
He3aBUcUMBIX JIOK mpu Opyrux MEIUIMHCKHX YUYPEKIACHUAX, y4acTHUE B
pa3penieHuu ASTUYECKUX KOH(MDIMKTOB, BO3HUKAIOMIMX B TEKylled pabdote
MEIUIMHCKOI0 YUYPEKICHUS BHE UCCIIEN0BATEIIbCKOU IESITEIbHOCTH.

6. OpranuzanuonHas crpykrypa JIOK YI'MY

6.1. JIDK VYI'MVY ¢dopmupyercs Ha MEKIUCIUIUIMHAPHONW OCHOBE.
Unensl JIDK YI'MVY noipkHBI NPEACTaBIATh pa3judHbie 00JaCTH 3HAHUW IS
TOTO, 4YTOOBI O00ECHEUUTh MOJHYIO M aJE€KBAaTHYIO 3THUYECKYIO 3KCHEPTH3Y
HUCCJIEIOBAHUM.

6.2. B coctrap JIDK YI'MY nomkHbl BXOOMTH JIAIA, 00JaJarolIfe
OMBITOM U JOCTaTOYHOW KBanu(UKaIMeH A1 aHAIN3a HAYYHOU U MEIULIMHCKOM
uH(pOpMaIUK, a TaKXKEe MPUMEHEHHUS ITHUYECKUX TpeOOBaHUW, KOMIIETCHTHHIC B
Bompocax (apmakosmorun, ¢dapMaKOTEpanuu, WCHOJb30BaHUS W3ACIUNA |
MaTepHaIOB MEIUIIMHCKOTO Ha3HAYCHHU S, TPAXKTAHCKUX MPAB U CBOOO/I.

6.3. B cocraB JIDK YI'MY wmoryr Bxoaute oT 7 m0 19 uenosek
(HeuyeTHOe KOJIMYECTBO), C IMPABOM PEIIAIOUIET0 Tojloca HEOOXOJUMBIX
DKCIIEPTOB M KOHCYJIbTAHTOB C IIPABOM COBELIATEIIBHOTO TOJIOCA, KOTOPBIE
MPUBHOCST CICIUaIbHbIE 3HAHMS, HEOOXOAUMBIC Ui PEIICHUS TeX WM WHBIX
KOHKPETHBIX BOMPOCOB. JlaHHBIE JINIIA, HE JOJKHBI UMETh NPSIMOM 3aBUCUMOCTH
OT HCCJIEIOBATENIEN U 3aKa34MKa, U HE JOJDKHBI y4aCTBOBATH B IUIAHUPYEMOM
KJIIMHUYECKOM HCCIIEIOBaHUU. B rojlocOBaHMM HE JTOJKHBI Y4aCTBOBATh YJICHBI
JIDK VI'MYVY, xoropbsle UMEIOT KOH(MIUKT HHTEPECOB (3aJeliCTBOBAHHBIC B
IJJAHUPOBAHUU U MIPOBEIAEHUN paccMaTpuBaeMoOro KJINHUYECKOTO
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UCCIICOBAHUS, PYKOBOJIUTEIW W HAy4YHbIE KOHCYJIbTAHTHI HCCIIEIOBAHUM,
KOTOPBIC IIPOBOIATCS acupaTaMu u coTpyaHukamu YT MY).

6.4. B uucno wienos JIDK YI'MYVY no/mKHBI BXOIUTH CIELUAINCTEI B
00JIaCTH MEIUIMHBI, CHEIUATUCT B 00JACTH IOPUCHPYIACHIMU, KaK MUHUMYM
OJIMH CHEIUAINCT, chepoil OCHOBHOM AESATEIBHOCTU KOTOPOTO HE SBIISETCS
00JaCTh MEIUUMHCKOW HayKH, KAK MUHUMYM OJHMH - He paboTHuKk YI'MY,
HE3aBUCUMbIE B CBOMX OIICHKaX, COBETaXx M pelleHusx. Pemenue 1o
MCCJIEIOBAHUIO MOKET OBITh MPHUHATO NPH MPUCYTCTBUU JIOJKHOTO KOJIMYECTBA
yuacTHUKOB JIOK (Hanmune kBopyMa) 0e3 yuera KaueCTBEHHOTO COCTaBa.

6.5. UYmensr JIDK YI'MY nomxHBI OBITH pa3IWYHOTO IOJIA M BO3PACTa,
chepa npodhecCHOHAIBHOM JIESITEILHOCTH HE OTPAHUYMBACTCHL.

6.6. Ilpencemarens W cekpeTrapp Ha3HAYAIOTCA MPUKA30M PEKTopa
YI'MY, npenioxeHus Mo COCTaBy MHULIMHMPYETCS MPEICENaTesieM U YICHAMU
JIDK, yrBepxknaroTcs npukazoMm pekrtopa YI'MY. Ilpencenarens u cexkperapb
nU30UparoTCsI CPOKOM Ha TMSATh JIET. DTOT CPOK MOXKET OBITh MPOJICH MpH
YCIIOBHH €ro  COOTBETCTBHS BceM HeoOxoaumbiM g JIDK  YI'MY
KBAIM(PUKAIMOHHBIM TpeboBanusiM. [Ipencenarens oTBeYaeT 3a OpraHU3aIMIO
COBELIAHUW, TMpUIIAIAaeT HE3aBUCUMbBIX KOHCYJIBTAHTOB [UJIl TPOBEICHUS
cnenupUuYecKord HKCIEePTU3bl MO KOHKPETHOMY HCCIEJOBAaHUIO, OTBEYAET 3a
CBSI3b C OOIIECTBEHHOCTBIO.

6.7. PacmmpeHue coctaBa M BBEICHHE HOBBIX WICHOB MPOBOJIUTCS IO
peleHnIo d3TuIecKkoro komurera. HoBele wiensl BBoasTcs B cocraB JIDK mocne
€IUHOTIIACHOTO TrosiocoBaHus uineHoB JIOK wm yTBepkaeHus ux KaHIuOaTyp
npukazoM pekropa YI'MYVY. Iloareepxknenne o nercrByromeM cocrase JIOK
YI'MY BelnmycKaeTcs €KerofHo U noanuceiaercs npeacenarenem JIDK YI'MYVY.

6.8. UseHbl STUYECKOTO KOMHUTETA BBIOMPAIOTCA MO WX JUYHOCTHBIM
KauecTBaM, Ha OCHOBE UX MHTEPECOB, 3HAHWS U OMBITA B 00JACTU ITHKU WM
HayKd. YJIEHBI STUYECKOTO KOMUTETA BHIOMPAIOTCS CPOKOM Ha TISAThH JET U CPOK
WX TIOJITHOMOYUN MOKET OBITh MPOJJICH MO PEIICHUI0 WICHOB KOMHUTETAa, HO HE
0oJee IBYX CPOKOB MOIPSII.

6.9. IIpu Bcrymienuun B JIDK YI'MY, Kaxnplii y4acTHUK JOJIKEH
NMOANUCAaTh  CorjamieHue O  KOHPUICHIHAIBHOCTH,  OOeCIeUrBaIoIIee
COXpaHEHUE B TailHE OT HEYNMOJIHOMOYEHHBIX Ha TO JHI WMH(OpManuu, He
MOJIEKAILEH pa3TIIALICHUIO.

6.10. Ynensr JIDK YI'MVY nomkHbl ykazaTb 00 HMEIOIIEMCS Y HHUX
KaKoOM-JI100 KOH(JIMKTE WHTEPECOB WIn KaKOH-1100 CTETICHH
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3aMHTEPECOBAHHOCTH - B (PUHAHCOBOM, NPO(PECCHOHATBLHOM WA HWHOM
OTHOUIEHUH - B KaKOM-JIHOO TMPOEKTE WM TNPEIJIOKEHUH, TMOIeKAIUX
paccmotpenuto, a JIDK noimkeH onpeaenuTs BO3MOKHOCTh M YCIIOBHS y4aCTHS
yiieHoB JIDK, nuMmerommx kakoi- 1u00 KOHGIMKT UHTEPECOB, B OOCYXKJICHUU U
dbopmupoBanuu pexkomenganuii JIDK.

6.11. Ynenst JIDK mMoryt ObITh TUCKBATU(UIIMPOBAHBI M UCKIIIOUEHBI U3
coctaBa JIOK YI'MYVY no pemenuto KoMmuTeTa IMpyu HaJIUIUU COOTBETCTBYIOIINX
apryMEHTOB IIYTEM I'OJIOCOBAHUS WIEHOB TUYECKOTO KOMUTETA.

6.12. Ynenst JIDK YI'MY moryT yiTH B OTCTaBKYy CO CBOEIr0 MOCTa IO
COOCTBEHHOMY KEJIAHUIO, MPEACTABUB IMPOIICHUE 00 OTCTABKE MPEACEHATEINIO
JIDK.

6.13. JIDK YI'MYVY mokeT onupaThCsi B CBOMX CYXKIEHHUSX OTHOCUTEIHHO
OTIenbHBIX IIPOTOKOJIOB HCCIIENOBAaHUS WM PEKOMEHJALMA Ha MHEHHE
HE3aBHCHUMBIX KOHCYJIBTAaHTOB (PKCHEPTOB) IO OIpPEAEICHHBIM BOIPOCaAM,
OJIHAKO MX TOJIOC SIBJISETCSA COBEINATENBHBIM, a HE pemarommmM. HezaBucumelii
KOHCYJIbTAaHT Ha3zHadaercs mnpencenarenem JIOK w3 uyucia skcnepToB 1o
Y3KOCIIEMAIM3UPOBAHHBIM  TUCLUUIIMHAM,  BOIPOCaM  KOPUCHPYACHLMH,
PENMIUU U Ap. JUIsl IPOBENECHUS DKCIIEPTU3bI 110 KOHKPETHOMY HCCJIEIO0BAHMIO.
He3aBucuMble KOHCYJBTaHThI, IPU MPUBJICYEHUN K STUYECKON SKCIEPTU3E, KaK
u uiensl JIOK, momxHbl moamucaTh corjamieHue O KOH(PUISHIHATbHOCTH/
KOH(JIUKTE HHTEPECOB.

6.14. Beicmium pykoBoasmuMm opranom JIDK  VI'MVY  aBusercs
3acenanue 4ICHOB.

6.15. Koopmuaammet  mestenpHOocTH JIDK  YVI'MVY  3anmmaroTcs
[Ipencenarens, €ro 3aMeCTUTENb U OTBETCTBEHHBIN CEKPETAPB.

6.16. [Ipeacemarens  JIDK  VI'MY  saBusercs  oduIMaIbHBIM
IPEACTABUTEIEM KOMHUTETa B €ro KOHTAaKTaX C 3aKa3uhKamMu (CIIOHCOpaMu),
3asIBUTENSIMU, HCCIEOBATENSIMM, Pa3pEIIMTENIbHBIMA ~ MHCTaHIUAMU. OH
rapaHTupyet cooTBercTBue aesatenbHocTH JIDK YI'MY ero ycraBHBIM HOpMawm,
CTaHJAAPTHBIM NPOLEIypaM, 3aKOHOAATEIbHBIM W IPABOBBIM aKTaM, BEHET
3aceganue JIOK YI'MVY wu orBewaeT 3a mpaBUIIBHOE BEACHUE WU XPAHCHHE
JIOKyMEHTAI1H.

6.17. Crpykrypa JIDK YI'MV Ttaxxke BkiatoyaeT B ceOsi 3aMeCTUTENS
npeacenarens, KOTOPbIA OTBEYAaeT 3a MNPOBEACHUE 3aCENaHWil B OTCYTCTBHUH
npeaceaaTens 1 3a MOMOILb €MY B IPOBEICHUM 3aCEIaHUI.
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6.18. Cexperapuar JIDK YI'MVY oTBeuaeT 3a aAMUHUCTPATUBHBIA acCHEKT
NEATEIIBHOCTH KOMUTETA.

7. Hopspaok padorsl JIDK YI'MY

7.1. Crpykrypa u pearenpHocts JIOK VYI'MYVY, ouenka, npuHsitue
pelIeHnd U KOHTPOJb 3a HX HCIOJHEHUEM, OCYIIECTBISIOTCA Ha OCHOBE
Hactosimiero Ilomoxkennst u  paspadotanHsix COIloB, paccCMOTPEHHBIX H
yTBepxkaeHHbIX JIOK.

7.2. 3acemanus JIDK YI'MY npoBoasTcst He peke OQHOTO pa3a B MECHIL.
B cBA3u ¢ mepruogoM OTIYCKOB HE MPOBOIATCS 3acenanus ¢ 1 wmronsg mo 31
aBrycTa.

7.3. Cexperaps JIDK YI'MY omnoBemniaet o gare ¥ BpeMEHU MPOBEACHUS
3ace/laHusi, ero MOBECTKE HE IMO3JIHEe, YeM 3a 5 pabouux JHEH 10 3acenaHus,
pacchuiaeT HEoOXOJMMBIE JIOKYMEHTBHI JUIsl SKCIEepTU3bl HccienoBaHui. B
CJIyyae HaJuyusl JOKYMEHTOB JIJIsl YCKOPEHHOTO paccMOTpeHus cekperapb JIDK
YI'MY onosemaer wieHoB JIDK YI'MY nosTopHo.

7.4. UYnenn JIDK YI'MVY nopkHBI JTHYHO 70 3acelaHUs H3YyYUTh H
MPOAHAIN3UPOBATH MIAHUPYEMbIE K PACCMOTPEHUIO TOKYMEHTHI.

7.5. nsa Ttoro, utoObl pemenue 3acemanus JIOK VYI'MY Obuio
MIPaBOMOYHBIM, HEOOXOAUM aJIeKBATHBINH KBOPYM, KOTOPBIH TOJKEH:

- COCTOSATh MUHUMYM H3 5 4EJIOBEK, B TOM uucie cexkperapsa JIOK YI'MY

7.6. Ilpm mpoBeneHWM MPOIEAYPHI TOJOCOBAHMS W3 MPOICAYPHI
rOJIOCOBaHMUSI JOJIKHBI OBITh UCKJTFOUEHBI JIUIA, UMEIOIINE KOH(MIUKT UHTEPECOB.
[Ipensapurensuo JIDK YI'MVY nomkeH omnpeneiutb BO3MOKHOCTb U YCIOBUS
yaactust wieHoB JIDK YI'MY, umeromux kakoi- 1100 KOHQIMKT HHTEPECOB, B
obcyxnennn u popmupoBanuu pekomernanuii JIOK YIMYVY.

7.7. 3acemanus JIOK YI'MY moryT npoxoauTh Kak B OTKPBITOM, TaK U
3akpbITOil (hopme. OTkpbITas (popma MpeANOUTUTENHHA, KOT/Aa OOCYKIICHUIO
MOJIJIeKAT BOIMPOCHI OOIIETO XapakTepa. 3akpbiTas ¢GopMa ONTHUMaJIbHA IS
obOecrieueHusl MPUHIMIIA KOHPUICHIIUATIBHOCTU. 3aceaHus MOTYT ITPOXOIUThH B
3aKpbITON (pOopMe, ecu ITOTO KeNarT Bpaud W/ WA NalUeHThl (4IeHbl ceMeit),
BOBJICUCHHBIE B  00CykJIaemyr cuTyanuioo. Ha 3acemanum  Moryt
MPUCYTCTBOBATh  JOMOJIHUTENBHO IPHUBJIEKAEMBIE OKCIEPThI C  IPAaBOM
COBENIAaTeNbHOro rojoca. Ecnu uccnenoparenpb, y4acTBYIOIIUNA B 00CYy X AaeMOM
uccienoBanuu, apisiercss dieHoMm JIDK YI'MY, To oH He MOXEeT mpuHHUMAaTh
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y4acTHE€ B TOJIOCOBAHUU, YTO JAOJHKHO OBITh MOJATBEPKICHO JOKYMEHTAIIBHO.

7.8. Ilpu BO3HMKHOBEHUHW CUTyallUii, CBA3aHHBIX C PACHPOCTPaAaHEHUEM
UHDEKIUH U ApYyruX OOCTOATENHCTB HEMPEOAOTUMOro Xapaktepa JlokaabHBIM
stmyeckuii komuter ®PI'bOY BO YI'MY MunznpaBa Poccun ycranaBiuBaer
JUCTAaHIIMOHHYIO ¢dopMy pabOThl M BpPEMEHHBIM MOPSIOK TMpHeMa U
00pabOTKHU TOKYMEHTOB KIMHUYECKUX HCCIIECTOBAHMI JICKAPCTBEHHBIX CPEJICTB,
MEIUIIMHCKUX 17163 (S 1507 u HAy4HBIX WCCIICIOBAHUM.
[Ippuem JOKYMEHTOB MPOU3BOAUTCA B DJIEKTPOHHOM BHUJE, 3aceJaHus
JlokabHOTO 3THYECKOTO KOMUTETA IPOBOISITCSI B OHJIalH-(popMare.

7.9. llpunatue penieHnii OCymecTBISETCS OONBITMHCTBOM TOJIOCOB MPH
OTKPBITOM T'0JIOCOBaHHMH. B ronocoBanuu npuHUMArOT ydactue Bce wieHsl JIDK
YI'MY, B Tom uucie cekperappb JIOK YI'MYVY, 3a uckiatodueHueM Jiull, U3 4ucia
yieHoB JIDK YI'MY, umeromux KOHQIUKT HHTEPECOB.

7.10. Bce unenst JIDK YI'MY wu TexHuyeckwil mepcoHand JOJDKHBI
COOJI0/IaTh KOH(PHUACHIIMAIBHOCTh B BOMPOCAX, CBS3AHHBIX C KIMHUYECKUMHU
UCCIIEIOBAHUSIMU JIEKAPCTBEHHBIX CPEJICTB.

7.11. JIDK VYI'MVY o006s3aH o0ecnieunTh CBOEBPEMEHHYIO BbIAady
MMCBMEHHOTO 3aKJIIOYEHUsI O MPUHATOM Ha 3acegaHnu Komutera pemnieHuu (B
teueHue 10 pabouyux aHEN mociie 1aThl TPOBEACHUS 3aCeIaHus ).

7.12. Paccmotpenne BompocoB JIDK YI'MY MokeT HHHIMHPOBATHCS:
JIDK YI'MY, obpaiiienriemM 4acTHBIX ((GPU3NUYECKUX) WIH FOPUANIYECKUX JTHII.

7.13. JIDK YI'MY wumeer mpaBo OKa3bIBaTh YCIYTH TIO TPOBEIACHHUIO
AKCHEPTU3bl M KOHCYJbTUPOBAHUS HAYYHO-HUCCIIEIOBATEIILCKUX TMPOEKTOB,
HAy4YHbIX MyOJIHMKALWH, peKIaMHBIX MAaTEPUAJIOB U Jp. HA BO3ME3IHOM OCHOBE.

7.14. JIDK YI'MY pacnyckaercs no npukasy pekropa YIMY.

8. Cranaapraslie padouue npoueaypst JIDK YI'MY

8.1. B LEIAX oOecrieueHus NEATEIILHOCTH JIDK YI'MVY
pykoBOACTBYIOTCS CTaHIapTHRIMH pabouMMHU (ONIEPALIMOHHBIMU) MPOLEAYpaMU
(pabounMM UHCTPYKIUSAMH ), KOTOPbIE BKIIIOUAOT:

. CPOKHM pacCMOTpEHUs OOpalleHuss O MPOBEACHUM HCIIbITAHUS,
ONpENENECHUs] CPOKOB MPOBEACHUS MPEABAPUTEIIBHOIO M MOCIECIYHOIIUX
ciymaHuil (rpaduK perysipHbIX IJIAHOBBIX 3acelIaHuil) pa3palaThIBarOTCS Ha
3aceganun JIDK YI'MYVY;

. 3acenanng wieHoB JIOK YI'MVY npoBoasTcs B COOTBETCTBUHU C
yTBEpXKACHHBIM TpadukoM unau HaszHavatoTcs [Ipencemarenem mo wmepe
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HEOOXOJIMMOCTH, HO HE pexke | paza B Mecsll, 3a HCKIIOYECHHUEM NEpHoja
OTIYCKOB B HIOJIE U aBI'yCTE;

. cekperapb JIDK YI'MY onosemaer o 1are 1 BpEMEHH MTPOBEACHUS
3ace/laHus HE M03Ke YeM 3a 5 pabouux JHEH;

. paspabatsiBaetcs [Ipouenypa nonydenus peuensuu JIDK YITMY;

. MEPUOANIECKU MIPOBOAUTCS 3aCyIINBAHUE OTYETOB
PYKOBOJUTENEH U OTBETCTBEHHBIX HCIOJHUTENCH padOT MO KIMHUYECKUM U
JTOKJIMHUYECKUM UCCIICIOBAHUSAM (MCIIBITAHUSIM);

. paccMaTpHUBAIOTCS MPU HEOOXOJMMOCTH BHECEHHUS BO3HUKIIUX B
XOJI€ UCCIIEIOBAHUSI U3MEHEHUH B PAHEE YTBEPKICHHBIC IUIAHBI HCCIICIOBAHU;

. IIpOBEPSAETCS JOKyMEHTalMs, nojuexamas nposepke JIOK YI'MY
(cm. myHKT 8.3);

. rapaHTUpPyeTCs KOH(HIEeHIIMATTEHOCTh MpEACTaBICHHON
UCCIIEI0OBATENIEM JOKYMEHTAIMH C LEJbIO 3alIUThl aBTOPCKUX IPAB.

8.2. Ha 3acemanusax JIDK VI'MYVY paccmaTpuBaroTCs ClEIyIOIINAE
MaTepuabl:

. Hay4HO-UCCIIeI0oBaTeIbCKie padboThl, BeinonHseMbie B DT'BOY BO
YI'MY Munsapasa Poccun, B TOM 4HCIIE C UCIOJIb30BAHUEM JIEKAPCTBEHHBIX
npenapaToB, UCCIEAOBaHUS HA KUBOTHBIX, TPYITHOM M OUOTICUMHOM MaTepuaie
U JIOKYMEHTOB K HHM, IMPEJCTABJICHHBIX Ha JSTUYECKYIO) OKCIEPTU3Y A
0J100peHUs;

. 3aKJIIOUCHHS 10 TIPOBEPKE COOJIIOJCHUSI ITHKO-TIPABOBBIX HOPM B
MPOLIECCE MPOBEACHUSA KIIMHUYECKOTO UCCIEAOBAHUS ITYTEM aHAIN3a IEPBUYHOMN
JIOKYMEHTAIIMW Ha MECTE, 3aCIyIIMBAHUA JTOKIaJa IJIaBHOTO UCCIEA0BATEINS WU
pPacCMOTPEHHUS OTYETOB MO MaTepUaIaM UCCIIETOBAHMUS;

. 3aKJIIOYCHUE TI0 MPOBEPKE COOJO/ICHNS TPEOOBAHUI K HApKO3y H
ABTAHA3UM, YCIOBUI COAEPKAHUS KUBOTHBIX U YTWIN3ALNH, U3bSITUS TPYITHOTO
¥ OMOTICHITHOTO MaTepualia IMyTeM aHajin3a MePBUYHON JOKYMEHTAIMHU Ha MECTE
WJIU BBIE3/IHBIX TPOBEPOK P MPOBEACHUU UCCIEIOBAHUI;

. xonararictBa JIDK YI'MY, Hanpasinsiembie B OQUITHATBHBIC OPTaHbI
u Komutersi mo »stuke npu DenepanbHOM opraHe KOHTPOJS KauecTBa,
addextrBHOCTH U 6e30macHocTH JIC;

. JIpyTUE MaTepuajbl, CBSI3aHHBIE C OTUYECKUMHU aCIEKTaMU
MIPOBEIEHUS KIMHUYECKUX U HAYYHBIX HUCCIIEIOBaHUMN.

8.3. JIBDK YI'MY nosy4aeT ciaeayromnue J0KyMEHTHI:

. IIPU MPOBEJAEHUN KIMHUYECKUX U JOKIMHUYECKUX HCCIIEIOBAHUIL:
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MPOTOKOJ HCCIEAOBaHUS M TMOMNpaBKU K HeMmy, dhopmy HMHPOpMHpPOBAHHOTO
COrjlachsi W €€ TOCIEAYIIIHE pPEAaKIUU, MaTepuaibl sl MPUBICYCHUS
UCIBITYEMBIX K YYacCTHUIO B HCCIECOOBAHUM W JPYTHUE€ MPEIOCTABIIEMbIC
UCNIBITYEMBIM ~ MaTepuaibl,  bpomropy  ucciaegoBaTens,  HMMEIOLIYIOCS
uH(popMaIuio 0 0€30MaCHOCTH UCCIEAYEMOTO Mpenapara, HayuyHyto ouorpaduro
(CV) I'maBHOTrO HWccieaoBaTess, MOATBEPIKIAIONIYIO €ro KBaTH(DHUKAIUIO, JTHOO0
JpyTye MaTepUabl;

. Opd  TPOBEACHUU  DKCIEPUMEHTAIBLHOIO  HCCIEIOBAHMS  C
WCIIOJB30BaHUEM >KMBOTHBIX: MPOTOKOJI MCCIIECIOBAHUS U TOMPABKH K HEMY,
rapaHTHHOE 00513aTENBCTBO, AHHOTALUSA K SKCIIEPUMEHTY;

. NPy MPOBEJCHUM HUCCIEAOBAHUS C HUCIOJIB30BAaHUEM TPYITHOTO M
OMOICUMHOTO MaTepuala: MPOTOKOJ HCCIAEAOBaHUS U TOIMPaBKU K HEMY,
rapaHTUiiHOE 00S3aTENBCTBO, Pa3pEUICHUs ISl MCIOJIb30BAHUS TPYITHOTO WIIH
OHMOIICUITHOTO MaTepHuaa JiJIsi Hay4HbIX LeJeH.

. Jlist mepBUYHOTO OJ00pEHUsT JOKYMEHTHI HampaisioTcs B JIDK
YI'MVY B nUCbMEHHOM BHUJE U AYONHPYIOTCS B DJIEKTPOHHOM (Ha JHUCKE),
MUHUMAJIBHBIN CPOK Moja4yu 3a 5 pabounx gued g0 3acemanus JIDK, B ciyuae
Oonee TMO3MHETO TOCTYIUICHHS JOKYMEHTOB BOMPOC O BO3MOXKHOCTH
paccmoTpenus cornacyerca ¢ npeacenarenem JIDK YI'MY, koTopslii ucxoaut
W3 HaJW4usl BO3MOXKHOCTH MPOBEICHUS KAYECTBEHHOM ITUYECKOW DKCIEPTHU3HI,
MpU TMOCJEAYIOMEM PAacCMOTPEHUU JOIMOJHUTEIBHBIX JTOKYMEHTOB IO paHee
0JIOOPEHHOMY HCCJIEOBAHUIO JOMYyCKaeTcs Mojadya JOKYMEHTOB TOJbKO Ha
AJIIEKTPOHHOM HOCHUTENE (AUCKE), KOTOPBII MPUOOIIAETCS K XPAHUMbBIM B apXHUBE
JIOK YI'MY nokymMeHTaMm MO JTaHHOMY HMCCIIEIOBAaHWIO, K JUCKY MPHUIATaeTCs
MKAChbMO O TOJAY€ JIAHHBIX JOKYMEHTOB, OJWH J3K3EMIUISIP KOTOPOTO XPAHUTCS
BMecTe ¢ AuckoM B nokymeHTax JIOK YI'MYVY. Cpok nojgauum TOKYMEHTOB s
YCKOPEHHOTO PAaCCMOTPEHHUS W OJOOpPEHHUS HE3HAUYUTEIBHBIX W3MEHEHUW IS
uccienoBanuii, panee oa00peHHbIx JIOK YI'MY, mMoxeT ObITh COKpAIIEHO 10
OJIHOro pabodero mHs IO coryiacoBaHuio ¢ mnpeacenarenem JIOK YI'MY no
3aceganus JIDOK YIT'MY.

. [leperiucka ¢ JIDK VYI'MVY MoxeT OBITh OCYIIECTBIICHA Kak
MACHbMEHHOM BHJIE, TaK U o e-mail: lec@usma.ru.

8.4. TIlocne paccMOTpeHHsI BCEX MPEICTABICHHBIX JOKYMEHTOB B
OTHONIEHUH Tpenoiaraemeix ucciuenaoBanuii JIOK YI'MY nenaer 3akitoueHue,
oQOpMJIEHHOE B MHCHMEHHOM BHJE M OTpaXKalollee MHEHUE €ro YJICHOB IO
CIEAYIOIIUM aCIIEKTaM:
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- 1eJ1ecCO00Pa3HOCTh MPOBEACHUS HCCIECJOBAaHMS W €ro Hay4Has
LIEHHOCTB;

- COOTHOUIEHHE PUCKA/ TIOJIb3bI JAHHOTO UCCIIEI0BAaHUS;

- IIPUEMIIEMOCTh  NPOTOKOJIA HCCICAOBAaHUSA C TOYKHA 3PECHMS
OMOMEANIIMHCKON ATHKHY;

- IPUEMIIEMOCTh MPOTOKOJIA AKCIEPUMEHTAJIbHBIX HCCIEAOBAHUMN C
TOYKH 3pEHUSI TYMaHHOT'O OTHOILIEHUS K )KUBOTHBIM;

- NPUEMJIEMOCTh MPOTOKOJA PabOThl C TPYHHBIM M OHUONCUHHBIM
MaTepHaIOM C TOYKH 3pEHHS IPABOMOYHOCTHU €r0 U3bITHS;

- COOTBETCTBHE KBAIM(PUKALMK HCCIENOBATENEH M WX ONbITa AJIA
BO3MOYKHOCTH  y4aCTUsi B  MpPOBEJEHUMM JAHHBIX HCCIEAOBaHUN  Ha
IpeJICTaBICHHOMN HCCIeA0BATEIbCKOM 0aze;

- MOJIHOTA U CHEKTP OTpaKeHUsI HH(POPMALUH, IPEAHA3HAYEHHOM JIs
UCIIBITYEMBIX;

- OTMEHbI/ TPUOCTAHOBJIECHMSI JIAHHBIX paHEE pa3pelieHuil Ha
ITPOBEJICHUE UCCIIEAOBAHUM.

8.5. JIDK VI'MV nomxen nucbMeHHo B Tedenue 10 pguelr mocne
INPUHATUS COOTBETCTBYIOILIETO PELIEHUS W3BEIIATh O HEM HCCIIENOBaTENEH U
pykoBogsmue opranel. B cimydae, ecnu JIDK YI'MYVY pemaer He yrBepxkaarh
MPOBEICHHUE KIMHUYECKOTO UCCIIEIOBAHUS, TO B CBOEM TMCbMEHHOM H3BEIICHUH
OH JIOJKEH U3JIOXKUTh NpUduHEL. [Ipu sTroM JIDK YI'MY noikeH npenocTaBuTh
MCCJIEIOBATENO BO3MOKHOCTD 1aTh OTBET B YCTHOM MJIM MUCBMEHHOM (hopMme.

8.6. Bce mokymentsl JIDK YI'MYVY, xkacaromuecsi mopsinka paOoTHl,
COCTaBa YYAaCTHHUKOB, (OPMBI YYacTUsi U MX CHEHUAIbHOCTH, PELICHUH,
IOPUHATBIX B XOJI€ COBEIIAHWMN, OCYILIECTBISIEMOM TMEPENHUCKU  JOJIKHBI
opopMIIATECA B NMHUCHMEHHOM BHJIE€ M XPAHUTHCS B TEUEHUE TPeX JIET MOCie
3aBEpUICHMs MCCICAOBaHUsA. Y Ka3aHHbIE JOKYMEHTHI B Clyyae HEOOXOIMMOCTH
JOJDKHBI  OBITH JOCTYIHBI JUid paccMoTpeHust MunsnpaBom Poccun. Bcee
JOKYMEHTBI XPAHITCS B IOMEIIEHUH, HEJOCTYITHOM IS [IOCTOPOHHUX JIULI.

0. OtBercrBeHHOCTHL JIDK YI'MY

9.1. JIDK VYI'MVY HeceT OTBETCTBEHHOCTb 3a MPUHATHIE PEHICHUS
COTJIACHO JICHCTBYIOIIEMY 3aKOHOIaTEIbCTBY.

9.2. B cinyuae orpunarenbHoro pemienus JIDK YI'MYVY o6s3an ykazath
nepeueHb KOHKPETHBIX HAPYIICHUH STUYECKUX MPaBUI WIH CPOPMYITUPOBATH
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JIPyTUE BECKUE OCHOBAHMUSI.

9.3. B cmydae HE0OXOIUMOCTH JOKYMEHTBI IMPEIOCTABISIOTCS Ha
paccmotpenne MunsznpaBa Poccun, CoBera 10 3TUKe MWUHHUCTEPCTBA
3apaBooxpanenusi Poccuiickoit @eaepanun. JIDK YI'MY moxeT npeaocTaBuTh
JaHHYI0 WHGOPMAIIUIO MCCIIEAOBATEII0, CIIOHCOPY HCCIICIOBAHUS WM JPYTHM
3aMHTEPECOBAHHBIM MHCTAHIUSIM.

10. Ipasa JIDK YI'MY

10.1. Pemenus JIDK YI'MY 06 ogoOpeHun, 160 006 oTKa3ze og00peHUs
NPOBEJCHUS HCCIEAOBAHUN 00s3aTeNbHBI ISl JIUI], 3aMHTEPECOBAHHBIX B HX
OCYILIECTBIICHUH.

10.2. JIDK YI'MY o06s3aH uHGOpMHUPOBATH 3aMHTEPECOBAHHBIE CTOPOHBI
O CJIy4asiX IPOBEICHUS UCCIICAOBAHMM, HE MPOIICAIINX dTHUECKOU IKCIIEPTHU3BI.
BuHOBHBIE JTMI]a HECYT OTBETCTBEHHOCTh B YCTAHOBJIEHHOM 3aKOHOM TOPSIJIKE.

10.3. [ns 3amuthl npaB U 0€30MacHOCTH CyOBeKTOB uccienoBanus JIOK
YI'MY umeer mpaso:

. 3aTpeOoBaTh JIOMOJHUTEIBHBIE MAaTEPUAIIbI, HEOOXOAUMBIE EMY IS
pEIICH3UPOBAHUS;

. OTMEHSTh UM MPUOCTAHABINBATH JIEHCTBUE CBOETO 0JI00pEHUS HA
OpoBEJCHNE  WCTBITAHUN  TpW  YCIOBHMM  YBEJOMJIGHHS 00  ITOM
COOTBETCTBYIOIINX WHCTAHIIUN C YKa3aHUEM MPUYIHNH;

. [lpurnamate Ha CBOM 3acelaHUs HCCIEIOBaTeNed, a TakKe
CIEHHUAINCTOB, He sABsronuxcs wieHamu JIDOK YI'MY, nns koHCynbranui uim
MPOBENCHUSI HE3aBUCHMMOM  dKcmepTu3bl. McciemoBarenb  y4acTBYeT B
00CYXXJICHUH, IPUHATUH PEIICHUHN 1 BHICKA3bIBAET CBOC MHEHHE HAa COBEIIAHMSIX
JIDK YI'MY u umeet npaBo MpeoCcTaBIsITh HHPOPMAIIUIO TI0 JTH0O0MY BOIIPOCY,
BO3HHUKILIEMY B IIpoliecce 00CyKICHUS.

11. Komnencamuu JIDK YI'MY

11.1. 3aka3zumk (crioHCOp) MHOTOLIEHTPOBBIX KJINHUYECKUX
MCCIIEOBAaHUM KOMIIEHCUPYET agMUHHUCTpAaTuBHBIE pacxoasl JIDK YI'MY, nmpu
ATOM OIUIaTa HE 3aBUCHUT OT TOTO, 0J100peHbl JokyMeHThl JIDK YI'MY wunmm
OTHOCHUTEJIbHO HUCCIIEI0BAHUS IPUHATO KaKOe-IMO0 APYroe perieHue.
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Principal Investigator
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Study Site humber
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CLINICAL STUDY AGREEMENT

mexay / by and between
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u/and
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Study Site number

Jara Coryiamenus o

KOH(UIEHIHATBHOCTH /

Confidentiality Agreement Date
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JAOI'OBOP O KNIMHUYECKOM UCCJIEJOBAHHNU /
CLINICAL STUDY AGREEMENT

Hactosmuit IO'OBOP O
KIIMHNMYECKOM UCCJIIEAOBAHNUN
(«/loroBop») BCTynaeT B CUJy B I€Hb
nocienHel noanucu («Jlara BCTymieHus B

cuiry») Mexay CTopoHamu:

This AGREEMENT (the “Agreement”) is
made effective as of the last date of the
signatures below (the “Effective Date”) by
and between

1. Kommnanueit OOO , 1.

HAXOJAIICHCS IO aJipecy:
,B

JIHILIe ,
JUPEKTOpA 10 KIMHUYCCKUM
HCCIIEIOBAHUSIM, JICHCTBYIOILIETO
Ha OCHOBaHWH JIOBEPCHHOCTH
No oT T.
(« »), H

2. <<VYka3arh Ha3BaHHE 2. <<Insert name of medical
MEIUIIUHCKOTO YUPEKICHUSI>>, institution>>, a legal entity with a
IOPHINIECKOE JIUIIO C facility at << >> (the “Institution”)
MECTOHAXOXKIEHUEM << >> accredited for clinical trials
(«Yupexnenue), conduct according to Russian
AKKPEIUTOBAHHOE IS TIPOBEICHHUS Federation (RF) local legislation,
KJIMHUYECKHUX MCCIICIOBAHUHN B acting according documents of
HOPSIIKE, YCTAaHOBICHHOM entitlement << list documents of
JCHCTBYIOIINM entitlement>>, and
3aKOHOJIaTeNbcTBOM Poccuiickon
Oenepanun (PD), neiicTByromero
Ha OCHOBAaHMHU << YKQXKUTC
NPaBOYCTaHABIMBAIOIIINE
JOKYMEHTBI>> U

3. <<Vkazarp ©.1.0. 1 JOIDKHOCTh 3. <<Insert name and title of Principal
I'maBHOrO MCCIEemOBATEIISA>>, Investigator>>,
<<OoJbpHHIIA/yUIpEKICHUE >>, TIO <<hospital/institution>>, at
<<aapecy>> («I'J1aBHBI <<address>> (the “Principal
HCCJIEI0BATENbY). Investigator”).

IIpeamoysa Background

@ [MTOCKOJIbKY €)) WHEREAS, ~ intends to

HaMepeBaeTcs conduct a clinical study (Study)

MIPOBECTU KIMHUYECKOE regardingthe ~ Test
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uccienoBanue (MccnemoBanue)
oTHOocuTenbHO Hccienyemoro
nperapara ,

(b) I[TOCKOJIBbKY VYupexaenue
HUMEET COOTBETCTBYIOIIIEE
000pyI0BaHUE U MTEPCOHAT,
HEOOXOIMMBIE IS TPOBEICHHSI
Uccnenosanus u

(©) ITOCKOJIbKY TI'naBHbI#
HccnenoBarens BelpaxkaeT
JKeJlaHWe U UMEET He0OX0JUMYIO
KBAJTM(PHUKALIHIO, OIIBIT U
COOTBETCTBYIOINE 3HAHUS IS
nposeneHus lMccnenosanus.

Horosop

I[TOCTOJIBbKY ¢ yuéroM B3auMHBIX
00513aTeNIbCTB, COJIEPKAIINXCS B HACTOSILEM
HoroBope, CTOpOHBI IOTOBOPHIIHCH O
HIDKECIIEAYIOIIEM:

Drug,

WHEREAS, Institution has
appropriate facilities and personnel
necessary to conduct the Study; and

(b)

(d) WHEREAS, Principal Investigator
desires and has the necessary
qualifications, experience and

expertise to conduct the Study.

Agreement

NOW THEREFORE, in consideration of the
mutual covenants contained in this
Agreement, the Parties agree as follows:

1 ONPEJEJEHUS / DEFINITIONS

Ecnu nHOE npsMO HE YCTAaHOBJIEHO B
Hacrosuem J[oropope, TEpMUHBI,
ynoTpeOsieMble ¢ 3arjlaBHONW OYKBBI JTIOJKHBI
MMETh 3Ha4YEeHUs, yKa3aHHbIe B [[punoxenuu
A.

Unless otherwise specifically provided in this
Agreement, capitalised terms shall have the
meaning set forth in Appendix A.

2 MNPOBEJEHME UCCJIEJOBAHMUSI / CONDUCT OF THE STUDY
2.1  Hacrosmum Hanumaer 2.1 hereby engages
VYupexaeHue s IPOBeICHUS Institution to conduct the Study.
HccnenoBauus. BBICTYIIAET B shall be the sponsor of the

posu criorcopa MccnenoBanmusi.

2.2 CtopoHBI 00S3YIOTCS IPOBECTH
HccnenoBanue B COOTBETCTBUM € HACTOSIILIUM
Horosopom, IIporokonom, bpourropoit

Study and any reference to Sponsor in this
Agreement or Appendix shall be a reference
to

2.2 The Parties shall conduct the Study in
accordance with this Agreement, the
Protocol, the Investigator’s Brochure and/or

ctp. 21 u3 106



(enepabHOE TOCYAapCTBEHHOE OFOKETHOE 00pa30BaTEIbHOE YUPCIKICHUE
BBICIIEr0 00pa3oBaHus
«Ypanbckuil rocy1apCTBEHHBIN MEIULIUHCKUIN YHUBEPCUTET)
MunucTepcTBa 31paBooxpanenus Poccuiickoit deneparyu
(®I'bOY BO YI'MY Munzapasa Poccun)

HaydHo-mccie1oBaTenbCKoe yIpaBiIeHUE
ITono)xeHne 0 JIOKaJTbHOM 3THYECKOM KOMHTETE

WCCIIeI0BaTeNs W/ WM HHON nHBOpMaIei 1o
MIPUMEHEHHUIO, PYKOBOJICTBAMHU 11O
HccnenoBanuio, KOTOpbIE MOTYT OBITh
M3MCHCHBI, 1 B COOTBETCTBUH CO BCEMU
JEeHCTBYIOMMMHU 3akoHaMu U TpeboBaHHsIMU,
YCJIOBHUSIMU, TIPEANUCAHHBIMU
PerynaropHsiMH OpraHamMul u/WiH
HesaBucumbiM OtnueckuM Komurerom.
I'maBubIil MccnenoBatens 00s3yercs
co0iroaaTh Bce pyKOBOACTBA U MHCTPYKLIUU
Ha 3aKOHHBIX OCHOBAHMSX ONPEICIICHHBIC

2.3 UMeeT IpaBo, 0e3
ymepba i Hactosero Jloroeopa,
npuBieys [ maBHoro Uccnenorarens u Co-
HCCIIeIOBaTEICH I OKa3aHUs
aJIMAHUCTPATHBHOM MOICPKKH, K IPUMEDPY,
cOOp IaHHBIX U T.II. B 1IeNsIX MccnenoBanus,
MyTEM MOANUCAHUS OTJEILHBIX JIOTOBOPOB C
I'maBabM UccnenoBatenem u Co-
HCCIIeIOBATEISIMU (Jlaiee UMEHyeMoe
«JloroBop 0 moaiep:KKe KIMHHIECKOTO
HCCIIeIOBAHMSNY).

2.4 VYupexaenue u [ maBHbIN
HccnenoBarens, MOAMUCHIBas HACTOSAIIUN
JloroBop, MpU3HAIOT, YTO OHHU BBIOPAHBI JJIS
npoBeneHus MccnenoBanus, NOCKOIbKY
UMEIOT JIOCTATOYHBIN OIIBIT, CIICIIUATBHBIC
3HAHUS U PECYPCHI, HO B JIFOOOM cliydyae He
JUIsl CTUMYJIA WJIM B OOMEH Ha MPOIILIOoe,
HACTOsIIee UK OyAylee Ha3HAUCHUE,
npuoOpeTeHne, peKOMEH 1aIUIo,
UCIIOJIb30BaHUE, TOJIyYeHUE
MIPUBUJIETUPOBAHHOTO CTATyCa WIIH
pacmpocTpaHeHHe TI000ro MPOIyKTa

2.5 [Ipoenenue MccnenoBanus
OCYIIECTBIISICTCS CTICIIHATNCTAMA
VYupexaenus Ha 6a3e UCCIeI0BaTEIbCKOTO
neHTpa Yupexaenus. C 3ToH Lebro
CO3/1a€TCs1 BPEMEHHBIN KOJJIEKTUB
CIIEIUATIUCTOB, TI0JT PYKOBOJICTBOM
CIICIIHAINCTA, OTBETCTBEHHOI'O 3a
nposeaenue MccnenoBanus (I'maBHbIi

other prescribing information, Study manuals
as each may be amended, and in compliance
with all Applicable Laws and Requirements,
any condition required by a Regulatory
Authority and/or an IEC. Principal
Investigator shall follow all guidelines and
instructions reasonably provided by

2.3 has the right,
without prejudice to the present Agreement,
to engage the Principal Investigator and Sub-
investigators to provide certain administrative
support, e. g. data collection, etc., for the
purposes of the Study under separate
agreements (below referred to as the
“Agreement for Support of the Clinical
Study”).

2.4 Institution and Principal Investigator
by signing this Agreement acknowledge that
they have been selected to conduct the Study
because of their experience, expertise and
resources and not, in any way, as an
inducement to, or in return for, past, present
or future prescribing, purchasing,
recommending, using, obtaining preferential
formulary status for or dispensing any
product.

2.5  Study is conducted by Institution
employees at the Institution Study Site. A
temporary team of specialists is to be
organised to conduct a Study, under
leadership of a specialist responsible for the
Study conduct (Principal Investigator).
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HccnenoBarens).
3 YYUYPEXIAEHUE / INSTITUTION
3.1  Vupexnenue o0s3yeTcs: 3.1 Institution shall:

3.1.1 B nonHOI Mepe COTPYIHUYATD C
KOMIIaHHUEHN ,
I'maBubIM UccnenoBarenieM U HHBIMU
JIMIIAMU, YYaCTBYIOIIUMHU B rpoBeiennu KU,
110 BCEM BOIIPOCaM, BOSHUKAIOIINM B X0/
nposeaeHus KI.

3.1.2 wnasumauuts ['1aBHOrO MccimenoBarens,
BbIOpAHHOTO U3 CIIHMCKA
KaHIUAATYp, IPEUI0KEHHOTO Y UpexkKIeHUEM,
C LIEJIBI0 3aKIIOUYECHUS

noroBopa ¢ I'maBHbIM MccnenoBarenem.

3.1.3 rapaHTHPOBaTh BBIIIOJHEHHE
o0s3arenscTB ['maBHbIM MccnenoBaTeneM u
[Tepconanom MccnenoBarenbekoro eHTpa B
COOTBETCTBUH C HACTOSIIUM J[0orOBOpOM;

3.1.4 HememIeHHO HH(OPMHUPOBATH

npu
BO3HUKHOBEHUH NPOTUBOPEUUI MEXKTY
yCIOBUAMU Hactosmero Jloropopa u
IpaBUJIaMHU U NPOLIEAYPaMH,
YCTaHOBJICHHBIMH Y UPEKICHUEM B
oTHoIEeHnH npoBeaenus Mccnenosanus. [pu
3ToM CTOPOHBI OYAYT CTapaThCs pa3penInTh
BO3HHKIIIKE MPOTUBOPEUHUS TIPUEMIIEMBIM JIJIS
00enx cTOpoH 00pa3zoM.

3.15 HE3aMeJIUTEIbHO YBEIOMIISITh
B MUCbMEHHOMN
dbopme B TOM cirydae, eciu [ 1aBHBII
HccenenoBarens mIaHupyeT MOKUHYTh
VYupexJieHue niau He MOKET 3aBEPIIUTD
Uccnenosanue. Yupexaenue o0a3yercs, npu
COTJIACOBAHUU C ,B
KpaTyaliime CpOKH MPeUIOKUTh APYTYIO

KaHAUJaTypy Ha MecTo [ maBHOrO

3.1.1 cooperate in full with

, Principal Investigator
and other Site Staff on all the questions that
might occur in the course of the Study.

3.1.2 assign the Principal Investigator
chosen by from the list of
candidates offered by Institution to sign the
Agreement for Support of the Clinical Study
between Principal Investigator and

3.1.3 ensure the performance of the
obligations of Principal Investigator and
Study Site Staff as set out in this Agreement;

3.1.4 immediately notify

of any conflict
between the terms and conditions of this
Agreement and any such policy or procedure,
established by the Institution with regard to
the Study. The Parties will attempt to reach
an appropriate accommodation.

3.1.5 give written
notice at such time as it becomes aware that
Principal Investigator plans to leave
Institution or shall be unable to complete the
Study. Institution shall, in consultation with
, use reasonable
endeavors to promptly nominate a
replacement for Principal Investigator;
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Hccnenosarens;

3.1.6 o TpeGoBaHuUIO
WJIN MHOT'O JIUI[A, HA3HAYE€HHOT'O

JIOIyCKAaTh , IPH
HE00X0IMMOCTH, IPUCYTCTBOBAThH IIPU
NPOBEICHUN MOHUTOPUHTA, CBSI3aHHOTO C
HccnenoBanueM, Ha ayJuTax

, peusun HOK,
IpOBEpPKax PerysisTopHbIX OPraHoB, a TaKXkKe
IPEOCTABIIATE TOCTYII K MEAUIIMHCKUAM
3anucsam o Cyobekre u JlokyMeHTauu
HccnenoBanus Tak CKOpo, HACKOJIBKO 3TO
BO3MOYHO;

3.1.7 mpemocTaBUTh BOZMOKHOE
coJieiicTBUE U COTPYJHUUYECTBO, KOTOpBIE
MOTYT IOTPeOOBaTHCS

B CBSI3U C KaKUM-
1100 PEeryaSATOPHBIM BOIIPOCOM, CBS3aHHBIM C
HccnenoBanuewm;

3.1.8 He3zamMemIHUTENHHO YBEIOMIISATH

B TOM CJIy4ae, eClu
PerynstopHble oprainbl KOHTAaKTHPOBAIH C
yupexJeHueM B cBs3u ¢ Mccnenosanuem, 3a
UCKJIIOUYEHHEM CIIy4aeB, PEAyCMOTPEHHBIX
JeiicTByromumu 3akoHaMu U
TpeboBaHusIMH, a TaKXkKe MPEAOCTABIIST
JUIS. PACCMOTPEHHUS U
on0o0peHus nepej nogaueit B Perynsaropusie
Opransl Bce OTBETBI OTHOCUTEIIBHO
Uccnenosanus;

3.1.9 mnpenocraBnsTh 000pyIOBaHUE,
OTBeUaloIee HeOOXOAMMBIM TPEOOBAHUSM,
BKItouasi MccnenoBarenbCkuii EHTP,
OCHAIIIEHUE U TIPOYNE PECYPCHI, KOTOPHIE
000CHOBaHHO 3aTpe0OBaHbI AJIsi OE30MMaCHOTO
U HaJyTexamero codmoaenus [Iporokona, a
Tak)Ke 00ECIIeUnTh MEIUIIMHCKOE
(;maboparopnoe) obcnyxuBanue CyObeKTOB,
yuacTBytomux VccnenoBanuu;

3.1.6 allow and, if requested, be
appropriately represented at Study related
monitoring, audits, IEC
review, Regulatory Authority inspections and
provide direct access to Subject medical
records and the Study Documentation as soon
as reasonably possible upon request by

or its designee,
Regulatory Authority or IEC;

3.1.7 provide all reasonable assistance and
cooperation as may
request in connection with any regulatory
matter relating to the Study;

3.1.8 notify ifitis
contacted by a Regulatory Authority with
respect to the Study, unless prevented from
doing so by Applicable Laws and
Requirements, and provide any response to
such Regulatory Authority that pertains to the
Study to for review and
approval prior to submission;

3.1.9 make available adequate facilities,
including the Study Site, equipment and any
other resources that are reasonably required to
safely follow the Protocol and provide health
(laboratory) services to the Subjects
participating in the Study;
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3.1.10 B ciyvasx, yCTaHOBICHHBIX
HacTosiuM J[0OroBopom WM I€UCTBYIOIUM
3akoHoAaTeabCcTBOM P®, ncnonb3oBarh
(OpMBI TOKyMEHTOB, PEAOCTABICHHBIE WIH
0/I00pEHHBIC

3.1.11 coGupaTh 1 XpaHUTb BCIO
JOKyMeHTanuio 1o VccnenoBanuio B
COOTBETCTBUH C TpeOOBaHUSAMH,
IpeABSIBISEMBIMH IS cOOpa TaHHBIX, IS
HOCJICAYIOIICH MOJaul U PACCMOTPEHUS B
Perynsaropusix Opranax, B 10JIHOM
cootBeTcTBUH ¢ [IpoTOKOIIOM, @ TaKXKEe BCEMHU
JeticTByromumu 3akoHamMu 1 TpeGoBaHUSIMU
B TCUCHHE NIEPHOJIa BPEMEHH,
ycraHoBiieHHOro B [Ipuinoxxenuu C; n

3.1.12 cnemuts 3a TEM, YTOOBI
JNOKyMeHTarus 1o MccinenoBanuto He
YHHUTOXKAJIACch 0€3 MPeIBAPUTEIIEHOTO
MUCEMEHHOTO

corJiacusi

3.1.13 BBINONHATH BCE HHCTPYKIMHU O
MCIIOJIb30BAaHUIO U O0CITYKUBaHHUIO
000py10BaHUs, IPEIOCTABICHHbIE

, TPETbEH CTOPOHOMN
WY TIPOU3BOJIUTENIEM 000pYyI0BaHUS U
cofiepkaTh 00OPY/IOBaHNE B HA/UIEKAIIIEM
COCTOSIHUH, 110 BO3MOKHOCTH
MUHHMH3HPOBAB PHUCK €0 MOPYH UIIH YTEPH.

3.1.14 obGecnieunBaTh BCe BO3MOXKHBIC
TEXHUYECKHUE U OPTAaHU3AIMOHHBIC MEPHI JIJIS
3aIIUTHI JaHHBIX VccnenoBanus oT MOTepH,
37I0YyMOTPeOICHUS, TI000TO
HECAHKI[MOHUPOBAHHOTO, CIIY4alfHOTO WU
HE3aKOHHOTO JIOCTYTIa, pa3riIalicHus,
W3MEHEHUS WIH YHHUTOKEHUS, BKITI0Yast
MIPUMCHCHUE U YCUJICHHE
AIMUHUCTPATUBHON, TEXHUYECKOU U
(U3UIECKON MOTUTHKH 0€30MMaCHOCTH 1
poLeayp, MPUMEHUMBIX [T TaHHBIX 110 K.

3.1.15 HezamemuTEeNIbHO HHPOPMUPOBATH
CyOnexToB HccnenoBanus o ciaydasx
IPEXKIEBPEMEHHOTO IPEKPAILEHUS
HccnenoBanust 1o J000i npuunHe,

3.1.10 Use the forms of documents submitted
or approved by in cases
stipulated in this Agreement or the RF current
legislation.

3.1.11 retain and store complete, current,
accurate, organized and legible Study
Documentation in a manner acceptable for
the collection of data for submission to, or
review by, a Regulatory Authority and in full
compliance with the Protocol and all
Applicable Laws and Requirements, and for
such time period as specified in Appendix C;
and

3.1.12 ensure that no Study Documentation is
destroyed without the prior written approval
of

3.1.13 follow all instructions related to the
use and maintenance of the equipment,
provided by , a third
party or a manufacturer of the equipment, and
maintain the equipment in proper condition,
whenever possible minimizing risks of its
damage or loss.

3.1.14 provide all appropriate technical and
organizational measures for Study data
protection from loss, misuse, any
unauthorized or unlawful access, disclosure,
change or destruction including
comprehensive implementation and
enforcement of administrative, technical and
physical safety policies and procedures
applicable for Study data protection.

3.1.15 inform Study Subjects immediately of
the early termination or suspension of the
Study conduct for any reason, ensure
appropriate health care and follow-up care for
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00€eCIeunTh UM COOTBETCTBYIOIIEE JICUCHUE U
nocleaAyrolee HaOIIOACHHE, a TAKXKE
yBeZOMUTH Perymnstopasie Opransl, €CJId 3TO
IIPEAYCMOTPEHO JEHCTBYIOIUM
3aKoHOIaTeEILCTBOM PD.

3.1.16 ne B3umatrb ¢ CyObEKTOB WU TPEThEH
CTOpOHHI Tu1aTy 3a VccnemyeMsblii IpoayKT
WJIN 32 IPEAOCTABIEHUE YCIIYyT, CTOUMOCTb
KOTOPBIX BO3MELIACTCS YUPEKICHHIO

, COTJIaCHO
yCJIOBUAM HacTtosuiero JJoroopa.

3.1.17 wHe ocymiecTBIATh 0€3 MUCEMEHHOTO
0J100peHNUs1 KOMITaHUEH
OJIHOBPEMEHHOE MPOBEICHNE KaKUX-TH00
UHBIX JIOMOJHUTEIbHBIX (MapauieabHbIX)
HCCIICIOBAHNI, 32 UCKIIOUYCHUEM
npeaycMoTpeHHbIX [IpoTokoaom
Uccnenosanus, ¢ yuactuem CyObEKTOB,
3ajeiicTBoBaHHbIX B MccnenoBanuu, B
COOTBETCTBHUH C HAacTOSIIUM J[oroBopom miu
C MCIIOJIb30BaHUEM OMOJIOTHYECKUX
00pa3IoB, MOJYyYEHHBIX B X0
Hccnenosanus.

3.1.18 ob6s3aHHOCTH YUpeKACHUS HE
OTPaHUYHMBAIOTCS YIIOMSHYTBIM BBIIIIE U
MOTYT OBITh U3MEHECHBI HJIH JIOTIOJIHEHBI 110
COIIACOBAHUIO C

them, as well as notify Regulatory Authorities
if it is required by RF current legislation.

3.1.16 not to charge Subjects or the third
party with a payment for Investigational
Product or for rendering services the cost of
which is reimbursed to the Institution
according with the terms of this Agreement.

3.1.17 not conduct simultaneously any other
additional (parallel) studies, besides those
specified in the Clinical Study Protocol, with
the Subjects involved in the Study according
to this Agreement or with the use of
biological samples received during the Study
without written consent.

3.1.18 Institution responsibilities shall not be
limited to the above mentioned and may be
altered or amended in agreement with

4 I'JIABHBIN UCCJIEJOBATEJIb / PRINCIPAL INVESTIGATOR

41  VupexJeHue rapaHTUPYET, 4TO
I'maBub1i UccnienoBarens y10BIETBOPSET
TpeOOBaHUSIM, YKa3aHHBIM B pazjene 4
Hacrosuero Jlorosopa, a Takxe
TpeOOBAHUSIM, TPETYCMOTPEHHBIM
3akoHozarenbcTBoM PD, u crenyer
MpaBWIaM U IPONEAypaM, MPUHATHIM B
YupexaeHun, BKIII04Yasi IpUMEHUMBIE
(UHAHCOBBIE ACTIEKTHI.

4.2 I'naBuni UccnenoBatens TOKEH
UMETh JICYEOHYIO CIIeIMAIBHOCTb,
COOTBETCTBYIOLLYIO IIPOBOJIUMOMY Ha

4.1  Institution hereby ensures that the
Principal Investigator meets the requirements
indicated in Section 4 of the Agreement and
in the RF current legislation, and follows the
rules and processes, accepted by Institution,
including applicable financial aspects.

4.2 Principal Investigator is to have
medical qualification required to properly
conduct the Study under this Agreement, and
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OCHOBaHUU HacTosimero Jloropopa
HccnenoBanuio, U cTax padoThI 10
rporpaMmmaM KJIMHUYECKUX UCCIEIOBaHUIN HE
MmeHee 5 (msatn) ter. KBanudukanus
I'maBHoro Mccnenosareinsa qoirkHa
COOTBETCTBOBaTh HOPMATUBHBIM
TpeOOBaHUAM U OBITH MMOATBEPIKICHA €TI0
Hay4HOI1 Ouorpadueii (pe3rome) u IpyruMu
JIOKyMEHTaMH.

4.3 I'maBublii UccnenoBarens AOJIKEH
UMETh B CBOEM PACIOPSDKEHUH JTOCTATOYHOEC
YHCII0 KBATHU(PHUIMPOBAHHBIX COTPYAHUKOB U
COOTBETCTBYIOIIYIO MaTePUATbHO-
TEXHUYECKYIO 0a3y i MPOBEIACHUS
HccnenoBanusi Ka4eCTBEHHBIM M 0€30MaCHBIM
st CyOBeKTOB 00pa3oM B TCUECHUE BCETO
cpoka MccnenoBanusi.

4.4  Cnucok [lepconaina
HccenenoBarenbckoro neHTpa
cornacoBbiBaeTcss CTOpOHaAMH BO BpEMsI
BCTpEY U MEPEroBOPOB A0 Havaia
HUccnenosanus. MI3MeHeHus B
COTJIACOBAHHBIN CIIUCOK MOTYT OBITH BHECEHBI
TOJIBKO TIOCIIE TIOJIYYCHHUS TIPEIBAPUTEITHEHOTO
MICbMEHHOTO COTJIacHs

(Tipu 5TOM HE JTOJKHO OBITh
HEOOOCHOBAHHOI'O 0TKa3a), 32 HCKIOUYEHUEM
CIIy4aeB, KOT/ia JIMI0, YKa3aHHOE B CITUCKE,
nepecraeT paboTaTh MO TPYAOBOMY U/UITU
rPakJIaHCKO-TIPAaBOBOMY JIOTOBOPY C
VYupexienuem, rie MpoBOAUTCS
Uccnenosanue. B Tex ciydasx, korga
CTOPOHBI JIOTOBAPUBAIOTCS O 3aMEHE B
COCTaBe MEPCOHANA, B CIUCOK JOJIKHBI OBITh
BHECEHBI COOTBETCTBYIOIINE U3MEHEHHUS.

45 I'naBuei UccienoBaTend TOKEH
ybemuThes B ToM, uto [lepconan
WccnenoBaTenbckoro 1eHTpa,
MPUHUMAIOIIUN y4acTHE B IPOBEACHUN
Uccnenosanus, o3nakomiieH ¢ [Iporokosnom
HccnenoBanus, unpopmanueit 06
HccnenyeMoM poIyKTe U CO CBOMMH
00s13aHHOCTAMH B Mcciie1oBaHUN.

clinical trials experience of at least 5 years.
Principal Investigator qualification is to meet
applicable regulatory requirements and to be
confirmed with his/her Curriculum Vitae
(Resume) and other documents.

4.3  Principal Investigator is to have
sufficient number of qualified staff and
corresponding material and technical basis
during the whole period of the Study in order
to conduct the Study with due quality and
safety for Subjects.

4.4  The list of Site Staff Personnel is to be
agreed by the Parties during the meetings and
negotiations before the Study start.
Amendments may be made to the agreed list
only after receipt of
prior written approval (not to be unreasonably
withheld), except for the cases when a person
named in the list, ceases working under
employment and/or civil agreements with the
Institution where the Study is conducted.
When the Parties agree to any replacement in
personnel, respective amendments are to be
made to the list.

4.5  Principal Investigator has to ensure
that Study Site Staff is well familiar with
Clinical Study Protocol, information on
Investigational Product and with their
responsibilities
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4.6 I'masubiil UccnenoBsareis Ha
MMOBCEAHEBHOIN OCHOBE OTBEYAECT 3a
npoBeaeHue MccienoBanus, B TOM 4UCIIE 3a
obyuenue Ilepconana MccnenoBarenbckoro
IIEHTPa ¥ KOHTPOJIb UX PabOTHI.

4.7  Tnasuwiit MccnenoBarens u [lepconan
HccnenoBaTenbCKoro HeHTpa MOTyT ObITh
MpUIrjIalICHbl IJId NOCCIICHNA U Y4aCTHA B
Cosemanusix 1o Mccnenoanuto. CTOpOHBI
COIJIACHBI C TEM, UTO KPOME Pacxo/I0B,
CBSI3aHHBIX ¢ nocenieHuemM CoBenianus mno
HccnenoBanuto, MHbIE KOMIIEHCALIUU 32
yuactue B CoBemanuu 1o VMccnenoBanuto He
IMPOU3BOIAATCA. Ecnu xommmanus

MIPUBJIEKAET
I'maBuoro MccnenoBarens nnu [lepconan
Uccnenosarensckoro LleHTpa ans okazanus
Kakux-m1oo ycimyr Ha CoBeIaHuu 1o
HccnenoBanuto, 151 ONUCaHUS 0053aTENbCTB
CTOpOH U yCJIOBHI OKa3aHUS MOJ00HBIX
YCIIYT 3aKJIF0YAETCs OTAEIBbHBIN 10TOBOP.

4.8 00s3yercs
npoBoauTh Coemanus no MccnegoBanuto B
COOTBETCTBUU C IPUMEHUMBIMH 3aKOHAMH,
HOpMaMmH U npaswiiamu Poccuiickoin
®enepanun. B coorBeTrcTBUM €
npodecCHOHANBbHBIMH KOJIEKCAMU
(dbapmareBTUUeCKONW UHIyCTPUU U
I'moGansHOM HOMUTHUKOM
BHEIIIHEMY B3aUMOJICHUCTBUIO,

MOXKET 00eCIIeunBaTh
I'maBnomy Uccnenosarento u [lepconany
HccnenoBarenbckoro HeHTpa, Moceniaroumm
Cogemanue no MccienoBanuro, NpoOKUBaHUE
B OTeJIe, MUTaHUE U MPOE3]] K U OT MECTa
npoBeneHus Cosemanus (Bce BMECTE -
«Pa3MmernieHne») Mo yMepeHHbIM IIeHaM.
CroumocTh T000HOTO Pa3zMertieHns MoxeT
OBITh OTJIAIlIEHa B COOTBETCTBHUU C
MPUMEHUMBIMHU 3aKOHAMU U TIPABUIIAMH.
I'maBub1it UccnenoBarens npu3HaeT U
MOATBEPIK/IAET, UTO TIOCEIIEHNUE UM U
[lepconanom MccnenoBarenbckoro eHTpa
Cosemanus no MccnenoBanuio HapAMyro
CBSI3aHO C UX ydacTtueM B McciienoBanuu u He

10

4.6  Principal Investigator shall be
responsible on a day-to-day basis for the
conduct of the Study, including responsibility
for training Study Site Staff and supervising
their work.

4.7  Principal investigator and/or Study
Site Staff may be invited to attend and
participate in Study Meetings. To the extent
that principal Investigator and/or Study Site
Staff attend a Study Meeting, the Parties
agree that there will be no additional
compensation for attendance or participation
at such Study meeting. If the Principal
Investigator and/or Study Site Staff are
retained by to perform
services at the meetings, the terms and
obligations of such services will be subject to
a separate agreement.

4.8 intends to
conduct Study meetings in compliance with
the applicable laws, regulations and codices
of Russian Federation. Consistent with
Pharmaceutical Industry codices and Global
Policy External Interactions,

may offer modest hotel
accommodation, meals and transportation to
and from the Study meeting to Principal
Investigator and/or Study Site Staff attending
Study meetings. The value of such
accommodation, meals and transportation
may be disclosed pursuant to applicable laws
and regulations. Principal Investigator on
behalf of itself and Study Site Staff
acknowledge and confirm that their
attendance at a Study meeting directly relates
to their participation in the Study and is not
an inducement to, or in return for, future or
past prescribing, purchasing, use, preferential
formulary status or dispensing of any
product.
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SIBJISIETCSI TOOIIPEHHEM 32 MTPOIILIOE WIIH
Oyayliee Ha3HaUCHHE, TPUOOPETEHHE,
UCTIOJIb30BAaHUE, BBIPAKECHUE MTPEATIOUTCHUS
WIN paclpoCTpaHEHUE JII0O0To u3
IpernapaToB KOMIIAHUH

4.9 I'masub1il UccnenoBsareis
rapaHTupyer, uyTo oH (a) u [lepconan
HccnenoBarenbckoro eHTpa 0yayT
npucyrcTBoBaTh Ha COBEIIAHUY 110
HccnenoBanuio ¢ pa3perieHus ux
paboTomarens u, 4TO ATO HE IPUBEICT K
HapyLICHUIO MU KaKUX-T100 MOJIUTHUK,
IIPOLIEIYP WJIU COTJIAIICHUH.

410 TI'nasubii UccrenoBarens o0s3yeTcs:

4.10.1. no vayana UccnenoBanus
MIPEIOCTABHUTH
CBUJIETENLCTBO CBOEH KBaNU(UKAIIMU
MOCPEACTBOM JICHCTBUTEIHLHBIX aHKETHBIX
JTAHHBIX ¥ UHOM COOTBETCTBYIOIIEH
JIOKYMEHTAIMH, TTOATBEPKIAIOIIEH ero/ee
KBaTM(DUKAIIHIO, & TAKXKE CIIUCOK
HaJUIeKaUM 00pa3oM
kBanupunrposannoro I[lepconana
HcenenoBarenbeKoro HeHTpa u, Ipu
HEOOXOUMOCTH, MX aHKETHBIX JaHHBIX.
Taxoil criucok He0OXOUMO COXPAHSTH U
OOHOBJIATH B TeueHHe Bcero VccnenoBanus;

4.10.2. momy4nTh BcE HEOOXOTUMBIE
onobpenust y coorBerctBytomiero HOK
(Bxirovast onoopenre MHpopMrupoBaHHOTO
corJyiacusi), He0OX0IUMbIE JUTsl TPOBEACHUS
Uccnenoanust 1 nHGOPMUPOBATH

0 Ipolecce nojgadn
TaKHUX JIOKYMEHTOB, a TaK)Ke [IPEI0CTaABIIATh
MOJIy4EeHHBIE 0JI00pEeHuUs

B MUCHbMEHHOU (opMme;

4.10.3. XpaHUTbh Bce 0JJOOpEHUs
COOTBETCTBYIOLIUX PeryisTopHbIX OpraHoB U
HOK, ecnu nHOE HE YCTAaHOBJIEHO

, B TEUECHHE CPOKa
XpaHEHUs JOKYMEHTOB, YKa3aHHOTO B

4.9  When attending Study meetings
Principal Investigator on behalf of itself and
Study Site Staff represent and warrant that
their attendance is authorized by their
employer and will not cause them to be in
non-compliance with or in breach of any
policy, procedure or contract of any
institution or entity by which they are
employed or with which they are affiliated.

4.10  Principal Investigator shall:

4.10.1 prior to the commencement of the
Study, provide with
evidence of his/her qualifications through a
current curriculum vitae and other relevant
documentation related to his/her
qualifications, and a list of appropriately
qualified Study Site Staff and, as applicable,
their curricula vitae. Such list shall be kept
up to date during the Study;

4.10.2 obtain all approvals from the relevant
IEC(s) (including approval of the Informed
Consent Materials) necessary to conduct the
Study and keep fully
apprised on the progress of such submissions
and provide written documentation of such
approval(s) to ;

4.10.3 maintain all approvals from the
relevant Regulatory Authority and IEC(S), if
not instructed otherwise by

during the
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[Tpunoxenuu C;

4.10.4. cneauts 3a TEM, YTOOBI BCE
nononHenus K [Iporokoiny (cormacoBaHHbIE
Mmexny CTopoHaMH B MUCEMEHHOU popme)
0100psuTUChH (TTPU HEOOXOIUMOCTH )
cootBercTByomUM HOK u PerynstopueiMu
Opranamu /10 BCTYIUICHHS B IEHCTBUE TaAKUX
W3MCHCHMI U JOIIOJIHCHHIA,

4.10.5. KOHCYTBTHPOBATHCS C

¥ TI0JTy4aTh
npensaputensubie 0100penus HOK nHa
T00YI0 peKIaMy, Kacaroulyrcs
Hccnenosanus;

4.10.6. mpunaraTh BCe yCHUIIHS IS
BKJIIOUEHUS1 HeoOxoqumoro yncia CyObeKkToB
B T€UEHUE NEPHO/ia Habopa B COOTBETCTBUU C
Paznenom 9 u [Ipunoxennem C;

4.10.7. cnequTh 3a TEM, YTOOBI OT KaXIOIO
CyObekTa ObUIO MOJYYEHO
WHupopMupoBaHHOE coryiacue Ha y4acTue B
HccnenoBanuu; 4To0b1 OHO XPaHUIIOCh B
cootBercTBUU ¢ [IpoTokonom UccnenoBanus,
a Takke ObLJIO MOJIMCaHO B (hopMe,
0/100peHHOM ,
cootBercTBYyomM HOK u (B ciiyuae
HEO0OXOIUMOCTH) COOTBETCTBYIOLIUMU
PerynstopHbIMu OpraHamu;

4.10.8. cirequth 3a TeM, 9To0b CyOBEKThI HE
BKIItOUanuch B MccnenoBanue 10
MUCHEMEHHOTO 0I00pEHUs Havajla BKITFOUCHHUS

KOMITaHWEMN X

4.10.9. uadopmupoBathb

, YUpEXKICHUE U
cootBercTByrOmmi HOK o 1r060M cepbesnom
HEXeJaTeJIbHOM SIBICHUU, Pa3BUBIIEMCS B
xoJie MccnenoBanus B COOTBETCTBUU C
[Iporokonom u JlelicTByIOmMUMHU 3aKOHAMH U
TpeboBanusMH;

4.10.10. o00s3yeTcsa XpaHUThH BCIO
MEIUIMHCKYIO TOKYMEHTAIHIO 000 BCeX
CyOnekTax B cOOTBEeTCTBHH ¢ Ipuinoxenuem

archiving period specified in Appendix C;

4.10.4 ensure that any amendments (agreed
in writing by the Parties) to the Protocol are
approved by the relevant IEC and Regulatory
Authority (if applicable) prior to
implementation of such amendments;

4.10.5 consult
obtain IEC(s) prior approval to any
advertisement in respect of the Study;

and

4.10.6 use his/her best endeavours to enroll
the target number of Subjects within the
enrolment period as set forth in Article 9 and
Appendix C;

4.10.7 ensure that Informed Consent to
participate in the Study is obtained from each
Subject and maintained in accordance with
the Study Protocol and documented in a form
approved by , the relevant
IEC and, if applicable, the relevant
Regulatory Authority;

4.10.8 ensure that no Subjects are enrolled in
the Study before prior written approval has
been given by ;

4.10.9 notify , Institution
and the relevant IEC of any serious adverse
event that occurs during the course of the
Study in accordance with the Protocol and
Applicable Laws and Requirements;

4.10.10 ensure that all medical records of all
Subjects are kept and maintained in
accordance with Appendix C; and CRF
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C n uncTpykuusamu s MaauBuayaibHbIX
Perucrpanmonnsix Kapr;

4.10.11. He3zaMemIUTEIBHO YBEIOMIIITh

B TOM CJTy4ae, eCiu
PerynaropHsie opraHbl KOHTAKTUPOBAIH C
yupexIeHueM B cBsizu ¢ MccnenoBanuem, 3a
HCKIIFOYCHHEM CIIY4aeB, MPETyCMOTPEHHBIX
HeticTBytomuMu 3akoHAMU U
TpeboBaHMsIMU, a TAKKE MPEIOCTABIATH
JUTSL PACCMOTPCHHUSI 1
onobpenus nepes nogaueit B Perynsaropusie
OpraHsl Bce OTBETHI OTHOCHTEIHLHO

HUccnenosanns.

4.10.12. He3amosHEHHBIE pa3/Ieibl
JIOKYMEHTAIUU JIOJDKHBI OBITh 3aI0JTHEHbI
Ilepconaniom HMcenenoBaTesbcKkoro UeHTpa, u
Ha BCE BOIIPOCHI JIOJKHBI OBITH JaHBI OTBETHI
B CPOK JIO CJIEAYIOIIET0 MOHUTOPUHTOBOTO
BU3HTA. TaKkxke TOMKHBI OBITH BHIMOTHEHbI
VHbIE NEUCTBUSA, YKa3aHHbIE MOHUTOPOM.

5 /

instructions;

4.10.11 immediately notify

if he/she is
contacted by a Regulatory Authority with
respect to the Study, unless prevented from
doing so by Applicable Laws and
Requirements, and provide any response that
pertains to the Study to

for review and
approval prior to submission.

4.10.12 All outstanding data entry, data
queries and other action items detailed by the
Monitor resulting from a monitoring visit
must be resolved by Study Site Staff prior to
the next scheduled monitoring visit

5.1. o0s3yercs:

5.1.1. monyyats Bce pa3perieHus y
COOTBETCTBYIOIUX PerysTOpHBIX OpraHos,
HE0OXO0IUMBIE I TPOBEICHUS
HccnenoBanusi;
5.1.2. obecrieunBats [ maBHOTO
HccnenoBatens HEOOXOJUMBIM KOJIHMYECTBOM
Uccnenyemoro IIpenapara mist mpoBeIeHHUs U
3aBEpLICHMS UCCIIEI0BAHUS;
5.1.3. obecnieunBats [ 1aBHOTO
Hccenenoarens Beell TEKyLLEN U
COOTBETCTBYIOIIEH HHPOopMaIueit
OTHOCUTENBHO Mcecnenyemoro npenapara;
5.1.4. BHEIpUTH M MOJJEPKUBATH CUCTEMY
KOHTPOJISI KaUeCTBA B COOTBETCTBUH C
cymecTByomuMu CTaHIapTHBIMU
OIEpallMOHHBIMU NPOLIETypaMu

U1 o0eceueHus
npoBeneHus VcenenoBanus U NOay4YeHUs
naHHBIX B MccnenoBannu, 3anMcaHHbIX U

5.1.

5.1.1. obtain all approvals from the relevant
Regulatory Authority necessary for the
conduct of the Study;

shall:

5.1.2. provide Principal Investigator with all
amounts of Investigational Product required
for completion of the Study

5.1.3. provide Principal Investigator with all
current and relevant information regarding
the Investigational Product;

5.1.4. implement and maintain quality
assurance and quality control systems with
written standard operating procedures to
ensure the Study can be conducted and data
generated, documented, recorded and
reported in compliance with the Protocol and
GCP;
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IepeJaHHBIX B COOTBETCTBHHU ¢ [IpoTokoom
u npuniunamu Hagnexamen Kimmanaeckon
[IpakTukuy;

5.1.5. ¢ yuerom 00513aTebCTB YUpEKACHUS U
I'maBHOTrO MccnenoBarens u corinacHoO
Hacrosuemy /lorosopy u JleicTByromum
3akoHaM U TpeboBaHMsIM,

OTBEUaeT 3a nepenady
Bceil nH(popMaly no 6e30MacHOCTH U
CEPbE3HBIM HEXKEATENbHBIM SIBJICHUSM B
Perynaropusie Opransl u HOK, a Takxke 3a
uHpopmuposanue ['maBHoro Mccnenosarens
0 TaKOM YBEJIOMJICHUU; U

5.1.6. 3apeructpupoBarts MccnenoBanue B
peecTpax KIMHUYECKUX UCCIIEIOBaHM, a
TaK)Ke OIyOJMKOBATh PE3YJIbTaThl

5.1.5. subject to Institution’s and Principal
Investigator’s obligations and responsibilities
under this Agreement and Applicable Laws
and Requirements, be responsible for and
handle all safety and serious adverse event
reporting to Regulatory Authorities and IECs
as well as keep Principal Investigator
informed of any such reporting; and

5.1.6. register the Study on clinical trials
registries and publish the Study results in
clinical results databases, as required by

HccnenoBanus B Oa3ax manubix knuaudeckux Applicable Laws and Requirements.

HUCCJIENOBAHNI B COOTBETCTBUU C
JNEHCTBYIOIIMMU 3aKOHAMU U TPEOOBAHUSIMH.

6 3ABEPEHUSA U TAPAHTHUMU /| REPRESENTATIONS AND
WARRANTIES
6.1 VYupexnaenue u [ 1aBHbIH 6.1 Institution and Principal Investigator (to

HccnenoBaTenb (HACKOIbKO TaKUe 3aBEPEHUS
Y TapaHTHH OTHOCATCSA K [ TaBHOMY
HccnenoBarento) 3aBepsIoT U TapaHTUPYIOT

6.1.1. 4TO OHM IpenoCTaBAT HEOOXOUMBbIE
BpeMsi, IepcoHall, 000pyJOBaHHUE U PECYPCHI
U1 3 PEKTUBHOTO U CBOEBPEMEHHOTO
BBITTOJTHEHHS CBOMX 0053aTEIBCTB I10
HacTtosemMy JloroBopy, B YaCTHOCTH, JJISt
npoBeneHus MccnenoBanus B TeUCHNE
OTOBOPEHHOT'O BPEMEHH U B MOPSIJIKE,
ycTaHOBJIIEHHOM B [IpoToxkoue;

6.1.2. uro Hu Yupexaenue, Hu [lepconan
UccnenoBarenbCKoro neHTpa, BKIOYast
I'maBHoro MccnenoBarens, He HECYT
MIPOTHBOPEUYUBBIX 0053aTENLCTB U HE UMEIOT
3aKOHHBIX MPEMATCTBUMA, (PMHAHCOBOW WIIH
WHOW 3aMHTEPECOBAHHOCTH B pe3yJibTaTax
HccnenoBanus UM He 3aKJIIOYHIIN WHOM
KOHTPAKT, KOTOPBI MOXKET TOMEMIATh

the extent that such representations and
warranties relate to Principal Investigator)
each represents and warrants to

6.1.1 that they will make available adequate
time, personnel, facilities and resources to
efficiently and expeditiously accomplish its
responsibilities under this Agreement, in
particular to conduct the Study within the
agreed time schedule and in the way set forth
in the Protocol,

6.1.2 that none of Institution/ Principal
Investigator or any member of the Study Site
Staff, is subject to any conflicting obligations
or legal impediments or has any financial or
other interest in the outcome of the Study or
has entered into any contract with respect to
the Study that might interfere with the
performance of the Study or that might impair
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BbINOJIHEeHHIO VccnenoBanus nim
MPENSTCTBOBATH MPUHATHIO PE3YJIbTATOB
PerynstopasiM opranom, Jin6o nepenaye
1paB , IN00 BBI3BATH
KOH(JIMKT UHTEPECOB;

6.1.3. urto I'maBubiii MccnenoBaTens He
SIBJISICTCSI, K HE OYJIET SBJISATHCS Ha
npoTsbkeHuu Bcero MccnenoBanust
COTPYAHUKOM KOMITAHHH, KOHKYPUPYIOLIEH C
JIeITEIILHOCTRIO , 4 TaKXKe
HU YupexJeHue, HU | maBHbIN
HccnenoBarens He OyAyT MOIB30BATHCS
yCIIyraMu Takoro COTpYAHUKA IpU
npoBeieHNH JanHoro VccnenoBanus;

6.1.4. uTo oHUM OynyT HE3aMEITUTEILHO
YBEIOMIISITH o
BO3MOXKHBIX KOH(DJIUKTAaX HHTEPECOB,
KOTOPBIC CYIIECTBYIOT HIIA MOTYT
BO3HUKHYTH B CcBsi3U ¢ MccrnenoBannem;

6.1.5. urto Yupexnenue u [lepconain
HccnenoBaTenbCKOro IeHTpa, BKII0Yast
I'maBHOTO MccnegoBarens, HaqIeKaIuM
00pa3oM 3aperuCTpUPOBAHbI B
COOTBETCTBYIOIIHUX PETUCTPAIMOHHBIX
OpraHax M JIOCTaTOYHO KBaTU(HUIIUPOBAHBI,
UMEIOT HaJiexaliee 00pa3oBaHue U OTBIT
1utst ipoBenieHus VccrnenoBanusi; u

6.1.6. uro YupexacHHE B HACTOSIIEE BPEMsI
HE UCMOJB3YeT, U He OyIeT UCTIOIb30BaTh
YCIIYTH KaKoTo-JTM0O0 JINIIa, BKIIFOYast
['maBHOTO MCcnenoBarens, OTCTpaHEHHOTO
WJIU BBIIBUHYTOT'O HAa OTCTPAaHEHHE, TN00
WHBIM 00pa30M OTPaHUYCHHOTO B
BBINOJTHEHUH KIIMHUYECKOro HCCaSI0BaHNs,
1160 MHBIM 00pPa30M OTPAaHUYEHHOTO
Perynaropasim opranom u/unmu HOK B cBs3u
C BBINIOJIHEHUEM HAYYHBIX WM KIMHUYECKUX
WCCJICIOBAHMM. YUpEeXKICHHE 0053yeTCs
HE3aMeJITEIbHO YBEIOMUTh

0 Hox00HOM
OTCTPAaHEHUH, IPUUMHE OTCTPAHEHUS UITU
BPEMEHHOH AUCKBATH(DUKAIIAN.

6.1.7. 4ro oHM He OyIyT NpeANpPUHUMATD

the acceptance of the resulting data by any
Regulatory Authority or the grant of rights to
hereunder or create

a conflict of interest;

6.1.3 that Principal Investigator is not, and at
all times during the course of the Study will
not be, an employee of a company that is
competing with a business carried on by

and neither
Institution nor Principal Investigator will use
the services of anyone that is in such
employment in relation to the conduct of a
Study;

6.1.4 that they will promptly notify

of any potential
conflicts of interest that exist or may arise in
relation to the Study;

6.1.5 that Institution and Study Site Staff,
including Principal Investigator, are properly
registered with appropriate registration bodies
and are sufficiently qualified by training and
experience for conduct of the Study; and

6.1.6 Institution is not currently using, and
shall not use the services of any person,
including Principal Investigator, who is
debarred, proposed for debarment or
otherwise disqualified or suspended from
performing a clinical study or otherwise
subject to any restrictions or sanctions by any
Regulatory Authority and/or IEC with respect
to the performance of scientific or clinical
investigations. Institution will immediately
notify if it becomes aware
of any such debarment, proposal for such
debarment, disqualification or suspension.

6.1.7 that they will not take any action that
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KaKuX-JIMOO TEUCTBUI, KOTOPHIE MOT'YT
MIPUBECTU K HAPYIICHUIO

JEUCTBYIOLIUX
3aKOHOB U TPEOOBAHMUIA IO MPETOTBPAILICHUIO
MOJJIOTY, KOPPYIILIUU, BEBIMOTaTeIbCTBY,
OTMBIBaHUIO JICHET WJIK TEPPOPU3MY.

6.1.8. uTO OHU He OyIyT MPSAMO WK
KOCBEHHO ILIATUTh, 00CUIATh TUIATUTH WIIN
paszpemaThs JiIo0yro OIyaTy, nepeaaBaTh,
o0ermaTh rnepenaBaTh WM pa3peniaTb
nepeaavy 4ero-iudo [eHHOro JTI0oMy
$U3nIECKOMY HITH IOPUIMYECKOMY JIHILY,
BKJIIOYAsi TOCYIaPCTBEHHBIX CITYXKAIIHX,
PpabOTHHUKOB 37JpaBOOXPAHECHHUS, HITH JIHUII,
ahHUIUPOBAHHBIX C YUPEKICHUIMU
3/IpaBOOXPAHEHHUSI, C IEIIBIO TOTYUEHHS HITH
COXPaHEHUS BO3MOKHOCTH BECTH OU3HEC WU
IpeOCTaBICHIS] HEOOOCHOBAHHBIX BBITO]]

. CTOpOHBI TaKkxe
MOJTBEPKIAIOT, YTO HE OYAYT MPSIMO WIIH
KOCBEHHO IMOJIy4aTh WM UHULUUPOBATH
MOJIy4YEHHUE Yero-11u0o EeHHOTo OT JH000ro
(U3UUECKOro UK IOPUINIYECKOTO JIUIA C
LENbI0 MOTy4YeHUsl Kakoil-mn6o u3 CTopoH
HEOOOCHOBAHHOMW BBITOJIbI B CBSI3U C JIH000i
JeSITETbHOCTBIO.

6.1.9. uTo moamuchIBas AaHHBIN J{oroBop,
OHM TTOATBEPK/IAIOT, YTO OHU O3HAKOMJICHEI C
OoCcHOBHBbIMH npuHIMnamu Koaekca
[ToBenenus u ['MobabHON MOTUTHKH TIO
BHEITHEMY B3aUMOJCHCTBUIO KOMITAHUU

Y 4TO OHU
COTJIACHBI CIIEZIOBATh OCHOBHBIM MPUHITUTIAM
3THX JOKYMEHTOB BO BPEMSI BBIITOJTHCHHUS
pabot no ganHomy Jlorosopy.

will cause to be in
breach of any applicable laws for the
prevention of fraud, corruption, racketeering,
money laundering or terrorism.

6.1.8 that they shall directly or indirectly
pay or promise to pay, or authorise the
payment of any money, or give, promise to
give or authorise the giving of anything of
value to any person or entity, including any
government official, healthcare professional
or person affiliated with a healthcare
organisation, to obtain or retain business or
secure improper advantage for

. We also agree that
neither of us shall directly or indirectly
receive or solicit any money or anything of
value from any person or entity in order for
any of us to secure an improper advantage to
such person or entity in connection with any
business dealing.

6.1.9 that they by signing this Agreement,
they confirm that they are familiar with the
principles of Code of
Conduct and the

Global Policy on External Interactions and
agrees to adhere to their principles upon the
performance of this Agreement.

7 UCCJIEJOBATEJBLCKHUM LEHTP / STUDY SITE

Yupexnenue u [ naBusiii MccnenoBarens
00s13y10TCA TPOBOIUTH MccnenoBanue B
HccnenoBaTenbcKOM LEHTPE, YKa3aHHOM B
[Tpunoxennn C nmm unbix LleHTpax, o
KOTOpBbIX CTOPOHBI MOTYT JOTOBOPUTHCS B

Institution and Principal Investigator shall
conduct the Study at the Study Site identified
in Appendix C, or such other Study Sites as
the Parties may agree in writing.
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MUCbMEHHOU (opMe.

8 MATEPHUAJIbI /| MATERIALS

8.1 WJIU €€
MPEJICTaBUTENIb 00ECTICUUT Y UpexIeHue U
I'maBHoro Mccnenosarens Marepuanamu,
ykazaHHbIMH B [Tpunoxenuu C.

BIIAJICET BCEMU
npaBamu Ha MaTepuainbl (HE3aBUCUMO OT
TOT'0, YKa3aHbI JIM OHU B JJAHHOM
[TpunokeHun), eciau MHOE HE OyIeT
COTJIACOBAHO C
nucbMeHHo. [locTaBisiemblie Martepuarsl
MOTYT HCIOJIb30BATHCS TOJIBKO
Yupexnenuewm, [ maBasim MccnegoBarenemM u
ITepconanom MccnenoBaTenbckoro HeHTpa
JU1s ipoBeieHust MceienoBanus U TOJIBKO B
LIeJIsX, ONIMCaHHbIX B [IpoTokoine, ecinu unoe
He coryiacoBaHo Mexay CTopoHamu
MUCBMEHHO.

8.2  I'maBublil MccnenoBatens HeceT
OTBETCTBEHHOCTH 34 COXPAaHHOCTh
Marepuaios, a
OKa3bIBaTh cojerncTere [ maBHOMY
HccnenoBaremnto B NoAAEpKaHUU
MarepuanoB B HaaJeXalleM COCTOSTHUU 3a
cyer

JIOJKHA

8.3  Ilpwm 3akpsiTun MccienoBaTenbckoro
LIEHTpa WM paHee, o TPeOOBAHUIO

, YUpEeKJICHUE U
['maBubIil UccnenoBaTens 00s3yt0TCs
HEe3aMeNINTEIbHO BEPHYTh Bce Marepuaisl,
3aTpeOOBaHHBIE .
CTOpOHBI JOTOBOPUITUCH, YTO Y UPEKICHUE
unu ['maBublii UccnenoBarens MOTyT
BBIKYNIUTH MaTepuaisl, KOTOpble He OyayT
BO3BPAILEHbI .
[Tpuobperenne MarepuasioB npeanoaaraet
3aKJIIOUYEHUE OTAEIBHOIO JOr0BOPa MEXKIY
COOTBETCTBYIOIIIMMHU CTOPOHAMH U JOJIKHO
IIPOBOJUTHCS 110 TEKYIIEH PHIHOYHON
crouMocTtu. B Tom ciyuae, ecnu
MJIaHUPYET

8.1 , or

’s delegate, will
provide Institution and Principal Investigator
with the Materials set forth in Appendix C.
shall own all right in
and to the Materials (irrespective of whether
or not set forth in such Appendix), unless
otherwise agreed to by

in writing. The
Materials supplied may only be accessed and
used by Institution, Principal Investigator and
Study Site Staff to the extent required for the
conduct of the Study and only for the
purposes described in the Protocol, unless
otherwise agreed by the Parties in writing.

8.2  Principal Investigator is responsible
for maintenance of the Materials and

will assist Principal
Investigator in maintaining the Materials in
good working order at ’S
expense.

8.3 At Site Closure or at

’s earlier request, Institution
and Principal Investigator shall promptly
return all Materials requested by

. The Parties agree that
Institution or Principal Investigator shall
acquire Materials which are not returned to

. Any acquisition of
Materials shall be the subject of a separate
agreement between the relevant parties and
must be done at fair market value. In case
plans to conduct clinical
trials at the Site in the near future and
Materials could be used during such clinical
trials, has the right to
request the Institution to store and maintain
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nposegeHue Kimmanueckux ueciaenoBanuil B
Llentpe B Oumxaiiniem OyayiieM, u
Marepuasnsl MOT'YT OBITh UCIIOJIB30BaHbI IS
TaKUX KJIMHUYECKUX MCCIIEI0BaHUH,

MOJKET IIONIPOCHUTH
VYupexxieHue XxpauuTb Marepuasl 10
OyAyIIero UCIoJIb30BaHUs.

8.4 HUMeeT IPaBo
MPEAOCTABUTh Y UPEKACHUIO JOCTYI B
HHTEepHET C OrpaHUYCHHBIM €KEMECTYHBIM
TpaUKOM, KOTOPBINA OyI€T UCIIOIH30BATHCS
TOJIbKO B 1ensix MccnenoBanus.

the Materials on ’s
behalf for such future use.

8.4 has the right
to provide the Institution with the Internet
access and limited monthly traffic which will
be used for the Study purposes only.

9 BKJIIOYEHUE CYBBEKTOB / SUBJECT ENROLMENT

9.1  TI'maBusiii MccienoBarens o0s3yeTcs
BkItoyath CyobekToB B MccnenoBanue B
cootBercTBUH ¢ [Ipunoxennem C. [lepron
BKJIIOUYEHUs cyObekToB MccnenoBanus
MOJKET OBbITh YBEJIMUYEH WM COKpAILlEH, a
kosnyectBO CyObeKTOB, KOTOPbIE
VYupexnenue n ['masusiii MccnenoBarens
MOTYyT BKJIIOUNTH B McciienoBanue, MOXKET
OBITH U3MEHEHO 110 COOCTBEHHOMY
YCMOTPEHHIO

9.2  Vupexnaenue u [ maBHbII
Hccnenosarens HHGOPMUPOBAHEI, YTO
HccnenoBanue sBISETCSA 4acThIO
MHOTrOo1EHTPOBOTO UCCIIEIOBAHUS U TIPU
JOCTHKEHUH HEO0OXOIUMOTo YHclia
BKIItOUeHHBIX CyOBEKTOB B MHOTOLIEHTPOBOE
Hccie0BaHne, Ha0op OyeT OCTaHOBIIEH BO
BCEX LIEHTpax, BKJIIOYas YUpexaeHue,
HE3aBHCHUMO OT TOTO, JOCTHUTIIO JI
VYupexaeHue Win LEHTP CBOEH
WHVBUTyaJIbHOW LIEJIN.

9.3 I'maBubiii Uccnenosarens uin
YIIOJTHOMOYCHHBIN MM TPEICTaBUTEI
[Tepconana MccnenoBaTenbCcKoro eHTpa
00s13aH CBSI3aThCS C MPEJACTABUTEIICM
HEMOCPEACTBEHHO
nepe]1 BKItoueHueM repBoro Cyonekra, Jiis
TOT0, 4YTOOBI MOATBEPAUTD, 4TO CyOBEKT

9.1  Principal Investigator shall enrol
Subjects to the Study in accordance with
Appendix C. The Subject enrolment period
may be extended or shortened and the number
of Subjects that Institution and Principal
Investigator may enrol in the Study may be

changed, at ’s sole
discretion.
9.2  Institution and Principal Investigator

acknowledges that the Study is part of a
Multi-Centre Study and that when the
enrolment goal for the Multi-Centre Study as
a whole is reached, enrolment will be closed
at all sites, including at Institution, regardless
of whether Institution or any other site has
reached its individual enrolment goal.

9.3  Principal Investigator or delegate
member of the Study Site Staff will contact
representative at a
time of enrolment of the first recruited subject
to confirm that the Subject fulfils all inclusion
criteria started in the Protocol, and does not
meet any exclusion or withdrawal criteria
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YIOBJIETBOPSIET BCEM KPUTEPUSM BKIIFOUCHUS,
yka3zaHHbIM B [IpoTokone MccnenoBanus, u
HE UMEET KPUTEPUEB UCKIIFOUECHUS WIH
npeKpaieHus yuactus B MccnegoBanum.

10

10.1 MHccnenyemslii mpenapar J0JIKeH
UCIIOJIb30BAThLCS TOJBKO JIs MiccnenoBanus u
cTporo B cooTBeTcTBHH ¢ [IpoTokonom, a
TaKxke JedCTBYIONIMM 3aKOHOIaTEIbCTBOM U
TpeboBanusIMHU.

10.2 Bce Hccnenyemsie npenaparsl,
nepeaanHble YupexaeHuto u [ naBHomy
HccnenoBaTento, T0DKHEL OCTaBaThCS
HCKJIIOYUTENHHONH COOCTBEHHOCTBIO

, IOKa HE PUMEHEHBI
Cy0ObekTam nin He BbIaHbl CyObeKTaMu B
xone Uccnenosanus. Ilocie npexpanienus
JercTBys HacTosuero Jlorosopa
VYupexnenue u ['naBusiii MccnenoBarens
00s13y10TCA, 32 CUET , 60
HE3aMEJIJIUTEIIbHO BEPHYTh ,
100 YHUUTOXKHUTH JTF000€ KOJTHMUECTBO
HEHCNnoJib30BaHHOTO HcciemyeMoro
npenapara B COOTBETCTBUH C MMCbMEHHBIMU
WHCTPYKIUSMU .
Yupexnenue u [ naBnslii MccnenoBarens
00sI3yIOTCSI BECTH TOYHBIEC U JJOCTOBEPHBIE
3aIlMCH, CBSI3aHHBIE C IIepeaye
Uccnenyemoro npenapara, mOCTaBISIEMOTO
VYupexnenuro u I'naBHomy Hccnenoarento.

11
COMPENSATION

11.1 00s13yeTcst
OIUIAYMBATh Y UPEXKICHHUIO BCE PACXOAbI U
YCIIYTH, OKa3aHHBIE TI0 HACTOSIIEMY
JIoroBopy B COOTBETCTBUHU CO
cnenudukanueii B [Ipunoxxennu B. Ctopons!
MNOATBCPKAAIOT, YTO CYMMBI, ITOAJICIKAIIIHUC
BBIILJIATE KOMIIAHUEN

stated therein.

UCCJEIYEMBIA ITPENAPAT / INVESTIGATIONAL PRODUCT

10.1 Investigational Product shall be used
only for the Study and strictly in accordance
with the Protocol and all Applicable Laws
and Requirements.

10.2  All Investigational Products supplied
to Institution and Principal Investigator shall
remain the exclusive property of

until administered or
dispensed to Subjects during the course of the
Study. Upon termination of this Agreement,
Institution and Principal Investigator shall, at
’s expense, either promptly
return to or dispose of any
quantities of unused Investigational Product,
in accordance with ’s
written instructions. Institution and Principal
Investigator shall maintain complete and
accurate records relating to the disposition of
Investigational Product supplied to Institution
and Principal Investigator.

OIIVIATA U KOMITEHCALUSA / PAYMENTS AND

11.1 shall pay the
Institution for the costs and services to be
rendered under this Agreement in accordance
with the specification in Appendix B. The
Parties acknowledge that the amounts to be
paid by under this
Agreement are reasonable payment,




(enepabHOE TOCYAapCTBEHHOE OFOKETHOE 00pa30BaTEIbHOE YUPCIKICHUE
BBICIIEr0 00pa3oBaHus
«Ypanbckuil rocy1apCTBEHHBIN MEIULIUHCKUIN YHUBEPCUTET)
MunucTepcTBa 31paBooxpanenus Poccuiickoit deneparyu
(®I'bOY BO YI'MY Munzapasa Poccun)

HaydHo-mccie1oBaTenbCKoe yIpaBiIeHUE
ITono)xeHne 0 JIOKaJTbHOM 3THYECKOM KOMHTETE

1o Hactosiiemy JJorosopy, 3a pabory,
BBITIOJIHCHHYIO B CBA3U C HACTOALIUM
JoroBopom miu yuactuem B VccinemoBanum,
SIBJISIFOTCSL 0OOCHOBAHHOM OILJIATOM,
OTpaXarolIel TEKYIYIO PHIHOYHYIO
CTOUMOCTH 32 TIOJJOOHYIO padoTy.

11.2 COXpaHseT 3a co0oi
IIPABO BbIUECTh U3 (PMHAIBHOIO IIATEXkA
TEKYIIYIO0 PHIHOYHYIO CTOUMOCTb JTFOOBIX
MarepuanoB, KOTOpbI€ HE ObLIA BO3BPAILICHBI
o ee TpedoBanuto. Eciu
[I0CJIE TAKOTO BbIYETA YUPEKJACHUE WIH
['maBubIif MccnenoBaTenb Bo3Bpaliaet
Marepuaisl, 00s13yeTcs
BBITIATUTH Y UpEeKIEHUIO Win [ maBHOMY
HcenenoBareinto TEKYIYIO PEIHOYHYIO
CTOUMOCTH BO3BpAIllEHHBIX MaTepuaioB Ha
JICHb WX MOJTyYCHHS

11.3 3a uckiIrOYeHHEeM PacxoJioB,
MIOJIeXKAITIX BO3MEIIEHHIO coriacHo CraThe
17 u pazneny 1918.9 Vupexnenue
MOJTBEPKIAET U COTJIAIIAETCS, UTO TIATEXKH,
BBIMJIaUE€HHbIE COIJIAaCHO
Hactosamemy [lynkry 11, npencraBistor
co0oif oJTHOE 00513aTETBCTBO

10 HACTOSIIEMY

[orosopy.

11.4 VuypexpaeHue caMOCTOSTEIBHO HECET
OTBETCTBEHHOCTb 32 JII0ObIE TIIATEKU U BCE
HaJIOTH (32 UCKIIFOYEHHEM HAJIOTOB,
yIePKUBAEMBIX U YIUTAYMBAEMbIX

, COTJIaCHO
JlefcTByI0IEMY 3aKOHOJATENBLCTBY U
TpebGoBanusim), B3UMaeMble, TOJTHOCTHIO WITH
YAaCTUYHO B OTHOILEHHUH JFOOBIX MOTYYEHHBIX
UM TIIaTEXKEH. 00s13yeTcst
BBIUECTDb WIIN yJEPXKaTh U3 CYMM,
MOJIJIEXKAUX BBIIUIATE, BCE HAJIOTH B
COOTBETCTBUU C J[elCTBYOIUM
3aKOHOAATEILCTBOM U TpeOoBaHUSIMU 11O
BBIUETY WU YAEPIKaHUIO.

11.5 Bce mnaTexu, mpou3BeACHHBIC
110 HaCTO}IH_IeMy

representing the fair market value, for the
work performed in connection with this
Agreement or participation in the Study.

11.2 reserves the
right to deduct from the final payment, the
fair market value of any Materials not
returned to at

’s request. In the event
such deduction occurs, and thereafter
Institution or Principal Investigator returns
the Materials, shall pay
Institution and Principal Investigator the fair
market value of the returned Materials as of
the date of receipt by

11.3 Except with respect to those
expenses reimbursable under Article 17 and
Section 18.9 Institution acknowledges and
agrees that the payments made by

under this Article 11
represent ’s total
obligations under this Agreement.

11.4 Institution alone shall be responsible
for paying any and all taxes (other than taxes
required by Applicable Laws and
Requirements to be paid by

) levied on account of, or
measured in whole or in part by reference to,
any payments it receives.
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shall deduct or withhold from the amounts
payable any taxes that it is required by
Applicable Laws and Requirements to deduct
or withhold.

11.5 All payments made by
under this Agreement
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JloroBopy, BKIIFOYAIOT B C€0s1 KOCBEHHBIE
HAJIOTH, B COOTBETCTBUU C JICUCTBYIOIINM
3aKoHOIaTeILCTBOM PD.

12
PROPERTY

12.1 VYupexnenue u I maBHBIN
UccnenoBarenb 0053yI0TCS, a TAKIKE JTOJKHBI
00s13ath [lepconan MccnenoBaTenbcKoro
LIEHTpa, HE3aMETUTEIILHO U TIOJIHO
nH(pOpMUPOBaTh 000 Bcei
ncC . YupexaeHue u
I'maBnabrit MccnemoBaTerb COTIamarTcs, YTO
BJIQJICET BCEMU ITpaBaMH Ha
Bcio UIC . Hacrosmum
Yupexnenue u [ maBusiil Mccienoarens
MepeycTynaroT U NnepefaroT, U JOJKHBI
00s3ath [lepconan MccnenoBarenbckoro
IlenTpa nepeycTynuTh U niepenathb, 6e3
JIOIIOJIHUTEIILHOTO BO3MEIIICHHMS,

(W1 Ha3HAYECHHOMY JIUILY )
Bce cBoM npaBa Ha MIC
BO BceM Mupe. Hacrosimmum

nepeaaer
YupexIeHHI0 HEUCKITIOUUTENHHOE,
OeccpouHoe MpaBo 0e3 omaTel, 6e3 mpaBa
NepEeyCTYIKH, UCTIONIB30BaTh KaKyr0-TH00
i Bcro UC TOJBKO JIIS
BHYTPEHHHX HCCIICIOBATEILCKHX IIETICH,
n/uim B 1ensix yiedeHust CyObeKkToB, Ipu
YCJIOBHH COOJTIOZICHUSI OTPAaHUICHUH,
cBsi3aHHBIX ¢ KoHpuaeHnnansHoi
uHpopmanueit u myonmkanusmu (Crateu 13

u 15).

12.2 Tlo TpeGoBanwmIo0, 3a CUET, U IO
UCKITIOYUTENbHBIM KOHTPOJIEM

, YUpEeKJICeHUE U
['maBubIif UccnenoBaTens 00s3ytoTes, a
TaKKe JIOJDKHBI 00s13aTh Bech [lepconan
HccnenoBarenbckoro HeHTpa, CoAeCTBOBATh
(w1 Ha3HAYCHHOMY €i
JUITy) B BBIIIOJIHEHUU U TIepeaaue Kakoro-
700 UK BCEX JIOKYMEHTOB, HEOOXOMMBIX

are inclusive of Indirect Taxes according to
the acting legislation in RF.

UHTEJJIEKTYAJIBHASI COBCTBEHHOCTDB / INTELLECTUAL

12.1 Institution and Principal Investigator
shall, and shall cause Study Site Staff to,
make prompt and full disclosure to

of all IP.
Institution and Principal Investigator agree
that shall own all rights
and title in and to all IP.
Institution and Principal Investigator hereby
assigns and transfers, and shall cause Study
Site Staff to assign and transfer, without
additional consideration, to
(or its nominated
designee) all their rights and title in and to the
IP throughout the
world. hereby grants
Institution a non-exclusive, perpetual,
royalty-free license, without the right to grant
sub-licenses, to use any and all
IP for strictly internal
research and/or educational purposes and/or
patient care purposes, provided that the
restrictions with regard to Confidential
Information and publication in Articles 13
and 15 are observed and adhered to.

12.2  Upon the request and at the sole
expense and exclusive control of

, Institution and
Principal Investigator shall, and shall cause
Study Site Staff to, apply for or to join with
(or its designee) in
executing and delivering any and all
instruments necessary or reasonably useful to
enable (or its designee)
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WM LIe71eco00pa3HbIX AJis PEI0CTaBICHUS
BO3MOKHOCTH (nm
Ha3HAYCHHOMY €M JIMIlY) MOJIY4YUTh IAaTEeHT, a
TaKKe JIJISl IPOJIICHUS CPOKaA JIEUCTBHS
NaTeHTa, JJIs MOJy4eHUs! CBUACTEIbCTBA
JIOTIOJIHATEILHOM OXpaHbl, BbIICICHNUS,
MOJTBEPKICHUS, TIepen3IaHus,
MIPOJIOJKEHUSI MJIA 3aMEHBI MATEHTA WU
MOI00HBIX MPUBUIIETHI TUOO0 UHOW 3aLUTHI
HUcC , TJe ObI TO HU
OBLIIO B MUPE 110 YCMOTPEHHIO

, (nmm
HA3HAYEHHOTO ei JIu1a). YupexaeHue u
['maBHBIN HccTea0BaTENb 00S3YIOTCS, a
TaKKe J0JDKHBI 00s13aTh [lepconan
HccnenoBaTenbCKOro HEHTpPa, 3all0JTHUTD BCE
JIOKYMEHTBI, HEOOXOIUMBIE AJIs
OCYIECTBIICHHSI BBIIICIICPEUYHUCIICHHOTO,
BKJIIOUAsi IEPEYCTYIKU
(M Ha3HAYEHHOMY €M I0JDKHOCTHOMY
JMIlY) KaK HeoOXOAMMBIE U 11eJIecO00pa3Hble
JU1s mepexoa Beex npaB Ha VC
KOMITaHUU
, 0€3 MOIIOJIHUTEILHOTIO

BO3MCIICHMUA.

12.3  VYupexnenue u [ maBHbBII
HccnenoBatens 00s13yt0TCs, a TAKXKe JOJKHBI
00s13ath [lepconan UccneqoBaTenbckoro
LIEHTPA, HE3AMEMJIUTENBHO U TTOJIHO
UH(OPMUPOBATH 000 Bceit
NC YupexneHuns, NOJTy4eHHOU B X0/1€
MpoBeieHNs JaHHoro MccienoBanus.
VYupexneHue BiaseeT BCEMU MPaBaMU Ha BCE
pe3yJbTaThl MHTEIIEKTYaTbHOM
JesATeNbHOCTH YupexaeHus. IIpasa Ha
pe3yJbTaThl MHTEIIEKTYaTbHOM
JeSITebHOCTH Y UPEKICHNUS MOTYT OBITh
nepeaHsbl Ha
YCIIOBUAX JI0TOBOpa 00 OTUYKJICHUU
UCKJIIOYUTENHHOTO NpaBa Win
JUILIEH3UOHHOT'O 10r0BODPA.

12.4 O6e CTOpOHBI COXpPaHSIOT 3a OO0
BCE IIPaBa Ha COOTBETCTBYIOIYIO
[IpennoroBopuyto MHTEMIEKTYyaIbHYIO
cobcrBeHHocTh. HacTosmmii JloroBop He

to apply for patents (and to obtain any patent
term extension, supplementary protection
certificate, divisional, validation, reissue,
continuance or renewal) or like privilege or
any other protection on any of the
IP anywhere in the
world, as (or its designee)
may in its discretion determine. Institution
and Principal Investigator shall, and shall
cause Study Site Staff to, execute or cause to
be executed, all papers necessary to effect the
foregoing, including assignments to
(or its designee) as necessary
or useful to vest all rights in and to the

IPin a,
without additional consideration.

12.3 Institution and Principal Investigator
shall, and shall cause Study Site Staff to,
make prompt and full disclosure to

of all Institution IP created
during the Study conduct. Institution shall
own all rights and title in and to all Institution
IP. Institution rights for the Institution IP can
be transferred to
according to agreement on the alienation of
the exclusive right or according to licence
contract.

12.4  Each Party shall retain all rights in its
respective Background Intellectual Property.
This Agreement is not intended to and shall
not infer any license grant or assignment,
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MMEET HaMEPEHUS U HE IIPEAIoaraer
MIPEI0CTaBIICHUS MPABA UM YCTYIKH, KaK B
IIPSIMOM, TaK U B KOCBEHHOM BBIPaXEHUH, 110
OTHOLLIEHHUIO K Tako! IIpennorosopHoi
HNHTennekTyaibHOM COOCTBEHHOCTH.
Hes3upas Ha BbIIeckazaHHoe, Y UpekIeHue,
u ['maBubIl UccnenoBarenb (HACKOJIBKO 3TO
MPUEMIIEMO), TIEPEIAIOT ,
npaBo Ha ucnoias3oBanue [IpengoroBopHoit
WHuTennexTyanbHOM cOOCTBEHHOCTH
Yupexnaenus u [IpennorosopHoit
WHTennexTyanbHOl cOOCTBEHHOCTH
I'nmaBHOrO McCcnenoBarens, HACKOIBKO 3TO
TpedyeTcs sl HCTIOb30BaHUs U
npumeHeHnus Hccnegyemoro npemnapara

, UC

whether expressed or implied, with regard to
such Background Intellectual Property.
Notwithstanding the foregoing, Institution
and, to the extent applicable Principal
Investigator, hereby grants to

a license to use
Institution’s Background Intellectual Property
and Principal Investigator’s Background
Intellectual Property to the extent required to
use and exploit the Test
Drug, the IP.

13 KOHOUJEHIUAJBHASI UHOOPMAILIUSA / CONFIDENTIAL

INFORMATION

13.1 B TeyeHwue Bcero cpoka JACUCTBUS
HacToAero Jlorosopa u B TEUEHUE AECATU
(10) et moce mpekpanieHus Uiau UCTCUCHHS
Cpoka jeiicTBus HacTosimiero Jlorosopa
kaxnas Cropona («Ilomyuaromas
CTOPOHA») 00s3yeTCsl, a TAKXKE JI0JDKHA
00513aTh CBOMX TUPEKTOPOB U OCTATIBHBIX
COTPYJIHUKOB, a TAK)KE ar€HTOB, COXPAHATH
KOH(PHICHIIMAIIBHOCT U HE TyOJIMKOBATH, a
Tak)ke MHBIM 00pa3oM He PacKphIBaTh U HE
HCIIOJIb30BaTh, MPSMO HJIM KOCBEHHO, B
KaKuX-TH00 LeTsX, TF00YI0
Konduaenuuansnyo nHGpopmaluio,
IIPEIOCTABIEHHYIO el qpyroii CTopoHoM
(«ITepenaromas cropoHay). Mckirouenue
COCTaBIISIET PACKPBITHE WM UCIIOJIb30BAHUE,
SBHO Pa3pelIeHHOE YCIOBUSIMH HACTOSILIETO
JHoroopa. JItoOble JaHHbBIE WU
uHpopmarus, otHocsmuecs k MC

, TOJDKHBI CYUTATHCS
KondunennuansHoit nudopmanne

, a TI0OBIEe JaHHBIE U
uHpopmarus, otHocsmuecs k MC
YupexaeHus, J0KHBI CUUTATHCS

13.1 At all times during the term of this
Agreement and for a period of ten (10) years
following termination or expiration thereof,
each Party (the “Receiving Party”) shall, and
shall cause its officers, directors and other
employees and agents to, keep confidential
and not publish or otherwise disclose and not
use, directly or indirectly, for any purpose,
any Confidential Information provided to it
by the other Party (the “Disclosing Party”),
except to the extent such disclosure or use is
expressly permitted by the terms of this
Agreement. Any data and information
referable to the IP shall be
deemed as Confidential Information of

and any data and information
referable to Institution IP shall be deemed as
Confidential Information of Institution,
irrespective of where such data and
information was developed or generated.
Upon the termination or expiration of this
Agreement or upon a Party’s earlier request,
the Parties shall promptly return to the other
Party all of its respective Confidential
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Konduaennuanpaon nadopmarmei
YupexaeHus, He3aBUCUMO OT TOTO, TJIe TaKue
JaHHbIE ¥ HHpOpMaIKs ObUTH pa3paboTaHbl U
crerepupoBansl. [locne npekparieHus uiu
HCTEUCHUS CPOKA JCHCTBHS HACTOSIIIETO
JloroBopa Uiy 10 IPEIBAPUTEIHLHOMY
TpeboBanuto ogHon u3 CtopoH, CTOPOHBI
0053y10TCS HE3aMEUIMTEIBbHO BEPHYTh
npyroit CTopoHe BCIO MPUHAIJICKAILYIO i
Koundpuaennuansayro nHGOpMAIHIO, IIPU
ycloBuH, uTo Kaxkaas CTopoHa OyaeT UMeTh
IIPABO OCTABHTH y ce0s1, COTIACHO MPOYUM
mostoxeHusM Hacrosmero Pasnena 13.1,
KOITHUIO JTFOOOH JIOKYMEHTAIIMH
HccnenoBanusi, €Cu 3T0 HEOOXOAUMO
COTJIACHO JIEUCTBYIOIIUM 3aKOHAM U
TpeOOBAHUSM.

13.2 OO0s3arenbcTBa M0
koH(puaeHnranbHOCTH B Pa3nene 13.1 He
pacnpoCTPaHsIOT CBOE ICMCTBHE HA
Kondunennmanpayto nHGopmManuio,
KOoTOpasi: (a) SABISETCS UM CTaHET
0O0I11eCTBEHHBIM JIOCTOSIHUEM 0€3 HapylIeHHs
Hacrosiero Jforoopa, (b) monyuena
ITomy4aromen CTOpOHOM OT TPETHETO JIMLIA
0e3 00513aTenbCTB M0 KOHPUACHIIMATBHOCTH
u 0e3 HapyleHus HacTosiero Jlorosopa,
i (c) [lomydaromas cTopoHa MOXET
JI0Ka3aTh, 4TO Biajena eil 6e3 Kakux-a1uoo
OTPaHUYEHUH 10 MCIIOJIb30BAHHIO U
PacKpBITUIO 10 J{aThl BCTYIJICHHS B CHITY.

13.3  Hacrosimuii JloroBop He
orpannunBaet [lomyyaromnryto cTopoHy Mo
MO TYMHCHHIO M3aHHOMY Ha 3aKOHHOM
OCHOBaHUH NIPABUTEIHCTBEHHOMY MPUKA3y
WJIH HHOMY 3aKOHHOMY TPEOOBAHHIO 110
MPEIOCTABICHUIO UM PACKPBITUIO
KonduaenuuansHoit nHpopManuu, oJHaKo
npu ycnoBuu, uto [lomydaromas ctopona
00s13yeTcst He3aMeUTUTEBHO YBEIOMHUTH 00
sToM Ilepenatoriyto CTopoHy, 4TOOBI
MPEIOCTABUTh BO3MOXXHOCTH [lepenaromieit
CTOPOHE BBICTYITUTH MPOTHB TAKOTO
TpeOOBaHUS WM IMOJTYYUTh CIIOCOO 3aIIHTHI.
[Tomyuatomiasi cTopoHa 00s3yeTcs

Information, provided that each Party shall
have the right to retain, subject to the other
provisions of this Section 13.1, a copy of any
Study Documentation to the extent required
by Applicable Laws and Requirements.

13.2  The obligations of confidentiality in
Section 13.1 shall not extend to any
Confidential Information that: (a) is or comes
into the public domain without breach of this
Agreement, (b) is received by Receiving
Party from a third party without any
obligation of confidentiality and without
breach of this Agreement, or (c) Receiving
Party can prove was already in its possession
without any limitation on use or disclosure
prior to the Effective Date.

13.3  This Agreement shall not restrict
Receiving Party from complying with a
lawfully issued governmental order or legal
requirement to produce or disclose
Confidential Information; provided, however,
that Receiving Party shall promptly notify
Disclosing Party to enable Disclosing Party to
oppose the order or obtain a protective order
and Receiving Party shall cooperate fully
with Disclosing Party in any such proceeding.
If Receiving Party is legally required to
disclose Confidential Information, both
Parties will endeavour to agree to a mutually
satisfactory means to disclose such
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coTpynHu4ars ¢ Ilepenaromnieit cTopoHoii B
mro0oM moo6HOM cynedbnom aene. Ecnu
[Tomyuaromasi CTOpOHa Ha 3aKOHHBIX
OCHOBAHHMAX 00s13aHa PACKPBITH
Konduaennuanpayro nHpopMaimio, ode
CTOpPOHBI TOJKHBI TIPUTIOKUTH BCE YCHITHS
JUISL COTJIACOBAHUS B3aUMHO
YIIOBJIETBOPUTEIBHBIX CIIOCOOOB JIIS
pasrnamienus Takoi uHbopmaruu. Huurto us3
coJiepKalierocs B HacTosimeM Jloropope He
MO3KeT 3anpeTutb CTOpoHaM pasriacuTh
pe3ynbTathl McciieoBanus B pamMkax,
HEOOXOUMBIX JJISl IPEIOTBPAIICHUS UITU
CMSTYCHUS TIOCIIEICTBUIA OTIACHOW yIPO3bI
JUTSI 3/I0POBbSI, OIHAKO MIPU YCIOBUH, YTO
[Tosryuatoiiasi cropoHa 00s3yeTcsi yBEIOMUTb
npyryto CTOpoHY 10 TaKOTO pasrialieHus
WM He3aMEeUIUTENBHO MOCTIEe HEeTo.

13.4  CropoHBI COTJIAIIAIOTCS XPAHUTh
Kon¢puaennuanenyo HHPOpMaIUIo B
0e30I1acHOM MeCTe U IPEANPHUHSTH BCe
pa3yMHBIE YCHIIHS IS 3aIUThI JAHHOU
UH(pOPMAaILIUU OT HECAHKIIMOHUPOBAHHOTO
UCTIOJIB30BaHUS, TOCTYIIA MIIH PACKPBITHSL.

information. Nothing contained herein shall
prohibit the Parties from immediately
disclosing results of the Study to the extent
necessary to prevent or mitigate a serious
health hazard; provided, however, that the
disclosing Party shall notify the other Party
prior to making such a disclosure and
immediately after it has made such a
disclosure.

13.4 The Parties agree to maintain the
Confidential Information in a secure facility,
taking commercially reasonable steps to
protect the information from unauthorized
use, access and disclosure.

14 HHEPCOHAJIBHBIE TAHHBIE 1 BUOJTOI'MYECKHUE
MATEPHAJIBI / PERSONAL DATA AND BIOLOGICAL

MATERIALS

141 Kaxnas CtopoHa Hecer
OTBETCTBEHHOCTb 32 00pabOTKy
[Tepconanbubix [JaHHBIX U 00s3aHa CIIEAUTD
3a TeM, 4ToObI [lepconansubie JlanHkble,
cBszanHble ¢ CyObpekToM, [ TaBHBIM
UccnenoBarenem u/unu [lepconanom
HccnenoBaTenbCKoOro IeHTpa COOMPAIUCH,
XPaHWINCh, UCTIOIB30BAITUCH, PACKPHIBAIUCH
Y TIepeIaBAINCh B COOTBETCTBUH CO BCEMHU
JIEHCTBYIOIIMMH MEXTOCYIapCTBEHHBIMH U
HallMOHAIbHBIMH 3aKOHAMHU O
HEMPUKOCHOBEHHOCTH JIMYHOM XKU3HU, a
Takke ¢ MTHPOpMUPOBAaHHBIMH COTTIACHSIMH,
KOTOpBIE TOJyYeHbl WIH OyayT MOJTy4YEHBI
ot CyonekToB. [ maBubIif UccnenoBaTens

14.1  Each Party shall be responsible for its
own processing of Personal Data and shall
ensure that any Personal Data relating to a
Subject, Principal Investigator and/or Study
Site Staff, is collected, stored, used, disclosed
and transferred in accordance with all
applicable supranational and national privacy
laws and with the Informed Consents that are
or will be obtained from Subjects. Principal
Investigator shall be responsible for obtaining
and providing with
written consents (in the form agreed with

) from each Study
Site Staff for the collection, use and
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HECET OTBETCTBEHHOCTb 3a IMOJIYYCHUE U
MPEIOCTaBIICHUE
MMCbMEHHBIX corjiacui, (B popme,
COTJTACOBAHHOM C )
MOJTYYCHHBIX KaXKIIbIM COTPYIHUKOM
HccnenoBaTenbCKoro eHTpa, Ha cOop,
UCTIOJIb30BaHUE U pacKpbiTHE [lepcoHambHBIX
JTAHHBIX.

14.2 Kaxnas CtopoHa 00s13yeTcst CleAuTh
3a TeM, 9T00bI cOop, oOpaleHue,
TPAHCIOPTUPOBKA U XpaHEHUE
buonornueckux MartepuanoB BBITOIHSINCH B
cooTBeTcTBUU ¢ [IpoToKoIOM,
NudopmMupoBaHHBIM COTJIACHEM U BCEMHU
HelicTByromuMu 3akoHaMu U
TpeboBanusivu. Yupexaenue u [ maBHbII
HccnenoBaTellb cOramanTcs U
MOATBEPKIAIOT, YTO
BIIPaBE UCIOJb30BaTh bruonornueckue
Marepuans! 1yt npoBeieHns Bropuynoro
WccnenoBanus, npu yCIOBUU
NudopmupoBanHOTO coriacus u B
COOTBETCTBUHU C J[eMCTBYIOIIMMU 3aKOHAMH U
TpeboBanusiMHU.

14.3 Kaxnas CTopoHa rapaHTHpYeT, YTO
Ha MMPOTSHKEHUHU BCETO BPEMEHHU
HccnenoBanus 6yayT cobmoaaTbes
0€30MacHOCTh, COXPAaHHOCTh U Ka4€CTBO
buonornuecknx Marepuanos. Kaxnas
CropoHa HeceT OTBETCTBEHHOCTh 32
HoJIep>KaHue CBOCH CUCTEMBI yueTa JUis
oOecrieueHrs KOHTPOJIS U YIIpaBICHUS
Buonornueckumu marepuasamu.

15

disclosure of their Personal Data.

14.2  Each Party shall ensure that any
collection, handling, transportation and
retention of Biological Materials, is carried
out in accordance with the Protocol, Informed
Consent and all Applicable Laws and
Requirements. Institution and Principal
Investigator agrees and acknowledges that
may use the Biological
Materials to conduct Secondary Research,
subject to the Informed Consent and in
accordance with Applicable Laws and
Requirements.

14.3  Each Party shall ensure that the
security, integrity and quality of the
Biological Materials are maintained at all
times. Each Party shall be responsible for
maintaining its own chain of custody to allow
traceability and management of the
Biological Materials.

HNYBJINKAIUA 1 UCITIOJIB3OBAHUE PE3YJIbBTATOB

NCCIEAOBAHUA / PUBLICATION AND USE OF STUDY

RESULTS

15.1 TIlonuTHKa KOMIIAHUHU

M0 MyOMUKALIKSAM,
[Tpunoxenue D, onmuckiBaeT 0053aTeIbCTBO
0 pa3JIalICHUIO
JIAHHBIX U MMPO3PAYHOCTH, a TAKKE CIIOCOO

15.1 Publication
Policy, Appendix D describes
’s commitment to

data disclosure and transparency and how
will work with
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paboThI c
BHEITHUMH HCIIOJIHUTEIISIMUA U aBTOPAMU TIPU
MOJITOTOBKE MyOJIMKAIUii, TOJyYCHHBIX B
pe3ysbTaTe HAay4dHOTO COTPYIHHYECTBA.
MOJTHOCTBIO

MOJIJICPIKUBACT 0053aTEIHCTBO BCEX aBTOPOB
myOuKamuil (Kak COTPYIHUKOB

, TaK U BHEIITHUX
COTPY/IHUKOB) B pa3riaiieHuH JTFObIX
MOTCHIIUATHHBIX KOH(DIUKTOB HHTEPECOB,
BKJTI0Yast (PUHAHCOBBIC U JINYHBIC
OTHONICHHSI, KOTOPHIC MOTYT
CIIPOBOIIUPOBATH MPEIB3ATOC OTHOIICHHE K
ux padote. ['maBusiii MccnenoBatensb
COIJIACEH PACKPBITH JIFOObIE
JIOTIOTHATEIILHBIC JAHHBIE TI0 BO3MOKHOMY
KOH(JIMKTY HHTEPECOB 110 TPEOOBAHUIO
JTH000T0 MEIUITMHCKOTO U HAYIHOTO
YUpEXKJIEHUS, C KOTOPHIM OH(a)
corpynauyvaet. [Ipu moaroroske
nyOonukaruit ['maBusiii MccrnenoBarens
JIOJDKEH JIEHCTBOBATh B COOTBETCTBUH C (1)
BCEMU MPUMEHUMBIMH 3aKOHAMH U
TpeboBanusmH, (ii) TpeOOBaHUSIMHU U
HOpMaTHBaMu Yupexaenus, (iil) Bcemu
MPUMEHUMBIMH TTOJTUTUKAMH
, IPEIOCTaBICHHBIMU
emy , ¥ JIOJDKEH
CJIeIOBaTh PEKOMEHIALIUAM
Mexnynapoanoro Komurera Penakropos
Menuuunckux Xypnanos (MKPMX) no
TUYECKHUM MPUHIIMITAM TyOTHKAIUN B
OMOMEIUITMHCKUX KypHAJIax.

15.2 B cootBercTBuu ¢ [IpaBumamu
Hannexameii [Tpaktuku [TyGnukarmit
(http://www.bmj.com//node/397569?variant=
full-text), HE
BBITJIAYMBAET UCCIIEI0BATENSIM IIJIaTy 32
CTaThH WJIU MPE3CHTAIINU B peepupyeMbIX
xKypHanax. KommneHcarus TpaHCIOPTHBIX
pacxonoB ['maBHoro MccnenoBarens uinu
npyras popma noanep:kku [ maBHoro
HccnenoBarens B CBSI3U C MPEACTaBICHUEM
JTAHHBIX HAa Hay4YHbIX KOHIpeccax
peryiaupyercs oTAelIbHbIM J0roBopoM. Co
BCEMH COABTOPaMH, KOTOPHIE €llIe HE

external investigators and authors to develop
publications from research collaborations.
fully supports the
need for all authors of publications (both
’s employees and
external collaborators) to disclose any
potential conflicts of interest including any
financial or personal relationships that might
be perceived to bias their work. Principal
Investigator agrees to provide any additional
disclosure required by any medical or
scientific institution, medical committee or
other medical or scientific organisation with
which the Principal Investigator is affiliated.

In developing the Publications,
Principal Investigator shall act in compliance
with (i) all applicable laws and regulations,
(i1) Institution’s policies and guidelines, (iii)
any applicable policies
provided to Principal Investigator by

and shall follow the

International Committee of Medical Journal
Editors (ICMJE) guidelines for ethical
principles related to publication in biomedical
journals.

15.2 In line with good publishing practice
guidelines
(http://www.bmj.com//node/397569?variant=
full-text), does not pay
compensation to investigators for authorship
of peer-reviewed articles or presentations.
Where payment of travel expenses or other
support is required by the Principal
Investigator in relation to presentations of the
data at congresses, this will be subject to a
separate contract. Any co-authors on the
Publications (who have not already signed an
investigator contract for the study) will be
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noanucaiu JloroBop o NpoBeeHUH
HccnenoBanus, OyaeT 3aKIr04aTbes
OTJICJIbHBIN 1I0TOBOP C aBTOPAMHU
nyOnuKanui.

15.3 Bo ucnosHeHue npas mo cBo6oie
Hay4HOH JEATENBHOCTH, Y UYpEKICHUE U
I'nmaBubiii UccnenoBarens (Ho He [lepconan
HccnenoBaTenbCcKkoro HEHTpa) HEB3Upasi Ha
BhIIIeyKazanHyro Crateio 13, HO cormacHo
nanHoi Crarke 15, Oyzmer nMeTh paBo Ha
nyOnuKanuio pesyabTatoB MccnenoBanus B
HAyYHBIX ¥ HHBIX KypHAJIAX, WU
npeJcTaBieHue pe3ynpTaToB MceciaenoBanus
Ha PO ECCHOHATBHBIX KOHPEPEHITUAX HITH
MHBIX MEPONPUATHUAX B Cllydae, €Clid JaHHbIE
MyOJUKAIIMU COOTBETCTBYIOT aKaJeMHUYECKUM
CTaHAapTaMm, He SBJISIOTCS OIIUOOYHBIMU WU
BBO/ISIIIMMU B 3a0JTy>KJICHHE U
COOTBETCTBYIOT pekomeHaanussm MKPMX
M0 STUYECKUM TIPUHIIUIIAM MyOIuKaIui B
OMOMEIUITMHCKUX KypHANax. YUpexKIeHHe U
I'maBub1it UccnienoBarens BripaBe
MCII0JIb30BaTh pe3ynbTarhl MccnenoBanus
(1aHHBIE IIEHTpA) U, B TOM CIIy4ae, ecliu
HccnenoBanue siBAsSETCS YacThIO
MHOTOLIEHTPOBOTO UCCIIEIOBAHMUS,
pe3yNIbTaThl JPYTUX IIEHTPOB, YIaCTBYIOIINX
B JJAaHHOM HCCJIEIOBaHUU (BMECTe
uMeHyeMble «MHOTOLIEHTPOBBIE Pe3YIbTAThI)
WCKIIFOUUTEIILHO B IEJSX, TEPEAaHHBIX B
COOTBETCTBUHU C BhIILIEYKa3aHHbIM Paznenom
1212.1. Vupexnaenue u [1aBHBII
HccnenoBarens He OyeT MyOJIUKOBATh U
NPE/ICTABIATh Kakue-Tiu00 pe3yabTatsl 10 (i)
JaThl MyOIMKAINK EPBLIX Pe3ynbpratoB
Uccnenosanus, uinu, B cirydyae
MynbTUIIEHTPOBOT'O UCCAEAOBAHUS,
myOTUKaIy NepBhIX MHOTOIEHTPOBBIX
pe3yNbTaTOB, OQUIIUATBHO TPUHSATHIX

u (ii) Mo ucreyeHus
BocemHaaTH (18) mecses mocne
3aBEPIICHUS, WU JOCPOUYHOTO MIPEKPAIICHUS
MynbTHIIEHTPOBOTO HCCIEIOBAHUS BO BCEX
yuacTBYIOUIMX HeHTpax. Hu 1o, Hu nmocne
TaKOM JaThl YUpeKIeHUE U | TaBHBIN
HCCIIeIOBAaTENb HE BIpaBe MyOIMKOBaTh HIIN

subject to a separate author contract.

15.3 In the exercise of the rights of
academic freedom, Institution and Principal
Investigator (but no other Study Site Staff)
shall, notwithstanding Article 13 above but
subject to this Article 15, have the right to
publish the Study results in scientific or other
journals, or to present the Study results at
professional conferences or other meetings ,
to the extent that such publication is
consistent with academic standards, is not
false or misleading, and follows the ICMJE
guidelines for ethical principles related to
publication in biomedical journals Institution
and Principal Investigator may use the Study
results (data generated at the site) and, in case
the Study is part of a Multi Centre Study,
results from other sites participating in the
Multi-Centre Study (collectively “Multi-
Centre Results”) solely for the purposes of the
license granted under Section 12.1 above and
shall not publish or present any such results
until the earlier of (i) the date of the first
Study Results publication, or in case of a
Multi Centre Study the first Multi Centre
Results publication, authorized by

and (ii) the end of
the eighteen (18) month period following the
completion, or early termination, of the Multi-
Centre Study at all participating sites. Neither
before nor after such date may Institution or
Principal Investigator publish or present any
raw data (as distinguished from the results of
any analyses of raw data) or make any
publication or presentation that is false,
misleading, and inconsistent with academic
standards or for commercial purposes.
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IPECTaBIATh UCXOAHBIE JaHHBIE (B OTJINYME
OT pe3yJIbTaTOB aHAIIM30B UCXOIHBIX
JTAHHBIX ) UJIM BBIIOJIHATH KaKue-JIno0
nyOIMKaIUU WK IPe3eHTaluu, KOTOpble
ABIIAIOTCA MOAJIEIbHBIMU, HEJOCTOBEPHBIMH,
IIPOTUBOpEYAT CTAHAAPTaM Hay4HOU
JESITeIbHOCTH, JINOO0 UMEIOT KOMMEpPUECKUe
LETIH.

15.4 Cornacuo Pazgeny 15.3, mo meHbIuen
Mepe, 3a mectbaecsT (60) quei 10 nogaqu
MaTepuana il MyOIuKauy Uin
MPE3EHTAUUN Y UpEKICHHUE U | TaBHBII
HccnenoBatens 0053y10TCS MIPEIOCTABUTD
TaKON Marepual
IUTsl paccMoTpenust. Takas myOauKanus uin
MIPE3CHTALINS HE JIOJDKHA COACPIKATh
Kondunennuanpaon nadopmauu
0e3

MIPEABAPHUTEIILHOTO MMCbMEHHOTO COTJIACHS
. Ilo nuceMeHHOMY
TpeOOBaHUIO , YUpexieHue
u I'maBHbIN MccneqoBaTenb JOJKHEI
BO3JIEPKATHCS OT MYOJIUKAIH UITH
MIPE3CHTAIMH B TEUCHUE JOTIOTHUTETHHBIX
nessiHocTa (90) nHeit mocie TpeboBaHUs

, YTO HEOOXOIUMO IJISt
pErucTpaluy MaTeHTHOM 3aBKU WU
MPUHATHS MEp, KOTOPBIE :
CUHMTaeT HEOOXOAMMBIMU JJIsl YCTAHOBJICHUS
Y COXpaHEHUs MpaB COOCTBEHHOCTH HA
nH(pOpPMAIIHI0 OTHOCUTENLHO MaTepHaa,
MIpeAHA3HAYEHHOTO IS MTyOJIUKAIIUN UITH
MPE3EHTALIUH.

155 U ee
adduIMpoBaHHBIC KOMIIAHUH OYAYT UMETh
IPaBO Ha HE3aBUCHMYIO ITYOJIHKAIIHIO
pe3yiabTaroB MccienoBanus COriacHoO
Cratpe 16 u ipu ycnoBun
COOTBETCTBYIOILIETO NMPU3HAHUS
MHTEIJIEKTYaJIbHOTO BKJIaa, CIEIIAHHOTO
VYupexxaenueM u [TaBHBIM UccIieioBaTeIeM,
B COOTBETCTBUU CO CTAH/IAPTHON HAYyYHOM
IIPaKTUKOM.

15.6 be3 orpannveHus KaKux-1M00 HHBIX

15.4 Subject to Section 15.3, at least sixty
(60) days prior to submission of any material
for publication or presentation, Institution and
Principal Investigator shall jointly provide

with such material
for review. No such publication or
presentation may include any of

’s Confidential

Information without
’s prior written
approval. If requested in writing by

, Institution and
Principal Investigator shall withhold material
from submission for publication or
presentation for an additional ninety (90)
days from the date of

’s request to allow for
the filing of a patent application or the taking
of such measures as

deems appropriate to establish and preserve
its proprietary rights in the information in the
material being submitted for publication or
presentation.

15.5 and its
affiliates shall have the right to independently
publish the Study results, subject to Article 16
and provided that due acknowledgement is
made for the intellectual contribution made by
Institution and Principal Investigator in
accordance with standard scientific practice.

15.6  Without limitation to any other right
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IIpaB KOMIIaHHUH B

of hereunder,

COOTBETCTBUU C HacToOSIIUM J[oroBopom
VYupexnaenue u ['naBusiii Uccnenosarens
MOATBEPKJAIOT U COTJIALIAIOTCS, YTO

kak CrioHcop
peructpupyet MccnenoBanue u, mo Mepe
JIOCTYITHOCTH, pa3MeIIaeT pe3yabTaThl
HccnenoBanus B COOTBETCTBUHU C
BHYTPEHHEHN MOJUTUKOU

B OJTHOM WJIU
0oJsee 00IIEAOCTYIHBIX peecTpax U Ha BeO-
caiftax (BKItO4as BeO-cailT, (GhMHAHCUPYEMBIi
3a c4eT MyOJMYHBIX CPENICTB,
http://www.clinicaltrials.gov/ u
CcOOCTBEHHBII BeO-CcaiT

http://www. ).
Yupexnaenue u [ maBusiil McciienoBarens He
JIOJKHBI OpaTh Ha ce0st 00s3aTeIhCTBA 110
PETUCTpALMK WK PAa3MEIICHHUIO Pe3YIbTaTOB
BO u30exaHue qy0IrMpoBaHMs 3aIMCEH.
ITepconan JOJKEH
coOroaaTh MECTHOE/HALIMOHAIIBHOE
3aKOHOJATENHCTBO U/UIU MPEANHCAHNUS,
KOTOpBIE TPeOYIOT perucTpanuu
uH(popMaluu 00 UCCIeIOBaHNU B
00LIEeTOCTYITHBIX peecTpax, OTINYAIOIINXCSI
OT BBbILIE IepeuncieHHbIX. Eciaun
VYupexnenue u ['naBusiii MccnenoBarens
BBIPAXAIOT JKEJIaHHE HUCIOJIb30BaTh
00111eTOCTYITHBIN BeO-CallT Ha 1OOPOBOILHOM
OCHOBe (Harmpumep, BeO-cailT
YHHUBEpCUTETa/00MbHUILIB), UHDOPMALINS,
cBs3aHHas ¢ [IpoTokonom, He TOJKHA
npeBbIIaTh 00beM HH(pOpMaIuHy,
pa3sMELIEHHOU ,
1 OHA MOJKET OBITh OTpaHUYEHA
TUIIEPCCHUIKOM Ha BeO-callT
http://www.clinicaltrials.gov/ .

Institution and Principal Investigator
acknowledge and agree that

as Sponsor will
register the Study and, when available, post
the Study results in accordance with

internal policy on
one or more publicly-accessible trial registries
and websites (including the publicly-funded
website http://www.clinicaltrials.gov/ and on
its own website http://www.a ).
Institution and Principal Investigator should
not undertake registration or posting of results
to avoid duplication of entries.

personnel must
comply with local/national law and/or
regulations which require registration of study
information to a publicly-accessible registry
other than those named above. Where
Institution and Principal Investigator wish to
use a publicly-accessible website on a
voluntary basis (eg. a university/hospital
website) the information related to the
Protocol must not exceed the information

has already posted
and it should be sufficient to provide a
hyperlink to the trial when registered on
http://www.clinicaltrials.gov/ .

16 NCIMOJb30BAHUE HA3BAHUSA / USE OF NAME

16.1 Hu Yupexnenue, Hu | 1aBHBII
HUccaenosarens nin

HE MOTYT
YIIOMHUHATh WJIH UHBIM 00pa3oM

16.1  None of Institution, Principal
Investigator or
shall mention or otherwise use the name,

trademark, trade name or logo of the other
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UCII0JIb30BaTh Ha3BaHUE, TOPIOBYIO MAapKy
WM J0oroTUIl Apyroit CTOPOHBI B KaKOH-I100
nyOJIMKaluy, 3asiBICHUH JJIS [IeYaTH WK
pPEKIIaMHOM MaTepuaie B OTHOILIEHUU
HccnenoBanust 6e3 npeiBapUTEIbHOTO
IIMCbMEHHOTO coriacus Takoii CTOpOHBI;
OJIHaKO IIPU YCIIOBUH, YTO

Oyner uMeTh

PpaBoO UACHTU(PUIIUPOBATD
HccenenoBarenbCKuil HEHTP KakK LIEHTP, B
KOTOpOM MpoBoauiock MccnenoBanue u
OTBETCTBEHHbIN [Iepconan
HccnenoBaTenbCKoro IeHTpa, a TAKKe
MCIIOJIb30BaTh UM | 71aBHOTO HccienoBaTens
B JTII000H JESATETbHOCTHU IO BKIIFOUEHUIO
Cy6nektoB B UccnenoBanue

17

Party in any publication, press release or
promotional material with respect to the
Study without the prior written approval of
such Party; provided, however, that

shall have the
right to identify Institution as the site at which
the Study was conducted and the responsible
Study Site Staff, and to use Principal
Investigator’s name in any
Study recruitment

activities.

CTPAXOBAHHUE U OTPAHUYEHUE OTBETCTBEHHOCTHU /

INSURANCE AND INDEMNITY

17.1 B cooTBETCTBUU C ACHCTBYIOIIUM
3aKOHOAATENLCTBOM PO,

(CtpaxoBarenb)
3acTpaxoBaja pUCK IPUUYMHEHHUS Bpea
YKU3HU U 37J0POBbIO CYOBEKTOB,
YYaCTBYIOIIMX B KIMHUYECKOM
WCCJICIOBAHUH TTyTEM 3aKITIOUCHUS
«/loroBopa 00s13aTeIHLHOTO CTPAXOBAHUS
JKU3HH | 37J0POBBS MAIUECHTA, y4aCTBYIOIIETO
B KJIMHUYECKUX UCCIEIOBAHUIX» CO
CTPaxOBOM KOMIAHUEW, UMEIOIIEH JIULIEH3UIO
Ha Teppuropun PO (CTpaxoBIIUKOM).

17.2  Tlopsitok B3aMMOJICHCTBYS CTOPOH
(CrpaxoBmuka, CTpaxoBaTens, Y UpexIeHHs
u CyOnekTa (manuenTa)), TepMUHOJIOTHS,
YCIIOBUS U OIIPENIETICHHSI CTPAXOBBIX CIIy4acB
u3N0KeHbl B « TUMOBBIX MpaBHIIax
00513aTeJIbHOTO CTPAaXOBaHUS KU3HU

U 3JI0pOBBS MAllEeHTa, YYacTBYIOIIETrO B
KIIMHUYECKUX UCCIIEJOBAHMSIX
JICKapCTBEHHOT'O IIPENaparay, yTBEPKACHHBIX
nocranosiieHreM lIpasurenscrea PO.

17.1  In accordance with the current RF
legislation, (Insured)
has insured risks of life and health damages in
subjects of the clinical study by “Agreement
of obligatory insurance of life and health of
patients participating in clinical trials” with
the insurance company which has the local
license (Insurer).

17.2  The order on how all parts (i.e.,
Insurer, Insured, Institution and patient) will
collaborate in insurance aspects is outlined in
“Standard rules of mandatory insurance of
life and health damage in patients
participating in clinical trials”, which
approved by order of Government of RF
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18 CPOK JEMCTBUA U YCJOBUS NPEKPAIIIEHUS JOTOBOPA
/| TERM AND TERMINATION

18.1 Hacrosimuii JloroBop HaYMHAET CBOE
JerctBre B JlaTy BCTYIUIEHUS B CHITY U
IIPOJIOJIKAET JEHUCTBOBATH 110
MPEIOCTaBIICHUS

OKOHYATEJIbHBIX
JMaHHBIX mocie 3akpbiTus LlenTpa i
JIOCPOYHOTO MPEKPAIIECHUS CPOKA JCHCTBUS
HacTosAwero Jloroopa B COOTBETCTBUU C
Hacrosieit Crareeii 18.

18.2 JIrwo6as CtopoHa BripaBe MPEeKpaTHTh
JiericTBue HacTosero /JJorosopa ¢
HEME/JICHHBIM BCTYILJICHUEM B CUJTY B JIF000O€
BpeMs1 C IUCbMEHHBIM YBEIOMIICHUEM, €CIIN
npyras CtopoHa:

18.2.1. Hapymaet kakue-n1ubo 00s3aTeNbCTBA
1o Hacroswmemy [Jorosopy unu [Iporokony
(BKJTFOYAst HECOOIOJICHHE CPOKOB Oe3
Cephe3HBIX OCHOBAHWIT) M OTKA3bIBACTCS OT
yYCTpaHEHUs TaKOTr'o HapyUIeHHUs, TJe 3TO
BO3MOXKHO, B TeueHHe naTHaauatu (15) nuei
10CJI€ MUCBbMEHHOTO YBEJIOMJICHUS OT JpYyron
CTOpOHBI, ONpeAeAIOIEro HapylIeHUe 1
TpeOYIOLIEero ero yCTpaHeHUs; UiIH

18.2.2. 00ObsIBIIEHA HEILIATEKECIIOCOOHOI,
WJIH YIPaBISIOMUHI TH00 TUKBUIATOP,
HAa3HA4YCHHBIC IJIA BCEX NJIU YaCTU €€
Kanurana, MIPeKpamaT WA yTPOKAIOT
MIPEKPATUTH €€ JICATSITBHOCTD.

18.3 CropoHa BrpaBe NpeKpaTUTh
JercTBre Hactosero Jlorosopa ¢
HEMEIJICHHBIM BCTYIUICHUEM B CHITY TIOCIIE
MUCHEMEHHOTO YBEJIOMJICHHS IPYTOn
CTOpOHBI, €Clii OHA 110 000CHOBAaHHBIM
MpUYMHAM MoJiaraet, yto MccnenoBanue
CIIeTyeT MPEeKPATUTh B MHTEpEcax 310pPOBbS,
0€30MMacHOCTH UK OJIaronoayyus
CyOBbeKToB.

18.4
IPEKPATUTD AEUCTBUE HACTOALLETO

BIIpaBe

18.1 This Agreement commences on the
Effective Date and will remain in effect until
the final data has been provided to

following Site
Closure or earlier termination of this
Agreement in accordance with this Article 18.

18.2 Either Party may terminate this
Agreement with immediate effect at any time
upon written notice if the other Party is:

18.2.1 in breach of any obligations under the
Agreement or the Protocol (including a
failure without just cause to meet a timeline)
and fails to remedy such breach, where it is
capable of cure, within fifteen (15) days of
written notice from the other Party specifying
the breach and requiring its cure; or

18.2.2 declared insolvent or has an
administrator or receiver appointed over all or
parts of its assets or cease or threatens to
cease to carry on its business.

18.3 A Party may terminate this Agreement
with immediate effect upon written notice to
the other Party, if it on reasonable grounds
believes the Study should cease in the interest
of the health, safety or well-being of Subjects.

18.4 may
terminate this Agreement upon notice to
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JloroBopa, yBeIOMUB YUpexKICHUE, €CITU
I'maueiii McciienoBarens 0ojiee HE cCIocOOEH
(Mo kakoi-1M00 MpUYKHE) BHICTYIIATH B
kauectse I 1aBHOro Mccinegoparens 1o
Hccnenosanuio, u

Institution if Principal Investigator is no
longer able (for whatever reason) to act as
principal investigator of the Study and no
replacement mutually acceptable to

and Institution has been

BMECTE C YUPEKICHUEM HE HAILIU
B3aUMOIIPUEMIIEMOH 3aMEHBI.

18.5 B momonHeHue K BBIIIE
ynoMsaHyTeiM Paznenam 1918.2, 18.3 u
1918.4 BIIPaBe
MPEKPATUTh WK MPUOCTAHOBUTH
HccnenoBanue W/ WM MPEKPATUTh IEHCTBUE
Hacrosiero Jloropopa He3aMeIITUTEIBHO 110
KaKoW-1u00 MpuYrHe, B MUCbMEHHON (hopMe
YBEIOMUB YupexacHue U [ maBHOro
Hccnenosarens.

18.6 BIIPaBe
NPEKPATUTh ydacTue Y UpekICHHs B
UccnenoBanuu u(iim) pacTOPrHYThH
HacTosui J[oroBop B OTHOCTOPOHHEM
HOPsIZIKE B ClIydae HeOIHOKpaTHoro (Oosnee
2yX pa3 moJIpsia) oTKaza 0e3 yBaKUTEIbHBIX
INPUYMH B onycke MoHHUTOpa B
HccenenoBarenbcKuil HEHTP, IPU
oOHapy’>KeHUH B X07Ie¢ MOHUTOPUHTA HITH
ayJrTa HEOAHOKPATHBIX CITy4aeB HAPYIICHUS
WA OTHOKPATHOT'O Ipy0O0To HapyIIeHUs
IIOJIOKEHUH HacTosmero Jlorosopa, a Takxke
TUYECKUX HOPM U HOPMAaTHBHBIX
TpeOOBaHUH, YCTaHOBICHHBIX ISt
IPOBEIECHUS KIMHUYECKUX UCCIIEOBAHUM.

18.7 B cimyuae npekparieHust JeHCTBUS
Hacrosero JJoropopa no HUIIMATUBE
mo6oi u3 CropoH, CTOPOHBI 00SI3yIOTCS
TPUJIOKUTH BCE BO3MOXKHBIC YCHITHSI ISt
COKpallleHUs! HeYZA00CTB U yiiepoa Jist
Cy6mnektoB UccrnenoBanusi.

18.8 TIlocne yBemoMiIeHHS O TPEKpAIICHUN
HacTosmero Jlorosopa YupexaeHue u
I'maBubIil UccnenoBaTenb 0053yr0TCS
HC3aMCAJIUTCIIBHO IMPCKPATUTHL BKIIFOYCHUC
Cy0nekToB B MccnenoBanue, u B
KpaT4allie CPOKU MPeoCTaBUTh

found.
18.5 In addition to Sections 18.2, 18.3 and
18.4 above, may

terminate or suspend the Study and/or
terminate this Agreement immediately for
any reason whatsoever upon written notice to
Institution and Principal Investigator.

18.6 has the right
to terminate Institution participation in the
Study conduct and/or unilaterally terminate
this Agreement in case of any repeating (two
times in a row and more) refusal to allow
Monitor’s access to the Study Site without a
good reason, repeating non-compliance or
any single major breach of the terms and
conditions of this Agreement, as well as
ethical principles and legal requirements for
the clinical trials conduct revealed during
monitoring or audit.

18.7  Inthe event of termination of this
Agreement by either of the Parties, the Parties
shall use their best efforts to minimize any
inconvenience or harm to any Subjects in the
Study.

18.8  Upon notice of termination of this
Agreement, Institution and Principal
Investigator shall immediately cease
enrolment of Subjects into the Study, and
promptly provide to
all Study Documentation (except such
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BCIO
JoxymenTanuto o Mccnenosanuto (3a
UCKIIIOYEHUEM JTOKYMEHTOB, KOTOpPBIE
OCTAIOTCS Y YUPEXKJIECHHsI COTIIACHO
JetricTByromuMm 3aKkoHaM 1 TpeOoBaHMsIM),
Kondunennuanpayto nHGopMaIuio
1 1100bIe

Marepuansl, Ipe10CTaBICHHbIC

B CBSI3H C
HccnenoBanueM, a TakKe OKa3aTh HHOE
HEoOXO0MMOe COICHCTBHE, HEOOXOJMMOE IS
oOecrnieueHus JOJKHOU nepeadu
HccnenoBanus 6e3 Hapymienus [Ipotokona.

18.9 Ilocne ucredeHus WM paHHETO
IpeKpalleHus CPoKa ASUCTBHUS HACTOALIETO
JloroBopa (3a UCKIIIOUEHUEM TNIPEKpalleHUs
Hacrosiero Jloropopa B pe3ynbrare
HEIONPaBUMOI0 HapYIIEHHs HACTOSILIErO
JoroBopa YupexxaeHuem)

, TIOCJIE TIOJTyYEHUs CUETOB
Y TIPOYEH MOATBEPKIAOLIEN TOKYMEHTALIUH,
00s3yeTcs BBIIIATUTh BCE MJIATEXKU,
o0s3aTeNIbHBIE K JIaTe MPEKpaIleHUs CpoKa
JIEICTBHS 10TOBOPA, a TAK)KE BCE PACXOJIbI,
KOTOpBIE HEBO3MOKHO OTMEHUTB,
COBEpIUICHHBIE /10 MOJIYyYEHHUS YBEJOMIIEHUS O
NpeKpalleH!u, Ipy YCIOBUH, YTO TaKHUE
00s3aTenbCTBA HAITIEXKAIUM 00pa3oM U B
00513aTeIbHOM MOPSAKE BBITTIOTHEHBI
VYupexnenneMm u ['maBusiv HMccnenoBarenem
JUIs ipoBesieHus MccnenoBanus 10 1aThl
MPEKPALIEHHUS U COTJIACOBAHBI C

18.10 B teuenwue tpuanaru (30) qHEH mocie
npekpaiieHus Hactosiiero Jlorosopa,
Yupexenue 00s13yeTcst mepeaarh

B MMUCBMEHHOU (hopme
OKOHYATEIbHYIO OTYETHOCTH I10:

18.10.1. BceM CyObeKTaM, KOTOpbIe
NpUHUMAaIK ydactie B VccrienoBanmm,

18.10.2. 3aBEpLICHHBIM BU3UTAM
CyOBekToB B cooTBeTCTBUU ¢ [IpoTOKOIOM B
TE€4eHHE CpoKa HacTodwero Jlorosopa; u

documents as are required to be maintained
by Institution pursuant to Applicable Laws
and Requirements),

’s Confidential
Information and any Materials provided by

in connection with
the Study and provide such other assistance
as is necessary to ensure a smooth and orderly
transition of the Study with no disruption of
the Protocol.

18.9  Upon expiration or early termination
of this Agreement (except in the case of
termination of this Agreement as a result of
an uncured breach of this Agreement by
Institution) shall,
upon receipt of invoices and other supporting
documentation, pay all costs incurred and
falling due for payment up to the date of
termination and all non-cancellable costs
committed before receipt of notice of
termination, provided that such commitments
are reasonable and necessarily incurred for
the performance of the Study prior to the date
of termination and agreed with

18.10 Within thirty (30) days after the
termination of this Agreement, Institution
shall deliver to in
writing a final accounting of:

18.10.1 all Subjects that participated in
the Study;
18.10.2 the Subject visits completed in

accordance with the Protocol during the term
of this Agreement; and
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18.10.3. BCEM 0OOCHOBAHHBIM IMPSMBIM
3arpaTam, MOHECEHHBIM B CBSI3U C Tiepeadeit
HUccnenosanust.

18.11 B reuenue tpuauatu (30) qHeit mociue
HOJTy4eHHS OKOHYATEIbHOW OTYETHOCTH,
1100 YupexaeHne JOIKHO BO3MECTUTh
W3JIUIIHNAE CYMMBI,
, 1100
JOJDKHA OTUIATHTh
JOMMOJIHUTCIIBHBIC CYMMBI, IPUYHUTAIOIHUCCA
YupexaeHnto, cooopasHo 00CTOATEIBCTBAM.

BBIIIJIAYEHHBIC

19
CONTRACTOR

[Ipu okazaHuK COOTBETCTBYIOLIUX YCIYT 11O
HacToslemy Jloropopy, YupexaeHue,
I'maBueiit Uccnenosarens u [lepconan
HccnenoBarenbckoro NeHTpa IeUCTBYIOT Kak
HE3aBUCUMBIC MMOAPATIYNKNA B OTHOILICHHUN

, HO HE KaK COTPYJHHMKHU

HNJIn arcHThbl

20

Hu onna u3 CtopoH He BrpaBe NepeycTynuTh
HacTosmui Jloropop nim kakoe-mudo u3
CBOMX ITpaB WM 0053aTENbCTB 110
HacTosmemy JloroBopy 6e3
MpeBApUTENLHOTO MUCbMEHHOTO COTJIacus
apyroii CTOpoHBl, 32 UCKIFOYEHUEM TOTO
cirydasi, B KOTopoM Kaxkaass CTopoHa BIpase
MepeycTynuTh HacTosuui J{loroBop u cBon
npaBa 1 00s3aTeIbCTBA M0 HACTOSILEMY
JloroBopy nmpaBoInpeeMHUKY (B pe3yJbTaTe
CIIMSIHMSL, TPUCOEAMHEHNS, TOKYTIKH
KanuTajia U Ip.) BCeX WM MPAKTUYECKU BCEX
BUJIOB JIEATENBHOCTH, KOTOPBIE CBS3aHBbI C
HacrosimuM JloroBopom. Hes3upast Ha
BBIIIECKA3aHHOE, BIIpaBe
NepeycTynuTh HacTosiuui J{oroBop u cBon
npaBa M 00s3aTeIbCTBA M0 HACTOSILEMY
JloroBopy (@) B CBSI3M C Iepeaavei, 1mo

18.10.3 all reasonable direct costs
incurred in connection with any transfer of
the Study.

18.11 Within thirty (30) days of delivery or
receipt of the final accounting, either
Institution shall refund to
any excess amounts paid by

or
shall pay any
additional amounts owed to Institution, as the
case may be.

HE3ABUCHUMBIA NOJAPSI YUK / INDEPENDENT

In undertaking to perform its, his or her
respective services hereunder, Institution,
Principal Investigator and Study Site Staff are
doing so as independent contractors in
relation to , and not as
employees or agents of

MNEPEYCTYIKA / ASSIGNMENT

Neither Party shall assign this Agreement or
any of its, his or her rights or obligations
hereunder without the prior written consent of
the other Party, except that AstraZeneca and
Institution may assign this Agreement and its
rights and obligations hereunder to any
successor in interest (whether by merger,
acquisition, asset purchase or otherwise) to all
or substantially all of the business to which
this Agreement relates. Notwithstanding the
foregoing, may
assign this Agreement and its rights and
obligations hereunder (a) in connection with
the transfer, whether by license or otherwise,
or sale of all or substantially all of its rights to
the Test Drug, (b) to
any of its affiliates, or (c) to any external
service providers such as contract research
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JIMIICH3UU WK HHBIM 00pa3oM, MpoJIake BCeX
WJIH TIOYTH BCEX CBOMX IPaB Ha
Uccnenyemslii mpenapar, (b) oaHOM U3 CBOUX
adduIMpOBaHHBIX KOMIIAHUH, WK (C)
BHEIIHUM ITOCTABIUKAM YCIIYT TAKHM, KaK
KOHTPAKTHBIE HCCIIEIOBATEIbCKHE
OpraHu3alluH, OKa3bIBAIONINM COJICHCTBUE

B YIIPABJICHUH HITU
MoHuTOpHHTre MccnenoBanusi.
UMEET IPaBo
BBINOJIHATH KaKUE-THOO0 UM BCE CBOU
00513aTeIIbCTBA, & TAK)KE UCIIOJHATH KaKue-
1100 M3 CBOMX IPAB 110 HACTOSAIICMY
JloroBopy mocpencTBoM 000 cBOei
adhpuMpoBaHHON KOMITAHUH.

21

TonkoBanue HacTosero Jlorosopa, a Takxe
npaB 1 00s3aTenbeTB CTOPOH MO
HacTodemy Joropopy nmouuHsIIOTCS
3aKoHoarenbeTBy Poccuiickon denepannu,
WCKJTIOYasi MPUMEHEHHE OTChUIOYHBIX
KOJUIM3MOHHBIX HOPM, KOTOPbIE MOT'YT MHA4€
TOJIKOBATh HacTosuii Jlorosop.

22

JIro0oe yBenomieHue, TpeboBaHME UITH HHAS
uHpOpMaLKs, pa3pelieHHas WK
3aTpeOOBaHHasl B COOTBETCTBUH C HACTOSIIIUM
JloroBopom, 10KHA OBITH MPEACTaBICHA B
NUCcbMeHHOU (hopme, AOKHA SIBHO
CChIIAThCs Ha HacToAwmui Jlorosop, u
CUMTaeTCs MepeJaHHON TOJBKO IIpU Nepeade
U3 PYK B PYKH WJIU TIOCPECTBOM
(bakcHUMUIIBHON CBA3M (C MOJTyYEHHEM
MOATBEP>KJIEHUS NIEpeaun Nepeaarouiei
CropoHnoii), 160 Hampasienun CTopoHaMm Ha
UX COOTBETCTBYIOIIME aJpeca, yKa3aHHbIE B
npeamOyne K HacTosuemMy JloroBopy, Win Ha
MHOM anpec, KoTopslii CTopoHa Moria
npeaocTaBuTh Apyrot CTopoHe B
cooTBeTcTBUM ¢ JaHHOU Cratbelt 22. Takoe

organisations retained to assist

in managing and
monitoring the Study.
shall have the right to perform any and all of
its obligations and exercise any of its rights
under this Agreement through any of its
affiliates.

MNPUMEHUMMOE IMPABO / GOVERNING LAW

The interpretation and construction of this
Agreement and the rights and obligations of
the Parties hereunder shall be governed by the
laws of the Russian Federation, excluding any
conflicts or choice of law rule or principle
that might otherwise refer construction or
interpretation of this Agreement to the
substantive law of another jurisdiction.

YBEJOMJIEHUSA / NOTICES

Any notice, request or other communication
permitted or required under this Agreement
shall be in writing, shall refer specifically to
this Agreement and shall be deemed given
only if hand delivered or by facsimile (with
receipt of transmission confirmed by the
receiving Party), addressed to the Parties at
their respective addresses set forth in the
preamble to this Agreement, or at such other
address such Party may have provided to the
other Party in accordance with this Article 22.
Such notice shall be deemed to have been
given as of the date delivered. Any notice
delivered by facsimile shall be followed by a
hard copy delivered as soon as practicable
thereafter. This Article 22 is not intended to

ctp. 54 u3 106



(enepabHOE TOCYAapCTBEHHOE OFOKETHOE 00pa30BaTEIbHOE YUPCIKICHUE
BBICIIEr0 00pa3oBaHus
«Ypanbckuil rocy1apCTBEHHBIN MEIULIUHCKUIN YHUBEPCUTET)
MunucTepcTBa 31paBooxpanenus Poccuiickoit deneparyu
(®I'bOY BO YI'MY Munzapasa Poccun)

HaydHo-mccie1oBaTenbCKoe yIpaBiIeHUE
ITono)xeHne 0 JIOKaJTbHOM 3THYECKOM KOMHTETE

YBEJOMIICHHE CUUTAETCS IIEPEAAHHBIM B JICHb
OTIIpaBleHHs. 32 JTIOOBIM YBEIOMJICHHUEM,
OTIIPaBJICHHBIM MIOCPEICTBOM (PaKCUMUIBHON
CBsI3M, JIOJDKHA CJIEI0OBAaTh OyMaskHast KOIHS,
OTHPABJICHHAS] B MAKCUMAJIBHO KOPOTKHUE
cpoku. Hacrosmas Cratbs 22 He
perjlaMeHTUPYET MOBCEIHEBHBIE JIETIOBBIE
cBsi3u CTOPOH, HEOOXOMMBIE JIJIsSt
BBITIOJTHEHHS CBOUX 00S13aTENIbCTB B
COOTBETCTBUU C YCIOBUSMH HACTOSIIETO
Jlorosopa.

23

CootBeTcTBYIOLIME [TpaBa U 00513aTENbCTBA
CropoHn, ycraHoBieHHble B CtaTbsix 6, 10, 12,
13, 14, 15,17, 21, 23, 24 u B paznenax 8.1,
83,11.2,11.4,11.5,18.38,18.9,18.10
OCTAIOTCS B CHJIC ITOCIIC UCTCUCHUS UITH
MPEKpaIIEHUS CPOKA ACUCTBUS HACTOAIIETO
JloroBopa Ha CpoK, HEOOXOAMMBIN ISt
COXpaHEHUS TAKUX MPaB U 0053aTeIbCTB.

24

govern the day-to-day business
communications necessary between the
Parties in performing their obligations under
the terms of this Agreement.

MNPOJIOJIKEHUE JEVMCTBUA OBSI3ATEJIBCTB / SURVIVAL

The respective rights and obligations of the
Parties set forth in Articles 6, 10, 12, 13, 14,
15,17, 21, 23, 24 and Sections 8.1, 8.3, 11.2,
11.4,11.5, 18.8, 18.9, 18.10 shall survive the
expiration or termination of this Agreement to
the extent necessary to preserve such rights
and obligations.

MOJIHOTA AOTI'OBOPA, UBMEHEHUS U AONNOJIHEHUSA /

ENTIRE AGREEMENT AND AMENDMENT

24.1 Hacrosmwuii [loroBop BMecTe ¢
[TpunoxxenussmMu k Hemy u CornanieHuem o
KOH(UICHIIMATEHOCTHA COCTABISIOT MOJHBIH
Jorosop mexay CTOpoHaMH OTHOCHTEIHHO
npenMeta Hacrosiero Jlorosopa u
OTMEHSIOT BCE MPEABLIYIINE JOTOBOPBI,
IMUCbMCHHBIC NJIM YCTHBIC, B OTHOILICHHUHN
npenMeta Hacrosiiero Jlorosopa. JlroOwie
HN3MCHCHUA WM JOIIOJHCHHA K HACTOAIICMY
JloroBopy AOKHBI OBITH COCTABJICHHI B
NUCbMEHHOU (hopMe U TIOTUCAHbI
YIIOJTHOMOYEHHBIMH MPEACTABUTEIISIMU
CTOpOH.

24.2 HacrosmuM YupexaeHue
ynonHomounBaeT ['maBHoro MccnegoBarens
COTJIACOBBIBATh U3MEHEHUS U JOMOTHEHUS
[Tpunoxenust C 10 yTBEpKACHUSA UX

24.1 This Agreement together with the
Appendices hereto and the Confidentiality
Agreement constitute the entire agreement
among the Parties hereto with respect to the
subject matter of this Agreement and
supersede all prior agreements, whether
written or oral, with respect to the subject
matter of this Agreement. Any amendment or
modification to this Agreement must be in
writing and signed by authorized
representatives of each Party.

24.2  Institution hereby authorises Principal
Investigator to, on its behalf, agree on
amendments or modifications of Appendix C
without prior approval of Institution.
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YupexaeHuem.

25

B ciydae xakux-mu00 pacxoXACHUN MEXITy
HactosaumM JloroBopom u [Iporokonom,
ycnoBus [IpoTokoia 10mKHBI UMETh
MPEUMYIIECTBEHHOE 3HAUEHUE TT0
OTHOILIECHHUIO K NpoBeeHuto McecaenoBanus u
nedeHnto CyObEeKTOB B CBSI3U C HACTOSIIUM
JloroBopom, BO BCEX OCTAIBHBIX OTHOIICHHUSIX
(Bxirovast Ctarbto 15), nomkHbBI mpeobaanaTh
ycnoBus HacTosiniero JJorosopa. B cinydae
PacXOXKJIEHUN MEXy HACTOSIIUM
Horosopom u [loroBopom 06
aIMUHHCTPATUBHON MOJIEPIKKE,
PEUMYIIECTBEHHOE 3HAaUEHNE UMEIOT
ycnoBus Hactosulero JJoroopa. B ciydae
PaCXOXKICHUS MEXIY HACTOSIIIUM
Jorosopom n CornamieHueM o
KOH(HICHIIMATHHOCTH, YCIOBHUS
Cornanienust 0 KOHQHUACHIIUATHHOCTH
JIOJIKHBI IPe00J1aaTh, HO TOJIBKO B
OTHOIICHUU KOH(UICHIIMATHHOM
UHPOpPMAILINH, HE OXBAY€HHON B HACTOAIIEM
Horosope.

26

Hacrosmuit JloroBop cocTtaBieH B ABYX
AK3EMILIApaXx, KaXabli U3 KOTOPBIX
CUMTAETCS] OPUTUHAJIIOM, @ BMECTE OHU
COCTaBJISIOT €AVHBIN JI0TOBOP.

27 A3BIK / LANGUAGE

27.1 Hacrosmwmii [loroBop cocTaBjieH Ha
JIBYX SI3BIKAX — aHTJIMHCKOM M pycckoM. B
CIIy4ae pacxX0kKJIeHUH MPEenMYIeCTBEHHOE
3HAYCHUE UMEET TCKCT Ha PYCCKOM SI3BIKE.

27.2  CTOpOHBI MOATBEPKAAIOT, UTO
OCHOBHBIM SI3IKOM BE/ICHUS JOKYMEHTAIUH,

PACXOXJIEHMUSA / INCONSISTENCY

In the event of any inconsistency between this
Agreement and the Protocol, the terms of the
Protocol shall prevail with respect to the
conduct of the Study and the treatment of
Subjects in connection therewith; in all other
respects (including Article 15), the terms of
this Agreement shall prevail. In the event of
inconsistency between this Agreement and
the PI Admin Support Agreement, this
Agreement shall prevail. In the event of
inconsistency between this Agreement and
the Confidentiality Agreement, the
Confidentiality Agreement shall prevail only
regarding confidential information not
covered by this Agreement.

AYBJIUKATDBI /| COUNTERPARTS

This Agreement may be executed in two or
more counterpart copies, each of which shall
be deemed an original, and shall together be
deemed to constitute one and the same
instrument.

27.1 This Agreement is executed in two
languages — English and Russian. In the case
of discrepancies the Russian language shall
prevail.

27.2  The Parties agree that English is the
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28
DEFINITIONS

«/lelicTByrommue 3akonbl 1 TpeboBanus -
BCE JICUCTBYIOLIUE 3aKOHBI, HOPMBI U
IIpeIIMCaHus, BKJIIOYas, HO HE
OrpaHUYUBAsACh, HOpMaMu PeryisaropHbIx
OpraHoOB U AUPEKTUB, CBA3aHHBIX C
nposeneHueM Mcecenenosanus, BKItoyas
Hanmnexamyro Knuaundeckyro [Ipaktuky (cm.
OIpe/ielIeHue HUXKeE).

«HC »—
HccenenoBarenbekas JOKyMEHTALUS U BCA
WuTtemiekTyanbHas COOCTBEHHOCTb
OTHOCHUTEJIBHO JIt000ro M300perenus
KacaTeJIbHO UCCIIEyEeMOT0 Mpernapara

«Hccnenyemplii mpenapat

» — MEIUITMHCKHM
MPOIYKT, U3Y4aeMblil UJTU TECTUPYEMBIi BO
Bpems MccnenoBanus, BKIIIO4as Jirooboe
miane6o.
«H300perenue Ucciienyemoro npenapara

» — BCE

M300pETeHMS, CBA3aHHBIC C UCCIIETYEMbIM
npenaparom , BKJIFOYasi, HO
HE OTPAaHUYNBAsCh, HOBBIMU TTOKA3aHUSIMU
WM CIIOCO0aMU MPUMEHEHUS, KOTOPhIE
MIPEICTABJICHBI, CTCHEPUPOBAHBI HJIM UHBIM
o0pa3oM cozfaHbl YupexaeHueMm, I maBHbIM
Uccnenosarenem unu [lepconanom
HccnenoBaTenbckoro neHTpa (3a
HCKJTIOUYEHHEM )
OT/IENIbHO WJIM BMECTE C IPYTUMH, BO BpeMs
wid B ¢Bs13U ¢ MccnenoBanueM. Bo
n30exaHne KOH()IUKTHBIX CUTYaIHil
N3o6perenus Mccnenyemoro npenapara

TaKKe BKIIOYAIOT B ceOs
n300peTeHus, cBsi3aHHbIe ¢ (a) nHbopMaruei
no Merabonuamy HMccnemxyemoro npenapara

, TOOOYHBIMU

s dexkramu, MeTaboIU3MOM JIEKapCTBEHHBIX
BEIIECTB, MEXaHNU3MOM JICHCTBUS,
0€30MacCHOCTHIO WU JIEKAPCTBEHHBIM
B3auMoieiicTBreM win (D) OroornyecKuMu
MapKepamu, aHaIM3aMu, JUarHOCTUYECKUMU
METOJaMH WJIH THarHOCTHYECKUMU
npenaparamu, KOTOpble MOTYT

MPUJIOKEHUE A OITPEJEJEHUS / APPENDIX A

“Applicable Laws and Requirements”
means all applicable laws, rules and
regulations, including, without limitation,
Regulatory Authority rules and guidelines
relating to the conduct of the Study, including
GCP (as defined below).

13

IP” means Study
Documentation and all Intellectual Property
in and to any Test Drug
Invention.

13

Test Drug” means the
medicinal product being studied or tested in
the Study, including any placebo.

“ Test Drug
Invention” means all inventions relating to
the Test Drug

including, without limitation, new indications
or uses thereof, that are conceived, generated
or otherwise made by Institution, Principal
Investigator or any Study Site Staff (other
than ) whether solely or
jointly with others, under or in connection
with the Study. For the avoidance of doubt,
Test Drug Inventions
also include any inventions relating (a) to the
Test Drug’s
metabolic activity, pharmacological activity,
side effects, drug metabolism, mechanism of
action, safety, or drug interactions, or (b) to
biomarkers, assays, diagnostic methods or
diagnostic products, which may be used to
predict patient response or resistance to the
Test Drug or be used
in any way to select patients for treatment
with the Test Drug.
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UCTIOJIB30BAThCS IS TPOTHO3UPOBAHHS
peakiuu CyObeKTa WM yCTOMYUBOCTH K
Hccnenyemomy npenapaty

WM IPUMEHSTHCS
HWHBIM 00pa3oM 1t BeIOopa CyOBeKTOB JIst
nedenus VccemqyemMpiM mpenapaTom

«IIpennoropopuasi UnTe/IeKTyaIbHAS
COOCTBEHHOCTD) - 1100as
HHTGHHGKTyaﬂbHaﬁ CO6CTB€HHOCTI), KOTOpaﬂ
IPSIMO HJTH KOCBEHHO MPUHAIICKHUT HIIH
HAXOJUTCS MO KOHTposieM CTOPOHBI 110
JlaThl BCTYIJICHHS B CHITY.

«buoaornyeckue MaTepuajabD» JIIOOBIC
OMOJIOTHYECKHE MaTepHraibl 4YCJIOBCKA,
BKJIIO4as1, HO HC OrpaHn4uBasACh, KPOBbIO,
TKaHsAMH OpraHU3Ma, M1a3MOi M UHBIMU
MarcpuajiaMu, COACpKalluMHU KIICTKA
YCJIOBCKA.

« MnguBuayanbHas Perucrpanuonnas
kapra win «MPK» - HanedyataHHbIi
nokyMeHT («aPK»), unu snekTpoHHbIi
nokyMeHT («dPK») unu 6a3a naHHBIX,
CO3/aHHas JUIsl 3alKMCH Beell nH(popMaluu,
MIOJIy4YE€HHOMU 10 KaXKJIOMY
Cy06nekty MccnenoBanus coriacHoO
IIporokouy.

«KonpuaenunaabHass uHGOpMALUD) -
mo0ble JaHHbIE U UH(OPMALIKS, CBSI3aHHbIE C
yCIOBUSMU HacTtosiero Jlorogopa,
UccnenoBanuem (Bkitouas Mccnenyemblii
npemnapar 51
HccnenoBarenbekyro JOKYMEHTALHIO),
mo0yro [IpeanoroBopuyto
WuTemiekTyanbHyo coOcTBeHHOCTH, MIC

n IC
VYupexaeHusi, KOTOpbI€ MPEIOCTABIISIIOTCS
ka0 CTOpOHOM MM UHBIM 00pa3oM
pa3pabaThIBAIOTCS WM TeHEPUPYIOTCS B
CBSI3U C OOCY)KJICHHSIMU U TIEPETOBOPAMH B
OTHOIIICHUHN HJIM B XOJI€¢ BHIIIOJIHCHUS
Hacrosiero Jloroeopa.

«Coraamenue o KOH(l)I/I}IeH].[I/Ia.]IbHOCTI/I»

“Background Intellectual Property” means
any Intellectual Property that was owned or
controlled, directly or indirectly, by a Party
prior to the Effective Date.

“Biological Materials” means any human
biological materials, including but not limited
to blood, body tissue, plasma and any other
material containing human cells.

“Case Report Form” or “CRF” means a
printed document (“pCRF”), optical or
electronic document (“eCRF”) or database
designed to record all of the information, to
be reported to on each
Study Subject, as required by the Protocol.

“Confidential Information” means any data
and information related to the terms of this
Agreement, the Study (including the

Test Drug and
Study Documentation), any Background
Intellectual Property,
IP and

Institution IP, that is provided by either Party
or otherwise developed or generated in
connection with the discussions and
negotiations pertaining to, or in the course of
performing, this Agreement.

“Confidentiality Agreement” or “CDA”
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mm «CK» - cornamenue o
KOH(UICHIIMATLHOCTH, 3aKITIOYCHHOE MEXTY
YupexxnenneM u/unu [ maBHbIM
HccnenoBaTeneM u

means the confidentiality agreement entered
into by and between Institution and/or
Principal Investigator and

relating to the Study

«Hapnexamasa Kannudeckas IlpakTuka
i «GCP» nMmeeT ocTossHHOE 3HAaUEHUE,
omnpezeneHHoe MexayHapoaHOH
KOH()EPECHIMEH 110 TapMOHU3AIIUH JIJIS
Hannexamelh KIIMHAYECKOU MPAaKTHKU B
CaMOM IOCJIETHEN BEPCUMN.

«He3aBuCHMBII I THYCCKUH KOMUTET» WIN
«H3K)» - HezaBucuMsIil opras,
WHCTUTYIIMOHATbHBIN, PETHUOHATBHBIN,
HaIlMOHAJILHBINA WJIM HAJIHAITMOHAJIbHBIN
KOMUTET WU HAOIIOAATEIbHBIN COBET, B UbIO
OTBETCTBEHHOCTH BXOJIUT 00ECTICUCHHE
3aIUTHI TIPaB, 0€30MaCHOCTH U
0J1IaromoTy4usi HCTIBITYEMBIX B KIIMHHYECKOM
HCCJIEI0BAHUHN U OTBETCTBEHHOCTh, IOMUMO
BCETO MPOYETO, 32 PACCMOTPEHHUE,
YTBEPKACHHE/TIPEAOCTABICHHIE 3aKTFOUCHUS
o [IpoTokose, COOTBETCTBUHU HUCCIIEAOBATENS
(-7eit), obopymoBaHUs, MATEPUAIIOB IS
Habopa cyOBeKTOB, METOJIOB U MaTepuaion
st UHpopMupoBaHHOTO COTIacus.

«KocBeHHBIE HAJIOTH» - HAJIOT HA
nobasneHHyto croumocTs («HIC»), Hamoru
Ha TPOJTAXKU ¥ HHBIE TIOJJOOHBIC HAIIOTH.

«HHdopMupoBaHHOE COrJIACHE» UMEET
3Ha4YeHue, ycTaHOBIIeHHOe Hamnexareit
Knunnueckoii [TpakTukoii.

«Matepuajbl UHpopMUPOBAHHOTO
coryiacus» - uHGopMaIws, mpeaocTaBIsIeMas
noteHIManbHBIM CyObekTam MccnenoBanus
JUTSE 3aIIUThI uX MHpOpMUpPOBAHHOTO
corjacusi, BKJIFO4ast HH(POPMAIIHIO O
KOMIIEHCALINH, IPEAOCTABIIAEMYIO
CyOBeKkTaM ISl UX y4acTHs B
HccnenoBanum.

«YupekaeHue» - YUpexJIeHue, BKIoJas

on the date set forth on the cover of this
Agreement.

“Good Clinical Practice” or “GCP” shall
have the meaning defined by the ICH
Harmonised Tripartite Guideline for Good
Clinical Practice, at all times in its most
recent version.

“Independent Ethics Committee” or “IEC”
means an independent body, institutional,
regional, national or supranational committee
or review board, whose responsibility it is to
ensure the protection of rights, safety and
well-being of human subjects in a clinical
study and responsible for, among other
things, reviewing and approving/providing
opinion on, the Protocol, the suitability of the
investigator(s), facilities, subject recruitment
materials, methods and Informed Consent
Materials.

“Indirect Taxes” means value added taxes
(“VAT”), sales taxes or similar taxes.

“Informed Consent” has the meaning set
forth by GCP.

“Informed Consent Materials” means the
information to be provided to potential
Subjects in the Study to secure their Informed
Consent, including information about any
compensation being provided to Subjects for
their participation in the Study.

“Institution” means Institution including all
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BCEX COTPYAHHUKOB, COTPYIHUKOB
HccnenoBarenbCkoro neHTpa,
PYKOBOJUTENEH, AUPEKTOPOB, NOAPATINKOB
Y areHTOB Y UpEXKICHHUS.

«UC Yupexnenus» - BCs
WuTennexryanbHas COOCTBEHHOCTb,
uckirouas UC , KoTopas
MoJIy4eHa, CreHepUPOBaHa WJIA UHBIM
o0OpaszoM coznana YupexaenueM, I 1aBHbIM
Uccnenosarenem win CoTpyaHUKAMU
HccnenoBarenbekoro meHTpa (3a
HCKIIFOYCHUEM

¢ UccaenoBanuem.

) B CBSI3U

«AHTeNIeKTyaJbHASA COOCTBEHHOCTD) -
npaBa Ha UJEH, U300PETEHHUS, OTKPBITHS,
WHHOBAIMH, JaHHEIE, 0a3bl JaHHBIX,
JOKYMEHTAIUIO, OTYETHI, MaTCPHAIbI,
IMUCbMCHHBIC ITPOU3BCACHUS, IIPOCKTHI,
KOMITbIOTEPHOE NPOrpaMMHOE oOecIieueHue,
MMponecCChl, MPUHIMUIILI, METOAbI, TCXHOJIOTUH
U MHYIO MH(OpMaIHIo, BKJItOYasi aTeHTHI,
TOProBbIC 3HAKHU, 3HAKH O6CJ'Iy>KI/IBaHI/I$[,
TOPIOBbIE€ Ha3BaHMsI, IPOMBIIIIJICHHbIE
00pas3Iibl, TpaBa MPOMBITINIEHHON
COOCTBEHHOCTH, aBTOPCKHUE MpaBa U UHbIE
IpaBa UM COOCTBEHHOCTh, OJOOHYIO
BBILLIETIEPEUNCIIEHHOMN, B JIIOO0H TOUKe MUpa,
HE3aBUCHMO OT TOTO, 3aITaTCHTOBAHBI OHH
WIN HeT, BMECTE C IIPaBaMy Ha PETUCTPALIHIO
TaKuX Mpas.

«HMcenenoBaTe/ibCKMA MPOAYKT -
Uccnenyemslii mpenapat

employees, Study Site Staff, executives,
officers, directors, contractors and agents of
Institution.

“Institution IP” means all Intellectual
Property other than the
IP that is conceived, generated or otherwise
made by Institution, Principal Investigator or
any Study Site Staft (other than

) under or in connection

with the Study.

“Intellectual Property” means any and all
rights in and to ideas, inventions, discoveries,
know-how, data, databases, documentation,
reports, materials, writings, designs, computer
software, processes, principles, methods,
techniques and other information, including
patents, trademarks, service marks, trade
names, registered designs, design rights,
copyrights and any rights or property similar
to any of the foregoing in any part of the
world, whether registered or not, together
with the right to apply for the registration of
any such rights.

“Investigational Product” means the
Test Drug and/or

W/WIIK TipenapaT CpaBHEHUS, UCIOJIb3yeMbIE B
Hccenenoanuu cornacHo [IpoTokoiry.

«bpounopa HUccienoBarensd - COOpHUK
BCEI COOTBETCTBYIONIEH KIMHUYECKOU 1
HEKJIMHUYECKOH MH(OpMAINK U TaHHBIX 110
UccnenyemomMy nipemnapary.

«Marepuajsl» - 11060e 000pyJI0BaHUE,
MaTepHasl (3a HCKITtoYeHneM Mccnenyemoro
npernapara), J0KyMEHTBI, JaHHBIE,
porpamMmmMHoe o0ecreueHre u nHpopmausi,
npeaocTrapsieMast HJIn

comparator drug, which is to be administered
in the study according to the Protocol.

“Investigator’s Brochure” means the
compilation of all relevant clinical and non-
clinical information and data on the
Investigational Product.

“Materials” means any equipment, materials
(excluding Investigational Product),
documents, data, software and information
supplied by or on behalf of, or purchased at
the expense of,
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an/I06peTeHHa${ 3a CUCT KOMITaHHUH
B CBsA3H C

Uccnenosanuem.

«MHOFOIICHTPOBoe HCCJICI0BAHUC) -
HCCIICAOBAHUE, KOTOPOE IPOBOAUTCA
HCCKOJIBKMMHU LCHTPAMH COI'NIACHO OAHOMY
IIPOTOKOJY B HCCKOJIBKUX CTpaHax.

«Haumnonaabusiii Koopaunarop
Hccaenosanun» - I'masubeiii MccnemoBarenn,
KOTOPBIN YIIOJJHOMOYEH KOMITAHUEHN

KOOPJIMHHUPOBATH paboTy Bcex [ maBHBIX
Hccnenosareneit Bo Bcex
HccenenoBarenbCcKux HEHTPax B OJHON
CTpaHe B MHOTOLICHTpOBOM MccnenoBanumu.

«Croponay - ,
Yupexaenue u [ 1aBHBIN UCCIIET0BATENb.

, YUpEKJICHUE U
I'maBHBIN KccIIeI0BaTENIb BMECTE UMEHYIOTCS
«CTOpOHBI».

«IlepcoHanbHbIE JaHHBIE» - TI00as
uH(pOpMalus U JaHHbIE, KOTOPBIE MIPSIMO WU
KOCBEHHO MPHHAJUIEKAT GU3NUECKOMY JIUILY.

«I"'naBublii McciienoBaTesib» - JIUIIO,
YKa3aHHOE B MpeamMOysie HaCcTOSIIEro
JloroBopa, BEIOpaHHOE /ISl pYKOBOJICTBA
KoopauHauuu VMcenenoBanus OT UMEHH
YupexaeHusi, Wik HHOE JINI0, KOTOPOE 0
cornacoBaHuio CTOPOH MOKET CTaTh
I'maBurpiM McciiegoBaTeneM.

«IIpoTOKO0/I» - TPOTOKOJ KIMHUYECKOTO
UCCIIeIOBaHMsI, 0003HAYEHHBIN KOJ0M
UCCIIEIOBaHMsI HA 00JIOKKE HACTOSILETro
JloroBopa, KOTOPBI ONUCHIBAET
HccnenoBanue, BKIItOYasl BCE U3MEHEHUS U
JIOTIOJIHEHHUS K HacTosmeMy Jlorosopy,
KoTopble CTOPOHBI BpeMsl OT BpEMEHH MOT'YT
COTJIACOBBIBATh JIPYT C IPYIOM B MUCHMEHHOM

dopme.

«PerysiTOpHbIi OPraw» HallMOHAIbHBIN,
HaJgHAIIMOHANBbHBINA MIIX HHOM

, in connection

with the Study.

“Multi-Centre Study” means a study
conducted by several investigators according
to a single protocol at more than one study
site

“National Co-Ordinating Investigator”
means the Principal Investigator who, by

, has been assigned
the responsibility to co-ordinate all Principal
Investigators across all Study Sites within one
country in a Multi-Centre Study

“Party” means each of ,
Institution and Principal Investigator, and
“Parties” means ,
Institution and Principal Investigator
collectively.

“Personal Data” means any information and
data that is directly or indirectly referable to a
natural person who is alive.

“Principal Investigator” means the person
identified on the cover of this Agreement
appointed to lead and co-ordinate the Study
on behalf of Institution, or any other person
as may be agreed by the Parties as a
replacement.

“Protocol” means the clinical study protocol
identified by the study code on the cover of
this Agreement, which describes the Study,
including all amendments thereto as the
Parties may from time to time agree in
writing.

“Regulatory Authority” means any national,
supranational or other governmental or
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MIPABUTENBCTBEHHBIN WM PETYIUPYIOIIUN
OpraH, KOTOPbI UMEET MOJHOMOYHS 110
perynvpoBaHuio nposeaeHus VccnenoBanus
B MccnenoBaTenbCKOM LEHTPE.

«BTopu4HoOe nccie0BaHuEe) -
UCCJIEJOBAaHKE, KOTOPOE MIPEBBILIAET UITU
OTJIMYAETCS OT UCCIIEIOBAHUS,
onpezeneHHoro B [Iporokone, Bkitouas
TeHETHYECKOE HCCIIeI0BaHNE.

«3aKkppITHE HEHTPA)» - 1aTa MOJyYCHUS
['maBHBIM HCCIEI0BATENIEM YBEIOMIICHUS OT
0 3aKpBITUH LIEHTpA.

«HUccaenoBanue) - KIMHUYSCKOE
HCCICA0BAaHUC, OITMCAHHOC B HpOTOKOJIC.

«HccaenoBarenbekasi JOKyMeHTALUSD -
BC€ 3aIlMCH, OTYETHOCTb, 3AMETKHU,
COOOIIIeHNs, TaHHbIE U KOMMYHHKAITHUS C
HOK (moxymeHTHI mogaun, 0q00peHus,
otueTsl 0 xone MccnenoBanusi), COOpaHHEIE,
CTE€HEPUPOBAHHBIEC WJIM UCTIOJIb30BAHHBIE B
cBs3u ¢ McenenoBanuem B MMCbMEHHOM,
AIIEKTPOHHOM, ONTUYECKON WM MHOU hopme,
BKJIIOUAsl BCE 3alIMCAaHHbIE HCXOIHbIE
SMITUPUYECKUE JaHHBIE U 0003HAYCHMUS,
CBSI3aHHBIE C KIIMHUYECKOHN AEATEIBHOCTBIO
takne, kak UPK u Bce ocTtaiabHBIE OTUETHI U
3amucH, He0OXOJUMbIE JJIsl OLIEHKH U
peopranuzanuu MccienoBanus.

«CoBellIaHHS 10 UCCIET0BAHUIO» -
COBCIIIaHUs 110 TTpoBeieHuIo VccenoBanus,
Ha KOTOPBIE MpUTIIAIIAOTCs | TaBHBIN
WccnenoBarens n/mepcoHant
HccnenoBaTenbCKOro IeHTpa, BKIIt0Yasi, HO
HC Ol"paHHqI/IBaﬂCI) BCTpe‘—IaMI/I
UccleoBaTeneil, KOOpIUHATOPOB
WCCJICTIOBAHMSI H/HJTH 3aBEPIIAIONTUMHU
COBEIaHUSIMHU.

«HMcenenoBaTesibCKUl HEHTP» - KaK
ykazaHo B [Ipunoxenun C.

«Ilepconan UcciienoBareibCKOro HeHTPa
- BCC CTYACHTBI, COTPYAHUKH, aI'CHTEI,

regulatory body which has power to regulate
the conduct of the Study at the Study Site.

“Secondary Research” means research that
exceeds or differs from the research specified
in the Protocol, including genetic research.

“Site Closure” means the date of receipt by
Principal Investigator of the site closure visit
report from

“Study” means the clinical study described in
the Protocol.

“Study Documentation” means all records,
accounts, notes, reports, data and ethics
communications (submission, approval and
progress reports), collected, generated or used
in connection with the Study, whether in
written, electronic, optical or other form,
including all recorded original observations
and notations of clinical activities such as
CRFs and all other reports and records
necessary for the evaluation and
reconstruction of the Study.

“Study Site Meeting” means meetings
regarding the Study to which Principal
Investigator and/or Study Site Staff is invited
by or on behalf of :
including, but not limited to, investigator,
study coordinator and/or results meetings.

“Study Site” means the facilities set out in
Appendix C.

“Study Site Staff” means all those students,
employees, agents or others who are engaged
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MpUBJICYCHHBIC YupexaeHueM uiu [ maBupiM by Institution or Principal Investigator in the
HccnenoBateneM aiist poBeICHUS conduct of the Study, including any sub-
HccnenoBanusi, BKIIIOYAsi COUCCIIEOBATENIeH.  investigator.

«Cy0beKT» - 10, IpuHsTOE s yuactusi B “Subject” means a person recruited to
HccnenoBanum. participate in the Study.
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29

00s13yeTcst
OCYILIECTBIIATh OILIATY 32 Ka)KJ0T0
CyObeKTa, KOTOPhIH 3aKaHYHBAET
HccenenoBanue B COOTBETCTBUU C
[TpoTtokosnom. 3a Bu3uThl CyOBEKTOB,
NOKHHYBIIUX McciienoBanue 10 ero
3aBepIIICHHUSI, OTIJIaTa MPOU3BOAUTCS
IPONOPLUOHAIIHO 3aKOHUYEHHBIM BU3UTaM
COTJIACHO HIKE MPEJICTaBICHHON
cnenndukanuu. He oruraynBaroTcs BUSHTHI,
Tex CyObeKTOB, KOTOPBIE MO/ KOHTPOJIEM
I'maBHOTrO MccnenoBarens Obuin
HEMPABWJILHO BKJIIOYEHBI COTTIACHO
KPUTEPUSM BKJIFOUCHUS/UCKITIOUCHUS HITH
«BbINaNK U3 HaOMroAeHus». [logo0HOoe
neiictByer B oTHouIeHUH CyOBEKTOB, /s
KOTOPBIX HE ObllIa OlIeHEeHAa NIepBUYHAS
NepeMeHHasl.

UMEET MPaBo, 110
COOCTBEHHOMY YCMOTPEHHUIO, TPOU3BOIUTH
BBIUETHI U3 OIUIATHI, YKa3aHHON B HACTOSALIEM
[TpunokeHnu 3a Kakue-mudo UiIn Bce
oTKJIOHEHU OoT IIpoTokomna.

MPUJIOKEHUE B OIIJIATA / APPENDIX B PAYMENT

shall pay for each Subject
that completes the Study in accordance with
the Protocol. For Subjects who are withdrawn
before the end of the Study, payment will be
provided on a pro-rata basis on completion of
visits as follows from the specification below.
No payment will be given for Subjects, who,
within Principal Investigator’s control, are
incorrectly included according to the
inclusion and/or exclusion criteria or “lost to
follow-up”. The same applies for Subjects for
whom the primary variable cannot be
evaluated.

shall have the right, in its
own discretion, to make deductions from the
payment set forth in this Appendix for any
and all material Protocol deviations.

1. OIIJIATA 3A CYBBEKTA / PER SUBJECT SOMPENSATION

[TpenBaputenbHbiit 0T60p CyOBEKTOB:
Pre-randomisation activities:

3a Ka)J0ro MPaBWJIBHO PaHJIOMHA3UPOBAHHOTO
nanuenTa ( Mo GpaxkTy NpoBeIeHHs
pangoMu3anuu Ha Busute 2) / Per subject
correctly randomized at Visit 2:

3a KaKJI0ro manyeHTa npomeanero Bu3uT 10
(mo daxrty nposenenus suzura 10) / Per
subject completed Visit 10:

3a Ka)KJ0r0 MarreHTa mpoIie/Iero Bu3ut 18
(o daxty nmpoBeacHus Busura 18) / Per
subject completed Visit 18:

He npumenumo /
Not applicable

pyoaet 3a 00H020 cyOvekma /
Rubles per 1 subject

pyoaeu 3a 00H020 cyOvekma /
Rubles per 1 subject

pybaeti 3a 00Ho20 cydvekma /
Rubles per 1 subject
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3a Ka)KJ0ro MalyeHTa 3aBEpIINBIIETO y4acTHe
COIJIACHO MPOTOKOIY (110 (hakTy IpOBEACHUS
susuta Comp.Study) / Per subject completed
study participation (in fact of Comp.Study visit
completed):

OO0m1as cymMMa OIIaThl YUPEKICHUIO 32
oanoro CyObeKTa, MpOoIIeIIIEro BCe BU3UTHI
10 UCCJIICAOBAHUIO:

Total payment to the Institution per completed
Subject:

OpI/IeHTHPOBOqHaﬂ 06111a51 CTOUMOCTDb
mporpaMmbl KIMHUYCCKOI'O UCCIICIOBAHUA
COCTaBJIACT:

Approximate total cost of clinical study
program:

[Tnanupyemas o011asi CyMMa BbIILIAT
HCCIICO0BATCIISIM COCTABJIACT.

Total sum planned for payment to
investigational sites:

I[OHOJ'IHI/IT CJIbHAas OIljiaTta 3a BU3UTHI-
Ha6J'IIOI[CHI/I$I B CBA3U C HECXKEIJIATCIIbHBIMU
SABJICHUAMMU:

Additional payment for AE follow-up visits:

Omutata pa0Gotsl ¢ daiioM uccaeroBarens u
JIPYTUMU JJOKYMEHTaMU:

Payment for work with Investigator’s Study
File and other documents

OO0mas cymMMa OIJIaThI 3 BRIMIOJTHEHNE
00s13aHHOCTEH, crIeUDUIHBIX TS
HUccnenosanus:

Total payment to for Study-Specific
responsibilities:

pyoneti 3a 00noeo cyovekma |
Rubles per 1 subject

pybneii 3a 00no2o cyovekma |
Rubles per 1 subject

pyonei /
Rubles

pyonei/
Rubles

He npedycmompeno /
Not applicable

10% oT BbIIIEYKa3aHHBIX CYMM SIBIISIETCS
oraToi paboThl o noaaepkanuto daiina
UCCIIeIoBaTeNs U APYTUX JOKYMEHTOB B
HauiexanieM cocrostuuu / 10% of amounts
specified above is a payment for proper
handling of Investigator’s Study File and other
documents

He npumenumo /
Not applicable

2. JOMOJHUTEJIBHAS OIIVIATA / ADDITIONAL PAYMENT

HaKJ'[a)IHLIe nu aHMI/IHI/ICTpaTI/IBHI)Ie pacxo;lmz
Overhead and administration fees:

IIpucyrcrBue Ha BcTpeuax Mccnenosarenei:
Attendance at Investigator Meetings:

He npumenumo /
Not applicable

He npumenumo /
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VYuactue B ayquTax u/viy mpoBepKax:
Involvement in audits and/or inspections:

Pacxonapl CyObekTa Ha OE3IKY H/HIH
BO3MCIICHUC.

Subject expenses for travelling and/or
reimbursement:

OrmaTa anTeKu.
Pharmacy Fees:

Omtara tpaduka MaTEpHET B
ooneme:Payment for Internet traffic in
amount:

Not applicable

He npumenumo /
Not applicable

He npumenumo /
Not applicable

He npumenumo /

Not applicable

He npumenumo /
Not applicable

3. CPOKHU OIIVIATBI / PAYMENT TERMS

Ormrata HpOI/ISBO,I[I/ITCH:
Payments will be made to:

BaHKOBCKI/Ie peKBI/I3I/ITLII
Account details:

CLIGTa JOJIP)KHBI HaHpaBJ‘IHTbCH 110 anpecy:
Invoices will be sent to at:

Bpewms onunarst:
Time for payments:

YcaoBus OILIATHI.
Payment conditions:

<<Bcmasumbv nazsanue YupesicoeHus>>
<<Insert Institution’s name and address.>>

<<Vkazamwv.>>
<<Specify.>>

<<Vkazamwv noanviii aopec u KOHMAKmMHoe
UYO

< s full address and contact
person.>>

HepBaﬁ OIIaTa — MOCJIC OKOHYAHUSA IEpUOJia
Ha60pa MNalMCHTOB B UCCIIC1OBAaHUHN

Bropas orulata — nociie OKOH4aHUsI BU3UTA
10

TpeTLH oIiaTa — Hocjie OKOHYaHUS BH3HTa 18

YerBepras oruiata — Mocjie OKOHYaHUS
HCCIIEIOBAHUSA

First Payment - upon randomize period
completed

Second Payment — upon Visit 10 completed
Third Payment — upon Visit 18 completed
Fourth Payment — at the end of the study

Omnnara AOJIKHA MMPOU3BOJAUTHCS HA
OCHOBAHHH:

1. Cyema Yupescoenus,
2. Akma npuemxu, NOONUCAHHO20 0DeuMu
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Cmoponamu ( u
Yupeorcoenuem),

3. 3apecucmpuposanHvix OAHHBIX O BUUMAX
Cybovekmos 6 21eKmpoHHOUL 6a3e OAHHbIX

Onnama npouzeooumcs 6 pyonax 6 meuenue
10 bankosckux OHell nocie noy4eHus.
cuemos-ghaxmyp co 6ceti noomeepacoarouleli
Odoxkymenmayuet (8 ciyyae Heobxoo0umocmu,),
akmamu npuemKu, ciem-gpaxmypoi.

Omutata cyuTaeTcs MPOU3BEACHHON B MOMEHT
CIIUCAHUS JICHEKHBIX CPEJICTB C
KOPPECIIOHICHTCKOTO cueTa OaHka

Payment shall be done on the basis of:
1. Invoice issued by the Institution,

2. Acceptance certificate signed both by
and Institution,

3. Subjects’ visits data registered in the
electronic

database.

Payment shall be done in Rubbles in 10
banking days after receiving the invoices with
all supporting documents (if necessary), acts
of acceptance, invoice.

Payment will be considered as settled at the
moment money withdrawal is made from
’s correspondent bank

account.
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30 MMPUJIOKEHUE C OBOPYJAOBAHMUE, 3AITMCHU U PECYPCBI
IAPPENDIX CFACILITIES, RECORDS AND RESOURCES

1. IINIAHOBOE BKJIIOYEHUE CYBBEKTA
/ PLANNED SUBJECT ENROLMENT

HccaenoBareabCKuil HeHTP:
Study Site:

Koau4yecTBoO 3apEeruCcTpupoBaHHBIX
Cy0bexkToB:
Number of enrolled subjects:

KoauuecTtBO PAHAOMU3UPOBAHHBIX
Cy0bexkToB:
Number of randomised subjects:

ITepBrblit Cy0ObeKT 3aperucTpupoBaH:

First Subject enrolled by:

Hocaenuuii Cy0beKT 3aKOHYMT
YuyacTtue B HCCJICI0OBAHHUHA 10:
Last Subject completed before:

IIpunoxenue K NJIaHOBOM
perucrpanun Cy0bekra:
Planned Subject Enrolment Annex:

<<Bcmasumv nazeanue Hccneoosamenbcko2o
yenmpa.>>
<<Insert name of the Study site.>>

27 maruenTtoB / 27 patients

25 maruenTtoB / 25 patients

25 centsops 2013 /
25 September 2013

29 ampenst 2019 /
29 April 2019

He npumenumo /
Not applicable

2. MPEJOCTABJISAAEMBIE ACTPASEHEKOM MATEPHUAJIBI
| MATERIALS PROVIDED BY ASTRAZENECA

Oo6opynoBanme:
Equipment:

He npumenumo /
Not applicable

cTp. 69 u3 106
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IIpoune maTepuaJbl:
Other materials:

CrpaxoBanue/Bo3menienue:
Insurance / Indemnity:

3.

Bce mamepuansei, Heobxooumvle 015 3a60pa u
MPAHCNOPMUPOBKU 00pa3yo8 6yoym
npedocmasienvl Llenmpanvrou 1abopamopueil.
byoem maxorce npedoocmasnerno pykosoocmeo no
nabopamopuu | All materials required for collection
and shipment of samples will be supplied. A
laboratory Manual will also be provided.

[TanieHThl, BKIIFOUEHHBIE B UCCIICIOBAHKE,
3acTpaxoBaHbl COTJIACHO 3aKOHO1aTeNbCTBY PO B
crpaxoBoi kommanu OAO « »,
Tonuc Ne om 2013./

Patients enrolled in the Study, are insured according
to the legislation the Russian Federation in Insurance
Company " ” Agreement Ne

dated 2013

MATEPHAJIBI, ITPEJOCTABJIAEMBIE HCCJIEAJOBATEJBbCKHUM
HEHTPOM/MATERIALS PROVIDED BY STUDY SITE

Oo6opynoBanme:
Equipment:

Komnsiotep ¢ IHTEpHET CBA3BIO
YIOBJIETBOPUTEIHHON CKOPOCTH U
BeO Opay3epoM, peKOMEH/I0BaHHBIM
JUTSL PETUCTPAIINH TaHHBIX,
JIOCTYMIHBIX Yepe3 HTepHeT.
PexomennoBaHHas CKOpOCTh
WuTepner csizu 2 MBb, a
MHUHHAMAaJIbHAS HEOOXOMast
ckopocTh 256 kb/cex. Tpedyercs
HIMPOKOTIOJIOCHBIN TOCTYI B
WuaTepHet. PexoMenyembiii BeO
Opayszep — Internet Explorer Bepcus
6.0 i 7.0, mubo Netscape sepcus
7 wiu 8.1, mbo Firebox Bepcus 1.5
nnu 2, muoo Safari sepcust 1.2.
O6opymoBanue ISl H3MEPEHUS
apTepUaNbHOTO IaBJICHUS.

Onexrpokapauorpad 12 orBeaeHuit
C 3aIKChI0 Ha Oymare
(IpennoYTHTENHFHO Ha CKOPOCTH 25

e Computer with Internet connection with sufficient
speed and web browser recommended with use of
the WBDC system. Recommended Internet
connection speed is 2MB, yet minimum speed
required is 256kb/s. Broadband Internet
connection is required. Web browser
recommended is Internet Explorer version 6.0 or
7.0, or Netscape version 7 or 8.1, or Firefox
version 1.5 or 2.0, or Safari version 1.2.

e Blood pressure equipment.

e Electrocardiograph 12-lead, with paper print-outs
(preferably 25 mm/s).

e Scale for weight measurement.
e Height measure equipment.

e Printer (required for printing of Serious Adverse
Event (SAE) reports and IWRS reports during the
Study).

e An on-line fax machine including archive proof
papers for receipt of reports from the central
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MM/CEK)
e Becnl 111 u3MepeHUs Macchl Tena
e Pocrtomep

o [IpunTep (HeOOXOAMM IS
pacrievatku oTueToB Cephe3HbIX
HEXEJATCIILHBIX SBJICHUN) U
otaetoB IWRS BoBpems
UCCIICIOBAHUS

e  (dakcoBbIi annapar, BKIIOYAIOIINAN
pacrneyaTky Ha apXUBUPYEMOil
Oymare. Dakc He JOHKEH
UCIIOJIb30BaThCs Kak TenedoH. B
CJIy4ae OTCYTCTBHS BO3MOXKHOCTH
pacre4yaTKy Ha apXUBUPYEMOM
Oymare, Bce (paKCOBBIE OTUETHI
JOJIKHBI KOITUPOBATBLCA.

e [lentpudyra ¢ OTHOCUTEILHOM
cuoii 1500-200 g (oxoso 4000-
5000 06./muH)

e  MuH-MaKCc TEPMOMETP

e Mopo3suibHas kamepa (-20°C).
Heobxonumo BecTu xxypHai ydera
TEMIIEpaTypbl MOPO3UIIbHON
KaMephl s obecrieueHus
MIPABUIIBHOTO XPaHEHUS
3aMOPOKEHHBIX 00pas31oB.
TemnepaTypa MOPO3UIBHON KaMepsl
JIOJIKHA MTPOBEPSTHCS U
PETUCTPHUPOBATHCS EXKEHEAEIBHO,
HE3aBUCUMO OT HAJIMYUS B HEH
3aMOPOXKEHHBIX 00pa3IoB

I'maBHe1id MccileoBaTens HECET
OTBETCTBEHHOCTb 3a 00CITy>KUBaHHE U
KaJHUOPOBKY 000PYAOBaHHS
HccnenoBaTenbekoro neHTpa. OTo J0HKHO
JIOKYMEHTUPOBATKLCS B BUJIE PACIIEUaToK
KaJHMOPOBKH WJIM B )KypHase
KaJTHOPOBKHU/TEXHUIECKOTO 00CITYy>)KUBAHHSI.

OCTaBIIFET 3a
co0o0# paBoO OCMaTPUBATh ¥ KOITMPOBATH
PYKOBOJICTBO TOJIb30BATE/IS M XKYPHAJ ydeTa
TEXHUYECKOTO 00CTYKUBaHUsI. 3aIiCH BCEX
NIEWCTBUM, CBSI3aHHBIX C O0CITY)KUBAaHUEM U
KaJIMOPOBKOM 000pYyI0BaHMSI JOJKHBI OBITH
JIOCTYIIHBI JIJIs1 CIIOHCOPA, ayIuTa U
WHCIIEKIHI.

IIpoune maTepuaJbi:
Other materials:

laboratory. The fax must not have a handset. If
archive proof papers are not used the faxed
reports must be copied.

e Centrifuge with relative centrifugal force of 1500-
2000 g (approximately 4000-5000 rpm).

e Min-Max thermometer.

e Freezer (-20°C). A temperature log for the freezer
should be kept throughout the study to ensure
proper storage of the frozen samples. The freezer
temperature should be checked and recorded
weekly whenever any sample is stored.

The Principal Investigator is responsible for maintenance
and calibration of the Study Site equipment. This will be
documented, e.g., by calibration printouts or in a
calibration/maintenance book.

AstraZeneca reserves the right to review and copy the
equipment user’s guide and maintenance book. The
records of all activities connected to the services and
calibration of the equipment must be available for the
sponsors, audits and inspections.

He npumenumo /
Not applicable
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4, NCXOJHBIE JAHHBIE, 3AIIMCU U XPAHEHHUE
/ SOURCE DATA, RECORDS AND STORAGE

4.1. 3arpy3ka JaHHBIX, JOCTYIHBIX Yepe3
HNutepuer, (“WBDC”) u 3nekTponnas

cucrema coopa uH(pOPMANNH OT MALMEHTOB
(“ePRO”)

MO>KET OTpedOBaTh
IIpOBECTH TeX00CIeJ0BaHUE 110 OLIEHKE caiiTa,
YTOOBI YCTAHOBUTH, UTO KOMITBIOTEP U €TO
IporpaMMHOe 00ecrieyeHre TEXHUYECKU
IPUTOJIHBI JUIsl UCTIOJIb30BAHUS B
HccnenoBanuu ¢ 3arpy3Koi JaHHBIX,
JOCTYNHBIX uepe3 VIHTepHeT.

Jannsie o kaxxaomy CyObeKkTy HE0OX0AUMO
3aHOCHUTH B JIEKTPOHHYIO0 NHAMBHTyaTbHYIO
PErUCTPALIMOHHYIO KapTy B TEUEHHUE TOTO
CpOKa, KOTOPBIM yKa3aH B HHCTPYKIHH MO
3anoaHeHno MHIMBuyansHoM
pETUCTPALIMOHHON KAPThI. Y TOUHSIOIINE
BOIIPOCHI, creHepupoBanHbie B 31IPK  noikHbI
MOJTy4aTh OTBET B TEUCHHE 72 YaCOB.

4.1.1. CucremMHOe ynpaBJIeHHE 10CTYIIOM K
WBDC u/umm ePRO

JIoCTyII K 2JIEKTPOHHBIM CHCTEMAM,
ucnoabp3yemsIM B MccnenoBanumy,
npeHa3HaYeH UCKIIIOUNTENBHO IS
CotpynnukoB MccnenoBarenbckoro eHTpa,
COTPYJIHUKOB , IepcoHaza
[EHTpa yIpaBICHUs JaHHBIMU

, CyOBeKToB, B
3aBHCHUMOCTH OT cucTeMbl. Kaxkabit
M0JIb30BATENb MOIY4aeT JOCTYI K CUCTEME
TOJIBKO JUISI MHAWBUYAJILHOTO
ucnoiin3oBanus. I naBHEI MccienoBaTenn
u/wn Ilepconan MccnenoBaTenbckoro neHTpa
MOHUMAIOT, YTO «IIOJIy4€HHBIN TOCTYII»
COIIACHO 3aKOHHBIM OCHOBAHUSAM
PaBHO3HAYEH TPATULIMOHHOMN
COOCTBEHHOPYYHOH MOIHCH.

4.1. Web-based Data Capture (“WBDC”)
and Electronic Patient Reported Outcome
(“ePRO”) System

may require the
completion of a technical site assessment
survey to determine that the computer and its
associated hardware are technically capable for
use in a Web-based Data Capture Study.

Data for each Subject should be entered into
the electronic Case Report Form within the
timelines specified in the eCRF instructions.
Data queries shall be responded to within 72
hours.

4.1.1.WBDC and/or ePRO system access
controls

Access to electronic systems used in the study
will be strictly restricted to these (Study Site
Staff, employees,

data management
centre staff, Subjects depending on the
system) who have been appropriately trained.
Each user will be allocated access to the
system for their sole use only. Principal
Investigator and/or his Study Site Staff
understand that access codes/tokens and
passwords are for personal use only and not to
be shared with others, and that an electronic
signature, when used is the legally binding
equivalent of a traditional handwritten
signature.
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4.1.2. O6yuenune CyonexroB ePRO

Henpumenumo

4.1.3. JAy0oaupyromue npoueayphbl,
npuMeHsieMble B ciiyuyae c0oeB B padore
3J1eKTPOHHBIX CHCTEM

B ciydae TexHruecKux (MM HHBIX) IPOOIIEM ¢C
WBDC (RAVE), nannbie A0/DKHBI BHOCHTBCS
B MEAMIMHCKYIO JoKyMeHTauu. eCRF
HE00XO0/IMMO 3aIIOJIHUTh KaK TOJIBKO CUCTEMA
RAVE cHoBa cTaHeT JOCTyNHA K
UCII0JIb30BaHUIO.

Ecmu cucrema RAVE HenocrynHa,
HccnenoBarenb/mepcoHan meHTpa
noknaasiBaeT 0 SAE cooTBeTCTBYIOIIEMY
MIPEJICTABUTENIO B
TeyeHue 244 ¢ MOMEHTA, KOrZla CTajio 00 3TOM
n3BecTHO. Ecnu cuctema npenonoKuTeabHO
OyJeT AJOCTyIHA B TE€YCHUE OTOBOPEHHOTO
cpoka i oTnpaBku otdera o SAE, nanHbie
BBOJATCA B cucteMy RAVE korna ona
JIOCTYIIHA.

Ecnu cucrema RAVE HenoctynHa B TeueHue
BPEMEHHBIX PAMOK OTYETHOCTH, HEOOXOIUMO
ucrnosb3oBath @opmy otuera mo Cepre3HOMY
HEXKEJIaTEeIIbHOMY SIBJIEHUIO B KIMHUYECKOM
uccienoBanuu, Haxozsmytocs B ISF. Jlannas
MPOLEAYPA SABIAETCS UCKIIOUYUTEIBHON U
Uccnenoparenu no npexHEMY TOTKHBI
BBOJIMTH JaHHEIE B RAVE, xak ToabKO
CHCTEMa CTaHET JIOCTYITHOM.

4.2. 3anucu u JlokyMeHTBI

4.2.1. MeaguuMHCKHE 3alIUCH

MenuuuHcKue 3anucH 1o kaxaoMy CyobekTy
JOJIKHBI COJIepKaTh MHPOPMAIUIO, KOTOpast
SBIISICTCS BAYKHOM JUIS OLIEHKH 0€3011acHOCTH
CyOnbekTa, IPeeMCTBEHHO PETUCTPUPYET
00beM OKa3aHHOM IMOMOIIIH, a TAaKXKe

4.1.2. ePRO training of Subjects

Not applicable

4.1.3.Back-up procedures for system
unavailability

In case of technical (or other) problems with
the WBDC (RAVE) application, data should
be entered in the medical records. The eCRF
must be completed as soon as the RAVE
system is available again.

If the RAVE system is not available, the
Investigator/study site personnel reports an
SAE to the appropriate

representative within
24 hours of becoming aware of it. If the system
IS expected to be available within the stipulated
timeframe for the SAE reporting, data is
entered into the RAVE system when the
system is available.

If the RAVE system will not be available
within the reporting timeframes, the Clinical
Study Serious Adverse Event Report Form in
the ISF must be used. This is a back-up
procedure only, and the Investigator still enters
the data into RAVE as soon as the system
becomes available.

4.2. Records and Documents
4.2.1. Medical Records

The medical (hospital/practice) records for
each Subject should contain information
which is important for the Subject’s safety and
continued care and to fulfil the requirement
that critical Study data should be verifiable. To
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MO3BOJIAET BEpUPUIPOBATH HauOoIIEe
Ba)KHbIC JAHHBIC, I10JIyYEHHBIE B PE3YJIbTATE
uccaenoBanus. [ JOCTUKEHUS 3TOro
MEIUIIUHCKHE 3aucH 10 KaxkaoMy CyOBbexTy
JIOJIKHBI YETKO COAEPKATh CIAEAYIOIIEE:

. CyObeKT MpUHUMAET y4acTUe B
HccenenoBanuu u, py BKIFOYEHUH B
UCCJIEIOBAaHUE €My ObLIT IPUCBOEH KO/
BKJIFOUCHUST W/WITM PaHOMU3AIMOHHBINA KOJI,
WJIU IPYTro¥ BUJ UACHTU(DUKAIIMHT B
HccnenoBanuu;

J TepaneBT/ceMeiHbIi 1okTop CyOBheKTa
ocBezomiieH 00 yyactun CyObekTa B
HccnenoBanuu/ B TOM citydae, €CIi He
OCBE/IOMJICH, HEOOXOIUMO YKa3aTh NPUYMHY;

J nata nosryaenus TahopMupoBaHHOTO
COTJIACHS,
. uH(popMarrsg 000 Bcex 3a00JIeBaHUAX

(IepeHeceHHbIX U TeKYIIHX; HO30JI0THs,
U3y4aloascs B XO/1€ UCCIEIOBAHUA U IpyTHe
3HaYUMBbIe 3a00JI€BaHNs)

L4 OTMCHCHHOC JICUCHHUC B CBA3H C
y4qaCTuEM B HCCJ’IC}IOB&HI/II/I;

J Ha3HAYECHHOE JICYCHHE, BKITIOYast

Uccnegyemslii mpenapar, J1t00ble H3MEHEHUSI B

ne4eHuu Bo Bpems VccnenoBanus u cpoku

u3MeHeHul Hanpumep, « Cyovekm nonyuaem
oama

2013.»

° BU3UTHI B KJIMHUKY B TEUCHUE
HccaenoBanus, BKIOYask BUSUTHI TOILKO B
nensx Mccnemopanmus;

° OINMCAHUE CEPHE3HBIX HEXKEIATEIbHBIX
SIBJICHUH (TMpY HATUYKH ), BKIIIOYAsI IPUYUHHO-
CIICICTBCHHEINA aHAIIN3;

. JaTa U MpUYMHA MpeKpaIieHUs
CyObeKkToM yyacTusl B UCCIIEIOBAaHUU; U

achieve this, the medical records of each
Subject should clearly describe at least:

e that the Subject is participating in the
Study, eg. by including the enrolment and/or
the randomisation code and the Study code or
other Study identification;

. the Subject’s general practitioner/family
doctor was informed of the Subject’s Study
participation/was not informed and why;

. date when Informed Consent was
obtained;

o diseases (past and current; both the
disease studied and others, as relevant);

. treatments withdrawn/withheld due to
participation in the Study;

o treatments given, including Investigational
Product, changes in treatments during the Study,
and the time points for the changes For
example, “The subject is receiving

.

dama o

o visits to the clinic during the Study,
including those for Study purposes only;

o Serious Adverse Events (if any) including
causality assessments;

. date of and reason for discontinuation; and
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L4 JOITOJIHUTCIIbHAsA I/IH(bOpMaLII/Iﬂ
COrjIaCHO MECTHBIM HOpMaM U IIPAKTUKE.

HMMEET MPaBO OLICHUBATh
MPaBUJILHOCTD 3JIEKTPOHHOU CUCTEMBI,
WCIIONB3YEMOM JIJIsl BEJICHUSI METULIMHCKUX
3amuce, 11 00ecIeueHnsi COOTBETCTBYIOIEH
[IpoBepkr UCXOIHBIX JAHHBIX.

4.2.2. UuauBuayaibHAs perucTpanuoHHasi
KAapTa KaK HUCXOHBIH TOKYMeHT

<<(Cnedywuwue nepemennvie Mo2ym Oblmo
3anucamnvl Henocpeocmeenno 6 UPK u ne
mpebyiom @Hecenus 8 MeOUYUHCKUEe 3aNUCH
Cybwvexma (anekmponnasn/oymasxcuas MPK =
UCXOOHBIU OOKYMEHN), NPU YCI08UU, YMO
Oanuwie 3anucviearomest 8 UPK ooun pas.

o Jlemoepagus (paca/pacosas
NPUHAONEHCHOCHIb)

o Ucmopus 6one3nu

4.2.3. HcxoaHble JaHHBIE YJIeKTPOHHOI
cucreMsbl coopa nHGoOpManMu OT NALMEHTOB

He npumennmo

4.3. Xpanenue UccienoBarebCcKux
JOKYMEHTOB

UccnenoBarenbckas JOKyMEHTAITUS JOJKHA
COXPAHATHCS U XPAHUTHCS B TEUCHUE
Uccnenosanus u 15 et nocne 3akpbIThS
LEHTpa.

Ecnu nns UccnenoBanust HCONb3yeTCs
cucrema WBDC, JIOJKHA
oOecmreunts I maBrHoro Mccienosareis
KOMUSIMU 3JIEKTPOHHBIX VHANBUAYaIbHBIX
PerucrpanmoHHbBIX KapT, BKIFOUCHHBIX B
naHHoM VccnmenoBarenbCKOM IEHTPE U
CBSI3aHHBIMU C HUMU JaHHBIMH HA IPYTHUX
HOCHUTENSX WH(GOpPMAIUU, HATIPUMED,
koMmakT-aucke (“CD”) unu nudpoBoM aucke
(“DVD”). Hocurenu nnhopmanuu J0IKHbBI

o additional information according to local
regulations and practice.

will have the right to
assess the validity of the electronic system used
for medical records in order to ensure proper
Source Data Verification (“SDV”).

4.2.2. Case Report Form as source document

The following variables may be directly
recorded in the CRF and need not be present in
Subject medical records (electronic/paper CRF
= source document), provided that data is
recorded in the CRF at once.

e Demography (Race/Ethnicity)
e General medical history

4.2.3. Electronic Patient Reported Outcome
Source Data

Not applicable

4.3. Storage of Study Documents

The Study Documentation shall be retained
and stored during the Study and for 15 years
after Site Closure.

When a WBDC system is used for the Study,
will provide
Principal Investigator with copies of the Study
Site’s electronic Case Report Forms and
associated data on an optical media eg.
compact disc (“CD”) or digital versatile disc
(“DVD”). The media should be regarded as
part of the Investigator’s study file, but may be
stored separately.
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CUHUTATHCA YaCThIO UCCIIEA0BATCIILCKOI'O (1)3171.]13

HCIIOJIHUTCIIA, HO MOTYT XpPaHUTBHCA OTACIIBHO.

4.4, HHCTpPYMEHTHI 1JIsl IKCTPEHHOT0
PacCKpbITHS KOI0B

Kob! neueHust TOCTYIHBI COTJIACHO
[Iporokony paznen 5.4.2.

4.4. Emergency Unblinding Tools

Treatment codes are accessible according to
the Protocol section 5.4.2.

5. JEVMCTBUSA HEHTPA B OTHOIIEHUH OBS3ATEJIBHOI'O
CTPAXOBAHMSA IPUYUHEHUSA BPEJA 310POBBIO U ’)KU3HU
HAIHUEHTA, YYACTBYIOLEI'O B KIMHUYECKUX UCCJIEAJOBAHUSAX
/| SITE ACTIVITIES REGARDING MANDATORY HEALTH AND LIFE
INSURANCE OF PATIENT PARTICIPATING IN THE CLINICAL TRIAL

[TanMeHThl, BKIIOUEHHBIE B UCCIIEIOBAaHUE,
3acTpaxoBaHbl COTJIACHO 3aKOHOAATEIbCTBY
P® B crpaxoBoit komnanuu OAO
« », toropop Ne

oT

2013

MIPEAOCTABUT LICHTPY
CTPaxXOBBIE TOJIUCHI AJIs BbIJAYH ITALIMEHTaM.
[Iepconai nccne0BaTeNIbCKOro HEHTPA
BBIZIACT MOJIUC HA PYKH MTALIMEHTY Cpa3y Mmocie
noanucanus MiHpopMamoHHOro IMCTKa
MalMEeHTA.

Kaxxiomy manuvieHTy nmpucBanBaeTCs
WH/IMBUYaJIbHBIA UACHTU(PUKAITMOHHBIN KO

(OyxBeHHO-IU(PPOBOIA, COCTOUT U3 33 3HAKOB).

Kox 3aHocuTCS B ciennaabHOE T0JIe Ha
TUTYabHOM Jucte MHpopmanmonHoro mucTka
MaIueHTa.

[TepcoHan nccienoBaTeNbCKOTO IEHTPa
3aMoIHSET B AJIEKTPOHHOM BHUJIE pEECTp, Kyaa
3aHOCUT MH(OpMAITHIO 000 BCEX
3acTpaxoOBaHHBIX MalMeHTax. ExexkBapTanibHO
KOTIFISI 9TOTO JIOTA TIEPECHUIASTCS

[To mony4yeHnn KONKMK peecTpa
3aCTPaxOBaHHBIX JIUII,
MIEPENAET €€ B CTPAXOBYIO KOMIIAHUIO.

Patients enrolled in the Study, are insured
according to the legislation the Russian
Federation in Insurance Company

" ” Agreement Ne
2013.

dated

will supply site with

Insurance policies to be distributed to subjects.
Site personnel will distribute Insurance policies
after subject signs Informed consent form.

An individual identification code is assigned to
each subject (alphanumeric, contains 33
digits). Code is indicated on the first page of
Informed consent form.

Site personnel register all insured subjects in
the registry (in electronic format). The copy of
this log should be provided to

on a quarterly basis.

Upon receipt the copy of the registry of insured
subjects will submit it
to Insurance company.
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32 IMPUJIO)KEHUE E IOJIMTUKA

KOMITAHUN

MO NYBJIUKALIUAM /

APPENDIX E

PUBLICATION POLICY

[TOJIMTUKA KOMITAHUN ACTPA3EHEKA 110 HAYUHbLIM, TEXHUUYECKUM U
MEJIUIIMHCKUM ITYBJIIMKALIAM/ ASTRAZENECA POLICY - SCIENTIFIC,

TECHNICAL & MEDICAL PUBLICATIONS

JAHHAS ITOJIMTUKA OTHOCHUTCA KO BCEM HAYYHBIM, TEXHUYECKHM 1
MEJIUIMWHCKUM ITYBJIMKALIUAM, OCYIIECTBJIAAEMbBIM NI CIIOHCUPYMbIM
, 1 BKIIIOUAET OBA3ATEJIbCTBA KOMITAHU

10 OSTUYHBIM U OTKPBLITBIM ITYBJIIMKALIUAM,

OCHOBHOM [EJIbIO KOTOPHIX ABJISETCS BE3OITACHOCTD ITAITUEHTOB /
THIS POLICY APPLIES TO ALL SCIENTIFIC TECHNICAL AND MEDICAL

PUBLICATIONS ORIGINATED OR SPONSORED BY

AND

DESCRIBES OUR COMMITMENT TO AN ETHICAL AND TRANSPARENT
PUBLICATION POLICY WHICH HAS PATIENT SAFETY AS ITS PRIMARY OBJECTIVE

OtBercTBeHHBII 3a jokymenT/Document Owner:

O6ocHoBanme ogodopenusi/Approval Reason
OnoGpenue pykosonutess/Management Approval

Onoopenusi/Approvals

Hcnoanurean/ Performer Jlara/Date
2011/08/30 14:44:47

1. OBIASI UTHO®OPMAILHSI/ OVERVIEW

00s13yeTcst coood1aTh
WH(OPMAIIHIO O CBOUX Mpernaparax, HaydHbIX
pa3paboTKax U UCCIETOBAHUIX TOUYHO U
00bekTUBHO. Bee coo0IieHust JoMKHBI ObITh
cieNlaHbl OTBETCTBEHHO U 3TUYHO, C YY€TOM
COOTBETCTBYIOIINX BHEITHUX CTaHIAPTOB 1O
HAyYHBIM U MEIUIIMHCKUM COOOIICHUSIM.
[TpropuTeToM /It KOMIIAHHH

SIBIISIETCS
0e30MMacHOCTh MAIMEHTOB, U TAKUM 00pa3oMm,
OCHOBHOE 3HAY€HUE TIPUIAETCS SICHOCTH U
CBOCBPEMEHHOCTH COOOIIaeMOM
UHpOpMaLINH.

is committed to

communicate information on its products and
research and development in an accurate and
objective fashion. These communication
activities must be undertaken in a responsible
and ethical manner, taking into account
relevant external standards regarding the
manner and content of scientific and medical
communications. Patient safety is our
primary concern, and therefore, paramount
consideration is given to ensure that all
relevant information is communicated clearly
and in a timely way.
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2. OB30P/SCOPE

ITonuTrka KOMIIAaHUH

10 HayYHBIM, TEXHUYECKUM U MEAULIIMHCKUM
yOIMKaAIUsAM OTHOCUTCS KO BCEM HaY4YHBIM,
TEXHUYECKUM U MEIULIUHCKUM
nyOIMKaUsAM, OCYILECTBIISIEMBIM WU
CIIOHCHPYEMBIM KOMITaHUEN

. IIpu corpyaauuecTse B
00JacTH HayYHBIX Pa3pabOTOK U
WCCJIEI0BAHNM, MMapTHEPBI KOMIIAHUHU
OymyT
COOTBETCTBEHHO MPOMH(OPMUPOBaHbI 00
00s13aTesIbCTBAaX KOMITAHUU

B OTHOUIEHUU
OTKPBITOCTU M 3THYECKUX CTaHJApTOB
nyOnuKanui.

The Policy for
Scientific, Technical & Medical Publications
covers all scientific, technical and medical
publications originated or sponsored by
. When entering
into research and development collaborations,
’s commitment to
transparency, openness, and ethical
publication will be communicated to these
external partners as appropriate.

3. OBSIBATEJIBCTBA 11O PACKPBITUIO JAHHBIX /
COMMITMENT TO DATA DISCLOSURE

o0s13yeTcs
cHa0XaTh NAllUEHTOB U CIIELUAIUCTOB B
chepe 31paBOOXpaHEHUST 3HAUUMOMN
uHpopManrei 0 KITMHUYECKUX
HCCIIEIOBAaHHSX, CIIOHCOPOM KOTOPBIX OHA
SBIISIETCS, a TAKXKE O MpernapaTax KOMIIaHUH,
JUTSL BO3MOXHOCTH BbIOOpA JIy4IlIEro
JICYCHHUS.

O06s3aTenbcTBa KOMIIAHUU

BBIITOJIHAKOTCA

CJIEIYIOIIUM 00pa3oMm:

o naHHble 000 BeeX (1) KITMHUYECKUX
(2) HEMHBA3UBHBIX UCCIEAOBAHUIX HA
3JIOPOBBIX CYOBEKTaX W MAIIMCHTAX KaK IS
3apETUCTPUPOBAHHBIX, TAK U JUIS
HCCJIeTyeMbIX MPenapaToB MyOIUKYIOTCS Ha
0OIIIEIOCTYITHBIX CaiTax
http://www.clinicaltrials.gov/ u

http://www.

. o01re pe3ynbTaThl BCEX
SapeFI/ICTpI/IpOBaHHI)IX KIMHNYCCKUX
MCCJIEIOBAHMH 3apETUCTPHUPOBAHHBIX
HpGHapaTOB, BKJIFOYass JaHHBIC O
HEXEJIATEeIbHBIX SBJICHUAX, MTYOJIHKYIOTCS
Ha caiTe KOMITaHUH

http://www. u

is committed to provide
patients and healthcare professionals with
meaningful information about the clinical trials
we sponsor and about our products to enable
them to make the best treatment decisions.

Our commitment is met by:

o providing details of (1) all clinical studies
in healthy subjects and patients and (2) any non-
interventional studies in healthy subjects or
patients. These details are provided for both
investigative and marketed products on the
publicly accessible websites,
http://www.clinicaltrials.gov/ and

http://www.

o posting summary results including adverse
events of all registered clinical trials for
marketed products on the

website,

http://www.

and other websites as required by law


http://www.clinicaltrials.gov/
http://www._________________________/
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JpYyrux BeO-caiiTax, coriacHo
3aKOHOJIaTeNIbHBIM TPEOOBAHHSIM

o o0111e pe3ynbTaThl BCeX o
3apEruCTPUPOBAHHBIX KIMHUUECKUX
HCCJIEIOBAaHUM HCCIIe1yeMbIX MpernapaToB
nyOJUKYIOTCS Ha caiiTe KOMIIAaHUU

investigative products on the
website, http://mwww.

posting summary results including adverse
events of all registered clinical trials for

http://www. u
Jpyrux BeO-caliTax, CoriaacHo
3aKOHOJaTEeNbHBIM TPEOOBaHUSAM

bonee noxpoOHas napopManus mo

and other websites as required by law

More information on our clinical trials disclosure

PACKPBITHIO JaHHBIX HAIUX KIMHUYCCKUX is available at:

UCCIICIOBAaHMIA JOCTYITHA Ha CalTe: http://www.

http://www.

J1J1s1 TIOBBIIICHHS TPO3PAYHOCTH uses a unique trial
uHOopMaIny, identifier (ie, study number) for website postings

HCIIOJIB3YCT YHHKaHBHBIfI I/I,Z[GHTI/I(bI/IKaTOp

uccienoBanuii (T.e., Homep uccaenosanus)  trials to enhance transparency

and in all subsequent publications of clinical

npu nyOJuKaluy Ha BeO-caiiTax U npu Bcex
NOCIEAYIOIUX MyOIUKalUAX 0
KIIMHUYECKUM HUCCIIEI0BAaHUAM

4, NYBJIUKAIUU 1O UCCIEJOBAHUAM, CIIOHCUPYEMbBIM

KOMITAHUEN

/

PUBLICATIONS FROM RESEARCH SPONSORED BY

00s13yeTcs myOIMKOBaTh
Ba)KHbIE C MEIUIIUHCKON TOUKH 3pEHHS
pE3yIbTAaThl CBOMX KIMHUYECKUX
UCCIIEIOBaHHM, KaK MOJIOKHUTEIbHbIE, TaK U
OTpHIIATENbHBIC, B peeprupyeMbIX
KypHaax.
CTPEMHTCS YOSTUTHCS B TOM, UTO
nyOIMKauy B OMOMEAMIIMHCKUX KypHaIax
OTBEYAIOT PEKOMEH/IAIUSIM
Mexaynapoanoro Komutera Penakropos
Menuuunckux Xypnanos (MKPMX),
U3JJaHHBIM B Bujie Ennnpix TpeboBaHuit K
MaTepuaam, oJaBaeMbIM IS TyOINKaIuu
B OMOMETUITMHCKHE )KYPHAJIbI
(http://www.icmje.org). BayxHO OTMETHTB,
YTO JJaHHBIE PEKOMEHAALUHU TPeOyIOT, 4YTOOBI
B MaTepHasax, MoAaBaeMbIX JUIs
nyOJIMKanuy, ObLJIO YKa3aHo, YTO
UCCIICIOBAaHHUE IIPOBE/IEHO B COOTBETCTBUU C

IS committed to
publishing medically important results,
whether positive or negative, from its clinical
research in peer-reviewed journals.

seeks to ensure

that publications in biomedical journals
follow the guidelines established by the
International Committee of Medical Journal
Editors (ICMJE) and published in its
Uniform Requirements of Manuscripts
Submitted to Biomedical Journals
(http://www.icmje.org). Importantly, these
guidelines require recognition in the
manuscript that the research was conducted
in accordance with the Ethical Principles for
Medical Research Involving Human Subjects
(http://www.wma.net/en/30publications/10po
licies/b3/index.html) otherwise known as the
Declaration of Helsinki.

also follows the
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Otndyeckumu [Ipunnunamu I[IpoBenenus
Knunnueckux MccnenoBanuii ¢ yuactuem
J10Jiel B KauecTBe CyOBheKTOB
(http://www.wma.net/en/30publications/10po
licies/b3/index.html), Takke M3BECTHRIMU KaK
XenbCcHHKCKas Jlexnapanus.

TaKXe CIeayer
npuHuunaM Hamexameit [Ipaktrku
[Ty6nukanuii (GPP2)
(http://www.bmj.com//node/397569?variant=
full-text).

principles outlined in the Good Publication
Practice Guidelines (GPP2)
(http://www.bmj.com//node/397569?variant=
full-text).

5. JOCTYI K JAHHBIM/ACCESS TO DATA

st 5 heKTUBHO# 3aITUThI
MHTEJJIEKTYaJIbHOU COOCTBEHHOCTH JIH000€
COTPYIHUYECTBO MEXKY KOMITaHUEH

U TPEThEH
CTOPOHOM JIOJKHO 3aKPEIIAThCS
o(HIMANTBEHBIM JJOTOBOPOM, B KOTOPOM OYyIyT
0003HaueHBI MPUHAJIEKHOCTh TAHHBIX U
JOCTYTI K HHAM.

OTBEYAET 3a MOJIHOTY
CcBelleHnH B 0a3e JaHHBIX 110 BCEM
KJIMHUYECKUM HCCIIEIOBAHUSM, B KOTOPBIX
OHa BBICTYIIAET CIIOHCOpPOM. B mporiecce
MOJTyYEHUsI 0JI0OPEHUS PEryIHPYIOIIHX
OpraHoB co3JaeT
0a3bl JaHHBIX JIJIS1 BCEX PETUCTPALIMOHHBIX
WCCIIEIOBAHUM, JOCTYITHBIE TS
BOBJICYEHHBIX PETYIHUPYIOLINX OPraHOB.

ABTOpBI MyOJIMKAIHH 110 KITMHUYECKUM

M CCJIEJOBAHMSIM, OTBETCTBEHHBIE 32 UX
coJiep’KaHue JI0JKHBI UMETh JOCTYII K
JaHHBIM HccieoBaHuil. Bee uccnenosareny,
SBJISIOIIMECS aBTOPAMH CIIOHCUPYEMBIX
KOMITaHUEN

nyOIuKanuii, 1o 3amnpocy OyayT obecredeHsl
KOINUSIMU OTYETa O pe3ysbTaTax
UCCIIEJOBaHMsL, ITOCIIETHEN Bepcuei
MPOTOKOJIA, CTATUCTUYECKUMH JTaHHBIMU U
JPYTUMH OTYETaMU, HEOOXOTUMBIMU IS
NOJArOTOBKM IyOnukanuu. Takxe, o
3arpocy, UM OyIyT MpeAOCTaBICHBI TaHHbIE
UCCIICIOBaHMSI ITPU YCIIOBUU COOJIOJICHUS

To protect intellectual property effectively,
any collaboration between

and a third party will
be subject to a formal agreement that will
address ownership and access to data.

will be responsible for
ensuring that a complete database is compiled
for all clinical studies sponsored by
. As part of the
process for gaining regulatory approval,
makes databases for
all registration studies available to the
regulatory agencies involved.

Authors must have access to study data if
they are to take responsibility for the content
of publications derived from clinical trials.
All investigators who are authors of an
-sponsored
publication will be provided, on request
access to copies of the clinical study report,
final protocol, statistical tables, figures, and
any other reports that are needed to prepare
the planned publication and, also on request,
will be provided access to the study data
under conditions that appropriately protect
patient confidentiality and intellectual

property.
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KOH(HIEHIIMATIbHOCTH JAHHBIX MAllUEHTOB U
JIOJKHOM 3aIIMThl MHTEIJIEKTYaJIbHOU
COOCTBEHHOCTH.

ITo 3anpocy,
IIPEIOCTABUT KOIHUIO ITPOTOKOJIA, BKIIIOYAs
IUIaH CTaTUCTHUYECKOT0 aHalln3a, JJFI000OMy
JKypHaJly, paCCMaTPUBAOIIEMY BO3MOXHOCTb
nyOIMKauy MaTepUaloB.

6. ABTOPCTBO/AUTHORSHIP

00s13yeTcst
IPOBEPSTH, YTO ABTOPCTBO BCEX MyOTMKAIINN
cootBercTBYeET Kpurepuasm MKPMIK,
KOTOpBIE TIACAT clieaymolee: «Kaocowitl
agmop 001HCeH NPUHUMAMb OOCAMOYHOE
yuacmue 6 pabome, umoowvl 83amv HA ceD3.
OMBEMCMBEHHOCHb 34 COOEPAHCAHUEY .

ABTOPCTBO JIOJKHO OBITh YCTAaHOBJIEHO Ha
OCHOBaHUU 1) 1OCTATOYHOIO y4yacTHs B
MPEJICTABICHUN U KOMIIO3HUIIMH JaHHBIX WU
cOope JaHHBIX WJIM aHAJIU3E U
WHTEPIIPETAINU JAaHHBIX; 2) TOATOTOBKE
YEPHOBOT'O BapUaHTa MaTepuasa Win
pEAaKTUPOBAHUU €r0 OCHOBHOTO
COJIEpXaHUs; U 3) OKOHYATEITHHOM
0J100peHUN BepCUU I MyOTHKAIUH.
ABTOpOM IpU3HAETCS JUIIO,
COOTBETCTBYIOIIEE BCEM 3 YCIOBUSIM.
Kaxaplii aBTOp TOTKEH JaTh CBOE COTJIacHe
Ha BKJIIOUYEHHUE €ro/ee UMEHH B CITHCOK
aBTOPOB. roJjiaraetT, 4To
y4acTue TOJIbKO B cOOpe JaHHBIX WIH
MOATOTOBKE YEPHOBOT'O BapHaHTa MaTeprasa
HE COOTBETCTBYET KPUTEPHUSIM aBTOPCTBA.
JlaHHBIE YCIIOBHUSI OTMHAKOBO MPUMEHHUMBI K
BHEIITHUM HCCIIEOBATENISIM M K COTPYIHHKAM
KOMITaHUHU

Korpaa uccnenoBanme mpoBoIUI0CH OOTBIION
CPYIIION JIOAEH B pPa3HbIX LIEHTPaX, JOJIKHBI
6BITB onpeneneHH JIM1a, OTBETCTBECHHBIC 3a
MaTepuan Ui myonukanud. JlaHHbIe Tuia
JIOJI’KHBI MIOJIHOCTHIO COOTBETCTBOBATH
BBIIIICU3J10KCHHBIM KpI/ITepI/IHM aBTOpCTBa.

will provide a
copy of the protocol, including the statistical
analysis plan, to any journal considering a
submitted manuscript for publication, if
requested by the journal.

is committed to
ensuring that authorship for all publications
complies with the criteria defined by the
ICMJE. These state that: “Each author
should have participated sufficiently in the
work to take public responsibility for the
content”.

Authorship credit should be based on 1)
substantial contributions to conception and
design, or acquisition of data, or analysis and
interpretation of data; 2) drafting the article or
revising it critically for important intellectual
content; and 3) final approval of the version
to be published. Authors should meet all 3
conditions. Each author must give his/her
approval to have his/her name included in the
list of authors. believes
that participation solely in the collection of
data or drafting the manuscript does not
justify authorship. These conditions apply
equally to external investigators and to
employees.

When a large, multicentre group has
conducted the trial, the group should identify
the individuals who accept direct
responsibility for the manuscript. These
individuals should fully meet the criteria for
authorship defined above. Other members of
the group should be listed in the
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Yyactue Apyrux 4ieHbl TPYIIIbl MOXKET ObITh
YIOMSIHYTO B ClielUalibHOM pazjene. OuH
13 aBTOPOB JOJIKEH SBIATHCA
OTBETCTBEHHBIM JIMIIOM, HECYIIIUM OOIIYIO
OTBETCTBEHHOCTH 3a Marepuai. [1yonukanuu
YaCTUYHBIX JTAHHBIX U3 OTAEIbHBIX
YUpEXKICHUM, yHaCTBOBABILUX B
MHOT'OLIEHTPOBOM HMCCJIEIOBAHUU HE JTOJIKHBI
MIpEAIIEeCTBOBATh OCHOBHOMY MaTepuaiy. B
CIIyYasiX TIOTOOHBIX OTICIBHBIX ITyOIUKAIIAN
OHMU JI0JKHBI COJIEPKATh CChUIKY Ha
OCHOBHYIO ITyOJIMKAITIIO MAaTEPUATIOB BCETO
UCCIIEI0BAHMUS.

B cooTBeTcTBHM ¢ peKOMEHIAIUAMH 10
Hannexameit [Tpaktuke [TyGnukanmii,
TpeOyeT OT Bcex
aBTOPOB 3aKJIFOUYCHHUS IOTOBOPA.

HE BBIIJIa4YUBacT
TOHOpapPhI UCCIIEAOBATEISM 32 aBTOPCTBO
pPeIaKTUPOBAHHBIX UMM CTaTEeH WITN

npeseHTanuii. http://www.gpp-guidelines.org.

acknowledgments as appropriate. One author
should be identified as guarantor, who takes
overall responsibility for the manuscript.
Publication of data subsets from individual
institutions participating in multicentre trials
should not precede the primary manuscript,
and when developed should always reference
the primary publication of the entire trial.

requires all authors to
sign an authorship agreement in line with
Good Publications Practice Guidelines. In
addition, does not pay
honoraria to investigators for authorship of
peer-reviewed articles or presentations.
http://www.gpp-guidelines.org.

1. YYACTUE TIPOPECCHUOHAJIOB B OBJIACTH MEJUTIINHCKHUX
NYBJUKALIAM/ / USE OF PROFESSIONAL WRITERS

HNHuorna MOXKET
IpUBIIEKATh MTpodeccnoHanoB B 001acTu
MEIUIUHCKUX MYOIUKaui (COTPYIHUKOB
KOMIIaHUH, BHEITHUX KOHCYJIbTAHTOB WJIH
areHTCTBA 0 KOMMYHHKAIIUSIM) JJIs1 TIOMOIIH
B [IOJIFOTOBKE MyOIMKAIUI U TPE3EeHTAIHI.
[Tpodeccrnonansl B 06J1aCTH MEAULIMHCKUX
nyOIMKauil He MUIIYT MaTepuabl 3a
JPYTUX U 3TO pa3nuyue noguepkHyro B GPP:
http://www.gpp-guidelines.org.

JIro6oe COTpyTHUYECTBO MEKTY
nmpodecCHoHAIaMH B 00JIaCTH METUIIMHCKUX
nyOJIMKAIUi 1 aBTOPaMH JOJDKHO CJIEJIOBATh
9TUYCCKU MMPUEMIIEMBIM CTaHAAPTaAM:

. aBTOp (BI) TOJKEH (-HBI) 0JI00PUTH
OCHOBHOE COJICpKaHHE U HaTpaBleHUE
CTaThU JIO TOTO, KaK OHA Oy/eT HarmucaHa

L4 HE OOJIZKHO OBITH HUKAKHUX IIOIBITOK

may sometimes employ
professional medical writers (company
employees, external consultants or
communication agencies) to assist in
producing publications and presentations.
Professional medical writers are not ghost-
writers and this distinction has been
emphasised in the GPP guidelines:
http://www.gpp-guidelines.org.

Care must be taken to ensure that any such
collaboration between professional medical
writers and authors follows ethically
acceptable practice:

o the author(s) must approve the general
content and direction of the article before it is
written

. there must be no attempt to influence
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M3MEHUTh MHEHHE aBTOpa (-OB)

. aBTOP(-bl) TOJDKEH(-HBI) 01I00PUTH
OKOHYATEJIbHYIO BEPCHUIO CTAaThU J0 I10JIa4H B
JKYpHaJ U HECTHU IOJHYK OTBETCTBEHHOCTb 32
ee coziepiKaHue

° B ITyOJIMKAIUU JTOJDKHBI OBITH OTKPBITO
3asIBJICHBI HICTOYHHUK (PMHAHCHPOBAHHUSI U
yuactue npodecCHOHaIoB B 00J1aCTH
MEJUIIMHCKUX MMyOJIMKAIIUH, COOTBETCTBEHHO
UX Y4aCTHIO

the opinions of the author(s)

o the author(s) must approve the final
version of the article before it is submitted to
a journal and retain full responsibility for the
article’s content

o the contribution of the medical writer
and source of funding must be openly
acknowledged in any resulting publication in
line with their level of contribution.

8. PACKPBITUE ®UHAHCOBOM HH®OPMALIMU/ FINANCIAL
DISCLOSURE
MOJTHOCTBIO fully supports openness

O/IEPKUBAET OTKPHITOCTH U IIPO3PAYHOCTh
U, TAKUM 00pa3oM, TpeOOBaHHE KO BCEM
aBTOpaM (KaK COTPYJHHKaM KOMIaHUH

, TAdK 1 BHCIITHUM J'II/IIIaM)
PacKpBIBATh JIFO0OH MOTECHITHATBHBIN
KOH(JIMKT HHTEPECOB, BKIIIOYAsK JTFOObIC
(MHAHCOBBIE WITU JINYHBIC OTHOIICHHUS,
KOTOpBIC MOFYT 6I)ITI) BOCHpI/IHfITI)I KaK
OKa3bIBAIOIIHEC BIMSIHHUE HA UX paboTy.

and transparency and hence the need for all
authors of publications (both

employees and external
collaborators) to disclose any potential
conflicts of interest including any financial or
personal relationships that might be perceived
to bias their work.

9. 3AIIUTA JTHYHOW NTH®OPMAIIMH/ PRIVACY

yBa)KaeT BpaueOHYIO
TaliHy U 00s3yeTcsl IPEeAIPUHSTH MEPHI IO
IIPEIOTBPALICHUIO PACKPBITHS
KOH(pUAeHIMaTbHON HHpOopMauu
MaIMEeHTOB MIPU HAYYHBIX MyOIUKAIUIX.
Wndpopmanus, uaeHtuduumpyromas
narueHTa (Hanpumep, MHUIUAIbl allueHTa,
JTUYIHBIA HOMEP, KOJIBI JICUeOHOTO
yupexkaeHus) He OynyT OmyOJIMKOBAHBI IIPH
OTCYTCTBUH MH(QOPMHUPOBAHHOTO COTIIACHS
NAlUEHTa Ha 3TO.

respects the privacy of
the relationship between patients and
healthcare professionals and is committed to
ensuring that the process of scientific
publication does not breach patient
confidentiality. Identifying information (eg,
patient initials, personal code number,
hospital codes) will not be published unless
the patient grants informed consent.
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33 IMPNJIOXKEHHUE F HOJII/ITI/IKUA KOMITAHHUU ACTPASEHEKA
11O BHEIIIHUM B3ANMOJIENUCTBUSAM - OCHOBHBIE
IMOJIOKEHMUS / APPENDIX F ’S EXTERNAL
INTERACTIONS POLICY- KEY PRINCIPLES

1. MEPEJAYA ITPEAMETOB, UMEIOIINX HEHHOCTD (IIOJAPK),

PABOTHUKAM U OPITAHU3ALUAM 3IPABOOXPAHEHMWS,
IVIATEJBIIUKAM, TOCYJAPCTBEHHBIM CJIYXXALIUM U
COTPYJJHUKAM I'OCYJIAPCTBEHHBIX OPTAHU3AILINI/ GIVING
ITEMS OF VALUE TO HCPS/HCOS/PAYERS/PUBLIC OFFICIALS

1.1 Berpeunsie CTOPOHBI TOJKHBI YBaXKaTh
HE3aBUCHMOCTbh pAOOTHUKOB M OpraHu3alui
3/IpaBOOXPaHEHUS, IOCTABIIUKOB
MEAMIMHCKUX YCIYT, IJIaTeNIbIIUKOB,
rOCY/IapCTBEHHBIX CIYKAIIUX U COTPYIHUKOB
roCy/1apCTBEHHBIX OpPraHU3alui BHE
3aBHCHUMOCTH OT 3aHUMAEeMOIr0 UMHU
MIOJIO’KEHUS.

1.2 Berpeunsie CTOpOHBI HE TOJIKHBI
CTPEMUTHCS BIUATH HAa WIM BO3HATPAXKIATh
paOOTHUKOB M OpraHU3alUui
3/1paBOOXPaHEHUs, IOCTABIINKOB
MEAMIMHCKUX YCIIYT, IUIaTENbIINKOB,
rOCY/IapCTBEHHBIX CIYKALIUX U COTPYIHUKOB
rOCyIapCTBEHHBIX OPraHU3alMN
HEHaJIeKaIUM 00pa3oM

1.1 The Counterparty must respect the
independence of HCPs, HCOs, HCP Service
Providers, Payers and Public Officials in
whatever capacity they act.

1.2 The Counterparty must not seek to
influence or reward HCPs, HCOs, HCP
Service Providers, Payers or Public Officials
in any improper way.

2. NHOOPMALIUA HEPEKJIAMHOTI'O XAPAKTEPA O ITPOAYKTAX
KOMITAHUHA / NON-PROMOTIONAL COMMUNICATIONS REGARDING

OUR PRODUCTS

CTOpOHLI, BOBJICYCHHLIC B HCPCKIIAMHBIC
KOMMYHUKaIIUH O MMPOAYKTaX KOMIIAHUN

2.1 1oMKHBI C1IOCOOCTBOBATH 0€30aCHOMY U
3¢ (heKTUBHOMY IPUMEHEHHIO MPOTYKTOB
KOMITaHUH .
CTOpOHBI HE AOJKHBI 1aBaTh MEIUIIMHCKHE
pEKOMEH Iy HaceneHuto, Ho CTOPOHBI
MOTYT MPEIOCTABISTH MPOCBETUTENHCKYIO U
Hay4HYIO0 HH(POPMAIIUIO HEPEKIAMHOTO
XapakTepa B COOTBETCTBYIOIIUX CIydasx,
KOT/Ia 3TO Pa3pelIeH0 MECTHBIMU 3aKOHAMH.
2.2 He JOMKHBI HAHOCUTH YPOH OTHOLLIEHUSIM
PabGoTHHKOB 3/IpaBOOXpaHEHUS C UX
narueHTamu. [loaromy nrobast kacarommasicst
310pOBbs HH(GOpPMaIUs, TPEJOCTaBICHHAS

Counterparties engaged in Non-Promotional
Communications regarding

products:
2.1 Must support the safe and effective
use of products.

Counterparties must not provide medical
advice to members of the general public, but
Counterparties may provide Non-Promotional
educational and scientific information where
this is appropriate and permitted by local law.

2.2 Must never undermine the relationship
between HCPs and their patients. All health-
related information provided to members of
the general public must be accurate, fair, not
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HACEJICHHIO, TOJDKHA OBITh TOYHOM,
00BEKTUBHOH, HE BBOJWUTH B 3a0yKICHHUE U
YKPEIUISITh B3aUMOJICUCTBUE MEKTY
MarUeHTaMH U PAOOTHUKAMH
31paBOOXPaHECHHUS.

misleading, and support HCP-patient
interaction

3. KOH®EPEHIUU U OKABAHUE 'OCTEINIPUUMCTBA / MEETINGS AND

ASSOCIATED HOSPITALITY

CTOpOHBI, BOBJIICYCHHBIC B TIPOBEICHHUE
KOH(EPEHIIMI U OKa3aHUE rOCTEIIPUUMCTBA,
CBSI3aHHBIX C BBIMOJIHEHHEM PAa0OT JIJIst
KOMIIaHHUH , JTOJKHBI:
3.1 Y6enurncs, 4TO BCE IETAIH
KOH(EPEHIIMUA COOTBETCTBYIOT IPUHITUITAM
110 MPEJAOTBPAILICHUIO B3ITOYHHUYECTBA U
KOPPYIIIMH, TOJUTUKE 1O BHEIITHUM
B3aUMOJICHCTBHUSM U JIPYTUM TJI00aJIbHBIM
MOJUTUKAM U CTaHAapTaM KOMITAaHUU

, COOOILIEHHBIM

Jpyro#

KOMITAaHUEN

CropoHe, a Takke OTBEYalOT BCEM
TpeOOBaHUSIM BO BCEX JAPYTHX acTIEKTaX.

3.2 KoHdepeHiuu, opraHu30BaHHbIC WIH
CIIOHCUpYeMbIe BcTpeuHoi CTOPOHOM WK ¢
€€ yJacTHeM, JIOJDKHBI BO BCEX CIIydasx
IpecieI0BaTh 0ObEKTUBHO OTPABIAHHYIO
LEJIb - JISJIOBYIO MJIN MEJTUKO-
MIPOCBETUTEIBCKYIO.

3.3 Mecto u hopMaT NpOBEACHUS TAKUX
Kondepenumii 10mkHbI Beeria ObITh
CKPOMHBIMHU M COOTBETCTBYIOILIMMHU JI€IIOBOM
WA METUKO-TIPOCBETUTEIHCKON TIeITH
Kondepenuuu.

3.4 IpuHnmme! 1 npasuia Kommnanun

B OTHOILICHHUH OTIJIAThI,
KOMITCHCAIIMH WJIA BO3MEIIICHHUS CTOUMOCTH
nocerenust Kondepenuuu paboTHUKaMu 1
OpraHU3aIUSIMHU 3/IPABOOX PAHEHHS,
MOCTaBIIMKAMU METUIIMHCKUX YCIIYT,
TUTATENbIIMKAMH, TOCYIapCTBEHHBIMHU
CIIY’KaIllUMU W/UITH COTPYTHUKAMH
rOCYIapCTBEHHBIX OpTraHU3alINiA,
npeocTaBleHHble BcTpeuHoi CTopoHe,
JIOJDKHBI CTPOTO COOJTFOIATHCS TIPH JTFOOBIX
00CTOSATENILCTBAX.

3.5 B nenmom mecto u popmat mpoBeneHHs
Kondepenumii wim apyrue

Counterparties engaged in organising
meetings and associated hospitality relating to
their activities for must:

3.1  Ensure that every aspect of the
Meeting is in keeping with the ABAC
Principles, the External Interactions Policy
and other global policies
and standards communicated by

to the Counterparty, and
must in any event be appropriate in all the
circumstances.

3.2 Meetings organised or sponsored by,
or with the participation of, the Counterparty
must always have an objectively justifiable
business and/or medical education purpose.

3.3 The venue and conduct of Meetings
must always be modest, and appropriate for
the business and/or medical education
purpose of the Meeting.

3.4  Those policies
concerning payment, compensation or
reimbursement for the attendance of HCPs,
HCOs, HCP Service Providers, Payers and/or
Public Officials at meetings which are
provided to Counterparty must be strictly
adhered to in all circumstances.

3.5  The venue, conduct or other
arrangements made for Meetings must never
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OpPraHU3alMOHHBIE JOTOBOPEHHOCTU HU B
KOEM CJIy4ae HE MOI'YT UCIIOJIb30BaThCs C
LIEJIbI0 BO3HATrPaKACHUS, CTUMYJINPOBAHHUS
WIN OKa3aHMA BIHMSHUS HA paOOTHUKOB H
OpraHu3alyy 31PaBOOXPAHCHUS,
IIOCTaBUIMKOB MEIULIUHCKUX YCIIYT,
IUIATEJIbIIUKOB UM I'OCYAapCTBEHHBIX
CILy’KallluX, I0JIy4eHus: BcTpeuHoil CTOpoHOMI
3aKa30B WJIN UHBIX JI€JIOBBIX IPEUMYIIECTB ,
HE JIOJDKHO CO3/1aBaThCs JaKe BUAMMOCTH U
BIICYATJICHUS TaKUX JEHCTBUI.

be used to reward, influence or induce HCPs,
HCOs, Payers or Public Officials to give the
Counterparty business or a business
advantage, nor create any appearance of
doing so.

4. INPUBJIEYEHUE PABOTHUKOB 3/IPABOOXPAHEHUA U IPYT'UX
MEJUIUHCKHUX U HAYYHBIX KOHCYJIbTAHTOB K OKA3AHUIO
YCJYT KOMIIAHUU / ENGAGING HCPS AND OTHER MEDICAL AND
SCIENTIFIC CONSULTANTS TO PROVIDE SERVICES TO THE

COUNTERPARTY

4.1 B3auMOIeNCTBUSA C IIOCTABIUKAMHI
MEIUIIUHCKHUX YCIIYT B JII000H CUTyalnu
JIOJDKHBI ITPECTABIATH OO0
COTPYAHUYECTBO MPOPECCHOHANIOB,
NPU3BAHHOE MOBBICUTH KaYE€CTBO
MEIUIIUTHCKOTO 00CITY>KUBaHUSI BO 0J1aro
HaIMEeHTOB.

4.2 B3aMMO/ICHCTBHS C IOCTABIIUKAMHU
MEIUIUHCKUX YCIYT JOJKHBI OBITH
YEeCTHBIMH, MPO3PAYHBIMH, COOTBETCTBOBATh
TUYHOMY MOBEJICHHUIO U TIOJTHOCTHIO
COOTBETCTBOBATH JICHCTBYIOLINM 3aKOHAM,
MOJI3aKOHHBIM aKTaM, IPUHSTHIM B OTPaciIu
HOpMaM, TIPaBUJIaM M COOTBETCTBYIOIINM
HOJUTUKAM KOMITAaHUU ,
co0OIIeHHBIM BeTpedHoi CTOpoHe.

4.3 ITocTaBIIMKN MEAUIIMHCKUX YCIYT
JIOJDKHBI TTPUBIIEKATHCS TOJIBKO B TOM CIIydae,
KOTJa CyIIECTBYET 00OCHOBaHHAs
NoTpeOHOCTh B UX yCIyTrax, a
COOTBETCTBYIOIIEE JIUIIO SIBJISETCS
TIOJIXO/ISIITM KaHIM/IaTOM C TOUKH 3PCHHS
KBaJM(HKAIIUHU, U OTIBITa PAOOTHI B
peAMETHOM o0acTu Ui cdepe
NeSITeTbHOCTH.

4.4 YpoBeHb BO3HArpaxacHus,
npeiaraeéMblii HHIAWBUAYAIbHOMY
NOCTaBIIMKY MEJUIIMHCKUX YCIIYT, HE
JIOJKEH OKa3bIBaTh U CO3/1aBaTh
BII€YaTJIEHUE, YTO Jt00ast CTOpoHa nin

4.1  Interactions with HCP Service
Providers must at all times be professional
exchanges, designed to enhance the practice
of medicine to benefit patients.

4.2 Interactions with HCP Service
Providers must be marked by integrity,
transparency, ethical conduct and full
compliance with applicable laws, regulations
and accepted industry codes of practice and
the relevant policies
communicated to the Counterparty.

4.3  HCP Service Providers must only be
engaged where there is a legitimate need for
their services and the relevant person is an
appropriate candidate based on their
qualifications and experience in the relevant
subject matter or activity.

4.4  The level of compensation provided to
an individual HCP Service Provider must not
have, and must not create an impression that
either Counterparty or

has undue influence
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OKa3bIBaeT
BJIMAHHUEC HA JaHHOT'O ITOCTAaBIIIHUKaA
TIOCPEJICTBOM YPOBHSI BO3HATPAXKICHUS HITH
WHBIM 00pazom.

on that HCP Service Provider due to the level
of compensation received by that HCP
Service Provider or otherwise.

5, OBPA3IBI MPOAYKIINH / SAMPLES

5.1 OOpa3upl MPOIYKIMU KOMIIAHUU
IPEOCTABIIAIOTCS
nanueHTaM 00CIyKUBAIOIUMU UX
paOOTHUKAaMU 31paBOOXPAHEHUS U
TIO3BOJISIOT MAIUEHTAM O3HAKOMHTHCS C
HAIlIUMU JICKapCTBEHHBIMH CPEJCTBAMU,
paboTHHKaM 3paBOOXpaHeHUS TIPUOOpeCcTH
OIIBIT IPUMEHEHUS U Ha3HAYEeHUs
KOHKPETHOT'O MEIUIIMHCKOTO Tpernapara,
OIPENIeIUTh PEAKLIUIO OTAEIBHO B3ATHIX
NAIMEeHTOB Ha Mperapar, a Takxke JaTh 0osee
HIMPOKYIO OLEHKY KIMHUYECKOMY
BO3JIeHicTBHIO TIpenapara. O6pasiibl
PacIpOCTPAHSIOTCS UCKIIOUUTEIBHO B
yKa3aHHBIX BBIIIE IETIX.

5.2 O6pa31ipl He TOKHBI TPEIOCTABIATHCS
paboTHHUKAM 3IpaBOOXPAHEHHS ISt
MOJy4YEeHUs] UMH MTPUOBLIH, KOMMEPUECKOM
BBITOJTbI WJIM JJISI HHBIX HETIPHEMIIEMBIX
LEJIEH.

6. ONPEAEJEHUS/ DEFINITIONS

Hwuxecnenyromue onpeaeneHuss UMEIOT
clenyrollee 3HaueHHUE B IaHHOM JJOKYMEHTE:

“KoHCyJIbTaHT”— MOCTaBUIUK
MEMIIMHCKUX YCIYT, PEryIspHO
npenocrapisomuii Komnanun
KOHCYJIbTAIIHOHHBIC YCITYTH Ha JIOTOBOPHOM
OCHOBE.

“B3H0C” — 3TO JICHE)KHAS BBIIJIAaTa WU
MaTepuaabHas OMOIIb, TPEI0CTaBIIsIEMAast
CropoHou
0J1aroTBOPUTEITHLHBIM/HEKOMMEPUECKUM
OpraHu3aiusaM abCcoyIFoTHO 0€3BO3ME3THO.
“Opranu3anum 3ApaBoOXpaHeHus” —
JT00BIC OpTaHMU3AIMH 3/IPABOOXPAHEHUS,
BKJItOUasi OOTBHUIIBI U IPYTHE METUITUHCKUE
YUpEXKJIEHUS, TOCTABUIMKOB YCIYT
CTpaxOBaHMUsI 37I0POBbS (BKIFOUAs 3aBEJICHUS
YIPABISIEMOTO MEAUITUHCKOTO 0OCCTIICUCHHS),

51  Samples of
products must only be distributed to enable
patients, through their HCPs, to become
familiar with products; to
enable HCPs to gain experience with the use
and prescription of an
product; to determine a particular patient's
response to an product;
or to evaluate clinical responses to an
product more widely.
Samples must not be distributed for any other
purposes.

5.2  Samples must never be provided to
HCPs for the purpose of enabling the HCP to
profit or gain a business advantage from the
use of the sample, or for any other improper
purpose.

The following capitalised terms have the
following meanings for purposes of this
Schedule:

“Consultant” means an HCP contracted and
retained by the Counterparty to provide
services to the Counterparty.

“Donation” means monetary or funding
given by the Counterparty to charities/non-
profit organisations for which no return is
required by or provided to the Counterparty.

“HCO” means any healthcare organisation,
which includes hospitals and other healthcare
organisations, health insurers (including
managed care organisations), pharmacies and
formulary or benefit administrators and
relevant staff and other individuals employed
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anTeKH, OpraHu3aly, OTBEYAIOLIHUE 3a
cocraBlieHUe apMaIeBTUICCKUX
CIPaBOYHHUKOB, U MX IMEPCOHAJI, a TAKXKe
Jpyrue JuIa, B KaKOM-TH00 KauecTBe
paboTaroliye B BbILIETIEPEUNCIECHHBIX
OpraHu3ausx 3apaBooxpaHenus. [Ipu stom
BCE YKa3aHHbIE OPraHU3al1K U GU3NIECKUe
JMIIa MOTYT Ha3HAYaTh, IPUMEHSITD,
pPEKOMEH10BaTh, IpUOOpETaTh, OMJIa4YNBaTh,
YTBEp)KJIaTh Ha3HAYCHUE, 0100PSTH
IPUMEHEHHE, IPEIOCTABIIATh NAlMEHTaM U
MHBIM 00pa30M HCIOIB30BATh JIIO00M
HOPOAYKT UM yciyry Komnanuu u peryisipHo
OCYIIECTBIISIIOT MOJOOHBIE IEUCTBUSI.
“PabOTHMKM 3IPAaBOOXPaHEeHUNA” —
npodeccuoHasbl B 00JIaCTH
3paBOOXpaHEeHUs (BKJIOYas Bpayei,
CTOMATOJIOTOB, (papMaIeBTOB U CTapIINN
MEIEPCOHAN) U PYKOBOASIIIUE UM
a/IMAHUCTpATHBHBIC PAOOTHUKHU, KOTOPBIC
MOTYT Ha3Ha4yaTh, IPUMEHSTh,
PEKOMEHI0BaTh, IPHOOPETATh, OTUIAYHBATH,
yTBEp)KJaTh Ha3HAYEHUE, 0100PsThH
NpUMEHEHHE, PEIOCTABIISTh MAIlHEHTaM W
MHBIM 00pa30M HUCIOIB30BaTh 000
MPOAYKT WM YCIYTy KOMIIaHUA

U peryJisipHO
OCYIIECTBIISIOT MOJOOHBIE TEUCTBUSI.
“ITocTaBIIMK MEAUIMHCKUX yCJIYr” — 3TO
pabOTHUK WM OpraHu3alus
3/IpaBOOXPAHEHUs], APYTrON CHEUATUCT
3/IpaBOOXPAHEHHSI UJIH YUEHBIH, a TaKKe
MEIUIUHCKAs UM Hay4yHO-
HCCIIEIOBATEIhCKAs OpTraHu3aIns,
npenocTasisitonire CTOpoHe orpe/ieieHHbIe
YCIYTH Ha IOTOBOPHOM OCHOBE.
“I'ocTenpuuMCTBO” - BKIIIOUAET YTOLICHHUE,
TIPUTJIAIICHUS WM OMIIETHI Ha CONMANBHEIE,
pasBiIeKaTeNbHbIe WM CHOPTUBHBIE
MEPOTIPUSATHS

“Kondepenuus” —noboe MeporpusTue, B
KOTOPOM YYacCTBYIOT OJIMH HJIH OoJiee
paOOTHUKOB MJTM OpraHU3aLUi
3paBOOXPaHEHMs], IOCTABILUKOB
MEIUIUHCKUX YCIIYT, IATEIbIINKOB,
rOCyJapCTBEHHBIX CITY)KaILUX WU
COTPYAHUKOB TOCYAapCTBEHHBIX

by, or otherwise affiliated with, such entities
who may or do prescribe, administer,
recommend, purchase, pay for, reimburse,
authorise, approve or supply any
product or

service sold or
provided by the Counterparty.

“HCP” means a healthcare professional,
including any member of the medical, dental,
pharmacy or nursing professions, along with
their relevant associated administrative staff
who may or does prescribe, administer,
recommend, purchase, pay for, reimburse,
authorise, approve or supply any

product or

service sold or

provided by the Counterparty.

“HCP Service Provider” means an HCP,
HCO or other medical or scientific advisor or
company retained by the Counterparty to
provide contracted services.

“Hospitality” means meals and invitations or
tickets to social, entertainment, cultural or
sporting events.

“Meeting” means a meeting attended by one
or more HCPs, HCOs, Payers or Public
Officials which the Counterparty has
organised or sponsored or which an external
organisation (e.g. a medical society) has
organised and for which the Counterparty has
arranged or sponsored Speakers or
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OpraHu3aluii, OpraHu30BaHHOE WU
cnoHcupyemoe CTOpOHOH HITH POBOAMMOE
CTOpOHHEHW OpraHu3aIyeit (Hanpumep,
MEIUIUHCKUM OOIIECTBOM) U JIJIsl KOTOPOTO
CropoHa 3aka3bIBaeT WIH CIOHCUPYET
JoxnanunkoB wim KoHCynbTaHTOB.
“Hepex/jaMHas1 1eITEJIbHOCTD” —
NeSITeIbHOCTD, KOTOPasi HE CBS3aHA C
MPOJBUKEHUEM Ha PhIHKE.

“IlnaTeabMK” — OPUIUYECKOE JTUIO
(kpoMe manuenTa), KOTopoe OIIauYuBaeT Win
BO3MEIAET PACXO/IbI HA IPOMUCAHHBIC
BpauOM JIEKapCTBEHHBIE MTPemapaThl WIH
Ha3HAYCHHBIE JICYCOHBIC TPOLIEAYPHI.
[TnaTeapIIMKOM MOKET OBITh YacTHAS WU
rocysapcTBeHHast (IpaBUTEIbCTBEHHAs )
CTpaxoBasi OpraHu3alus WK OpraHu3amus,
OIlJIaYMBAalOIIasl CTPaxoBKy (paboToaaTelb
WM IPpo(COr03 TAIMeHTA).
“IIpoaBu:xenue”, “IIpoMouMOHHBII”,
“IIpoMOIIMOHHAS IEATEJIbHOCTH” —
T00BIe ACUCTBHS, TPEIITPHHIMACMEIE,
OpraHU3yeMbIE U CTIOHCUPYEMBbIE
Croponoii nnu ot nuna CTOpoHbI, KOTOPbIE
UMEIOT CBOEH 1IEbI0 CTUMYJIUPOBATh
Ha3HAYEHUs, PEKOMEH/I0BaTh, JAeJaTh
MOCTaBKH, MMPEAOCTABIISITh, TPOJaBaTh WU
noTpeOaTh moobie [IpoyKThI HITH yCITyTH
KOMIaHUH yepes JTro0bIe
Cpe/ICTBa pacnpoCTpaHeHuss HHGOPMAIIUH, B
TOM uucie yepe3 MHrepHer.
“T"'ocymapcTBeHHbIE CJIyKalue” — 3TO
una;

(a) 3aHuMaromue 00k (BEIOOPHBIE UITU
Ha3Ha4YaeMble) TIOJDKHOCTHU B
3aKOHO/IATEIbHBIX, AIMUHUCTPATUBHBIX WIIH
CyIeOHBIX OpraHax;

(6) 3arMMaronue OOECTBEHHBIE JOIKHOCTH
B TOM WJI HHOM TOCYJapCTBE WJIH PETHOHE
(BKJIFOUAS] COTPYTHUKOB TOCYIapCTBEHHBIX
OpPTraHOB WJIM TOCYAapCTBEHHBIX
MPEIIPHUATHIA B TAHHOM TOCYIaPCTBE MITH
pETHOHE); WIH

(B) sIBIISIFOIIIECS TIPEACTABUTEISIMHA UITH
JIOBEPEHHBIMH JIUIIAMH MEXTYHAPOIHBIX
OOLIECTBEHHBIX OpPraHu3alui.

“O0pa3sen” — omnpezeeHHas €IUHULIA

Consultants.

“Non-Promotional Activity” means
activities which are not Promotional
Activities.

“Payer” means an entity, other than the
patient, that finances or reimburses the cost of
prescription drugs or healthcare services, e.g.
insurance carriers, either private or public
(governmental), health plans, or health plan
sponsors (employers or unions).

“Promotion,” “Promotional” and
“Promotional Activity” means any activity
undertaken, organised or sponsored by or on
behalf of the Counterparty that is intended to
promote the prescription, recommendation,
supply, administration, sale or consumption
of an products or services
through all media, including the internet.

“Public Officials™ are individuals who

(1) hold a legislative, administrative or
judicial position of any kind whether
appointed or elected,;

(i) exercise a public function for a country or
territory, or any public agency or public
enterprise of that country or territory; or

(iii) act as an official or agent of a public
international organisation.

“Sample” means a unit of an
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METUIIMHCKON MPOIYKIINH KOMITaHHH

, KOTOpast He
npeaHa3HaueHa sl IPOJAXKU B OECIUIaTHO
IpeJoCTaBIIsIeTCS paOOTHUKY
3paBOOXPAHEHHUS JUIS [Iepeiadun
OIIPEJIETICHHOMY HALIUEHTY C LIEIbI0 OLEHKH
HePEeHOCUMOCTH U 3()(HEKTHBHOCTH TaHHOU
MEIULUHCKON MPOAYKIIMY KOMIIAHUU

“JlokaaquuK” — CIICIHAIUCT B 00J1aCTH
3/paBOOXpaHeHUs, HAaHATbIA CTOPOHOM,
'-IT06I)I BBICTYIIATh OT €€ UMCHH Ha
Pa3IMYHBIX MEPOIIPUATHSX.

pharmaceutical
product that is not to be sold but is provided
free of charge to an HCP to allow the HCP
and an appropriate patient to determine
tolerability and effectiveness of the

product.

“Speaker” means an HCP Service Provider
engaged by the Counterparty to speak on
behalf of the Counterparty at a Meeting.

34 MHOAINUNCHU CTOPOH / EXECUTION

HACTOﬁIH_[I/IfI JIOI'OBOP 3AKJIFOYEH
MEXIY YIOJIHOMOYEHHBIMU
MPEACTaBUTEIIMU s
Yupexnenus u I maBroro Uccnenosarens B
HIDKE 0003HAYEHHYIO JaTy.

I[MOATIMCAHO ot nmenu
/
SIGNED for and on behalf of

THIS AGREEMENT IS EXECUTED by the
authorized representatives of
and Institution and

Principal Investigator as of the dates
indicated below.

IMOAITNMCAHO ot nmeHn

<< Hazpanme Yupexaenus>>/
SIGNED for and on behalf of
<<Name of Institution >>

IMToamuce / Signature

®.1.0./ Name:

Homxnocts/ Title: Hupexrop no
KITMHUYIECKIM

HUCCICIOBAaHUAM,

Poccus u Ykpauna /

Clinical Research

Director CRR EMEA

Russia and Ukraine
Jara / Date:

IMoxamucs / Signature
®.1.0./ Name:

Homxnocts/ Title:

Hara / Date:
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IIOAIIMCAHO TI'naBubiMm MccnenoBarenem
<<®.N.0. I'naBuoro UcciaeroBarens>>/
SIGNED by Principal Investigator

<<Name of Principal Investigator>>

[Moxmuce / Signature
®.1.0./ Name:

Jomxkuocts/ Title:

Jara / Date:
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JIucT cornacoBaHus

COI''TACOBAHO

JlomxHoCTh, 3Banne @.1.0.

JInuHas moanucsk,
maTta

KommenTapun

[IpopexTop

110 HAY4YHO-UCCIIE0BATEIbCKOMN
1 MHHOBAIIMOHHOM
JIeATEeIILHOCTH

IIepBb1it IpOpEKTOP

VYpaBiieHue IPaBOBOTO
obOecrieueHus

OTBETCTBEHHBIN HCIOJIHUTEIb
npenacenarens JIDK,

3aB. kadenpoit papmakosoruu
U KIIMHUYECKOH (hapMaKoJIOTuu
N3moxeposa H.B.
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JIucT peructpaunu U3MEHEHUN

No
U3MEH
eHus

Ne mynKkTa (MOATTYHKTA) OcHoBaHue AJIs Hara
N3menenHoro Hosoro H3bsaToro BHECCHUSA BHECECHUS
N3MECHECHUS

IToammce
OTBETCTB.
3a
BHECCHHC
W3MEHEHUH
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[Tpunoxxenue Ne 2
CTAHJAPTHBIE OIIEPALIMOHHBIE ITPOLEAY PbI,
PErIaMCHTHUPYIOINUC pa60Ty JIORQAJIBHOI'O 3 THYECKOI'0 KOMUTETA

OI'bOY BO YI'MY Munsapasa Poccun
(620028, r. EkaTepunOypr, yi. Penuna, 3)

Hacrosime cranpmapTHbie TMpoleaypbl pa3paboTaHbl Ha OCHOBAaHHUU
IOJIOKEHUW JIEUCTBYIOIIMX HOPMAaTUBHO-NIPABOBBIX aKTOB P® u OCHOBHBIX
MEXIYHApPOJHBIX HOPM [0 IPOBEACHUI  KIMHUYECKUX  HMCCIIEIOBaHUN,
IIpU3HAaHHBIMU B PO:

Hexnapanueil I'enepanbHoil Accambiien MexayHapoAHOW MeIULIUHCKOM
accouuanuu, npuHATsie B JKenese B 1948 r.;

XeNbCUHCKOW JIeKnapanuerd BceMupHOM MEIMIIMHCKOW —AaccolManuu
"Pexomenmanmu i1 Bpadel, 3aHUMAIOMIMXCA OHOMEIUIIMHCKUMU
UCCIIEOBAaHUSIMU C Yywactuem Jroaei", mnpunsras 18-ii BcemupHou
MeIUIMHCKON accambineer, Dunnsuaus, 1964 r. u mepecMoTpeHHas
Snonwmsa, 1975 r.; WUramus, 1983 r.; T'omkonr, 1989 r.; IOxnHo -
adpukanckas pecrnyonuka, 1996 r.; Daundypr, 2000 r., Ceyn, 2008 r.,
®oprainesa, 2013 r.

MexayHapodHbIM  CTaHAAPTOM 1O  MPOBEICHHUID  KIMHUYECKUX
ucneitanuii ICH GCP (R2);

EBponelickoili KOHBEHIIMEW O 3allMT€ MO3BOHOYHBIX JKUBOTHBIX,
UCIIONB3YEMBIX JUIS DKCHEPUMEHTOB WM B HWHBIX HAy4YHBIX LEJAX
(European Convention for the Protection of Vertebrate Animals used for
Experimental and Other Scientific Purposes, 18.03.1986);

[IpaBumamu  Hamiexamend KIMHUYECKOW NPakTUKU  EBpasuiickoro
DKOHOMHMYECKOTO  COI03a,  yTBepkKAeHHbIMM  Pemennem  CoBera
EBpasuiickoii skoHOMHUuYeckor komuccuu OT 3 HosiOps 2016 r. N 79,
Biirouass [lpwnoxkenne 11 pernameHTHpyloliee HOBBIM IMOAXOd K
npeACTaBleHuI0 UHGpOpMaIMu 1Mo 0€30MaCHOCTH B XO0JI€ KIMHHYECKUX
HUCCIEeIOBAHNM;

®enepanpubiM 3ak0oHOM OT 21.11.2011 N 323-®3 "OO06 ocHOBax OXpaHBI
3710pOBbs rpaxkaian B Poccuiickoit @enepanmu';

OenepanbubiM  3akoHOM 0T 12.04.2010 N 61-®3 "OO6 oOpamieHnu
JIEKapCTBEHHBIX cpeAcTB» ¢ mnociaeaaumu n3meHenusmu-I'OCT P MCO
14155-2014. HamumonanbeHbii  cranmapt Poccuiickoit  ®denepanuu.
Knunnueckne wuccnenoBanus. Hanmexamiass KiIMHAYECKas IpakTUKa"
[Tpukas PocrexperynupoBanus ot 04.06.2014 N 497-ct), paznen 9.4
®enepanpHbIM 3akoHOM P® ot 27.07.2006 Nel52-®3 «O nepcoHaNbHBIX
naHHbIX (penakuus ot 2018 roga);
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e ®ecnepanpHbM 3aK0HOM OT 31.05.2001 r. N 73-®3 «O rocygapcTBEHHOU
cyneOHO-3KCnepTHOM nestenbHOoCTH B Poccuiickoit denepanumny;

o @enepanbubiM 3akoHoM OT 12.01.1996 1. Ne 8-®3 «O morpebennn u
IMOXOPOHHOM JIETIEN;

e [Ipuxazom DenepanbHOrO0 areHTCTBA MO TEXHHUYECKOMY PEryJIMPOBAHUIO
u wmerposorun ot 27.09.2005 N 232-ct "OO yTBepXKIACHHUU
HammonaneHoro cranmapra P® "Hannexaiias kKJIMHUYECKas IMPAKTHKA.
I'OCT P 52379-2005";

e [lucekMoM JlemapTamMeHTa TOCKOHTPOJSI JIEKAPCTBEHHBIX CPEICTB U
MeIUIMHCKONU TexHuku Munzapasa PO ot 25.02.2003r. No294-22/34 «O
npoekte «IlomoxkeHus, perTaMeHTUPYIONMIETO ACATEILHOCTh DTHUYECKUX
KOMHUTETOB MEJIUIUHCKUX YUYPEKICHUU TMPU MPOBEACHUU KIMHUYECKUX
UCCIIEOBAHUM JIEKAPCTBEHHBIX CPEACTBY;

e IlucekMoM [lemaprameHTa TOCYJapCTBEHHOTO KOHTPOJS KadecTBa,
3¢ pexTUBHOCTH, O€30MTaCHOCTH JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKOM
TexHuku MunzapaBa P® or 23 asrycra 2001 r. N 291-22/101 "O
JIOKQJIbHBIX STUYECKUX KOMUTETAX ' ;

e Pacnopspkenuem BAK PO «O mopsigke mpoBefeHUs OMOMETUIIMHCKUX
HCCIIEIOBAaHUM y UelloBeKay, omyoaukoBaHHbIM B bromierene BAK (2002,
Ne 3);

e JIpyrumu NEWCTBYIOIIMMH MEXKIYHAPOJAHBIMU HOPMATUBHBIMU aKTaMH U
aktamu Poccuiickon ®Denepanuu, OTHOCSAIIMECS K JIEATEIBHOCTH
KOMHTETOB 110 3THKE U MPOBEICHUIO KIIMHUYECKUX UCCIETOBAHUM.

1. Ilopsiok nperocTaB/IeHNs1 3asIBOK U IOKYMEHTOB Ha MPOBeIeHNe 3THYEeCKOM
IKCIEPTHU3BI

1.1. Jlna monydeHus paspenieHud Ha  TPOBEACHHE OMOMETUITMHCKHUX
WCCJIEIOBAHUM 3asBUTENIb JOJDKEH TMPEAOCTABUTh B JIOKAJIBHBIA ATHYECKUU
KOMUTET BCIO JOKYMEHTAIMIO, HEOOXOAUMYIO [IJIsi TINATEIHLHOTO aHau3a
ATUYECKOU CTOPOHBI INIAHUPYEMOT'O UCCIICIOBAHMS,
- MHUCBMO 3asBUTENS C  TPOCKOOM  MPOBECTH  HAKCHEPTHUIY
MPEJICTABICHHBIX IOKYMEHTOB Ha UM nipeacenarens JIDK;
- OpomItopy Hcciea0BaTeNs;
- MPOTOKOJI UCCIEIOBAHUS U MOMPABKU K TPOTOKOJIY;
- uHpopManuo I nanMeHtTa U GopMy  MHCbMEHHOTO
WHOOPMUPOBAHHOTO COTJIACHSA, a TaKKe UX TMOCIEAYIOIINe
peaaKiny;
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- cBeaeHuss 00  mccienoBarene, — MOATBEPXKIAIOIIME  €r0
kBanupukanuo (CV uccaemnoBarens);

- Marepuajbl IS TPUBJICUEHUS WCHBITYEMBIX K YYacTHIO B
UCCIICIOBAHNH,

- TMHCHMEHHBIC MaTepHabl, KOTOpbIe OYyIyT TPEAOCTaBICHBI
CyOBEKTaM HCCIICIOBAHUS;

- uH(popMaIuo 0 6€30MaCHOCTH UCCIIEAYEeMOro Mpemnapara;

- n“H(pOPMAITHIO O BHITUTATaX U KOMIICHCAIIUAX UCTIBITYEMBIM;

- CBEICHMM O MEAMIMHCKUX  OpraHu3alusX, B  KOTOPHIX
MpEAnojaraercss MNpOBEJEHWE  KIMHUYECKOTO  UCCIIEeIOBAHUS
(MOTHOE ¥ COKpAIlleHHOE€ HAaWMEHOBAaHUS, OPTaHU3aIMOHHO-
npaBoBasi (opmMa, MECTO HAXOXKICHUS U MECTO OCYIIECTBIICHUS
nesTeabHoCTH, TenedoH, Tenedakc, aapec SIECKTPOHHOU MOYTHI
JUTSL KQXKI0W METUITMHCKON OpraHu3allNy;

- CBEJICHMI O MPEIoJiaraéMbIX CPOKaxX MPOBEICHUS KIMHUYECKOTO
UCCIICIOBAHUS;

- KONHU JO0roBOpa 0O0s3aTE€IbHOIO0 CTPAaXOBaHMS, 3aKIIOYEHHOTO B
COOTBETCTBHUM C  THUIOBBIMU  TpaBWJaMH  00s3aTEILHOIO
CTpaxoBaHUs, C YKa3aHUEM MPEICIbHON YMCICHHOCTH MaI[MEeHTOB,
YYaCTBYIOIIHUX B KJIMHUYECKOM UCCJIEIOBAHUH;

- uHbOpMaIlUU O COCTaBE JIEKAPCTBEHHOIO Mpemnapara.

1.2. JIDK YI'MY MoxeT 3anpoCcHuTh U APYrue JOKYMEHTBI, KOTOPbIE MOTYT
OTPeOOBATHCS eMY JJISl UCTIOJTHEHUS CBOMX 00sS3aHHOCTEH.

1.3. Cpoku nojauu JOKYMEHTOB JIJisi 0JIOOPEHHSI KCCIIEIOBAHUS HA OYEPETHOE
3ace/laHNe - He MEHee YeM 3a MATh padounx JHEH 10 3aceaHusl.

1.4. JloxymenTtsl mnpuHuMarTcs  cekperapem JIDK  YI'MY wu
pPETUCTPUPYIOTCS, a Takxke pacchuiatores wieHam JIOK mms  sxcnepTussi
MCCIIEIOBaHUM.

1.5. Jlng mepBUYHOTrO 0100peHHs NOKyMEeHThl Hampasisores B JIOK B
MMMUCbMEHHOM BHJIC U JyOJUPYIOTCS B AJICKTPOHHOM, MUHUMAJIbHBIN CPOK TOa4H
3a 5 pabouux nHel a0 3acenanus JIDK, B cimydae OoJiee MO3MHET0 MOCTYIUICHUS
JJOKYMEHTOB  BOIPOC O  BO3MOXKHOCTH  PAacCMOTPEHHUsSI  cOrjacyercss ¢
npeacenateneM JIDK, KOTOphIM MCXOAUT U3 HAJIMYMS BO3MOXHOCTH TPOBEICHUS
Ka4eCTBEHHOW HSTUYECKOM OJKCIEpPTHU3bI; B cCllydae HaIU4Us JOKYMEHTOB JJisi
YCKOpeHHOro paccmotpenusi cekperapb JIOK YI'MYVY onosemaer unenoB JIOK
YI'MY noBTOpHO.

1.6. Ilpm mnocrnenyrommux mogadax JOMYyCKaeTcs IoJada JOKYMEHTOB
TOJIBKO Ha JIEKTPOHHOM HOCHUTENE (IUCKE), KOTOPHIH MPHOOIIAETCS K XPaHUMbBIM B
apxuse JIDK YI'MYVY nokyMeHTaM 1O AaHHOMY HMCCIIEJOBAaHUIO, CPOK I0JIa4u
JIOKyMEHTOB IS YCKOPEHHOTO PACCMOTPEHUS W  yTBEPXKICHUS/000peHuUs
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HE3HAYUTEIILHBIX W3MCEHCHHUI JUTS HCCJICIOBAHUM, paHee
yTBepxkaeHHbIX/0100peHHbIX JIDK YI'MY MoeTr ObITh COKpallleH A0 OJHOTO
pabouero nHa a0 3aceganus JIOK YI'MYV mno cormacoBanuio ¢ mpeacenaTesiem
JIDK YI'MY;

1.7. Tlepenucka c JIDK VYI'MY wmoxer OBbITh OCYIIECTBIEHA Kak
IMICHMEHHOM BHJE, Tak U 1o e-mail: lec@usma.ru

2. IIpoueaypa paccMOTpeHHsI JOKYMEHTOB

2.1. IlpencraBieHHble JOKYMEHTBI paCCMaTPUBAIOTCS JIOKAJIBHBIM 3THUYECKUM
KOMHUTETOM HE Mo3/Hee 1 mecsna co IHA UX NO0Jayu.

2.2. I'paduk 3acenaHuii JTOKaJIbHOTO 3TUYECKOIO KOMUTETA YCTaHABIUBAETCA
npencenarenem komurera. C 1 mrong no 31 aBrycra 3aceiaHus HE POBOJSTCS B
CBSI3U C OTIyCKOM OoJibIMHCTBA uieHoB JIOKa.

2.3. 3aceaHue CUATAETCA NEUCTBUTENIBHBIM IIPU HAJTMYMKM KBOPYMA HE MEHEE
5 4YenoBeK OT CIHCOYHOrO cOocTaBa. PelleHre Mo HCCIEOBAaHUIO MOXKET OBITh
INPUHATO NPHU MPUCYTCTBHM JOJDKHOTO KoJudecTBa y4acTHUKOB JIOK (Hamuume
KBOpyMma) 0e3 ydeTa KayeCTBEHHOTO COCTaBa MNPUCYTCTBYroUmMX uieHoB JIDK
YI'MY.

2.4. 3acenaHune JOKAJIbHOTO 3THYECKOTO KOMUTETA TPOTOKOJIUPYETCS.

2.5. Tompko T€ WIEHBI JIOKAJIBHOTO JSTUYECKOTO KOMHUTETa, KOTOPHIC
IPUHUMAIOT HEMOCPEACTBEHHOE y4YacTHE B PACCMOTPEHHMHM JOKYMEHTALMHU 110
UCCJIEJOBAaHUIO M €ro OOCYXKIEHHH, MOTYT Y4acTBOBAaTh B I'OJIOCOBAHMU U JJaBaTh
pPEeKOMEHJAallMu 10  BONPOCY  pa3pellieHus/ofo0peHuss Ha  IPOBEJCHHE
VCCJIEIOBAHHS.

2.6. 3agButenp mpuriamaercs Ha 3acemanue JIDK YI'MY, paccmorpenue
MaTepUaJIOB HCCIEAOBAaHUS IIPM OTCYTCTBHUM 3asBUTENS BO3MOYKHO, BOIPOC
BBIHOCUTCS Ha TrojocoBaHue wieHoB JIDK VYI'MY u pemaercs npocTbiM
OOJBIIMHCTBOM T'OJIOCOB.

2.7. B ciyyae HeoOxoquMocTu Ha 3acenanue JIDK moryT ObITh 3aTpeOOBaHbI
HEOOXOIUMBIC  JIOTIOJHHUTEIbHBIE JIOKYMEHTBI OT  3aKa3uhka (CIIOHCOpa),
UCCJEeIOBATEeNM Il MPEACTaBICHUS HMHPOPMALMK MO JIOOBIM  acleKTam
UCCJIEIOBAHUS.

2.8. Unen JIDK YI'MYV He nmMeer npaBa NpuHUMATh y4acTHE B OOCYKIECHUU U
rOJOCOBaHUM, €CIM OH HMMEET Kakoe-TMOO OTHOLIeHHe K uccienoBanuio. Ilo
TpeboBannio JIDK YI'MY Takoit uieH MOXET npeacTaBuTh nHTepecyromryto JIDK
YI'MY wundpopmanuio 006 wuccienoBaHuu. B TrojocoBaHuM HE YYacTBYIOT
PYKOBOJIUTENN U HAy4YHbIE KOHCYJIbTAHThI UCCIIENOBAaHUM, paccMaTpuBaeMbix JIDK
YI'MY, KoTOpbI€ NPOBOJATCS aCIUPAHTaMM U COTpyAHUKamMu YI'MYV.
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2.9. JIDK YI'MYVY moxet npuberaTh K MNOMOIIM HE3aBUCUMBIX SKCIEPTOB IO
COIIMAJTIbHBIM U JPYTUM BOIIPOCAM.

2.10. Ilpu orcyrctBum 3asBuTens Ha 3acemanuun JIOK YI'MY
NPEACTABICHHBIE HA S3KCIEPTHU3y MaTepualbl HCCIECIOBAHUN JOKJIAJbIBAKOTCS
npejaceaTe’IeM WM CeKpeTapeM U mocie oocyxiaenus wieHamu JIDK YI'MY
dbopMynupyeTcsi OKOHYATEIBHOE PEIICHHE.

2.11. IloBTrOopHOE paccMOTpeHHE JOKYMEHTOB Ha 3acenanuu JIOK
OCYILIECTBIISIETCA TIOCTIE€ YCTPAHEHMS 3asBUTEJNEM OTMEYEHHbIX wieHamu JIOK
3aMEUYaHuM.

2.12. B mnpouecce wuccienoBanus JIOK mnepuoguuecku paccMaTpuUBaeT
JOKYMEHTAIMIO C YaCTOTOM, 3aBUCSIIEH OT CTENEHU PHUCKA HCIBITYEMBIX, HO HE
pexe OJTHOTO pasza B TOL.

2.13. JIDK VYI'MVY o00s3aH XxpaHUTh JOKyMEHTalMi0 (CTaHJapTHbIE
MpOLEAYPhl, COUCKH YJICHOB, MPEICTABICHHBIE HAa PACCMOTPEHUE JTOKYMEHTBHI,
IPOTOKOJIBl 3acCeNaHUid M KOPPECHOHJICHIIMIO) HE MEHee Tpex JIeT Iocie
3aBEpIICHUS  HUCCJIEJAOBAHMM W MPEJOCTaBIsATH €€ 1O  TPeOOBAHUIO
pa3penmnTeNIbHbIX HHCTAHIIHM.

3. IIpoueaypsl 3KCIIEPTHOM OLICHKHU IOKYMEHTOB

[TpuopuretneiMu 3amavamu JIDK sBIstOTCS OmnpenesieHue COOTBETCTBUS
IUIAHUPYEMBIX H  TEKYIIUX KIWHWUYECKWX HCCIEIOBAaHUN  yCTaHOBJICHHBIM
ATUYECKUM TPEOOBAHUSM.

PaccmatpuBaroTCst U BBIHOCSITCS 3aKJIFOUEHHUS 110 CIIETYIONTUM JOKYMEHTaM:

e Oporrropa uccae0BaTes;

® [IPOTOKOJ MCCIICIOBAHUSA U TTOTIPABKU K MMPOTOKOJTY;

e wuHpopmanus I MauveHta U (Gopma NHUCbMEHHOTO MH(GOPMHPOBAHHOTO
corjacus, a TaKKe UX MOCIETYIOINE PEIaKIIHH;

e CV uccienosares;

® MaTrepHuaibl I MPUBICYCHHUS UCTIBITYEMBIX K YYaCTHIO B UCCIIEOBaHUH,

® IIMCBMCHHBIC MAaTepHallbl, KOTOPBhIC OYAyT TPEIOCTaBICHBI CYOBCKTaM

UCCJIeIOBAHUS.

JIIsi  BBIHECCHHMS apryMEHTHPOBAHHOTO 3aKIIOUCHHS 10 OATHYCCKUM
acTmeKTaM IJIaHUPYeMOoro uccieaoBanus, skcneptsl JIDK o6s3anbI:

3.1. Y6enuthcs B TOM, uTO WHGOpMAIHs, MPEACTABICHHAS 3asBUTEIEM,
J0CTaToyHa JyIsi TOTO, YTOOBI BBICKa3aTb OOOCHOBAaHHOE CYXKICHHE O
COOTHOIIICHHH MEXK]Ty PUCKOM U TIOJIH30H JIJIsl UCTIBITYEMBIX;

3.2. Tlpoananu3upoBaTh ONMPABIAHHOCTh MPEICKA3yeMOr0 pUCKa U JAPYTHX
HEXENAaTeIbHBIX MOCIEACTBUN ISl YYaCTHUKOB HCCIIEIOBAHUS 10 CPAaBHEHUIO C
O’KHJITA€MBIMU JIJIS TTAIUECHTA U APYTHUX JIHI] Pe3yIbTaTaMU;
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3.3. OueHuTh BO3MOXHYIO TIOJI3y [JIs TAlMEHTa OT YydYacTusi B
UCCJIEIOBAHNH;

3 4. YOenutbca B TOM, YTO NOTEHIMANbHAs 3(P(HEKTUBHOCTh, PUCK H
Heyno0cTBa OT TPUMEHEHHS HOBOIO METOJa JICYCHHs WM [pemnapara
CPaBHMBAIOTCSI C JYYIIMMH U3 YK€ CYIIECTBYIOIIUX JUAarHOCTUYECKUX U
TEPaNneBTUYECKUX CPEACTB WU CXEM JICUCHUS;

3.5. YOoenuthcs B KOMIETECHTHOCTH W COOTBETCTBYIONICH KBaTu(UKAITUU
ycciieoBaTeliell Ha OCHOBAHUHU uX curriculum vitae Ha HACTOAIMI MOMEHT W/WIH
JIPYroil HEOOXOAMMOM TOKyMEHTalUu, OoJy4eHHOU 1o 3anpocy JIOK,

3.6. YOenuThcsl B OTCYTCTBHH 3aMHTEPECOBAHHOCTH MCCIIEI0BATENEH;

3.7.  Omnpenenutb, COOTBETCTBYET JHM  HUCCIEJOBATEIbCKUN  LIEHTP
HEO0OXOIMMBIM TPEOOBAHUSIM JIJIS TPOBEACHUS TNIAHUPYEMOTO HCCIIEIOBAHUS;

3.8. Ybenutrbcsi B OTCYTCTBHM 3aWHTEPECOBAHHOCTH WJIM TIPUHYKJICHHUS
UCIBITYEMBIX;

3.9. OneHuTh aJeKBaTHOCTh U YCJIOBHSI KOMIIEHCALMU W/WJIM JICUCHHE, Ha
KOTOpBIE HCIBITYEMbId MOXXET PAcCUMUTHIBATH B Cllydae HAHECEHUs Bpela €ro
3JIOPOBBIO B XOJI€ UCCIICTOBAHUS.

3.10. B cnayuae ecnm coryacue Ha y4acTHe CyOBEKTa B HCCIEIOBaHUH, HE
CBSI3AHHOM C JICYEHHUEM, JaeT €ro 3aKOHHbIM mpeacraButens JIDOK nomxen
yOemUThCS, YTO TMPEACTABICHHBIM MPOTOKOA W (WJIM) JApyras TOKyMEHTAIUs
MOJTHOCTBIO OTPAXKAIOT KIMHUYECKHE BOMPOCH U COOTBETCTBYET ITHYECKUM U
JIPYTUM TIPUMEHUMBIM TPEOOBAHUAM K IMOAOOHBIM KIMHUYCCKUM HCCIICTOBAHMSIM.

3.11. B cinydae ecnu B MPOTOKOJE YKa3bIBAETCS Ha HEBO3MOXKHOCTD
MOJIYYCHHS COTJIACHS HAa YYaCTHE B MCCIICOBAHUU Y CYOBEKTa UCCIICIOBAHUS WU
ero (ee) 3aKOHHOTO TPEJCTABUTENS B JI0 MOMEHTAa BKIIOUYECHHS CYObEeKTa B
UCCIeIOBaHUE (HampuMep, NpHU HEOTIOKHOM cocTtosHuM), JIOK momken
yOeIUThCSI B TOM, YTO TIPEICTABIICHHBIN MPOTOKOJ U (WJIHM) ApyTrasi JOKyMEHTAIUs
MOJIHOCTHIO OTPaKAeT KIMHUYECKHE BOMPOCHI M COOTBETCTBYET JTHUECKUM U
JPYTUM TIPUMEHUMBIM TPEOOBAHUSIM K MOJOOHBIM KIMHUYECKUM HCCIICTOBAHMSIM.

3.12. JI9K paccmarpuBaeT pa3Mep U TMOPSAOK BBIIIAT CYOBEKTY
HCCIICIOBAHMS, YTOOBI yoeauThCs B OTCYTCTBUU He00OCHOBAHHOMI
3aMHTEPECOBAHHOCTH WM TPHUHYXKICHUS CyOBEKTOB wccienoBanus. Pasmep
BBITNIAT CYOBEKTaM HCCIEAOBAHUS MOXET OBITh MPOMOPIIMOHANICH MX YYacTHIO B
UCTIBITAHUU, HO HE JOJDKEH 3aBHUCETh HCKIIOYUTENBHO OT TOTO, 3aBEpIIWJ JIU
CYOBEKT HCCIeJOBaHNE TIOTHOCTHIO UITH HET.

3.13. JIDK nomxeHn yOemutbcs B TOM, 4TO HH(pOpPMAIMS, KaCAOMIAsCS
BBITUIAT CYOBEKTaM MCCIICIOBAHUS, BKJIFOYAsi CIOCOOBI, pa3Mep U MOPSIIOK BBIMLIAT,
OTpakeHa B MHCbMEHHON (opMe HH(POPMHPOBAHHOTO COTJIACHS U B JIIOOBIX
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JIPYTUX MPETOCTABISIEMBIX CyObEeKTaM UCCIeI0BaHUs MaTepuanax. JJomKHO ObITh
yKa3aHo, KakuM 00pa3oM OyieT onpeiesieH pa3Mep BhIILIAT.

JIDK MoxeT ogoOpuTh MPOBEICHUE UCCIEAOBAHUS TOJBKO B TOM Ciyyae,
€CJIM TIOTCHIIMAJIbHAS TI0JIb3a JUISI WCIIBITYEMBIX TPEBBINIACT BCE W3BECTHBIC U
MpeICcKa3yeMbIe BUABI PUCKA JTSI HUX.

ITocne omobpenuss JIDK martepuanoB HccClieIOBaHUS  HEAOMMYCTUMO
u3meHnenue Ilpotokona 0e3 mnpenBapurenbHoro oa00penus ero JIOK (3a
WCKITFOUCHUEM W3MCHCHUM, HAIMpaBJICHHBIX HAa YCTpPaHEHUE YTPO3bl 3T0POBBHIO
UCIIBITYEMBIX, WA KOTJa OHHM KacaloTCsd TOJbKO aJMUHUCTPATHUBHBIX U
MaTepUaIbHO-TEXHUYECKUX  aClleKTOB  HCCIEAOBaHMS, HalIpuMep, 3amMeHa
UCCIeIoBaTeNsl, U3BMEHEHHEe HoMepa TesieoHa U T. 11.).

B cinywasx, ecnu uccinenoBatenb OTKIOHWICS oT I[IpoTokona ¢ 1elnbio
YCTPAaHEHHsI HEIMOCPE/ICTBEHHONW OIAaCHOCTH, YTPOKAIOMIEH HCHBITYEMbIM, OH B
KpaTyaiime CpoKd JOJKEH MPECTAaBUTh OMUCAHUE JOIMYIIIEHHOTO OTKJIOHEHUS C
yKa3aHUEeM IMPUYUH U3MEHEHUs, a IPU HEOOXOAMMOCTH U TonpaBku K [IpoTokoiy.

Uccnenosarens nomkeH cBoeBpeMeHHO coobmath B JIDK o cremyrommx
COOBITHSX.

- 00 OTKJIOHEHMSIX OT MPOTOKOJIa WJIM WU3MEHEHUSIX MPOTOKOJa C IEJIbI0
YCTpaHEHHS HETIOCPEACTBEHHOM OMMACHOCTH, YTPOXKAIOMIEH UCTTBITYEMBIM;

- 00 00CTOSATENHCTBAX, YBEIMUYUBAIONINX CTEIICHD PHCKA JIJIST HCTIBITYEMBIX
W/WIW CYIIECTBEHHO BIMSIONIMX Ha TPOBEICHWE KIMHUYECKOTO WCIBITAaHUS B
LETIOM;

- 000 BCceX HENMPEeIBUACHHBIX CEPhE3HBIX TMOOO0YHBIX  dAddekrTax
UCCIIeyeMOTO TIpenapara;

- O TOSABJICHUHM HOBBIX JAHHBIX, KOTOPHIE MOTYT CBHUJETEIHCTBOBATH 00
YBEIMYCHHUH PUCKA JIJISI UICIIBITYEMBIX U TTOBJIHATH HA XOJ UCCIICOBAHUS B 1IEJIOM.

4. IopsinoK NPUHATHS pelIeHn i

4.1. 3acenanne JIOK, mocBsieHHOE OOCYXJACHUIO ATHYECKUX AaCIEKTOB
UCCIICIOBaHMM, JOHKHO 3aKaHYUBATHCS PUHATHEM PEIICHHUS.

Bo03MOXHBI clleayrolre BApHaHThl PEIICHHS

- oJ00peHHe Ha MPOBEACHHUE UCCIICIOBAHMS,

- TpeOOBaHHE O BHECCHHWH HW3MEHEHHUI/IOMOJIHEHUH B MPEICTABICHHYIO
JOKYMEHTAITUIO IS TIOJTyYEHUST 0JT0OPEHUS HCCIICI0BAHNS;

- 0TKa3 B 0JJ0OpCHHH Ha MPOBEJICHUE UCCIICIOBAHUS ¢ YKa3aHUEM MOTHBOB
0TKa3a;

- OTMEHA/TIPUOCTAHOBJICHUE paHee 0JJ0OPEHHOTO UCCIIEIOBAHMS;
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- mepenava MTOJITHOMOYHI 1o AKCHEPTU3E B HeszaBucumsliit
MEXKIUCUMIUIMHAPHBI ~ KOMUTET 10 3THYECKOW SKCHEpPTU3€ KIMHUYECKHUX
HUCCIIEeI0OBaHUMH.

4.2. Korpma TtpeOyercsi NpOU3BECTH HE3HAUUTEIIbHBIC WCIPABICHUS B
MPEJCTABJICHHBIX JOKYMEHTAX WJIM NPEACTABUTh HEAOCTAOIIMNA JTOKYMEHT
He3HaunTenpHOM BaxHocTH, JIOK VYI'MVY wmoxer omo0puth mpoBencHUE
uccienoBanus u nopyduts lIpenceparemro JIDK YI'MY yrBepauTh AOKYMEHT
MOCJIe MPEIOCTABICHUS 3asBUTENIEM HEeJ0CTaroel nHpopMaIiuu.

4.3. JlokaJbHBIA 3THYECKMII KOMHUTET MOXKET OJI0OpUTh MPOBEACHHE
MCCIIEIOBaHUSI HAa KIIMHUYECKON 0aze 1o moiydeHnus ogobpenus HammonanbHOTO
Otnueckoro komutera W nopyuuth llpencenarento JIDK yTrBepauth HOKYMEHT
MOCJI€  TPENOCTaBJICHUS  3asBUTENIEM  KONUU  MHCHBMEHHOTO  OJO0OpEHUs
uccinenoBanus HanmonaneHbiM DTHueckum KoMureTom.

4.4. PeuieHne NprUHUMAETCS NPHU HAIMYUKM KBOPYMa, ONPEIEIIEMOro KaK
y4acThe B IrOJIOCOBAaHWU HE MEHEEe S5 4eJoBeK, JTU0O0 OOJbIIEro HEYETHOTO YHCIIa
YYaCTHUKOB 3aCEIaHUs.

4.5. B ronocoBaHny HE MOTYT IPUHUMATh Y4acCTHUE:

- uynensl JIDOK, gBmArommecs ydyacTHUKaMM  HCCICHOBAHUS  WJIU
3aMHTEPECOBAHHBIE B HEM;

- PYKOBOJAMTEIM W  HAyYHbIE  KOHCYJIbTAHThl  HCCJIEHOBAHUM,
paccmarpuBaeMbix JIDK YI'MYVY, npoBoanmbie COTpyIHMKAaMH, ACIUPAHTAMH H
couckaremsimu YIMY.

- HE3aBUCHUMBIE DKCIIEPTHI.

4.6. Ecmu pemenue JIOK mpuHsTO HE eauHOrIacHO, 0co000€ MHEHHE
MeHbIMHCTBA WieHoB JIDK 3amuceiBaercst B [IpoTokose 3acenanuss 1 JOBOIUTCS
IPY HEOOXOIMMOCTH JIO CBEJICHUS MCCIICIOBATENS] BMECTE C PEIICHUEM, IPUHATHIM
OOJBITMHCTBOM T0JI0COB WieHOB JIDK.

4.7. Jlo Tex mop, MOKa HCCIENOBATEIb HE TNOJY4YWI JOKYMEHTa O
pa3perieHnn/of00peHn Ha TMPOBEJACHUE KIWHUYECKOTO HCIBITAaHUS, HU OJIUH
UCIIBITYEMBIN HE MOXKET OBITh BKJIFOUEH B UCCIIEIOBAHUE.

S. Ilpoueaypa u3BemieHUs 3asiBUTEJIS O IPUHATOM PellleHUH

51 JIBK YI'MY cBoeBpeMEHHO B TMHUCHMEHHOM BHJIE COOOIIAET 3aSBUTEIIO O

CBOUX PEIICHUSX, KaCAIOITUXCS MTPOBECHUS OMOMEIUITMHCKOTO UCCIIEAOBAHUS.

5.2. 3asButens uHbopmupyercs o pemeHun JIDK YI'MY B 10-gHeBHBIN CpOK
nocJie 3acemanuda JIDK YI'MYVY.

5 3. IlucekMeHHOE U3BEIICHUE 3asBUTENIO JOJLKHO COAEPKaTh YETKOE U3JI0KEHUE
npunsaToro JIDK pemenns, a Takke J00bIEe PEKOMEHIAINN, 0COObIe MHECHUS
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WIN JOMOJHUTENbHbIE TpeOoBaHus, kotopble JIDK couteT HEOOXOAMMBIM
MPUIOKUTH K CBOEMY PEIIECHUIO.

5.4. B cnyuyae oTka3a B 0J0OpEHUU HA MPOBEJICHUE UCCIIEIOBAHUSA B JOKYMEHTE
JIOJKHO COJIEPKAThCA YETKOE M3JIOKEHUE MPUYMUHBI 0TKa3a, JlaTa U MOJANKUCH
npencenarens JIDK unu B ero OTCyTCTBHE - 3aMECTUTEIS PEACEAATEIA.

6. [Ipouenypa o6:xanoBaHus pelIeHH .

6.1. Eciu 3asBuTEns HE corjlaceH ¢ oTkazoM JIDK omoOputh mpoBemeHue
KIMHUYECKOTO MCCIEAOBAHUS WM W3MEHEHUS JOKYMEHTAIIMH HCCIEAOBAHUSA, OH
MO>KET MOTPeOOBATH:

- IOBTOPHOTO PAaCCMOTPEHMSI TOKYMEHTOB C MPUTJAIICHUEM €ro Ha 3ace/laHue
HOK 17151 apryMeHTUpOBaHHOTO OOBSICHEHUSI CBOEH MO3UIINY;

- HA3HAUEHUS HE3aBHCHMBIX OKCIIEPTOB Ha OCHOBAaHUU B3aUMHOU
JIOTOBOPEHHOCTH.

7. OdopmiieHre MPOTOKOJIA 3aceJaHUS JTOKAIHLHOT0 Y THYECKOT0 KOMHUTETA

7.1. Bee 3acenanus JIDK YI'MY npoTOKOIUPYIOTCS CEKpETapeEM.

7.2. TIpotokon 3acemanus JIDK YI'MYV cocraBmsieTcs He mo3aHee 3 IHEH mocie
MPOBEICHUS 3aCeIaHuUs.

7.3. B mporokoze 3acenanust JIDK YI'MYVY yka3piBaroTcsi: MOBECTKA JTHS, KPATKOE
U3JI0KEHHE 00CYKIaBIINXCSI BOIPOCOB U MPUHSITHIC PEIIICHUH.

74. Tlporoxon 3acemanus JIDK VYI'MVY mnoanuceiBaeTcs mpeacenareiseM u

cekpetapeM JIOK YI'MY.

8. OdopmiieHne BHIMMCKH U3 MPOTOKO0JIA 3aCeAHUSA JIOKAJIBLHOI0 3THYECKOI 0
KOMHUTETA

8.1. IIpu HEOOXOAUMOCTH HCCIIEOBATEIO MPEAOCTABIISICTCS BBIMKUCKA M3 MPOTOKOJIA
3acefaHusl  JIOKAJIBHOTO ATUYECKOr0 KoMmMuTeTa. Beimucka — odopmiisercs
cekperapem JIDK YI'MYV.

8.2. B Boinmucke u3 npotokoisa 3acenanus JIDK YI'MVY yka3biBatoTcsi: mOBECTKa
JTHS U TIPUHSITHIE PEIICHUH.

8.3. Brmmcka wu3 mpotokoma 3acemanms JIDK  YI'MVY  moanwmceiBaeTcs
npeacenareneM u cekperapem JIDK YI'MYV.

8.4. B ciyyae W3MEHEHHS Ha3BaHMs JHUCCEPTAIMOHHOTO WCCIEIOBAHUS TIPH
COXPAaHEHUM TOTr0 K€ TMPOTOKOJA HCCIEIOBAHUS 10 COTJIACOBAHUIO C
npeacenateneM JIOK MoxkeT OBbITh BbIJIaHA CHpaBka o0 0J00peHUU
HCCIICIOBAHUSI C KOMMEHTapueM, YTO HM3MEHCHHME Ha3BaHHUS HE MOBEIO K
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W3MEHEHUIO CYTH  PacCMOTPEHHOIro  HccieaoBaHus. Jlmsg  Bwlauu
COOTBETCTBYIOIIIETO  JIOKYMEHTa HeoOxoJWMma  Iojadya  MHCbMEHHOTO
3agBiicaus B JIDK YI'MYV.

10. JlokyMeHTBI, nogaBaemMble B JIOKAJbHBIN 3THYECKUH KOMUTET
K CBeJICHHIO

10.1. JloxymenTsl, He TpeOyromue ogoopernus JIDK YI'MY, npuaumarotcs k
CBEJICHUIO, 0 Y€M HA JOKYMEHTE JIENAeTCd COOTBETCTBYIOIIAs OTMETKA, CTABUTCS
MOJINKCH, €€ paciudpoBka u nara. Kak npaBuio naHHbIe JOKYMEHTHI BU3UPYIOTCS
cekperapem wim nipeaceaatenaeM JIDK YI'MYVY, Ho B citydae ux OTCyTCTBHS JTr000H
u3 uiaeHoB JIDK YI'MYVY MoxkeTr BU3MpoBaTh JaHHBIA JOKyMEHT. OJIMH 3K3EMILISIp
JIOKyMEHTA C BU30M, a TAKXKE MaKeT JOKYMEHTOB (Ha OyMa>KHOM WJIU 3JIEKTPOHHOM
HOCHTEJIE) MPUOOIIAOTCS K JOKYMEHTAM IO IAHHOMY HCCIEOBAaHUIO, XPaHUMbIM
B apxuBe JIDK YT'MYV.

11. HHoxauya B JIDK undgopmManmu 0 cepbe3HbIX HesKelaTeNbHbIX SIBJICHUAX

11.1.B 00s13aHHOCTH TJIaBHOTO MCCieaoBaTeNsl BXOAUT yBeaomiienue JIDK
YI'MY o CHA, cnyunBiiemcs B ieHTpe B TeueHue 30 THEH ¢ MOMEHTA MOIy4YeHUs
uHpopmaiuu o CHS. Hudopmanusa npuHumaercss K cBeaeHuto. B ciyyae
nonyyeHus: HOBOM uH(opmaruu o CHS mozxke yka3aHHOTO CpOKa ITOJaeTCs
MOBTOPHOE H3BellleHHE B TeueHne 30 qHel ¢ MOMEHTa ee mojaydeHus. B ciyuae
OTCYTCTBHUS TJIAaBHOTO HCCIIeIOBaTeNsl Ha paboueM mecte WMHGOpPMAIUS MOXKET
OBITH TIOAAHA JIFOOBIM co-HccienoBateneM. OnuH K3eMIuisIp yBenomienus JIOK o
CHA xpanutcs B apxuBe JIDK YI'MVY Bmecre ¢ JOKyMEHTaMu MO JaHHOM
UCCIIEIOBAHUIO.

11.2. B o00s3aHHOCTM TJIaBHOrO HCCIEOOBaHWSA BXoIUT momada B JIDK
cooOmmeHnit 000  BCeX  HEMNPEIBUACHHBIX  CEPhE3HBIX  HEXeENIaTeIbHBIX
JIEKaQpPCTBEHHBIX PEAKIIMSIX; O HOBBIX JAHHBIX, KOTOPbIE MOTYT CBHUJIETEIILCTBOBATH
O BO3pacTaHUU PHUCKAa IS CYOBEKTOB WCCIEIOBAHUS WM HEOJAronpusiTHO
MOBJIMATh HA XOJ HCCIICIOBAaHUS U TEPUOJMYECKUX OTUETOB O O€30MacHOCTH
(u3BeneHnii uccaenoBatensaM - Investigator Notifications, momyromoseix SUSAR
Listing). daunnbie coodmenus o CH nonarorcs k cBeaeHuio B JIDK YI'MY, o yem
CeKpeTaph, Mpejceaarelib, a TakKe B MX OTCYTCTBUE 000 n3 wieHoB JIDK
YI'MYV 3HakoMHTCS C JTOKYMEHTaMHM, JelaeT OTMETKY 00 MX IMOJIy4YeHHH, OJUH
DK3EMIUISIp M3BEIICHUSI XPAHUTCS BMECTE€ C JOKYMEHTaMH [0 JIaHHOMY
uccnenoBannio B apxuBe JIDK VYI'MYVY. Ilomaua cooOmiennii mo wmepe Hx
MOCTYIUICHUS, HO HE PEXE OJTHOTO pasa B 3 mecslia.
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11.3. Tlomaya oT4eTOB O 0E30MACHOCTU OCYIIECTBIISIETCS OJIUH pa3 B IIECTh
MecsueB. B ciiydae nmpoBeneHUs] HECKOIbKUX HCCIEAOBAHUN MO OJHOW M TOU Ke
MOJIEKYJIe, AOMyCTUMa COoBMecTHas nogada coobmenuit o CHS no Heckoibkum
npoTtokoyiaMm. JlomycTuma mojada Ha 3JIEKTPOHHOM HOCUTENE (JMCKE), K JAUCKY
JOJDKHO ~ OBITh  TPWJIOKEHO  CONMPOBOAUTENBHOE  muchbMmo.  Jluck m
conpoBoauTesbHOe NUcbMO ¢ oTMeTkoi JIDK YI'MY o nomyyeHum xpassTcs
BMECTE C JOKYMEHTaMH [0 JIaHHOMY HCCIEJOBAaHUIO. YKa3aTh, MOXHO JIH
MoJaBaTh B JJICKTPOHHOM BHU/JIC HA JIUCKE.

11.4. B ciyyae nosBieHus: 00JbIIOr0 KoindecTBa JaHHbIX 0 CHS nanubIi
BOIIPOC MOXKET ObITh paccMoTpeH Ha 3aceaanuu JIDK YI'MVY nns pemenus
BOIIPOCA O BO3MOXKHOCTH JaJIbHEUIIIEr0 MPOBEICHUS UCCIEIOBAHUS.

12.YTBep:keHne COCTABA JIOKAJIbHOI0 ITHYECKOI0 KOMUTETA

12.1. Tlpencenatens u cekperapp JIDK YI'MYVY Ha3znauaroTcs npukazom
pekropa YI'MY. CocTaB JIOKaJIbHOIO 3THYECKOTO KOMHTETa W30MUpaeTcs Ha
3aceqannn JIDK YI'MY no npemnoxennto npeacenarenss u wieHoB JIDK YIMY u
YTBEP/KIAETCS MPUKa30M pekTopa YIMY.

12.2. CoctaB J0KadbHOTO STHYECKOIO KOMHTETAa MOXKET OBITh M3MEHEH I10
NPEVIOKEHUIO KOTO-JIMOO WX WIEHOB JIOKAJIBHOTO ATUYECKOr0 KOMUTETa WM
anvuanctpatu PI'6OY BO YI'MY Munznpasa Poccun.

12.3. JIDK YI'MYV noipkeH HIMETh B CBOEM COCTaBE TOCTATOYHOE YHCJIIO JIUII,
CyMMapHO 00JaJaloluX HEOOXOIUMBIM ONBITOM M KBaJu(HKAIMEH IS OIEHKH
Hay4YHBIX, MEIUIITUHCKHX U STUUYECKHUX ACIIEKTOB MPE1JIaraéMoro UCCIEIOBAHMUS:

a) HE MEHEE CEMU YJICHOB;

0) KaKk MUHAMYM OJIMH YJICH, YbM MHTEPECHI JI)KAT BHE C(hephl HAYKU,

B) KaK MUHUMYM OJWH  4YJi€H, KOTOpbIH HE  3aBUCUT  OT
OpraHM3aIliH/MCCIIeI0BATEILCKOTO IICHTPA.

12.4. JlokanpHBINA STHYECKUI KOMUTET JTOJDKEH BECTH CIIMCOK CBOUX YJICHOB C
yKa3aHUEM HMX KBaJlM(PUKAIMKM, 3aHUMAEeMOMN JOJKHOCTH, MecTa paboThl U TOJIA.
[TonrBepxaeHue o aerictByromeM coctase JIDK YI'MY BelityckaeTcsi €KerojiHo U
noanuceiBaercs npeacenarenem JIDK YI'MY.

13. YTBep:kaeHue CTAHAAPTHHIX ONEPANMOHHBIX MPOIEAYP JOKAIbHOTO
ITHYECKOr0 KOMUTETA
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13.1. CranaaptHbie onepanuonssie npouenypsl JIDK YI'MY npeanaratorcs,
oocyxnarorcs, yreepxaatorcs JIDK YIMY U IONOJHUTEIBHO COTJIaCOBBIBAIOTCS (HO
He yTBepkatorcsi) ¢ pekropom @I'BOY BO YI'MY Munzapasa Poccun.

13.2. Cranpaptaeie onepanuoHasle mpoueaypsl JIDK YI'MY moryt ObiTh
W3MEHEHBl W JOTIOJIHEHBI 0 Mepe HeoOxomumocTh. OOHOBJICHHBIE CTaHIAPTHHIC
OMEpPAIlMOHHBIE TMPOUEAYPhl BBIHOCATCA Ha OOCYXIEHHE U TOJOCOBaHUE Ha
OUYEPETHOM 3aCEIAHUH JIOKAJIBHOIO 3THYECKOTO KOMUTETA.

13.3. JIDK VYI'MVY nomkeH OCYImEeCTBIATh CBOIO JCSITCIBHOCTh B
COOTBETCTBHUH C MUCbMEHHBIMU CTAHJAPTHBIMU OTIEPAIMOHHBIMU MIPOIIEAYPAMH.

14. Oxa3aHue IKCIEPTHOH MOMOIIH APYTUM Je4eOHO-NPOPUIAKTHIECKUM
YUpeKICHUIM

14.1. ITpu oOpaiieHny 3asiBUTENEN U3 APYTUX JIeYeOHO-NPOPUIAKTUYECKUX
yupexaeHuil, He uMewlmux B cBoeM coctaBe JIOK, ¢ mpocbOoii mpoBectu
AKCIIEPTU3Y, MOPSAOK MPEAOCTABICHUS 3asBOK M JOKYMEHTOB Ha MPOBEICHUE
TUYECKOM HKCIEPTU3bl W BCE TMOCIEAYIOUIME MPOLEIYPbl COOTBETCTBYIOT
Hacrosiemy qokymenty (COIT).

JlanHbIe cTaHIAPTHBIC MPOIIEAYPHI BCTynatoT B cuiy ¢ 2024 .



