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OOBPEHO:




1. lean
OnpenenuTh, COOTBETCTBYET JIM TJIAaHUPYEMOe OMOMEIUIIMHCKOE UCCIIeI0BaHUE,
B TOM YHCJI€ KIMHUYECKOE UCTBITAaHUE JICKAPCTBEHHOI'O CPE/ICTBA WJIM WHAS MEIUIIUH-

CK&HTCXHOHOFHH,YCTaHOBHCHHLmdBTHQ€CKHNITPC6OB3HHHM.

2. lexxypcerBo wienoB JK
B o0s3anHOCcTH wieHa DK BO Bpems J€KypCcTBa BXOJIUT NEPBUYHOE O3HAKOMIIE-
HUE C JOKYMEHTAaIlMel Mpu npueMe 3asiBKH / HanpaBuTeabHOro nuchma (Ilpusioxkenune
1) ot 3asgBuTens, peructpauus MOJYyYEHUsS JOKYMEHTALMM B >KypHajle, MPOBEpKa
COOTBETCTBUS IPEACTABICHHBIX JOKYMEHTOB TpeboBaHusiM DK CubI'MY, HaznaueHue
peuen3enTta (oauH u3 uieHoB JK), nandpopMupoBanue 3aunTepecoBaHHbIX WwieHoB DK o
ITOJIyYE€HHOU 3asiBKe. [10 UTOraM mpUHATHIX €] HA DKCIIEPTU3Y CEKpeTapb IMPEACTaBIIS-
et IIpencenarento nHpopmanuio Juis BKItoueHus B [IoBeCTKy JHS TEKYLIEro 3aceT1aHus
OK, u npuriamaer Ha 3aceJlaHue BCEX 3aMHTEPECOBAHHBIX JIALL.
OTHYECKNA KOMHUTET PACCMATPUBACT U NMHHUMAET PEIICHUE HA OCHOBAHWM ClIIE-
OYHOIIUX JOKYMEHTOB:
e [IpOTOKOJI KIMHUYECKOTO UCCIIEAOBAHUS
e Dbpomropa ucciaenoBaresns
e lHdbopMalMOHHBIN JIMCTOK MAlMEHTA
e (CBeneHus 00 ombITe padOTHI UCCIEAOBATENEH MO COOTBETCBYIOUIUM CIie-
[IUAJIBHOCTSIM M WX OIbITE paOOThI MO MPOBEACHUIO KIMHUYECKUX HCCIIE-
JIOBAaHUU
e (CBeneHUM O MEIUIMHCKUX OpPraHU3alMsIX, B KOTOPBIX MPEIoIaraeTcs
MPOBEAECHNUE KIMHUYECKOTO HCCIENOBAHUA C YKA3aHUEM IIOJIHOTO ajpeca
YUpEXKIACHUS
e (CBeneHUS O MPEIINOI0AreMbIX CpOKax MPOBEACHUSA KIMHUYECKOTO HCCIIE-

JOBaHUA
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Komuu A0T0BOpPa 0053aTEILHOTO CTpaxoBaHus, 3aKIIIOYCHHOI'O B COOTBECT-
CBUU C THUIIOBBIMH IIpaBUJIaMH 00513aTEeILHOTO CTpaxoBaHU:A, C YKAa3aHUCM
HpeHeHBHOﬁ YUCJICHHOCTH IMAIUMCHTOB, YYACTBYIOIINX B KIMHHYCCKOM HC-
CJIICOOBAaHHNU

HNudopmannu o coTaBe JIeKapCTBEHHOTO IpernapaTa

B o0s3annoctu wiena DK, mpuHUMAalOmero MOKyMEHTHI (JIeXKypaHTa), BXOIUT

IIEPpBUYIHAsA OLCHKA HMCCICAOBATCIBCKOI'O IIPOCKTA, B KOTOpOﬁ A0JIKHa COACPIKATHCA

uH(popManus o:

I.
2.

5
6
7.
8
9

Ha3BaHUU MPOCKTA;
MIMCHH TJIABHOT'O MCCJICIOBATEIIS,

BHJIC HCCIICIOBAHUSA (IMUIASMHOJIOTHYECKOS, HAONI0JaTeIbHOS, OCHOBAH-
HOE Ha JOKyMEHTAIIMH, TeHETUYECKOe, COMMAIEHOE, MPeyCMaTPHUBAIOIIEE
MEIUITMHCKOE BMEIIATEIBCTBO U . );

o0IIeM 4YKClIe YYaCTHUKOB HCCIICIOBAHUS W TUTAHHUPYEMOM YHCJIE B JIaH-
HOM HCCJIEIOBATEIIbCKOM IICHTPE;

JUTUTEIIBHOCTU UCCIICAOBAHMS,

11T UCCIICIOBAHMS M €TO CYTH;

HaJIWYHUH 1171a11e00;

BKJTFOUCHUH YSI3BUMBIX KOHTHHTCHTOB;

HaJIMYHUHU TCHECTUYCCKOTO NCCIICAOBAHMA B paMKax 3ajiBJICHHOI'O IIPOCKTA,

10.HanmMyue CTpaxoBKH (CPOKH, YUCIIO 3aCTPAXOBAHHBIX);

11.pa3penienus HEHTPAIBHBIX OPTaHOB Ha UcCclenoBanue (paspenieHue M3 u

Coserta 1o JTHKE).

[Ipy COOTBETCTBHM MaKeTa JOKYMEHTOB IO HCCJIEI0BATEILCKOMY MPOEKTY Tpe-

ooBanusiMm OK pexypHbii uimeH OK Ha3HauaeT peleH3eHTa W HAMpaBisieT €My

JOKYMEHTBI Ha KCTIEPTHU3Y.

3. O0s13aHHOCTH pelleH3eHTA
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I[J'IH TOT'0 YTOOBI AaTh ApryMCHTUPOBAHHOC 3aKIHOYCHHUC 110 9THYCCKHUM aCIICKTaM

IIAHUPYCMOI'O UCCIICAOBAHUA PCLICH3CHT OJIZKCH!

yOenuThest B TOM, 4TO MH(OpMalus, MpeCTaBIeHHAs] OpraHu3alue win
JTUIOM-3asBUTENIEM, JIOCTATOYHA JJIsi TOro, YTOObI BBICKAa3aTh 0OOCHOBAH-
HOE CYXJCHHE O COOTHOILIEHUHM MEXK]y PUCKOM U TMOIb30H JJIs JIUII, MO-
BEPraronnxcsi UCIBITAHUIO;

OLIECHUTh HEOOXOAMMOCTb IPUBJICYEHUS HE3ABUCUMBIX 3KCIIEPTOB;
OLICHUTh BO3MOXHOCTh TOJY4YEeHHUS HEOOXOJMMOTrO 3aKIIOUEeHHs MO 3(-
(pEeKTUBHOCTH U O€30MaCHOCTH OMOMETUIMHCKUX HCCIENOBaHUU C IpU-
BJICUEHUEM MEHBIIIETO YUCIIA YYACTHUKOB UCCIIEIOBAHUS;
MIPOAHAIU3UPOBATH OMPABAAHHOCTh MPEICKA3yeEMOT0 pUCKa M APYTHX He-
JKEJaTeNIbHbIX IMOCIEACTBUI Il YYaCTHUKOB MCCIIEIOBAHHS 1O CpaBHE-
HUIO C 0’KUJIAaEMBbIMH OJIarONPHUSITHBIMY JJIs TTAlMEHTA WA JPYTHX JIHIL Pe-
3yJlbTaTaMu;

OLICHUTh BO3MOXKHYIO OJIb3Y JJIsl HAI[UEHTa OT Y4acTUs B UCCIIEAOBAHUN;
yOenuThcsl B TOM, UYTO MOTEHUHANIbHAS 3()PPEKTUBHOCTh, PUCK U HEYI00-
CTBa OT MPUMEHEHUSI HOBOTO JIEKAPCTBEHHOT'O CPENICTBA, TEXHOJOTUHU Olie-
HUBAIOTCS IPU CPABHEHUU C JIYUIIMMH U3 YK€ CYUIECTBYIOUIUX TUATHO-
CTUYECKUX U TEPANEBTUUECKUX CPEJICTB MIIM CXEM JICUEHUS,

ONPEIEIUTh KOMIIETEHTHOCTh UCCIIEN0BATEINEH, B TOM, YTO OHU UMEIOT CO-
OTBETCTBYIOUIYIO KBaJIU(PUKALKIO U JOCTATOYHBIA ONBIT B MPOBEACHUU
OMOMEIUIIMHCKUX HCCIeIOBaHUNH Ha OCHOBAHMM U3ydeHHUs (pe3ioMe)
Curriculum vitae ucciegoBaresei;

ONpEeNEeIUTh, COOTBETCTBYIOT JIM HCCIIEIOBATEIbCKUE IIEHTPbHI HEOOXOIH-
MBIM TPEOOBAHUSAM JIJISl POBEJCHUS TUIAHUPYEMOTO UCCIIEOBAHUS, BKIIIO-
yasi HaJIMYMe BCIIOMOTATEBHOTO TMEepCcoHalla, HEOOXO0AUMOTO 000py0Ba-

HUS U CPENICTB IPOBEAECHUS HEOTIIOKHBIX MEPOIPUATHIA;
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OLCHUTDb aJACKBATHOCTb M YCJIOBHA BO3MCIICHUA BpE€Aa 3J0POBbIO, HACTY-
Maromero B Ppe3yabTaTc 6I/IOMC,Z[HIII/IHCKHX HCCHCHOB&HHﬁ, N TapaHTHUHU
BO3MCHICHUA PACXOJO0B HAa OKa3aHHC HCO6XOI[I/IM01>1 MC,I[I/IHHHCKOﬁ IIOMO-
M1, B T.9. CTPAXOBbIX ITIOJIMCOB,

YAOCTOBECPUTHCA B TOM, UTO IALMCHTAM T'apaHTHPOBAHBbI JICHCHUC W/ Uan
KOMIICHCAIIMKU B CJIy4aC HAaHCCCHUA BpCAaa UX 3JOPOBBIO B XOJIC 6I/IOMGI[I/I-

OHMHCKOI'O UCCJICAOBAaHMA.

3anonaHuTh / cocTaBUTh PopMmy «3akitoueHus perenzeHTay (lpuaoxenne 2).

HpI/I PaCCMOTPCHUHN W BBIHCCCHHH 3dKIIIOUCHHUA I10 KOHKPCTHBIM HOKYMCHTAM

(ITporokon wuccnenoBanusi, bpomopa wuccienosarens, MHDoOpMallMOHHBIA JTUCTOK

IHarmucHTa 1 (bopMa IIMCBMCHHOTI'O I/IH(bOpMI/IpOBaHHOFO COI‘J'IaCI/IH) pacCMaTpuBAIOTCA

cienyroIme GaKkTophbl:

3.1. Tpe6oBanus k IIporoko.y uccienosanus (Ilpunoxenne 3)

B IlpoTokoiie nccneaoBaHust JOJKHBI pacCMaTPUBATBCS CIEIYIOLIME MOMEHTHI:

COOTBETCTBUE (POPMBI U COJAEP)KaHUS KIMHUYECKOTO HCCIEOBAaHUS €ro
LEIISIM;

BO3MOKHOCTbH MOJYYEHUSI HEOOXOIUMBIX 3aKJIIOUECHUW C MPUBICYEHUEM
MEHBIIETO YNCIIA YYACTHUKOB UCCIENOBAHHS;

JUTUTEIBHOCTD UCCIIEIOBAHUSA

KOJINYECTBO MAIMEHTOB, IPUHUMAOIINX Y4aCTUE B KIMHUYECKOM HCCIIE-
NOBaHNH;

KPUTEPUH BKIIFOYEHUS U HE BKIIFOUEHUS ITALMEHTOB B UCCIIEIOBAHUE;
KPUTEPHUH TOCPOYHOTO UCKITIOUYEHHUS TAMEHTOB U3 YMCJIA YYACTHUKOB;
KPUTEPUU BPEMEHHOM NPUOCTAHOBKM WM IIOJHOTO IPEKPALIECHUS HC-
CJIeIOBaHMsl, METOAbl OOBEKTUBHOTO KOHTPOJIS;

onucanue GopM MHGOPMUPOBAHHBIX COMVIACHI M CTPAXOBBIX MOJUCOB IS

IManucHTOB
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® METOJIOJIOTHS MCCIIEAOBAaHUS C YKa3aHWEM KaJleHIApHOTO IUIaHa HUCCIEeN0-
BaHUsI, BUBUTOB, Kypca JICUCHHsI, OIICHOK MPOIIEAYpP UCCIETOBAHUS

e TmpejacKazyeMble ToOoYHbIC 3P PEKTH U HEYT0OCTBA

® OTYETHOCTH IO HEXKEIATSIHHBIM SBJICHUSM

® BO3MOXXHOCTH NMPUMEHEHUS TUIalebdo ¢ y4eTOM B3BEIIEHHOTO COMOCTaBIIe-
HUS PUCKOB M 0€30MMaCHOCTH IO OTHOMICHUIO K YYaCTHUKAM HCCIICIOBAHMS

¢ AHAJIN3 JAHHBIX UCCIICAOBAHUA U APYTUC ITAPAMCTPLI 0e301macHOCTH

3.2. TpebooBanus k bpourtope ucciaenoBaresst

B Bpoutope uccienoBaresns aHaIUM3UPYIOTCA CBEACHMS, Kacaromuecs Oe3omac-
HOCTH M XapaKTEPHUCTHK HCIBITHIBAEMBIX JIEKAPCTBEHHBIX CPEJCTB WJIM TEXHOJOTUM, a
TaK)Xe JJAHHbIE O PE3YJIbTATAX KJIMHUYECKHX UCCIEIOBAHUM, MPOBEICHHBIX HA MOMEHT
paccMOTpeHHs 3asBKU (Hampumep, B popMe MOCIECTHUX OMyOIMKOBAHHBIX HAYYHBIX
cTaTeil, Opyrux OMyOJMKOBAaHHBIX JAHHBIX, KPATKUX XapPAKTEPUCTHK HCHBITYEMOTO

npernapara).

3.3. TpedoBanusi k Undopmanuonnomy jJuctky nauuenra (llpusoxenue 4)
OrnenunBasi 10CTaTOYHOCTh, TOJIHOTY, SICHOCTh, YeTKOCTh U ATUYHOCTHh MH(pOpMa-
IIMU, KOTOpas I0JDKHA OBITh JIOBEJICHA /10 CBEICHHS CyObEeKTa UCCIIe0BaHuUs, TNOO0 ero
3aKOHHOTO TPEACTaBUTENsI B NMUChbMeHHOW ¢dopme “UHbopmanuu ais manueHta c
dbopmoit MHOOPMUPOBAHHOTO coOTJacusl’, AHAIMZUPYIOTCS CIEAYIOIINE pa3/ebl,
KOTOPBIE JOJIKHBI IPUCYTCTBOBAThH B JAHHOM JIOKYMEHTE:
® [I€Jb U 33JIa4U UCCIIEIOBAHUSI;
® XapaKTEepPUCTHKA UCCIEAYEMOro JEKApCTBEHHOTO Mpernapara Uik TEXHOIO-
TUU;
e OOUIENPUHSTHIC BUJBI JICKAPCTBEHHOTO WJIM HE MEIUKAMEHTO3HOTO Jieue-
HUS, KOTOPbIE MOT'YT OBbITh Ha3HAYEHBI UCIIBITYEMOMY, a TAKKE UX MOTECH-

MHUAJIBHBIC I10JIb3a U PUCK;
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BEPOATHOCTH MOINAJaHUs B OJHY U3 I'PYNI UCCIEAOBAHUS, B TOM YUCIE U
rpynmy 1iane6o;

MPOLIEYPbI UCCIAEAOBaHUS, BKIIIOUasi HHBA3UBHBIE METO/IbI;

KOMIIEHCAIIUs U/WUJIH JI€UYE€HUE, Ha KOTOPbIE JIUIO0, MOJBEPratolIeecs: UCIIbI-
TaHUIO WIM UCCIIEJ0BAHUIO WU MAllMEHT, MOKET PACCUUTHIBATH B CIy4ae
HaHECEHMsI BPEJa €r0 3J0POBBIO B XOJI€ UCCIIEAOBAHMS;

uH(pOpMaLUSI O TOM, YTO y4acTHUE B MCCIEAOBAHUU SBIAETCA TOOPOBOIb-
HBIM, U JIMIIO, TOJIBEPraeMoe UCCIEA0BAHUIO0, MOXKET B JIIO0O0O MOMEHT OT-
Ka3aTbCAd OT Y4YacTHsl B HCCIEJOBAaHWUU WM BBIOBITH U3 HEro 0€3 KaKuX-
MO0 CaHKUMHI WM YIIEMJIEHUS €ro MpaB Ha APYTHe BUAbI JICUCHHUS;
uHpOpMaLKsg O TOM, YTO MCCIEAOBATENH, ayJuTOphl, DTnueckuii Komurer
U Pa3pelIMTENIbHBIE WHCTAHLIMM I10JydaT HENOCPEIACTBEHHBIM IOCTYIl K
UHPOpPMaLIUY B IEPBUYHON METUIIMHCKON JOKYMEHTAllUU UCIBITYEMOTO B
o0BeMe, OINpeneIeHHOM COOTBETCTBYIOIIMMH 3aKOHAMHU U MOA3aKOHHBIMU
aKTaMu, Ui MPOBEPKU MPOLELyp W/WIK JaHHBIX KIMHUYECKOTO UCCIIE0-
BaHWsI, HE HapyIlas [P ’TOM aHOHUMHOCTb HUCIIBITYEMOTI0;

noAnuckiBas (HopMy NUCbMEHHOTO MH()OPMUPOBAHHOTO COTJIACHUS, JHIIO,
MOABEPraoIIeecs] UCCIENOBAHUIO WM HUCIBITAHUIO, WU €ro 3aKOHHBIN
MpeACTaBUTENb (€CIH 3TO MPUMEHUMO) JAI0T pa3pelieHue Ha JOCTYI K
ATOM JIOKYMEHTAIlUH;

uHpOpMaLKsg O TOM, YTO CBEACHMS, MACHTU(DULIHUPYIOIIKE JTUYHOCTD JIULIA,
MO/IBEPraroIIerocsi UCIBITAHUIO WM HCCIEAOBAHUIO, OyIyT COXpaHATH B
TailHE U MOTYT OBbITh PACKPBITHI TOJILKO B MPEEiax, YCTAHOBJIEHHBIX CO-
OTBETCTBYIOUIMMH 3aKOHAMH W/ TMOA3aKOHHBIMHM aKTaMM; MpH MyOu-
Kallud pe3yjibTaTOB MCCIEAOBAHUS aHOHMMHOCTh TaKOro Jinia OyneTr co-
XpaHEHa;

uH(popMaIus O TOM, YTO UCTIBITYEMBIN WU €r0 3aKOHHBIN MPEICTaBUTEh

OyIlyT CBOEBPEMEHHO O3HAKOMJICHBI C HOBBIMH CBEECHUSIMHU, KOTOPHIE MO-
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I'YT MOBJIUSATH HA JKEJIAHUE UCTIBITYEMOTO TIPOJIOJKATH YIaCTHE B UCCIIEIO0-
BaHWW,

® CIHCOK JIHIl, K KOTOPHIM MOXKHO OOpaTHTHCS MJIsl MOJYYCHHUS TOTIOTHU-
TENbHON MH(OpMaK 00 UCCISTOBAaHNHU U MPaBax UCTIBITYEMOT0, a TAaKKe
CTCIMAIUCTOB, C KOTOPBHIMH HCIIBITYEMBI MOXXET CBSI3aThCA B Cydae
HaHECCHMsI Bpe/a eTo 370POBBIO B XOJI€ HCCIICIOBAHMS,;

® YCIIOBHS, TP KOTOPBIX YYaCTHE HCIBITYEMOTO B HCCIEIOBAHUU MOXKET
OBITH MIpeKpanieHo 6e3 ero Coraacus;

e [pejnoJiaraeMas JUIMTEIbHOCTh Y4acTHsl B UCCIIEIOBAHUH;

® [PUOIHU3UTEIBHOE YUCIIO UCTIBITYEMBIX

Nudopmanusa s nauueHta (Mapopmanmonssiii 1McTok) U popma unpopmupo-
BAHHOT'O COIJIaCHUsl JOJDKHBI OBITh HAalHMCAaHbl HAa PYCCKOM SI3bIKE M IO MPOChOe
UCIIBITYEMOIO MEepPEeBEICHa Ha €ro POJHOM s3bIK. MIHpOpManus 1yisl manueHTa A0JKHA
ObITh HAmUCaHa TAKUM S3BIKOM, MOHHMAaHHE KOTOPOro He TpedyeT MEAMIIMHCKOIO
oOpazoBanus win 3HaHus npuHIUNOB KauecTtBenHoi Knunnueckoit [Ipaktuku (GCP).
Pekomenayercs n3berath cCrielUadibHbIX TEPMUHOB, JUIMHHBIX CIIOKHBIX MPEIIOKEHUN
U YTBEPXKICHUM, KOTOPbIE MOTYT OBITh HEBEPHO MCTOJIKOBAHBI HCIBITYEMBIM WIIU
BBECTH €ro B 3a0nyxnaenue. B MHpopManioHHOM JUCTKE Uil ManueHTa u B (opme
MHPOPMUPOBAHHOTO COTJIACUS HE JOJDKHO OBbITh (hOPMYJIHUPOBOK, KOTOPHIE MOTYT
3aMmyTaTh UCHBITYEMOT0, U TEM CaMbIM BBIHYJIUTbH €0 OTKAa3aThCs OT CBOUX 3aKOHHBIX
MpaB MNPUHATh Y4YacTHE B HCCIEAOBaHUM, WM OKa3aTh JAaBJICHUE HA MAlUEHTA MPHU
MIPUHSITUU PEIICHUS.

OHU Takke HE JIOJDKHBI COJIEPKATh 3asBJICHUM, OCBOOOXKAAIOUIUX HCCIIEeI0BaTe-
75, MEAUIIMHCKOE YUpEXKICHHUE, CIIOHCOpa WK €ro MpeACTaBUTEIeH OT OTBETCTBEHHO-
CTH 32 JIONYIIEHHYIO XaJlaTHOCTb, WM (OPMYJIUPOBOK, MO3BOJISIOMIUX MOAOOHYIO
MHTEPIPETALHIO.

NudopmupoBaHHOe corjacue U JIpyrue, NpeocTaBiisieMble UCIBITYEMbIM MaTe-
puaibl, MepecMaTpuBarOTCS NpPHU MOSBIECHUS WH(OpPMaALMU, CIOCOOHON MOBIMITH Ha
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cornacue ucmnpityeMoro. HoBble penakiuu MHGOPMALMOHHOTO JUCTKA, UH(OPMUPO-
BAHHOI'O COIJIacusl U APYrUMX MPEIOCTaBISEMbIX HCHBITYEMBIM MAaTEPHUAJIOB MPEABAPH-
TenbHO yTBepxkAatoTca DK Cubl'MY. McnbITyeMblil WM €ro 3aKOHHBINA MPECTaBUTEIb
JOJKHBI OBITH CBOEBPEMEHHO O3HAKOMJIEHBI C HOBOW HWH(MOpMaIuen, CrocoOHOM
MOBJIUATh Ha JKEJIAHWE HUCIBITYEMOI0 MPOJOJDKUTh y4dacTHE B HccieqoBaHuu. Dakt
cooOmeHns HTod HWHPOPMALMK JODKEH OBITh JTOKYMEHTAJIBbHO MOATBEPKICH.
[Tomyuenue cornacus qOMyCKaeTcsi TOIbKO B MUCbMEHHOU (hopMme.

B cnyuyae, eciu IIpoTOKOIOM MPEeAyCMOTPEHO y4acTHE B MCCIEIOBAHUHM HECO-
BEPUICHHOJIETHUX, KOTOPBIE MOTYT IMOHSATH CMBICI IPOMCXOISAUIErO0 M JlaThb CBOE
corjacue Ha yJyacTue B ucciuegoBaHuu, MH(opMannoHHbIN JIUCTOK U (opma HHPOPMU-
POBAaHHOTO COIJIACHS JOJKHBI ObITh HAllMCAHbl B MOHSATHON/JOCTYITHOM ISl HECOBEP-
HIEHHOJIETHUX (POpME, KOTOPYIO OH/OHA COOCTBEHHOPYYHO MOAMMUCHIBAIOT U JATHPYIOT
B JIONOJIHEHUHU K MOAMMCH UX 3aKOHHOTO mpencraButens. i Kakaoil BO3pacTHOU
rpynimsl (I1€TH, IOJPOCTKH) JOJIKHBI OBITh MPEYCMOTPEHBI OT/IEbHbBIE HH(OPMALIUOH-
HbIE JINCTKK COOTBETCTBEHHO BO3MOKHOCTSAM BOCHpUATHS. MHMOpMAIIMOHHBIN JTUCTOK
1 UH(OOPMUPOBAHHOE COIIACHE ISl POAUTENECH/ONEKYHOB JOKHO COAEPKATh Ty ke
uH(popMmanro, HO Ha O0oyiee MPOABUHYTOM YPOBHE JOCTYINHOM JJi TOHUMAHUS

HEMpO(PECCUOHATIOM.

4. TpeGoBaHus MO APYroi JOKYyMeHTAIIUN

JlokxyMeHTaImus, nmogaBaemMasi B Otudeckuii Komurer pomkHa UMETh JUOO IMOJI-
HBI TIepeBOJ, TUOO KpaTKUH MEPeBOJ C IOJHOIICHHBIM OCBEHIEHHEM BHECCHHBIX B
JOKYMEHT U3MEHEHUM, 3aBEPEHHBIN MOJIIMHUCHIO TJIaBHOTO UCCIEA0BATEII.

OK MoxeT moTpeboBaTh, YTOOBI UCIBITYEMbIM, TOMHUMO WH(MOpPMAIUU, YKa3aH-
HOM BBbIIIE, OBLIN MPEIOCTABIICHBI IOIIOJHUTEIBHBIC CBEACHUS 00 UCCISIOBAHUH, SCIIH,
o MHeHHIO DK, 3T0 HE0OXOAMMO MJIs 3aIUTHI TIPaB U 3I0POBbS UCTIHITYEMBIX, a TAKKE
JUISE TapaHTUW MX OE€30MAaCHOCTH WM JUIsl JIYYIIer0 TMOHMMAaHUS WMHU OTACIIBHBIX

MOJ0XKEHUM KJIIMHUYECKOTO HCCIICOOBaHMA.
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B cnyuae meobxommmoctn DK mMeer mpaBo moTpeOOBaTh OT HCCIEIOBaTeE-
TIs1/3asBUTENIS JIFOOYIO0  TOMIOJTHUTENbHYI0 MHpopMaruio. Eciu Takas uHdopmanms He
MpeaocTaBiIsgeTcsl B Cpoku, ompeneneHHbie DK; DK He paccmarpuBaeT HTOKYMEHTHI
HCCJIEIOBATENICKOTO MPOEKTa

DK MoxeT o00puTh MpOBECHNE KIMHUYECKOTO MCCIEAOBAHUS TOJIHKO B TOM
CiIydae, €CJI TIOTCHIIMAIbHAS TI0JIb3a ISl UCIIBITYEMBIX TPEBBINIACT BCE M3BECTHHIC U
MpeaCcKa3yeMble BUIbI pUCKa JJIS HUX.

B cnyuasx, ecnu uccnegoBarens oTkioHMiICS oT IIportokona 6e3 mpenBapu-
TenpbHOTO pazpemieHuss DK ¢ 1menpio ycTpaHEHHs] HEMOCPEICTBEHHOW OMAacHOCTH,
YTPOXKAIOIIEH MCIIBITYEMBIM, OH B KpaT4alIlne CPOKHU JOJDKECH MPEACTaBUTH OMHMCAaHUE
JOTYIIIEHHOTO OTKJIOHCHUS C YKa3aHUEM MPUYHHBI OTKJIOHCHHUSI, a TIPU HEOOXOIUMOCTH
1 nonpasku K [IpoTokouy:

OK mocne paccMOTpeHHs] MPEICTaBICHHBIX JOKYMEHTOB IO HCCJIEIOBAHHUIO HA
CBOEM 3aCEIaHUH MMPUHUMACT OJHO M3 CICTYIONTUX PEIICHUN:

1. onoGpuTh MpoBeIeHUE UCCIEAOBaHUS 0€3 3aMeUYaHui;

2. 0100pUTh MPOBEJCHUE MCCIIENIOBAHUS MOCIE yCTpaHeHHs 3amedaHuii 0e3
MMOBTOPHOTO PACCMOTPEHHS TPHU yCIIOBUHM OTBETOB Ha IOCTABJICHHBIE BO-
MPOCHI M BHECCHUST PEKOMEHAYEMBIX U3MEHEHUW W/WJIN JIOTIOTHEHUH B pa-
O0oueM mopske. B 3ToM ciiydae W3MEHEHHBIE JOKYMEHTBI W/WIHM JIOTIOJ-
HEHHBIE JOKYMEHTHI JODKHBI OBITH OJ00PEHBI MpeceaTeIeM Uik 3aMe-
cTUTeNeM mpeceaarens Jrtudeckoro Komurera;

3. TOBTOPHO PaccMOTPeTh Ha 3acemaaHuun DK mocie BHECEHHUS! U3BMEHEHUN B
poIeIypsl U MaTepuaibl ucciaeaopanus. [lpu sarom DK verko popmynm-
PYET BCE BOBHUKIIINUE BOIIPOCHI U TIPETCH3NH,

4. He o100pUTh MPOBEACHUE UCCIIEIOBaHUS (C YKa3aHUEM MPUYMH OTKa3a).

3axmouenue JK (cm cootBercTByronryro COII) mo mporeanieMy 3aceaHuio C
pemenueM DK 10 mpecTaBICHHOMY MPOEKTY BBIIASTCS 3asSBUTEIIO B CPOK HE MO3THEE

7-10 pabounx JHEH MoCIie MPOBEACHHOTO 3aceIaHus
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Cekperapb HECET OTBETCTBEHHOCTH 3a OTOBEILEHUE 3asBUTENCH, TOBEACHUE 0
HUX CBEJCHUN PE3yNIbTaTOB PACCMOTPEHUS MPOEKTOB, UTO (PUKCHUPYET B COOTBETCTBY-
roteM xxypHane — XXypuain 3acenanuiit K.

Cekperapp DK obecrieunBaer apXUBUPOBAHUE JOKYMEHTOB IO MCCIEI0BATEIb-

CKHM MPOEKTaM, MPOTOKOJIOB Beex 3acenanuii K.
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IMpunoxenne 1
3asaBka/HanpasuTebHOE NMCbMO

IIpencenaresnto Ituveckoro Komurera
®I'OY BO Cu6I'MY Munsapasa Poccun
Bbykpeesoii E.b.

«» 201 r.
I'ny6oxkoyBa:xxaemasi Exkarepuna bopucoBna!

[Ipocum Bac nHa ouepennom 3acenanuu Jtuueckoro Komutera paccMoTpeTh M 0A00pUTH
JOKYMEHTBI TIO IPOTOKOITY: « »

OcHoBHas1 HeJIb IaHHOTO UCCJIEIOBAHMS:
Opranuzartop uccijie0BaHus:
JJIMTeNbHOCTD UCC/IeIOBAHMS:

MecTo npoBeeHHUs:

Hayunblii pykoBoauTeb (TOJHOCTHIO BCE PETaIHHM, a TAK)KE HAYYHOTO KOHCY/IbTAHTa,
€CJIM OH €CTh):

Ucnoanntensn (nonaoctero ®.1.O., acupaHT (couckaTensb U T.1.), Kadeapa, Ha KOTOPOH
BBITIOJHACTCS HCCIICI0BaHNUE):

JJis1 paccMoTpeHus IpUJIaraeM cJjaeayriue 10KyMeHThI:

1. Pa3zpemenune Mun3apaBa P® Ha npoBeneHHEe KIMHUYECKOTO MCCIEAOBAHMS CO CIIMCKOM
HCCIIEA0BaTENbCKUX IIEHTPOB, I/ie pa3penieHo nposeaeHue KN

2. Beinucka u3 3aceganust Cosera no Jtuke Munznpasa PO

3. (nepeuucnenue gcex 0OKYMeHmMo8 8 pamKax npomoxoid)

C yBaxxeHuewm,
' naBHBIN HccIIEnOBATED noonuce
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Hpuiaoxenue 2
®opma 3akiaouenus peunenzenra 1aa MMKHU
3akJ/il04ueHue peleH3enTa

®UO:
JoakHOCTD:

1. Ha3Banue uccjiegoBaHusa:

2. MHcnoaHureasn (aci., 10KT., COUCK.):

3. PykoBoauTteiib padoThl (KOHCYJIbTAHT):

4. MecTo npoBeIeHUs HCCIeTOBAHMS:

5. ean uccaenoBaHmusi:

6. XapakTep ucciie10BaHUs:
Jnarnoctuueckoe [ |
dbapmakokrHeTHYECKOE ||
dapmakoguHamudeckoe [
TepaneBTUYecKoe |
CpPaBHUTEJBHOE [
3IUAEMUAOIOTUYECKOE [

Apyroe

7. u3aiin
HccJIeT0BaAHUS

8. KoanyecTBo M THII NALMEHTOB/310POBBIX 100POBOJILLIEB
(aMOynaTopHbIe/CTallMOHAPHBIE, BO3PACT, I10JI)

9. OueHka KpuTepHeB BKJIOYEHH /
HCKJII0Yenst
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10. da3za ucciaenoBanus (sl JJeKapCTBEeHHBIX cpeacTB, BA )

11. Tlpu ucciaenoBaHuM JeKaApCTBEHHBIX cpeacTs, BAJl:

-AKTHUBHOE BEIIECTBO [

-ITpenapar [

Hogoe [ ]; He nmpencrasien (3asBieH) K peructpanuu [ 1; 3asBieH K peructpanuu [ ; Hamudue
perucTpanuu K npumeHeHuto B PO [; Hanmmuue perucrpanuu K IpUMEHEHHUIO B IPYTUX cTpaHax [ ;
Pa3peiien k mpuMEHEHUIO, HO 3asBJICH 110 HOBBIM JIO3UPOBKAM HJIM 10 APYTUM TOKa3aHMAM [ ;
Pazpemien k npumeHeHuto [

11. IIpu uccaen0BAHUM W31 METHIMHCKOT0 HA3HAYEHU:

-CpenctBo npouIakTUKy [

-CpencTBO TUTHEHBI |

-3nenne MeAUIIMHCKOIO HA3HAYCHUS [

Hogsoe [ J; He mpencrasien (3asBieH) K peructpanuu [; 3asBieH K peructpanuu [; Hamnaue
peructpanuu K npuMeHeHuto B PO [; Hanuuue peructpauuu K IpUMEHEHHIO B IPYTUX CTpaHax [ ;
Paspernien k mpuMeHEHUIO, HO 3asBIIEH IO HOBBIM JJO3UPOBKAM WJIH MO APYTUM MOKa3aHUsIM [ ;
Pazperien k npuMmeHeHUIO [

12. HccaenoBaHue CIy:KHUT:

v HenocpencTBeHHO HHTEpeEcaM MalieHTOB;

v YKcTo HAyYHBIM LIETISIM, HE HUMEIOIIUM HEeTIOCPEICTBEHHOTO 3HAUCHUS JJIs MaIu-
€HTOB C TOYKH 3PEHUS AUATHOCTUKH U JICUEHUS;

v HoBbiM 3HanusaM u ganHbM 0 JIC (mepeHocuMOoCTb, (hapMaKOKWHETHKA, apMaKo-
JTMHAMUKA);

v Pa3BuTHIO 1 YCOBEPIIEHCTBOBAHUIO METOIOB IUArHOCTUKHU U JICUCHUS B OyAyIIeM;

v [TomyyeHIO JAHHBIX O MPUYHHAX U MPOTHO3€ 3a00JIeBAHUS;

v [Tony4yeHuto AnUAEMUOIOTMYECKUX IaHHbIX;

13. Onenka MHdopMHPOBAHHOIO COTJIACHS MANMEHTA:
- Kak ocBenieHsl oxxuaemble mo0ouHbIe 3P PEKTH U OCTOKHE-
HUS

- CrencHb pucka He6HaFOHpI/I5{THLIX HCXOA0B AJIA IMaluCH-
TOB

- Kakue nononHuTenbHble HArpy3KW BOSHUKAIOT Y NAIMEHTOB U3-3a y4acTHUs B UCCIIE0Ba-
HUU? (KOJI-BO B3ATOUM KPOBHU, KOJI-BO PEHTIT€HOBCKHX UCCIICIOBAHHMA, KOJI-BO HATPY30YHBIX MPOO 1

ap)_

- MO’KHO JIi pacro3HaBaTh U JICYUTH OCIOXKHE-
HuA?

- KomneHncanus nanueHTam (CTpaxoBaHHUE, €CIIM IPEAYCMOTPEHO) -

- ITonnoTa OCBCIICHUA I/IH(I)OpMaI_II/II/I U JOCTYIMHOCTD AJId IMAllUCHTOB
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Pe3iome:

PabGoTa 1o IIPOTOKOJY UCCIIEIOBAHUA

HCIIOJTHHUTCIIb

MOXeT ObITh BbITIONHEHA B CUOI' MY (eciu ne mosicem 6binoinsamucs, mo yKazams npudumy
(bl), nocysicusuiue apeymeHmom OJisi OmKasa)

I[O6p0BOJ'IBHO€ I/IH(bOpMI/IpOBaHHOC COorjraCue OTBCYACT IIPpUHOMUIIAM 3allUTLI IIPaB ITAIIHCHTOB.
HOKYMGHTaI_II/IH npeaoCTaBJICHa IIOJIHOCTBIO U COACPIKHUT HCO6XOI[I/IMYIO I/IH(I)OpMaI_[I/IIO

(Hedocmamquo oceeuleHbl czzedyiou;ue eonpocel, npasa nayueHmaos, nianupyemvlx ON151 K10~
YeHUs 6 UCCNe008anue He HapyLLteHbl).

[Toanuck perieH3eHTa

Hara
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Hpuiaoxenue 3
TpeooBanus k IIporokoay
MHNPOTOKOJI

Pasue.m)l, KOTOPbI€ TOJKHBI ObITh BKJIIOYEHbI B HpOTOKOJI KIMHUYECKOIro HCCJeJ0BaHUuA

. Brenenue (kpaTkoe onucanue mpooIeMbl U CXEMbI JICUCHHS )
o Lenu uccnenoBanus

J JIIMTeNbHOCTh UCCIIEIOBAHUS

o KonunuectBo nmanueHToB

. Onucanne ®opm MHGOPMUPOBAHHBIX COTIACHI

o Kputepuu otrbopa nanueHToB, BKIIIOYas:

- Kpurepuu BrimoueHus
- Kpurepun uckinroyenus
o Metonosnorus, BKItOUas:
- Ilnan uccnenoBanus
- Kanenpapuslil nmnan (cxema) uccie10BaHUs
- Busuts! 11 uccnenoBanus (onucaHue)
- OueHku/mpouenypsl UcciaeI0BaHUs
- Ormpenenenue KOHEUHBIX MOKa3aTened 3pPeKTUBHOCTH
- Kypcsl neuenus
o OTueTHOCTH 110 O€30MMaCHOCTH, BKIItOYAs:
- Cny4au HexelaTeNnbHbIX SIBICHUN
- Tspkensle ciydan HEKENATENIbHBIX SBJICHUN
- HemnpaBunbHble pe3yiabTaThl 1a00paTOPHBIX TECTOB
- HemnpaBunbHble pe3yabTaThl 0 IpYTUM HapameTpaM 0e30IMacHo-
CTH
- HckmrodyeHue n3 ucciaen0BaHus
Knunuueckue nabopaTopHble MapaMeTpsl
Jpyrue napameTpsl 6€30MaCHOCTH
ConyrcTByromas Tepanus
AHann3 JaHHBIX
[Ipunoxxenus
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IIpunoxenne 4
TpedoBanus k UHGpopMUPOBAHHBIM COIJIACHAM
Kpatkas ®opma UndopmupoBannoro Coriacus

HacrosimuMm s maro coryiacue Ha y4acTHE B HCCIICIOBAHUU (Ha3BaHue
MIPOTOKOJIA) 1O UCCIICOBAHMIO TIperapara / METo/la XUPYyPTUYECKOTO JICYCHHSI POBOTUMOM
0 Mpockoe (MMs uccremoBarTes).

Anpec MecTa MPOBEACHUS HCCIICIOBAHUS

Tenedon uccnemoBarens

51 ObUT OCBEIOMIICH O CIIETYIOIIEM:

*neueHue (0OCIeI0BaHNE) BCE SIIE SIBIISICTCS IKCIIEPUMEHTATBHBIM

*0 1eTsIX ¥ 33]ja4ax JTaHHOTO UCCIICIOBAHUSI

*0 BEpOSATHOCTH NOMAIAHKS B TPYIIITY IU1ae0o

*0 TecTax, KOTOpbIe OyIyT MPOU3BEICHBI C IIEJIbI0 onpeecHus 3pdekra ot sedeHus

*0 BO3MOXKHBIX PHCKaX M MPEHMYIIECTBAX TAHHOTO JICYSHUS / METO1a

*0 BO3MOKHBIX KOMIICHCAIUAX B XO4€ UCCIICAOBAaHUA

*0 BO3MOXKHOM HCIIOJIb30BAaHUU TPEIOCTABICHHOW MHOW MH(OpMAIMU B paMKax HC-
CIIC/IOBAHUS

MHo10 B NTHCbMEHHOM BU/C ObLIa IMOJIy4CHa BbIIICHA3BaHHAA I/IH(l)OpMaIII/ISI N OTBCTHI
Ha BCE MOU BOITPOCHI.

A naro coryacue Ha MPOCMOTP MOEH MEIUIIMHCKON KapThl HCCIIEI0BATEIEM IIPH YCIIO-
BUU COXPAHEHUS UM MPO(HECCHOHATTbHONW KOH(PHUICHIIHATLHOCTH.

MHot0 OBlTM MOTY4EHbl TapaHTUU TOTO, YTO Sl UMEIO MPABO MPEKPATUTH Y4acTUE B
WCIBITAHUU U MOJIY4aTh [IPU 3TOM COOTBETCTBYIOIIEE 00CIIeI0BaHUE U JICUEHHUE.

S nato cornmacue Ha TO, YTOOBI JaHHbIE 000 MHE OBLIM 3aHECEHbI B KOMITbIOTEPHBIM
¢aiin, o0ecrneynBaOIIMi rapaHTHIO 3aIIUTHI JTUI[AMU, ONPEISICHHBIMA 3aKOHOAATEIbCTBOM.
S mmero ImpaBo 06pau1aTLcs[ K 3TUM JAaHHBIM W IIpHU H€O6XOI[I/IMOCTI/I HUCIIPABJIATE UX YCPE3
BbIOpaHHOT'O MHOIO Bpaya.

®.1.0. marimenta

Hara
IToanuce
Howmep cTpaxoBoro nosnuca
®UO uccnepoBarens

Hara
IToanuce
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®opma Undpopmaumonnoro Jiucrka Ianmuenra

I/ICCJ'IC,I[OBaHI/Ie IIPOBOANTCA I[OKTOpOM

WNwms, anpec, Homep TenedoHa

I_ICJ'IB HCCIICIOBAHUA

A. CpaBHuth 3()PEKTUBHOCTD JieueHUss X U Y y
MAIMEHTOB, OOJBHBIX .... C IENBI0 ONPEACITUTh TePaIeB-
TUYECKYIO IIEHHOCTH ....MNPOMUCAHHOTO HA .....CPOK.

B. BoisiBuTh 3 QGEKTUBHOCTH MpEUIaraeéMbIX Me-
TOJIOB 00OCJICIOBaHUS WJIM HEOOXOAMMOCTh ISl TOJTyde-
HUS HOBBIX JIaHHBIX O pa3BUTHH 3aboiieBaHus (TIpU He-
BO3MOYKHOCTH CJIENIaTh 3TO APYTHM ITyTEM)

CpaBHuBaeMble IpenapaThl (HOBBIH METOJ
JUarHOCTUKH, HOBBI METOJl XUPYPrUUeCcKOro Jeye-
HUSA)

HoBelii mpenapar (HOBBIM METOJ AMATHOCTHKH,
HOBBIH METOJI XUPYPrUYECKOro JIEYEHMsI), €lIe HE BBI-
HIEJIINI HA PHIHOK, MPOU3BEICHHBIN (hapMarieBTHYECKON
KOMITaHUEH ..., 3(pPEeKTUBHOCTH KOTOPOTO MPOBEPSIETCS B
CPaBHEHHUH C ....HCKYCCTBEHHBIM IIpEnapaToM, HE COJep-
JKal[UM HKCIIBITYEeMOTo BelecTBa (muianedo) Wid Impera-
paToM CTaporo MOKOJIEHUS, UCIIOJIBb3YIOLIMMCS B HACTOS-
niee Bpemsi (MMEIOUIMMCS METOJIOM 00Cie0BaHUs, XU-
PYPru4ecKoro jJeueHus)

Hpyrue Bo3MOKHBbIE METOABI JIeUeHHs Baniero
3a00JIeBaHHUS:

OTMeTUTh OCHOBHBIE Mpenaparbl (METOIbl aua-
THOCTUKH, XHUPYPrHYECKOrO JICUYEHHUs) JOCTYIHbIE B
HACTOAILIMNA MOMEHT (HampuMep, TepaneBTUUYECKUE Kiac-
CBI)

I[J'IH y4aCTud B HACTOAIIEM HCCICAOBAaHHU, B
JIOTIOJIHEHHE K BallleMy OOBIYHOMY KypCy JICUEHHUS
(oOcrieoBaHMsT) BbI JTOJIKHBI:

[TosBIATHCS KaXABIH ..... (pacrnucaHue)

[IpoxonuTe aHaIM3HI .... (yKa3aTb aHAJIU3bI, HEOO-
XOJMMBIE JIJISl MICCTICIOBAHUS B JIOTIOJTHEHHE K OOBIYHBIM
aHaJM3aM ]I MOHUTOPUHTA).

Cpox npoBeeHUS UCTIBITAaHUS:

B Teuenue ... (cpoku mpoBeneHus nedeHus: (00-
CJICZIOBAHUS ) U MICCIICIOBAHMUS, €CIT OHHU OTJIMYAIOTCS)

Bo3MoxHBIE PUCKH:

HenepeHocumocTs ucciieyeMoro mpemapara, Ko-
TOpast MOXKET IIPOSIBUTHCA B ...

[ToGouHbIe peakiuy nocie NPUMEHEHUs TUIaHUPY-
eMoro oO0cie0BaHus (HOBOTO METOJa XHUPYPTHUECKOTro
obcreoBanus). . .

B ciyuae skctpeHHON HeoOXonuMOCTH oOpa-
HIaNTECH:!

Nwms, Homep Tenedona
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Oxunaemsiii 3 ekt oT JeueHus:

PazpaboTtka mpenapara (MeToIa XUPYPrHYECKOTO
JIeYCHUST WM OOCJeI0BaHMs), KOTOPBIM, BO3MOXXHO, OY-
et 6osee 3(PEKTUBHBIM, YEM Tpemnaparbl CTApoOro Io-
KOJICHUS] (METOJIbI JICYCHUSI WM OOCIIEIOBaHMS) U KOTO-
pBIH, BO3MOXKHO, TpUHeceT BaM monb3y B X0ze ero uc-
IBITAHKSI WIN TIOCIIE €ro MPOBEICHUS, KpoMe Toro, Bare
y4acTHe B HCIIBITAHUM MOXKET TIOMOYb JIPYTUM ITallueH-
TaM.

Jannbie 0 Bamem cocTOsIHUM SIBISIFOTCS KOH-
¢bunenmansHol MHPOPMALMEH U MOTYT OBITH MPO-
CMOTPEHBI TOJIBKO YITOJHOMOYEHHBIMH JINIIAMH.

Br1 umeere noaHoe mmpaBo:

OTtka3arbcs OT y4acTus B JaHHOM HCCIIEIOBaHUM,
WM, B cilydae Bamero coriacusi, ”3MEHHUTh pELICHUE B
1r000i1 MOMeHT, ¥ Bamn yxoz He okakeT BIHsHHUA Ha Ba-
1€ JaybHeHIee MEJUINHCKOE 00CTy)KUBaHUE.
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