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ITonmoxenue
0 JIoxampHOM 3THYECKOM KOMHUTETE

Menuko-canutapHoit gactu Ne70

1. OO6mue noIoXEHHU.

1.1. Hacrosmee IlonoxeHue SBIETCS TOKATHHBIM HOpMATHBHEIM HoKyMeHToM MCUY No70 u
ONpeZeNIeT CIPYKTYpY, OQYHKIMH ¥ KOMIETCHIWH KOJUIETHAILHOTO OpraHa —
JIOKaJIHOr0 3TH4ecKkoro kommrera (manee — JIOK), obecrmeunBaromero He3aBHCHMYIO
9KCIEPTH3Y, KOHCYIFTUPOBAHUE U IPUHATHE PEIICHHUH IO BOMpPOcaM OMOMEIMIIHHCKOM
JTUKY.

1.2. B cBoeii pesrensrOCTH JIDK pYyKOBOACTBYETCSA MPHHIMIIAME YBKEHHS YEIOBEIECKOIO
JIOCTOMHCTBA, NPH3HAHWA ABTOHOMHM JIMYHOCTH, CIIPABEIUIMBOCTH, OJAromoNydus H
HEIPUMEHEHHs Bpela CyObeKTaM HCCIEeOBaHUSA, a TakKe KOMIETEHTHOCTH,
KOJUIETHAJIGHOCTH,  OOBEKTHBHOCTH M HE3aBUCHMOCTH  OT  IIOJUTHYECKHX,
aJIMHHUCTPATHBHO-YIIPAaBICHYECKUX U (PUHAHCOBO-OKOHOMHUYECKUX BIIHSHHUM.

1.3. Ocnosroii nensro JIDK sBnsercs sTHueckas SKCIepTr3a, mpe/IyCMaTpHBAIOMas 3aIuTy
IIpaB, JOCTOMHCTBA, HMHTEPECOB M 30OPOBbS YYACTHHUKOB HAYYHBIX W KIHHHYECKHX
HCCIICIOBAaHAM C NPUMEHEHHEM HOBBIX MEIUIIMHCKHUX TEXHOJOTHH, JIEKApCTBEHHBIX
cpeacts (manee — JIC) mummeBBIX M00ABOK, MENUITMHCKON TEXHHUKH H H3JEIHN
METUIUHCKOI0 Ha3HAYECHUI, HOBBIX METOJIOB JICUCHUS W 00CIICIOBAHMS MAIIHEHTOB.

1.4. JIDK ocymmecTBIS€T CBOIO JAEITEIFHOCTE B COOTBETCTBHH C JEHCTBYIOIIMMHE
MEXIYHAPOIHBIMHU M POCCHMCKUMH 3aKOHOAATENFHBIMA U HOPMATUBHBIMA aKTaMHU:

— Konrcrurynueit Poccuiickoit @eneparium;

— I'paxxmanckum Konexcom Poccuiickoit ®eneparum;

— ®@enepansHBIM 3aK0HOM Poccuiickoit @eneparmum ot 21.11.2011 r. Ne 323-®3
«0O06 ocHOBax 0XpaHBI 3I0pPOBbs rpaxkaaH Poccuiickoii Oenepanuny;

— OegneparsabM 3aK0HOM Poccuiickoit @eneparuu ot 31.05.2001 r. Ne 73-®3 «O
roCyapCTBEHHOM  CyAeOHO-3KCIIEPTHOM  JEATENbHOCTH B  Poccuiickoi
Qeneparumy;

— 3akoHoM Poccumiickoii ®enepammm ot 27.11.1992 roma Ne4015-1 «O6
OpraHM3allii CTpaxoBoro jaena B Poccuiickoit @eneparmmy;

— IlocranoBnernueM IIpaBurenscrBa PO ot 13.09.2010 r. Ne714 «OG6 yrBepKAeHHN
THUIOBBIX IIPaBUJ 00A3aTEFHOTO CTPAaXOBAHWS JKA3HU U 3IOPOBBS IAIMEHTA,
YYaCTBYIOIIETO B KIIMHUYECKUX UCCIENOBAaHUSIX JIEKAPCTBEHHOTO IpenapaTa;

— Ilocranopnenue IIpaBurensctBa PO ot 18.05.2011 roma Ne393 «O BHecenum
HU3MEHEHUH B THIIOBBIEC IPAaBUIIA 00SI3aTENBHOTO CTPaXOBAHUS KU3HHU H 3I0POBBS
MAUeHTa, YYacTBYIOIET0 B KIMHUYECKUX HCCICHOBAHUAX JICKAPCTBEHHOTO
Iperapara;



— HamuwonamsspM cranmaprom Poccmiickoit @enepamuu 'OCT P 52379-2005”
Hannexamas ximaangeckas npakraka“ GCP (2005 r.) Good Clinical Practice (yTs.
nprka3oM @DenepanbHOro areHTCTBA IO TEXHHYECKOMY PpEryIMPOBAaHMIO U
MeTposoruu oT 27 certsaops 2005 r. Ne 232-cT);

— Ilpukasom MuHHuCTepcTBa 3apaBooxpaneHus Poccuiickoli ®Defepanud  OT
01.04.2016 r. Ne200 «06 yTBep>kIOeHMH NpaBHI HaIexamed KIMHHYECKOM
IIPaKTHKH;

— Pemennem Cosera EBpasuiickoit sxoHoMuueckoi komuccua Ne79 ot 03.11.2016
r. « O6 yTBepXI€HUH IIPABHII HaJIeKaIIed KIMHHIECKON IPaKTHKA

— JpyruMu JeHCTBYIOIEME MEXTyHAPOIHBIME HOPMATHBHEIMY aKTAMH M aKTaMH
PO, oTHOCAIIEMECA K IESTEIHHOCTH 3THYECKHX KOMHTETOB M IIPOBEICHHIO
KITMHIYECKUX UCCIIEI0BAHNT, 4 TAK)KE HACTOSIIMM IIOJI0)KEHUEM U CTaHJapTHEIMU
OIIEPaITHOHHBIMH TIPOIIE Y PAMHE.

1.5. OcuoBueble 3amaun JIDK:

1.5.1. 3ammura npas ¥ HHTEPECOB, BOBIECUYCHHBIX B HCCIEN0BAHAE HCIBITYEMBIX; 3aIlHTA
IIPaB ¥ HHTEPECOB UCCIIEA0BATEIEH;

1.5.2. BecmpucTpacTHas STHYECKAs OIEHKA HAYYHBIX, KIMHAYECKAX U JOKIMHUUCCKHX
UCCIICNOBAKHI;

1.5.3. OGecneuenne yBepeHHOCTH OOIECTBEHHOCTH B TOM, YTO OyIyT TapaHTHPOBAHBL I
COOIIIOIEHBI 3THIECKHE NPHHIIUIIEI IIPH IPOBEICHAY HCCIeI0BAHNUS,

1.5.4. HesaBucumas 1 00BEKTHBHAS OICHKA 6€30I1aCHOCTH U HEIPHKOCHOBEHHOCTH TIPaB
9eJIoBeKa 10 OTHOLICHMIO K HCIBITYeMbIM, KaK Ha CTa[dM [UIAHUPOBAHUS, TaK X Ha
CTaoud IPOBEICHUS MCCICIOBAHUSA; OIEHKA COOTBETCTBHSA HCCIIENOBAHUS
IYMaHUCTHYIECKUM W 3THYECKHM HOPMaM;

1.5.5. Omnerka menecooOpa3sHOCTH IPOBENEHMs HCCIEIOBAHUA B KAXKIOM OTICIBHO
B35ITOM HCCJIEIOBATENILCKOM LIEHTPE, KOTOPBIM MOXXeT 00patuthes B JIDK;

1.5.6. OmeHka COOTBETCTBHS HCCIENOBAaTENed, TEXHMYECKHX CPEACTB, IPOTOKOJA
NPOBEACHUSA MCCIENOBAHUSA, II000pa CYOBEKTOB HCCIEHOBAHMS, KadecTBa
PaHIOMHU3AlMH IIPHU IIPOBENCHUH KIMHUICCKUX HCCIIEIOBAHMUI;

1.5.7. Ocymectpienue HabMONCHHS 32 COOIOICHIEM CTAHIAPTOB KA9eCTBA IPOBEICHHS
KIIMHAYECKAX HCCIIENOBAHMM U1 00ECIIEUYCHUS TOCTOBEPHOCTH U MOJHOTHI JaHHBIX,
IIOJIy9aeMBIX IIPH JIAOOPATOPHBIX M KIMHAYECKHUX HCIBITAHUAX.

1.6. JIDK ocymecTBiseT CBOIO NESTEIHHOCT B COOTBETCTBHH C YTBEPKIAEMBIMH MM

CTaHAAPTHBIMH OIE€PALMOHHBIME IIPOLETYPaMH, PETTTAMEHTHPYIOIIAMHE:

1.6.1. Ero cocTaB u yTBEepAUBIINIA €T0 OpraH;

1.6.2. Tlopsamok TeKymHX 3acemaHdst i NPOBENEHHS OSKCIEPTHOM  OLEHKH
IPENCTABICHHBIX JOKYMEHTOB II0 HCCIIETOBAHUSM (HCIBITAHMASAM) M BHEIJIAHOBBIX
(SKCTpeHHBIE) I IPOBEICHHS OIEHKH CIIy4aeB BOSHAKHOBEHHUS HEXENATeIBHBIX
10609HEX 3 (EKTOB, BEIIBUBIIUXCS B X0JI€ HCCIEN0BaHNs (MCIBITAHMS) H aHAIA3a
IPOMEKYTOYHBIX  pPE3yJIbTaToOB, UL PEMIeHHsS BOOpoca O BO3MOXKHOCTH
IIPOJIOJDKEHHS HCCIIEIOBAHUS (MCIIBITAHMS);

1.6.3. Tlopsmok HEpBHYHOIO M MOCTEAYIOIEr0 pacCMOTPEHHsA TOKYMEHTAIMM IO
HCCIIEIOBAHHIO;

1.6.4. IlepuoAWd9HOCTH = IOCTELYIOIIETO  pPAaCCMOTPEHMS  JOKYMEHTAUHM IO
HCCIIEIOBAHUIO;

1.6.5. HemomycTuMOCTh BKIFOYEHHs CYOBLEKTOB B MCCIENOBAHHE IO TOro, kaxk JIDK
BBIIACT MUCEMEHHOM 0I00pEHHE (3aKIIFOUCHHUE) Ha IPOBEICHHE MCCIIEN0OBAHMS,



1.6.6. HenmomycTHMOCTE OTKIOHEHHS OT IPOTOKONA WIM €ro H3MEHEHHS 6e3
IPENBAPUTENIBHOIO MHCBMEHHOTO OMOOpEHHs (3aKIIOYEHHUS) COOTBETCTBYIOIIHX
nonpapok JIOK, 3a HCKIFOYEHHEM TeX CIydaeB, KOTIa H3MEHEHHS HATIPaBICHE! Ha
YCTPaHCHHE HEIOCPEACTBCHHOM YIpO3bl CyOBEKTaM WHCCIIENOBaHMs WM, KOTZIa
HU3MEHCHHS KacaloTCA TOJBKO aJIMHHHCTPATHBHBIX M MAaTEPHAIBHO-TEXHUIECKHIX
aCIIEKTOB.

1.7. Crannaptusie omneparuonusie mpouexypsl (mamee -COII), a Taxoke H3MEHEHHS M
TIOTIONHEHUA K HUM (C yKa3aHHWeM [aThl BHECEHHS W3MEHEHWi), pa3pabaThIBAIOTCS
wienamu JIOK, obcyxnmarores u yrBepskmarorcs Ha 3acemanuy JIDK, mOmNHCHBAIOTCS
npexncenareneM JIOK u orBercTBeHHBIM cekperapeM JIDK.

1.8. Ionoxenne o JIOK, u3MeHeHHs U TOMOTHEHHS K HEMY 00CYXKIAIOTCS 1 YTBEPXKIAIOTCS
wieHamu JIOK na 3acenanun JIDK.

1.9. Mecro nposenerms JIOK: Caunkr-Iletep6ypr, yi. Komcomona, a. 12

2. TpeboBaHUS K YICHCTBY.

2.1. JISK dopmupyeTcs Ha MEXIUCIANLIEHAPHON OCHOBE.

2.2. B cocras JISK BxomaT nmIia, 0671aJaf0IMHE OIBITOM M [OCTATOYHOMH KBauuKaIue ays
aHalu3a HAYYHOM M MEIMIMHCKOM HHGbOpMAamuy, a TakkKe IPUMEHEHHS STHYECKHX
TpeOOBaHMH, KOMIIETCHTHBIE B BONpPOCAX KIMHHYECKOH WM SKCIEPUMEHTATBHOR
MEJUIHHEL, (apMaKoTepanyy, HCIONb30BaHUS U3NETHH U MATEPHATOB MEIUIHHCKOTO
Ha3HAYEHUs, IPAXTAHCKHUX IPaB B CBOOOL.

2.3. CoctaB JIOK Brimouaer corpyxamkoB MCU Ne 70 u NpOYHX JIMI[, AMEIOIUX H HE
HMCIOIHMX OTHOMIECHUE K METUIHHE, HE MMEIOINUX 3aNHTEPECOBAHHOCTH, OTIHYAIOIIHXCS
OTBETCTBEHHOCTHIO U MPUHIAIHAIEHOCTHIO.

2.4. JISK cocTOUT KaK W3 MY>KUHH, TaK U U3 )KEHIIMH PAa3HBIX BO3PACTHBIX IPYII ¥ Pa3sHBIX
CIENUATBHOCTEH/TIPOdecCHE YHCIEHHOCTEIO OT 5 10 15 YenoBek ¢ mpaBoM PpeIaroImero
TrOII0Ca X HEOOXOMMMBIX SKCIIEPTOB, M KOHCYIIBTAHTOB ¢ PABOM COBEIATEIBHOTO [OI0Ca,
KOTOPEBIE IPUBHOCAT CIICNHANIbHBIE 3HAHUS, HEOOXOAUMBIE JUIS PEINEHHS TeX WU HHBIX
KOHKPETHBIX BOIIPOCOB.

2.5. Cocras JIOK yTBepimaeTcss pykoBomuteneM yupexaerrns MCU Ne70 wa 5 jer, mocie
9ero BO3MOXXHO Ha3HAYCHHE Ha CIICAYIOMME Cpok, ecnu wieH JIDK cooTBeTcTBYET BeeM
HeoOXommMbIM TpeboBaruIM. B ciydae, ecim wnen JIDK B ciity 06BbeKTHBHBIX IPUYIUH
HE MOXET IIPHHUMATh YYaCTHE B €ro paboTe, OH MOXET ObITH BHIBECH W3 COCTABA IIO
COOCTBEHHOMY JKENIaHMIO, COINIACHO IOJAHHOMY 3asBNEHHIO. B ciydae, ecimm
AesTenbHOCTE wieHa JIOK He cmocobeTByeT 5ddEeKTHBHOMY BBIIONHEHHIO (YHKIHIT
JIOK, oH MOXeT OBITh MCKIIOYEH M3 COCTaBA B COOTBEICTBHH C pemeruem JIDK,
0(GOPMIICHHBIM B YCTAHOBJIEHHOM TOPSIIKE.

2.6. Ilpencenarenem JIOK nomxen Owmite cotpymamk MCU Ne 70, pasOHparomuiicss B
3THYECKHX MpoblieMax, BONpOcax HpaB YeNOBEKa, 3aKOHOMATENbHBIX M HOPMATHBHBIX
aKTax, KacCalomMXCs YyJacTHsd YeJIOBeKa B OHOMEOWIMHCKHMX HCCIICTOBAHMSIX.
IIpencenarens SBIIETCS OQUIMATLHBIM IPEACTABATEIEM KOMUTETA B €r0 KOHTAKTAX C
3aBUTEIIMH, HCCIEOBATEISIMA, Pa3pEIIMTENEHEIME HHCTAHIMAMA. OH rapaHTHpYyeT
COOTBETCTBHE AeATenbHOCTH KomureTa, €ro HOpMaMm, CTaHZAPTHBIM NPONEAyPaM H
3aKOHOJATEIbHBIM M TPaBOBLEIM aKTaM, BeAeT 3acedanme KOMHTeTa W OTBedaeTr 3a
NIPaBUIBHOE BEJIECHHUE U XPaHEHUE JOKYMEHTAIHH.

2.7. Pacnpenenenne 06s13aHHOCTEH WIEHOB OIpeIENAeTCs HHCTPYKIHEH O IeSTeNbHOCTH
(TpuITOXEHUE K HACTOSINEMY ITOJIOKEHHIO).

3. Ilopsimok pa6otsr JIDK.
3.1. Beicimum pykoBomsimum opranom JIDK seisercs 3acenanne wienos JIDK.
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3.2. KoopnuHanueit nestemsrOCTE JIDK 3ammMmarorcs ero Ipelcenarenb, 3aMeCTHTENb
HpeJiceaTesist i OTBETCTBEHHBIH CeKpeTaph.

3.3. lmga Toro wuroObl pemenue 3acemamms JIDK 6pm10 IIPaBOMOYHBIM, HEOO0XO UM
a[ICKBaTHBI! KBOPYM, KOTOPBIH JOJDKEH HCKITIOYATh JTF000T0 WICHA, HMEIOIIEr0 KOHQIIAKT
HHTEPECOB.

3.4. 3acenanus JIDK MOTyT IPOXOMUTE KaK B OTKPHITOM, TaK U 3aKpeITOl popme. OTKpEITasL
¢opma npenmodTHTENnBHA, KOTIA 06CYKICHHIO MOMTIEKAT BONIPOCH! OOIIEr0 Xapakrepa.
3axpeitas gopma ONTHMAIbHA Ui OGECHEYeHHS MPHHIKNA KOH(QUIECHITHATHHOCTH.
3acenaHus MOTYT HPOXOIUTH B 3aKPHITOM (hOpME, €CIH ITOTO IKENAIOT Bpayl W/WH
TaMAeHTE! (WIEHBI CeMel), BOBICUCHHBIE B 0OCYKHaeMyio curyammio. Ha 3acenanmm
MOTyT IPHCYTCTBOBATh, [OIONHHUTEIBHO NPHBJIEKAEMEIE, OSKCIEPTHI C IPABOM
COBemaTeNbHOro romoca. Ecmu wuccnemoBarems, ydacTByolmmii B 06CyKITaeMoM
HccnenoBanny, seigerca wieHoM JIOK, To oB He MoXxer npuHMMaTh ydacte B
TOJIOCOBAHUH, YTO JOJDKHO OBITH IIOJTBEPIKAEHO JOKYMEHTAIBHO.

3.5. Bee unensl JIOK 1 TexHUYECKHMI HEPCOHAN HOJDKHBI COOIIONATE KOH(DHIECHITHATEHOCTS B
BOIIPOCaX, CBS3aHHBIX C KIMHWYeCKMMH wHccnenoBapmsamu JIC uw apyrumm Brmamm
HCCIICIOBAaHMM, KOTOPBIE 00CYXHaroTCs Ha 3acenanusax JIDK.

3.6. Pemenns NpUHMMAIOTCS TIPOCTHIM GOJBITHECTBOM IPUCYTCTBYIOINUX Ha 3acelHaHuu
wieHoB JIOK He mMeromux KOH(IMKTA HHTEPECOB.

3.7. B nponecce pabotsr JIOK BeseTcs mpoTOKOIL.

3.8. IIporokomnsr JIDK xpamsaTcs y mpeicenaTess Wim cekperaps JIOK He menee 3 et ¢
MOMCHTa 3aBEPIICHUA UCCIEN0BAHMU C MOCIENYIOMEel X nepenadeit B apxus MCY Ne 70
AL TATbHEUIIEro HOCTOSHHOTO XPaHEHH.

4. KowmmeHcanuu STHIeCKOMy KOMHTETY.

4.1. Pa6ora JIOK xoMmeHCHpPyeTCs 3aKa39iKOM (cIoHCOPOM), TIPH TOM OIUIATa HE 3aBHUCHT
OT TOro, 0moOpeHs! MU HOKyMeHTH! JIDK MM OTHOCHTENBHO WCCIIeNOBAHUS IIPUHSTO
KaKoe-Iu00 Ipyroe peliesmne.

5. OTBETCTBEHHOCTE.

5.1. JIDK HeceT MOpajbHYIO ¥ IOPHIMYECKYIO OTBETCTBEHHOCTH 32 IPUHATHIE PEIICHHUS,
COITIaCHO NEUCTBYIOMIEMY 3aKOHOJATELCTRY.

5.2.B cmydae meratmBHOro pemenms JIDK o6s3an yKa3aTh IEPEYEeHb KOHKPETHBIX
HapYIIEHUH 3TUYECKUX IPaBHII UM CHOPMYIMPOBATE APYTHE BECKHE OCHOBAHHA.

5.3. JIOK o06s3aH MHGOPMHPOBATE 3aMHTEPECOBAHHEIE CTOPOHBI O CIIy4asx IpOBEICHHUS
UCCIICIOBAHUH, HE TIPOINEIIIHNX STHICCKON SKCIIEPTH3HL.

Hpe,I[CCI[aTCHL JloxamsHOrO OTHYCCKOr0O KOMUTETA
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IIpunoxerueNel x ITonoxeruto o JIOKaTHOM 3THYECKOM KOMHTETE

Hucrpyknus mo nestensHocTH wieHos JIDK

IIpencenarens JIDK.
1.1. O6s3an:

— HECTH OTBETCTBEHHOCTH 3a AeITeNbHOCTE JIDK;

— OTBEYaTh 32 OPraHU3AIMIO COBEIAHMIA;

— obecmeunBaTh OOHOBIEHHE HHGOPMAWH 1[I0 3HAYAMEIM M COBPEMEHHBIM
BOIIPOCaM, KacaroIUMCs STHKH NPUMEHUTEIHHO K HCCIEIOBAHUSAM B 00IacTH
3PaBOOXPAHCHNS,

— obecnedynBaTh OpPraHU3aIMIO PErYISPHBIX 3acenannii JIDK.

1.2. imeet mpago:

— TpHIJIAINAaTh HE3aBUCHMEBIX KOHCYJIBTAaHTOB I IPOBENCHUS CHEMH(DUIECKOM

SKCIEPTHU3HI 10 mpetoxeHHoMy IIporokomy (IIporpaMMer) HCCIeNOBAHNS,

OIIPe/IeNIATh CPOKU MPOBEACHHS IIPEABAPATENBHOIO U MOCIIESIYIONIHX CITyIIAHMIA;
—  BECTH 3aCeIaHus;

— paspabareBaTh OPOEKTH: monoxeHus o JIDK, mnpoektsr COIloB, mman
mestenbHocTd JIDK Ha TeKkymmil rom W BBIHOCHT WX Ha PacCMOTpEHME U
yTBep)Kaenue wienon JIDK;

—BeicTynare or juna JIOK Ha coBerax, coOpaHHSX, COBEI[AHHSIX H HHBIX
MEPOIPUATHSIX.

3amecturens npeacenarens JIOK.

2.1. O6s3an:

— OTBEYaTh 32 MPOBEICHHE 3aCENAHUM B OTCYTCTBHH TpEACENaTeNld B 3a IOMOIIb
€My B IIPOBE/ICHUM 3aCeIaHuUit;

— OTBEeYaTh 3a OSKCHOEPTH3y KIMHUYECKUX HCCIeIOBaHUM, 0oOeclednBaTh
OOHOBNIEHWE HHYOPMAIMM @O 3HAYAMBIM H COBPEMEHHBIM BOIPOCAM,
KacaroIMuMCsl  3THKHM IPUMEHHTEIIBHO K HCCIENOBaHHSIM B  00IacTd
3IpaBOOXpaHEHUS.

2.2. lmeer mpago:

— y4YacTBOBAaTh B paboTe 3acemaHus;
— BBICKa3bIBaTh MHEHHE.
Cexperaps JIDK.
3.1. O6s3an:
OTBEYATh 3a OpraHu3aluio 3(G(QEKTHBHOIO NENOMPOU3BOACTBA IO KAXKIOH
TIOJIyYEHHOM 3asBKE;
—  OTBE€YATh 32 NOATOTOBKY, BEAECHUE U PACIIPOCTPAaHEHHE ITAITOK MCCIIe0OBAHMIA;

— TOTOBHTH H PacChUIATh IIOBECTKY JHS ¥ BECTH IPOTOKOJIBI 3aCE[aHMSI;
—  Bectu gokyMeHnTanuro JIOK u apxwuga;

—  OCYINESCTBIATH CBA3H ¢ wieHamu JIOK u momarensamu 3a4B0K;

—  JIOBOJIHUTH PEIICHUS MO 3a9BKE JI0 IONATEIL;







































