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MNpeancnoewne

1 NOOroTOBRNEH 3akpeiTeiM akunoHepHsy obwectooM «MEOWTECT» {3A0 «MEOWTECT®) Ha
OCHOBE COBCTEEMHOM Sy TEHTHHYHOID NEPERoda HA PYCCKMIA A3bIK MEXIYHAPOOHOMD CTAHOAPTA, YEA3aAHHOo B
myHKTE 4

2 BHECEH TexHWYackns HoMUTETOM No CTAHOapTHaIaUWd TH 436 « ¥Npasnaxie kaqdecTRom ME0uLHH-
CHMX H3OENHAn

3 YTEBEPHIOEH W BBEJEH B AEWCTEBME NMpukasosm DefepansHoro areHTCTEa N0 TEXHAYECKOMY
DEMYNAPSEAHAK M METROMNOMMK 0T & |WioHA 20748 1. Ned97-cT

4 HacToAWMA CTAHJAPT MOSHTHYEH MexOyHapogHomy crangapTy MICO 141552011 «KnuHAYeCKie
Hoonegopadus. Hagnexawan KnNddkrseckas npakthkasz (150 141552011 «Clinical investigation of
medical devices for human subjects — Good clinical practices), exnoYan TEXHWUYECEYKD NONpaBKY
IS0 141552011/ Cor 1:2011.

HavmeHoeaHwe HACTORWEND CTaHOApTa HAMEHEHD OTHOCHTENEHD HAMMEHROBAHHA YEIIAHHOMD BMEHDY-
HAPOOHOMND CTAHGaNTa ANA NpWBEededna B cooTeeTcTEMe ¢ TOCT P 1.5 (nyseT 2.5).

MK NPHMEHEHKA HACTOALLETD CTAHOAPTA DEKOMEHOY B TCR MENONbA0BATE BMECTO CoblNOHHbEX MER LY HA-
POOHBEIX CTAHAAPTOR COOTBETCTEYVIOLME MM HALWMOHANEHLIE CTAHOAPTE PoccuAckon Pegepauns K QeRcTEYIo-
LYHE B 3TOM KSHECTRE MEXTCCYJAPCTEEHHEIE CTAHAADTE, CBEOSHWA O KOTODbLEX NPHUEEJEHEI B QONONHATENRHOM
MEANoHeHNE OA

5 BAAMEHTOCTP MO0 14155-1—2008 TOCT PMCO 14155-2—2008

Mpasuna npuMerenus Hacmoswe2o cmawdapma yemamwognesds @ FOCT P 1.0—2012 (paaden 8).
Hughopaayua of uaMeHsnuay ¥ HacmoAweMy cimandapmy nybnukyemcd & exesodtom (N0 COCMOANLIIN M3
1 Aueapa maxyilezo 2008) WhopMaLuoMHoM YKkazameans « HayuonansHeie cimandapmers, a oPuyuanbEsiL
MEKCT UIMEHEHUD U TOADa80K — & SMeMEeCHYHOM UHDORMALUOMHOM Yrasamene «HayuoHansHee cman-
dapmeis. B eApyae nepeciiompa [Iamakbi ] Ul omMeH s HaCmoaLess cmaqiapma CoOMNmEemomeyioas yae-
dornerue Gydem onyBnukogana @ BNUKAHLLIEM abiMycke SMEMECAYHOZD UHDODMALUGHHOED yRAZIMEns
s HayuoHansMaie cMandapme s, Coomeamomayolas iHiopMayus, yeedornenus W iMeKcmel DaIMe L ai0m-
CR MAaKWE @ UHPoDMaUUoHHoN chcmaMe aSIes0 NonbIoganud — Ha aduyuansHol caime DedepaneHioss
A2EHMCMAa N0 MEXHUYSCHOMY DESyTUBOEIHUID U MEMPONC2UL & Cemu MHmMepHem [gost.ru)

B CravgapTiadopm, 2015

HacToRWWA cTAHOAapT HE MO#ET BkiTe NONHOCTEH MNW YACTHHHO BOCNDOHIBEEH, THDAKWDORAH W pac-
NPoOCTRaHEH B KaYecTee oUMansLHOr Hagauwa Gea paspewerva DelepansHons araiToTEA NO TEXHWSECKD-
MYy PEMYIHPOEIHAIO W METRONOTAW
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BeepeHwne

MexayHapoiHas Opradkiiagkia No cTadjapTiaadyi (MCO) AsnseTCq BoeMdpHod dedepaumMel Hauuo-
HANBHEIX OPrAHW3AUWA No cTadgapTeaauky (KoMuTeToR — unedos MCO). Paapabotea sewgyHapogHbix
CTAHOARTOR OGLIMHO OCYLECTANAETCR TeXHHYSCKHMK KoMATeTaMK MCO. Kauk b KOMUTET-UNeH, 3auHTepa-
COBAHHBIN B EATENBEHOCTH, 4NA KoTopoh Owin coagan TexHHYSCKi KOMWTET, MMeaT Npaes OwlTe NpeacTan-
NEHHEM B 3TOM KomuTeTe, MesayHapodHse NoaBHTENECTEEHHEIE W HENDABHTENLCTEEHHLIE TRTaHAIALKM,
HMEnw«e ceqad © MCO, Take NpUHMKMaInT ydactve B pabotax. YTo kacaeTcA cTaMdapTyIauMd a obnacti
anekTpoTexHukd, 7o MCO paboTaeT B TECHOM COTPpYOHWMYeCTEe © MexoyHapooHo® anNekTpoTeXHWYeCKoR
KoMuCCHeR (M3K).

MpoekTe MexayHapodHslx CTAHgapToR palpabaTteBakToA B COOTRBETCTEMKW C NpaBwnamd Ouper-
THE MCOMIK, HacTe 2.

OoHoBHan 3a0a4a TeXHNHECKME KOMUTETOR JAKNKHAETCA B NOOroToRKE MEROyHaApOLHEY CTAHOARTOR.
MpoeETsl MEKIYHAROOHEX CTAHZADTOR, NEHHATEE TEXHUYECEMMA KOMHUTETAMK, DACCEINAKTOA KOMHTETaM-
HNEHAM H3 FONCCoBaHWe. VX onySNWcBAHNE B Ka4eCTEE MEMOYHAPoOHLIX CTaHgapTos TpebyeT 0aobperma ke
MeHes 75 % KOMUTETOB-4NEHOE, NPHHAMAIOWHE YYaCTHE B ronocoBaHkM,

CneayeT WMeTe B BHEY, Y4T0 HEKOTODLIE INEMENTL HACTOALWErD CTadHdapTa MoryT OwiTe OOBEKTOM
nartedTieE npgag. MCO He seceT OTEETCTEEHHOCTH 338 WASHTHMEAUWMID KaKoro-nubo ogHoro Wnu Boex
NaTEHTHEE NEas.

WSO 14155: 2011 Bn nogroToened TexHUHecknM koMaTeros MCOITK 194 abronor4eckan oueHka
MEQUUWHCKME W30EeNWHA».

HacTOALWMA CTAMAAPT BEMINYasT TeXHYeckyin nonpaagy MCO 141552011 Cor 1: 2011, a Takswe oTme-
HRET 1 samedaeT TOCT P MCO 1415512008 W TOCT P MCO 14155-2—2008.
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rOCTP HUCO 14155—2014

HAUWOHANBHBIW CTAHOAPT POCCUMWUCKOW GEONEPALUMM

KNAHWYECKME WCCNEQOBAHMA
Hapnewalan KNMHWYESCKAA NPAKTHEA

Clinical investigations. Good clinical praclics

Oara eeegeHdsn — 2015—06—01

1 OBnacTe NpUMEHEHUA

B HacToAWe M CTaHZapTe PACCMOTPEHA HAONEKALAR KNAHKYECKAR NDEKTHKE NNaHd POBaHHA, NPoBERE-
HIWA, OOKYMEHTANBHOMS OROpMIEHKA 1 NPEOCTARNEHHA PR3y NETATOR KNWHWYECKMK MCCNea0BaKMA, NPOR0EA-
MulX C yHACTHEM YeNoBeKa, ANA OUsHKK Ge30nacHosTd WNd ©yHKLWOHANBHLIX XADAKTEPUCTHE MEdHLHHCKHY
HIOEenNWi B UeNAX peryNMpoBaHKua.

MpHHUANG, YCTAHORNBHHBIE B HACTOALLEM CTAHOADTE, TAKEE NPHMEHIAM b KO BESA NDOY UM ETAHUYECEARM
HCCNEnonaMAARM, M WX CNegyeT NDUMOe DEMBATECA, HACKONEKD 3TO BOIMONHD, C© YHETOM XapaKTepa EnuHHYackD-
Mo MCCNEO0BaHKA M HALUWOHANLHBIX DEMYNRDYIOWME TPeGoBaHAHA.

B HacToAlEemM cTaHgapTe onpeaancysl obuwwe Toebosasna, HanpanneHHbIg:

= Ha 33Ty Npae w obecnevesrre BezonacHocTH ¥ BNaronocny4na moagi;

- oEECneYsHneg MCNONEIOBAHMA HAYYHBX NOOXOO0E NDW NOOBROEHA KNMHWSECKOrD HCCNeOoBaAHWA 1
ofecnedaniig QoCTOBSDHOCTIA Da3YNETATOR KNMHWYECKOT0 MCCNad0BaHWR;

- ONQEAenaHWe OTEETCTESHHOCT CNOHCORa W OTEETCTBEHHOTD MCNONHWTENA,

- COOSRCTEME CNOHCODAaM, WCCNeioBaTEnAsM, ITHYECKMM EOMWTETAM, PerymMpyiolliek BRacTAM K
DPYTAM OpraMam, BoBNeYeH M B OUEHKY COOTBETCTENA MEOHUMHCKHX MIDEnin,

HacToAWKWA CTAHIAPT HE NPHMEHKM K MEJALWHCKNS MIGENKAM ANA i v QUardocT i,

Mpusesadne — CTadnapTsl, paspaboraddHee WCO/TH 194, npeaHazHa4eHsl ONA NEHMEHEHWRE E ME0MLUKH-
CEWM HEJENAAM 8 Yenowm. [MoNs30B3TENM HACTORLWEID CTEXAADTE GUMHHb OUEHMEATE, HE NPAMEHAKTCR MK £ PRCCMATDN-
BASMOMY HCCNEAYEMOMY W3LENHE(AM] TACKE IpYIHe CTRHOBRT: Hidn@] TpeBoEaHHwa.

2 HopmaTHBHLIE CChINKK

B HacToAwWeM cTaHoapTe WCNOoNbLIoB3HA HODPMATHEHAA CChIMED Ha CHEOyWMA MeEknyHaDooHEA
CTanQapT:

MCO 148712007 Mapgenma megruHcke. NEMMEHEHKE MEHEOMMENTA PUCKD K MEOMUMHCEMM M3genn-
am (150 149712007, Medical devices — Application of risk management to medical devices)

3 TepMHHB! W oNpeaeneHna

B HacToAwWeM CTaHIapTe NP MeHeHE CNagyiowHe TEDMUHEl C COOTEETCTEYMILLMMIA ONpedenaHRAMIA

3.1 HebnaronpUATHOSR (HEXENATENLHOE) BoaaercTEWE Hanenua; ADE (adverze device effect; ADE):
HeGnaronpuatHos cobniTHe, CERAAHHOE C MCNONEIOBAHWEM MCCNEdYEMOrd Medu MHCKOrD HIO2NHA.

I PAMEYNAH®E 1 — .':l.E:- HOE Onpedengd s BKNDYaaT »eBNarcnoUATHeE cob EITHA, BEEIEAHHEIE HEQOCTIATEAM M

ANH HEEQEEKE3THOCTER AHCTRYEGHA NOD 3ECANYATEYWA. FESMELWEHHKD , WMNN3HTAUNE, YLCTAHOEBES, 3 TAKKE nsafof clon B pa-
BOTE MCCNegyEMord MeQHMUMHCKOMD Wagenda.

I pHMEYMAHWE 2 — NasHoe anpeganasie EKNEFEST Nlbe CoBHTAA, BEIBAHHEE OWHGROR AHCNNYETAUNE
W HAMEDEHH=I M HENPEEANEHEM NEWMEHEHAEM HCINS0YeMOrD ME0MUHHCEOND @3 gend .

ManaHue SpHUManbHoe
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3.2 metnaronprATHOoE (HexenatensHoe) cobuiTre; AE (adverse event, AE): Nwtoe nexenatensHoe
M EOHUMHCKOE NPOARNEHWE, HENPEIBMOeHHOE 2a00NeaaHne WKW TRABME, 8 TAKKE HENENATENEHLIE KTHHAYeC-
KME MDHIHAKK, BENIOYAA 0TENOHeHMe NafopaTopiel NOKAZATENESA OT HOPMBI ¥ CYOLEKTa, NONLICRATENS MM
mofaro QpYroro NMUa, KoTORoE MOMET BTk W HE CRAZAHHLIM G WCCNEOYEMbIM MEOWLMHCKMM W30ENAE M.

NMpumewannme 1 — JaxHoe on pEO2NEH e BN KHaaT cOOBITUR, CEAIZHHRE HCCnedyerbisd MEJWLLMHCEMM W3-
deniem HNA #30en«dem ans CpasHe HiR.

Mpumeusaga e 2— JdaxdHoson PEOSnNeHWe BENKYaeT CcoOfLITHR, CEAIHREE C HONONeIYeEMbIMK NDPOGSOYPaMH.

Mpumewasune 3— [0nAnonsicearensd unw APY¥rdy NEL JaHH0e cnpalang e OrpaH@cHBasTea cobel THRMMH,
CEAIAHHEMA C HCCNE80yeMBiM MEJULAHCKWM H30ennamMm.

3.3 aygwut (audit) CucTemaTHyeckan HEIABMCHMARA NPOBepKa OEACTEMA M JOKYMEHTOR, CBRIAHHEY C
HAMHWYECKMMK MCCNegoRankuamia, 4NA onpegeneHMa, NPoRoEATCA N 3T ASRCTEME 1 BEOYTCA N 3anHcH
OAHHBEIX, AHANHIHPYETCR Nd TOMHOCTE NEReJaABAEMEIX AHHLIX B COOTBETCTEMK ¢ CIP, CTangapTHEMK pado-
YKMK NDCUEgYEaMK, HACTOAWMM CTAHOAPTOM B NPAMEHHMEIMA HODMATHBHBLIMA TREGOBAHAA M.

3.4 cnenod MetogiMackdpoBanmne (blinding/masking): MaTtog, npd NpAMEHEHRA KOTODOMD OOHOA KM
HECKONBKAM YHSACTEYOWMM B KNHHAYECKOM UCCNEA0BaHHK CTOROHAM HEWSEECTHO, KAKDE HMEHHD NeYaHe

HAIHAWEHD CyHhEHTY WCCNEnoBaHnua.

Mpuwmesande— Mpoctold cnenod smeToq ofkyso NOOPAsYMERAET, 4To CyELeKT{H) HE OCEEOOMNEH(B) O HE-
IHAMEHHOM NEveHad . JeolHon cnenol meTod olesHo nogpasyMeaeT, uTo cybkerTs), wccnegoeatens{u), Halnwgatens
(MOHUTOP) M, B HEKOTORE X CNYY3RE, IMABHEA 3KCTENT HE OCESQ0MNEHE O HEIHAHMEHHOM NEYSHWM,

3.5 MHOWBWOYaNLHAA pEricTpaumoHHan kapTa; CRF (case report forms; CRF): Habop pokyseHToR B
ByMaKHOM BAZE, HA ANEKTROHHOM UMK ONTAYECKOM HOCKTEME ONA Kanoro cyibekTa, B KoTopsx cornack CIP
Janvcaxa MHpopMau kA, ROTopyio HeohXoOMMo NPegocTaBnTeE CROHCODY.

3.6 KNHHWYeCKo® HoonegoBaMke (clinical investigation): CHCTEMHOE HOCNEO0BARWE CyHaCTHERM OOHO-
ro uny Dones Yenoeeka B KAYECTRE CYSLEKTA, NROBOOMMOE ANA CUEHEN BEaonacHOCTI MK iy HKLMOHANEHE X
XADAKTEDHACTHK BEDM LA HCKOTD MA0EMKa.

Mpumesas e — alNHEMHECEO0S KCNBITAHWED WA 4 ENEHRYSCROE MIYYeHWE» ABNAKDTORA CHHOHMMAME TEDMWHEE
AENHHAYeCE0S HCCNEd03BHMER .

3.7 nnaW KNHHKRYeckoro MccnegosanKa; CIP {clinical investigation plan; CIP}) JORyMEHT, B KOTODOM
YCTAHOBNEHE OBCCHOBAHWE, LEMW, TPOSKT {CXeMa ) MCCNE L0BaHHA U NPeancnaraeMsii aHanna, MeTogonoria,
MOHHTODHHT, NPOBE0EHKE M BEOEHME JANKCEA O KNAHWYSCKOM HECNEO0BaHMIA.

mn PUMENMBEHNWE— 1EFIM-.‘GH ANPOTORCN Y ABEMASTCH CHHOEHW MO allFe, TeM He Mesas, CNOED SMPOTTESNS HEET
MHOMD PEZIMNAYHE X SHESEHWA, HEKOTORE B M3 KOTORE X HE CERIEHE C KNWHAYECERME WCCNS00BEHMA M. Taw#e 3TH 3HAYESHHA
B PASHEX CTRAHAX MOTYT fieiTa PEANMN Hel s, HGBTGM!,I B HACTORLWEM CTAHIA0TE MCNONEIYETCR TEQPMEH CiP.

3.8 OTYET O KNHHWYECKOM MccnegoBanri (clinical investigation report): JORyMEHT, ONMACLIBAIOLWLAA
MEOEKT [CReMy) HCCNEoeaHkna ¥ &ro BelMONHEHWE, CTATHCTHYECHHA aHanka W peaynsTaTel KNHHAHECKons
WCCNEqoBaHHes.

3.9 KnWHWYECKHE PYHEUWMOHANLHLIE XapakTepucTirl (clinical performance); PeayneTaT npymMane-
HAA MEHLMHCKOND MA0ENHE MM SUeHES CySRekTal0s ) KNIMHHYSCKOND MCCNEQ0BEHWA B OTHOLUEHM M ML H-
CHOMD M3OENHA, CBRIAHHAA C 70 NPEQYCHMOTDEHHEIM HAIHAYEHWEM NPK YCNOoBKK NEABANEHOMD NPHMEHEHAA K
COOTRETCTRYHIWEMY (MM} CyELekTy(am ) KNHHNYSeCcKOrD HCCnedoBaHHa.

3.10 womnapaTtop (comparator). Megayueckoe wagenue, newelHo-gUArHOCTUYECKaA npouedypa
(HANPHUMED, BETUEHLIA KOHTRONE), NNaWeE0 MNK OTCYTCTBHE NEYEHHA, MENONEIYEMBIE B KOHTRONBHOA rEynne
MR ENAHAYECKOM KCCMed0BaHHM,

3.11 KOHTPaKTHaA HCCMEeJOoBaTeNkLCKaA opranMiayna; CRO (confract research organization, CRO):
PUIMHBCHOE WK IOPUIMHECKOE NUUD, KOTODOS B DAMEAX ACIOBODE CO CNOHCOROM BRIMONHAET GQHY Nk Boneea
OGAIAHHOCTEA W PYHELKA, CRAIAHHBIX C NPOBEOSHHWEM KNMHHYECKOr0 MCCNELoBAHKE.

3.12 woopguHaTop-wccnegoBaTens (coordinating investigator): Mccnegoeateans, HAZHAYEHHEIA CNOH-
COpOR ONA KOOROMHALWA paboTe B X008 MHOTOUEHTDOBITD KNMHAYECKOND MCCNedoBaHHA,

313 KOMMTET MO MOHWUTOPHHIY AamHLix: DMC (data monitoring committea; DMC): Heaapucumsiia
KOMHTET, KOTOPEA MOMET DelTe COI0aH CROHCODOM QNS OLUEHKK YeDed ONDeqenaHHbe HHTEDBaNb BREsEHHA
X008 KNHHKRHSECKOrD MCCNe J0BaHKA, AaHHLIX Mo Gea0nacHCCTH MNK BEKHER BalX00HBX NapaseTRos Oy HKLHOS-
HAMBHEX KADAKTEDKUCTHK ONA QODMADCERHUA PEKOMEHTALKA CNOHCORY O UenacoobpasHocT i NpoaorkeHIA,
MEHOCTAHOBKH, MIMEHEHKA WK OCTAROBKK KNTHHAYSCKOrD KCCNedoBaHuA.

2
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Mpraredadse—MNpamepandy DMC RENADTEA ©0PMEH NO MOHATORHHNY JaHHE X no BeaonacHocTy (data aafely

monitoring board, DEMEB ) @nNKM aEOMUTET NO MOHMTOPUHNY JEHHER no GeacnacHocTy (data sefaty monitoring committae,
DSMC]s.

314 orwnonedue {deviation) Cnyyai (cnywan) oTCTYNNEHHUA, YMEILWNEHHOMD KW CAYYanHorg, oT Tpe-
Gosanuin CIP.

3.15 Wepgocrarok wagenun {device deficiency). HecooTaeTcTEME MEQWUKHCKOMD MAgenHa TpeboBaHn-
AR K Br0 WOSHTAEHEALKKA, adecTay, HAOSKHOCTH, ACNToREYHOCTH, DE30nNacHoCTH MK ByHELKOHAMNLHEIM
XAPAKTEDHCTHEAM,

MpumredyadHse— HeoooTATEM W3DENHA BENKHYIHNT OTEASH, OWWEKH 3KCNNYATAUMK W HEAOEHRATHYH MEQKW-
DOEKY.

318 WHoHeudan Toua (rnaBHan) [endpoint(s)]. BasMedwna nokazatens(k), Wononeayeseile) ana
NPOBEDHKH OCHORHOH MANGTE 3kl KNKHAYECKOrD MCCNenoBaHHA.

317 HoWeudan Touxa (uenw) (BTopuusdan) [endpoint(s)]: Mokaaatene{n), ncnoneayemed(e) ana npo-
BEPKA GONONHATENEHBEX TANSTES KNMHAYECKONS KCCNeaoBaHHA.

318 aTHYeCcKHH KomKTeT; JK [ethics committee; EC): HeaaBWCWMEBIR KOMWTET, OTRSTCTEEHHEINA 33 aHa-
M KNHEASSCKOND MCCNedoRaHHA B Lenss 3awWKTe npas ¥ obecnesedds GesonacHocTd W Gnarononysmna
MEGER, NPAHEMAIOWHX YHACTHE B KIMHAYECKOM HCCNedoaaHKim.

I PAMEBY3HWE— B PEMEAX HECTOAWEND CTEHABRTE v ATHHSCKHAA KOMHTETH ABNASTCHA CHHOHUMOM £ KOMATETE NO
ATHEE MCCNEOOBEAHMAY, aMEIEENCAMOND ITHYECKOMD XOMATETA UWNA sBHYTPEHHER ECMHACCHM N0 KGHTPONS . HOpMET HBMHE S
TFI'E'ti{I'BE.HHFl, KECERWWEeCH ITHYECEHE KOMHTETOE ANK BHEN0TAYMHEX SPTAR0E, 38BWCAT OT CTREHE W PETrAGHE.

3.1% renoTeaahypothesis) YTeepsgerwe, noopepraKleaca NPOBEDKE, OCHOBAHHOE HAa UEBNAX M Kaca-
OWeecA GesonacHoCTi WKW EYHELHOHAN EHEX XapaKTepUCTIE WCCNeOyeMons MeJauMHCKoro WagenUs,
HCNONeIYEMoe ANA paipaboTiM KNTHHUHECKOND MCCNeoBaHuA, KOTOPOE MOMET BT NOATREDEOEH0 MK oNpo-
BEQIHYTO HA OCHOBAHMIA DE3YNETATOR KNMHMYSCKOrD MCCNeJ0BaHME M CTATHCTHUYSCKME BRIMUCTEHMA,

I pAMEBYA3HAS— UCHOBHEA TMNOTE3E RENASTCA CRpEaen A nmM pakTopos GearnacHICTR HoCnenyasond Ma-
OWUAHCKOND WAAENWA @RH NAapaMeTpoE & hyHELHOHANBHE X XADAKTEDHCTHE W ofiniH MCNONsIYETCH JNA BRYACNEBHHA
ofbema Baibo PEH. Takke Mo T BhiTE GUSHEHE AONOMTHATENEHEIS THROTE3H, KACA DLIWECH APYTHE 33084 ACCNedcEasMa.

3.20 HelaBWcHMBIA (indepandent) He BoaneYeHHBIE B NPOBEOEHKE KNAHWYECKOTD HCCNEQOoBaHuA, 38
HCENKHEHHEM CNeUWansHD JenerMpoBaHHoR OTBETCTBEHHOCTH, ANA NPELoTESAWEHHA Npe0BIATOMND OTHOLWE-
HIHA MIMA KOHDNHETA MHTEReCOE.

321 npougcc NONYyYeHWA HHQopMUpoBaHHoro cornacka (informed consent process): MNpoueco, B
HOOQE KOTOROrS NAWY NPEQOCTAENAETCA NONHaR WHgopMaurs 1 BepeTeA QoS poRONEHOE COFMACHE Ha YHacTHe
B KMNAHKYECKOM KOCNed0BaH N,

I pPAMEYEHWE— MaPoprupoBASHOS COMMBcHS MMKCHPYETOR OORYMEHTANBHD C NOMOLULS NdCBMesHOR op-
Wil M OpMEPOBEHHOND COMAcHA C NWSHOW NOONHCE D W YEaZanHeM 0aTk .

3.22 wcconegoBarenscEMi eHTp (investigation site ). YupexgeHre vnu MECTo, B KOTOROM NPOS0SMTCA
KMAHWYECKOE MCCNE00BaH e,

1 PAMEBYEHWE— B PEMEEX HECTORAWEND CTAHLAPTE A MCCNEGOEATENECKHAA USHTR: ABNRETCA CHHOHMMOM aMec-
Ta HCCNeoBaHMAn.

323 Wconegyesos MeOuUMHCKOe Wagenwe (investigational medical device): MegWUWHCKDE Magen4e,
KOTOPOE B X008 KNMHMYECKSro MCCNeJosaH1a OUeHMBABTCA Ha NpeaMeT BeasnacHoOCTH MK PE3YNETATUBHOC-
TH DYHELUHOHENEHEX XaPaKTEDHCTHE,

r pHMBEYAHAE 1T — DaHHoe Onpefengdsae BEKMNODYAET MEJWMEMHCERS WiJannRa, Yxe NpelCTABNEHHSIE A pPelHEE,
GUgHMBaaMEe ANA HZBOMD NPEAYCMOTPEHHEOMD HAIHAYEHAA/MPHEMeHe HHR, HOBOW RONYNALUKY, HE NPAaSMeT KCNENs3IGEAHKWA
HOEEIX MATEPUENCE HMTA MIMEHEHNA KOHCTRYELL A,

I PHMEYAHWE 2 — B HACTORUWEM CTEHOSDTE TEDMEHE « MCCNERYEMOS MEOUURHCKDE W308NHes W « MCCNanye-
OB H3O2nNHes ABNASTCA EAIBWMOIEME HASMEI M.

3.24 wmconegoBarent (investigator). OTZeneHEA YNEd KOMaHOE WCCNegoesaTened, HaiHaYeHHBIN 1
MNOOHMHAIOWHIRCA MMABHOMY MCCNeJOBATEN0 B MCCNEL0BaATENECHOM UEHTDE GNA NDCEEJ8HMA CCHOBHELX NPO-
Uedyp, CEAIAHHEE CEMAHKYECKAM WCCNEO0RaAHMEM, WK BNA NPHHATHR BANKHEX DEILE KA, CERIAHHEIX G EMHHA-
YECKEMM MCCNEenoBaHMERM.

M pPpAMEBEYEHHAS— OTOeNbHER “NeH EoMa3HOe WCCNeJnsaTensd MoseT TAkEe HAZBAThCA -lGj'E-HL'L'J'IE'.ﬂDEE-
TeNks UMW e CONCCNEOOEATENER.
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3.25 wypHan (Gpounopa) mccnegoeatena; |B (investigator's brochure; |IB): CaogHoe wanoweHwe asTy-
ANEHOH KNAHRYECKOR W HEKNHHRSSCKOA MHOODMA LKA 00 ACCNe Dy EMOM MEOHUHHCKOM MAOENHWAL AR ), 3HIYH MO0H
ANA ENAHAHECKONS KCCNenoBaHAA,

3.26 JAHOHHLIA NONHOMOYHEIA NpegcTaguTenk (legally authonzed representative); DHIAHECKOE MM
FIDMORHECKOE MALD, MNK MHOA CYELekT Npasa, 0GnagaseliMi B CHNY 3880Ha NPEBOM JARATE COMMACHE HA YYasc-
THE B KNHHAYECKOM MCCIeOoBaHHH OT AMEHK NOTEHUWANLHIT0 CYyDBEKTa HOCNEQoBaHKA.

3.27 ebBon {malfunction): OTeaa wconegyemorg MegHuUMHCKOrS Wagenks OyHEUMOHMOoEaTE B COOT-

BETCTAMM & Bro NPEOYCMOTPEHHEM HASHAYSHHEM NPKM YCIOBMH, 4T MAOEMNHE WCNoNBAYETER B CODTRETETRMM
C MHCTRYEUHAMK NO IKCNyaTaumEE wnn CIP.

3268 MepgduMHcKos wafgenwe (medical device): MioBol MMCTRYMEHT, annapart, NpUSop, 0S0pyaoaaAHNE,
noucnocobnedue, KMNNAHTAT, Nogorpasuyos checneqeHe, MaTapran Uy Joyroe CXogHOe WK CaAZaHHoa
HAOENKE, KoTOpOe!

a4} NpegHaIHadYeHo HIroTOBUTENEM ANA NDUMEHSHAA K 4eNoREKY, OTIENEHD WK B COMETAHNA C ARV MM
WMAGENHMAMK, ONA JOCTHAHEHWA OOHCH MK Gonee CNegyiowMy LUenai:

1) awardocTyEd, NpounaKTiEM, HaBMngeHuA, NeYeiina Nk obnerdye A aaboneaauii;

2) OMArHCCTHEM, HAGMmogeHua, nedeHdna, oBnerde e UMK KOMNEHCALMA HARYLLEHHBE MO YTpaYeH-
HElX HIHONOTWYECKNE YHELNA,

3) MCCNEfoBAMMR, IAMEWEHWA MW HIMEHEHHA AHATOMAYECKDITS CTROEHMA MNH DUIHONOrMEECKINX
NpCUECCoR;

4% nopdepsadia KHaHeJeATeNsHOCTH,

5 NpegoTEpALLEHHE MW NPEPLIBaHAA DepeMEHHOCTH,

Bl Ae3rHEekUME MEOHLMHCKAX WaTensii;

B} HE OHAILIBAET CROETD OCHOBHOMD NDEAMAIHAYEHHOND JeACTEHE BHYTRM MNK HA NOBSDXHOCTH TENa
HEMNOBEKS 13 CUET DEPMAKDNOTMYECKHE, MMEYHOMOMHYECEHE MM MaTAD0NUYECKM CPeACTE, HO KOTOPEIE, TEM
HE MaH2a, MOoryT CRoCoSCTRCEATE NPESYCMOTREHHOMY (EYHKLWOHKMPOBAHMD HAOENHA.

MoumMme-sanmne— IE'FIHHH #ME0HUMHCRDE A3fendes OBHHD oNpedenfReTor HAUMOHANEHOH CHCTEMOW BEryns-

POBAH@A MEORLWHCEMYE HA0ENMA. B USnNAX HACTOAWEND CTAHOARTE B AAHHOE ONPE0ENSHAR HE BXOOAT s MEdHUMHEEHE Hie-
MHA AR N WG DRarHoCTHEMs (oM. [1], onpegensd«ea 3.7).

3.29 MoHdTOopMHr (monitoring): JesTeneHocTe, CEBAIAHHAA C HADNMOSHHEM 33 X000M ENTMHAYECKOND
HECMEAOBAHHE ONA NPOBEDEA TOMD, YTO JaHHBE MCCNE0BaHHA NRPOBOIATCA M 3ANKCLIBEAINTER, 8 OTHET Pophi-
PYETCA B cooTReTCTEHK C CIP, ZOKYMEHTHDOBAHHEMW NDCUELY DaMKH, HACTOALLMM CTAMIARTOM W NDHME HIAM k-
M DETYIMDY KW KM K TReDoBaHHAMH.

3.30 MHOrOUEHTPOBLIE HCCnagoBaMWa [(multicentre inwvestigation). KNHHWYeCKWE WCCNedoBaHnA,
KOTOPEE NOCBOOATCA 8 COOTERTCTEMKM C €QuWHbM CIP 8 AByX vNK GONee MCCNeQoBaTeNLCKHE LEHTDax.

331 uenk (objective): OCHORHAA UENb NRPOBEOEHHAA KNAHKYSCKOM0 MCCNE00BaAHKA.

3.32 MOMEHT BERDYSHWA B vccnagoparue (point of enrolmeant): MomMedT BpeMeHi, B KoTopeIA Cyik-
EET KNUHHYECHOTD MCCNE0BAHKMA NOANKCEIBAST ¥ AaTHPYET chopMy HHEODMUDOBAHHOID COMMACHa.

3.33 rmaeHeId McocnegoeaTenk {principal investigator). KpanwguuupoeayHoe nuUg, oTRETCTESHHOE
33 NPORELEHHE KNTHHMYECKOND HCCNedoBaHua B WCCNeqoRATENLCHOM LeHTpE,

NMpumewasme | — Ecnd ENWHEMYECKHE HCCNEOOBAHRA NEOBSORTCA FPYNN0@E MWy B MCCNANoBATANBCEOM WeH-
Tp&, MAEHEIA ACCNANOBATENE GTESTCTERHEH 38 PYKOBOGCTED ARHHOH My NnoW.

NMpumewasne 2 — HAeNASTCR NH OTEETCTEEHHEIM EOHEQETHOE NALO HNIK HHCTATYT, MORET 388HCaTE OT ooofheH-
HOCTEA HAUWOHANEHOW CHCTEM S PErYNHDOIBARME MEOWLMHCKHE HINRMNHE.

3.34 pangomezauus randomization): Mpouece pacnpegeneqis CyGLekKTOR B TpyNNk KCCNedoBaHHA
MEOHLMHCEOTND MAOENHA KK B KOHTDONBHEIE FEYNMNEl G HENONEICBAHNE M YETAHOBNEHHBIX NPWIHAHHBIX CTATAC-
THHECKWY METOO0E € UEMNaK CHHAEHKE O0NYCTHMOA NOTPEWHOCTIA.

3.35 nopgbop cybrexTos (recruitment). AKTHMEHLIE QEACTEMA NO MZeHTREVEAUKA CYDBEKTOR, NOOX00A-
LUHX QA BEMKHEHRE B KNTHHAYSCKOE KCCNenssaHHe.

3.36 copbeaHoe HebDNaronpuATHOS® (HEXENATENLHOS) BoOaOeACTEME MagenwRA; SADE (seriocus
adverse device effect; SADE). HefnaronpWATHOS BOAOGACTEWE HIOENWA, KOTOPOE NPUBOOWT K NOABNEHKK
NIoBLIX NOCNEOCTEWN, XAPaKTElHeE ONA CepeEIHOro HetnaronpyATHONS CobRITHA.

3.37 cepbeiHog HeONaronpHATHOS (HeXenaTenkLHoe) cobkiTHe, SAE (serious adverse event, SAE):
HadtnaronpyuATHOS cobRITHE, KOTOROE:

a) NPHBCOWT K NETANBHOMY KCXOQY,
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B NOUBOOMT K CEDESAHOMY HADYLWEHWKG 30000B6A CyOREKTa, HOTOPOE, B CRMO Qe pE Lk, NDHESAMT NMBo:
1) k 2abonepadno Nk TRAEME, YIDORAIOLWENA HA3HM, A
2) yaedeid, Mnu
3) rocnuTanuaaLkE KN ee NEcaAneH o, UK
4] MEgULMHCHOMY KNH XMDYDrHYECKoMY BMELATENLCTEY ANA NPELO0TEDALEHKA 3a00NSBAHKA, YTPO-
HAMLLETC HUIH M, WA Y BE Y]
C) NPUBOOWT K TRABME NNoOGA, TMEENH NNO0A WM ZHOMATAAM WNTW NOROKAM 8o DRIBHTHA.

|'| pHMEYAH®E— MNaHoEaR MOCOMTANKIAUMA MO NpWdMHAM, CYWECTEBOEAR W MM 0 BOIHWEKHOBE HRA CeDEBIHOMND
#efnaronpUATHOND CcoBLITHRA, HNW 4NA 0 POBEOEHWA NpSUS0YD, HendEodMbls cornacHo CIF, Gas CEQLEIHON0 HApyWaHWR
ANOQOBEA HE CYHUTARTOR CERRSIHEHMA HeBNaron puATHEIME Co0E THAMK,

338 McxoaHbLle AanHkla (source data) BoA vedopmManiia B Bd0e ODHIMHANEHBIX ZANKCENA, 3808 DEHHbIX
KOMWA OPHMMHANEHEX JANKCER O RITMHWYECKWY HAXOAKaX, HAENIOOEHHAX KNK QpYToR OeATENLHOCETH B0 BREMA
FMMHHYECKOrD MCCNeaosanHHa, HeoBxoduman OnA DeRoHCTDYELUAH W OUSHMBAHMA KNHHMYSCKOrD Wocnego-
BAKKA.

339 WMCXOOHAA OOKYMEHTAWWA (source documents) PacnedartaHHbie DOEYMEHTR, JOEYMEHTL Ha
ONTAHECKORM WA SMEKTPOHHSM HOCHTENES, COOSPHALLME HCXOOHBIE GAHHBLIE.

Mpusmepsl — BOALHUYHBIE JANUCWKEDME, NaGopEMOpHEIE TaNUCH, OMYeMALIe janucy no oBopydoss-
HUM, HEZBMUEE! (fomozpagh vd, DEHMEBHOSCKUE CHUMKY, 38MUCY, XDPAHRLWUECH 8 uccnedoeaMEeEneCKoM YeHMpE,
& nafopamopuax U 8 Mmedurko-MexHuYeckux omdenas, S0aNaYenHbiy & KIUHLEYE CkUe UeonedosasuR.

340 cnoMcop (Sponsor) PHAIHHECKoS NHLD WK CPradkIauna, HecYWWe OTEETCTEEHHOCTE M MMEKILLKE
OEAIAHHOCTI MO MHALWALWK KN NPOBEREHHI0 KNTHHWHECKOT D HCCNedoBRaAHNA.

M phAMEYAHWE — Ecnn MocnegoBaTens WH AUHHDYET, ZANYCHIET W HECAT NONHYW OTEETCTEEHHOCT: 38 M MHKH-
Yeckoe Hooned0eaH e, MCCNeqoeaTenk TAKES B NCNHAST CONb CROHCOPE W ONPp20enNReToR 8 CNOHOR-WECNe 08aTanNs.

341 cyOLeKT KNHHHYE8CKOro HecnenoBanMa (subject]: Nuuo, NoMHAMAKLWLEE YHACTHE B KTTAHAYSCKIM
HCCNEOoBAHMA.

Mpuredadae— CyibeiTom KNHHUMECKONS HCCNSNOBEHRA MoWeT DelTe 300008 A A0EPOBONSU WIE NALHEHT.

342 HenpegEMOgHHOS CEPLEIHOR HESNATONPHATHOR (HEMENATENLHOE) BOANSHCTREAE HANENHA;
USADE (unanticipated sericus adverse device effect; USADE). Cepeesnoe HEGNaronprATHOE Bo3deRCTAHE
HIOENKA, XALAKTER, CTENEHE BAWAHKA, TAKECTE WM NOCNEICTEHA NDHMEHEHHA KOTODOTS HE BiiNM MgemTHdi-
UMPOBAHE B TEKYWEeR N8 ACTEYVICLEA BEPCHM OTYETA No AHANKIY DACKA.

MprmMeYaHde — JHnlaeMoe cepeeidos HefinaronpeaTHoS ao3nedcTade wagendn (ASADE) AapnaeTca Bo3-
LEACTAMEM, XEQALTAR, CTENEHE BRMAHMA, TRHECTE HAW NOCNELCTEWR NPUMEHEHHA KOTopars Bhing MLEHTHDHLHEOEEHE B
OTHETE MO HANA3Y PRCKE.

3423 owHbBEa IKCANYATAUMHIMPHMEHEHHA (UsSe aror). BeNONHEHAE W HERLINOAHEHWE O8ACTEHA,
NEHBEoLRWEES K YHELAOHUDOBAHAK MeQMUHHCKSTO MAGEN WA, OTNHYaK WEMYCR OT NPELYCMOTREHHOND MAraTo-
BHTEMNEM MNH OXKIAEMOr0 NeNLI0BATENEM.

I puMEYEH®E 1T—HK oAb Kam SHCMMYETALNANPAME HEHAA OTHOCAT NPOMAXH, YNYWEHHEA A BEﬁI'I:.-'H{nE'Hr'!Fl.

I pHMEYaH®e 2— HeoHWAaHHEA PHIMINOTAYMSCKEA DEAKLHA G}'E-'bEﬂiTa. camra no cele we AsnaeTca ownbod
FECNNYATALHHNPHMEHBHENR.

[MCO 148712007, cnpegenesme 2 27]
344 yazemmbin cybwerT (vulnerable subject): Muuo, Ha roTOBHOCTE KOTOPOMD K YHACTAID B KNAHAYEC-

KOM ACCIEL0BAHHM MOHKET MANWWHE BIWATE OMKO3HWE, CD0CHOBAH HOS MK HET, BRI OM,. CEAIANHON C yYacTh-
£ WM HEFAaTHEHOH pEaKLWeER a0MHHKCTDALMKE B CNYyYas aTKa3a oT y4acTHA.

Mpusep — Muia, o2pAHUYEHHEIE 8 degcnocofHOCM U AUE0 MU UE W UECH 88 U3-38 HEPpYWeHUd paIaumus
Wl oy xudeckux safonesaqul, nuus & domax npecmapensix, demu, fedueie, TUWa & Ype3EkivalHE X CUm yalu-
AX, AMHUYECKUE MEHLWLHCMEa, Tuye Gez onpedeneHHose Mecma Wumenscmea, Spodaay, GemeHUs, AUYE,
HecnocolHeie dame uHGOopMUpoBaHH0E coanacye, K dpyaum yRIGUMEIM cyB LM an OIMAOCRINCA, HANPUMEep,
YAeHbl 2EYAR ¢ U8QAPXUNECHON CMPYRMypod, KaK, HanpuMep, cmydeHmel yHYGEPCUMEma, cayelnel Sons-
Hu4HEI0 U RafopDaMopHEId NEpCOHAN, HABMHEIE DAGOYUE CIOHCOPS, B0BHHOCMYRAWUE U 3KMH YEHHBIE.
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4 3TH4YECKWE acneKTbl

4.1 OBuwMe nonoxaeHMHA

KIHHUHECKDE WCCNEd0BaHME JOMKHS NPOROOGHTLECH B COOTEETCTEMM C ITHHECKHMIA NPHHUANAMK, OCHO-
BAHHERMA Ha XensCciHEckor Jesnapagmd (ca. [8]) 3T npruHuKne 3al[wuaio T npasa v obecneddeanT belonac-
HOCTE W DNArononyqHe Noded, 4To ABNRETCA HAKGONEEs BAXHEIM ACTIEKTOM ¥ QONKHS NpERANADOBEATE HAL
HHTERECEMA HAYEH W OBLWECTEA. 3TH NPUHUWNE CNEgYET NOHKMATE, CoBMOOaTE M NDHMEHATE Ha KA O0M 3Ta-
M EMAHHYECROTD MCCNeqoBaHMHA.

4.2 3noynoTpedneHHe BAHAHKEM HNH MOTHEALMA

CnoHcop gonsed waberate anoynoTpefnedna Bnuadnen une motmeayqu cybeekta, HabnogaTtens,
HECMEQoBATENA{EA) MK OPYTAX CTODOH, NPAHKMAI0WHE YHACcTHE WK 0BECNeYqHERI0LWME NPOBESEHKE KNAHK-
WECKOND HOCNeOoBaHMa.

BoeMconeqonaTen Oon#Hel MAGeraTe anoynoTpeGnaH A BNMAHKEM KMNH MOTUBALKWK cyGLaiTa, CnoMeD-
pa, Habnuoarens, Goyrors dccnegosaTena| el M Opyrds CTOROH, NEMHAMELWWE YHacTHE MNk obecneqnea-
FILLME NPOBEQEHHE KNMHWHECKoro MConegoaannag.

4.3 KoMneHcauwa H JoNonHETENEHOE MEOHUWHCKD® OBC Ny HBAHME

CyALENTaM KNUHWYECKOND WCCNEA0saHMe MOKET BENNaYMBATECH KOMOBHCALWA IATPaT, CEBRAIAHHEIX ©
YUACTHEM B KNMHHUECKOM MCCNEQOBaHHN (HANDUMED, TRAHCNOPTHRIX PACKOOOE), BCIM ATO GOMYCKIBTCR HaLM-
OHANEHERM PEMYTMDYIOWMMKE TPeBoBaHNAMK, 0OHAKo OAHHAA KOMNEHCALMA HE QOMEHE BeTe HACTOMNBED
BonLWOR, YTofEl 4PEIME0H0 MOTHBMPORATE CYELEETA KNWHHYECKOTD MCCNAO0BaH WS K YdacTHIO.

Oomsay GeiTe COZOAH W SA00KYMEHTHRORAK NNaH A0NONHUTENEHOMD MEOULMHCEOTD OBCNyIHMBaHWA
CyGLEKTOR, NOCTRAZAaBWKMY OT HeBNaronpHATHEIX COBETWA, CEBRIAHHEBIXN CYHACTHEM B KNWUHWYECKOM WCCNe -
=TT

Mpuwme«wande— [QaHHsE NNAH MoxeT BuTe 06EEKTOM HELMGHENEHOH GCHCTEME PETYAHROBEEHAR MEOWSHHCKAY
HAdemua.

4.4 OTEOTCTEEHHOCTR

Boe cToOpOoHL, BOANSYEHHLIE B NPOBSOSHWE KNHHHMYBCKOrO KCCNeaosanKa, OOMEHL PAaIgenaTe aTRET-
CTEEHHOCTE 38 COBMNIOAE HUE ITHYECHAY NDUHLMNOE B COOTEETCTRHK C POMNBIO KAKA0H CTODGHL B KNAHAGECKIM
WMCCNEO0BAHMIA

4.5 O6meH HHOPMaLWEHR C ITHYECKWM EOMATETOM

4.51 OBwwe nonoxeH A

Ecrnw TpeBoBaHrA HAUWOHANBHEE KN PErMoHANEHEE K ABNRINTCA MEHEE MECTEMMA, 42 TpeGoRaHWA
HACTOALWErD CTaHgdapTa, CNoHCOD JoMNMeH NEUMEeRaTe TReBoBaHWA HACTOAWETD CTAHAAPTA B MAKCHManNsHo
OONYCTAMOA CTENEHA HEIABACHMO OT MID0biX MEHEE MECTHHX TReDOBaHKEA W QOMEeH DErdCTRMpORaTE 3TH
MEDBI.

4.5.2 MNpegocrapnere NEPEMYHBIX AHHEBIX B ITHYSCKHA KOMHTET

KakmaHunys, B 3K nonwHa OeiTe npeacTapneqa cnegyiowan nHdopMan s v mobsie JononHeHHa KHel;

a} CIP;

B} 1B WM IEBMEaneHTHaEA QOKYMEHTALM A,

) dopMa MHDoDMUPOBAHKONS COFNACKHA W NINGAR ARYraA NHCLMEHHARA KHPOPMaUWA, NPeqoCTaBNAS-
mManA cyDLeKTam;

d} npodenypel no nogbopy cyDBEEETOR W PEKNAMHEIE MATEDKANE MDA WX HANRSKK,

&) KOMWA PEIME rMapHone WCCnedoeaTend, ana oTopors JK oCyWecTENAST pacCroTpeHHe QoKy-
MEHTOE.

Cnegyowne JoKysMEHTbl MOMYT TAKHKE NpH HECEXoaRMOCTH GolTE NDEA0CTaBNEH 8 2K B 3aBHCHMOCTH 0T
CREME] KTAHAYECHOTO MCCNEA0BAHWA 1 HALWOGHANBHBIX WA DEMTHOHANLHBIX TRED0BAHKEIA!

fI obpazeu wnu npoekt CRF, BRMOYan BCe MHCTDYMEHTRI CG0pa JaHex cornacko Tpebosanuam CIP,

g} OOKYMEHTLI, KACAIOLWWECA ONNATEl K KOMOSHSAUKEA, JOCTYNHEE ONA CYELekTOR;

h} npegnonaragmMes KoMNeHCaLWA N8 Y DesoeHHA MK MaBHore HConeaosaTens,

i) OoKyMEHTIUWA, KAacAIWaACA MoBoro KoHDNKKTa KHTERECOR, BUMIoYAR GHHAHCOBLIA, 0O CTOPOHE
WCCNEaoBaTEnA;

i} CEMOeTENLCTES CTRAXOEIHKA KNAHHYECKOnD MCCNeaoRaHMA.
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4.5.3 Wndropmauna, NoNy4aeman oT ITHYECKOMD KOMHTETa

Do Haqana KNWHKYEcKEDro MCCNeaqoBaH A CNoHCo R O0NHKeH NONYYHTE O0KYMEHTANLHD TOOTEE PHEEH HOE
oa00peHME NONOKWUTENEHOE IRKM0YeHie K ¢ yEIIaHUeM JOKYMEHTOR 1 NONPaBoK, M3 OCHOBAHHW KOTODRIX
NEWHATS JAHHOE DELWIEHRE.

M PAMEBEY3HME— Cﬂl:l:l.l:‘-'l:lp MOHET IaNP0CH T OTHET O MONoCCEaHNAR 3H no ENMHHAMNECHOMY WOCNEed0B8aHNET AN5
BOKYMEHTAENEHOMD NOOTESPEIEHEAA TOTD, 470 YHACTHUEM TPYNNL, MPOBCGA WER ENWHWMECEDS HCCNBQOBAHWE, HE NTPHWHAMA-
N YHECTHA B MrONOCOBSHMAN.

4.54 Mocnegyrowrid obmed mHdhopMayHeRn C ITHYUBCHMM KOMMTETOM

Cnegyiowan mHgopMaUda gonsHa BelTe NpegocTaeneda 8 2K, ecnd aTo TpedyeTCA HAaUHOHANEHEIMKA
PEMYAARYIELLMAA TpECosaHMAMA, CIP unu 3K, B 38BUCcHMOCTH OT TOMD, KTO W3 KX Begsdraet Gonee cTporde
TpeGoRaHMA:

a) CepLeIHbe HeBnaronpHATHEIE COSBITIA;

bi aanpock: Ha 0g0EPEHKE OTENOHEHKWA, OTYETE 00 OTKNOHEHWAX, 8CMNM OTENOHEHKWA AATParMeanT npa-
ga, Be30MacHoCTs MNKW ENarenony4ue cyGLerTos, MMM HAYyYHY D LENoCTHOCT b KNAHKMYBCHOrD ACCNeqoaaHrA.

B 4ypeippyaiHelX CHTYAUMAX oTEnoHe ke oT CIP gnA 3aWwMdTel npas, SeaonacHocTd @ Bnarononyyua
CYOLEKTOR-MKNOENA MOMET BeINOMNMATECA Be3 NpeapapuTeneHoro CormacoRadMa oo Cnoucopom W 3K Takoe
OTHNOHEHKWE J0MHH0 BelTe 3300KYMEHTHPOBAHC W NPERCTABNSHO CNOHMCODY 1 8 3K Tak GWeTpo, HACKONEKD 3TO
BOIMOMHD!

C)] OT4eThl O X00e paboT, BnioYas Ceoary Mo DeacnacHOCTH W OTKAOHE WA,

d) NONpaBkd & MoSEM JOEYMEETaM, yiEe 0aobpeHHsm K.

N pPHMEBEYMAHWE — ,ﬂ,]’!ﬂ HECYIBCTEEHH B X HaMa=aHWHA {HEHPHMEP, HEIHAYMTENBHEIX NOFMCTHYaCEMY MM B0~
HUCTRATHE HE X MAMEBHEH W, 38MEHBI HEEﬂH!I.'.‘I.ElTE'I'I B, TE'l'lE'q:lCIHIH:H:I: HOWepoE, ofis0ENEH e CTPAXOBELA :I, HE ZATRATABE KL MK

npaea, Be30nacHICTE @ ESA.I'I&I'GI'IELI'I'&"-! Heg E}'HEEH?D E-NAE A @AW HE 38TDATHEBARILLME LISMNH WA EPETAYNSCKRE TOoN KW KNWHW Yec-
KOTD HCCNEAOBAHWA, MOoHET SRTe JOCTATOHNHO NPOCTOrD yaelasMmne HUR 3K . ecnu seofixoganso, PEMYTTHDYHLW WX Cpras0E;]

@) ECnM NPUMEHHMO, YESGOMNIEHWE O NPUOCTAHOBKE UMW NPEHISEPEMEHHOM NPEKPALYEHN HCCNego-
BAKWA,

fi ecnu npuMeran, 0BOCHOBAHWE KW 3aND0C Ha BOAOOHOBNEHHWE KNKHUHECKOrD HoCNegosaH e nocne
NPEHCCTAHOBKM,

0) OTHET O KNHHAYECKD M HCCNEQ0BAH KM MK M0 KPATESE HANOHMEHHE.

4.5.5 JononuutTensHas HHQOpMaAULMA, NONYYAEMAA OT ITHUECKOrD KOMMTETA

Bo BpetA KNHHWHECKDND HCCNedoBaH A 00 MOMEHTS NPaKTUYECKOro BHegpeHMa oT K gonsHa DeiTe
NOMYHEHE, KaK MAHRMYK, CReqyUan MHQopMaUMs B NHCbME HHOM BHoE!

a) ogoGpeHHE NONOMHTENLHOE IZKMOYEHKE B OTHOWEHKWA NONPAB0K, YEAIAMHEX B 454, Nepequcne-
Hie d);

b) cpoGpeHHe 3aNPOCa Ha OTHNOHEHHA, KOTOPRIE MOTYT NORMNWATE Ha Npasa, Be30nNacHoCTy 1 Bnarono-
Myyre CyBReKTa KHNHHWYECHOMD MCENeA0BaAHWA UNK HAYHHYID LENOCTHOCTE KNHHAYECH0MD HEane A0BaHKA, Kak
yeazano e 4,54 nepeyncnedne b,

cl ogocbpeHke BoIoDHOBNEHKR MPHOCTAHORNEHHOTD KNMHWYECKOrD MCCNeqoBaHMa, KaK yiazawo s 4.5.4,
Nepe“Hcnenine fl, ecnd npUseHEmo,

4.6 Yaipnmuie rpynnsl cybLeskTon

KMk HYeCchMe HCCNEa0BAHNA HA YRIBHMED TRYTINAX HACENEHHA SOEEH el NPOBOAMTECA TOMEKD B TOM Chy-
Yde, oI oMM HE MoTyT BTk NDODEASHE HA HEYAIBUMEX TRYNNAX HECENeHWA, NPW TOM HeoBXoQuMD Cnego-
BATE QONOAHATENEHBIM NooUeypaM 3K, ecnd nprMessin. JaHHse KMAHWYEckMe HOCNeaonaHAA A0MHHE
BeiTe paspaGoTaMel CNEUMANEHD C yHEToM NROENEM CO A0000BLEM, BOIHMEIILMA B YAIBMMEIX MDYINaX HACE-
MNEHHR, W NPEanonarates BoIMONKHOCTE HENOCDEaCTREHHOR NONE Ik WX A0000RED.

4.7 WuipopmupoBanHoe cornacme

4.7.1 OBuwMe NoNoMeHHA

OT cyGBeKTa KNAHWYECKOTD WCCNedoBaHds QoNHHS BalTe NONYHEHS MHGOPMUPOBAKKOE COMNacHe B
NUCLMEHHOR DOpME, M NPoUECs GOMEeH GbiTe JOKYMEHTHROEAH 40 NDHMEHEHMA K CYOBeKTY KNAHKYECKDro
HCCNeaoBaHnA NobeX NDoUeOYD. XapakTepHslX ONA KNHEHASECKOND WCCNegoBaHHA, 38 WCKMIOYEHER 0C00bLIX
CNYHaes, ONWCaHHbIX 8 4.7.3 4. Topuma MHPODMEPOBIHHOND COrMackA COCTONT M3 HHDODMALMOHHOR (OB
{on. 4.7 40 1 dropmer 4NA NoONKCAHMA KHEODMUBOBEaHHoro cornacka (om. 4.7.5). DauHeie dopme mory T Seime
obBeQUHEHE B O0MH JOEYMERT MNK Das0eneHbl Ha QB GOKYMEHTA.
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4.7.2 Npouecc nony4yeHMA MHQOPMUPOBAHHOMD COrNACKHA

OEWWA NPOUEcS NONYHEHHS HHEODMUPOBAHHOMD COrMacia JoNHeH BelTh QOEYMEHTANEHO 3aDHECHDO-
gau B CIP W gomees:

a) noATEEp#XOaTe, YT0 NPOUECs NONYYEHAA HHEODMEPOBAHHOND COMrMacHs OCYLWWECTENAET IMaBHsLIA
WCCMEa0BaTEN WK 870 YNONHOMOYEHHLIA NPELCTABHTENL,

D) BEMKOHATE BCE SCMEKTE KNHHMYSCKOrD MCCNeqoBaHKR, Oy LECTEEHHBIE ANR NPUHATHA Oy DheKTOoM KNi-
HAYECKONS MCENed0BAHHA PEWEHKHA 08 YHaACTHH B KNTHHWHECKOM MCCNE0BaHM M,

) NpegoTRpalaTe NKEOE NEPUHYRIEHAE KK anoynoTpetneHue BIMAHMEM Ha HEnaHue CyBbekTa Knu-
HAYECKOND MCCNedoRaHHA NPUHATE YHACTHE B KNHHWYECKOM KCCNS008aHHM,

d} HE HAPYLWATE M HE NPOMIE0OHTE BREYATIEHHA HADYLEHHA 3AK0HHL X Npae cySwerTa,

2} MCNoNe3IoBaTe NPOCTON HE TeXHUYSCKMA A3kIE, NOHATHLIA CyEnerTy,

fl gasaTte cyDLEKTY KNHHWHECKOrD HCCNEA0BaARWA QUCTATONHE BREsMEHH GNA NDOHYTEHKA W NOHWMaHWA
Do Pk bl KK OPMHPOBSEHHOTD COFNACHA M BNA NPWHATHA DEWEHUA 00 YHacTHM B KNHHAYECHOM MCCNSJ08a M,

Q) BHMOHATE NAHHYKD NOONKCE Cy TReKTa KIMHUHECHDTD MCCNEO0Ea WA W MNaBHOTD MCCNBqoBaATENA MW
YRONHOMOYEHHOTD NEESCTABMTENA, OTEETCTEEHHOTO 33 OCYLWECTENEHWE NPOUSCCa NONYYERNA WHEODMADO-
BAHHOMD COrMACKA, C YEAZaHWEM QaTE:

hj oBECNEYBATE CYELEKTa KNHHWYECKOND HCoNeJoaanna Kondel DopMsl HHEODMHPORAHHOID COrna-
CHA C MOSMACED M SaToH W MIOGoE QpYron NECeMEHHSR MHDOopMaLei;

i} AeMOMCTPWROBATE, KaK ByoeT Nony4aHo 1 aduicipoBalo MHOPMUDOBAHHOE CoOrnacke B ocobkx
ciydaay (oM. 4.7 3), ecnd cybberT KNHHWYECKOnD HCoNegosadna HE CMOMET NpeaocTaBkTe 280 CAMOCToR-
TeNLHO,

|} oCecneYyuTs NPEACCTARMNEHKME HOBOW BAXRMON MHDODME LM HOBBIM W YHE YHACTEVIOWMM B KNHHWYEC-
KOM MECTEQ0BaHHK CYERaKTaM.

MeprBedeHHLE Buile TPEE08aHWMA TAKKE NDPUMERATCH | K NOMNYYEHHID KHEODMADOBAHHOIND COrMNacHA oT
FAKCGHHOMD NONHOMOYHOMS NPEACTABKTENS.

4.7.3 Ocobkie cNy4Yan nony4eHrA HHQOPMHUPOBAHHOMND COrMacHA

4.7.3.1 O0wme nonoxeHna

MonoweH«a, npHesgerHse 8 4.7 3. 2—4 7 3.4, 388UcAT 0T HAUWMOHANEHEEE DEMYITE YLK TPeDoBaM A,

4.7 3.2 CybeeeThl KNAHWYECKDrD HCCNeaoBa kA, HyAaIWMEcA B 3AaK0HHOM NONHOMOYHOM NpeqcTa-
BHTEMNE

MHpbopMMpoBaHHOE Cornackie MomeT GelTe NONYYEHD OT JAKOHHOMNS NONHOMOYHOMS NESACTARATENA
TONEKD B TOM CNY4as, 8Cni cyGBerT KNHHKYECKOro HCCnNegosanng He MOMET CAMOCTOATENBEHO NDHHATE Deile-
HAE 00 YYACTHKM B KNAHM4SCKSM WCCNe00oBaHHH (HanDHMep, HOBOPOMASHHLM, peleHck MnK NogpocTok,
CYDBEKT, MMEKWHA CepBEEIHOE 3abonesaHke KNK HaXoAAWKACE BEa COIHAHKA, NULE © NCUXHHECKMMA HapY-
LUEHHAMH, NALE C YMCTEEHHOW OTCTANOCTRM ). B DaHHbiX CNyHanx oy Bue kT KNMHAYECKOrs ACCne oaanns TaKkwe
Aon#eH BeTe NPOHHDOEMUEPOBAH O KNHHWHECKOM KCCNEA0BAHHE B PAMEAX B0 BOIMOMHOCTEA NOHWMAHKA.

4.7.3.23 CyOuerT KNAHHYECKITO HCCNeJ0BaHWA, HE CNoCOGHBIA SMTATE WK NACaTE

EcrnM cyGhekT KNHHKYBCKOID MCCNeOoBaHAA HNK JAKOHHBIA NoONHOMOYHEIR NPEOCTABKMTENE HE MOMET
YATATE WK NHCATE, MHEOPMUDORAHKHOE COMMAacke AonN#HD BeiTe NONYYeHD B X008 KOHTRONKPYEMOrD YCTHOMD
npouecca. Bo spemA Boaro Npouacca JOMEeH NPHCYTCTEOEATE HEFABMCHMEBIN CEBMGETEN,. [THcaMmanHan dop-
wa HHOODMADOBAHHOMND COrNacHs 1 Noban gpyran HHdopmMan A GOorsHbl Dbl Te IPOMED 33494 TaHsl H 00 ERCHE-
Hil MOTEHUMANLHOMY CyOREKTY KNAHKMSECKOTD WCCNEOOoBaHHA WAM  8ro  32K0HHOMY NONHOMOYHOMY
MEEOCTABKMTEND, W NDH HANKYMH BOSMOEHOCTH KaMOBIR YYACTHUE DaHHCTO NPoOLEcca MOONKCEBAET W MWHHO
NgocTapnAeT 4aty & dropsme MHGOPMUPOBAHKOND CornacyHa. CEMOETEN: TAKEE NOONUCHBIET W MWHHO Npo-
CTABNAET AaTy B dopme MHROPMKPOBAHKONS COTMAcKHA, NOATEEMHAaA, YTO HHdhopMaurs Belna TO4YHO 06 BAC-
HEHA 14 4T MHopMUApoBaHHOE cormnacke Being 0aK0 G006 poBoNeH.

4.7.3.4 HeoTnowHaA NoMoLLs

Ona eENWHAYecKOro MCCNagoBanna, BIIMYAIOWETD HeOTNOMHYID NOMOWE, Koraa npejeapytensHoa
HHPORMHMDCEAHHOE COMNAacke CYELEKTa KNAHMYECKOTND MCCNE00BaHAA HEROIMOMHO NONYYHTE M3-33 METHLHH-
CHOMD COCTOAHKA CYOBeKTa, TPeSYaTCA MHEOPMUPOBAHHOE COrMAcHE 3AK0HHOM NONHOMOYHOID NEeacT ABMTE-
NA, BT OH 8CTh.

Ecnm o7 cyBuekTa KNHHAYECKOro MCCnNe g oBa e HE BOIMOKHO NONYSHTE NPE0BapH TENLHOE HRDODMADo-
BAHHOE COMMEcKE, 8 FAK0OHHEIR NONHOMOYHEA NEPEACTARATENL HE OOCTYNEH, TS CYEBEKT KNHHMHECKOMD HECnEe-

OOBAHAA MOHET DblTe BHECEH B CNUCOK, 8CNK TONsKo 8 CIP onkcasa cneuxansHas Npouenypa, Kak yEasaMo
B A 13, nepedrcnedne b

g
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Honmie SeiTe NPAHATEL MEPL N0 MHDOPMAPOBAHKKD CYBLEKTA KNWHWYECKOTD HCCNeaoBaHna MW ero
FTAKOHHOTD NONHOMOHH SO NESACTABMTENA HACTONLEG BRICTRO, HACKSMNLKD 2TO BOSMOMHO!

a) oBKNKHeHnA CyEBERTa KNWMHKYECKOTD MCCNEd0BaHHE B KNTHHWHECKDE HCCNegoBaHe 1

b) BoEex AcnNekTax KNMHKYaCKoro BecnedoBaHHa.

HeobxogMmMa NonNyHuTeE 0T CYEBEETa KNMHAYE CROTS MCCNegoBaHua HHEODMADOBAHHOE COTMACKHE Ha Npo-
OOMHMEHWE YHACTWA TAK BeICTPO, KAK NOABGAMT £r0 MEdMUHHCKDE COCTORHHE.

MapHed KCCNedoBaTENs MOXET BEMKYHTE CYDLEKT KNHHMHYECKOrD HCCNeQOBaAHKA B CNACoK Be 3 monyye-
HIWA HHDODMKAPOBAHHOMND COTNEckA O CyOLERTa KNWHWHYECKITS HCCNEqoBaHMa WK rd JaKoHHOTD NoNHoMoH-
HOMD NEPSOCTABMTENS NPA BbINOAHEHWA CNEOYKILLME YCNoBHIA

Cl NoOTEHUWaNEHEA CYOLERT KNMHHYECKOrD MCCNEqoBaHHA NoNan 8 YpeIgkHanHys CUTYaUMID 1 ABHD
HAXOOWTCA B CHTYALWNA, YTDLOMANLIENR A IHI,

d) OT ACCTYNHEX B HACTOALWEE BDEMA COSACTE HE OXMOAETCA CYLLECTEEHHON KNHHWHECKDR NoNsabl,

@) CYWEeCTEYET pEanbHAA BEROATHOCTE TOMD, YTO MOKHO HAGERATE YIPOHADLErs MH3HH PUCKS, BCNK
OYQET KCNONEICBAHD KCCNETYERMOE HIOEMNWE,

i OMMOaeMBE DHCEA NEPEESWHERKT BOSMOMH YRS NONLIY OT NPWUMEHEHWMA MCCNEYEMOr0 HIOennA,

0] HEBOIMOMHD ONEPATHEHO CERZATECA W NPOMHODMADCEATE JAKCHHONS NONHOMOYHOTS NDEQCT 8-
TEnA.

4.7.4 MHdropMaLKa, NnpeaocTagnASMan CyDLeKTy

Boa vHdiopMayya, Kacawwanca KNMHHYECKOro MCCNedoeaHda, BENoYan, Ne KpadHen smepe, cnegy-
LR, Jon#Ha BeTe NPEACTARNEHA B MACEMEHHOM BHOE NPOCTIM HE TEXHUSECKMM A3LIKOM, NOHATHBIM Oy Db k-
TY KNHHAYECKOTD MCCNELOBAHAA (KN Sr0 3aK0HHOMY NONHOMOYHOMY NRELCTABMTENK ).

a) OnucaHwe 1 uenk:

1) yTEEDHOSHHE O TOM, 4TO KNAHKYECKOS HOCNEd0BaHKE BXOAMT B HAYHHLIE MCCNEAOBAHNA,

2] UENb KNAHKYSCKOrD HoCnegoBaHKra;

3] npeanonarassan NpoaciKUTENEHOCTE KITHHMYECKOrD HCCNeaCBaARWA K CTENEH: BORNEYEHHOCTH
H OTBETCTEEHHOCTE KW GOro CySLenTa KNHHWYECKOND HoCNedoBaHrA B NePHCT KNMHWHECKOND MCCNedoBaHH A,

4] ONHCAHHE MCCNEDYEMOND MAOENHA M HIJENKWA GNA COABHEHHA, BCNH OHO HENONLAYETCR,

3] onNWcaHde Bcex Npouegyp. kacamwmyxca cybbesTa;

6] ACNeKTE KNHHAHSCKOMD HECNEAGBAHKMA, OTHOCALMECA K IKCNERHMEHTANbHBIM .

7] CNACAHAE KNAHKHYECKOrD MCCNe 0B HHA, BEMNOYaA ONACAHKE BOEK KOHTROMNbHBNX TEYAN M METOL0B
pacnpeqene e B ERHOyH Ma rpynn,

8] npeanonarassioe YHCno CyDREKTOR, NPAHWMAIDWHE YHECTHE B ENAHAYECKOM MCCNE LOBaHHA.

b) MoTesuxansHas None3a:

11 CNUCAHHE PEAnLHC OHMOAEMON NONEIE 4NA CYDBEKTA KNHHAYECKOTD MCCNefoBanng [ecny omm-
OaemMan NPAMan TeEpaneaTHYECKaA NONLIA OTCYTCTEYET, 370 HEOhAOOMMO JapervcTEpMpORaTE),

2} onWcaHye NoOTEHUWANBHOA NONbIkI ANA JpYx.

c] Puckm w meygoboTtea ana cyBuesTa KNWHWYeCKOnD MCCNegosasua W, ecni NEMMEeHMO, 3MEPUcHE,
NNOGa AN IpYaHONS peSeqHka;

1) onKcaHWe OCTaToqHbIX DHCKOR, ONPegENeHHLIX B X008 aHanA3a pHCKa,

2] CNHUCAHHE PAUCKDE, CEBRIAHHER © KNHHHHECKUMK NROLSOYRERIA, NEEOYCHMOTREHHEIMK CIP;

3) coobDlWeHne O TOM, 4TO MOMYT BOIHKEHYTE HECHWOAHHBIE PUCKA,

4] onucaHye HeyaohcTe.

d) AnNeTepHaTHBHAR NPoLEOYDa (NPoULen YD )

1) wudopmagrA of anNsTEPHATHEHOM NEYEHKK WK NPOUSOYPaX, KOTOPRE MOMYT SBiTeE QOCTYNHE

CYEREKTY KNMHAYECKOND MCCNEdoRaHRA H WX NOTEHUHANEHOA NONBIE W PHCKAX.
2) KondugeHynansHocTe:

11 aamEnedde, NOOTEEDKIIIOWEES KOHGHOSHUWANEHOCTE YHACTHR CyDBEKTA B KNHHWUHECKOM MCCME-
OOBaHKK,

2) 3ampneHds, NOOTESDHISNMILEES, STO IAMACK, HOeHTHOWLHpyIoWKe CyDeerT, OyoyT KoHfHae UK.
ANsHBEIMA B TOR CTENEHK, KOTOPSA QONYCTHMA N0 QEACTEYIOWE MY 3aK0HOOATENBCTEY,

3) zaneneHde, NOATEEMEIAIOWES, HT0 CYDLEKT KNUHHYSCKOTS WCCNEq0BaHna NoOHWMAET, YTO yNon-
HOMOYEHHEIE GRraHsEl, NPEICTABMTENH 3K W NPegcTABUTENH CNOHCODa, BOBNEYEHHEE B ENAHUYECKDE HoCnE-
goeanne, SyoyT MMETh NDAMOA J0CTYN K MEJHUMHCEWM 32NHMCEM;

4) 3aRBNEHWE, NOEAILIBAIOWES, YTO PEAYNLTATE KNHHKEECKOTD HCCNEasaa A MoryT BeiTe onyBnu-
HOBaHE 323 packpLITHA JaHHelX cyGLenTa.

M pPpAMEYEHHAS — COrNacHs HAUWOHANBHE M MK PETMCHANEHSIM Derynapy U@ TRESEaHHAM MOryT npedh-
ABMATECA QONOAHWTENSHBE TR foBAHWA, KACAHIWMECA 3AIWATE NEPCOHANSHEIE DEHHES.
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fI Komneucayma:

1) vHdropMaUra O NPeIoCTARNEHKM EOMNSHCAUMA, OSCTYNHBIX B CNYYas NPHHMHEHHA Bpeaa, ces-
IAHHOMND C YHACTHEM B KNMHWHECKOM WCCNEd0BaH WA,

2) vHopMaUKMa O ACNONHUTENEHBY MEJUUMHCKKE MEDoNPUATHEY 4NA CyDBEKTOR, NOCTRA0ARL MK
OT HEeBNaronprUATHBIX CODBITHA B PE3YNETATE YHACTHA B KNHHKYECKOM MOCNedoBaH AN,

3 wuchopmaura o HHAHCOBOH KOMMEHCALMIA YIACTHRE, SCNH NPAMEHHKMO,

gl Mpegnonaraesisle pacxoik, CNH TAKOBEIE KMEKTCA, CERIAHHLIE C yYaCTMEM CYDLEKTa KNHHNYECRD-
M HCCNEOoBaHKA 8 KNWHAYECKDM ACCNEJoaaHm,

h}y MHbopMagka o ponk NEegoTagdTenA CnoHCopa B KMHHUHECKOM HCCNeqoBaH K.

iy KoHTaTHee nuua:

1) K KOsy 0BPAWATECA NG BONPOCAM KNMHHWHECKOND KCCNedoaaHKA;
21 K EoMYy 0BpalaTecH B CNYHaE NPUYKMHEHKA Bpega,
3) K EoMy 0BpalaTLCA MO BONPOCaM Npae cybeekTa.

i} 3asenedne o TOM, YTO HOBRIE DAHHEIE MW OCHOBAHKA oNA Mobex nonpasokk CIP, cnocobHeX noBNM-
ATb Ha pRLLEHHE CY B LEETA KNHHWHECKOr T MCCNEd0BaHHA NPOQ0NHHTE YHaCTHE B MCCNEQOBaHMK, QOMEHb BbiTh
OGCTYNHB CYEBEKTY.

k) 3amBneHre 0 ToM., 4TO NHYHBIA Bpad CyGLekTa KNWHWYeCKoro KCCnNedosaqdna nporsdopmaposad b
YHACTHH CyDBEKTA KNMHAYECKOTS MCCNEA0BAHHA B KMHHAHYECKOM WCCRSOoRaHWA & oormacka cybeexTa.

[} docpodHOS NPpeKpaeHHe HoCHenoBaHnA |

1) OBCTORTENLCTEA, NPW KOTODLIX MABHEF WCCNEA0BATENE MOXET NPEKPaTHTE YYacTHe cybbaxTa,
ECITH NPHMEHKMD,

2) OGCTORTENECTEA, NPK KOTODEE CROHCOD MOMET NPHCCTAHOBTE MK JCCOOYHD SABEDLWHTE KITHHK-
YECKOE MCCNEeQoBaHME.

4.7.5 MNognucanWe HHPOPMUPOBaAHHOTD COrNacKHa

Popsa gna noanHcadva MHEODMADCEaHHOMD COrMacka OoNKHE CO0epMaTe CRegyouyee.

a) pobpoRonEHOE COrMacHe NEUHATE YHaCTHE B KNAHWYECKOM WCCNEq0BaHMK 4 CNeasBaTE MHCTRYELM-
Al MCCNeQoBaTENA;

b} samenedre o TOmM, 9T0 NEKOTES3E 0T YY4aCcTHE Ha Gy BeeiTa KNMHHYECEONs HCCNEA0BARWA HE HAKNA k-
BAETCA HHKAKKX WTpadHEx CaHELHWRA,

C) 3aABMNEHHE O TOR, YTO B CNYYEE 0TEAZE 0T NPOOOMHEHKA YHacTHa B Mool soMeHT Bpameri Ha cybk-
ERTA KNAHKWHECKOTD MCCNedoBaHMa HE HAKNAAbIBASTCA HMKAKAX WTDaMHEX CAHKLHE,

d} sansnedre O BOIMOKHLIX NOCNEJCTEMAK NPEEDALWLEHHR YHACTHA,

&) NoATBERHEEHHE NONYYEHHA MHPOPMALKKA H NOOTRS MO EHWE TOrS, 4To CyDBERT KNMHMYSCkoro weene-
OCBAHAA NONYSWN OTEETL Ha BCE BONPOCK,

fl aasBnesne o ToM, 4T0 CYELe kT KNHHUHECKOTD HCCNEA0RAHWA KIMW 8o SAKOHHBIA NONHOMOYHBIR Nped-
CTABHTENE COTNACEH C HCNONEI0BAHKEM COOTRETCTEYIOWMX NEPCOHANEHEX aHHEIX CyOBEKTA KIMHAHECKOnD
WMECMEO0BAHMA B DAMEIX KNMHMYECKOrD HCCNeaoBaHua;

g} 3EABNEHHE O TOM, 4TO CYTBEKT KNHHMYBCKOrD MCCNELOBaHKA MNH M0 JAK0HHA NOMHOMOHHBIE Npeg-
CTABWTENL COMNAceH, 4TO NPEOCTABMTENK CNOHCoPA, ¥NOMHOMOYEHHBIE OPrake W NpeacTandTend 3K GyoyT
HAMETE MEAMOH DOCTY K MEOMUMHCKMM 2anMcan cyBbenrTa.

4.7.6 Hopaa wndopmauna

EcnM eTaHoBMTER A0CTYNHOR HOBAA HHDODMALKA, KOTORAA MOMET CYWECTREHHO NOBMWATE Ha Byayles
ITOPOBLE W MEJWUMHCKOE OGCNyMWEaHWEe CyDLEKTOR KNMHHYECKOTD WCCNedosanta, JaHHan MHdiopMan«a
OoN#HE BelTe NPEGOCTABRNEHA CYDBEKTY{aM ) ENMHHHECKOrD MCCNeQOBaH WA B NACEMEHHOM Biae. Ecnii Heobxo-
AMME, 0T BCEK 3AMHTEPECOBAHHEE CyDbEKTOR HEOBXOQUMO NCNYYHTE HHDOPEMUPOBAHHOE COMMACHE Ha NDo-
OONHEHWE YHACTARA B NHACEMEHHOM BIADE.

5 MNnaH KNHHWYECKOTD MCCNefoBaHWA

5.1 OBwme nonoxkeHMHA

Boe cTopOHl, NDMHMMEN WLWE YaACTHE B NDOBSOEHAM KNWHKYECKOrD MCCNegoaaHMa, JONMHE MMETE KBA-
NerEaLKee, NoOOTESDHEEHHYID O0yYeHHen, CTAMWDOBREDH WK HANWYHEM ONLITa BolNONHEHWA NogoSHbIX
JagaM. 4T0 A0MKHO BblTe 3a00KyMEHTHDOBAHO COOTRETCTEYIOWKM oBpazosm (oM. B.2.1).

5.2 OueHHBAHWE PHCKa

OonposedeHis KNAHAY8CcHoro HocNedoBaHHA B cOOTEETCTEMIA CWMCO 145971 0onmHe BulTe ONpeaenasH il
YPOBHA DHCKOB, CEBRIAHHEL © HCCNEOY MM HIOENMEM. AHANKE DUCKA JOTDEEH BENINYATE MNK CCBNATECA Ha
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COBEKTHEHEA aHaMKa oNyBNUESEAHHEX M QOCTYNHBIX HEONYONMEOBAHHBIX MEANUHHCEAX M HAYYHEE aHHGDIX.
OTyeT 0b aHaNKae pUCKa, BEMIOYaMHWHA MO eHTHEWELND SCTATOYHBIX PUCKOR, OONHEH DeiTh BKmoseH o 1B

LONa NpUHATHA PRLWEHKA O HAYANE KNHHAYECKONT HCCNEd0BaHHA MELWUHHCKOrD HANenua HeoBxogumo,
YTohR OCTATOYHBIATE) PUCK] K], HOBHTUDALMPOEAHHEIN 2] B X008 AHANHIA PUCKE, 8 TAKKE PUCK{K) ona oyibek-
Ta, CERIAHHBIAIE]) C KNHHHYECKHMKA NPpoUeaypasE, HeobxoguaMeme cornacHo ClIP, Beink chanadckponatis
Npednonaragsold Nons3on Ana cybieEexTomn.

JaHHBA aHanys pUcya Takke JOwed SWTe HCNoNBE30BaH Kak OCHOBa ANA onpedenesHnd ORHOaeMalx
HERMAroNpUATHLY BOIGEACTEMH WAOenHa. XApakTapuaveMbl |x NpHpoLoR, chepold pacnpocTpaHeHHaA,
TRHECTLI K NOCAEaCTBHAMA.

COwnoassiee HeBnaronpUaTHeIE BOAGEACTEMA WISenus OoMHHbe OweiTe JOoKyMedThpoRads & CIP
[cni. Ad) B (oM. B.5) v dopre MHEOPMEPOBAHHOTD CornacKa (oM. 4.7 .4).

MpumevyadHse— 3TH QONYLWEHUR COOTBETCTEYHT NHOsIM 380 MKCHDOBEHHEIM TPESCBAHUAM ¥ NpOrHOIRpYe-
MM M HE NpOTHO3MpyaMeM SADES.

5.3 OfocHoBaHME NPOSKTA KNHHMYECKOrD MCCNeqoRaAHMA

CHHOCHOBAHWE NPOEKTA KNWHWHECKOND WCCNEA0BAHKMA J0MHKHO BbiTe OCHOBAHD Ha OLEHKE O0KNWHHYEC-
KME DaHHBIX M PEIYNETATOR KNHHAYECKONS OLUEHMBAHKMA.

KNHHHYe CHOE OUS HMBAHME BKMIOYEET B CE0A OLUEHMEY U AHANKS KNAHMYSCEEX OaHHBIX, K3CAKLWMECA Beao-
NAcHOCTH WK paSoyMy XAPaKTEDMCTHE HCCNegyemMoro Hagdenqa, N9 aHanoryHore MIgenKa, Nt MeTogos
nedexua. DueHvBanie QoMEHe Co0TEETCTROBATE NPEANCMNArAeMonMy HAIHAYLHWH MCCNEOyeMoro M3Oenua 1
NPEeAnNonAarasMoMy MeToay NpuMeHesna. 0aHHoe GUeHH EaHHUE OTHOCHTCA K HayYHOR OEATENLHOCTH, KOTOpas
OON#HA NOOBOOKTECA CO CTPOMOCTLH M OOLEKTHEHOCTEI0, COOTRETCTEYIOLLMAK HAYYHLIM CTAMAAQRTAM,
HCNONLICBEAHUEM NDUHLKNOE KNMHMHEcKore ouaHmrsamys GHTF (cm. [B]).

PeaynkTarsl KIHHMYECKDMD OUEHHBAHKWA DOMEHEl MCNONEI0BATECA QNA onpedenayua ¥ obocHoaanma
ONTHUMANBHOMD NPOSKTA KNAHAYSCKOTD MCCNENoBaHWA. DHK TAKE A0MHHE! FOMOYE MASHTURUMUMPOBATE COOT-
BETCTEYMOWLME KOHEYHEIE TOMKH W YYUTHEGMEE BNUAIWKWE GaKTopE, & TAKE NoMOYE OBOCHOBATE BRGop
H3OENAA[A) GNA CRaBHEHMHA.

HNHHHYeCKOE MCCNeOoRaAHWE 00N OeiTe paipaboTado Takkum oBpason, YToD k! OUEHHTE, MOOXGLUT MK
HCCNEeayesoe Wagenkue And Lenuiel) |1 Nonynauydu{iA), QN8 E0Tops X 04O NPeOHaIHadYelo. OHD 0msHo SeiTe
paspaloTado Takim oBpaiom, 4Tolkl 0BECNEYNTE YREDEHHOCTE B TOM, 4TG NONYYEHHLIE DE3YNETATE HKET
ENAHHYSCKY D IHAYHBOCTE W HAYHHYIO JOCTOBEDHOCT =, M OTESYAI0T LENAK KNUHHYSCKOrD MCCNedosaH e .

I pPAMEBEYAHAE— HeobxoasocTs NpoEEfaHWA KNWHHMeCEGNS WoCCNedoBaH A 4nAa YooeneTEoRaesHuA Derynmpy-
AL TFIEEIG BAHWA ONDENEnEHE B NEMMEHUME X HEUMOHANBHE X PEMYNH DY LWL QOKYMEHTAEX.

54 MNnNnaH KNHHWYECKOTo HCCNenoBAHKA
CIP gonses BEMOYaTE MHQROPMaUMIo. NPHBEOEHHYIO B NDHMNCHEERHH A

CIP ¥ Boce nocnegyiowme JononseHya K CIP cornacyioTes oo CNOHCOROM, ECODOHHATOROM W FMaBHbIM
HCCNeaoeaTenem W HKCHpyTeA © 0B0CHOBAHMEM KamOoTo ASNONHEHWA.

5.5 MypHan (Bpowmopa) MccnegosaTena

Ueneo |B aenAeTca obecneyaH e rMagMord WeonedoEaTens GOCTAToOYH M 0B eeMOM AaHHsix No Geao-
MNACHOCTH MNK pabours XapaKkTepMCTESM, NOMYYEHHEE HE OCHOBAHKK QOKMWHHYECKOND HoCNegoaanna MK
EMAMHYECKOTD HCCNeaoBanka, Ang ¢boCHOBAHKA CNUCaRHGTD B CIP BOAOeRCTEWA MCCNEOYEMOro A3Zenika Ha
OPraHKanM YenoReKka.

IB OcnHeH KoppeETHROBaTLER B X008 KNAHHYECKOTO HCCNagoBaHkua, SCn NoABMNASTEA HOBAA BAMHAR
HHECPMALWA [HANPHAMED, CYLIBCTEEHHOE HIMEHEHAE PUCKa W T. 0.}

MapHe KCCNedcEaTeNk QONFEH NOGTEE0ANTE NonyHeHue |B 1 Brax Nocnedyowms SONonHEHRE 1 HE
OOM#EH DAITNAWATE JAaHHYI0 MHEODMaLKIG.

IB ponsel BEMCYaTE MHQopManMio, NEHESOSHHYIO B NOUNSHEHKK B,

5.6 MHOMBEWMAOYANEHAA PETMCTPALWOHHAA KapTa

Ona PUECHPOBaHWA DaHHBIX O KEHI0M 3aperHCTRAPOBAHHOM CYDReKTE, cornacHo Tpebosanam CIP,
Oon#Hel DETe paapaboTads CRF. CRF aonwHe BRM0YaTEeE MHEEODMALNKE © COCTOARKMK Kaxnoro oy uekTa knn-
HHUSECKITD WMCCNEOOBAHHA HA MOMEHT BEMIOYEHHA B KNAHKYSCKOE WCCNEedoRaHME M B X008 KNAHKYeCkoro
HCCNeJoBaHnuA, 3 TakMe HHQOpMaLKHI0 O MobeIX ADYTME BOIOSACTEMAX (CH. npunokerda ).

Mpouenypa gonsHa 0GecneYuEaTe, YT00E 8 cNy4Yas HeoBX0JuMOoCTH BHECEHHS MasaHari B CIP cnomM-
cop aHanvakposan CRF ana onpegensdiia HeobxoQWMOCTH BHECEH KR NONDaEoK B 3TH opME:.
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5.7 MNnax MoHUTORWHra

CNoHCoOP J0MEEH CUSHHBATE CTENEHS M BHO MOHWTORAHIE, NOGX0OALWErD ANA KNMHWYSCKorD HoCneqoea-
HHMA, BENEYa[ CTRaTerd o NRoBEpEd MCROOH BIX OaHHLIX, OCHOBLIBZACE HA TAKMK NapamMeTpar, Kak UeNks, CRema,
CRMKHOCTE, 00 bEM KNMHHWYECKOND MCCNeJoBEaHUA, KPUTAYECEHE W NPEeNsHbIE IHAYEHKE NAHHBIX B X008 KN4-
HAYECKDrD MCCneJoRaH A, PeiylbTatel GaHHOR OUSHEH GOMEHE DibiTe HCNONs308aUs ANS pazpatoTik nnada
MOHHATODHMMIA.

5.8 Bribop HCcneaoBaTeNLCHMX UEHTPOE

Oo Havana KNHHKYBCKorD KECCNeno0BaHUA KBaNUIMKaLWE MMasHOMD WCCNBOOBaTENA, HCCNeA0BATENER M
COOTOETCTEME MCCMER0BaTENsCKOr (M) WeHTPal0n) A0MHE GaITE NPOBEPEHL H O0KYMEHTHPOBaME B OTHETE
No BEBORY MCCNe00BaTENEEKOTD LeHTpa. OG0CHOBAHWE BelGOpa MCCNedoBaTenEChorD LEHTRE DOMmsHo BT
OOKYMEHTHOOBAHG.

NMpumesasne— DECCHOBAHUE HHﬁDF}E HCCNef0a8ATENBCKOMD UEHTRE MOMET BhTE OCHOBAHD HA Mp-E0 b T L0 e A
ONETE CAOHCODA W TMABaHONS WCCNeA0BATENA HNK WCCAefOEaTENECKOMD WEHTDE.

5.9 CornaweHne (cornawesWa)

Oomsis GelTh AHNMYEH0 COMMALEHWE MEY CIOHCODOM W DYKOBOQUTENERM (PYOBOAUTENEMH W HCane-
OCBATENECHAM LEHTDOM{ERM) 1 NI0GEMA SRYIAMY YYECTEYHOLWMMIA CTOPOHaMKE (HANDPUMED, WCCHeO0BRaTEnR-
mi, CRO W BHyTpEHHWMY NAaBopaTopHAMKM], B KOTOPOM ONPELENEHa OTBETCTBEHHOCTE KaMO0ro YHacTHMKA
KIMMHUHBCKDTO Mocnegoeadus. Bos cornaweninn goniHe GeiTe BENONHEHS B MACEMEHHON fopmMe, NonnacasH s
W GATHPOBAHE BCEMH YYaCTEVIOLMMA CTORDHAMA,

B cornawetiiin AonwHo BeiTh YESIEHD, Y4T0 NPK YH3ACTHH B EIMHAYSCKOM WCCNEQ0BAHUH CTODOHE! MOTyT
AEnWUTE OTRETCTEEHHOCTE GO CNOHCOROM.

510 Maprwpoeka

Ha nocnedyeson Magendi, B MMCTRYELAK N0 IKCONYATALWK WNK K3 YH2K0EES SonHO DeTE yRaIaHo, 4To

MCCNEOYEMOE MA0ENHE NDEOHAIHAYEHO HCENKYUTENLHS ANA MCNONEI0BaHWA B KIHHWSECKOM HCCNEaoBaHum,
BCNW ATO TREAYETCH HALWOHANEHEMA DEry WY LLMMA D0KYMEHTIMM,

Mpumesan e —CM 3], [4] @ HELHOHENEHEE WKW PETMOHENEHE S PETYIHDYHWHE GOKYMEHTH ANA A0M0NHE-
TEN=HIA HHEODMALWMH O MApEHpoaRE.

511 KOMMHTET NO MOHWTOPHHIY OaHHBIX

CnoHoop Qonwed pacCMoTpeTe HeobxooumooTs coagaddA DMC 0o Hadana snuHMYecEore coneao-
BaHHA.

PeweHwe o coagandn DMC gonseio BeTe OCHOBaHD HA aHANHIE DUCKA, YYMTRIBAIOLWEM KaK DHCER, CBR-
FAHHEE C NDHMEHEHAEM MCCNEAYEMOT0 HAOENHA, TAK M DHCHA, CBRIAHHBIE C y4ACTHEM CyDbEKTa KNHHWYECKONs
HECMEQOBAHHA B KNHHWHECHOM MCCNEn0BaHHK.

OcrosHele doyHigmn DMC gomesHel SeTe onncadel 8 CIP. Ofgaanuoctia DME gonsHe BeiTe nogpobHo
ONMCANEE OTHEMNEHBMKE NMUCEMEHHBIMA NROUEOYDaMA, YCTAHABNMBAIWMMKE YacTOTY aaceiaqiid, NopAaookK
OeRCTEMA B 4peiBsYaiHblx CUTYALKAX M O0KYMEH THDOBAHWE TAKMX 33003 HIA.

6 ﬂpnﬂeneuue KMMHHWYeCKOro nccnenogaHWA

6.1 OBwme nonoxkeHHA

KNHHWHECKDS HCCNEQoaaHue QOMEHS NPOB0OWUTECA B COOTRETCTEHK ¢ CIP.

KNHHU4ECKDE MCCNedoBaHne HE JOMEHD HAYKMHATECH 00 NONYYSHUA NUCEMEHHorD oaobpesua/nonoKm-
TeNeEHOMS peweHua JK W, eend HeobxoAMMSO, COOTRETCTRYHIILME DEryNHPYIOLMY CPraHoB cTPaH, B KOTOpBIX
MNPCBSOWTCA KMAHHYS CEOE MCCNEN0BaHWE.

6.2 NogroToRKa HECNEAO0BATENLECKWY UEHTROR

B Havane ENuHAYeckoro Mccnegoeanka (o, 8.2 4) cnodcopos wnuvabnionarenem gonses BeTe Nnpoee-
O2H W QOKYMEHTHMOOBAH NOArOTORMTENLHLIA BMAWT B EA#ObA yHacTEYIOWWR MCCNedoBaTenLCRMi LeHT Pk}
WMWK, B KEA4eCTBE ansTeRHATHEL], NPOBROSHA BCTREYA ¢ WocnegoeaTenasu. Jonsed SeTe 0Qoprnes peric-
TRAUMOHHEIA By DHAN, COOE EHaLWwMA amnmi, MHHUNAN, NHYHES TOONHCH, EYHELKA M NONHOMOYHMA K300
PYKOBOOWUTENA W 4NEH0E KOMAHOR B AAHHOM MCCNEQ0BaTENECKSM LEHTDE.

6.3 MOHMTOPMHI HCCNEOoBATENLCHHY UEHTROR

MpoBeOeHAe KNAHRSSCKOrD KCCN8aoBadMa QOMEHo NOABERraTECA MOHHTODHKNY B COOTRETCTRHK C Nna-
HOMA MOHHTORMHMS (K. B2 4],
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Kak npaemno, cyWwecTeyeT HeoDKoarMOCTs MOHHTORMHTE HA MECTE 00, BO BDEMA W NOCNE KNHHKYECEDD
HCCNEnoBaliA. TEM HE MEHEE, B WCKMIOYMTENEHBIX CNYYaAX CNOHCOR MOMET oNpagennTe, YTo ofecnednTe
HAOMEKALLEE NPOBELEHUE KMUHHYECKOTD WCCNEO0BEaHHA MOKHD C NOMOWEI YOANSHHOr0 MOHWTOpRKHrE [Gea
NOCEWEHHA WCCNedoBaTeneECkore LEHTRa) COBMECTHO © TakMMH Npouedypami, Hak OoKyYMEHTHRoDaHWE
OfYYBHWA KCCNEO0RATENS, BCTREYA | NOAPOGHEIE MACEMEHHEIR YEIZAHWA KN4 TenedoHHan coRak. B Taxom
CNYYAE CNOHCOP DOMKEH NPHBECTH 0B0CHDBAHME MCEMIOYEHUA NPOBERKK NEDBMYHON DOEYMEHTALMA.

6.4 HednaronpyATHES CO0KLITHA W HEQOCTATEM W3O ENMA

6.4.1 HeGnaronpuaTtHeie cobLiTiA

Boa HebnaronpyATHERE CODMTHA BO BRPEMA KITMHWYECKONS HCCNeqoaaHHR GoneHel BelTe CEOSBREMEHHD
OOEYMEHTUDORAHL] M BENKOYEHE B OTYET, KaKk onpegeneno s 5.2.5u 0.5,

Boe HeGnaronpHATHeE COBRTHA JoNHKHb BblTh BEMIOYEHE B MPOMERYTOMbIH WA PUHanbHbld oTYeT O
EMAHHYECEO M HCCNEABaAHAA.

6.4.2 HepocTaTd Wagenua

Boe HeqocTaTKM MA0en|A, CEAIAHHEE C MASHTUHKALMER, KAYSCTEOM N0 MOBEYHOCTEI0, HADEMHOCT L0,
DE3ICNACHOCTEID UMK pAG0YMMA XADAKTEDMCTHEAMY MCCNeOYEMOore MegUUKMHCKOND W3genua, OomsHsl Seils
OOKYMEHTADOBAHSl BO BReMA KNHHMYBCKOND WCCNe0oBaMMa W COOTReTCTRYCWMM 0fpazom cbpaboTaMs
CCHCOROM.

HEOOCTATEW M308NWA, KOTODLIE HE NDHBENY K HE0NaranpuaTHsM COOLITHEM, HO MOMYT NPAMBECTH K MESN-
LHHCKLS MDOHCLLECTRHAM!

a) ecnuHe SyayT NPegNpUHATE COOTRETCTEYIOWMWE DS HCTEIA,

b} ecnud e GygeT BeINONHEHD BMELATENLCTED, WITH

Cl BChK CcnyYar DyoeT Meses SNaronpyATHER,

OonHHE BelTe BENKYEHE B OTYET, KaK onpegeneqo e 8.2 51 8.8,

6.5 JorkymMeHTL HNMHHWYS2CHOro HoonegoBaHMAe W OOKYMOHTHpOBaAHWE EMAHHYECHOND
HCCnegoBaHAA

6.5.1 [JononHeHusa

IB, CIP, CRF, dhopha HHEODMAPOBAHHOMD COMrMacya ¥ Spyran MHopsManka O CyDeerTe KNHHHYECEOrD
HCCNEaoBaHUA WK ADYTWE QOKYRMENTE N0 KNAHWYECKoOMY WCCNEQ0BAHWID J0MHHE N0 HE0SXoQueaocT nasme-
HATLCA B TESEHWE KNAHMYECKOND HCCNegosatia, M K KEZRO0MY H3MEHEH IO QOKYMEHTE J0NHKHO BTE npHaega-
HO ODOoCHOBAHME B COOTEETCTEVKWEM paznene. MNpegnonarasmeie gononHedds £ CIP 0onwHel DeiTe
COrNAacoBaHbl CO CNOHCOPOM K TMEEHLIM HCCNedoBaTENEM HNW KoopguHatopom. JononweHna K CIF w dopme
HHEOPMUPOBAHHOID COTNAcHA 0oNHHEl BalTe NPegcTaEneHel B 3K WNK COrnacoBaHal G HEM A Y RONHOMOYEHHEI-
A Opradamd, ecnu ato seodxogumo (ca. 4.54). HoMmep Bepcdd W 0aTa WAMEHEHWR O0NEHE DbiTe
DOEYMEHTHDOBAHI.

6.5.2 MypHan HaeHTHDHHALWK CYDLeKTOR

B kamacm WccnedosaTeNsCchomM WeHTRE JOMTHEeH BECTHCE My DHAN PErMCTpaund Bcex CyDbLexToR, BRNKD-
HEHHBIX B KNHHWYECKOS HCCNeaoBaAHME, C NPUCEBOSHMEM WOSHTARHKEAUROHHOID KOOa, CEAIAHHOND C WX KMEHa-
MM, AaneTepHATHBMOA WISHTWRHEAUMER CyDbekTa KNMHWYeCKOrD  WCCMEeqoBadMA  WNM KOHTaKTHOW
HHBopMaLnei.

N pAMEBYEHAS— B 2588 HCHMOCTH OT CXEMbl KNHWHWSECKONE HCCNEOOBAHEA MCGHET DEryNADHD BECTHCE XYEHAN C
AAEHTAPEEEULASH BCax NHY, Np3WeIW WL NPE0BARHTENLHYH NPOEE PHY HA BOSMOMHOCTE YYACTHR B KNWHWBCEOM HoCnelo-
SaHn#.

6.5.3 McxogHan QOKYMEHTALKWA
McxogHan OoKyMeHTAUWA JoNMHa CoagdasaTeod W NoOQOERHMMBATLCA KOMaHGOW QaHHOrs Wocnegoaa-
TENLCHOND LEHTRE B TRYEHWE BOETD KNHWHMYECKOND HCCNeaosaHua.

6.6 JononHUTEN LI YNEHL KCCNeA0BATENLCHON KOMaMOkL

BpeMA oT DpemMait MoryT NoBannaTecA HOBRE YNeHe WoCNedoBaTENECKOR HOMAHOL B HOBRIG WK
CYLWECTEYVIOWME MCCNEIoBaTENLCKHE LEHTPE. HOBRIR Nepcosan AomieH NPUCTYNaTE K CEOMM 0BAIaHHOCTAM
TONBED NOCAE NPOXOXOEHAA NOATCTOBKA N0 BONPOCaM TReBoBAHKA K KNMHWYECKoMY MecnegosadHio. Jandan
NoAroToEKa QoNHHa BeiTes DoKyMeHTMpobana. JonmHsl GkiTe DoKyMEHTHRPODAH I DaMIANHA, MHULWAMNE], FHd-
HEHE NOONNCKH, hYHELWK ¥ NPELYCMOTREHHEIR NONHOMOYMA HOBOTO NEECOHANA.

6.7 HeNpUEOCHOBEHHOCTE YACTHOW MHIHKW CYOLEKTA HAMHWYeCKOrD WCCNefoBaHWA M
KOHMOSHUWANLHOCTE JAHHEX KNUHAYECKOro MConeaoBaHnA

Boe nuya, soRneYeHHEe B NoSol 3Tan KNAHEYeCEorD MCCNenoBaHKuA, Jon#Hsl CcobmogaTte KoMgmgaH-
LUHANBHOCTE JaHHEX. BoE gaHHbe O0n#HE BbiTe 33LHWEHE OT HECAHKLMOHHPOBSHHOID JOCTYNA.
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HacTHan #KMakk k3400 CyELENTa KNUHUYSCKOND KCCNEaoBanua U KOHREUOEHLWANEHOCT = MHEODMa LM
OOMNHE COXPAHATEEA B OTYETAX M NDH 0Ny BNMKOEEHHA 03 HHLIX,

PYEOBOOMTENE MK YU DERLEHKE JONHKHE 0B CNeYnTE: TPAMOR OoCTYN K NEDBHUHEIM DEHHLIM BO BREMA W
NOCAE KNHHAYSCHOND WCCNEgonaHus ANA MOHMTODKHIE, aYaHTa, pacCMOoTRa KA 3K W MHCIEELIMIA YNonHOMD-
WEHH B ME Opradanl. Ecnn veoBxodumo, 40 HaYana KNHWUecKoro MCCNeqosania pyKOBoaHTENE MM YYpEa-
OBHWE ACMWMHEl NONYYWTE paspellEHKie Ha NDAMOA O0CTyN K HCexodsol WHdopMaudd oT cyfwokTa,
SAMUHUCTRALAH BONEHALE W HALIAOHANEHBX DAY TARYIOWHY OPrEaH0E.

6.8 ¥YnpapneHde AoKyMEBHTaMH M QaHHLIMK

6.8.1 MNpocnexHBEasMocTh QOKYMEHTOR M JaHHbLIX

Boe OoKyMEHTE W GaHHEIE DONHHE CO30aBATECA W NOLOE DHWBATECA Takka obpaior, yTobsl 0Becnequ-
BaTh BOIMOKHOCTE YNIPABNEHHA W NPOCNEXHEAEMOCTE. ECNK HEODXogMMO, JonHHa checneYMeaTLeA 1 QoRy-
MEHTANEHO NOQTESDMOATECA TOYHOCTE nNepeooda. Boad JokyMeHTauuA © NOCNegyioliMmMie  SenouamM,
HACAKLWAACA KNWHAYECKOND HoCnedoBalina, JonEHa BelTe MOeHTHHWUMDYEMONA KW NPOCNEXHBARMOR 1 Xpa-
HATLCA Takkm 0bpasom, HTobk NPegocTasnaTe NONHYI MCTODHID KNMHWHECKOND MCCNeaoBaHmna

MeocnegosaTens QonseH ohecneydyBare TOYHOCTE, NOMHOTY, pasfopYrBocTE M CEOSBDEMEHHOCT : NPEd-
CTABMNEHHEIX CNOHCORY OaHHbX B CRF 4 Boex Heobiofuex oTeeTax. Ecnd npeaocTapnAs0ToR KON Opmrid-
HAMNBHOW WCXOOHOH SOEVMEHTAUMK, 8 TaKHe pPACneYaThd  OpWIMHANGHOR  SNeKTRPOHHON  KCXOoHOA
OOKYMEHTALHK, OHH SOMHHEl GETE NOANHCAHE C YEAIAHHEM GAThl 4eHAMA HCCNEQoBATENLCKOR KOMaHDE ©
NEMBEOEHMEM YTESDWOASHHA © TOM, 47O CHM REMAKTCA FKOPPEKTHOR KOMMER OPMIMHANBHOR MCXOQHON
OCKYMEHTALHH.

Ecnw pacnpeldenesike B HCCNeoyemee rpyin. NeYeHHa NpCROORTCA C HCNONLI0BAHMER CNENOD METo-
A MACKHPOBEHKA, 3TO J0MKHD BbiTe Ge30nacHbly Ha NPOTAEEHHA BCErS KNUHAYSCKONS WCCnedoBaH A,
BENICHan nonydeHrne 1 obpadoTry QaHHbix. Heobxoguso CNedcEaTe YCTAHOBNEHHLM Npouegypas no
pacWKhpOBKE  ENWHAYECKONS  WCCMNEQoBaHdA,  NPpoBoOAWEerccs ©  MCHOoNLICBaHWeM  CNenonos
METOOaMACKMPOBAHWA.

6.8.2 3anvck SaHHLIX

Oauneie, npueegendme 8 CRF, gomsHe ObiTe NONYyYeHE M2 MCEOOHOR OOKYMEHTALMN W O0MKHE BblTE
COMMAacoBEaHE ¢ HER, BC2 OTKNOHEHMA A0MKHE BaITe NMCEMEHHD 00 bAcHEHE. B CIF gomevo OwiTe onpegenemo,
KAKAE JAaHHBIE MOoryT ObiTh 2anKcaHsl HenocgeacTeedso B CRF. CRF gomesisl BeiTe NOQMACAHSLI C YEAISHAEM
03Tkl MNABHLIM WMCCNEJOBATENEM MNH Bro NONHOMOYHLIM NpedcTasuTenem{AmMM). NNOLe MIMEHERWA KT
WMEMPABRNEHHE AaHHeX, npreegeHibls B CRF, gonsHel GeiTe NOANWCANE C YE3IAHWeM 0aTkl, paciiddpoasoi
MNEOMHcKH W 0GBACHEH b, S8CNK HEOGXOOMMO, M HE JONHHE CKDbLIBATE HCKOOHEE 3ANACH (T, & CNedb NROBEDEH
O0NHHE CCTABATECA ), 3TC KACARTCA KaK MACEMEHHEX, TAK 4 ANEETDOHHBIX MAMEHEHKA HINA KOPDEKLWRA.

6.8.3 INEKTPOHHLI® KNHHHYECKME CHCTEME] AaAHHEIX

MNeK MCNoNLICEAHWA ANEKTROHHERX KNHHMYEcKE §a3 QAKX MK YOANEHHEY ANEKTROHHBLEE KTHHAYEC-
HIAX CHETEM JaHHER GOMEHB NPAMEHATLER NHCLMEHHLIE NPOUEOYDEL

a) ans onpefensaHna M AOKYMEHTAROBAHHA TREDORAHKA K ANeKTROHHEIM KNHHAYECKAM CHOTEMAM OaH-
Hialx ANA NoNyYeHdA 1 oBpaBoTil JaHHBIx,

b} peprdimKaurn ¥ BanNKIdaUMK TOro, 4TS TReBoBaKWA K 3NEKTPOHHBLIM KNAHHYSCKHM CHETEMaM JaHHBIX
COMMACSEAHB M BbINONHEH,

C) 0GECNEYSHHA NONHOTE, HAAEKHICTH, COMMACOBAHHOCTH U NOMAYHOCTH NOMYHAEMbIX aHHLIX,

d} obecnedeHina TOYHOCTH OTYETOR;

£} ofecneqetind JoKyMEHTHROBAHHE MAMEHEHWNA JaAHHEX W TOND, 470 NONYHEHHEIE JaHHEE HE YOANART-
CR(T. 8. NOALERHHMBAMTCA CNedbl NPOBEROK, CNedil DAHHBLIX W CNedbl ke PEIAKTHRORAHKA]L

fl noagepwadda CHCTEMBl BE30NACHOCTH ONA NPEACTERALEHKA KaK BHYTPEHHEND, TAK W BHELHEND
HECAHELMOHMPORAHHOND QOCTY NS K DaHHbIR;

g} NOOSEHAHKA CNACKS NIAL, MMEI0WWE JOCTYN K ANekTPOHHLIM CHCTEMaM JaHHEE, 3 TakHe Nepdona
OOCTYNA | Npap Ang Kaxgoro noneIceaTens;

h} obecnedenina Toro, 4To ece sanonHedise CRF NognyceLBamToA rMaskeiM HCCNegoaaTenam uid ens
MENHOMOYHEIR NDEACT AR TENEM,

i} NOLOEpEaHnA HAANEMALWEND DEISPEHOTD KONHPOBAHKA, XDAHEHWA W BO3MOHHOCTH BOCCTAHOBNEHWA
AAHHBIX,

i} oSyHEHKS NONEICBATENEA NPABMNEHOMY MCNONLI0BAHWE CHCTE MBI

6.9 YuyerMconegyeMelx MaOanii

OocTyn k dccnegyebm MIgeniAmM JOMKed BialTe KoHTRONWPYEMEM, B RCCNEOYeMOE HIZeNMe DOnHH
MCAONEI0BATECRE TOMNBKD B KNHHAYECKOM WCCNEQ0BaMHHM W B COOTEETCTEMA ¢ CIP.
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CRoMcop QonHed BECTH 3ankcy 007 AoKyMEHTHDOBaHWA (PUAHYECKOTO PACNONoWEHHSA BOEX MCCNedye-
MBI H3OSNHA, HAYKMHAA C QOCTABKK MCCNE0YE MY HAOENAA B MCCNEQ0BaTENLCKMA LEHTE 00 BOIBPATA WK YTH-
MAAALMH.

MAapHBId KCCNEAORATENL MK NONHOMOYHEIA NPEACTABKTENE JOMKEH BECTH 3AMMCH ANA JoKYMEHTHRO-
BAHWA NONYYEHKUA, MCNONLICRAHKA, BOIBPATA K YTHIKISU MK MCCNedyenMel X HIOEMWA, KOTODLIE BENIOYAIOT!

aj) Sary nony-eHHa;

b HOeHTHOHEIWWD E3R00M0 WCCNeayesors Kanenya (HoMeap NapTUA/CeprAHEIR HOMED WAH YHHEANb-
HEHA KO0

C] CROKroaHOETH, 80T NPHMEHMMO;

d) gary unu 4aTel MCNoNEIoBaAHWA,

@) HaeHTHDWUEaLWo cybeerTa;

fy 0arty posaBpaTA3IKCNNAHTALMK W3 CYGRekTa KNHHKYECKOrD MeCnefoBaHue UCCNEOyeMors Manenus,
SCIANW NPHMMEHMB0, H

0) Oaty BOABPATA HEHCNONbLIOSAHHEX MNH HEWCNDaBHE K OGNS0 YEMEsX MADENHA MM W30ENWA © MCTek=
UMM COOKOM MOOHOCTI, SCNH NDHMEHRMO.

MpruMedaHse— MACBMEHHEE NZOUSSYPH MOIYT TPEGOBATECA HAU@OHANSHEIMW PEFYNADYDWHMA  O08y-
MEHTAMA.

6.10 YuyetcybhLakton

Boe cyBbekT, B0BNEHEHHER B KNHHAYECKDE MCCNeN0BaHWE (BEMNHOYAR OTOIBAMHLIX M3 KNWHKYECKSTO
HCCNEO0BAHWA MMM BblBbBLWIWY 13 HABMIOOEHAA ), JOMEHEl DETe YYTEHBL M 0KYMEHTHDOBAHSI.

Ecnu cyDbekT KNAHKYECKoro MCCNefosaHia 0TOIRAH M3 KNMHMYECKOT0 MCCNEO0BaHMA, AomsHalk) BeTs
IAPETHCTRHMPORANA B ) NpHYHHAlR) 3TOMD. ECni cySRekT Geifl OTOIRAH M3-33 NpobneM, CEAIaHHLIX ¢ Geaonac-
HOCTEKY MMK PABoYUsMK XADAKTEDHCTUEAMA KCCNEAYEMOr0 WIAENKWA, MCCNedoRATENE OOMEEH NONPOCHTE Y
CYOLETA KNUHMYECKOrD WCCNEQOBAHKE PAIPEWeHrA HADMKOATE Bro COCTOAHME BHE KNHHWYECKONS UCCMe-
OOBAHMA.

6.11 Aygur

Ay OWT KNAHMHECKOND WCCNEL0BaMMA MOKET DhiTe NDOBEOEH CNOHCODOM WK TReTEEA CTOPOMOR, Ha3Ha-
YEHHON CNOHCOPOM ONA ouekk CooTEeTCTENA CIF , NMCEMEHHE M NPOLUEYDa, HaCcTOALLEMY CTAHZARTY K Np-
MEHIAMEIM PEMYITHDPYIOLWMM TReDoBaHHaM. 3TOT 2y 0MT MOMET BHNMNYATE BOE BOBNEYEHHBIE CTOPOME, CHCTEMEs
H YUDEROEHHA W ABNASTCA HEIARWCHMEIM W OTOENEHbM OT hyHELMA TEKYLWETO MOHHTODHHTE MW KOHTPONA
Ka4ecTaa.

AYOMT NOMSIEH:

a) KAk COCTABHAA YacTh MPOrpaMiel 00ECNedYeHMa KaYecTEa, NPenOCTARNEHHON CNOHCODoM;

b onA oueHKA peayNETATUEHOCTH MOMMTODHHIE,

] ONA BeABNSHAA, KMEIOTCA N CEPBEIHLIE MW HEDAHOKDATHRIE OTHNOHEHWA 0T CIP WN- NogoapeHnA B
MOLWEHHWYECTRE,

d) onA nprBegeHHA WCCNeloBaTeNsCKOro WeHTDa K «fOTOBHOCTH K WHCREKL WAy, T. &. ANA NoOroToBKA
HCCNEnoBaTENbLCKOND UEHTDE K BOIMOMHBIM PRI DY LLIWM MHCTIEKLHAM, 1

@) ecnu oM TpeSyeTcA UMK NPeLnonaragTcA PeryMHMpyVICLMMH ODraHann.

Ay OMTODEl DOMMHE DelTe KBEANMEMLMPOBANHEIMM HE OCHOBE NOGrOTOBKM M ONBITA ANA HALMNEXKAWETo
NPOoBEIEHAA &YnTAa.

B OMT KNAHHYECEH N MCCNeO0BATENLCKAN CHCTEM JOMEEH NPOB0GUTLEA B COOTBETCTENM C MACEMEHHEIM K
NEOUEAYPAMA CNOHCOPa WK CNEUManeHEM MIaHoM OTHOCHTENEHD TOMD, YTO NPOBSEATE, KAk NPOBeDATE, ©
KAKOH YacToToR NpOBSOMTE Ay0HT M C yKaIaHUem opMEl M COORPHIHHA OTYETA N aYOWTY.

MnaM aygura W NpoUeqypkl ayoura KNHHKMYeckoro WConeaoBaMua CNoHcopa MonsHel YUMTEBaTE Eaw-
HOCTE KMAHMYECROND MCCNeOoBAMUA, YACND CYy T RekTOR KNMHHYECKOrD MCCNeaoBaHnA, TN W CNOMHOCTE ENHHIA-
YECKOTO MCCNEQOBaHWA, YROBEHL DHCKA ANS CYTLEeRTOR | Mobed BeABNEHHLIE NpoEnemel.

PeayneTaThl 8y 0WTa J0NMHE Dbl Te DOKYMEHTUROBAHE W, NDH HEOGXOZWMOCTI, COoDWEN B COOTRETCTRY-
LA M CTODOHEM.
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7 MNMpyuocTaHoBKa, NpekpalleHWe W 3aBeplleHMe KNHHHUYECKOro HecneQoBaHuWA

T NpUocTaHOBKA WNW NPEKPALLEHAe KMMHMYSCKOro MCCNegoRaHnaA

741 MNpousaypa NPUOCTAHOBKK MW NPaKpaWeHlR

CNoHcop MOo®EeT NEPHMOCTAHOBEMTE MNK NPEKPATHTE (Z0CROHHG 3aBSPWHTE | MoBoE KNAHWYBCKOS MCCNeas-
BAHKE B ONPEAENEHHOM MCCNEJ08ATENLCKOM LEHTDE UMK BCE KNHHAYECHOE WCCNET0RAHKE M0 Oy LECTREH HEk
W OOEYMENTMDORAHHLIE NDHYMHAM.

MMammelif ACCNegosaTens, 3K Unu perynydpyiowni Oprad MOoxeT NPHoCTAH0BUTE MK NPeEpaTHTE yYac-
THE B KNHHUYBCKOM MCCRENOBAHME MCCNEN0RATENECHOTD LUEHTRA, 38 KOTOPEA OHA OTEETCTEEHHSI .

Ecriv BOIHMKRET NOS0IDEHWE HA HENDHS MNEMEIN DUCK ANS CYELEKTOR BO BLEMA KNWHKYSCKOrD MCCneao-
BAHKA, UK, 8CNK 370 Npeanycade JK WM pEryNUPYIOLWKMEA OPradaMi, CNoHCoR GOMMEH NPU0CTAHOENTE KINK-
HAYECKOE HCCNEAEAHKE 00 TEX NOP, NOKA OUSHWEASTCA DHCK KNHHWYECKOND MCoNeqoaanua. CnoHoop QorseeH
NOEEPATHTE KNMHHYSCKOS MCCNBA0BAHWE, GCNH NOATESDNOASTEA HEMDHEM MM DHCK.

CnoHcop QOMKEH PRCCMATDHEATE BOIMOMHOCTE NPEKDALEHKR MNK NPACSCTAHDEKN YYACTHA B KNHHKYEC-
KOB WMCCNEN0EA MU ONPEASNeHHOND MCCNed0BaTeNsCKOro UBHTPA WK MCCNE0BaTaNa, BCMNH MOHATODMH 1M
AYOWT BLIABNAST CEDLEIHLIE WK HEOOHOKPATHLIE OTENOHEHKA GO CTOPOHEl MCCNeACBaTENA.

Ecrid NpoUCEOIMT NPUGCTAMORKS MNA AOCEOYHOE NPEKRALEHKWE, CTOPOMA, MHUUKWDOBABLLAR NRSKpALLe.
HAE, 00NHHA 000CHOBATE CEOE DELUSHHAE B NHCEMEHHOM BMOS W HEIAMEONHTENLHO NDOHHDOPMAPOBATE QY-
MMe CTOPCOHE, C KOTOPLIMA OHE HANDAMYIO BIAUMOO0eRAcTRYeT. TNaBHsi MCCNeqoBaTans ¥ CNOMCOop DOMeH bl
MHROpMWMDORATE APYT Apyra o Mol cOOSWeHMAR, NonyYeHdsix nubo or JK, nubo o7 perynupysoul by
OQraHdoa.

Mopumeywas e — DBaHHBIMY  CHEMAMA CEASM RENASDTCA. ®CMACHCOOp — M3EHHA  WCCRELOBATENES  AOA
acnoHcop — 3Ke M sCNOHCOR — QREryNEpYAILWE CPTakHE b,

Ecnv no kagmm-nkbo npudusan Cnoscop NpMocTaqaBnHBasT MK NPeKpaasT iCcnedoBsaH e B onpeae-
NEHHOM HCCNEAOBATENECKOM UBHTDE, CNOHCOD ACMMEH NOCTABKTE B HABECTHOCTE OTEETCTREEHHLIA PEry IApY-
FILMIA oprad W yGeduTecA, 4To K TaKse NOCTABNEeH B WIBECTHOCTh MMABHBEIM WCCMeOoBaTEnes Wil
choHcopam. ECnv NpUocTasoBeka mnK Npekpalesdne Delnk Npoeedetisl B MHTEpecax Be30nacHocT, CnoHCop
ACNHEH NOCTARKTE B HMABSCTHOCTE BOEX OpYIHE PYROBOAMTENEA.

Ecri NporcxogdT NPWOCTAHOBKS WNK NDeKpalyeHme .

a) CNoHCop OCTAGTEA OTRETCTREHHEIM 38 0DeCNeYeHME DeCYPCoR, HeobXoaWMlX ANR BINCNHEHKA o8-
aaTenscTe No CIP, ¥ CylWecTEYIOWKE COrnaeHdd No Hadrmoae i 33 CyDuekTamMd, BOBNEYEHHEME B KNHHF-
YECKDE MCCNEQoBaHME, W

B} rmapHER HCCNeaoBaATENE KK NONHOMOYHER NPELCTABNTENE GOMEHE CBOSBDEMEHH HHDODMWUDO-
BATh BOBMNEYEHHEX CyDREKTOR B CEOMK MCCNeloBaTeNBECKHE UEHTDAX, SCMH 3TO HEOTXOgUMO.

Mpumeywasne— MeTog W BpEMA 3EHHOMS OBMEHE MHEOPMALMER 3AENCAT OT OBCTOATENECTE ¥ BOIMOMHEIX
PHCHOE.

Boe AedcTBHA, NEpeYMcherie 8 7.2, TaKe OonmHs ST BeNONHEHL.

71.2 MNpoueaypel BOI0OHOBNEHHA KNHHWYECKOro KCCNeQOBAHKMA NOCHNEe BPeMEHHON NPHOCTa=
HOBKW

Mocne 3apepuesHs CRoHCORoM aHANKIE NPHYKUHE NPACCTAH0BKY, NQCREIEHWA HEDDX0QMMEX KOPDEKTH-
PYHHLME O2ACTEMA W NPWUHATHA PELEHHA O JAE2DLWEHHK BREMEHHDR NPUOCTAHCEKN, CNOHCOD J0NMeH NocTa-
BWTE B WIRECTHOCTE DYROBOAWMTENER, 3K W, ecnd HeolxXogueso, DerynupyklLge OpraHs O NEHYKHEX JaHHoM
pELWEHKA C NPeaCCTABNEHHEM COOTBEETCTRYIOWIWY AAHHELX, NOOAEDHKEEIIOWHE JaHHOE DM,

MpuMesas e — DOLYHEIMY CXEMEMH CBAZH RENANTOR! #CNOHCOR — IMABHLA WOCMed0BaTeNks MW #GN0H-
cop — 3Kx W CNOHCOR — PETYNARYSLLWE OplaHes,

[o BoacGHOBNEHHA ENWMWYECKONS HCCNedosadna JoNsHD BeiTe NONYYeHs ofgosperre oT 3K 1, ecnM
HECBXO0HMO, PEry MDY IOWHY GRraHos,

Ecnu cy0eerTel Beinu NOCTAANEHEl B KIBBCTHOCTE O NPUOCTAHOBKS, MMABHSIA KCCNeaCcEaTeNk UMK Bra
MCMHOMOYHBIA NPELCTARKMTENE ACMHHE MOCTABNTE HX B HIBECTHICTE O MPHYMHAX B0I00HOBNEHHA.

7.2 3amepweHne

MpouUegyped 3aBepLUIeHAA [13KPEITHA ] A0NHKE NPOB0AMTECA ONA Toro, YTo0kE yOoCTOBEDHTECA B TOM, 4TO
JANHCH MMaBHoro MCCMEQOBATENA NONHEE, BCE J0KYMEHTE, HEOEXOQUMEE ANA DaANoE CNOMCoDa, NONYYEHE,
OCTABWMECA KNUHHYSCEME MATEDHANE! YTHAMIMPOBAHE, WIEHTHEWUKPOBAHKEE Daee NPoGNemMe DeLUeH: M
BCE CTOPOHE! YBEOOMMIEHE .,
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a) 3anydcH o JAREpWEHAH BENMHAINT cCBMOeTeN6CTEA TOD, 4To:
1) BoE HEODXOOMMEE DOKYMEHTE ABNANTCR NONHBIMA W AKTYaNEHERA;
2) poe CRF sENAKTCA NONHEIMM,
3] BCe NoCTABNEHHEIE BONPOCEH DELLEH:
4] aKTyanuHbiA CTATYC BOEX TEKYLLKE HEBNaAronpUATHEX COSLITHA SOKYMEHTHUDOBAH,
3] NPHUHAMAOTER MEDE ONA ADXEEMROBAHKA W XDAHEHAA 3AMACKH, 1
6] OOEYMEHTAROBAHD DACHONOEEHNE MI0GGL X
a) WMConedyemMbx WITJe i,
by ocTaswWxcs 0Bpasuos (HAaNDUMED, EpOBM MK TEIHER),
Tl OPYrdx KNAHAYECHE HCCNe Oy esblx MaTep«anan.
bY YeegomneHwa BEMOYaKoT!
1) yeagosnesne 3 Kn
2] yeegomMnNeH s peryNupyl My Oprados, acny Heohxogumo,

7.3 OT4yeT o KNMHWYECKOM MCCNeqoBaHMK

Mocne 3apeplleta KNAHMYECKST0 MCCNe0BaH A Qonsed DulTe 3anonHeHd OTHET & KNMHAYECKOM MCCna-
OOBAHKA B COCTEETCTEMA C NPAMEHHMBIMA BPEMYIARYIOWAMKA TREBORAHWUAKMKA, J23KE SCMH KNAHHYECEOE MCCNE-
OOBaHKE SN0 NPERDaLLEHD;

a) OTYET O KNHHAYECKDM MCCNeoBaH KM AcnHeH BeiTe NDEQCTARNEH B NHCHMEHHOR DopMe;

b) oT4eT 0 KNUMHYECKOM KCCNEeOoRaAHMKY OOMHeH BENIOYaTe MOeHTHENEALMG Magenuait), onmcasue
METOOKKH H CXEMBl KNAHKWYBCKOrD HCCNeanaanna, nobsle oTenoHe s oT CIP, aHanua GasdHby COBMETTHD Co
CTATHCTHYECHON M EPMTHYECKOA OLUEHKEMH OTHOCHTENBHD LENEH KNMAHKRYECKOr0 CCnegoaanua;

C] BOTYETE O KNHHAYECHOM HCCNEJ0BaHMA QOMEHBl Dbl Te YHTEHE JAHHBIE OT BCEX MCCNE0BATENbCRAY
LEHTROB W N0 Boen cyDberTam. Hu oonH CyGberT KNHHMSBCKorD MCCNEZoBaHKa HE JoMweH ndeHTHdMUmrpo-
BATECA HA OCHOBAHKK OTYETA O KNHHWSSCKOM WCCNedoBaHUA WMk ONYENHMKOBaHHEE PE3YNETATOR,

d) ecnu HeobXCaOMMO, OTHET O KNMHMYECKOM WCCNedoeany Jonsed BulTe QOCTYNHEM ON8 AHan1aa 1
KOMMEHTHROBAHKA KOOPAUHATORY MCCNEL0BAHKA W BCEM DYKOBOOWTENARM. CNOHCOR O0MHEH KPaHATE 3ANKCH,
NOATEELHAAWLWE, 4TO OTHET O KNMHWYECKOM HCCnegoaadkn Beun npegocTasned AnA adanksa. Ecng peyeH-
IEHT HE COMNACcEH O BCEM MKW © YacThK OGTYETA O KNMHAYECKOM MCCNegoaaHiK, ero KOMMERTIDHK 0NMHE
DbiTe 3ANHCAHE W NEPELaHE 4PYTHM PYKOBOOHTENAM,

&) ECNH ATO HEQDXOOMMO COMNACHD HALWOHANEHbIM DEMYNHEYIOWWAM TReDOBAHWAM, CNOHCOD W KOODGK-
HATOD QOMEHL NOAMNACEIBETE OTHET O KNHHAYECKOM UCENEICRaHAK, NOOATREPHAAA CROE COMNACHE CEro cogep-
Haduen. Ecnu KoopgrHaTop He HA3IHaYeH, HeoDXograMo NoNYYHTE NO4NWCE MAaBHOMND HCCNeaosaTena (el

fi B COOTEBETCTEMM C NEPUMEHHMEIMM TREGOBAHWAKMK CTHET O KNHHMYECKOM MCCNEO0BaHHK A0NHEH DeiTh
NEedocTAENeH B 3K W perymupyiomwse opraHks.

! pPHMBYEH®AE 1 — .'J.E]'In-HEFId.IHE PYEOEOOALL WS YEAIAH WA MO COAeHAHMED OTHETA O KNUHWYaCEdM HCcneqoea-
HUH NpeBEe0SHEl B NPANOESHUH .

MpUBSTCTEVIOTCA NyBNHKALKA O NONCHWTENEHLX HNKW OTPALATENEHEY PEIYNETATAN KNHHWYECKOrD
HCCNEQOBAHWA ONA ofnerdyeHdA NpoaegeHua Gonee NoagHKWK KCCNBA0EaHWA, PaIpaloTi MAOenHA M Megu-

LHHCKOMA NOMOLWLLA.

Mpimevyadse 2 — B CoOTEETCTENW C HALWOHENEHEMA PECYNMPYIOLWMA TPEO0BEAHUAMA MOKET NoTpefoBaTe-
cf BEeceH e B ofuyi Gaiy QaHHE X HEMEDEHEA NPOBECTH KNEHAYSCKDE WOCNSQ0BAHWE, 8 TREHS ard PEayNETETH,

7.4 XpaHeHWe QOKYMEHTOR

CNOHCOR A MAaBHEIH WCCHEN0BaTENE DOMHHE XDEHWTE 0Ky MEHThI N0 KMAHWYECKOMY MCCNadoBaHiak, ka
TOMO TREEYIT NPUMEHMMEIE REMYIMEYoWNE TpebopaHna. OHr 00MHE NPEONPMHHMATE MEQE NC NPEOOTBRE-
L EHHI0 CIYSEH HOMD UMW RS0 HAMEDE HHOMD YHUYTOMEHHA GaHHBIX J0KYMEHTOR, [NanHL i RCCNegosaTeNs MK
CNOHCOPD MOMET NEPENABATE 00RIAHHOCTH N0 XDAHEHHID A0KYMEHTOE APy THM NHLSMICTOPOHAM B HCCMNeloes-
TENLCHOM LEHTPE MW YHDEXIEHWH CIOHCORE, NPW 3TOM HEoEXoOMMO OOKYMEHTANLHD NOATEEPHEATE JAHHY IO
nepenasy.

M FPAMS&HaH®a— NepeyeHs CCHOBHEX A0KYMEHTOE N0 KNHEHAYNECE0MY HCCNeGOBEEHWH, XDAHAWMWKCA B hafnax
CNOHCOpE WA RCCNe00BaTEN:CROND UBHTRE, NDUESOEH B NPHNOHEHAN E.
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8 OTBeTCTBEHHOCTL CMOHCOPA

8.1 ObecnevyeHHe KAYeCTEA W YNPABNSHHAE KAYSCTEOM KNHHKWYECKOrD MCCNenoBaH WA

K npoyeccan KNUHWHEckorn MCCNeAoBaHnA A0NHE NDHMEHATECA NDMHUMNE 0SECIEYEHUA KHAYECTRS M
YNPABNSHAR EAYECTBA. CNOHCOP OoMsen:

a4} BRSAMTE M NOANSLHHBATE MHCLMEHH B NRPOUSAYDE, CRATAHHEIE C KEAYSCTROM, ANA 0GECNaYEHAA YRE-
PEHHOCTA 8 TOM, Y4TO KNUHAYSCK0e WCCNEOoBaHMe paipaboTaHo, NPoBoOUTCA M KOHTRONHMEYETCA, 3 JaHHLIe
reHepUDYIITCA, QOKYMEHTHDYIOTCH, PETHCTRMEYIOTCA 1M BUNMYAINTCA B OTHET B COOTBETCTREMM © HACTOALLMM
cTaHfapTom, CIP, nobm MM NoCieOyseiL e JONOIHEH AR A 14 Mo DEifd Gy TAMA DDA MEH MBI M CTAHOADTaMA
W PECYIA LYW MMM TReBoBaHMAM 1,

b} noogepmuaaTts aankck, GOKYMEeHTHDYILKE COOTEETCTEHNE BCeX CTOROH, BMIOYSHHSIK B ENUHMYeCROe
WCCME00BaHKE,

C) BCnH NPMMEHHMD, ODECNeYHBEaTE BeINonNHe ke Tpebopari kaygutam (oM. B.11), 1

d} obOCHOBRIBATE W OOKYMEHTHPOBATE CYLUBCTEEHHLIE OTHNSHEHWA OT TpEBoRaHME HACTOALETD CTaH-
napTa.

Ofecnedye i BEAYECTEA M YTIPABNEHUE KAYECTHOM KNHHMLSECKOrD MCCNBA0BaAHHA MOMYT BbITe UHTErpUpo-
BakHkl B OO CHCTEMY KAYECTES CNOHCODA.

Mpuwmeyswasne— [AnA gononsEdTens=om MHgopmanma e [1].

B.2 NnanApoBaHWe W NPOBEOEHME KNMHWYECKOTD MCCNeLOBAHWA

8.2.1 BeiDop KNHHAYECKOMD Nepcodana

Lo Hayana KNMHWYECHOD HCCNeg0BaHKA CROHCOD JOIEEeH:

a) onpegennTe, YCTAHOBWTE ¥ PACNDESENKTE BCE PONK K OTRETCTEEHHOCTH, CBRIAHHEBIE C KNAHMSSCKKM
HMECMEQOBAHHEM, B OOHOM UMK GONEE NUCEMEHHOM COrMaleHH9, KaK onpenenaqo s 5.9,

b} pebpaTe NoAX04swens KEanwbMUKpoBaHHOrD MMaeHoro ICCnNegosaTtena, kak yeaiano e 5. 8 w 9.2,

C) BeIbpaTe KOODOQWUHATODA, BCNW HEODXOOWMO, KK HANPUMED, B CNYHAE KCCNEd0BaHNA B HECKONBEKNK
UEHTpaxX,

d} BESBWTE KOHEDNKET HHTERECOE MEXDY MMaBHLIM MCCNeLOBATENEM M WCCNedoBaATENAMK, BCNM 3TO
ToebyeTCR HALMOHANLHLIMA DEMY IRV WMAMA OOKYMEHTaMH,

&) yEROMTECA, YTO YNEHBl KOMaHOE B KCCNedoRATENLCKOM LWEHTEE M MY NONHOMOYHBIE NDEACT AR TENM
AETANEHD WOEHTHEUUHMPOBAHE B DEMCTRAUHOHHOM MY DHANS, KAk GNpedeneso 8 6.2,

fl onpedendTe MK HAaIHAYHTE OOHOMD MK Gonee HabnodaTened, MNK B NPOTHBHOM CNYH3e NPHHHMATLE
OTBETCTEEHHOCTE 38 MOHMTORHHE Ha ceba K

g} 0BEeCneqYMTL SOKYMEHTANLHOE NOOTESDHISHKE NCAMOTORKH, ONBITA M HAYYH LXK WNH KNAHWYECHME 3HA-
HA A BCEX BOBNEYEHHEIX CTOPOM QNA NPOBEEHAA KNHHAHECKOrD HCCNEaTBa A HAGNERALIMM ODDaI0M, BKTIG-
YaA NoQroToRKY.

1) Mo MCNoNBEADBAHKKD KCCNENYEMOorD HANenHalid);

2} npouedypan y4eTa magenui (ca. .9);

3 IB:

4y CIF;

51 CRF ¢ WHCTRYHELMAM N 328EDWEHK,

E) NUCEMEHHIA Qopae WHPOPMHADOEIHHOTD COrNackiA W NPOUEcca, a TakKe ODYToN NACEMEeHHoN
MHdpopmaL kK, NpeJocTapnaesMod cybwerTy, v

TV NACEMEHHBIM NPOLEYDAM CNOHCOPE, HACTOALLEMY CTAHAADTY W MG BN MDA MEHMMEIR DETY TIADY-
FILLMM TREGOBaHHAM,

h} yEeOMTECA, HTONDH KCCNEN0BAHMAK B HECKOMNbEWK UEHTDAX BCE HCCNEQ0BATENH W BoS OPYTHE BOBNE-
HEHHBIE CTOPOHGI NOMYYHAA BHCTRYKL MK NO equHeoBpasHol cUeHKe W O0KYMEHTAROBAHHID KIAHNSSCERY W
NabopaTopHBR GaHHL X,

i} yOROWTRCA, YTO NOGRE EACTEHA NPEACTARMTENA|{EH) CNOKCODA B MCCNENoEATENECKOM LEHTDE, CER-
JAHHEE © KNHHAYECKMM WCCNedoBaHHen, onucadel 8 CIP o opse difbopsipoBaHHoro Cornacya 1 4To 5T«
OeRCTEWA BuiNONHAKLTCA TAKWAM 0GRS0, 4TO OHK HE BNKAKT Ha LENOCTHOCTE GaHHbIX,

NMpumesasume— Hpnuas:-anm NEPEACTABMTENSA CNOHCORA ABNAKITER TAKAE NWUA, KAK HHHESHER N0 AKCNNYATA-
UM BN TORMOERER NPEOCTEEMTENL, MPOBGOALINS TEXHWYMECKYID IKCOeDTHIY NEM PEEny I3l KNHEWCMECcKOro Mooneqo-
BAHWA,

i) pPACCMOTPETE HEOBXOOMMOCTE DRIC W, 2cny HEOSXOOHMO, CO30ATE KOMMTET.
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8.2.2 MopgroToBka 4OKYMEHTOE M MaTEpHanoR

Oo HaYana KNMHAHacEnro MCCNel0BaHWA CNOHCOR A0NHeH!

a) NogroToBWTE OOKYMEHTRI. KaK ONECaHo B paznenax 4.5 9 6. W yoeauTeCA, 4T0 OHK 000DDe e CooT-
BETCTEYROULLMMEA NALAMK C YEIIEHHEM JaTel @ NOAMNWCK, &cni #eoBxX00HMo, A0nKHE BeiTe NpenocTasneHe
KOMWMA BCES BOBMEYEHHBIM CTOROHAM W NONYYEHEI NOANWMCH © YEA3aHWEM 0aTk;

b) obecnewnTs TOMHCOCTE NEpEECOA, ECNM HEOBXOTHMMO;

c] yEeOMTECA, YT B X008 KNHHWYSCKOr S MCCNeN0RaHMA NOCTABKS HCCNEQYEMbIX HIOENWA, KaK ONHCAHD
B 6.9, O00CTYNHA 8 YCTAHOENEHHEIE CROKK, MCCNEedyemsale WAJenKWa HE QomwHe DuTe QOCTYNHE TAaBHOMY
HCCNeaoRaTenn go Tex nop, noka ace TpefopaHMA 00 HAYana KNMHKHSECKOND WCCnedcBaHWA He ByayT
BbINONHE HE;

d) obecnesnTe CTRAXCBRKY, NOEDLIBAOWYIO PACKCAL HA NeYeHue cyDLeKToR B CNYy4as NoBpEwIEHKRNA,
CEAIAHHBIX C KMAHHYECEHMHA MCCNEqoBaAHKHAME, B COOTEETCTEH K G HALMOHANEHBIMK PENYNHRYIOLWMAK Tpeboaa-
HIUAMM, BCNK HEoDXoOMMD,

@) OOKYMEHTHROBATE N0Dble GUHAHCOBEIE COMMalleHHA MEex Oy MMadHLIM HCCNeJoBATENEM WK UCCNE-
DOBATENBCKMM LEHTROM W CNOHCORORM,

f} NpeqocTaBHTE B CODTRETCTEVIOWME PEMYHEYIOWWE CpraHsl Mobsle HeobXooMMEE ANA Ha4Yana kKnm-
HAYECKOrD HCCNeJoBaHUA B KOHEDETHOM CTRPAHE OSKYMEHTEl ANA PACCMOTOEHKA, NPHMHATHA MNW odobpetkg
[COrMACHD NDHKMEHHMEIM PENYTHEYVIOWWM TR Boaanuam);

g1 yOEOWUTECH, HTO NONYYEHD W DOKYMEHTHRORAR0 O00SpeEHHE NONOKHTENEHOE DeLUeHAE 3K W 4T Np9-
HATLI COOTRETCTEYHILLUHE NONOKEHWA GNA YOOBNETEOPEHKA NIOB LI YENOBWH, BeOBRHY TR K, 4

h) yoeguTeca, YyTo MoDEIE MAMEHEHKA, KOTopRE TPeSyoTCA JK wnK pery DY LWMMK Spraqams, BeINo-
HEHBI W ZOKY MEHTHMDOEAHE MABHEIM KCCNE00BATENEM W B DE3YNETATE WX NONYYEHD OZ00EEHA e o OHH TENb-
HOE DEWEHAE IE HNW peryNHpyIoLwME ODrasos,

8.2.3 MpoBsegoHde KNUHWYAECKOTD WCCNELORAHWA

CNOHCOp HECET OTEETCTEEHHOC TR

a) 38 y4eT MCCNEOYyeMBX MA0eNWA B X008 KNMHKHYECKOrD MecneaoBaHikug;

b) DOKYMEHTHROBAHKME CRBAZKW CO BCEMM CTOPOHAMMK, BOBNEYEHHBIMA B KNMHHYECKHE WCCNeJoBaHus,
BEMKHAA 2K W perynypyiowne Opradk;

c] ofacnedeHiae Toro, 70 KNAHEHECKHE MCCNEqoBaHHE OOMKHEM 0DRaA0M OXBEYEH LI MOHUTODHHIOM
NOCEEACTEOM ONpEAenEHHA MAaclWTaSoe W KApakTepa MOHWTODMHME, BENDYan cTpaTerdd sepidrragmi
HCXOOHEX DaHHBIX HA OCHOBAHMNA TAKHMX NARAMETROR, KaK LENk, CRemMa, CROMHOCTE, CDBEM, TOUKK KPHTAYECKH
THAHEHH A AAHHBIX M OHAOASMEIE PEIYNLTATE KNAHKYECKOID MCCNaJoaaHus;

d) obaop oT4eTa(oB) O MOMHUTORKHIE K BRMNONHEHEE NI0OLIX JeEACTEWA, HEODRXOOMME X COrMAacHD OTHE-
Ty{ama) 0 MOHWTOpHHIE {CM. Takse 8.2 4.7,

&) BhINGMNHEHHE ONEPATHEHEX MED, CAAJAHHBIX C NONHEIM COOTEETCTRHEM BoeM TREDOBAHMAM K &N HHA-
HECKOMY MCCNEN0BaHNID, 1

fi NpegocTapneHde OTYETOR O XOOE KITMHWHECKONDS MCCNed0oaanika, BKNKYAs CB00kn 0 BEIonacHocTh K
CTHNOHEHKWAX, NC TReDoBAHHIO BCaX YHACTEYIOWMY 8 ananyae 3K v perynupysel iy Oprasos.

8.2.4 MOHWTOPMHT

8.2.4.1 Ofwme nonoweHus

Lleneio MoHHTORARTE KIWMHAYEcKOns KCCNeqoBaHva ABNASTCA NPOBEDEA TOMD, 4T0 NPOREOSHHE KIHHKM-
HECKOND HCCTNEA0BAHWA COOTEETCTRYET NPHUHATOMY CIP, nocneay s QoNonHeHHaM, HACTORLLEMY CTaHLa0-
TY W NPHMEHHMBIM DEMYTIMDYEW MM TPEGOBAHMAM.

5242 Kpanwdueaywa wabmogarensi

HabnegaTeny gQonsHe

a) GelTe KBANUGDHUMEPOBAHHEIMK B 0BNACTH HACTOALWETD CTAHOAPRTA NOCOEOCTEOM MOAMOTORKM W HAMM-
KA ONBITA, 8 TAGKE HaY9HLIX MK ENAHWYECKAX 3HAHKA,

b) obnagaTte IHAHKUAMKA NS KCNONBICBAHKKD HCCNEQYEMOrD HAOQENMA W COOTEETCTRYKIWHM TReDoBaHN-
A, CIP # npougccam nHbopMdpoBaHHoro cornacus (cm. 4,77,

c] ObITe NOOrOTOEMEHHBIMK NO CUCTEMaM 0GECNaYeHnA W KOHTROMNA KAYECTRa CNOHCORE, 8 TAKe no
NGEIM CNEUHANEHEIM NEOUSDYPEM MOHUTORMHIE KOHERETHOMO ENMHAHECKOND MCCNedoBEaHHa,

MogroToBka omeHa BelTeE JOKYMEHTHROBAHA B (hannax cnoHcopa.

8.2.4.3 OueHka MCccneqoBaTensCcrors LeHTpa

HabnogaTens J0MHeH OUEHKEATE KaKOBEA HCCNEO0BaATENLCKMA LEHTE ANA NOOTESOMASHIA TOrS, 4TO
rNaBHe A MCCNEqoBaTEN::

a) HMEET ACCTATOSHYID KBANKDHKS LW,
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b} ofnagpaer QOCTaATCHHLIMGA PECYDCAMK, BENKYAA NPOWIEOOACTEEHHLE NOMEWerrA, NnadopaTopu,
0G0pYACEAHME W KEANHEWUKDOBAHHYID KOMaHDY B MCCNed0BaTENbOROM WeHTRE,
c) ofnagaeT npasc GOCTYNA K ADCTATOMHOMY YHCMY CYDLeKTOR.
8.2 4 4 Mpoeepka MCcNeqoRaTENLCKOMND UEHTRES
CnoHcop AonseH NPOBEpATE KakGbd WCCNEQOBATENECKHA LEHTE ONA CEeCnEseHHA TOro, 4TO rMagHslA
HCCMEqoBaTENs M KOMAROA MCCNEdoRATENBCKOTO LEHTRA !
a) Nony<$Hny i NoHUMaeT TRpeDoBaHKE K COOEpHAHNE!
1) CIP;
2) IB;
3y dop vHBOPMUPORAHHOMD COMAcKA;
4) CRF,
5 WMHCTPYELMA NO IECNAYaTaLMH;
B) NIobbIX NHCEMEHHBIX COMMALUEHAR M0 ENAHAYECKOMY MCCNe00Ba M,
B} MMEI0T ZOCTYN K ACCTATOYHOMY YHENY HCCNEayEMblx MAOEenHE,
C) NOQroToRMEHE MO NEHMEHSHAID MCCNEQYEMors HagenHa |
d} DIHAKCMINEHS C OTEETCTEEHHOC TR MMABHOMND HCCNEAGBATENA, KaK ONHCalo B pasgens 9,

Mpumewas e — BHEOTODRX CyHaRE BMECTI ANW OQHOEDEMEHHD C NoOGroTOERTENeHlM BHEZATOM 8 HOCNS00-
BATENBCKME LEHTD MOEeT BRTE NPOBEJEHA BCT PEYE ACCNEeS0BaTENEed.

8245 Mnadoawe BRINTE ¢HA MECTO: CUENEI0 MOHWTOPUHIA

Habniogartenke Aon#eH NPOESaMTE NNaHOBEES BHIHTE € HA MECTOR C USNLM MOHMTORWMIE TOrD, 4T

a) nofgepsueasTcA cooTaeTeTade CIP, nebsin nocneaysew v JON0NHEHHAM, HACTOAWEMY CTAHAARTY
W DEMYNAEYIOWWs TR DoBaHNAR, OTKNOHEHWA ZOMEHL G Te COTNAcoBaHbl C MMABHBM WCCNEgoBaTenemM{SMH}
HITH NENHOMOHH B NDEACTARATENEM, M HE0EX0 QMO QOKYMEHTHDICRATE M COOG WM TE CROHCODY,

B} B ENMHAHECKOM WCCNeAoBaHKE NPUHUMANT YHacTHE TONBKD YNONHOMOYEHHEE NCLA, Kak onvcaHs
B 8.2.1, nepedrcnenns el

) MCCneayeMos HANENHe HCNONEIYETCA B COOTRETCTEKMA ¢ CIP MM MHCTRYKUMAKME N0 SECMNYATALME |
YTO, BCNA TREBYETCA HIMEHEHWE HAOENWA, Bro METOAA NPAMEHEHKA WNW CIP, 270 coofwaeTcq CNoHcopy.

d} pecypcwl MCCNEQOBATENLCKOMND UEHTRa, BRNYan Nnabopartopuy, 08opya0BaHKME WM KOMaHAY MCCneno-
BATENLCHOMD WEHTEA, OCTaKTCA SOCTATOYHBMK HA NPOTAKERWHA BCETO KNHHWHECKDMD HECNea0BaHnaA,

€} MapHEK MCCNEaoBaTeENE MMEET NOCTOAHHEA DOCTYN K ASCTATOYHOMY YUCNy CyDBerTOR KNMHWYECHD-
r HCCNEaoBalvA W MCCNeOYesBx HAOENKIA;

fI oT kawmoro CyELekTa KNMHKYECKOrD MCCNe A0BAHWA B MOMEHT PETHCTRALMH MM 00 Mobslx Npoueayn,
CRAZAHMBIX C KMHHWHECKKM HCCNEQ0BAHMEM, MONYHeH Bl NOANHCAHHEE, CYKSIaHHMEM aTkL, Hopiel KHgophia-
POBAHHONS COrNacKa,

g} MCXOOHSA DOKYMEHTALMA M ADYIME 33NKCH KNMHKLSCKOro HoonNedoBaHng ToOUHE, NONHL, SKTYansHSI,
XPAHATCA W NOAGEDHUERINTCR HagnexawmrK obpasom,

h} CRF 1 3anpoct 3anonseédsl, CBORBDEMEHHD PETUCTPHMEYHITCA W COMACYITCA © WOXOOHLIMA
OAHHBIM,

i} BHOCATCH HeolxoOMMele HCNRABNEHWA, DONONHEHKHR MNW yoanedua va CRF cyiazannes 0ate v ofs-
ACHEHWEM, SCNH HEODX0OMMO, W BASMDYIOTCA MMABHLIKM KCCNEO0BATENEM HNH SN NONHOMOYHLIM NPEOCTaBM-
Tenas; HabnoaaTens He O0MKEeH BHOCHTE MCNPaganeHy A, JononHeHua HnK yoanesuss ua CRF,

i} Boe HEeMenaTeNsHsLe cobuITHR W HeOOCTaTEM Wanenys coofWakToA CNoHCOpY. 8 BCE CRPEEIHLIE
HESNAroNPAATHEE CODBITHA W HEQOCTATHH MADENHS, KOTODLIE MOTYT NPHBECTH K CEDBEIHOMY HEBNarcnpUATHO-
MY BOIOSRCTEKMIO H3gennA, coobwanTea cnoHcopy Bes RecboCHOBANHLIX 3308 DHEK,

Kl BCE CEpLEIHbLIE HEONATONPHATHEE COGETHA M OTENOHEHKA CoobWaTes B 3K, ecnd He0SXoans0;

[} KpaHeHRe ¥ YyHeT KCCNedyeMbsE HAOENHA ARMAITCA NDEBUNLHBIMK, 8 TAIKHE DEANKSYIOTCR NPOLECEh,
O ECNEYHBAMLLME NEOCNEHHBAEMOCTE,

m} BCE ApYrHeE HeoDXOMMES OTHETEI, YEELOMNEHWA, NPANOKEHWA, 3aABKKM HA PACCMOTPEHWE M COorna-
LWEHKE XpaHATER B Dainay MecnedoBaTena M ABNRKTEA TOHHbIMA, NONHEME, CEOSBDEMEHHBIRA, NOHATHBLIMMA,
OATHDCBAMHBIMA H C HOEHTHDHEALWER KNHHWYECKOD HECNEaoBanHa,

ny TexHuueckos oBoenywrBaHMe W kanyibpoara o6opyaoaaHKa, HEoBXoOMMEE GNA NPOBEOEHHSA DU EHEK
B DaMKAY KNAHKYSCKOrD MCCNedoRaHKA, NPOESOATEA B ASKYMEHTHOYVIOTCR COOTEETCTRYHILKM oBpaiom, ecu
MO MEHKMO,

O} OSRCTEVIOWKE HOPME NabopaTopkk, CepTrDMKALWA, AKKDEAKTAUKA WNKW OPYTHE NoJTREDMOEHWA
MEACYTCTEYIT B Dadne ocneaoBaTena. ecny HeoSxog a0,
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Pl NpeKpalenne YHacThA cyDbLEKTa KNHHAYECKOrD MCCNENoBaHMA QORYMEHTAROBAHD, HAtMKGaTeN:
SOMseH 050y 0T AaHHER BONDOE C MNABHEIM KCCNEO0RATENEM KITH B0 NONHOMOYHEM NPEOCTARKTEMEM,

Q) HecobmoaeHne CySLeKTOM KNMHRYBCHorD WCCNedoBaHvA TpeBopannid, npuesieHHsy B opme
HHECPMHPOBAHHOID COMMAacHA, QOKYMEHTUDOBRAHD, HaBNAaTENs JomKeH 0BCY I TE JaHHEIR BONDOC C rNas-
HEIM MCCNBACBATENEM MK B8R0 NONHOMOYHEIM NPEOCTABKTEMNEM;

F} MMABHER HMCCNeQoBaTENb W KOMAaHGa B MCCNEL0BaTENLCKOM LEHTPE HHbopMUpoBaHsLl 1 oBnaganT
SOCTATOYHEIMM AHAHWAMK 0 BORX WIMEHEHWAX A0KYMEHTOR, KRCAKWMACH ENWHAYECKOND MCCNEdoBaHnA, 1

g] nNpH HeoOXOOWMOCTH CCYLWECTRNAITCR ¥ ABNAKTCA MPEOEerTHEHEMKE MDeE KODPEKTHDYHWWE 1
npedynpesaouse JencTBra.

5246 DedcTouA Mo I8BSpLUeHKA D

HabGrogaTens 4oNKeH BeNSNHATE GEACTEMA MO JABSPLUISHKI0, SNWCAHHEE B pasgene 7.

5247 OT4eTel 0 MOHWTORUHIE

Boe OABACTEMA MO MOHWTORWHTY JOMHMHE DbiTe QOKYMEHTHUPOBEIHE! B NMCLMEHHOM OT4H2TE CNOHCODY
[cra. Tacke B.2_3, nepeqmcnenie d)], KOTOpRIA JonMeH BKNOYaTh!

a) OAaty. HoeHTHDWEa WG MeCNEqoBaATENBCHEMD LEHT RS, RamMUnAI0 ¥ MHKUHANGL HaGnHegaTena | rnaa-
HOMD HCCNEACBATENA WNK OPYTHX MWL, C KOTODLIMKA YCTAHABMWBASTCA KOHTAKT, W

b) o™eT o ToM, 4To npoeepAn HabniogaTens, KW ero Habmnodedka C YHeToM DEWEHWA NPEdEAYLLIWE BOM-
pOCOBE, TReBYIOWHX NPUHATHA JEACTEHA, AHAYKMEE DeIYNETATEl, DEKTE, OTHNOHEHWA, 33KNI0HEHHE 1 PEKO-
MEHIOBAHHEIE MEDE, KOTOREE HECDXOOHMO NPEaNPUHATE ANA 0GeCNEYEHA COOTRETCTEMA.

Konua oTY4eTa o MOHMTORMHIE MK KPATESE MANOHKEHWE OCHOBHBIX BRIBOLOE J0NHHLl BRTe Q0BSAEHE 00
CEEOEHAA MMAaBHONs KCCNedoaaTENR B NMMCEMEHHOM BUOE.

M pPAMEBYEHWE— r‘lpuaene Hebie BRLLE TReGoBEaHHRA MOTYT TAKHE MPEMEHATECA K COODLSHWAM, CEAIHHEIM C
AR ECEAM RCCNeJOEaHMen, B IENCAMOLTH OT NPoUsyYE CNOHCORE AW HAUWHAGHANEHBELX PEMYTHPYH W AX TFIBEi-DEE.H.H-“.

8.2.5 Ouenrka BeaonacHoCTH KM OTYET

CNOHCOP OTEETCTEEHEH 33 KNACCHDWKALWM HeGnaronNpUMATHEY CODBITHA 1 NOCTOAHHYID CUEHEY Geao-
NACHOCT M KNHHWHECKOTD HCCNEA0BAHNA M A0MHEH:

a) aHanH3upoeaTE NPoBEIeHHYI0 HCCNeQoBaTeNemM oUeHKy Beex HelnaronpratHs cobuTHi, onpege-
NATE U QOEYMEHTHDOBATE B NUCEMEHHOM BALE HE TAMECTE M CBAJL © MCCNBOYEMEM MIGENWENM; B CAYYase paa-
HOMMACKA  MeXay CNoHCOPOoM W MMABMeKM  WCCNedoBaTENeMiBMK),  CNOHCOD  O0NHed Nepedats
TAUHTEQECOBAHHBIM CTOROHAM, OMNPESNEHHLM HHKE B Nepeducnednax c), d) 1 e), oba mHeHua;

b) awanuaupoBaTe BCE HEACCTATH MAOSNUA, ONPEAENATE U NUCEMEBHHD DOKYMEHTANBHO QMECUDOBATE,
MOTYT Nid OHK NPHEECT M K CEPRE3HOMY HeDNarcn puATHOMY BOIAeRCTEMRIO MAOENAA; B CYyHae §asHOrNackin Mes-
Oy CNOHCOROR W TNEEMBIM KCCNESO0BATENEM[ MK}, CNOHCOP BOMEKEH NePedaTe IAUHTEDECOBAHHEIM CTOROHAM,
ONpEOeneHHbIM HHHE B NepeHdcnednax o), d) i a), oba MHesus;

c) cooblWwaTe WiKH OBecneYyBaTe cooblWeHne MAaBdeM HeoneaopateneM g 3K ofo BoeX CepeeaHbIX
HEBNAronpPUATHbX CODRITHAK W HEOOCTATEAX H3OSNWA, KOTODEIE MOMYT NPHUBECTH K CepeeaHoMy HeBnaranpraT-
HOMY BO30SRCTEMI0 WINENKWA, BCNK 3T TPeSYeTCA HAUMOHANLHEIMK PErYIUMPYIOWLMMA ToeBoBaHuAMK, 1Nk
CIP, wnd 2K,

d) cooflaTe B Perynupyislue Spradel B TEYeHMHEe ONpPeneneddore nepyota epemeqd ofo poex
CepLeIHEx HeBnaronpuATHLX CoDBITUAX KW HEOOCTATEAX M3OLNHA, KOTOPLIE MOMYT NOWBECTH K CEpLEIHOMY
HEBNAranpUATHOMY BO3OSACTEMD HAOENWA, 8CNK 3TO TREBYETCA HALWOHANLHEIMH DEry MRy W KKK Tpebosa-
HHARMI 1K C1P;

2] coofwarts B DMC, ecnk HeoBxXognso, BCid MHEODMALWKD, OTHOCALWYIOCA K DeI0NacHocTH, B Co0T-
BETCTEMW C MMCHMEHHBIMMW NPOLEIYRAMMK;

f) B cny4ae KNMHWMYECKSrO MCCNedoBaHuA B HECHONBKME WEHTRAX NUCEMEHHD MHDOPMUpOBATE BoEX
MMALHLIY WCCNEQOBATENEH O BCEX CEDLEIMEN HEeBNarcnpUATHLX CoDBITHAY BO BCEX WCCNEeoBaTENECKHY
UEHTRaY, O KOTOPBIX BbiN0 Co0BWEHD CNOHCoPY, M 088CneYMBaTe CooDILaHWE O WY B COOTBETCTEYIOWME JK,
SCMA 3To TREOYETCA HAUWMOHANEHEIME DeryNADYIoWUKK Tpebosaduami, CIP unn 3K, B 3aREMCHMOCTH OT Toro,
YbM TpeBoRaAHWA ABNAKTCR Gones CTROMBK, 3Ta HHPODMALKWA 00NHHA DETE PAIOCNAHA BCEM DYKOBOOWTE-
NAK B TEYEHWE NEPUOOA BRSMEaHK, ONPEIENEHHATD HA OCHOBAHKUA NDESNGNATAEMOr0 PUCKS, ONgeaeneMHoro g
OTUYETE N0 AHANKYY DUCKA!

g) yoeguTeca, 4yTo 3K W perynupyiowne opraqtl B Kypoe CYWacTEEHHON HOBOW MHgopMaUmMK o ENuHK-
HECKOM ACCNEqOBARKMK, 1
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h} B cny4ae cepeeaqoro HebnaronpUaTHoro BoaSEACTENA HIZENWA K HEQOCTATHOD HIOENKA, KoOTOPLIE
MOMYT NPHMBECTH K CEpLaIHoMY HEBNAronpUATHOMY BOSASACTREHIO MIGENKA, ONPEOENATE, HEODXOOHKMD MK NEo-
BECTH JONOMHRTENLHEK aHaNH3 DHUCKR, W OUSHWBATE HEeoGXoOAMOCTE NPCESOEHWA KOPDEKTHEYIOWMX HITW
nEesyNpesganwne JeACTEKA.

8.2.6 JapeplieHHe KNHHMYECKOTD HCCNELoBaHnA

CNoHCop LOMKeH:

a) ofecneqdHBeaTe, 4TobkE Boe OERCTEWA NO A3BSPLWEHHIO KNHHHYECKOTO HOCNeaoeaHnA SNk NpoBene-
Hial Haanexkawms obpaion, Kak onvcads e pazgene 7,

b} oBecneqHBEare CTATHCTHHECKKMA AHANKS DaHHLIX,

C) COAOABaTE OTHET O KNHHWHECKOM WCCNeJoBaHHH W NDEQCTARNATE B0 GMA AHANKIA, KAK ONWMCAHG
B7.3 M

d} ofecneqneaTte, 4TOGLI OTHET O KMHHHYSCKOM HCCNEZ0BAHMK, HEIABHCHMO OT TOMD, BRI NiM KNAHR-
HECKOE MCCNEQOBaHHE IABEDLIEHD HNK ZOCPOYHS NReKpaWeno, G npeactaaneH 8 JK. npHHHMAELKM yYac-
THE MCCNEA0BATENRM W B DENYNHDYIOWHE GDraHEl COTNACHD HAUHOHANBHEM PEryNHDYIoLWWM TReDoBaHMAM.

8.3 AYTCOPCHHI OGAIAHHOCTEH W HYHKLHA

CnoHcop MoseT NepedaBaTe OTASNBHLIE MMM BCE S0AIAHHOCTI MM DY HKLMH, CBRAAHHBIE ¢ KNTHHAYEC-
KAl MCCNEO0BaHAER, BENIOYaA MOHHTODUHT, BHEWHER Opradkaalkd (Hanpruep, CRO WNH HHOMBKOYaNsHOMY
NoOgPASHHKY |, 0OHAKD CKOHYATENEHAA OTEETCTEEHHOCTE 33 KAYeCTED M NONHOTY JaHHBE KNHHAYECKOND Heone-
OCBAHWA OOMMHE 0CTaRaTLCA Ha cnoHcope. Boe TpefoBaqua HACTOALWLEro cTadgapTa, NpMMeHaIowweca K
CROHCORY, O0NKHE TAKKE NPHMEHATECH K BHEWHER ODraHMaanid, NOCKONLKY 3Ta Opradniagna GepeT Ha celba
DGAIAHHOCTH 1 IYHELMA CNOMCO0Da, CEASAHHLIE C KNWHMHECKMM HCCNeO0BaHuem.

CnoHcop Acn#eH NACBMEHHD SNPELenaTe Boe oBAIAHHOCTH W RyHELMK, CBRAAHHBIE € KNHHMHSSCKM
HCCMEO0BIHMEM, BENOMHASMBIN BHEWHEA OPradkuIagned, ocTaogne 3a cobold e oBA3aHHOCTH W doyHELME,
CRASAHHMLIE C EMWHWHECKAM MCCNEN0BAHMER, HE NPEIHAIHAYEHHBIE ONA NEPELaYH UMK BRIMONHEHAA BHELIHGEA
OpraddaIag e,

Cnodcop ponseH HECTW OTEETCTEEHHOCTE 33 BEPMDHKALMID HANKUYKMA 1 ToYHo2 coBnKmgeHHe BO BHELW -
HAX CRraHAIALUAAR NHCEMEHHBIX NDOUELYD.

8.4 CpAlk c perynupy WM opraHamMM

Ecriv TpebyaToA, CNoHCop Qomse:

a) yEegosMNATE MM NOMYHaTE CR0EPEHHE OT PENYNKPYIDLWMK ODFaH0E TOW CTPaH B, B KOTOPOH NDOROOKUT-
CR KMHHHHECKOE HCCNeqOBanHMe,

b} coolwate 0 X008 1 CTaTYCe KNHHKMYECKDID MCCNegoRakkMa |

C) DopMUpOBaTE OTYET No DEe3IcNaAcHOCTK, K3k onpegensqdoa 8.2.5.

9 OTBeTCTBEHHOCTL rMAaBHOro MCCNeaoBaTenA

9.1 OBwMe nonoxeHKHA

3a0aqani rMapHore MCCNeJoRATENS ARMAAKMTCA OCYLLECTRNEHME M EXE0HEBHLIA MEHEIRMEHT NDOREAE-
HAA KMTHHWYECKOrD WCCNe00BaHKHA, 3 Taswe oBecneYeH e LenocTHOCTH GasH e W npae, GelonackHocTi v Bnarg-
NoNYYHA CYELEKTOR, BOBNEYEHHLIX B ENUHAYECEOE MCCNE00BaHHE.

Ecrii ChOMcop 3aKmosacT QOroecp Ha NPOBEOeHAe KNMHUYEckoro WCCNenoRadua ¢ yHpemneHHen,
YUPEKTEHME OONKHO HAIHAYA T B KA4eCTEE MMAagHoro MCCnedosaTena nkiue, obnagakwes AocTaToqYHOE KES-
nwdorEauued.

9.2 KeanudiHEauWa rNagHoro iccneaosaTens

[(NapHeld MCCNeaoBaTEN s JOMHEH:

a) beiTe EBANKEHUWMDORAHHEIM HA CCHOBE 0BpaIoBAHKA, NOOrOTORKK W ONBITA ANA NPWHSTHA oTBET-
CTEEHHOCTH 33 NPOBEOEHNE KNMHWYECKOND HCCNeJoBanka HaaNewalim 0GpaIom B COOTEETCTRIN ¢ HACTOR-
LMM CTAHOAPTOM, 0OKATATENECTED B OTHOWEHWK TAK0R KBANNEHKALHM MMABHOT0 HCCNEOoRATENA W KNI0YEE L
UNEHOB KOMaHOE B BCCNeOoBaTENLCKOM LEHTRE J0NAHE DalTe NPEgocTABNEHLl CROHCORY B BWIE AKTYaNEHEIX
PEIOME MMA JPYTOR COOTEETCTEYHILLER OOKYMEHTaLHI;

b} MmeTe oneT 8 00NacTi NEMMEHEHHA M DeTE NOOroTORMEHHBIM N3 MCNONEI0SIHMKD PACCMATPHBEARMO-
o HCCNE Y EMOrS HAOenN|A;

C) BeIABMATE BOIMOMHLIE KOHGNMETE MHTEPECOR, BEMHHYAA HHAHCOBEE, KOTORRE BAWAIT Ha NPoBEae-
HE KNAHKSECKOND KCCNeqoBaHua MMM MHTERNPETAUMID DeayNeTaToR, W

d} BeiTe XOpPOWO OCEEO0MMEHHEIM O METOLaxX MoNyHYeHHA MHQOPMKDOBAHKOTD COrNacKa.
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9.3 KeanuduHauna MccneqoBsaTensCcHoro WaHTpa

MapHeiA MCcnNegoeaTens AomKeH BelTe B COCTOAHMM NPOQEMOHCTPHPOBaTE, YTO NpeanonaraeMei
HCCNEA0RaTENECKUA UaHTR:

a) WMEeT HEDBX0ONMOE YHCTD NPEBoMOYHEX CYELE TR, KOTODSE MOrYT BkiTe 0TOBpaHLI B COrNACOBaAM-
HEIA NPOMERYTOK BDEMEHW, W

b) WmeeT ogHoro WM Bonee manvdKUMpoBaEHHOro MCCNeqonaTand, KeanumUUMPOEaHHYIO KOMaHIY B
HCCNEOoRATENECKOM UEHTDE W Q0CTAToYH0 oDopyOoBaHUA Ha BCK NPEOYCMOTPEHHYE NPOLONHUTENEHOCTE
EMAMWYECKOTD WCCNE 0B H WA

9.4 CBAIL CITHYECKHM KOMHATETOM

MaeHEl HoocnNegoeaTens JOMGEeH;

a) obecneYnTs CNOHCODE EONWAMK BoeX CoDDUEHMA MaXTy MMAaBHBEIM HCCnegopaTenaM W 3K, caasa-
HELX C ENHHAYECENM ACCNegoRaHen;

b} BLINONHATE BCE TREBOBAHKA, CNWUCaHMbIe B 4.5;

C} NonNy4ars NUCeMeHHoe oaoBpeHHe NONOKUTENEHOE IaKMKIHeHne JK No KNYHRSeckomy Weoneqoag.
HKIKI C YRAZAHAEN 0aTel 00 HAG0pa CyELeKTOR W BHECEHWA Nobnix NOCNeayiowrs Nonpascy npy Heodxogn-
MOCTH,

d) NpegocTaRnATE OTYETHOCTE N0 SE30NACcCHoCTH, Kak onpegenaic e 9.8, 1

2] CEOCBDEeMEHHD COODLEaTE O MK OTENOHEHKAX 0T CIP, KOTODRIE BNWAKT Ha Npaga, Ge30nacHICTe
HNK GnanonoiyYue cySsEeNToe UK HayHH YD UENOCTHOCTE KNAHWSSCHOTD MCCNBd0BaHWA, BENIOYSA TE OTEMOHE-
HWA, KOTOPLIE BOIHHEIIOT B YDesBbiHaiHbiX CHTYALWMAR, ecnd aTo TpebyeTcA JK, CIP WnK HausoHansHeMKA
PEMYNARYICLWHAMA TReDoBaHMaMIA.

B onpeaenetky obCToOATENECTREAR CEASL ¢ 3K YACTHYHG MNK NONHOCTEID MOMET CCYLUECTRNATE CRoH-
COP, W8 ATOM CNYHAE CNOHCOD J0NHeH AHEDopMUDoRATE MAaBHONS MCCNeAoBaTanA.

9.5 MNpouscc NONYYEHHA WHGOPMAPOBAHHOND COrNacKHA

MaepHeEI HoocnegoeaTen GOEeH:

a) BeINONHATE TREDOBaHKA, onpedeneHHLe B 4.7,

b) obecneYvBaTe BLINCNHEHWE NEHMEHHMER PEMYTTHRPVIOWHS TReBoBaHKA W STHYSCKAX NPHHLKNOE K
NEOUECSY MONYHEHKE MHDOPMUPOBAHHOND COrNAcHA |

c] ofecnaddeaTte M QOKYMEHTHDOBATE COOTBETCTEYH L VIO NOATSTOBRY, £CMKH ANA NPOBEQEHHA NPoUecca
NONY4eEHHA MHEODMEPOBAHKOMD COFMACHA HAIHAYAETCA NONHOMOYHER NEEaCTABHTE NS,

9.6 CooteercTene CIP

MapHBIA HCCNBOoBaTEN L QOEKEN!

a) NHCeMEHHD YE3ILBATE CBOR cornacke o CIF,

b) NpoBOOMTE KNMHWHYECKOE MCCNegoBadwe B cooTReTcTEHK C CIF,

¢] CO0aBaTeE ¥ NOAGEMKHBATE HCXOOHYIO OOKYMEHTALWMK B TEYEHHE BOETD KNAHKMSECKOTNO Wocnegosa-
HIWA ¥ QENaTE 88 JOCTYNHOA MO 3aNpocy BO BLEMA BHIHTOR B LENAX MOHHTODMHIE MNW ayguTa,

d) obecneYTe MCNONBEIOBAHKE WCCNEOYEMOre MALENKE TONEKS ABTODHI0BAHH MK NONLICBATENAMMK,
KK ONpegensHo B 6.2, 1B CoOTEETCTEAM C CIP ¥ MHCTDYEUHAMK [0 JKCNNYETAUKM HCCNeqyemMoro M3aena,

@) Npegnarate CNoMCopy Nobsie He0Sxoqusee MamMeHeHna TP, Nk WCCnedye Mors Wagenqs, Mg npid-
MEHEHWA KCCNEQYEMOTT HIOEMNHA,

fi BOAOEDMWBATLECA OT BHECEHWA Nonpasck B CIP G&3 nonyyYeHWa cornacka cnoMcopa, SK W perynupyio-
LMY Oprasos, @cnd HeohxoauMo,

g) OOKYMEHTHPOEATE W 0BRACHATE Mbbe OTKNoHEHHA 0T ogobpendore CIP, koTopeie BOIHHKAKT BO
BREMA NDORESEHHA KTHHHUYECKOND KCCNeaoBaHnA,

hi obecnedreaTts HANWYKE, NOOGEMMAHKE ¥ QOKYMEHTHMOOBAHKE HOMIETEHTHON KOMaHOL 1 Heobxogu-
MOTo 0G0DYATBAHKMA B HCCNEOOBATENLCKOM LEHTDE BO BOEMA KNHHHYECKIND HCCNeq0BaHHA,

i) cbecnevueaTe akTyanEHoOCTE 0DCNyEMBa KA M kanuipoar obopy ACBAMMA ONA OLUEHKKN KNMHKYSCEOrD
HCCNEAGBARKWA, NOCTATONHOCTE NPOBEOEHAA W OOKYMEHTHROBEHHA KNHHAYECROrs MConedosadna, ecrik aTo
M PABEHA G,

il obEcneYMBaTe TOHHOCTE, RONHOTY, palBopHYUEccTe M CBOBBDEMEHHOCTE JaHHBIX, COOBLAEMEI X CIIOH-
copy B CRF ¥ B0 Boex HeobxXoduMblX OTHETax,

Kl noggepeMeaTte IaNKMCKH No YYaTy Mg nuiA;

[} gonyckaTe W NOGQOePHKHBATE NPOBEOEHWE CNOHCODOM MOHKTODHHE 1 ayadTa;

M) GETE AOCTYNHBIM HAGNRAATEND W OTEEYATE HA BONPOCE BO BREMA BUAMTOR B UEMNAX MOHHUTORMHTA,

M) SONYCEaTE M NOLOEDEHEATE NPOBELEHHE 2V OWTA DETYIHMDYIOWHMA Oprasami i 3K,
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o) oDeCneYmBaTh COXDAHEHHE BCEX 3aNHCe, KaCaFWKECA KNTHHNYSCKOr0 MCCnNegoBadna, Kag 3To onpe-
nenedos 7.4, 1
gl NOONMCEIBATE OTYET O KIMHMYECKOM WCCMIeNoRaHMK, KakK ongeaenaHo e 7.3,

9.7 MegMUuWHCKOE oBCNYHHBAHWE CYDLEKTOR KNHHWYSCKHY HCCNeoBaHHA

MasHbli KCCNeaoBEaTEN s JOMMEH:

a) ofecnedueaTte JOCTATONHOE MEOH UMHCEDE OBCNYHHEAHHE CYEBEKTOR KNMHUYECKONS KCCNedoBaHHA
BO BREMA W NOCNE YyHacTHA CyDberTa KNHHHYECKOrD MCCNEN0BaHMA B KNKHHYECKOM MCCNeNoBaHHK B CnyYas
HeGnaronpYATHEX CoBRITHA, KaK onHcaso B MHhopMUPOBAHHGM cornack [on. 4.7 4, nepewncnedwe f;

B} MHBopMHpoBaTE CYEBLEKTa KNWHKYECKOTD HCCNedoBaHKWA O XapakTepe W BOAMOMHBER MDHYMHaX
Mobex HEGNAroNPHUATHEK COORITHNA;

¢) oBecnedrBaTe CyEbERTa KNMHHYECKOND HCCNEdoBaHKA HEOSXOOMMEIMIA HHETDYKLMAMK N0 NPaBHNks-
HIE MY HCNCNLICBAHKKD, GECNYHMBAHKKD, XPAHEHWK W BOIBDATY HCCNEOYEMOro MAOSNHA, CNH OHO MCNONEIVET-
CR WK yNPABNsaTes CyDhLeKToM,

d} vHbopMUpoBaTE CYELEKTA KNHHWHECKOTD HCCNedoBRaHKA O Nobbid CYLECTREHHEY PEaynNeTaTax
HECMEQOBAMMA, BOIHMKRIWKE BO BOEMA KNMHHYECKOTD HCCNefosaHMa, BENNYan HeobxognMocTE QonorHi-
TENBHOMD MEJHLMHCKDOMS BNy MHBAHMA, KOTODOE MOMET NOTReBoBaATECA,

&) NpefocTaBnATE CySBEKTY KNMHHYECKOrs HCCNEA0BaHMA YBTHO ONpEaeneHHBIA NOPALOK JeRCTEWE B
CNYYaE BOIMONMHBIX ABADHAHLIX CUTYAUKKA, CEAZANHEIX C KNAHMHYESCKHM MCCNEN0BIHWERM, M 0aBaTE HeoDxoou-
MLEE YH2IAHKA NO NPORE0EHKIO HEOTNOHHOA NOMOW M, BENIOY3AA NPOUSAYDEl QEK00MPOEaAHWA 8 CNYYae NooBe-
OEHHA KMAHHYECKOTD MCCNEQ0BAHWA C HCNONLICBAMMER CNENOTD METOda MACKMDORAHKA,

fI obecnevdEaTe NOHATHOE MAPDEAPCEAHHE ENWUHAHECEWE 3a3MNWCER, YEAIBIBAWes Ha TO, 4To cybwerT
HIMHHWHECKONS HCCNeAcRAHWA BEMIDYEH B KOHKPETHOE ENKHHHECKDE MCCNe0oBaHWE,

gl ecnv HeoBxogumo, cyEReKTOR, BRMOYEHHBIX B ENHHAYECKDE HCCNenoBaHHde, cnegyeT cHabwaTe
ONpPEQSNEHHBIMK CREOCTEAMM, YRAILIBAIOWMMA HA WX YHACTAS B KNHHAYECKOM HCCNeloBaH e, COBMEsTHD ©
MoeHTHPHEAUMENR W didopradsel No cobningeHdis Mep CONyTCTEYIOWETD NedeHis [JonmuHbl BblTh YHA3aHLI
HOMED TenedoHa Wagpec);

f} MHDOPMUPOBATE C COMMAcHA NALMEHTA UMK B COOTEETCTEMH © HOPMAMK HALWGHANbHBIX PEMYIHDYI0-
WX TpeBoBAHHA MNAYHCTD BRaYa CYyBLeKTa KNUHHYECkors WCCNEdoBaHHA O ToM, 4TO CYELEKT KNMHHWYecKons
HMECMEQOBAHHA NDHHMMEET YHACTHE B KNAHHYECEI MCCNegoaaHian, |

i} OeNaTe BCE BOSMOMHOE ANA oNpedeneHnd NDMYKHE} Q0CpOYHoro Beixoda cyhLerkTa KNHHMYeckons
HECTEQOBAMHA W3 KNWHHWYECKOTo MCCNeQ0BaAHMA C RONHEIM coDmoaesnes Nnpae cybuerTa.

5.8 OTyeTHOCTE NO Ge30NACHOCTH

MMasHbi KCCNeaoBaTENE JOMMEH:

a) sanyckiBaTe BoE HEBNaronpUATHeIE COBLITHA W HABNKOaEMBIE HEQOCTATEY HAOEMNAA, & TAKKE KX
OLEHRY,

b} coobWwaTe cnoHcopy Bes HeobOCHOBAHHEX 33 02MKEK O BOEX CEREEIHBIX HERNArONPHATHBIX CO0LITH-
AX W HEOOCTATEAX HAOEMHA, KOTORBIE MOTYT NPUBECTH K CEDBEIHOMY HEGNATONPWATHOMY BOAAGACTBMK 0aHHaA
HHdropsMaL KA AonHHa BbiTE CNEPATHEHON K CHabKATLCA NOAROEHBIM NMACEMEHHEI OTHETOM, KK ONPEegEneHo
e CIP,

C) cooflaTe 8 JK 0 BCEX CEPBEIHbIX HEGNArONPUATHLIX CORLITHAR K HEQOCTATEAX WANENKWA, KOTODLIE
ROMYT NDHBECTH K CEPLEIHOMY HEONArONPUATHOMY BOIOSACTEMK, SCNH 3TO HEoDXO0WMO COrNacHD Pary nkpy-
FILLMM TREEoBaAHHAM, wnu CIP, wne 3K,

d} coolWaTe B peryNHRYHLLIME OpraHb O BoeR OB Pee3HEIX HEBNAronpUATHE CoBITHRY M HEOOCTATKAK
HAGENKA, KOTOREE MOMYT NPHBECTH K CEDLEIHOMY HEDNArONDHATHOMY BOIRERCTEMIO, B COOTEETCTEMN G HAWHMO-
HAMNBHEIMA DEYTMEYWKME TPEEOBAHHARK, 1

&) cHal#aTe CNoMCopa N eng aanpocy NndoR ACNoNHATENEHOA KHEPOPMAaUMER, COAIAHH0NA C OTYETOM
no DEACNACHOCTA MO KOHKPETHOMY CODLITAK.
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Mpunoxerwe A
(ofA3aTensHoB)

Mnax KNUHHYECKOTD KCCNenoBaHWA

Al DBWHe NONOXEHHA

A 11 BeepeHue

B HECTORWEM NPWNOKEHAY YOTAHOBNEHD cofdapeadue CIF. Ecnu HeolxolMMen uHBoDpMAEUWA 3BNHCEHE B QDYIO&
OOKEYMEHTAUWK, HENpasMeap, B 1B, To TAKAA QOKYMEHTAUWA Qon#Ha ObiTe OOCTYNHAE NO 3E3NDGCY W HAE HEe QonxHa BeTe
npHEEgEHE coeinea 8 CIP.

CIF @ niofeie Nocne 0 ysouyde GonoiHeH Ma QONHHE BRMMYATE BOE NYHETSl, NEDEYUENEHHEIS B HECTOAL EM NDHNoEE-
HUH L BONE STO0 HYHASSTCR B DATRACHEHWH, ¢ DECLW WD poBE0d KE#HA0TS NYHKTE.

A2 WaeHTHPHKBLWA NNEHE KNWHMYECHWE HCCHEesoBaHM A

8) HAMMEHOEEHNS KNEHAYMECEDIG HOCNSQ0BaHWA |

b) WOEHTHEDWESUWIHH A HOMED, ONEEQE N A0 WHA KO0HKPSTHOE £ HHWM B CHGE MCCNE00EEHHE, BCNW OH 80Tk

C] BSpCHA W QaTA nognucadna CIF;

d) CEOOHLIS AaHHEE OF MCTOP MY HIMEHEH AR, B CRYUSE BHECEHHA NONQES0K,

B) HOMED BEPCMWBRINYCHE M MOSHTWEMEALMOHEEIR HOMER, SCNM OH BCTh, 3 TAKEE HOMED CTpaHMybl @ obwes
HMCNG CTPAHAL HE kEMAOR CTpaHMye CIP.

A 1.3 CnosHcop

Mra @ a0 pec CNOHCODa KNMHUYE CHRRY WCCNEeQOBEHAR.

M pPAMEBYEHES — Ecnn CNOHCOP HE NDOXHEEET NOCTORHHG B CTRaHS [DTDE Hak), 8 £0TOROM NPOEOGWATCR KNHHKW-
YHeECKos HCCNegoaaHAe, TO 8 COOTERTLTERK C HEAUHOHANEHBIM HIA PEFHOHANEBHEM PEMYNAPOEIAHA B MOHET I'IIII-TFIEE{IEaTh-E:H
YHAZEHWE WMEHN A BIPECa ero NPEeACTABWTENA B GaHHOR CTPAHE {CTRaMax ).

A4 TNEEHLIA MCCREROBATE ML, KOOPAMHATOD M HCCNEdoBATENLCEMA WeHTR ki)
a) PEMEIHA, HHALWA ML, A00EC W 3AHMMASMAR J0NKHOC TR
1) rMAsHOMD ACCNe0oRETENA [(WCCNeaoBaTENSl )
2} HOOPOWHAETORE, SCNW HEZHEYEH,
by HAMMEHoBAHWE W AOPSC WCCARQOBEETEN=CKOND YeHTRE [UEHTROB), B HEOTOPOM NPOBOOATCA KN@HAYSCKWME
WCCNea0aasMA,
C] HEMMEHOBAHWE(A)H 3APEC|EIOPYIHE MHCTHATYTOR, BOBNEYEHHEIX B KN@HAYECKRE WOCNEQOBEH A,
CRoHCOR QoN®eH NoAAEPHHEETE SHTYANEHE A CNACOK DYROBOOMTENER, HCCNEOOBATENECKMY URHTROE ¥ RHCTHTy-
TOE. 3TOT CNACOK MOMET XPAHMTECA aTOenbH0 oT CIF. DEOHYETENSHEIA CNMook gonseHd BeiTe NPeA0CTAENEH BMACTE C
GTHETOM O ENHHWMECKOM HOCNe oBa WK [CM. npHNosesne D).
A5 Ofwee KPATHOR ONWGCEHWE ENMHHHYECKHE WHCCNENOBAHMA
CEOaHS @i 0GI0p KNEHAYMSCHAY MCCNe 0 EaHWA ADNEHE BRNKYATE BCH HE OB oa WM yss RHE 0 Pra L H, KRC3H L YR
OeTENEA NPOEKTE KNWAHAMECKOND WCCNEQOBEHWA, TAKYK LA EPMTERPUM BENHMEHUAMCKNKY8HAA, Ydcno cyGbekTos,
MPOLONHATENSHECTE KNAHRHSCHOND WCCNeaosasuR, HEBNHDOEH S, LENE{H] M KOHEYHER TOMKE{H).

I PAMBYEHWE — MoxeT GsiTe NONEIHO BENOYATE ﬁﬂDK-C!EMy. MOLEERBEIHNW YD CCHOIEBHEE ATANER KNAHEYSCEA X
AGCCNegoEaHMA, N Hll:lﬁj'll:l ODYTYI HEROPMAUNK, £0TODERA MOMET OHA38TECA NONESHOR ONA NDOBEdeHHA KNEHEYECROnD
MCCNeqoEasiA.

B2 HﬂEHTHq}HHI LUHA W ONHCAEHME ACCNeAYeMord iinen s

a) obuee ondcaHee HCCNedyasMoro #30enda @ ens NpegyCMoOTPEHHOMD HB3IHAaY2HHA]

by n oapafiHele cEELAaHKA OO HArOTOBHTENE HOCnEdyeMard Lanenne,

C] HEMMEHOEAHWE ¥ HOMEPD TUNA UMW MOOENd, EKNEDYEA, 8CNH NPpHMEHHMS, BERCH KD NPOrpaMMHOoro ofeCneueHUA @
NPAHELNEXHOCTH, LNA BRNONHEHRHR NONHOA HJ:I-EHTHII]:IHH'&LI.HH;

I:l:l ONACEHWE TONZ, KB JOCTAMa2TOA NPOCNEHHESEMOCTe BO EPEMA W NOCNS KNAHWHECEOTND ACCN200EaHUA, HANDKA-
MER, C NOMOLWSD NPACECEHMA HOMEDE CERMH, HOMEDE NEPTUW WMWY 33804CKHEY CERHAHEIX HOMEDOE,

) NpeinonareeMos HCNoNeEIDaaHWe HCCNegyeMors W3S en WA E NNEHARPYEMOM KNEHAYECKOM WCCHe 008 EH MM

f:l naNymay«ad NAUMEHTEE U MEQHUHHCKERS NOK33AMHA, ANA HOTOPRIX NPEJHaZHAYeHO UCCN ey SMO0e WAganHe:

0) ONACEHKWE MCCNeAYesMorD WANenNWe, BENDYAA BCE MATEREWANEH, KOTOp:IE ﬁy'ﬂ_yT HOHTAKTUPOEETE C THEH AW WNH
HUAKQCTAMK CPraddaMa. {lj NUCAHKE OOMEHD BENHDHATE I'Iﬂ.'.'l.FH:lﬂlH VI WHPOpM3LHD O nealieix ne KApPLTEEHHEIX CREOCTEAY,
THAHAX H2AGESKd MNE KMB0THEX HNd WL NQOMIECOHRIE, & TAHe q0yTHe BronNory«eckd 86T HEHBIS BELSCTES -

h:l ceoaxa of I:Iﬁ!."-IE'H Ml M ONETE, HEoBX0ZMMOoM ONA WCNCNEI0EEH WA MCCNegyemMora H30enss,

I} ondcaHde COEYWRENsHEIX XHEQYRPIMYECKEY A JPYIEd MeQHEUAHCKAE NPoUenyp, CEAZAHHENY C MCOONEICEIHAEM
MCCnedyesord Hagsnne.
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A3 DBOCHOBAHME NNAHA (CXEME) KNMHWYBCEOMD HCCNEQOBAHKA

OEOCHOBAHAS NNaHE (¢ REME | KNHHM Y CROrD WCCNeqoBAHAA, HOTOPDE JOMNEHD GRITE OCHOBAHD HE peIyYnReTaTaxnpo-
B2AEHHOMS DUSHHB3HAA, sak ONpenenaHs B 5.5, A0NEHD AKNK4ATE!

3] OUSHHEBEHWE PE3YNETATOE COOTEETCTRYSIWM Y JOKNHHHYECKERE oM B TEHHRA'OUSHO, NPOESIWMME X ONA o CHOBE-
HHA HCNONSICEEH WA MCCN2aYamMoro #30en«#A CYHECTHEM HENOESEA B KBYSCTES f-j-'ﬁ"bEI'lIT-E..

0] OUSHHBEHWE KNAHAYMECHAY DEHHBIX, COCTRETCTEYH LML NPeqnonarasmMomy ENUHEe CloMy HCCNeqoBaH9 .

A4 PHCEM M NONE33 0T HE cneayeMord HIgenna A KNAHHYeCEDE HCCNecEaHHe

3] OW@IEEMAR KNAHHYECKan NoNL3a;

o) oMwdaeMos HefNaAronpeATHOS BOIOERCT BME HILENHA:

C) GOTATOMHEE DHOHEM, CEAEHHBIS C WCCNE0YEMEM HIAENEM, EO0TOPEIE HABHTAD AUMPOBAHE B OTHETE N0 SHENWAY
PHCEE,

d] PHCEM, CBRIGHHBEE © yHECTUEM 8 KNUHAYSCROM HOCNBL0EEH MU

2] BCIMOMHOE BEZBWMHOS BNHAHAE CONYTCTEYHIWME Ne412BHo-QHarsocTE4e CREE NDOUesy,

f} gedcTEMA, so0Topele SyayT NPESNPEHATE SNA YIP3ENSEHAA MNW YMEHELEHNA PHUCKOR;

g] oboCHOSBEHHE COOTHOWEH WA PHCKE W NONE3H.

Mopumesas e — MNpouect MEHELHMEHTA PECKE, BRNKHEHN WWA B celin aHanws puosa, OUeHEyY COOTHOWEH®A
PHOKE # MOAB3E, 8 TAKME YNPABNEHAE DHCKOM, onwcad 8 MCO 14971,

A5 Uenn W rMnoTe3kl KNWHAYMECKOro HCCNEgOBAHKHA

d) Uend, 0CHOBHEE W ACNONHATENEHEIS,

] ranoTedsl, SCHOBHBE W JONONHATENSHBIE, KOTOREE NPRHAMBDTOA @AM OTHROHAKTCA 43 OCHOBEHHA CTATUCTH-
HECKOrD 3HANHIAE AaHHE X, NONYYeHHRE B 008 ENHHAYSCROro Ccnegoaadia;

) 3ARENSHHEE CEOACTEA W APEAYCMOTREHHBIE PYHRGWOMANEHLIE XEDA KTEPWUCTHEW, £0T0O Peig HOONSHaT NpoaSpRa;

d] PHCEM @ NPEnonaraemse HefGnaronpUATHEIE BO30EACTEHA W30ENWA, KOTO Ple JONEHE Bk Th BUEHEHEI.

AE MpoekT {cHemMa) KNHHHYECKHL MCCNenoBAHKA

AEd Obwme nonoHeHWR

d) ONWEEHHE THNE NPOSOSEM OIS KRWHAYSCKOrD WCCReN08a4MA (HANQWMED, O80AHOS CAENGE CRaBHEHHS, N3pan-
MERsHoE KECNeA0SaHuE ¢ WNK D23 rpynne cpasHeHna ) ¢ obocHos asuem e Gopa;

D] ORWECEHWE MED, HANPEBNSHHLIE HE MAHAMAZELW D WNE AN DY EHHE NPESBIATOCTH M HEO B EEKTHEHOCTH, BRNHERA
PAHACMEIELMKD ¥ MCNONEIDEEHWE CRENOM0 MeTOAAMACKADOBAHHA.

) DCHOBHBIE M QONONHATENEHEE KOHEYHEE TOWER ¢ ofocsoeady em ve BeiDoOpE @ HIMEPEHKHA;

d)] METOZAH W EPEMBHHEE MOMEHTEI OLEHKN, IBMHCH 4 BHANAIE NEDEMEHHELY,

&) ofopynoEadHke, WCNONRIyeMoS ONA OWEHEW NEREMEHHBIX KNAHWYMEOHOND WCCNEe00BasuR, EKNOYEA NopAgoH
oficNyEHBAHAA KW KENHBROBKK,

f} nwbee npouedypsl N0 3aMeHe CySREKTOR.

AG.2 Moecneayesos Wifenne(a)m Higenwe|A) ANA CPABHEHHA

a3 ONWCEHWE BOZQERCTEMA HE MOCNSLYE MOS WIZENHE(A) WNK @30ENUE]A ) ANA COEEHEH WA, SCNM HCNGNEIYETOA,

o) obocHosEasMe BRIGORA A30ENUATA) ANA CRPABHEH MA;

C) COMCOE BOEX JPYyTds MegHUHHCEME HIDENHd WNE NeRapoTe, ACNONs3YeME X B0 BPEMA KAMHWMECKOTD Woonego-
BaHWA;

d] YMCNO ACNONEIYEME X MCCNeQyeME X nagenud, c obocHoaa=Men

AG.3 CyDbekTel KNHAHYSCKHE MCCMeRoBaHW A

3] KPMTEpW BENKSEHHA NDW Beidope cyGearTos;

D] KpMTSpH@E HCKMHMEHUA NP Beibope cyBberToR

) EPATEDUA @ NPOUESYEH NPEEQEWEHHA WNA NPROCTAHOBKW y4ECTHA CySBerToE:

d) MOMEHT DEMACTRIUHA;

2] ofwen osuaEEMaR NDOOORHATENEHOCT b KINEH MHECH0rD HeCN 8008 HEA;

fI aWWLEEMEA NPOSONHETENSHOCTE yHACTHA Kamaero cyBvanTa;

gl YMcno CySReKToR, KOTOPRIY He0BX00MMO BLNHRYATE B KNMHWYECROE BCCNe008 AHHE;

n)] pEcUeTHOE BpeMA, seoBxognsoe GNa HaBopa QaHHOMD YRenad cybsesToR [Nepol PETHCTRDE WM ).

AG.d Mpousaypel

3] ONWCEHWE BOEX TPOLESYD, CERIEZHHEIX C KNWHUHECHUM HCCNESOEIHREM, KOTOPEIM NOOBEPrawToA CyBbekThl;

D] OnWCaHWE BEACTEWE, BeiNONHASMEE NPSACTAESMTENRME CNOHEORE {MOEN OHERA MOHWTORAHT);

) NEGEE AIBECTHRE @AM NPEINonarasMee QEKTOpE, KOTOREE MOTYT vy QWETE PEIyNeTATH KNWHEYSGHRE HOCne-
A0SEHAA MW OTPHLATENEHD NOBNWATE HE HHTEPNPSTAUWK peIyNeTaTOR.

Mpewep — SaRMOPL] SKAMYEHOM OCHOBHEE Xapakmepuemusy cpfberma, CONyMEmaym e AeYeHUE,
UemenLIoaaHue dpyeus Meduyureruy uddenud ¥ cyfLermUaHbi e ek opLl, MaKue Kan soIpPacm, Noa wiu ofpas
MUIHU. JomAHel SLIMb OMWCaHEN MeMedL yHama 3mux armopod 8 xode KAVHUYECKOED UecmedDaaHuR, HEMDU-
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MEep, © NoMOMER G6dBopa cyikermos, UemonsI0eaHuR onpedeNedHOl CXeM Ll RILHUYeCKUY yoonedogadud (Ha-
ApUMEe, COpMmUpyH L AR paHdOMUIGLUA) LAL CAMEMUEMUYSCKHOZ0 GHAMU IS,

Mepaon HAGNKOEHHA B X008 £NHHWUYECHOMD MCCRE08aHWA LoNHeH 0B cNed BaTE A8 MOHC TRAURK dyyHELHWOH AN~
HbiX XAPEKTEPHCTHE B TEMEHHE BREMEHA. JOCTATOMHOMD ANA OBBCNEYE HUA DOCTORENHOCTH HENBITEHWA fy=KUAOHANEBHE X
AEPAKTEHMOTHE WCCNegyeMOoid M3AEN#A, 3 TAkke oBecnevesuA MOSH TAMERLW M W OLEHKM 38 3TOT NepMon Nobsix DHCEOE,
CEAZAHHEE C HEONATONPUATHE M BOAOSACTEHEM HINSNHA

B CIF gonwHo SeiTh 48TED YEA3EHD, KAKOA MEOHUUHCEMA Y200, 8cnr oH HeolxogeM, Jonked SeiTe NPEOOCTARNEH
CyBREKTY KNMEA4ECEME HCCNSA0EAHUA NOCNE 3AEE PLUSHHA KNMHHEYECRAE WCCNBQOoEIHNA,

AES MnNaH MOHATOPWHrA

D ea cxeMa NNEHa MOSUTORHENE, KOTOpOMY HeOSEoaMMe CNES0ES Ts, BENHHER QUCTYN K N8 PEAYHBIM JaRHEM |
Y EHHY NIAHARYERMOR NPOBEEHS NEPEUYHE X DAHHEX.

Mparmedadqe— DonyckaeTor NPegocTAENATE NOAPOBHEIR TNEH CEEMEl MOHATODMHETA 0TOSNeH oT CIF,
AT CraTHCTHYECHME BCMEETR

CoyueToM A5 AE onucasre 4 08 0CHOBEHHE:

8) CTATHCTHHECHOA CHSmMb . METOOE M SHANRTHHECRME NpoWeayp,

b) paimeps asbopeu;

C] YPOEHA ZHAYMMOCTH @ CTETMCTEYECHON QOCTOBE PHOCTH KNWHHAYSCHOrD HECNed08aHrA;

d) oMHEaeMol A0N# BelbsBEaHeA;

B) EPHTEDWEE OTEEIR/0A00REHA, NDUMEHASMEE K PE3yNaTETEM KNAH MY BCEME HCCNSA0BaHWA

1 yrEa3ZHMA NO NPOMERFTONHOMY BHANAIY, BCNH NEHMEH MM,

g) EPATEQUEE IABSRILEHMEA KNAHAYNECEOTD HOCNS40EIHAA HA OCHOBEHWH CTATECTHHECKME NApaMeTROE;

hy npouenyp oTHeTa o niobel OTENOHEHMAL 0T WCXOGHOTD CTETHCTHYE CROMO NNEHE;

I} nogpofHocTERn onpegeneH A NoOrpynn ANk aHanNKWsa,

|} npousgyp, yMMTRIBE:LULEE BOS QAHHE ),

k] oBpaboTid He0oCTEILAWE, HEHCTONEIYE MBI AN NOHHS X LEHH BE, BKN:0YAR ABHHE B 0T BEbifibi B LU ML W @CKNHEH-
HbX CyEREKTOR,

I} WCENHIYEH@A oN@e0enaH=oA sHBopMaL@Y NEH NPOBERKS TANOTE 38, SCnNK HeoGEoanm;

M} MUHEMANEHOE H MEKCHMENEHDS Yoo oy G e8KTOR, BKNYEHHEIR B MCCNE00BAHHWE B KEMOOM WBHTPE, B CAY-HAS,
SCNM KNUHAYECKEE WCCNEA0EAHMA NPOBOLATCR B HECEONBEWY UEHTDAX.

Onm pesHRE ENAHAMBCEAY CCIEI0REHMA, HENPHMED KNWHWHECKME WCCNed0EEHWA GNns nposepks padoTocnocofb-
HOCTH. MOTYT B Te NpMMeH MMl ocobee 0B0CHOBIHWA W pa3MEep{s ) BulBopHA.

AE ¥YnpaeneHMe OEHHbLIMH

a) NpoUEdyPsl, MCNONEIYEMBE ANA AHANKW3E SaHHEE, ACLNIoYEH WA @3 BA3 0AHHEIX, A TACKE PACCMOTREHUA | NPHHA-
THA DELEH WA N0 COMHUTE Mb MR L8 HH bR

bl ApouedyDE NpOESEEM, BANKGALWE W oBeCnaweH@a BEI0NECHOCTHA 3NAKTPOHHEIE KNHHWHE CKSX CUOTEM YNpaBne-
HUA JAHHBMW, BCNH NPHMEH HAD

c) NPoUSAypE XPAHEHHA 0anHE X,

d} ¥yoTAHOBNEHHEIR CROE XPAHEH WA

8} OPYIHe BONpocs oBScnedsHns KEYECTEE B OTHOWSHMW KNWHWYSCHNE ACNSHTOE, BCNH NPAMEHUMO.

AD NononseHws & CIP
CinMcadye npoleayn BHeCeHiE A0nonHeHeR g CIF.

Al OTENOHEHHR OT NNAHE KNWHEYECHROMNS ACCNEQOBAHWA

&) 3AREMNEHHE, YTO HCCNEGOBATENE HE MOKET OTEROHATECA oT CIF, 38 HCKNIDYesHEs CNY4E88, YEA33HHEX B 4.5.4,
nepeydcnesne b,

b) npouedyoe GNA 3anwced, co30EHWA OTYETOR W 3HENWAA OTENOHEHWA oT CIF,

c)] TpeBoBEHWA K YEEOOMNEHHAM U BEREMEHHEIS PEMEN,

d) HOppesTHRYRWHE 4 NEEOYNPeH0aH WHE JEACTEHA, B TAKME EPUTERUH QWCHEANWE] MEBLMKM FNAEHOMT HOCNedd-
BATEMNA

A1 YueTHzgenwi
CINWCAEHWE NPoOUEAYP YHETE WCCNegySMB s WITSNHA, KBK yETaHoBNSHD A &9,
A A2 JaRENEHWE O COOTEETCTEBHH

&) 3AREMEHHE. 4TO KNWHMHECKOS UCCNE00BAHHE JonHE0 GHTe NPOBSAEHT B COOTEETCTAAM C ATUMECKMMM NDHHLW-
nEMA XenscisEciei Deknapaunm (oM. (B

by zamrEneHHe. NOOTEEDHOAK WEE COOTESTCTANE HACTOAWEMY CTAXIAPTY, & Takse NabeM PErACHENEHEM W
HAUWOHAMNBHEM PECYNHDYH WM M OKYMEHTAM, 8cny Heobxogumo;
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C) IARBNSHAS, YTO KNUHHEYMECKNE WCCNeqOoBEAHMA HE JOoNHHE HAMHATECA DO NONYYEHHR HeoBioguMors n.qalﬁ-pa-
HHA/MONOHEWTENEHOG PEWEHWA K wnm PErYNARYIRW AR CPrAHGBE BNACTH, BCNM HeobxoouMo;

d] IBAENEHME, 4TO JONHHE 6 NONMHATECA NoGeE AONGNHRTENEHRE TFIE'EDE-EHH A, HENOHEHHSIE 3K AN FErynHpy-
HIU WM GPraHaMM 8NacTd, ecnid HE OB XOLMMO,

2] laAEneHde, onpeenAlues THN CTRaxCEEIE BRiNNaT, NoNYYaeMslx 'Djl'ﬁ'h EETOM, BCNH HEQBXOOuMD,

AA3 Mpouect NONYYeHHA WHPOP MEPOBAHHOND COTNACKA

4] ONUCAHME OCHOEHOMD NPOUBCCE NOAYY4EHWA HHPODMHBOESHHOID COPNACAA, BXNDYEA TPOLECoH NpegocTEENE-
HHA cyfuesTam HOBOW MHPORMELKWK, BCNH He0fxon e,

D] ONWCAHMEe NPOYSGCa NONYYEHAA MHPOPMMDOBAHHOTO COMMACHA, Bend CyDbesT KNAHMHE0EHE MCCNegoEaHRE He
MOMET 80 §3Tk, B CNYH3E SPE3BRMARHEX CHTYAUNE, A0NaHE e Te BENRYSHE NYHETE, NEReHCNEHHsE B 4.7 3.4,

A.14 Hebdn AronNpUATHERE cobkiTHA, Hedna FoNpPHATHOE BOIOSHCTEME MIAENHWA W HEOQOCTATEW WIOBNKA

a) «eTdHe onpegenadda sefnaronpeAaTHe X cobe TRl W seBNaronpeaATHONG BO3NSRCTENA HIENHE;

D) HETEOE ONpefeneHue HeOOCTATHOR Wi ENHa,

C) HETHHEE ONpegeneHHR CepeeiHa HEBNAroNDMATHEX COBLITHA @ CepeR3HOre HeBnaronpUATHOND BO3AEACTERA
MIJENWA M, SCTH NEHMEHHMD, HE NDEONONETEEMOTD Cepee3HorD HeHNAronpUATHON: BOAGSACTEMA HANENHA]

d] Neprod BPEMEHH, B TEMEHHE KOTOROND MMASHE A MCCNEN0BATENE AONKEeH CooSUMTE O BEeN HEBNaronpuATHEIX
CobuITHAY M HEQOCTATHAX WAGENUA CNOHCODY W, SCHM NPUMEH AT, B 3K 1 pEryNMRYHWHE OPradel BNacTH;

&) AeTani Npoueccd GNA colfadha oTweTa omelnaronpeaTHex cobuiTHAN (gaT1a welnaronpraTHoro coBe THA, Npo-
EOAMMEE QEACTENA, PEWRHYE NPOBNeMel, OUBHKE TAMECTH NPOUCILECTEHA 1 BIAWMOCEBRIN C MCCNRAyEMbIM HIOERHEM );

f} oeTanu Npoueccs ONA COSNAHAA OTYETA 0 HEOOCTATHEE WIASNUR,

g) cN@cok npeanonardemsix HefinaronpuaTaes colsTed W npeanenaraesors HednaronpUATHOND B0308ACTEMA
M3OenWA, 8 TAKHE WX BEpOATHBIA MacwTal, cnocofel YMEHELW BHUA NOCNSACTEMA @AW HE0DEoaH Male EACTEHR,

N) cEefeHdA 0 NHUE, ¢ KOTODEIM CNeqyeT KOHTEKTHPORATE B CNYYAS HpeIBRY BRH X CHTYRLMA, ANR coabLaHWA O
CEOnE3HEIX HEBNAroNpAATHE R CofBTHAR 4 CepbeInoM HeBNaronpUATHOM BO308ACTERY HALENHA;

1 WHpopMaUKa, kacanwancs DME, ecne oH yoeTaHOEREH.

A5 YRIBWMBIE NONYNALHA

a)] ONUCanHe YAIBHMOA NONYNALHEK;

o] onucasne ocoboro NPoUBcca NORYYSHAA MEMOpMHPOBRMHOND COrMAacKea;

) on@caHue oooBod CTERETCTERHHOCTH 3K,

4] OnMcasde TOMD, KAKDS MEeSRUMHCEoe OBcnyHnaaHre GyOeT npegocTagneso cySbekTam Nocne I8BEQ W EHUA K-
HHHECHAE HCCNEQ0BEHHA, BCNH NPEAYCMOTREHD.

AAE NpHOCTEHOBKE AW AOCPOYHOS JABSPUWEHHE KNAHWYECKME HCENEa0BaHHKR

a] KEPUTEPMK W CXEMA NPAGCTAHOBEW WAM QOCPOMHOMD 3ABEDLLEHAA BCATD KNHHUYECHOrD MCCNefOBEH WA WK KN W HE-
WECKOMD WCCNeqoBaHNA B OOHOM HNK BONes HCCNedoBaATENECHOM LEHTRS,

D] KPMTEpMM GOCTYNA WKW HARYWEHHA KOQHPOEAHAA WCNONEI0EAHWA CRANOND MeTOQaMACAMDOEAHMA B CRyYae
NEWOCTAHOEEH WNH QOCPOMHOI0 33ERPWSHNA KNHHAYSCHOTD RCCNaJ08aHHA, BCNA KNHHANECE08 WCCNROOBEAHHE BENIDYEaT
MENONE30BEHHE CREN0rD MaTo4a MaCckHPORaHMA.

cl TpehoEaH@A K HAENDESHAD 38 CyBReRTOM.

AAT NpUHUHNL oNYBNMKOBEHHA

a) 1BAEneHWEe, YEaislaamnUuesa, El].'.'J,j'T AR PEIYNETATS KNUHAYSCKOrD ACCNEQ0EAHWA NpEOCTARNEHE LA On y’ﬁ]‘li\ih{l-
EZHHWA,

o) 3BABNEHWE, B AOTODOM NPUHBEOEHE YCNOBWA, NPA KOTODBIX DE3YNBTATE KNAHKWYBCEOND MCCNEN0BAHUA ﬁy'ﬂ_y'T
nZxenfTaenerds=l OnA l:rl'lj'ﬁll'l MEOESHMA.

A8 BubnHorpaduss

Cnucox Gubnu orpafl-eCaly CCRNOK HA UCTOMHMEN, KACART LU WACA KNEH MY 8csard MCCNea0BaHUA.

2B

FOCT roCTPUCO 14155-2014 CrpaHuua: 34/54

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-14155-2014
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 141552014

Mpunoxesse B
(ofA3aTensHoB)

Mypuan (Bpowopa) nccnegoBaTana

B.1 OfwKe nonoxeHda

B.1.1 BeepeHune

Ecnu Heobrogumas ona 18 sHOOPMALCA 3aNMCEHA B APYIHE QOHYMEHTAX (Hanpumep, 8 CIF HAW 8 WHCTRYRYGUM No
FKCNNYETALWH ). TO TEKAS QOKYMEHTE DON#HE BRiTh QOCTYNHE N0 38NPOCY M HE HAE JONHHS O6iTe NpHeegeHa counka s iB.

IB, KEE MAHWMYM, QOMCESH CONSRHATE BOS NYHATH, NEPEYHCNEHHBIS B HACTOAW &M NPMNOHEH WM.

B.1.2 MaenTidinkauna IB

8) HEMMEHOBIHWE MCCNeOYEMOTS H30ENWA;

b) WASHTHEWEEUEOHSEA HOME D SORYMEHTE, SCRW OH B0Th,

C] BSpCWMA W QaTENogNKcaHka B

d) ZARENEHHE 0 KOHPMEEHUHENEHOCTH, 8N Heodiogrmo;

8) CEOQEE O NEQECMOTRAX B CNYHEe EHECSHMA NIMEHEHAR, SCNW NEHMEHAMD,

fi HoMED BERCHRBERINYCKE W MEEHTADUEAUNOHSEIA HOMEP, BCAW OH B0Th, 8 TAKKE HOMED CTRAHMUK M 0BWeas HHCnD
CcTpaHMy Ha Kagol cTgaHuue I8,

B.1.3 CRodcop/M3IroTOBMTE Nk

HanMeHoBAHWE W BADEC CNOHCOPE WCCNEOOBEHMA MM HATDTORMTENA KCCNSSYEMOrD WA0Eenda.

B2 MHDopMauWA of HocNegyemom W3 gennm

8) CEQOXE NATERATYRHEX ACTOHHHAKDE W OUEHMBEHWE, oBocHOBHBENIWEE BRI GOD KOHCTOYEGHWY (NPOEKTE] W Npea-
YOMOTRPEHHOMS HEZHAYEH AR HCCNE84YeMOra B30en«q,

by 3aRENEHME B OTHOW SHAW KNACCHpMEagHA HCCNSLye Moro W30enHn, E0TOPaA NPHHATE parynH@py kUL MY oprasa-
W, BLNH HEOBXOgRMO;

cl o fujes oNMCEHHE KOG enyeMori Ha34enna W 2rd EDMNOHSHTOE, BHNIRYaA HCNOnNsi¥eMel & Matepuans;

d) nepeYeH: NPOMIBOOCTREEHHR X NPOYACCOE W CEASAHMEY BANUAWDOBAHRR Y NPOUECCOR,

£) ONMCAHWE MeXaHHM3Ma QeACTEMAR WCCNedyeMOord H3AeNHA OO CCeINEAMAHA YMBCTHYR HEYYH YD NWTERAaTYpY,:

f:l HHCTPYEUMY NPOSUIB0OHTENA NOWCTAHOBES W IECNNYVATEUHA HCCNeQyeMOnd W3genuda, BEKnsYan n Wil e He oS00 -
Misle TFIE'E OEAHNRA N YE0OY W XDAaHEH A, NOOTCTOEE K ACNON=30B3HME @ I'IH:IﬁI’_‘lM!r' npegnonaraemMosy NOE TCREHOKMY TR e-
HEHWH |[HEMpHMED, CTEpPRMWIALUAR], neafieie npoee PER fie30nacHOCTR WK PYHELMOHENEHEIX XBDAKTEQUCTHE nepag
MCNONE30EIHEEM W NDSEE Me Pl NEEQOCTOPIHHOCTH, KOTOpRIE HEOHoO MO NMPEHAMATE NOCHE WCNONEIDBEH WA (HANEW-
MER, YTUAHIaUWA |, BCNHE NPHMEHAMD]

0) ONMCEH#E NPenyCsMoTPEHHLIX KNMHHECEHE @ YHEUMOHANbHBIX X3PaETEpACTHE.

B.3 DoKNWHMYECHHE HENBITAHWA

CaogHaA AHPOPMEULMA O JOKNAHAYECKAR HCNEITEHHAX, KOTOPE 8 GON*H! fkiTh NPpoE2deHRl H3 WCCNedyesmoM n3ge-
NAY, BEMYEA CUSHABEHWE PEIyNeTATOR ITHE MCNEITAHMWA, ofOCHOB BB W AR N PHMEHEHAA BN EHEN0EBEY KEKK Ej‘ﬁ BEETY.

CaogHAER AHPCRMELMA AONEHE CO0epaTs MNW CCENaTeORA HE DEIYNETATE:

) PACYETOE KOHCTRYELMK NPOSKTE 342Nk,

by WCNETEHAS & Wiro:

C] MEXRIHAYECEWE @ ANERTPMYECHAE WCN B TAHHAL

d) #CNETEHWAR HEOEHHICTH,

) BANHIAUHAW NPOTQEMMHONT OfBCNeYEHHA, CBASAHHOM EYHEUMOHMDOEAHHEM H30BNHA,

f:l EC2X ACAETAHUA B OTHOWEHHH (YHEUHOHANEHEIX KEQEKTERHCTHE,

) WCNETEHAE &X ¥iva,

h) ouesMEaHEA SHonoruyecEof BeIcNacHOCTY.

I pPHAMEBEYEHAS— F':f'Hl:IEIZInGTBI:I no ﬁHl';'l.I'H:lFI-'lLI-E'EH:IIZIM-:pI OUSHHBAHHRID MEAWLHHIEAE A30SNEE NPHEEAEHD B 52]
B.4 C}I'LI.I&E."I'B}I'IBLI.I.HE KNAHWYECHHe AaHHEIE

a) CEOOHAR AHECPMAULWA NPpeauecTEYRUWEND YMECTHOMD ONETA KNMHAMSCKIMD WCNONEI0ESHHA WCCNeyemMorns
WIOAENWHA, & TAKKE MEJMELLWHCHAE W308NHN, MMEKIL WL aHanNoriyvHsl e XBPaKTEDWCTHEKE, BENDYAR TE XaparkTePUCTHEN, K0TO-
P2 OTHOCATCR K ADYIHM NOXKAIAHEAM £ MCNONEIDBAHWED HCCNeqyEMard H30enkna;

by aHan43i HE-'EJ'I-E:FEIHFIHHTHEII‘O BOIOSACTEWA MAOENKA, 8 TAKKE BCA WCTODUWA HIMBHEHMA UMW OTisl BOE.

B.5 MeHeg®meHT pUcKka

8) CEOOHaR WHPODMay@A off Amannie PUCHA, BENOYEA nLe HTHEAEA UMK OCTATOWHE S BPHCEDE,
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D] pE3YNETATE CUEHEM PHCKE;
C) OHMHOEEMEE DHCKM, NPOTUEGNOKIIEHHMA, NPEQYNPesOeHHE M T, I, KACAWLASEA MCCNE0yEMOI0 HANENHA.

B.6 CohlMKEM HA PEryNHpYHILWME M MHBIe TReBoBaHMA

a) nepeqedHe MedayHapoiHsls CTEHOARTOE, KOTOPHE D=y NONHGCTE D WM Y8CTHYHO HONONEIOBAHE., BCNH OHA
NEHMEHANWCE,

D] IBAENEHWE O COOTESTCTEMH HEYWOHANEHOMY PEFYITHDOEIHHD, SCNW NPHMESHAMO,

o) NepeyeHs CCRINO, 8CNA YMECTHO.

3l

FOCT roCTPUCO 14155-2014 CrpaHuua: 36/54

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-14155-2014
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 141552014

NMpunomexsse C
(enpagoYHoe]

MHOMBMAYANLHAA PErHCTPALMOHHAA KAPTa

CA Obwke nono®eEHAA

CRF segogaTch one Eenondesws CIF, obinerdsadun HABN Qe mAa 38 NALMEHTOM, 8 TAKEE 4NA 3BNHCH QaHHE 0 Cylib-
SHTE ENMHWHMECKSNS WCCN2J0EIHUA W HCCNEOYEMOM WI0SNHA B TEHEHHA ENUHHEHECHOro WCCNeJOB3HWA B COOTEETCTEMH C
CIP. OHA MOryT CYWSCTEGEST: B BXWIE NEYATHE X Q0SYMEHTOR, QOKYMEHTOE HE ONTHYECKOM WY 3NEKTROHEGM HOCHTRMNE @
WOryT BETE OTAENEHE M ANA kaxdoro cyBeerta, CRF gonsHs oTpaware CIF, 8 TAKKE YURTHEATE XAPELTEN KCCNE 0 yEMO-
FO WILEn M.

G.2 Copep#aHue W popmar

G241 DBwsHe nonoweHWA

CRF roryT OeiTe coCTEENSHE Tak, S Tobk OTPEXETh BOS O3HHEIE OTAENSHOA NPOUEOYDRE MIW OTOSNEHOMD BH3MTE,
WM MMETE APYIYH CTEYETYRY, ¥ 00 0HYH © KNMHAYSCKDR TOWEN SPEHUA MW C TOMHKR 3PSHEA XPOHOMOTH .

DopmeT CRF gonxes GuTe paapaboTan TEEMM obpaaon, 4Tofs MEHHMWIMpORATE OWHEKH, KOTOPBIE MOKET QONYC-
TWTe NAYD, BHOCALIGE GaHHEE W NEPEHOCALEE JAHHEES B QAyTHE CHOTEME.

HAaTeropud GEHHBIX H WX POPMAT, NEpEYMCNEHHBIS B HACTORAWEM NEANOHEHMA, BOMHHe GRITE yHTeH npe paspabor-
we CRF.

C.2.2 TUTYNbHBLIA NHCT/IKPAH NPY BXO08 B CHCTEMY

8) PEMENMA, MHALMANE CNOHCODE MM NOTSTHN CROHOORE;

by sepcuA W aaTa noandcadda CIF (ecnu TpebdyeToR);

c] HowMepaepcHn CRF:

d) HEMMEHOEEHWS KNEHAYMSCEDTT OGNS A0EGHA A WNH MOEHTUEMEA L HOHHER HOMED (80N NDHMERHMG).

C.2.3 BepiHHA WNH HAKHAA KONOHTHTYN CRF

8) HEMMEHOEEHNE KNEHAYMEBCEDTD MOCNS00EEHARA WNH MOEHTUWEWEALHIHHER HOMER;

by #oMep eeposd CRF,

C] MASHTHDEHALHWOHHEIA HOMED WeCNEeAnBaTENBCKOMD YEHTRA! DY HOBOAWTENA,

d) @OSHTHOWEALWOHEER HOMEeD CYDLEHTE KIWHWYECKOrD WCCNEf0BAH@A W OONONHMTENSHEA WOEHTHPREILWA,
TAKARA KaK ABTA POHASHAA WM UHALKWANK!, 8CNW 3T0 ADNYCHIETCA HAUMOHENEHEIM RETYNUPOESHHEM

g) Homep CRF, @md 0ETE BMSMTE, MNE HOMED BHIWTE

fi HOMED CTPEHMULI/3EpaHE @ bW es YHCNO CTREHMU/SKPEHOR [HENPHMMER, «CTRAHSEUA N W3 ane ).

I pPpHAMEBYAHAS — O uenssa @aberaHum MHOMOKPATHOMD BEEOEHHA, BOIMOHHD IZPIHES HANSHATAT: HNW JBpases
IANPOrpaM MAROSETE HEROTOPSIE WA ANSEMEeHTOE, NEDeYH CNEH HEX BRI,

C.24 Tunw CRF
Hu#e npeanaraeTcd Nepeqede CNy4aes, ANA L0TOPhiX MOMYT GsiTs paspaboTtanel CRF © yenes obecneqeqHwWa
HMHHHHMBCKOND HECNeNoE3HAA. [aHHIA NepeY8HE HE ABNRETCA MCHEDMNEBA W AM U NEEHE3HAEYEH ONA MCNONEI0EEH WA
8 KAMECTBE DYKOBOLCTES.
8) CEPHHMHS,
b) QokysEHTANBHOS NOATEEPHAEHUE BHEOPMUYPOBAHHOMD carnacy A cyfibexTa;
C) BEMHMEHHS MK HAE]
d) NepEHYHBIR BEIHT:
1} pemMorpat@Heckie JRHHEE,
2} MeOMUWHCEWA SUATHO3,
3} CERZEMHHE TPEEOYLLHE MEJWKSMEHTOZHOS NEMEHHE KW TPOLEIYRE,
A} DaTa BENOYEH WA,
5} Apyrde KEDEKTEDHCTHER.
B) BMEWATENECTEO(E) MM Ne4ebH0-0HarHOCTHH BCEME NPoUeLYDH;
fi nocnegysouda BHIAT ()]
g) NpoUEdyDE! B PAMESE KNWHAYECKOTD ACCNS0088HHA;
hy #efnaronpeATEos ol TRe(a )
I} HEOOCTETEA HAGENHA,
|} conyToTEYDLEes(@a) 3ab0neaas el A Med EAMEH TOIHOE NEYEHNE,
k] HEzannasMpoEEHHBIR(E) BMIWT [k}
I} OHEEH®K CYOBEKTA KNMHHHSCHOND HECNEanaaHuA;
M} wWCknsa4eH#e CyieesTa KNAHMYBCEOTD MCCNEeOEIHAA NI NOTERA B03MOXH0CTA HEGN D GEHWA;
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n] OopMa, 0IHAYNEMWAR 3HEEPLWSHAE KNWHAYSCKOND ACCNedo8aHMA, NOLNMCEHHAR IMASHeIM ACCNE00EATANEM
MMM NONHOMOYHERM MPEACTAEMTENSM MMEBBHOGTD WCCNEQOBITENA;
o) oTHNoHeswR oT CIP.

C.3 MpousnypHbie ocoBeHHOCTH

Oonxea s Te yOTAHOBNSHA CHCTEMA, NOIBONAK LAR AB8ATE NEREERECTHHE CORNKR HE BEpoHA CRE W CIP.
Mpy NEoOSELeHEY HCCNSO08a4HMA B HECKONERAX YeHTRax soryT Bute paapalotass jononHaTensses CRF gna
cHopa OEHHEIX B KOHERETHOM WCCNEQORATENECKOM USHTRE.

32
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NMpunomexse D
(enpagoqvHoe]

OT4yeT O KNKHAYSCKOM WCCnenoBaHnK

01 Ofwke NMoNO®KEHAA

B HacTOAWEM NDMNOHE HUW YOTAHGENEHD CO0apEAHME OTHETA O KNHHAYECEOM ACCNEJ0EAHUWM, B KOTOPOM 0N MCEIBA-
STCA Mo NPOoBET, WCNONHEHWE, CTATHCT M- ECEAR AHANKE U PEIYNETATEH KNEHAYMECEDIT MCCNSJ0EAHW A,

rlFIHﬂ'E'nE'Hﬂhlﬁ POPMAET MOKET GHTE HCNONEI0E3H GN4 NEOMeR Yy TOUMHEE, BRETO0HEX HNE OKOHY3TENaHBIX CTHETOE,
SCNW The ﬁ'!,'E'TI:FI PoOpMADOERTE ATH OTHETH.

0.2 TATYNBHBIA AWGT

TUTYNaHBIA NMCT JONKEH COOSEHATE ClE DY LyYs HHPODMALMD

8) HAWMEHOEEHHE KNAHHHBCKON: MCCNEZ0EAaHUA,

b) ®oeRTHEHKAY®HD MCCNEAYEMOrD WANSNUA, BEAKYER B0 HIHMEHOBEHHE, MOGSAE U T. 4., k3K 3To seofxodnmo
ONA NOAHGH MOEHTH M K LR,

C] BCMWHE NOHATHE 43 HAWME HOBAH®A MCCN B O0BAHAA, OAHO NpEGNOHEHWE, ONMCEIBADIEE NPOEKT ACCHEADBAHHA,
CPABHEHWE, NERHOI, METOO NPOBELEHWA W NONYAALMED CyEbekToE:

d) aMENMK. WHELWENE W KOHTAKTHYE HHP ODMaYUK CNOHCOpE UMK NPedcTREMTENR CNOHCORE;

a) woeHTHdMEaysn CIF;

fI @AaMANUID, MEWUHENE # OTOEeN E00PARHATORE. 8 TAKHE APYTUX SAMHTEQECOBAHHEIX MUY, HANEHMED, SKCNEpTOE,
OROCTATHCTHEGE, Nepcosana naficpaTopun;

g) 3AAEMEHHE C YE33EHMEM, MPOBOOMTER MU HNMHAYECKOS RCCNEA0BEHHE B COOTEETCTEMM C HECTORAWAM CTAHOaR-
TOM AN NIOGEIME JPYTEME NEHMEHEMBIME DYEOBOOCTEEME M NEHMEHAMBIME DETYN MDY WHMHA JOKyMEHTAME.

h) Dary coCTaBnEeHUA OTHETA;

i} aeTopaloe}aTyeTa.

0.3 CopepHaHWe

ConepHEsHe LONKHD SR04 Te SNEOYH WY AHDROPMEL WD

8) HOMEP CTREHWUS WNA AHEOPMALWHID O PACNONOXEHAW KEEA0T0 PASGSNE, BHNOYEA CAOARY TEENWY, PUCYHEDE
rpafiMEns;

b CRMCOE NEMNOKEHUA C YEIIGHREM WE DECTONOHEHWA.

O.d AHHOTAWMA

AHHOTAYRA QONKHE Cog ENHETE Cme 0y DLy We MyHETR -

8) HAMMEHOBEHHWE KNAHNSECKDOND MCCNSL0E3HWA,

by sEegesne,

C) UeNe KNAHAYSCEIMHD HCCRe 0B BHHAR,

d) DNANCEHHE MONYNA U -9 I:‘-‘!l'ﬁ LEETDE KNHHHRYSCHOrD AccneoaBHnA.

) WCNONbBIYEMEA B KNEHAYEGE0M HCCNe 0B EH W@ METOO,

f] PEIYNETATEH ENAHAYECHONS HOCNSJ0BaHUA

0} BREOLL;

hy Qary Ha4Yana KNAHEN“eckors HCCNegoEaHER,

I} BaTy IBEERUWEHHA ENEHAYMEeCEOND WCCnedofasie WNM, 8Cnd KENHHWYeCKDE WCCNenoBEHWe NpepeaHo, aaTty
SOCQOYMHOrD a8 apWeH@A.

0.5 BeeapeHMue

BeeOoeHne QONKHT COABDHATE KRPETHOR YHAZEHWE #3 MELTA NPOBEEHHA KNMHWHECKHY KCCNEO0BEHSHA B KOHTEHCTS
paspabioTEM MCCNEOOBEH WA MIOENWA C YRAIEHHENM KPMTHHECKUE 4N A A84HOA pazpafoTa NapasMeTpoE KNMHYHE CHAX RGCNe-
DOBAHWA (HANPHMED, LENW @ THNOTE s, YSNeBAR NONYNALWA, NPOYeAYPhl # NPO0NEY TENLHOCTE HaOnaaeHYA ).

DonsHe BeTe ONPEAENSHE W ONUCEHE NROLS PYROBOOCTES, KOTOPEE BRINGNHANWCE NpY peapadoTde CIP, Wnk
N gpyrde COMNAWEHHA, WNH DeayNaTaTel COBEWAHHA MEsLY CNOHCODOM M PEryNADYIWWME GPraHaMy BNACTH,
OTEETCTAEHHSIMMA 38 KOHKPETHEIS KNBHWYECEHE HOCNAOOBRHWA.

06 MococneayemoR MigenHe  METOO b

061 DnucadHde deen EAYeMOro MiOenuMa

CinucaHd e HWCCNedyesoro Higenue Jon+H0 BERNeHaTe CNegyi K e MyHET R

) ONMCAHWE WCCNenyemMoro #a0ensn,;

by NpeIYCMOTDEHHOS HAZHAYMEHHE HCCNeayamMOoro MEden«ain ),

C) nNgegedywes NP2AYCMOTREHHOR HEIHAYWEHHAE ANK NOEAIEHWA K TPHAMEBHEHHA, 8CNH BCTh,
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d) NHele WIMEHEHEA HCCNEgYSMOrs @30enUA B BPEMA KNUHAMSCKOND HCCNegoEaHRA WK NGsie HaMEHEHRA
OTHOCHTEN=HD |B, aknm«an:
1) CHpEE @ MATEPHANE,
2) nporpasrHos obecnevsHne,
31 KOMNOHEHTHI,
4) CpoKRrOOHOCTH,
5) YCNOBKHA XPEHEH KA,
G pyHOBOOCTED NG SHCANYATALNENDUMEHE HA K,
T OpyrHe HaseHeH Ma.
D.6.2 MNaH KNHHWYECKOTD HCCNea0BBHMA
Oon#ed el Te npueeged oBaop CIF, 8EN04aA BOE NOCNSAYDWHS A0NGNHEHEA ¢ 0B0CHOBAHWEM KaH Q0o JonenHe-
HHA, DH200 40NHEH BENOYaTs KRaTHOE ONWCEH WS GREQyHLLHE NYHETOE:
A UEN# KNEHAYMECHONS HOCNSa0EaHUA,
D] NPOECT £AMSWEE GRG0 WCCNBgOBIHHA, BENSYan:
1) THN ENHEWSECKGND WCCNEBgOBEHMA,
21 KOHSUH e TOMKW KNAHM4BCKOND HCCNEoBaHNA;
) ATHHECKHE BCNEETH
d] aarHee N0 0BeCneYeHRD KBYMEC TEEA,
2] nonynauns cyBeekToR KNWHRYSCKOrD RECNe008BHHE, BEN K EA:
1) EpHTERHM BENSHSHAA ACKNDHEH WA,
2) ofbeuM sxbopiu;
f} NpousmYpE: U NEPSYEHE UEHTROE. B KOTOPhIX APOEOSATEA NROLEAY RS
g NHSeEe ConyTCTEYHIWHE NPCUSSYEE I MEJREIMEHTO IH 02 NEYaHlE
] NECOOnEMTENBHOCTE Habnm ABHWR]
1) CTATHCTHMECKWA BHENKA, BRNKYAR.
1) rANOTESY KNEHAYECE0N0 HOCNSS0BAHUA WK KPATEPHH NPAHATHRGTENOHEHUA,
2) pacuetofvema aulbopra,
31 METOgE CTATHCTUHMACKOMD AHANK3E,

0.7 PeayneTatkl

FeayNeTaTel OTHSTE SON¥HE BENKATE CNS0Y W M NYHKTEL
a) A8Ta HE4YANa EAMENE CEGND HoCNenoBaH A,
D] AATA IABRS[LIEHHA UMK TPEOCTAHOSHY KNWHAYSCKOID @CCNe 08 asuR;
) MECTOHAXDMAEHWE CYEREKTOE M MCCNEnyaME X WILEnn#;
d)] AemorpadHqeckde QasHee cyBBekTOR,
2] cooTeseToTane CIF;
f} AHANH3, KOTOPBIA BEMHYMEST,
1) BHENHZ O YHEUAOHENEHEIX X3PEKTERACTHE, NPedyCMaTpeHHsA B CIP,
2) ofzop acex welnaronpuATHeE cOBRTHR @ HESNATONPUATHE X BOZAERCTEMA HAZENHA, BENIOYEA oOCyxaaHHE
TR¥acTY, Tpelyamoro opalleH-A, PRLUEHHAR @ COOTERTCTEYRIUME 33KNHEHUA TMAIHOND HCCNeanBaTENA, KACAKWEaCA
NEUHHHAD-CAEOCTEEHHOR CEASM C MCONEeAYEME M HIZENHEM MM NPoOUE YR o;
31 1afinyyy. B KOTOPOA YHAIEHE BoS HESNNORE MBS HEGOCTETHH HAAENAA, KOTOREE MOMYTAPHEESCTH KGR PeB3HO-
My HEBNErONPHATHOMY BOIOSRCTEME AINENUA, 3 TEKHS NODRE LODPELTARYOLHE QERCTEMA, NPSANPHHATEIE B0 BpEMA
EMAHHYECEOND MOCNSJ0BAHWA, SCMNH OHH 80Tk,
4) nioBod HeobxodMMER AHANKE NOATEYNN B GTHOWEHK A 0Cole X NONYNALMA (T, 8. NOGIPYRN N0 AGNOB0A Hpe-
HALNEHHOLTH, fRCOBS Y NETY PHE K ATHANSCKAL NOLTPYIN), SCNHE NDUMEHHMO;
5) NOOOTHETHOLTE BCEX CYEBEKTOR C ONACAHWEM TOMD, 8K YHMTHEIATCA B BHANWIE OTCYTCTEME JAHHEE AW
OTENOHEHWA, BENK-adA cyfeerToa:
- HENPoWeOU AL cEpeHaErosoe obonegoaaque,
- BelIWEDWHAE #3-N0a HAEN D QeHRA,
- MCEMHIMEHHEE W3 KNHEUSECKOTD MCCN8g0BaHHA MMM B OTHOWEHW M KOTOP B yHAECTHE B KINAHAYECKOM W Coneao-
B2HMH NPMOCTAHOBNEHD G YHAIEHHEM NPHYHH.

D.8 ObfcysneHne W o LWE BEIBOgKI

Boigogs OonHHsl BRNOYETE G enysiuMe NyHETH.

a) peiryneTATH OUEHKH fes0nAac HOCTH WK ¢I'_I|'IIH|-_§H OHANEHE £ XAPAKTEPHACTHE, HOKW A ke ODYTH2 HOHEYMHSIE TOWER

0] OUSHEA PUCKOBR @ NONk36L;

[} ﬂﬁﬂ!ll'H\IHEH HE ENAHWHECHDE YMEBCTHOCTH H BAXH0CTH PE3YNETATOR B CRETE ODY MM CYWECTA YL WY JARHE X,

d) nwoBana ccoban Nnone3a unk coobnie MEDE NDeOCTODOHSEOCTE, HeobEodMmMsle ANA CTOENBHE X -D-!.I"'Ei'h-EII:TDE WK
FrpYNn, CHATESD WKW ACH EaX0QALMMHACA B 30HE DUCKE,

2| niofsie NpeanoceMEN £ NPo8egeH Ml AaNsHeA LML KNREWSeCtENE ACCNSd0BaHUA;

f_l- nwbise SrPaHAYMEHAA KA HEYS2CHEOro HCCneao8aHMA.
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D8 ASSBpeEMATYPEI W onpegensHuA
Oonsed GuTe NpUES08H N8pEYEHE ADGREBHATYD W ONPEOENEHUA COEL@ANEHEIR ANH HEO0EI MHE X TERMAHDE.
D0 ITHYSCEHAE BCMSHTES

OTYET NS STHEE OONKEE BEAKYETD CRE0YHUIHE NYHKTE:
a) nogTeEepHAsHWe Toro, 4T CIP W nabee QoNonHeHHRE Ksemy Deiny paccmotTpede 3K (ecnu Tpebyetor);
by nepedeHs Boex JK, CHOTOPRIME IPOBOAMN MO KOHCYNETALMA [MOXET BRITE NpHBSLEH B Ip@noHeH i cro D13

011 MecnegoBaTend H MENONHWTENBHAR CTRYHTY DA KNAHWYECHOMND MCCNeqoBaH1A

Df30p @CNONHMTENEHOR CTRYETYR R AOMMEH BENKYaTs CNEgyH WHE NYHETEL

8) HPATHOE ONMCEHHE ORrEHH3IUHME KNEHAYECKOND HOCN8q0BaHUA,

by crnucox woccnegoBETENSW, BENKSAA @) NEPARAONSKHOCTE K ONPedeNeHHOA CTRYETYDE (MoMeT OsiTs NpUEedEs 8
npHRcHeHnA; oM. D15

C) HAWMEHOBAHWE W a0pec N:abux TRETEME CTOPOH (TAKAE KAK. KEHTRANsHBE NaGopaTopre, CRO, soHoyNBTasTH
AW OpYIWE NOOPAGHMEN ), BHOCALY ME CBOR BENEY 8 KN@HHHSCHDE WCCNERoB3HHE (MOryT SkiTe NEMBELSHE B NP ANGHEH M.
aowm. D.13);

d) hEMHENHA, MHUUWAAL M BOpEes CNGHEOPE UMK NP2 ACTABMTENASH ) CNoscopa.

012 AucT nognMcen

DonsHe NPHACYTCTEGEATE NWYHE @ TOGANCH CNOHCO2E W KDDAWMHATORE, NOATEE pPEAA KDL HAE AX COornackne S Co0aps=a-
HUEM oTHeTa. Ecng REOGPOHHETOD HE HA3HAYEH, QDNEHS GRTE nonyYeHa NOGNACE Maes0r> MCCNeqoea TEna. Nuet nognu-
CEA MOERT OhiTh OTQENEHER OT OTHETA O KNHHEWHECEDM HCCNSZ0EEHUH HOHYMEHTOM.

013 MpunoseHUA & OTHETY

B oTuaT MoryT BaTh BEN M eHE NPHENOHEHHRA, SO08 PEELWE CRNeay oWy WHDODM aLUHI:
ay CIF, sEnweas aononseH«a,
b) pYHOBOACTED MG SKCNAYATALUNM,
C)] CRWCOK MNE8HEI% HCCNeQoBETENSA ¥ HCCNEA0BATENECKHA UEHTROE, B SOTOPEIX CHA PABDTRIDT, BENDYaA 0B30p WK
KEANWEHES AW MN@ KonEd 1 V)
d) CNMCOK HAWMEBHOEIHWA ¥ 3APECOE TRETEME CTOROH | TAKMX KaK, WeHTRaNsHse NAGopaToprs, CRO, KoMCYNBTESTH
WIM OPYTHE NOLPAGHHER), BHOCAL WA CECA BKNAA B KNAHWYECK0S WECNeOEIHWE;
g) cnucos Halinmoatensh;
fi cndcok 3H;
gy Tmatnsue: ¢ nobsimin He0f X0 MBI HEEODAM K JaHHBIX, BENKDYER
1) oTeEnoseHdA oT CIP, E0TOpLI2 MOrYT NOENWATE HE NPpaBEa, Beso0nacHoCTE MN GNaroncny+He cyBEekTa KNuH-
HECHOND MOCNELCEAHMA WM HEYUHY IS LENOCTHOCTE KNWHHY BCEMY MCCNEA0BaHURA,
2} sceHefinaronpuATHeE coBbTHR W HEBNArONPUATHEIE BO3OEACTEMR M30ENHA.
3} WCKMBMEHEA W NPUOCTAHOBEM Y- ACTHA]
h) cepTH@HKaT NpOXCHARHWA AYONTE, BCAH NEMMEHAMG.
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MpunoseHue E
(cnpaEoYvHoe)

OCHOBHLIE OOKYMEHTE KNHHWYECKOND HCCnenoBa WA

HELWOHANEHE& PEMYNAR YW RS ORrade BAACTH MaryT Tpe BoBATE OT WCCNea0nBaTENECHEY UEHTROE W CNOHCORE NOg-
OepHHEATE QOKYMEH TR, CAWCOK KGTODH X NDMEEOEH B rabnuueaxE.1, E 2w E. 3 Wrpopsauns, NpPHEEOSHHAA HHHE, MOXaT
OTNHHATeCR NP PEINWYHEIX KMAHAHSCERE HCCNeQOoBAHMAX.

Tattnewua E1 — OcHOBHEE OCEYMEHTR KNWHWMeCEONd BCChafoBaHW A 40 NPeEe0SH AR KN AHAYSCRSND HCCN2a03E8H WA

E Cornea B
Paanm Padnm
M Jaronuook Qo0 yRERTS Haznauerne AN Boss EH TAEHE . ~ N HECTHALLE
yphtpa | cnowcopa
CTAHGARTE
E11 Boocwope MCCNedoBETENR ONWCRIZESTCA MCCNESYemMOoe MIge- x X 5.5, npunose-
NWE, SENHOHER MHCTPYHUSM No Wo- HHe B
NONE3CEAHA D H3L4ENHR
E 12 Mna# ENMHEA4EcEoro Woone- | ONMChIBESTCR NPOEET W NEOWLE DY DR ki X S, Npunose-
AOBEHWRA MHH WS BCHOND MCCNe 08 EHMA HHE A
[ Mprrep MaprkEpoEaHEa, He- | YTESEROAET COOTESTCTEYHILYH Map- = 510
HECEHHOMD HE WCCABLYEMOS | wupnaky
MELEN@E
E 4 CY DYHROBOAWTENR AKTYENE- | YHAIRISASTOR DYHORBCAWTENE. B UeHT- x X 4.5.2, nepe-
HEA (NocnegsAR). Nogn@cad- | pe xpadaTes Y pyRoBoguTensn 0aH- HHCNEHUE &),
HEA, C yEaIEH®EM JaThl HOMD WEHTPA, CNOHCOR dMmesT CW 4.2, nepauuc-
OYKOBOQHTENEA W3 BOEX WCCNesoEa- neHse  aj,
TENECKHE LEHTPOE 013, nepe-
YHCMEHWE Cf
E15 CY  EN0HeasiE YNeHOE KO- | YHEAILIBAKNTOA KNKSESHE “NSH= KO- ki X 9.2, nepeudc-
MaHde B WCCNEOOBSTENE- | MAHOL B WOCNSOOBETeNsoEMs LEHT- nexwe a)
CHéK WEHTpax, akTyaneswe | pax. B uedTpax ®pasATcAa OV
(MocRegsde), NOGNMCAHHRE, | KNOYSERI YNSHOE E0MAHORI 8 O3H-
C yKAIAHMEM LAThI HOM MCCNEJ0BATENSCKOM LEHTRE
E16 CW MNe Gpyran QokyMedTE- | DokyMEHTENBHD  NOSTEERPHOESTOR X 51,821
UWA, NoATESpHOAWEA KBE- | £BAN@pHARIUAA BCaX OPYIHE CTODOH. 243
NHPMEELMD MWL, OTAMSHSIY | BOBMNSYEHHBE B KNWHEYECKME WoCne-
07 NPHMEEJeHHEE B E. 1.4 W | DoBaHMA
E.1.5, BHOCAW M CYWECTEEH-
Held BENEL B KMAHHYSCHWE
MCCnenoaaH na
E.1.¥ HypHan [Gpowopa) raedo- | QokyMeHTEREHD NOSTESPHOASTOR 4 X &2, 821,
ro MCCAeAOBaTans W ENDYe- | Ha4SnNeHie  OTEETCTEEHHOCTEH O nepe-“HCnE-
Bhi¥  HMSHOE HOMAHOE B | QOGNACES:, YHAISHASM DONHOMOIHHE | HHE 2],
MOCMEeQ08ETENECH0M UEHTRE | OTEETCTEEHHOCTH B DAMEEY SNMHW- B.24.5 nepe-
HECENE MCCNea08EH M HHCMEHKE b
EAB MeapeyeHs WccnegoBEaTEne- | QaHHeE O TOM, T NPOSOSMT ENMEM- — x Adld
CHWE USHTROB HECHME WCCREO0BAHWA C YEEIAHMEM
HMEHN @ BOpEca
E1H YeegomneH#e 3K, cefis W | MNpegocTEEnAKTCA  CEWOETENECTEA b x 4.5.3, 6.1,
onofpeHde/ NoNoRUTENEHO: | TOMD, YTO KEANWDHUHDOSEHHEIA He- 22 nepe-
pELEHWE IAEMCHMER 3K paccMoTpen Q3HHBIE qHCNEHUE g,
MHHAY ECHOMND MCENe Q03 EHHA 9
E 40 | Neer ronccosedda 3K no | NpegocTegnfdoTocn  CEWMOETENECTEA W x 4.8.4
KMMHUHECKMM  MCCNe0oBaHE- | TOM, 4T0 WCCNEedoBaTeEns HE yH3CT-
Fll BYET B MONOCOEAHRN [3BENCAT OT DE-
rynMpy LKy TpeboaaHni )
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Cownka
Tanne Tarne
fel Saranoaok ATEYREHTE Hiaansuanne wma EOMMEHTIpHN HACTORAL M
: LUBHTRE CNOH
CTAHOApTS
E1.11 | ¥Yeeaommedde  perynupyss- | NpoeepraTed  MEOopsaulma, npea- e 5 6.1, 8.2.% ne-
WHx OPraHon, carse W 0A00- | oCTABENASMEA DECYNMPYKILWW Opra- pedwcnesne f)
peHWe {gcny TpedyeTca) Ham. MogTEepEIaE TR YESA0MIEHIE
wne ogofipe Hue
Eq.12 | Nogaucansoe  cornawesde | DemdoHCTREPYSTOR  NOHMMAH@EE  OT- % ¥ 59, 821,
MEHADY PYHROBOAWTENSM(AME]) | BETCTESHHOCTH, KOTOPEA BOANOHWEHE nNepeqacne-
MCCMEOOBATENECKHM  UEHT- | COOTBETCTEEHHD. HA EARAYH WA CTO- Hwe &), B.2.2.
PoM{AME) W ORTaHWIETODOM Pk nepeqscne-
Hite &)
E.1.13 | Nognucankoe  cormawesde | NemoHCTPERYETOR NOHWMAasHe oTEeE- —_ ¥ 59, 821,
MENDY COGHOOPOM W TRETEM- | TCTESHHOOTY, KOTORER SO03N0EEHA HA nepeqscne-
MH CTOROHAMH HEMPU- | KEHOYS: W3 CTOPOH Hite 3]
mep, CHRO, UeHTpansHss®
nabopaTopdAMM
E1.14 | PrHaHCoBRIE coOrMAweHWa, | NpegocTaenAaTod  CBMOETENECTES X ¥ 822, nepe-
BCNA OHW ABNRKITCA OT4ENs- | AOCTHEEHHA DUHAHCOBRIY COMMAWLE- HUCIEHAE 8]
HeiM OT COMMELWEHAR Mo pac- | HE@ MEXDY MCCNedoBETENEM! HOCne-
MEE SEnNeH W GTESTCTESH- | AOSETENLCKHMH WEHTPAMA W CNoH-
HOCTH QOHYMEHTEM CODOM (MOTYT 3EKNDYATECR OTOSME-
HO 3T NOAMHCAHAA OPYIAX SOKYREH-
TOE B JAHHOM UEHTRE)
E11s | CTpaxoawe  cepTuduate, | NpeaocTaenAaTes  CEMLETENECTEE % P 4.3,4.8.2
SCMH NPHMEHHND ADCTYNHOCTH AN CyBEeKTOR KoMNEH- nepeqscne-
CAyMA BCNEemeTEWE NpEYMHEHRA BRS- Hae |], 8.2.2,
A8, CEAIAHHOME ¢ HKNAHEYSCHAMA nepeqscne-
MCENeQ08EHMAMK Hige d)
E1.16 | Jannow no TpaHonopTupoed- | NpoEepReTcd, KOMY  MATERHENBHD ® ¥ 5.9, 822
HUW b MCCNEAYEMOID WaLenHan NEHHAONEHAT BIOENHE nepeqscne-
Hwe o), 8.2.3,
nepeqscne-
H#g  aj,
8.24.8, nepa-
udcnedne |},
0.6, nepeqWc-
nesHe kj
E.1.17 | 3ankce no TpadHcnopTupoea- | NpoeepReTcd QHIMHECKEA OOCTAELE ¥ 832, nepe-
HUHD OOKYMEHTALMM W MaTe- | AOKYMEHTOIE W MATEPHANOE HWCNEHWE o),
PHENCE, CEAIAHHEXY © KNHHM- g.i4d.4, nepe-
SECEMME MCCN200BaHHRAMA WUCNEHWe b}
E1.18 | Dépasuw yraepwoen=on | OTolpaxaeTca cofep#adHse fopw % 5 4.5 4.7, 822,
MOpME  NONYYEHAAR WHDOR- | NONYHEHWA WHOPMUPoOBAHHOMG ©0- nepeqscne-
MHPDBEHHGND COMMBCHA. WH- | TNECHA W WHBDOLMALME, NpElocTas- Hate 3]
mopMaudl anf cybnekToe @ | nAemod  CyDBEHTY  KRMHHMECHRE
pEHRAMHBIE OBBABENEHHA. | HCCNSODBEHHR BO BREMA KNRHWYSC-
EHMHSER NEpeBs0E K MCCnenoBaH@E
E.1.99 | Mect  poasgosdzaude ans | Nogtespxaaercd. 4To Deina npoge- x ¥ 6.8
ENHHWMECEWE WOCNenoBasMA, | AeHE pPAHACMMZELME. B 33BACHMOCTH
MEo8odHMelE © PAHOOMH3aYM- | OT NDOSKTE KNEHMUSGHEE HOCNe 008 a-
-1 Hilt, cndcos MoEeT beiTe HEQOCTYNEH
B WCCNefoBaTenecHoM USHTRE A0A
ofECNeMBHURE CNenNoro MeTogalMac-
KHPOBEHH#A
E1.20 | Npouwenype ODEKCOMEOEAHMA | MOMyT HE NPMMEHATECA B MCCNEOOBE- X ¥ &1, AB,
ON# KNEHAHSCHRE BCCNeR0Ed- | TENBCKOM USHTRE B ZREMCHMOCTH 0T nepeqscne-
HWH, WCNONs3YHIWKE CRenod | NDOSHTE WocneqosaHWn H@e a), A.1GE,
METOL! MAECEMDOBAHHE, LW nepeqscne-
NEAMEHA MO Hite 0]
ar
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Npodonwarue madnuys: E.1

Copnes o
Panune hannw
e da TONOBEE QOEYMEHTA Haznauenme mna B W EHTAH " . . HACTIHL EN
WEHTpE CNoHECODE
CTRELAPTE
E.1.21 | Oryer o aubope wecneaosea- | MNpoeepaercr, 4To Bsne pAcocMaTRe- = LH, 821,
TEMBCHOTD WEHTPpE Hb KESNHDHESUEA HCCNeqoBATENR W LERTET T -
WCCNeGOBEATENECKIND LEHTRE HHe b
&.2.4.3
247
E.1.2% | OmaeT o KoHTRONE nepeq 36- | TNpoBepAeToA, HT0 WCCNEAnBATEN: M i &2, 8247
NyCHOM EMHHHYSCHRE WOCNE- | E0MaHba WCCNeLo8aTensChond LeHT-
OOEAHHA pa Geine ofyusHal MCNONE308EH M
#30SNHA W BeinonHEaHns CIF
E.1.23 | MoeTopHsle coofiyeHsn ne- | OnpepenasaTted nobsg BeE00E MW # X 8247
pen 3ENYCE0M KNMHWMECEMX | DEIWEHAA, 3 TEKEE BHNONHAEMBIS
WCCABOOEAHMA. CBRAZE ¢ WOo- | DEACTEHAA MCCNESOBEaTensCRIng USH-
CREeA0BATENECHEM UEHTROM TpaE
£.1.24 | MisaMsndyansHan perdcTpa- | Bnases, yoTaHoEnesHse ANA @uica- W x 5.6, npunosxe-
uWoHHam kapTa CRF WK CobWpaame s Da3HHEX e G
E.1.25 | QopMie oreeta o sebnaron- | DokyMeHTEREHD EHCHPYIOTCA BOS W u LE, 641,
PHATHEE COOBITHAK HEHENETENEHEE CODBITHR, KEK TRE- P Eose-
GYETCR  HIECTOAWMM  CTEHLADTOM HHE C
doprbel MOTYT BrTE WNH He GuTe
wacTe CRF
E.7.26 | DopMe oTHETa 0 seQOCTATEAY | QOoKyMEHTENEHD (HECHpYOTOR BO8 W x 56, ©.4.2,
PELERE] HEOOCTETEM WIGenna. DopuMel MoryT np@noEe-
BhiTe MNK He B2iTe YacTso CRF HHe G
E.1.27 | ®amMHnnf, WHHLGUENEIKOHTAK- | DokyMEHTENRHD DHECMDYIITCA NWUE, W u 51, 8241,
THEA nHBopMEusa Hatinnga- | ofecneqsBa W HE NOCTOAHHGE COOT- TEDEMHCTE-
Tend {HalnoaeTensn) BETCTEHE KNMHWYMECKHY WOCNenoBa- HHe &), B2,
HH A nepeEsHCne-
mMe 1), D13,
nepe-“Hcne-
HHE B)

E.1.28 | 3anucH of obyaasns NpagocTEENAKTCA  CRAASTENLCTESE, ® X 521, nepe-
4TO MoCnegoEATENs [MCCNejosate- HHCMEHUE §)
nu] cOyYeHE WCNONEI0BAH MK WoCnE-

OYEMOrD H30SnHA W BCeM Heobio-
OWMEM ACMNEKTEM KNHHAYSLKME Wo-
I Q08 EH Wi
E.1.29 | HopmaneHoe{ia) amaqe- | DokgMeHTEREHD PRECHPYRTSR HOp- W x| 5245 nepe-
HME(ANOWANA3ICH{E ] NOHA3E- | MANEHSIE JHAMEHWE HHCNEHUE O]
TEMEA  NPH KAMHASECEME
natopaTopHel®  WOCNeaoBE-
Hhgx, HeoBrogrMEx B DaMEas
HIN#HMHECHRE MCCNEnoBaHHA
E.1.30 | MoaraepwaseHse ApsrogHoc- | DokyMeHTEREHOD $MECHpyOTeA  Oofb- W _ 82445 nepea-
th  clopygoBaddA, ecnd | cnysdBasve W ganubpoerka odopygo- HHCMEHKE N}
HeolxonMMo B PEMESX KNAHE- | BEHWA
HBCHAY MCCNEAnEaH Ml
E.1.31 | - CepridHLaynn, BHpeawTa- | DOoKyMEHTENEHD (DEECHPYRITOR KOM- W b 51, 811, 8.1,
LWA MMM WHOS QOKA3STENk- | METEHTHOCT: W OTEETCTEEHHOCTE B2, 8.2.4.5,
CTED YNPAENEHWR EAY4ECTECM | NOOPA3AENeHEA NEH NLOBSIEHMA HE- AepEsHCneE-
MM  BHEWHAR OUEHKA KE- | obXofWMEX MCNETRHAR, 3 TEK=S Noa- HME O)
HeCTEa, OepEaHHe HEJEWHOOTH DE3YNETATOR
h
- Opyras sanknnaysa nabopa-
TORMKM, BCNe HeoBxoguMo &
pEMERD KNWHUYECEHE WEonEe-
OOEaNWA
3k
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Cownka n
DAANR =TT
2 SArMANoNoK ATLYMEHTS Hiranaesne #IK KOMMSHTApAR AT O e
ysHTp® | chascoga
CTAHAARTE
HIA
- MaeHTaddeausa M npo8en-
Ed HKBANMHODALEUHA  DYROBO-
octea  nabopaTopls,  eone
HEoGEoOWMMO B DAMEAX KNHHA-
HECHMX HCCnedoEasu A
E.1.32 | ExRENEHME E0HMNMETORE WH- | JOKyMEHTANEHS DHECADYIRTOR KO- W 8.21. neps-
TepecoE MMETH UHTEQECOE, Hanpusep, dn- yucnedne  dj,
Ha3HCOBEIR 9.2, Nepe9Hc-
nesue cj
b F'E-'}'I'IH.’!-:.-'H:IJ.IH& ACEYMSHTE MOMYT He T|:IE|:i DEETE HANKYHA 3Tor: B PEANE WCCNES0E8ETENLCEOND WEHTPA.

FTeénuya E.Z2— Josoatele OOKYMEHTE! KMNHHHAYSCERE WCCNELOBAHMA B BPEMA ENAHHYSCHAE WCCNEaoBEAHMA
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MNpunoxeHue F
[enpaBovHOe)

Kateropvd HebnaronpHATHEIX CODEITHA
B rabnnue F.1 NpeBeae el ATEropRE HESnarcnpuaTHee coSsiTHA.

TeBnuvya FA

Hagnaronpan rHse H
He chrzarHme © naganieam Cas [ ]! C BN ST aTa]
cofe THA
Hecephaiskia HefnaronpuaTHoe CoBkiThe HefnaronpeATHOS Bo3AERCTaENE Hanenws |ADE) 13.1)
(AEY(3.2)
CepeazHEE Cepoeasos Helinaronpeatioe | CepsesdHos HEBRnaranprATHOR BOZOEdCTEMS Hadenda (SADE)
cofiLiTie (SAE) (3.37) {3.36)
MporsosupyeMe e He npardHoadpysMus
MporHoIWpyeMoe CBpReIH0E He nporsoadpyamos
HefnaronouATHoE cepeesHoR mednaronpuaRTHOS
BO3OEACTENE WaGENna BOXOEACTERE M30EN 1A
(ASADE) (342, npuMeqaHue) (USADE] (3.42)
“ BENWOMEET BCE KATETOQHE.
" BEROMEET BOE KATEMORHE, KOTODLIE OTHOCATCA K CRPaE2HaIM.

Ha pucyHeaR FimF.2 NpUE2desEd DYKOBOOCTES C NERe~“HEM BECNDOCDE, CTEETUE HE KOTOREE MOHHD ONpedendaTe
HATEropu=D He finaron PHEATH R COBRTHA @ HEOOCTATEOR YCTRORACTEE. OaHEED 3TO OYROBOACTES HE NpEOHAEZHEYEHD ONA
WANKCTPAUMY BSEWMOCEAISN MEROY KaTETOPHAMK,
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HefinarcnpWaTHOe
COORTHE
3.2}

¥aoeneTeOpAST CRASAHD
v SHE EPHTEDREN Nit G#0 C MELENHEM!
CEpREIHICTH OBy PoA

{3.37) (3.1, 3.2

CBAzaHD
Ml s 3 WAREN M
npousdypoi
(31,32

AenssTea
K OHE
NEOrH0AMEyYEMBEIM T
{3.42]

MporHossoyemne
SADE

Fhcyhox F.1 — Qenesuwe sebnaronpeaTHes cole THR NO KBTEropea i

HegocTaros wanenan
{3.15)

MGmet
MK QH NPESSCTH
K SADE?
(642

He nporHosHpysos
SADE

Hegr / HemocTarok wagenua
e BOIRONRDIG
SaDE

HeaooTaTor Hanenes

C BOIMOMHIsIM
EaDE

F"-.'-':G:"H{IH: F.2 — Deneswe HEQOCTATHOR MAAENEA N0 K3 TEMODHAM
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Mpenosxedne QA
(enpagoyvHoe]

CregeHWA O COOTEETCTEHH COLINOYHBLIX MEMOYHAPOOHLIX CTAHAAPTOR
HAUMOHANLHEIM CTAHAApTaM PoCCHRCKON Dagepalki
W ABACTEYIOWMEM B 3TOM KAYNSCTRS MEKroOCYaAPCETREHHBLIM CTAHAARTAM

Te@nuvya OAT

Craners OEoaHavEHME M I EHOEAHNE COD TS TETE YOS 2 WOHA N EAara
MERIOCYAAPCTHEFMHOM CTAHOAPTA

CEoakauarne coanounon
GOLTRETETEMA

MENAYHAPDOHDID CTangapTa

WSO 148F 12007 T
MEHEOMMEHTE PHCKE K MEQHUAHCKMM @102 NHAM 3

FOCT 150 14971 —2011 «Magenna mesdysHoEHe. [prMaseHye

BETCTEWA CTARASRTOR.
- 10T — HOEHTHHHEE CTAHLARTE.

I pAMAEwMAaHWE— B HacToAweld Tabnuue MCNONB30BEAHO Cnejynujes ycnoaHoe oB0IHAYEHKE CTENEHS COOT-
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12}
3]

14}
15}

16}

71

12
191

1o

"l

L1

IS 13485:2003
MCO 134852003

IS0 10993 (all parts)
MCO 10893 (ace wacTe)
150 1522351

Moo 152231

En 1041

EH 1041

Global Harmonizaton
Task Force,
[BE1MN2IR16:2005]
Giobal Harmonizabon
Task Force,
[BENMIORG:2005]
Global Harmonizabon
Task Force,
[BiEaMERA:2007)
Global Harmonization
Task Force,
[SEaMERA:2007)
Global Harmonizaton
Task Force,
[BE1-Md 1 RS 2005)
Gilobal Harmonization
Task Force,
[BE1-Nd 1 RS 2005)

Oectaration of Helsinki
[eknapausa XenscuHEu
MEDDEW 2.7 1, Rav. 3,
Dec. 2008

MEDDEW 2.7.1,
Rev. 3, Dec. 2000

MEDDEWY 2.12-1, Rev_ 8,
Dec. 2006

MEDDEY 2.12-1, Rav. &,
[ec. 2004

MEDDEW 2.12-2,
May 2004
MEDDEW 2.12-2,
May 2004

Buénuorpadua

Medical devices — Qualdy menagement systems — Reguirements for regulatory
pUrposes

MELWUMHCEHE W30en«A. CHCTeME MEHBNKMESTE ka4ECTEa. CHcTeMEue TReBoBasuR
ANA UENSR pErynHpOEaHHA

Bizloglcal evaluation of medical devices

Viznenda MeqdunHCEWe. OueHa BUonorMHecEors QEACTEMA MESHUMHCKHE $308NHA
Medical devices — Symbols to ba used with medical device lebels, labelling and
information 1o be supplied — Part 1: General reguirements"

MeLMudHCEHe n3gennA. CHMBONE, NPAMEHASMEE NPH MEDHADOBEHAW HE MEDWLWH-
CHHAX W3JENHAY, 3THESTEAY 4 8 CONPOSOGHTENEHOR AokyMesTaUME. HYacTe 1. OGwunse
TpeGoaaHAA "

Information supplied by the manufaciurer of medical devices

Msopmaysn, NpeJocTEENAEMAR HAMOTOBMTENSM MEJWLEHMHCKAE HIJEn@A
Information Document Concerning the Definition of the Tern sMedical Deviceas,
available at:

httgfwww.ghtf.org/documents/sg 1sg In29r1 62006 pdf

WHpopMaU@oHHEIR Q0EyMEHT, KBCAKIWMACA ONPEOENEHUR TEPMUHE «MEJHURHOEDS
wagenues. JOCTYNHO NO agpeacy:

hitgiwww.ghtf orgd documents/sgirsginZdr&2005 paf

Global Harmonlzaton Task Force, Clnlcal Evaluation [SG5/NERE: 2007, avalable at
httpiwww ghtf org/documenta/sgSisgh_n2rd_200Final pdf

KNHAM4BCHER oUeHEd. JOoCTyNHG No aapecy:
httg:www.ghtf org/documents/sgSisgh_n2rd_200Final.pdf

Global Harmonizaton Task Force, Essential Prnciples of Safety and Performance of
Medical Devices [SE1-MATRS:2005], avallable at;

hitgfwww.ghtf orgidocumentalsg 1sg ind 1 r22005. pdf

VizagendA wmeguiudHcEne. PykoBogoeTes no asidopy CTAHGApTOE, NOOOSpHUBAHULHE
BEMHEAWME NEAHURNE oBecneqesns G220NBCHOCTH @ SKCNNYATALMOMHS X X3DEKTE-
PHOTHE MELHURHCEME Hagenwd. DocTynHe no 2apecy:

httpcifwwew ghtf crgidocumenialag 1sg 1nd 1792005, pdf

avalable at: http fwww wma. netien/30publications! 10policies/b3findax. html
NocTynno no anpecy: hipoisws wma netlen! 30publicationsM0policies/b3indax. html
Clinkcal Evaluation: A Guide for Manufacturers and Motified Bodies, avallable et
hittpilec.europa.eu/consumers/saclora/med lcaldeviceailes/meddew2 7 _1rav_3 en.
pf

Enusnecsad ouesra; PykoBoacTao ANR WAroTOBMTENSA @ HOTHDHUMDOSEH X Opra-
HoE. JooTyns=o no agpecy:

httpfec.eurcpa eu/conaumers/sectora/medicaldeviceailes/meddew2_7_1rav_3_en.
pdf

Guldelines on a Medical Devices Vigilance System, availabla at;
hitp:ilec.europa.euw/consumers/sactora/medicak-devicesifiles/meddaviZ_12_1-rev_
6-12-200%_en.pdf

FyEOBOORWWE NDHHUWNE CHCTEME NPEIYNPEXLEHUA W ONOBSWEHWA ANA MELWLUHAH-
CrHAX Wagensd. DocTynso no agoecy:

hitg:ilec.europa . euw/conaumers/sectora/medicaldeviceatiles/meddewd_12_1-rev_
6-12-2009_en.pdf

Gukdelings on Post Market Clinical Follow-up, avallable at:

hitg e c.europa.ew/consumears/medical_devices! meddey!2_12-2_05-2004 _padf
PYEOBOOALME NPAHLMNE no oo eH M0 NOCTAPOAAMH B KRHHUMECEME HAGN0OEH AR
DocTynHo no agpecy:
hitp:ffec.europa.euwfeconaumersimedical_devicesimaddew2_12-2_05-2004 pdf

B cragen onyGNAkoBEaHHA (nepecotTp MCO 1522312007
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