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Mpegucnoewne

Ll i npMHUKNE CTAHO03pTHIagWe B Poccridckol Pegepaymd yeTaHoaneHs $aaepanst b 3asoHomM oT
27 naxabpa 2002 r. No 184 — O3 o0 TexXxHWHacHOM PEryNHPOBAHKKAY, 3 NDEBWNE NDWMEHEHWA HALMWOHANBHEIX
craHgapToe Pocowickod ®egepayms — MOCT P 1.0—<2004 «CrasgapTruaauna 8 Poccuickod Detepaui.
DCHOBHBIE NONOMEHKA D

CregeHMA O CTaHOapTe

1 NMNOAONOTORNEH 3akpsiTeii atyioHepHsl obwecTeoM s MeguTacT» Ha OCHOBE ayTEHTHYHOND Nepe-
BOOa CTAHOAPTA, YHAIAHHOMD B NYHKTE 4

2 BHECEH TexHu4eckii KOMUTETOM N cTangapTHaauwn TK 436 «Ynpapnesue Ha4eCcTEOM W COOTEET-
CTEYIOLLAE ACNEKTH ANA MEAWLWHCKHMXY M3AENHA»

3 YTEBEPXOEH W BEBENEH B EMCTBWE Mpukazom $enepanksHors Ar@HTCTEA MO TEXHWHECHOMY Dary-
NUPOBAHWD ¥ MeTPponomndl oT 25 nekabpa 2008 r. Me BEB-cT

4 HacToAwmi cTangapT noexTHYeH MexayHapoaHomy crangapty MCO 14155-2:2003 «Pykosoacren
NS NEOBEEOEHKED ENTHHHYECKWX WMCNBITAHWA MEJRUMHCKKE M3gennid. Yacte 2. MNnasuposasue ENHHUY8CcKnK
WoneETaduie (150 14155-2:2003 «Clinical investigation of medical devices for human subjects — Part 2:
Clinical investigation planss).

Mpk NPUBMEHEHKA HACTOALLEN0 CTAHOAPTa PEKOMEHOYATCA MCRONLIOEATE BMECTD CObINOUHBIX MENDYHA-
POQHLIX CTAHOAPTOR COOTRATCTEYIOWME MM HALUWMOHANEHEE CTAaHZapTe Pocckuickol @egepadii, cRaneHia o
KOTORE NPUBE0eHE & SONGMAHKTENEHOM NpHUnoxaHuY B

5 BBEOEH BNEPELIE

Mughopmauus off uIMEMBHUAN K HACMOAWEeMY cmaMddapmy myGnukyemcs @ exe200Ho uldasaamMom
UHbOpMaLU0MHOM YRa3amens « HayuoHambHse Cmaxdammb: », 8 MBKCT UIMeMEHUL U NONDaSEoK — 8 BMeMe-
CAYHO UzdagaemMbix UHEODMELLIORNEIX YK3ZaMenax «Hauyuoxranssssa cmasdapmesiy. B clyyas nepecuompa
(FamMeHb) LU OMMeHE HACMOARLE20 cMaxddapma coomasmemayiowes yesdoumnanue Sydem omybnukoeaso
8 EHEMBCAYHD UITSESE8MOM UHDODMALUOHROM YRa3amene « Hayuorankbbie cmandapmels. Coomaamoimnay-
MHYER UHIPODMALUA, Yeed0oMMeHUE U MEKCTTA! PAIMELLSIMCR Maikwe @ uHthopMayuonkol cucmeme obujeao
MoNLI0BaHUR — Ha oduyuansHoM caime PedapansHoso S28HMCMEa N0 MEeXHUYECKOMY PeayNupoeanio u
MEMPONosuU & cemu HumeapHeam

L CrangapTuaiops, 2009

HacToAWWA cTaHaapT He MOMeT BTk NONHOCTED MK YACTHYHO BOCNPOMIBEAEH, THPAMUDORAH W pac-
NpOCTRAHEH B KA4YBCTBE odruUManeHoro wagaswa Gea paspewenna ®egepansHOTe areHTCTES NO TEXHWLECKD-
MY REFYNHPOBAHHIO W METDONOTMA
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Npunoxedus &
(cnpaBouHOR)

MHOWBHAYANLHAA PETHCTPALUMOHHAA KapTa

WHOWEWYENEHER PETMCTPAUNOHHAR KAPTE NPBAHAIHAMEHE ONA NPAHTUYBLHIID BERINONHEHKA NNAHE KNMHWYECHRE
HCAETEHUA. HaBnwaeHuR 38 cyBeaTEMW UCNLITAHKA U PEFUCTRAUHA 0EHHEY O CYBLaiTAX MCNEITAHWA M HCNETEHESBMOM
WIAENHH B X048 KNHUHHYSCHRN WCNBITaHub, MHOMBHMOYaN:.HAA PErMCTPEUMOHHAR KAPTE ABNASTCA AOKYMEHTOM, KOTOPLIRA
soMeT BeiTh NPEACTAENSH HA BYMANMHOM UMK BNBKTPOHHOM HOCHTENS. MHIWBUOYENEHAR PATHCTPALMOHHARA HAPTA QORMHA
COTPANATE COASPMAHME NNAHE KNUHUYECKMY WCNEITEHWA M YYHTHEBATE DCHOBHES XAPAKTEDUCTHKA HCNB TYEMOID U30SNUA.
MNps pezpafoTie MHOMBMAYANEHOR PErMCTREYWOHHOM KADTE B H8a CNegyaT BENN YU TE!

@) GaTy, MecToNpoBeSeHUA U MOEHTHRMEALWOHHEES QEHHEIE KNUHHYSCHWY HCNBITAHWA, BENOYEA HOME) NNAHE K-
HUMBLHMY HCNLITAHAA]

b} “oSHTHEWKAUKOHHES OEHHLE cyBBeETa HCNETEHWA, OBTY &8I0 BEMNIDYEHHA B HCNHTAHWA, J8MOrpadniecame
AaHHEIS,

C] MOSHTHPHEALWOHHEIE BAHHLS HAGENWR (HOMED NAPTHH WHNH CepHAHEIA HOMEP ),

d} NOKE3IEHHE, B CEBASK CEOTOPRIM NPEAYCMOTHEHD NPHMEHEHMS MCNETHEZBMOrD WIGSNUA, B TROHE BOS CONYTCTAY-
suue 3afonseadsa cyBbesTa Wens TaHuA,

g} HHEOPMAUWE O BRINGAHEHAK CYELERTOM NEOYSAYP KNHHWYBCEMY MCNE TEHWA, KOTOPYID HEeo B0 GUMD YMRTHEATE
NP NPOBESdEHWA CONYTOTEYH WMWK BMEWATENECTE H B HEOTNOMHEIY CHTYALUMAY]

fl npBgWeCTEYHWEE MEQHEEMEHTOIHOE NeYaHHs WHNK nevaliHsie npouedyps;

g HOXOAH&E XAPAHTEPHCTHEM CYERBETE HCNBITAHME,

hj CONyTCTEVIDWLEE MEAHKAMEHTOIHOE NEYeHHE WHnKW nevelBHeie npouegypel,

i} cooTEETCTEME CYBLaKTa HONETEHWA EPUTEDUAM BEMNIDYMEHHAMCKNDYEHIA]

b EN#HUYECEWE W HEENHHWYECEHS ABHH B8 B COOTESTCTEME C AMNAHOM ENHHWYE CHUE MCNBITEHWA | YHa1aHWeM JaT);

k] MHPOpMELWD & NPOBESSHHEY NPOLEOYEax;

I} OUEHKY COCTORHUA CYBLEHTE B NOOE KNUHHYECKHY HCTETAHHA U NPH NOCREdYnWan HaBnoaaHui (¢ YHAIaHHEM
mat).

M} 3APETMCTPEDOBAHHEE HEHANATENbHEE COBLITHA U HEWENATENLHES BEOIRSALTEMA HALENKA (C YHEIAHWEM JaT).

ni GaTy 33ESpleHHA nepuoaa Halinoaedun,

o) NOANUCE(H}HCCcNagoBETENA(ER) NoCNS 33B8DWEHWA NEPpUoLa HaBinogeaHKA.

MpunomeHse B
(ebGAzaTensHae)

CeegeHAA O CODTEATCTEMH HALWOHANLHBIX cTaHgapTos PoccHickon TenepaumMi
CCLINOYHLIM MEXAYHAPOOHLIM CTAHOAPTAM

TaBnuya BA

CEoaHadesme COMADERIID MEHAY HE pOg R0 DEosnaqaHue i HEIHMEHOEAHWE CODTEETETEYIOWISIT HAELWOHANLHAIT
cTangapta Sramoapra
HWCO 10993 (Bce wacTh) roct P Mcd 10993 (ece vacTu) Magenua meguyuHckne . Ouyes-
¥a SHONOTHYECKDTD OBACTEHA MEQWLLWHCKME M3OENIA
WCO 14155-1:2003 *
MCD 149712000 roct P MCO 14071—2006 Magenus megnydHcre. NpuseHs-

HUWE MEHEQEMEBHTE PACHE K MEOHUAHCERM H3gennaun

| COOTRETCTEYKILMA HELWOHENLHER cTAHAAPT oTeyTeTayeT. flo &ro yTEapHASHAR PEROMEHIYETCR HCNONE30BATE
Nepesn] HE PYCCHANR A38E ABHHOMC MERAYHBPCAHCMD cTEHGapTa. Mepeson QaHHOIC MK yHARPOOHOID CTAHABRTE Ha-
XOOWTCR B SegepansHoM @HEopM AEHOHHOM SI0HDE TEXHHYSCHHE PErMAMEHTOE 4 CTAHIAPTOE.
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[1] WD 10993 {Bce 4acTH)

(150 10983 — &l parta)
[21MCO 140712000

(IS0 1497 1:2000)

Budnvorpacgua

CiysHka SHonori4eckIro e ACTEMA MEQRUMHCEAX W30EenHA

[Biologicel avaluation of medical devices )

Magenur MegnyHcEME. MPUMEHEHHE MEHEIHMEHTE PHCKE K MEIHURHCKAM M3ZENHAM
(Medical devices — Application of risk management to medical devices)

Eszsential Principles — Globel Harmonezaiion Task Force, 1989

EU Medical Devices Directive 80385/EEC Active implantable medical devices

EU Medical Devices Directive 834 2/EEC Medical devices

Guldetine for Good Chnical Practice. International Conferance on Harmaonigation of Technical Requirements for
Regsstration of Pharmaceuticals for Human Use (KEH), 1996

YK 61:006.354

OKC 11100 F20 O 94 400D

Kniyeswe CNoea: MegruMHCKHE HAOENHA, KMHHWYECHHE MCNBITaHWA, NNaH KNHHAYECKKY MCNeTaHui, cyBwesT
WCNETAHKE, MCCNE0RATENL, OPraHMaaToD

Caawo 8 wafop 23.01 20049,

Pagasrap MO Mpaw
Texnuuacksd pegakrop 8.4, MTepcaceaa
Eopparrap M.C. KaSawaas
Kamnewtegnan pepctea & M. Sonomepesad

Maagnucana s nevars 1802 2000, Fopmat G0« ﬂd:}‘;. Bysara odosThan, Fapwurypd Apaan.

Mevars adicatnan. Yenonpew. n, 1,40, Yeeasa. n, 110 Tupax 105 aka. Jax. B4

M «CTAHOAPTAHGOPM e, 123995 Mockea. [Mpanariwi nep., 4.
wWww gasling.ru infodlgostinio.ru
Hagpano oo BCYMN aCTAHOAPTHHSOP M na MIEM.

Omewarane a punwane TN s CTAHOAPTUHROPM s — tun. M ockosckinf navaterees, 105062 Mook, Nanan nep., 8.
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Beenexnue

MeskgyHapogHsii cTadgapT MCO 14155-2: 2003 paspabGoTad TEXHWYECEWM KoMUTeToM TH 258 aKnuii-
HRCKWE MCNBITAHAA MEOALWHCKAY HIOenris B COTPYAHKYECTEE C TeXHEecHHM koMmuTaToM TK 194 «Ouenka
EHONOrYEcKors OeERCTEMA MEQHUWHCKWMY MA0endis.

MCO 14155-2 apnaeTcs aTopoi YacTeln MexgyHapogHone ctadgapta MCO 14155 nog ofulMm Haume-
HOBAHWEM « PYEOBOOCTED MO NPOBENEHWH EMTAHAYSCKAX MCNBTIHKA MEOMLMHCKAXY H3OEnnns -

= 4acTe 1 «DHwme TpebosaHuan;

= 4acTk 2 «[NasupoeaHne KNAHWYECERX HCNBITAHWA .

MCO 14155-2 npegxaaHades N MEXOYHAPOAHOTO NPHMEHEHWA © LENLKD NNaHMPpoBaHKA W NpoBEaa-
HHA KNUHAYECKHE MCNBITAHWA MEQHLMHCKAX MA0ENWA, 3 TRKKE OE332HAA NOMOWH ¥ NIONHOMOSEHH M ODraHam |
KOMWTETAM 0 ITHES B BACCMOTREHKA NN3H0E KNAHHYECHKE MCNbITRHKA.
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HAUWOHANBHBIW CTAHOAPT POCCHMWUCKOW S©EONOEPAUMM

PYKOBOJACTEO MO NPOBEAEHUIO
KNWHWYECKUX UCNBITAHWA MEQULIMHCKKX W30ENWA

YacTte 2

MNnanvpoBEaHAE KNHHWYSCKMX HCNLITAHWA

Clinical investigation of medical devices for hum an subjecis.
Fart 2. Clinical investsgation plans

Darva eeepeHua — 2000—00—01

1 OBnacTs NpUMeHEHUA

HacToAwuA cTaugapT yoradasnveaet TpebosadnA K paspaboTee nnada KNAHWYECHHY UCNBETased ©
LEMED KNHHMYBCKHMY HCNBITAHWA MEJWUHMHCKHY H3OENHA (ganae — wagendd). PazpaboTea nnada KNvHHYec-
KME MCMNBITAHKA B COOTEETCTEMM C TREboBaHWAMKW HACTOALLEND CTaHgapTa W cobmodeHne JaHHbix TpeboBaHmui
MOMOTEK0T HaUNy4WKMsM 08palom oBecnednTe Hay4Hy 0B0CHOBAHHOCTE  BOCMPOWIBOOMMOCTE PEIYNETATOR
EMAH WY CEMX MCNBITAHMWEA.

HacTOAWMA CTAHOAPT HE NDHMEHM K MEONLWHCEWM MaganHuam ONa GUan-HocTi in vitro.

2 HopmaTUBHbIE CCbINKA

B HacToAWeM CTaHgapTe UCNONEI0BAHSE] HOPMATHEHLIE CCRINKK HA CNEOYHLLWE CTAHQADTSI:

MCO 14155-1:2003 PyxoBOACTED NO NPOBEAEHWKD KNAHWYECHWX WCTBITAHWA MBINULWHCKAY WIQenNWA.
Hacte 1. ObBwuwe tpebopanwA (150 14135-1:2003 Clinical investigation of medical devices for human
subjects — Part 1: General requirements)

3 TepMHHBI M ONpeaeneHUA

B HacToAwWeM CTangapTe NPHMEHAINT TEPMUHE M onpenenasua no MCO 141551, a Taowe cnegyswwe
TEPMKAHEl C COOTEETCTEYHILLMMA ONDe0enaHuRng;

3.1 KOHEYHAA TOYEA — nepBrYHan (end point — primary); OCHOBHOE NOEAIATENE, HIMEDASMEIN MK
onpegenAemelid ANA OUEHMBAHNA MABHOH LIEMH KNAHWYSCEMX HCNbITaHWA.

3.2 KOHEYHAA TOMKA — BTopH4YHan (end point — secondary): MNokazaTens, HIMepASMbBIA MW onpege-
NAEMEIR B AONONHEHWE K MMABHOW KOHEYHOR TOYKE ANA OUEHHBAHWA KaKoW-Nubo Apyrod wenn KNUHKYecKHx
MBI TAHWA.

3.3 momeHT BrnodeHA (point of enrolment): MoumesT BpemMesi, Korga cybsesT nognuceiBaeTt wedop-
MHPOBAHHOE COMMAcHe W CTAHOBWTCA YYACTHHEOM KNWHAYSCKMX WCNRTAHWA — NPaacTaBMTansm WayJdasmoi
MOMYMALMM.

34 nepuognocnegyrwero HabmogeHua (follow-up period): NMeprod KNAHEYSCERX MCNETaHAR Nocne
NPHBEHEHWA MCTBTYEMOT0 WAOENHA B OTHOLWEHWK KAOOM0 CYEBeKTa WCNBTaHWA, B TEWeHWE KOTOPOro Habno-
QAT BOIZEACTEWE JaHHOMD H3OEnNHA.

3.5 wabop (recruitment): Mpouece wasHTHhUKELWK CYSBENTOR, OTBEYAKLLMY KpHTEpWAM oTBopa AnA
YYACTHA B KAWHEYSCKMX MCNBTAHKWAK.

ManarHe GPHLMEN LHOE
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4 TpeboBaHwnAa

4.1 ODBwMe NoNoKEHKA

MpuseHaoT Boe Tpebosaduwr MCOD 14155-1.

4.2 MnaHd KNAHAYECKUE HCNBITAHWA

MNnad KNWHAYECKHK MCNBTaHWA NpegcTapnAeT cobol aowymMedT, palpaboTaHHbR OprasnsaTopomM «
vuccnefosaTenam (AmMi). Nnad KNuHHYecKMX HCHbITaHni HeobxouMo papabaTteiBaTe TaK, YToGL HaunyyLLMM
obpazom 0GecneynTs Hay4H YD 0G0CHOBAHHOCTE W BOCNPOW3B0ONMOCTE DE3YNETATOR MCNLITAHWA B COOTBET-
CTEHA C COBPEMEHHBIMK HAYUHEIR N THAHUAMMA M QOCTHEEHMAMMH KNMHAYSCEOR NPAKTHEA # LanamMM KNHHAYaCEuK
HCMEITAHHA.

[MNaH KNMHAYSCEMY MCNBETaHWA QoMEeH BENoYaTeE 8 cebn MHopMayMn, manoseHHyio 8 4.3—4 13 Ecnm
HeobxogiMan MeopMayrMA CONepEMTCA B OPYIUK QOKYMeHTaX, Hanpumep, B Gpowope qnNA wccneqoBaTena
WK B CTAHAAPTHEX ONEPALMOHHEBX NPOLEqyPax OPraHiaaTopa, To Ha TakWe JOKYMEHTE CNeayaT cCeiNaTecA B
MNaHE KNAHAYECKWY MCMBTAHMA W OHH QOMNEHB DkiTh QOCTYNHE 10 Tpeboaasum.

Ecnik opradWaatop pewasT, 4yTo Kakoe=-nubo Tpeboadne, npieefeHHoe B 4 3—4 10, AENAETCA HenpW-
MEHHMEIM, HE OTHOCHTCA MK HE COOTBETCTEYET NNAHUDYEMEIM HCMRTAHMAM, TO B KAMOO0M TAKOM CITy4as gon-
WHO Bl Th COSMAHG YETEDS 3aRBNEHKE, OB0CHORLIBAIDWEE B0 HEMDHMEHEHE.

4.3 DBwan vHgopmaumMa

4.3.1 MogeHTudHKauMa NNasa KNHHAYECKHX MCNLITAHWA

MNaH KNAHWYECKAE HCNBITAHWA ¥ MoDan 8ro MAMeHEHHAR BERCHA AOMHHE COOSDWATE HAVMMEHOBIHNE
KNMHAYRCKMY MCNBITAHAR W AOEHTUONKALMOHRER Hosen. MNaH KNHHAYECKAX BCTILITAHWA JONMEH TAKE BRNID=
YaTk B Ceba HoMap BEpCHMW BRINYCKE 1 0aTty, YTobk 0GecnadnTe ro NpoCNEMHBEaSMOCTE NOGNUCARWMMK CTO-
potamu (cw. 4.3.7). Ha kapol CTPaHWUE MNaHa KNHHWYSCHME HCNLITAHWA GonieH GeTe NPOCTARNEH HOMED
BEDCHAMK.

4.3.2 MccnegoBatend, pyKOBOOAMTENE KAMHHYECKMX MCNLITAHMA, KOOPOMHATODR KNMHMYECKMX
HCMETAHMA, HCCNBOOBATENLCKHE LWBHTDEI

MNad KNAHAYSCKE MCNBTAHKA JoNKeH BENNYaTE B ca0A WNH CCaINATECA HA NEeYeHE, COOeDHALLMA
MMEHZ, a0peca W OOTEHOCTH HCCNenoeaTansd, pYHOBOONTENER KNAHWYECKKE MCNBTAaHKA 1 KDOpoWHaTopa
KENHHAYBCKMY MCOBITaHWA [ecni Ben Haasaded). B NNade KNAHWYeCHHX MCNBITaHWR DoNHHE: BEITE Q0KYMEHTH-
pOBSHE HAWMEHOBAHWA W A0PECE OPrAHWIELIMA, B KOTOpRE DY OYT NDOBOAMTE KNWHAYECKHE HCNBITAHWA. B Tex
CRYYRAK, KOTLa 3TO MOXET NOBNMATE Ha JOCTOREDHOCTE PEAYNETATOR KNHHWYECKWY MCNETAaHWA, cnenyaT Tak-
#@ YEA3aTE HAMMEBHOBAHWA W A0 PECca APYTHX OPraHW3aLMA MNH KOHTAKTHBIE JaHHEBIE MWL, BOBNEYeHH X B pabo-
Ty C NAUWBHTaMK, NMG0 B BeINONHEHWE CEAIAHHBIX C KNWHHYECKMMIA MCTIBI TAHWAMKA TECTOR W HCCNEnoBaHMA.

4.3.3 Opranvaatop

B nnaHde KNUHAYaCKMY MCNBITAHWA GoMeHb DRI YEAIaHE HAWMEHORAHWE M a0PeC OpraHHIaTORa KNHM-
YECKWK WCNBI TaHH.

n PAHMEYEBHNE — Ecnn CPraHE2aTOR KNHEHAYMECENE WCAE TAHWA He ABNABTCR PE3MGeHTOM CTRAML, B KOTOPOH
NPCEORAT KNAHWYBCEWE MCNBITEHWA, TO SOMMABCH I HEYHOHANEHEIM WMTH PErHOHBNEHBIM HOEMEM MOHET NOT FIE-ﬁﬂEETI:.I:‘.'Fl YK&-
3BTh HEWMEHOIEIHHE W aApac eTo NEeACcTAEMTENA B 3aTOW CTREHE.

4.3.4 MpopegeHHe MOHUTOPHHIA

B nnaHdg KNAHWYeCERE MCNBTaHuA QonsHel SeTE NPegyCMOToeHE ABRCTEMA NO MOHUTORKHNY KNHHAYEC-
KHX MCNBITAHWA W 3aNNadnpoeaH obeem BEpHdMEaLWE NeDBHUYHEIX OaHHBIX.

4.3.5 MeHaQEMEHT KAYECTEA U YNPABNEHWE OAHHLIMK

MNNaK KNAHKYECKHY CNETAHKA JOMKeH, N0 BOIMOKHOCTH, ONWCHBATE WNK CCLINATECA Ha NPOLETY Db
MEHeOMMEHTa Daibl JaHHBLIX, BEDHQIMKALMA NEPEMYHBX AaHHb X, 0GpaGoTiM, apXUBUpOBaHWA, XpaHEHWA dak-
HbIX (C YKaIaHKWEM NepUoa XpaHeHiua) v Gpyrde cocTaanAulke obecneweHHa Ka4ecTea.

4.3.6 Kpateoe HanomkeH e KNHHHYECKHX HCNBITaHHWA

MNaH ENUHAYECENY MCNETaHHA QOMEEH BKNKYaTE B Ce0R pEI0ME WK KPATHOE HANOHEHKE KNHHAYECKKE
HCMEITaHHA.

n pPAMBEYMBEHNE— C 3ToA Wenbt soweT BuTe nonesda Bnog-cxeMa, ANNKCT PHPYELU &R DCHEOEHBIS 3TANE KNH-
HHHECKHE HONsITAHAR, Wns nodan OPYTER MEPODMAEUWE, KOTODAR MOXET feiTe IHEYHMOA ANA NPpoesdeHAR HCTIBITEHERA .

4.3.7 OpoBpeHMe 4 COrNacoBaHWe NNAHA KNHHHYSCKHY UCNLITAHWA

Oprannaarop, K00paAMHaTOR (BCnK Buin HAIHAYEH) W PYKOBOAWTANL{KM) KNMHWYBCKIAK KCNBITAHWA B KAM-
A0M HCCNeaoBaTaNbLCKOM LBHTPE OOMEHE BRPa3WTe CBOS COMMAacHe C NNaHoM KNHHAYSCHAN HCNBITAHA W
MoBBIMH NONPABXAMK K HEMY, I2BE8PWE AaHHBIA JOKYMEHT JaTUDOBAHHBMW NOONUCAMIA.
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4.4 MoeHTHDHEALWA W ONHCAHHWE MCNBITYEMOMD MEOHUWHCKOrD HagenHa

Mnad KNHHAYecknx HCNLITAHKA JONMEeH BHKNIOYHaTE B CaA MW CChINaThCA Ha CNUCAHWE HMCNBTYyaMoro
WANENHA U Bro NPEJHaIHAYEHHOTO NPHMEHEHKHA, 8 MMEHHO!

a) WArCTOBWTENA HAOENHA, HOMED MOLENW MITH TN HAOSNHA, B TOM YHUCNE BEPCHID NPOrpamMMHoro obec-
MEYEHHWA  NPUHAONEeRHOCTE!, BCNA TAXOBEHE WMMEIOTCA, 4TO NOIBCNUT COBCIHEYMTE NONHYID KOSHTAHKALIMID K
NpOCNeXUBEaEMOCTs Hagen«a. Ecnu Takan wepopsayna He Gy 08T HIBECTHA B MOMEHT COCTABNEHHA NNaHa
KMAHWYSCKHY HCNLITAHWA, TO HEDBXOOWMO 0aTe ONUCaHHe cnocobol OCYWECTENEHMA NPOCNEHHBAEMOCTH
HAOEMNHA B X008 ¥ NOCNEe I3BeDLUEHNA KTAHAYECKHX MCNBTIHKA;

b) npegsazHa4eHHOE NpHMEHEHWE HIOBNKA, YCTAHORNBHHOE HAMOTOBMTENEM, B TOM YHCIE NOKaIaHWA 1
MPOTHECNOKAIAHKA K NDHMEHEHMHD B NPEONATaEMbIX KMMHWYECKHX MCNBITAHWAX W NpeaHaIHaveH b Nonyna-
LA,

€} ONUCAHWE M3ZENKMA, B TOM YUCNe MobsIX MATEPUAN0a, KOTOPBHE MOMYT KOHTaKTUDOBATE C TEAHAMK MK
MAOKOCTAMK OPrasMama. OnNucadue Wigenis QOoMKHO BENoYaTs B ceba nogpobHesse CeeqeHus o Ninbsix nekap-
CTREHHbLIX NpEnapaTax, TKAHAKX YeNOBEKa WHNH KHBOTHBLIX KK 11X NPOMIBOAHBIX UMK APYrAX GHONOrYEckd
AKTUBHLIX BEWECTRAX,

d) WHCTRYELIMIA N0 MOHTENY W BKCNNYaTALWH M3OENNA, BKNDYAA BOE HeoDxoguMee TpeboBaHHA K XpaHe-
HKK0 HoBpaLEHHo, NOQrOTORKE KAKCIUNYATAUMM W NDEJHAIHAYEHHOMY NOBTODHOMY NPKMEHEHHIO (HANDUMEp,
TpRGoRaHMA K CTEPWNAIAUNMHA], NPpeO3ascnnyatayuoHdsiM NpoBeplan Be3onacHocTi W addeskTHEHOCTH
OEACTEMA MIOENWA W MEPaM NPegoCcTOPOXMHOCTH, KOTODLIE HeobxXogQuMo NpeanpPUHATE NOCNEe NPUMEHEHnA
H3OEMNHA (HanpuMep, TPeDoBaHWA K yTHNH3aUMK )

&) WanoxaHHe TpebosaHiil K obyYaH o W oNeTY, HeoBXOAUMOMY ANA aG0Th CUCNBTYEMBIM MIOENHEM;

f) onMcanKe MegnUWHCHIAX, B TOM YHCHE XMpYPIMYeckMx NpoLeayp, CRAZEHHEIX C IKCNNyaTaynai nage-
MAA.

4.5 MNpeguwecTEYOLWMWE ACTLITAHKA K OBOCHOBAHWE KNHHWYECKAX HCNLITAHWA

4.5.1 AHANKWI NUTEPATYPHLIX HCTOYHUKOR

Mnad KNHHEYECEMX MCNBITAHWA J0N¥HeH BENNYaTe 8 CeBR aHania cooTEETCTEYIOLEH HAYYHON NUTEpaTy-
Pil WK HeonyBNMKDBaHHBED JaHH e 4 CO0BLWEHKN, 8 TAKKE NepaYeHb NPoaHaNKIMPOBAHHBIX MHTEPATYRHbIX
HCTOUYHKMEDS. B aakniqvenne aHanyia HeoSxoguso NpHEECTH oD0CHOBAHME OW3AAHA KNMHWYECKHME MCNETaHWA.
AHANKI NATEPATYPHBIX MCTOYHHEDR OOMKEH COOTHOCHTRCA C NPEHAIHAYSHHLIM NPUMEHEHKEM UCNBITYEMOorD
HANENWA W NPEgnaraemeiM METO0OM WCNONE30BaAHMA WAAENKA, NOMOYE B WOISHTHMHKILMA KOHEYHEX TOYEK
KMAHWYECKHX MCNBTAHKA W TRYOHO KOHTRONHPYEMBIX IH3YHMBIX DakTopos, K0TOPEE HEODX0OMMO YYUTHBATE,
aTaKse B BsiGope 1 0G0CHOBAHWK METOO0B YNPARNSHAA,

MpuseyaHdue— PerdMeHiayEd 00 BHANWAY @ OUBHHE NWTEPATYPHEY WOTOMHHKOB NpWeededHw B MCO
141551, npunowenns A,

4.5.2 JoKNHHHAYECHHE HCNLITAHKA

B nnaHe knUMHMYEcKy HoNbITAHMA 0on¥He BeiTe 0BobweHsl peIYNBTATE J0KNHHWYECKHE MCMBITaHHA
HANEMNKA C UeNs0 0GOCHOBAMMA BMO NPUMEHEHKA HA MNI0OAX KaK CyTBeKTax MCnTaHMA. Peaiome 0oreHo BEMo-
4aTk B CE6A JOKNMHWYECKWE SHCNEPUMEHTANBHEIE NaHHLIE, B TOM YUCNE ([O8 NDHMEHUMO ) PE3YNETATE Npoe-
THEIX PACUYETOR, HCNBITAHMA IN VIlro, MCNBITAHWA MEXAHWYECKMX M AMNEKTPUUYECKHUX XaDaKT 8DUCTHE, PeayNbLTaTk
NPOBEDHM HAOEBKHOCTH M BANMOAUMK NporpaMmHoro obecnayeHna, OTHOCALWErocA K yHELMOHHPOBAHWIO
WIOENHA, WNKH CO08PHATE CChINKA HA 3TH AaxHBIE. Takse 0oMmseHs GbiTh BKNIOYEHL] BOE Pe3yNETAThE JKCTNYaTa-
UHOHHED MCOBITAHKMA MAZENHMA, MCNBETaHHA 28X Vivo, HCNBITaHHWA BHONOIMYecKoro JeACTEMA WHNAKM MChBITaHHA
Ha feaonacHocTe, NPOBEOEHHEIX H3 HHUBOTHRIX, B TOM YMCNe JaHHbIe 00 yMECTHOCTH M NOCNEO0BaATENEHOCTI
NPOBEOEHHA TAKKMK MCNIETAHAA.

M PAME2YaHAE— P?HEBDHGTEEI nooyeHLe BHonorH¥echRord DERCTEMA MaJHURHCKRE MIENHA NPHEBE0EHO B!ti.

4.5.3 NpeguwecTEYHOWES KNHHAYSCKOR NpUMaHaHWa

B nnase knHnYackay MCNBTaHui JonmHe GeTE NpHEeaaHE PeIYNETATE NPEOLSCTEYIOWMY KNUHWYeC-
KHX MCTIBTAHRA W KNHHWYECKOMD NDWMEHBHNA UCNBITYSMOTD HAAENHA, MMEDLWHE OTHOWEBHWE K NNAHHPYEMbIM
WCMBITAHWAM, WHNK COOTEETCTEYIOWWA ONBIT NPUMEHEHAA H3AenKWA(KIA) ¢ NOOBHEIMK XapaKTepHCTHRAMMA,
BEMIDYAR ONBT NPAMEHEHKA N3 ADYTAM MEQWULMHCHHM MOKA3aHMARM. [TNaH KNAHKYECHHE HCNBITAHHWA JOMEeH
BEMKMATE B CE0A aHANMI HEXENATENEHBIX BO3OSACTEMNA HAOENHA(MA) 1 NoBbIe JaHHBE O MOOMDUEALMAX MK
OTILIBE WALENHA{MR).

4.5.4 AHANKI M OUBHKA PHCKOB, CEAIAHHLIX & NPHMEHEHHEM HCNLITYEMOro HI08NHA

Mnad KNAHKScKMX WCNNTaHKA MANania JonxeH BENNYaTe B ce0A peaynNeTaTel AHANKWIA W OLEHKY DHc-
Ko, OH J0NHEH COOSPHaTE ONHCAHWE COOTHOWSHAA OHKOAE MO R KNAHHYECKOR NONbIk| W PUCKOE, CRA3AHHEIX C
CAMUM MATENHEM M NPOUEOYDAMA M0 NEHMEHEHHA, HOERTHEHUHMDOBAHHEMA NP CUEHKBEAHMK DHCKOE. Takke
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OonwHE BRiTe NMPUBEOEHE BOIMOMHLIE DEIVNBETATE BIAWMOOERCTEMA © COMYTCOTEYHOLLWAMM REDALIWHCHNA M
BMELWATENECTEAMM M 32R3BNEHA OHMOAEMAR KTHHMYECKaA NONL3IA OT NPHMEHEHHA HAOENHA.

MnaH ENUHMYecKME MCNBTAHHA OOMEeH BEMOYaTe B CeGA aHanua HEMENaT e NbHbBE BO30eAcTEHA nage-
NHA, 8 Take Mobblé JaHHbIE 0 MOOMGHUEALHAX MMM OT3EES W3OENWA B CBAIM C Be30NaACHOCTEK M KENWHHYSCKOH
IPHEKTHEHOCTEK KAE HCNBITYEMOND MIOQENHe, TaK W WaGendi, onWcaHHex B 4.5.3.

Mpuueyas e — MNpoysaypa AHANK3A W OUEBHWESHWA DHCKOE GNWcana B [2].

4.6 Uenu KnAHAYSCKAY HCNBITAHWA

B nnaHe KNAHKYSCKHE MCNBTaHMR QonHE DeTe Y8 TEO ONpeaenaHs MTMNoTe3a W LENW (MepBrYHEIE W BTO.
PHYHLIE) KNAHMHECKAX MCNBITAHWA, 3 TaE NpaaHasHa“eHHbe NOMYNALMK. [Nax KNUHHY8CKAY MCNBITAHWA
O0N¥EH, NPW HeoBX0OHMOCTH, BEMDYaTE B cebna:

a) 3anBnNeHHLIe XapaKTepHCTHIM K NPEaNoNarasmMyi KNHHWYECKYI0 30PeKTHBHOCTE HIAENKA, KOTODbIE
CneqyeT BeprbuyMposaTs;

Mpumevasunn

1 3o MOryT BLITh 38ABNEHHE 8 53 FEETERHACTHER, NDORasyYMEESEMEIE MDA IECNNYATAUAA HAZENWA, 3 TAKHE clozHa-
HEHHLIS HE MAPERDOBES, B MHCTRYRYWAX M0 IECNNYSTEYHA WNH B PBENEMHE Y MBTEpHANAX,

2 ,El-:n:-r:Hn OaiTh 4ETED YCTEHOENEHD, RENABTCA MW JNpefenedEe AonNr>Ccpd-EonD aosae ACTEAA HAOENAR LWEneH
NNaHHUPYEMEX MONTEHWA oM. 4.7 nepeyncnedse pij.

b} pUCKWM M NPOTHO3MPYEMENR HEXENATENEHLIE BOANSRCTEMA WI0ENWA, KOTOPBE HeoBX00uMO OUEHHTE,

C) KOHEPETHRIE MMNOTe3k, KOTOPLIE CNEOYET NPHHATE MMM OTKNOHATE Ha OCHOBAHWH CTATWCTUHECKOrD
AHANKWIA O3HHEB KNHHAYECHAX WCTTBITAHWA.

4.7 OuaaiH KENHHHYSCHHY HCNLITAHWA

n pPHMEYEHHAE— H:E!lr'-IHEﬂ OBCCHOBBHHOCTE KNHHHYSCHAE HCNBITAHAE W DoCTORERHOCTE AONYHSHHEBX JaHHBIX
B SHEYATENeHOA CTENSHA 33BWCAT 0T QUIBAHE KNAHHAYECEWE MO TERWA.

MNaH KNAHKYSCERX MCNBITAHMA SoNEaH BKNDYaTE B ceba:

a) ONMCaHMe BUAE NNAaHWPYEMBIX MCNMTAHWA: CPABHUTENBHEIE, C UCNONLIOBAHWEM ABORHOND Crenond
METOO0A, B NapannensHisx rpYNnax, ¢ KoHTRONsHOR rpynnol wnd Bes Hee (c oGocHoBaHWeM Beibopa);

b} obBocHOBAHWE BeIBODA HOHTPROMBHBLIX (0R ) FPYNN (k1)

C) ONMCaHKue Mep, KoTopsEE HeohxoOMMo NpegnprHATE, YTo0R MUHMMWIKPOBATE CUCTEMATHYECKHE
LMD MM 30 eMaTE MX;

d} nNepeEMYHBLIS M BTOPUYHEIE KOHEYHBIE TOYKH KNUHWYBCKWMY MCNETaduA (c obocHoBaHMeM BeliGopal;

8} NepeMeHHLe, KOToOPEE HEoTXOOKMD HIMEPNTE C LUENEKD CUEHEN KOHEYHEX TOYEK (C 0D0CHOBIHHEM
BeiGopal;

f} MeTodbl ¥ BpeMEHHEE TOYEM OUEHKH, DETHMCTDALMK M 3HANTWAA NepaMEHHEX;

g) oGopyfoBaHKE, WCTIONBIYEMOE ONA OLUEHHMBAHHA NEPEMEHHE KNHHWHECKHHE UCTLITAHWA, 8 Take
NOPAOOK 810 TEXHWYSCKOrD 0BCMIYHHUBEAHMA W KANUGPOBKA,

h} EpUTERHK BENKOYEHHA CYDLEKTOR MCNBITaHWA,

i) KpUTEPAN HCKNKYEHWA CYEhaNTOR HCNBITAHWA,

[} onpegeneHHe MOMEHTA BEMKYEHHA CYTLEKTOR MCNBITaHMA (oM. 3.3);

k) nogpofHoe onvcanwe NpoUegYp, KOTOPLIM NOOBERraKTCA CyORekTel B X008 KNAHWYSCEME MCTLITa-
HIH, 8 TAKHE NEpeYsHb BOEX NPOYUE W3QENuh W NeKapCTREHHbLIX CPEOCTE, MCNONBIYEMEIX NPK NPHMEHEHUK
HIgENKHA UNKA B TEYEHWE NEpHoaa NoCNeayoWers HabnKgeHs;

1} KpUTEPKUK U NPOLUSAYDE MCKIIOYSHHA MNW NPEKDALLBHWA YYACTUA CYDREKTOR MCNBITAHWA (C oboCHORA-
HMEM ), 3 TAKHE YUaT TAKWE CNYYass ¥ NPoUSOYDR NOCNaqviowers HabnogeHwa cyBRekToR, BCnNH BOAMORHD
[cw. 4.8, nepeyucnedde Fru4.9];

M} Yscno CybeerTon, HEOBX0OWMOE ONA BEMNOYSHHKA B KNAHWYSCERHE WCNBITAHKA, 8 TaHe HeobXoaMmMos
ANA 3TONS BPEeMA; YHCHD HCNOoNE3YeMBIX MAOenud, c obocHoBan e [ci. 4.8, nepeducnesye a)). Npy npoeene-
MM MEOMOLEHTPOB R HCNBITAHKA GON¥HO BbITe YCTAHOANEHD W 0GOCHOBAHO MUHWMANEHO® YMCNo cybBexToa
HMCMBITARKMA GNA Ka¥00r0 ACCNegoRaTensCckorn UeHTpa. TaM, rag aTo MOXET NOBNMATE Ha QOCTOBEDHOCTE
PEIYNETATOR KNAHWYECKMX WCNLITAHWA, CRBOYET YHasaTe MHUHHMANBHOE | MAKCHMMANBHOE YHCND CYyDLEeKTOR
HMCARTaHHA ONA K OI0M WCCNeosaTensChoro LeHTRa;

Mpuwwmeysasne— MNepuog Habopa He ponsed BuTe HAcTERERD BonbwrK, 4Tofs NOMEBIWATE CPABHEHMID 18MH-
HEX, KACEDWHLEA CybwaaTO8, BRNsIYEHHEE B WCNETAHWA B PATHOE BREMA;

n} NpoUEOyPEl PETMCTPAUMH M HIYYEHWA HEXEeNaTensHEX CoDbITHA, HEMEnaTensHelX BO3geRCTBIA
NIGENNA WM KX MCKOO0B;

i
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0} Neprom NPUMEHEHWA KCNETYEMOro MANenusa, a TAKE NepUod NoCNenyiowers Habnu o eHHA KoHKpaT-
HOM CYOREKTA B X006 KNMHHYBCHHE HCNBITaHWH (¢ obocHoBaHHeM ),

Mpwwmeyadase— MNepuog nocneayuiero salinoaeHws Q0NESH NPoEEMOHETRHPOBATE KNWHRYS CEyD 3 doer-
THEHOGTE H3QENHA B TEYEHHE BPEMEHH, 40CTATOHHOND ANA NPEACTIANSHAR 0 810 KNEHWYECE0H s esTHEHDCTH B pPEENE-
Hhi% YCAOBMAX NPAMEHEHHA, 8 TAKHE AONESH NOIBEONHTE HASHTHPHUHPOEITE W OUEHHTE PUCKH N lsx HEXenaTenbHe X
BO3ASACTENA MEOENHA 38 QAHHL A NapHog.

p) nobble MIBECTHEIE WKW NPOTHOAUPYEMBIE AKTODL, KOTOPBIE MOMYT NOCTABWTE NOL COMHEHWE
pEayNsTaTel KNKHWYECKMA MCNBITAHWA MK WX MHTEPNPETALMID: HCHOOHBIE XBPAKTEPWCTEN CyDBLeKTa nCnkTa-
HHA, COMNYTCTEVIOWEE MEOHKIMEHTOIHDE NEHEHWE, HCNONBIOBAHKWE OPYIHME MAOENHWA KWK QaKTopel, CERA3AH-
HBlE C CYDBEKTOM MCNuITAHWA (BoapacT, non, obpas swanK). Jomss OsiTe ONWcaHs cNocobsl YMeHbLEHWA
BRWAHKA JaHHBIX DaKTODOE B X008 KNMHAYSCKEY UCNETAHMA, Hanpumep, NpM oThope cyiLexToR MCNEITaHWA,
Beope OW3IaRHa HCNBITAHWA (CTpaTHQUUMPOBAHHAR pPaHOIOMMIAUMA)] WNH METOO0R CTATHCTHYECHOrD
aHanu|aa.

4.8 CTaTHCTHYSCHMH aHan1a

Mnax KNAHWSSCKAX MCNBTaHKRA QOMEeH BEMOYATE B Ce0A ONKMCaHKe 1 0G0CHOBAHWE MMNOTEa b KNAHAYSC-
KME BCTBITAHWA W CTATHCTHYECKDND aHaNMaa, MeToO0BE W aHaANHTHYECKMY NPOULEOYD, 3 HAMEHHD!

a) obocHORaHWe onpefenaHdnd obkema BeBopHM, BENIDUYAA YDOBEHE IHAYHMOCTH, MOLWHOCTE MCCNeno-
BAHWA W OHMOAEMYI0 YACTOTY BbliGRIBAHMA CYELEKTOR M3 MCTNBITAHMWA!

M pPAMEYaIHE B — Ha PEHHWE QAIAN KNEHAMSCKAY ACOETEHKA, HANPUMEeD. B NENMOTHEY ACTRITEHWAX, MOKET
falTh ACNONE30EAH CRELUHANEHEIA Nogxan K ofocsasaddn ofbeda BB opim,

b) EpMTEpMM VCNEWHOCTH NDHMEHWTENBHO K PE3YNETATAM KNAHWYSCKAN HCMTaHWIA;

C} YCNOBMA NPOBROEHWA NPOMERYTOYHOTD CTATUCTHYECKOND 3Han®aa v cTatTncTUYeckoe obocHoBaHHe
KPUTEDMEE NESKDALEHKA KMMHAYECKWE MCMTaHWE, BCnd NPHMEHKMO,

d) npousnype MHQOPMUHPOBAHKA 08 OTKNOHEHWAX 0T NEPBOHAYANEMOND NMNaHa CTATHCTHYECKOND aHa-
N33 (BCE OTENOHEHWA O0MKHE BETE ONWCAHE M 0B0CHOBAHE! B NNEHE KNAHWYSCKMX HCNBTAHWA KNY B 33KM0-
YHTRMNBHOM OTYaTa );

@) EpHUTepuHoThopa cyiLeKTOR MCNETAHWA ONA BEMKYEHAA B CTATUCTHYSCKHMA avanda (cobocHopaHueay,

f) npouegypk y4eTa Boax AaHHb 4 Npoueaypsl 0GpalleHda C HeQ0CTRI0WMMKH, HBACTHONLIY ML bAA KW
HEAOCTOBEDHBIMKA DAHHEIMKM, BEMKMYAA JaHHRE NpEHASRPEMEHHD BiDEIBLIN UMK WCKNIDYEHHEBIX W3 WCNETa-
HHUA CYDLEKTOR, 8 TAKKE 0G0CHOBaAHME MCENIDYEHMA KOHEPETHOH MHEOpMaLMK M3 NROBEDKH MTHNOTEA! ENHHK-
YECKMX HCNBITAHWA (NpH HeobXoaMMoCTR ).

4.9 OTENOHEHWA OT NNAHA KNUHAYECEHX HCNLITAHWA

Bce oTENOHEHKE OT NASHA KNUHWYECKNY MCNLITAHWA J0NHKHE SpiTe 33perMCTPUDOBAHE © OB BLACHSHAR
npu4H. O6 oTKNoHEHKAK HeDBXoAMMO COOBLATE OprasMIaToOpyY, KOTOPLIA OTBEYAET 38 WX aHANKI W OLEHKY
FHAYNBAOCTH.

HeobxoaMmMo 3aperiCTHpOaaTe NDHYMHE! HCKMKOYEHWA WK NPeEpaleHAs yHacTHA CyEwerTa B KNKHKW-
YECEHMX MCNBITAHWAX. Ecnud nperpalleqe yHacTWa CyBRerTa B KNHHWYECKE MCNBTAHKAY CEASAHD C HegOoCTa-
TouHoW GEI0NACHOCTEKD WKW C OTCyToTEMeM pdexTa, HeobxogWumo, Mo BOIMOMHOCTW, MPOOoNMaTe
nocnanyolee HabmogeHHe 33 TakuM CyEbeKToM.

M PAMEYaHNEE— ﬂFIH HeoGXoANMOCTH cnegyer HHE oMU PoOBETE oo Boe O THNOHEHWAK KOMWTETH N0 ATHEE ¥
COOTEBTCTEYHI LIHE YNONH0MOHEHHBEIE JDIraHBbl.

410 MNonpaBEM K NNAHY KNHHHYECEMX MCNLITAHWA

Boa Nnonpasgi K nnady ERAHEYSCRAE MCNBTa MR JoN#HEl BRTe COrMAactBEIHEl C GRraHHIaTODOM M HCena-
goBaTenem (AMK) W JoKYMEHTHPOBAHE C 0E0CHOBAHWEM ITHX NONPAB0K. OTENOHEHKA OT NNAHA KNAHKYECEHX
WCNBITAHWA CNBOYET aHANUMAKMPOBATE ANA ONPERENeHHA HEOBXOOUMOCT BHECEHWA NONPABKK B NNaH KNHHA-
YECKHK MCNBITAHKA NWH0 NpexpalEHWa MCNeITaHrA,

OoHAKD, BCIM NDOMCKOOAT HAMEHEHKS B NEPROHAYANBHOM CNMCEE KCCNEdoRaTENeH W MCCNegoaaTa k-
CEWX LEHTPOB (CM. 4_3.2), TO TAKWE naMaHeHnA #e TPeByIoT BHECEHHA NONDABKA B NNAH KNWHWYECKWX NCNBTa-
HWA, OpraHvaIaTop QOMKed aKTyandiMpoBaTts CNWMCOK W oBecneyMBaTs OOCTYN K HeMy no TpeboBaH|io.
OroHdaTenbHEA CNMCOK BOEX WCCNadoBATENLCKHY LBHTPOE W WoCnefopaTensd HeobxoguMo NpUBscTH B
FAKNOYMTENEHOM OTHETE.

n PHiMmEaEYaHHde — npﬂHEDﬁ!ﬂﬂHHGET H.CNegyaeT MHpopMHApoaaTe Of0 BCEX HAMEHSHMAK KOMMTETH NG 3THHE
W COOTESTCTEY DWW HE YNONHOMOMEHH B2 DDraHEs.
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4.11 HexenatenbHble COBBLITHA H HERENATENEHLIS BOIASHCTEMA HAO8NHA

MNaH KNAHHYSCEMX MCNBITAHMA ZoMEaH BKNKDYaTeE B ceba:

a) MHDOPMALVID 0 TOM, Ky0a CReqyaT onepaTHBH0 CoobLLaTh 0 CEPbeaIHBIX HEWENATENBHEX COGBITHAX 1
CEPREIHEIX HEXENATENEHEX BOIQEACTBUAK MaOeNHaA;

by noapobHOE ONHCAHWE NPOrHOAWMDYEMED HEMENATENEHEK CODRITHEA M HEMENATENEHEY BOIGEACTEIA
HMIMENUA: CepLRIHLIE (HE OTEEYANNLWE KDUTEPUAM CEDLAIHOCTH), CEAZAHHLIE (HE CBAIAHHLIE) C WIOBMNHEM
COBLITHR WNY BO3OERCTEMA. NPOTHO3IMDYERMAA YACTOTA BOIHMEHOBEHMA JaHHBX CODBTHA MNKW BOAOBACTEMR M
METO0k, HCNONBIYEMbIE ANA YNPABMEHWA MMM

C) nogpobHoe CNUcCaHMe NPoUeIyPsl M Ccpokos cooBWEHNA 000 BLEX HEMENATENbHBIX CODRTHAX KM HEHE-
NATENEHE BOAGEACTEWAN WINENWA OPradHuaaTopy. KOMUTETY NO ITHUKE W YNIONHOMOYEHHLIM OpraHaMm B cooT-
BETCTEWM C NDHMEHMMEME HOPMATUEHBIMKA TReDoBaHKAMMK, BENIOYAA NoOPOEHOE CNWCAHME CODBITHA KM
BOIQEACTEMA K3K CEAIAHHLIX, TAK W HE CEAIAHHEIX C MANenNWe M, O K0TODEY HEobxogMmo coobiaTh.

4.12 OocpodyroE nperpallaHie WNH NPHOCTAH0BEKS KNAHWYSCKHX MCNLITaHWA

MNaH ENUHAYECKNK HCNBITAHKER JoNeH BEMoYaTs B cefa KPUTEPHM M NpOoUedypR OCCHOYHOID NpaKDa-
LWEHHA WM APMOCTAHORKEN MCNLITAHKA, NPAMEHWUMEIE KD BCOMY NPOUSCCY KNMAHHYSCKME MCNbLITaHKA nubo K
OHOMY WM HECKONLKHM WCCNEA0BATANLCKMM LUBHTDaM.

Ecni 8 KNMHWYECKMY HCNBITAHMAX KCHONLIYVIOT CNenoil MaTod, To QomiHel BeTe YCTaHORNEHE! KPHTEPrMH
O0CTYNA K KOOaM M WX DACKDETHA.

B nnade KNAHWECKME HCNBITAHWA (B CRYyYae QocpoHHonD NpeEpalieHEa Mk NpUOCTEHO0BEM WCNETaHHR)
Aon#Ha BeTe NpagyCcMoTReHa NEoUedypa NoCNeqyrilero HabnioaeHnA 3a CySbeKT amMK HCNBL TAHMA.

4.13 BoamomHOCTE onMyBNMKOBAHWA peIyNsTATOR KNHHWYECERX WCNEITAHWA

MAaH KNAHWYSCHMX MCNBITIHWA JOoMeaH Co0ep#aTh YEIIAHWE HE BOIMOKHOCTE ONYEANEDRAHKA PeIY k-
TATOB KMNWHWYBCKKY WCNBTaHWE, obbem nybnukauyy 1 YyCNoBKA, Npd coBMNIOO8HWH KOTOPLIX OHX MOrYT BbiTe
OnyBNUEDBaHE:.

n PAMBYMBHWASE — HenateneHo, wTobe Boe PE3YNETAThl KNWHAYSCKAE HCNBITEHMA I'I}'EﬂHHl:I-EEFI WTE & HEYYHBIX
HIgaHWAX.

4.14 MHanBuAayanLHaA parMcTpauMoHHAaR KapTa

MuoMergyansHas pericTpayModHan KapTa npeaqasHadeHda gna npakTHYeckoro BeINONHEHWA Nnaka
KIMMHAYECKHY MCNETaHWA 1 BxnioYaeT B ceba nepeveHs BCEX OaHHBX, KOTODLIE HEOOXOOMMO 3apericT pupo-
BATh B X008 KTAHHYECKNX MCNs TaHWA. MHIuBnIyansHan perdcTpauMoHHanA KapTa OonNHa OTpaHaTe COAe pMa-
MME MNAHA KNMMHYECKUX MCNBLITAHKE M COO8pMaTE HOMED NNaxda. B nHgnangyans oW perMcTpauMoHHOR KapTe
W BO BCEX 86 HOBBIX BEPCHAX A0MKeH GkiTs NPOCTARNEH HOMED BEPCHM, KANAa8 CTPAHKMUA O0MKHAE COA8pMAaTE
HOMED NNaHa KNHHAYECKMY HCNBITAHMA M KO8 HTHOHEALWOHHEE JAHHEE CYEBEKTa MCNLITAHWA. ECNM B MHaOMBK-
OyansHyi pericTpayMoHHyI0 KApTY HeohNoOMMO BHECTH MAMEHEHHE, TO OPraHU3IaToD GONMEH NpoaHaANMaMpo-
BATE NNAH KNWMHAYECKHNK WCNMTaHuE, yTobbl onpegenuTs HeobXoAWMOCTE BHECEHKA B HEMND COOTBETCTE YIOLWER
NonNpaekM.

Mpuwue4an e — PYROBOOCTED NO CTPYETYDE MHANBWGYENREHDR PETHCTREYHOHHORA KAPTE NAHESIBHT B NEHNG-
HEHMN A



