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Henn, ocHoBHBE NPUELMOLL B MOPAJIOK NPOBEICHUE PadoT Mo MEXrocy1apeTee o
crangapTiiauny yeranosaenst  [OCT [.0—92  «MewrocynapcTeennas  CHCTEMA
crapaprieiannd. Ocnosnsie nonowennss 1 [OCT 1.2—2009 «MemrocyaapcTeennas cHCTEMA
crangapriianuy.  CTannapTel  MEXTocyJapCTBEHNLIE, OPaBHIa  H PEKOMEHIANNH 0o
MERTOCY lapocTBennod  craptapriiauny.  [lpasuna  paipaloTkH, NPHUSTHA, OPHMENSHTHA,

OOHOBETEHHA H OTMENLIN

Cpelenus o cranjapre

I MOATOTOBRMEH  denepantiniy rocyvIapeTBEHHBIM  YHHTAPHLIM  OPEANPHATHEM
«BeepoccHICKII HAVYHO-HCCIEA0BATENLCKHH HHCTHTYT CTARAAPTHIALHK W CepTHRHKALHE &

samnocTpociudy (BHHHHMALLL

2 BHECEH Wrenepannipiv arenTeTBOM 10 TEXHHHECKOMY PETYIAPOBAIHIO H METPOIOIHA

{ Poccranapt)

3 [PHHAT Mewrocy apcTBeHiLiy  CORBETOM N0 CTAHJAPTHIALHH, METPOJIOTHH H

cepriipukauuy (npotokon Ne 412012 o1 24 maz 2012 1)

Ja MPHIATHE CTARIAPTA TPOFOCIOCOBATH

EpaTtkoe nanMenosaiie crpaist no Kaon crpans ne Coxpamennoe HanMenoBanHe
ME (HOO 31660 00d-—a97 ME (T 31606) HALHOHAT L0 OPral
004—97 N0 CTANAAPTHIALHH
Asendaiiman AL Ascranaant
Benapyce BY [Moceranaapt Pecoyimmon benapyen
Kazaxcran KZ [Noceranmant Pecnvonuin Kataxcran
Krmrurscran K KeinrLracranoan
Poceniicicas (Penepanmn R Poccrannapt
TamwukucTan Tl TamwukcTanapt
Yabexucran Uz ¥acTanunapr

4 [Mpukazon GerepaiLioro areHTCTER M0 TEXHHYECKOMY PETYIHPORAHMK H METPOIOTHI
or ] noabpa 2002 r. Ne 649-c1 memrocyaapersennntii crangapr DOCT 31580-7-2012 (150
[1979-7:2001) mepegen B AcHCTEME B KAUecTRe HauHonanenoro cranaapra  Pocouilickoil
Pegepaunu ¢ | ausapa 2015 r.

5 Hacrosmmil crapgapt MoanHUEPoBEAH 10 OTHOMUEHHID K MEKIYHAPOAHOMY
cranaapry (SO 11979-7:2001 Ophthalmic implants — Intraccular lenses — Part 7: Clinical

investigations  (Munnanrate  odransmonorugecine.  Moarpaokynapiuie  mopsn. Yacrs 7.

[
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Ennuuyeckne HCOMTANHA) DOYTEM  HIMEHEHHA CTPYETYPLL (B TOM  HHCIE  HCKIHYEHHA
NMPHIKEHAA A H BEIIOYEHHA nprackenns B).

Cpasienne CTPYKTYPL  MEKAVIAPOANOIO CTANJAPTA CO  CTPYETYPOI  HACTOAIETO
CTAHAAPTE NPHBEACHD B npuiosennn JJA.

Jdononuureasiese gpaiel, CNOBA, NOKAZATEN H/HIH HX 3HAYEHHHA, BHECSHUBIE B TEKCT

CTAHIAPTA, BLLAEIEHL KYPCHBOM.

[Mpn conare na IS0 14155-1:2003 «Clinical investigation of medical device for human
subjects — Part |: General reguirementss (HCO 14155-1:2003 «Kaunudeckue HenmTanng
MeIHUHHCKHX  wagenwid.  Yacre 1. Odwwe  TpeboBanmsam) B HACTOAMIEM CTaHJapTe
JOMOMHHTENLHD NPHBENEHK  COJSUKIHHE CODTEETCTBYVIONIHE NVHKTOE W npaiomenue E
OEHHOTO  MERAVHAPOAHOTO  CTANJIAPTA, KOTOPBIE  BRUAENEHE  BEPTHKANLHON  OHHHEN,
PACTIOIOKENHOH CIeBa OT TeKCTa.

Crenenk cooTRETCTERA — Moanrunposannas {MOD),

Crapnapt noarotosien Ha ocHone npusencnus [OCT P 524582005 (HCO 11979-
T:2001)

& BBEJEH BINEPBLIE
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© CrangaptuHdopm, 2013
E Pococwackod Teoepaurd HACTOALWMIA CTAHIApT HE MOMeT GbiTh NONHOCTEID WK H3CTAYHD
BOCNPOWIBENEH, THRAKMDPOBAH W DACNDOCTLAHEH B KAYSCTES OHMUMANEHOID Wigadda bea paspelleHUn

PegepanksHors argHTCTES MO TEXHWYECKOMY DeTyIHpOBAHHI0 W METROMONAH
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MEMXXTIOCYOAPCTBEH HHUBGBH CTAHOAPT

MmMnnauTartel o TansMonorvyeckme

MHTPADOKYNAPHLIE NUH3EI
YactTe 7
KnuHWYecKne MCNbITaHWA

Ophthalmic implants. Intraccular lenses. Pant 7. Clinical investigations

Oata peepgenwa 2015-01-01
1 ObnacTe npUMeHeHUA

Hacmoawud cmaddapm pacrnpocmpansemcs Ha nepedHexaMmepHsbie U
JadHeKkaMepHLIie  UHMPAoKYNAPHLIE NuH3bl  (danee — KMOJ) Hesasucumo om
Mamepuana, U3 Komopo2o OHU  U320MOenNeHsl, Mecma JfnoKkanuszayuu e 2nasy
nayuedma u OyHKLUUOHaNEH020 HA3HaYeHUa (Npomes Xpycmanuka 2nasa unu fuHaa,
npedrHazHavenHan dna Koppekuuu aghakuu U aHoManuil pegpaxuyuu).

Cmandapm ycmaxaenueaem Memods! KNUHUYECKUX ucnsimanul modudbukayud

FIOTI, a makwe mpebosatua K NPoIMoKoaaM KnuHUYeckuy vcnsimasuld MOTT.

NMpuMmedaduwe — Opyrde Tuns MO nogeepraioT KNAHAYECKAM HoneTamiuam no [1].

2 HopmaTHBHLIE CChINKKW

B  HacToAwem CcTaHOapTe  WMCNOMNb3OBAaHB!  CCHINMKM  HA  chedyllue
MexaocydapcimaeHHele CTaHAapTEL

roCT 31580.2—2012 (150 11979-2:1999) HMnnasmanisi
opmansMofosuYeckue. HHMpaokynapHee nuHisl. Yacme 2. Onmuveckue ceolicmesa U
Memods! ucnsimarud

rOCT 31580.3—2012 (150 11979-3:19948) Hmnnasmanmsi
GpmansMomoauYeckue. HHMpaokynapHse NuHasl. Yacme 3. Mexaruyeckue ceolcmea
U memodsl Uucneimanud

rOCT 31580.6—2012 (IS0 11979-6:1999) FiMnnanmarsi

oghmansmonoauveckue. MHMpaokynApHeie AuH3sl. Yacme 6. Cpokx 200Hocmu u

Hapanue odpMuHdanisHo

|

FOCT '0cCT31580.7-2012 Crpanuua: 5/50

GostExpert.ru


http://GostExpert.ru/gost/gost-31580.7-2012
http://GostExpert.ru
http://GostExpert.ru

rocT 31580.7-2012

CcMabuneHOCME NPU MPaHCNopmMUposan U

Mpuwmevasue - Nou NonsEI0EaHUY HACMOAWLUM CMANDSOMoM yenecoofpasig Nnposepumes
deliomaue CobinoYnkly cmardapmos No yrazamemo sHauvosanssee cmandapmeds, COCMEBanNeHHoMy
0o cocmaawwe wa 1 AreapR mexpiess soda, U 00 CODMERMoMERoWLM  UHD0DMaEULICHHEIN
YRSIAMENAM, OTPONUKOEaHHER & IMEKyiLeM 20dy. ECnu cobiMOWHBI0 cMandapm IaMeHen [UIMeHEH), o
OU NOTLICEAHUY  Hacmoswus  cmasdapmon,  cnedyvem pyroeodcmeoEamecH  JaMenSiLLUM
(UAMEHEHNLIM] ciandapmor. Ecnu cobiNoYisld cmandapm omudoHes G003 3aMerb!, Mo NONoweHUe, &

KOMOOOAM JaKa CORNKS Ha HB20, MPUMEHAEMCH @ YACHIU, HE JaMPasUaaowel Imy Cobimgy.

3 TepMuHBLI M onpenenedHMA

3.1 B HacmoaAwewsm cmaddapme ApuMeHeHsl MEepMUHsl M0 HALUOHANLHOMY
cmaHdapmy socydapcme, YNOMAHYMEX & Npeducnosuu, Kak npo2onocosasiux 3a
ApUHAMUE HacmosAweao wMexaocydapcmeenHoz2e cmandapma, MOCT 315803 u
cnedylowie MEPMUHEI © COOMBEMCMEIoWUMU onpedeneHUAMLU!

311 cepbe3Hbld HebnaronpuATHbIA wWcxog (adverse device effect):
MocneonepayMoHHBIR MCXOA, NOTEHUWANBHO YIPOMAOLWMA 3PEHMID.

Mpuumedanmune — [NpUMEDL CEPLEIHEIX HEDNATONPUATHEIX WCXIO0E NpHESOEM L B TaAhnKWUax
A1 1 A2 npunowenns A

3.1.2 nnaH KAuHUYeckux ucneimaxdua; TIKH (clinical investigation plan):
Hokymenm, onpedenawowud uenu, 3adauyu, memodonozuw, cUCMEeMY KOHMPONA,
npogedeHuUR aHanu3a U XpaHeHun 0aHHbLIX O KNUHUYECKUX UCITLIMAaHURAX.

3.1.3 kAUHUYeCKOEe ucnbimanue (clinical investigation): Moboe
paspabomasHoe U 3an1aHuUpOEaHHOE CUCMEMaBMUYECKDE UIYUYeHLE C Ueko NposspKU
fesonacHoCMU WU sKkcnnyamauuoHHeix ceoldcme MO ¢ yyacmuem cyObekmos.

3.1.4 cybwexm (subject). uyo, yyacmeyowees & KNUHUYECKUX UCNBIMAaHUAX C©
npumeneruenm ucnsimyemod MOT w/unu e cocmaee KOHMPONLHOLU 2pyNNkG.

315 wnuruveckull ucnsimamens (clinical investigator): [MMuyo  u/unu
Op2aHu3alyUn, omeemeomaeHHsie 3a npogedeHue KNUHLUYECKUX Ucnsimanul u Hecytyue
HAUHUYECKYID OMESMCMeeHHOCMb 3a Bnazononyyue aoanedyeHHeIX cybrexkmos.

Mpumewanie — [fuyo WU opsaKdulIaqus  WasHavaswmcd & Coomesimncmeuy o
dedomaymowius sasonodameanscmeaom.

3.1.6 opzaHuszamop (sponsor). flugo wunu opaanusayun, Komopble Hecym
OMmeemcmMaeHHOCME 33 HaYasno wiunu npogedeHus KNUHUYECKUX UCHBIMaHul.

3.1.7 eampasHbll kKNuUHUYecKUl ucneimamens (principal clinical investigator):

2
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Knunuveckul UcnsiMmamens, OmMeemcmsaeHHsIl 38 Op2aHu3auurs  RKIUHUYECKUX
ucnsimanudl, nposodumMsix & odHol opezasuzayuu (nabopamopuu).

3.1.8 woopduwamop (coordinating clinical investigator):  Knunuweckud
ucneimaments, HalHayaeMeill op2aHuzamoponM dnNA  KOOPOUHAUWUU  KNUHUYECKUX
ucnsimanud, MpoeoduMsix & HECKONBKUX Op2aHU2ayuax (nabopamopusax).

3.1.9 wnuHuveckan 3ghepexmuenocms (clinical performance): Hayuenue
onpedenenHozo muna MOM wunu ezo nompebumenesckux ceolcme & chydyae
HOHKDEMHO20 Ucnons3o8anun Ha cybLexkmax, 0na KomopsIXx OHO NpedHasHaYeHo.

3.1.10 ¢popma omuema (case report form): Hoxymedsm, npedHasHaqvenHsld
dna 3anucy eceld udhopMaluu, npedocmagnAemMol op2aHu3amopy no  Kawdouy
cybwexmy € coomeememaul ¢ mpeboganuAMU NNAHa KITUHUYECKUX Ucneimanul.

3.1.11 xypHan KnuHuveckozo uUcnekimamensa  (clinical  invesfigator's
brachure): Jokymensm, npedHazHadeH eIl AnA 3anucu knuHuYeckod U HexknuHUYeckod
udchopmauyuu ob ucneimyemod MOST omAocaweldcs k UcnsimaHuam Ha cybbexmas.

3.1.12 wabnmwdamens (monitor): [luyo, HazHaveHHOoe opz2aduszamopom Ona
HabmodeHua 3a coomaememeuer delcmeaull KNIUHUYECKD20 UCTEIMAMEna Npomokony
HAUHUYECKUX LUCALIMAaHUL u Npoaepky UCX00HEIX JaHHBIX.

3.1.13 ucxodHbie daHHbIe (source dacuments): HrghopMaius,
npedcmasneHHan 8 gude OpUSUHANEHEIX, udeHMub UL UDOBEHHEIX u
cepmughuyuposarHeIxX 3anucel] KMuHUYecKUx ocMompos, Habmwderud w/unu dpyaux
deticmaull 8 meyeHus KAUHUYECKUX ucnsimaduld, weobxodumas ON8  oueHKuU
KMUHWYECKUX UCNbIMmanul.

3.1.14  oxonvamenesHbild omuyem (final report). LokyMmesm. 3anN0nHAeMBIU
Mocne OKOHYAHUA KAUHUYECKUX uJcneimanul, codepwawjuld ofucaHue U  OUEHKY
pe3yneEmanmos.

3.1.15 komumem no  smuke  (ethics  commitlee):  Hesasucumbili
HoMnemesmusll opa2ad, omeevarowuld 3a beszonacHocms, Gnazononyyue u npasa
CyOLeKmoe, NPUHUMaRLWUX YYacmue 8 KNUHUYSCKLUX UCNLIMaHUAx.

3.1.16 pacnucka 06 uHghopmuposanHocmu (informed consent): JoxkymeHm,
umenwuld  wpuduveckyw  cuny, nodmeepwdawwuld coanacue cybwexkma Ha
JobposanbHOe YYacmue 8 KMUHUNECKUX UCNBIMAaHuAX.

Nprmedanune — Tpebopadkua K pacnucke ob WHEOPMUEPOBAHHOCTH  NpUBEOEHE B

NpWnoEeHnd B,

3.1.17 wxommponeHas zpynna (control populations): Cybbekmel, KOMopsiM

3
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umnnasmupoeansl MOS, coomeememeyiowue mpebogaHuam MOCT 31580.2— rOCT
31580.6.

3.1.18 wvemopuYeckas woHmponsHan 2pynna (historical control population):
Kosmponersaa epynina, npowedwas KNIUHUYECKLE UCNLIMAaHUA U UMESIOWAEA CephesHLIe

HebnazonpuamHsie Ucxodel.

4 JITHYBCKWe cornaleHwna

41 0Obwwme TpeboBaHmA

4.1.1 MNpaea, ©ezonacHoCTe W OODPOBONBHOCTE  yvacTwA  cyDbekToB
KMUHUYECKMX WCNBTAHWMA J0M#He! ObITe 3aWMWEHEl B COOTBETCTEMM C STHYECKHMMK
NpUHUMIEMM, MANOHEHHEIMKY B XenNbCHHCKOW OekNapawan, W OomHHel cobnoiatecd Ha
nBoM 3Tane KNUHUMECKMY MCNBITAHWA.

4.1.2 OpraHy3aTop W KNWHWYECKMA  WCNBITATENL He O0MEHLl  OKa3bleaTh
OABNEHWA WNK NPUHYXOA0WMX JedcTBMA Ha cyDbekT, HabnwoaTtens, KIUHWYECKOro
WMCNLITATENA-KOOpAWMHATORa W APYIWMX N, YYACTBYLWMWX B KNUHWYECKWX MCNbITAHWUAX.

4.1.3 OpraHv3aTop OOMKEH OOKYMEHTANbHO NOATBEPOMTE  KOMNEHCALMKD
cybbekTaM B Cnyyae Tpaembl, NpoM3cwenier npyu MNPoBeOeHWH KNUHUYEeCKWK
veneTaHuid. JononHuTensHoe MeduunHokoe obcnyxueadre cyDbLeKToB, KOTOPLIM OHO
notpebyerca B pe3ynerate HebnaronpuATHOrO WCXOO3 KAWHWYECKWUX WMCNbITAHWA,
non#Ho ObITe 3aNNaHKMPOBAHD M 3aJ0KyMEHTUMPOBAHO.

414 Bce  yY4acTHWEM  KNWHWYECKWMX  WCNBITAHWW  OONKHE  pa3genates
OTBETCTEEHHOCTE 33 3THYecKoe MNOoBSdeHWEe B COOTBETCTEBMM C WX pONs  NPpW

npoeedeHMd KNMHAYECKKY WCNBITAHWA.

5 TpeboeaHuA

5.1 Obwwue TpeboBaHMA

2.1.1 Mexay CpraHyuaaTapom, MCNBITATENEM M ApYTruMu NALAMH,
YHACTEYHLWWMK B KNUHWYECKMX WCNLITAHWAX, OOM#HBl CyWecTBoBaTe opManktHbie
COrNaweHus, onpedgenawwme Kpyr mx obazaHHocTeld. Bee dopmMantHble cornalleHus
Oonm#Hsl BbiTh  38A0KYMEHTMDOBEHBI B MWCHMEHHOM BWAE W NOAMWMCAHLI BCEMM
YHACTHMKAMM.

9.1.2 Bce nvua, y4YyacTBYKLWMWe B NPOBSASHWK  ENUHWMECKWX  WCNLITAHWA,

AOMNHHEl WMETE COOTEETCTBYHLLYHD HEEJ’IHILT.}HHELLHHJIDﬁpEIaGBEIHHE WWNK onNelT OnA

4
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MCNONHEHWA CBOWX ODAIAHHOCTEN.

5.1.3 Mnad KNWHUYECKWMX WCNBITAHWA OON#EeH COOTBETCTBOBATE TpeboBaHwuAM
[2].

5.1.4 KnuHW4eckWe WCNbITAHWA OONMHB BelTe paszpaboTadsl OnA onpegeneHua
cooTeeTcTErA  WIOJT  HasHaweHHOW rpynne CcyDbLerTOoB, ONA  KOTOPOW  OHW
npefaHasHaueHsl. MCneiTaHus QON#HE COOTEETCTBOBATE TPeDOBAHWAM KNUHWYECKOR
peneeaHTHOCTH M HAYNMHOW OOCTOBEPHOCTH.

5.1.5 B nepywon KNWHWYECKMX WCNBITAHWA BCE yYacTBYHLWME NMua O0MHHLI
cobngate KOHMWOSHUMANEHOCTE. [laHHbie, NONy4Y4eHHLIE B NEpMOL  KIMHWUYECKWX
MCNBITAHKMA, J0N#HE DbITE 38WMIWLEHLl OT HECAHKUWMOHMPOBAHHOTD MCNONL30BAHNA.

516 B om4etax W nyDnMKaUMAX © KNMHWMECKMX MCNBITAHWAX  O0MHHA
coBNAaTECA KOHPUAEHUWANEHOCTE MHDOPMAaLWMK O KawaoM cybbekTe.

5.1.7 Cnucok umeH cybLeKToBR W MOeHTUdHMKAUMOHHAA WHMOPMAaUMA O0M#HE,
npK HeoBX0gMMOCTH, XPEHWUTLCA OTAENLHO OT OTHETHbIX hopM.

518 lMNepeg Ha4anom HKIMHWYECKWMX MCNLITAHWA HeobXoQMMO NPOBECTH
cneaywowMe 0eAcTBUA:

pazpaboTaTte M YTEEPOWTE NNaH KNMHUYECKMX UCNBITAHWA,
NoONY4MTL COrnacue KOMUTETa No 3TUKE,

nonyYKTe COOTBETCTEYHILLES Ppa3pelleHe KORTPONKWDY WM OpraHoB.

52 [JononHuTenbHbie TpeboBaHMA
521 Opranvzatop U KNWHWYECKME MCNBITATENM O0M¥HL OUEHWBATL YPOBHM
HeBNaronpUATHLIX  MCXDOQ0B W OCTPOTEL  3pendA ana MO npu  KNMHWYEeCKWX
MCNEITAHWAX.
5.2.2 BesonacHocTe W addekTHBHOCTE KaxaoW mogend WON gonsHel BeiTh
NoATEEpHOEHb!
KMUHMYECKUMK  WCMNBITAHUAMKW, NPpOBEdeHHbIMW B COOTBETCTBMM C
TpefoBaHWAMKY HACTOALLEND CTAHOapTa;
cpaBHeHWeM napameTpoB MOOENW © nNapameTpaMmu Ba3zoBod  Mogenw,
NOKA3LIBAKOLWMM, Y4TO MOOENs ABMNAETCA HE3IHaYWMTENsHOW mogudukauwed Daz0BORA
smogenu, BGezonacHocTe W 3M@EKTMBHOCTE  KOTOPOM  OOK23aHbl  KITMHMYECKHMK
MCNEITAHWUAMM.

NMprmedawnue — PYKDEOOCTEO Mo ONpEdeneHWn sModddukadyi Saloacd mogena HMOMN

NpUBEEEHD B NPANoHEHRK .

5.2.3 KnuHu4eckre woneitadua  MOJ,  npeoHasHadeHHbid  AnNA  Koppekudm

5
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acdakun vy  B3pocnblX CyDLEKTOB, JO0MKHL NPOBOQWTBCA  OpPraHW2aTopomM ¢
MCMONBLI0OBAHMEM 3MEMEHTOB NPOTOKONWPOBaHWA No npunoxedwio D, Opradwaatop
non#eH pa3paboTaTts NpPOTOKOMA € Y4eTOM  OUEHKW  Pasnuu<Mid  NOCTORHHLIX
HEDNAroNpUATHBIX WCXOOOB ¥ WCNbITYeMbiX CyDBeKTOBR M CyDBeKTOBR M3 KOHTPONbHOW
rpynnel.

Ecnu MON npegHazHadeHa ONA PAcNOnNOMeHWs B NepefHed W 3agHel kamepax
rnaz, 7o 4oN¥He DeiTe NpOBEAEeHB! OTABNEHEIE KNTMHUHMECKME WCNBITAHWA ANA NPOBEDKK
KnuHUYeckon stdektveHocTr MOJ B kax oW rasHon kamepe.

524 Bcee cyDbexTol KNUHWYECKWMX WCNLITAHWE B NEPWOS WCNBITAHWA O0MNHHG
npoxocdWTe nNepuoanyveckre obcnenosadKa. KNWHWYECKWE  MCNLITAHWA  CYWTaKOT
OKOHYEHHBIMK, KOr0a Ha BCe CyDBLEeKThl, BOBNEYEHHLIE B MCNLITAHWMA, BKNIHYAA TexX, Y
koTopelx WMOMN Beinu M3BnedveHs! WNK 2aMeHeHsl, ByneT CcoCTaBneH OKOHYATENbHLIA

OTYaT Mo NPUNo¥eHWD E.

& MerTogonoruma

6.1 TpeboBaHMA K QOKYMEHTaLMMK

6.1.1 AMypHan KNUHWYECKOTD UCNBITATENA W A0KYMEHTLI NO 6.1.3 oN#HL BeITe
NogroToRNEHE! OO0 HAYANA KNUHMYECKWY WCneTaduiA. MNMpegoctapnaemMas EdHUYecKmM
MCNeITaTenemM MHQOpMaLKMA omxHa DbITe 3a00KyMEHTUDOBaHA.

6.1.2 AypHan ¥NUHWYECKOrD MCNBITATENA OOMKEH BEKNOYATL!

a) oD30p HAyYHOW NWTEpaTypbl, OUEHKY PALMOHANBHOCTWM NpPeanonarasmoro
MCNONbL30BAHWA MCNbITyemol MO W Lenn KNMHUHECKHX MCNbI TAHWA.

Mpumevauuwe — O830p HayYHOid AUMepamypel exmoyaem a celia noapyesue uibopMmalLul
O ONMUYECKUE U MEXSRUSECKUE ceodcmaax MO,

) obwes onucakke MO,

B) onucadue npuHumMna gedctera WMOJ ¢ ykaszaHuem HayyHOW NWTepaTypbl, W,
npu HeoDXOOMMOCTH, € WHCTPYKUMER WIrOTOBMTENA N0 €€ WCNONbI0BAHWH W
YCTAHOBKE.

NonsHe DelTe yEa3aHs!l NOTEHUMANLHLIE NPOTHBONOKA3aHWA, NPEeyNpPexgeHWs,
BO3MOMHBLIA PUCK OT MCNBITAHWA U T. N,

r} onucaHue npennonaraemelx KIMMHMYEC KM X IKCNNyaTaUWOHHBIX
AapaKTepUCTUHE;

O} ondcaHwe MaTepyanoB, MCNoNb3oBaHHBIX 8 WO

]
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2) oD30p W OUSHKA DaHHBIX in wilro Wiunu in vivo, nMerlyMy oTHoWeHKe K MON,
BKNIOYAR nNpedrNAHWYECKWE OaHHble, Takve Kak Ouonorvyeckre WCCNedoBaHWA,
HeknwHW4eckue nabopaTopHble MCCNeOoBaHWA W UCCNedoBaHWUA HA HUBOTHBLIX,

#) onucaHwe npedbidyluWx NONbITOK NpoBeOeHWA KNWHWMECKOro WCNbITAHWA
WO ¢ NOXoMUMK XapasTepucTHEIMK,

W) 0BO3IHAYEHMA W HAWMMEHOBAHWA HAUMOHANBHLIX CTAHOAPTOR, KOTOPEIM
OOM#HB NONHOCTEH MM YACcTHYHO CooTEeTCTROBAaTE VIO,

K) pe3ynLTaTtel aHanwaa pucka.

BamHas wHopmauus, nony4asman B NPOUECCE HMWHWYECKWX WCNbITAHWA,
OoMmKkHa pericTpUpOoBaTLCA B KypHane.

6.1.3 Y opraHWa3atopa WWUNK UCNBITATeNA O0N#HL XPAHWUTECH Chedyrwume
OOKYMEHTHI:

a) MNaH KNAHKYECKUE MCNBITaHKWA,

0) nognucadHoe W JaTUpOBaHHOE Pe3loME Kaworo KNMHMYEeCKoro UCNLITaTens;

B) HauMmeHoBaHWe(R) opraHnaaurn(vi), NpoeCcaALLER(MX) KNMUHWYECKHE
MCNEITAHWA,

r} MHEeHWe WWNW padpeleHle KOMUTETA NO 3THKE, MAN0HKEHHBIE B NUCEMEHHOM
EVMde W CONpoBOMOAEeMble COOTBETCTBYHLEW JOoKyMeHTauwe#l, npedyCcMOTpeHHOW
OeACTEYIOWWM 3aKoH04aTeNLCTEOM;

) cornawedne Memxay rmaBHbIM KNMHUYECKMM UCNBITaTenem, KoopauHaTopoM K
OpraHn3aTopom;

e) Heobxoaumble cepTUdmMKaTE,

#) dhopmel  pacnucok 0D MHOPMMPOBAHHOCTM W Opyraa  wHopmauma,
npefocTagneHHan cybLekTam,

W) dpopma oT4eTa,

k) dopmMsl oT4ETA O HeDNAroNpUATHOM WCXO4Ee KNWMHWYECKMX WCMBITAHWMA W«

HebnaronpUAaTHOM sBoagercTenn WO,

N) KOHTAKTHbIE daHHsle Habnwopatenalen).
6.2 TpeboeaHwuA Kk gocTyny uHdropmaumMm

6.2.1 Kaxau@ HAWHWYECKWEA  WCNBITaTenk, YYacTBYKIWMA B KNWMHAYSCKKX
WMCNbITAHWAX, O0MKeH WMeTe Npasc JocTyna K HeobxoOWMOW npegknuHWUYecKon
WHpopMauunn. Boa nonyyeHHana MHQopMaUWa JOMKHE XpaHUTECA KOHMWOeHUWAaNEHO.

6.2.2 HabnopaTtens 0ON#eH WMeTs OOCTYN K MCXOOHBIM OOKYMEeHTaM 1 OpYron

HHI'.T.:ID[JMEILLHH, HEGEJ{G,[IMMDI.H OnsA KOHTPpONs COOTEETCTEWMA OeRTENbHOCTH WCNeITaTenA

;
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C NNAHOM KNWHMYECKMX WCNBITaHWA, TpeboBaHKAM HODMATHMBHLIX OOKYMEHTOB, YToOLI
CNeauTh 3a JeATENBHOCTE MCNbITaTens.
8.3 TpeboBaHMA K QONONHUTENBLHOMY MEAMUWHCKOMY oBCNyXUBaAHKMIO
6.3.1 TpebopaHwa K MEQWUMHCKOMY 0DCNyMMBAHKKD NpUBegeHs B 4.1.3.
6.4 TpeboBaHMA K NNaHY KNWHWYECKMX MCNBITAHWA
6.4.1 Obwme TpeboeaHWA

TpeBogaHua K NNaHy KAUHUYeCKUX ucneimaduld npueededs: e [2] (nodpaaden

4. 2).

6.4.2 JononHWTenbHbIe TpeboBaHMA

6.4.2.1 VcnelTyeMan NMH3a Q0MKHE DBITE MMNNAHTAPOBaHA TONLKS B OOMH rNa3
cybbekTa.

6.4.2.2 KNUHWYECKMM WCNBITAHWAM B KAXOLIA OTYHETHRW Nepuod NogeeprawmT
MHUHUMaNbHoe uucno obpasuos WMON. OpraHuzatop gonxed yDeauTeca B HANWYWK
Heobxogumoro uwucna cybsewtoe gna  obecneYeHus  KNWMHWYECKWUX  MCNbITaHKA
HeobxoauMsiM Yucnom obpazuce MOT.

Mpumedaunwe — [puMepsl  KNWHRYECKME  NPEOONSDEaLUOHH L ONEPaLMoHHEN ¢

NoCREonepaUBoHHEX Gops 0TYETa NpKEEdeHEs B Tadnudax 01 — D5 npunosedda DO,

6.5 TpeboBaHWA K OPraHU3aTopPy KNMHUYECKMX MCNBITAHWA

£6.5.2 lMepeg Ha4anom  KNAHWYECKWX  WCNBITAHKWWA  Opradv3aTop OC/Hed
onpegenWTe, YCTAHOBWTL, obecneuydTe W pacnpelendTe BCe CBAZaHHele C
HCNLITAHUAMK 0BAZAHHOCT W DYHELMWK.

6.5.3 Opranw3aTtop fonweH obecneduTe COOTEETCTEME BCEW OOKYMEHTALMM,
HAXOOALWENCA Y WCNBITATENd, opraHv3atopa W Hadbnwpatens, NNadHy KNMWHWHYeCKWX
MCNLITAHUA W NPUMEHAEMBIM TpebosaHuam Ona obecne4eHa KauecTBa MCNbITaHMA.

£.5.4 OpraHnaaTtop ABNAETCA OTBETCTBEHHLIM NULOM 33

a) eblboOp KNWMHWUMECKWX WCNLITATENEW W KNWUHWYSCKWUX WCNBITATENbHBIX LUEHTpOB
ONA KOHKPETHOID MCNBITAHWA 1, B CNy4Yae HeoDXoaMMOCT W, KOOPAWHATOPA;

0) ewBOp W HazHaueHwe HabnwgaTens ONA KNUHWYMECKMX ucnbiTadui. Mpu
OTCYTCTBMM HABNK4ATENA OpraHK2aTop JOMKeH BIATE Ha cebs ero oBA3aHHOCTK.

Opranusatop ofecnevMeaeT KOHTPONbL 38 KNMHWHMECKMMK WCMBITAHWAMK Jaxe B
Cny4as, ecni HKOHTPOMbHbIE MOMHOMOYWMA nepefadsl apyromy nuyy. Opradu3aTtop
O0MKEeH NPOMHCTPYKTUPOBATL HabnwaaTtens o OBACTEMAX B CNyYae OTCYTCTBMA W/MNK
HEKODPEKTHBIX JaHHBIX, NPUESOEHHBIX B NNaHE KNUHHUYeCKMX UCNBITaHWA;

B) NOAroTOBKY W oOHOBNEHWE HypHana KNAHWSMeCROnd HCNelTaTens,

by
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r} obecnevyeHwe KNWHWYECKOrD WCNBITATENH NMNAHOM KNWHHUYECKMX MCNBITAHWA W
BCEMMW NONPaBKaMK, CONYTCTBYIWNUMU KNUHWYECKUM UCNBITAHWAM;

0) yTBEpHOeHWE NNaHa KNUHWHECKNX WCNBITaHWA;

&) npegoctaenedue obpaayoe MO, nognexalwmy KNMHUMECKUM MCNBITAHMAM,

#) NpefoCTAaBNEHME WCNLITATENKD HeobXoAWMON MHoPMaUWK W ero obyyeHue,
ECcnu aTo NpegycMoTPeHo NNaHOM KNMUMHUYECKMX MCNBITaHWEA,

W) WHPOpPMUpPOBAHWE B NUCBMEHHOM BHAE B TeYeHWe KNWHMYECKWX MCNBITaHWA
BCEX KMNWHWYECKWX MWChNbiTartened 0 BCeX Cepbe3HblX HebnaronpuATHbIX WCXodax W
eoagedctemax MOMN Ha cybbexT, npov3owegwivx nNpW  KNUHWYECKUX WUCNBITaHWAX,
NpoBOAWMEIX B pa3Hblx opradHd3aunax (naBopatopuAx) W CTABLWIKMX  W3BECTHLIMK
opraHuaaTopy,

k) HemegneHHoe HWH(POpMUpOBaHKE KNMHUYECKoro WcnelTaTens o
npexaespeMeHHoM OKOHYaHWK WNK NPWOCTAHOBKE KNWHWYECKWX WCNLITaHWA, W, B
cny4yae HeobxoauMocTH, oTcnexusaHwe, YTobbl Takana wHopmauwa Boina nepegaHa
COOTBETCTEYHOLUUM NONHOMOMHBIM NULAM, 3TUYECKMM KOMUTETaM W KOMMCCUAM No
De30nNacHOCTH;

n) MHGOPMUPOBEHKE KNUMHWYECKMX MCNBITaTened ob ypoede pazeuTtua MON v o
TpeboeaHuAx, HeoOXOOWMEIX ANA NPOBEPKW  3IKCMNYATAUMOHHBIX XADAKTEPUCTUK W
BezonacHocTu MO,

M) NpOBEpKY W yTBEpwAeHWe MobbIX OTKNOHEHWA OT MNaHa KNWHWUYEeCKUX
MCNLITAHWA W OcyllecTBNeHWe HeobXoOWMMblx KOPPEeKTUDYIOLWMY WNK NpeBeHTUBHLIX
OEACTEWA,

H) cbop, xpaHeHue, obecneveHWe UENOCTHOCTH W MNONHOTE  3aN0oNHEHWA
COOTBETCTEYHILUWMK UCNONHUTENAMK CNeyiolKx NOKYMEHTOB!

1) BCeX QOKyYMeHTOB No 6.1.3,

2) Konuu NoANWCaHHbIX W 0aTWPOBaHHLIX (DOpM oTYeTa,

3) szanucu o Nobbix HeBNaroNpUATHLIX MCXOOaX MK HeGNaroNPUATHBIX
soagencTenax MOMN Ha cyDLekT, o KoTopeIX cO0DLWEHD OpraHKaaTopy B Npoyecce
KNUHWYECKHUE WCNBITaHWA,

4) BCe CTATUCTHYECKWE CBOAKA W CONYTCTBYLWME UM NaHHbIE,

5) OKOHYATENBLHBIA OTYET O KNMHWHECKMK MCNBITAHUAX,

J'I} ofecnaqveHne cucTeMbl YYeTa NPpUMEHASEMBIX M HEWCNONL3YEMbEX non.

6.6 TpeboeaHua k HaBnwaarenwo
6.6.1 Habnwoartenk ABNAETCA OTEETCTBEHHBIM NMUOM 3a:

9
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a) CoOTBETCTEME NpefnpUHMMAasMblx AeACTEUA NNaHy KNWHUYECKMX MCNbITAHMA,
yTobel Noboe OTKNOHEHWE OT MNNAaHa KNWHWYECHWMX WChbITAHWE ObINO OMOBOQEHO C
KNMUHWUUECKMMKA UCNBTATENAMK, 3800KYMEHTUDOBAHO M JONOMEHD OpraHu3aTopy,

) wcnone3oeadue WO B COOTEBETCTEMM C NNaHOM KNWHWHMECKMX WCNLITAHKWA K
cooDWEeHWe OpraHW3aTopy, B cnyYae HeoDXOOWMOCTH BHECEHMA W3MEHEHWA B
KOHCTRYKUMKO MO mnn Mmeton ee NCnonb3ocBaHua,

B) obecnedveHue KNAHWYECKOTO MCNBITATENS BCEMI HEeOoDX0OMMBIMM
MHCTPYMEHTaMM, NPUCNOCOBNEHUAMK M PACXOOHLIMK MaTepuwanamu gna bezonacHoro
¥ sdhbekTMBHOMO NPoOBEOEHWNA KNUHWYECKUX UCNBITaHMIA,

r} HanvyMe B pacnopAMeHWW KNUHWUYECKOro WCNLITAaTenAa afeKeaTHOre 4wcna
cybwexkTor u MON,

n) nony4eHue NOONUCAHHBLIX ] NaTUpOBaHHBIX pPACNWCOK ob
WHOPMUPOBAHHOCTK OT Kaxnoro cybbekra neped HAYANOoM KNUHUYECKWX UCNBITAHWIA;

e) 3anonHeHWe B COOTBETCTEYWIWMWE Ccpokd dopm oTv4eTa © WHOpMauuen,
COOTBETCTEYHLER NONYY4EHHLIM NaHHBIM

#) cobnwgeHne npouenyp PervcTpadMM W OTY4eTa  OopraHM3aTopa o
HebNaronNpUATHLIX MCXo4ax W HeDNaronpuATHeIX Bo3aercTenax MO Ha cyDwekT;

W) BeiNONHEHWe Npousgyp nogcuyeta u yueta WO,

K] CBOEBpEMEHHOE npoBefdedde W odopmMneHwe  OOKYMEHTAUMM  no
TexHudeckoMmy obcnysueaHui W kanwbpoexe obopygoBadHWsa, WCNONLIYEMOrO NpM
KMUHWYUBCKAX UCNBITaHWAX

n} odopMneHWe COOTBETCTEYHILWEro AOKYMEHTa npW oOTkaze cybkekta oT
OaNbHEeWWEero y4acTUA B KIWHWYECKMX WCNBITaHWAX, 0DCYyMOBHWE C KIUHWHECKMM
WCNeITaTEneM W MHDOPMUPOBaHKWE CpraHMaaTopa;

M) obcywgeHwe  ODHApyWeHHblX  HeCOOTBETCTBMA  ©  WCNLITATENeM W

WHOPMUPOBaHKME OpPraHKaaTopa B NICEMEHHOM BUae.
6.7 TpebGoBaHWA K KNWMHWYECKOMY MCMNbITATENHO

6.7.1 Obwwe TpeboBaHuA

6.7.1.1 Ecnn  KNUHWYECKWM  WCNLITaTENnem HABNASTCA  OpraHWsauua, 710 B
Ka4ecTBe ee MNpefcTaBuTena p[omkHo BeiTe  Ha3sHaveHo nuuo, obnagawuwes
HeoDX0AMMOR KBANWDHEAUWEW K BLINONHAKW e 0DAZAHHOCTH, YKa3aHHble B 6.7.1.2—
6.7.1.3.

6.7.1.2 KNUHWYeCKUH MCNbITATENL OOMHEH!

a) BbiTe NPAKTHKYIOWWM BRAY0M, MMELWM COOTEETCTBYHOWYH KBANHMMUKALKKD,

L0
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W MMETL OONYCK K KNUHWYECKUM UCNBITAHWAM,
0) vMmeTs onsIT B 00NacTW NpUMEHeHr:A ueneTyemar MOTT;
B) 23HATb METoZonoruo ¥ TpeboBaHus K NpOEEdEHKD HITMHWUYECKMX MCNLITaHWA;

r} BbiTe 0ByYEH KOPPEKTHOMY NONYYEHWD PACNWCKH 06 MHQOPMMPOBAHHOCTHK,

6.7.1.3 KnuHu4eckmd WCneiTaTens oOTBEYaseT 33 KawJoAHeBHOoE NpoBEeleHHE
KNUHUYECKMX WCNBITAHKA, a Tawwe 3a DesonacHocTe W Dnarononyywme cybDbekTos,

BEOBNEYEeHHEIX B KNUHWYECKDEe UCNEITaAHKWE, KNUHWYECKWA MCNBITATENE SONAEH.

a) ofnagaTe pecypcaMmi AnNA NpOBeaeHNA KNMHWUHECKMX MCMBITAHWA,

6) DbiTe yBEpEH B TOM, STO NPOBEASHWME KNMHWYECKMX WCNBITAHHMA He
npueegdeT k KOHPNUKTY MHTEPEeCos;

B) Nony4uTe OT OPraHKM3aTopa WM 03HAKOMWTLCA cOo BCeW HeobBxogumoi
wHibopmaured o MOTT;

r M3YUHTE NNAH KTMHUHMECKHX MCNBITAHKMA 40 ero NOANMCAHWA,

a) OK23bIEaTh NOMOLWE HABNOATENo W aYOUTORY B OEACTBHAX N0 KOHTPOMK
COOTBETCTEMA KMMHUYMECKMX WCNBITAHWA NNady, nNpoBepke [OaHHbIX W BEeeHWKD
OOKYMEHTALKWK,

e) obcy#0aTe ¢ opraHu3aTtopom u Habnopartenem W Nony4ats NMCbMEHHOE
paspelleHne Ha M3MEHEBHWE NNaHa KTWHWYECKMX MCNBITAHWA B criyYdae HeoBXoaMmMocTu,

W) cnegnTe 3a Tem, 49ToDbl NNaH KNWHWYECKWX WonbiTadud cobnwopancs
BCEMW BOBNEYEHHLIMWA B MCNBEITAHKWA Nuuamu. HemeoneHHo coofluaTe OpraHaatopy e
NMMCEMEHHOM BWOE0 NKNOLIX OTKNOHEHWAX OT NNaHA;

") obecne4nTe NpaBuibHOE NPOBEAEHWE W 33BEpLUEHWNE  KNMHWYECKMX
MCILITAHMMA;

K) obecnevnTe neuveHne cybDbekTa npu  BO3HWKHOBEHWK Ype3BbluaiHblx
CUTYaLWi, a Takxe 3aWwnTy 30opoBeA W BnarononyyYua cybbekTa;

nj yBeaMTeCA B TOM, YTO NOMYYEHO COMMNacve KOMWTETa no 3THKE Ha
NpOBEAEHHE KNMHWYECKWX MCNbITAHWA B OPraHM3aumiK, NpoBOaALLER MCNEITAHKA,

M) MHDOPMHPOBATE OPraHn2aTopa O BEIBOOAX KOMWUTETA No 3THKE;

H) MHDOPMUPOBATE KOMMTET NO 3TMKE W WMETb paspeledwe Ha nwobbe
CYWECTEEHHbIE M3MEHEHWA B NNaHe KNWHWYECKMX WCNbITAHWA, YTBEPHOEHHbIE
OpraHu3aTopom;

nj WHDOPMHPOBATE  KOMMTET N0 aTHke o  Nobblx  CepbeaHblx
HebBnaronpuATHbIX Bo2gencTerAx MO Ha cyDbexT,

Bl CEBOEBPEMEHHD WHDOPMUPOBaTEL OPraHW3aTopa o Bcex HebnaronpuATHEIX

Il
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ucxonax 1 soagerctemax MOJ Ha cybbexT,

c) obecne4YydTs afexeaTHeIW NpeaBapuTensHbIM Habop cyBLEeKTos,
T) obecneunTs agekeatHoe WHDOpMUpOBaHWe cyDLekToE;
) nony4uuTe ¥ cybbexkTa pacnucky 0b MHHOPMUDOBAHHOCTH;

@) obecnevnTe MAPKWDOBKY KNMHWMECKWX 3anucel cyDLeKToB, yYacTBYHLWY B
KNMAHWYECKHMX  MCNbiTaHnAax. Ecnk  Heobxogwmo, BOBNEMEHHBIE B KNWHWYMECKWe
MCNBITAHWUA CyBLexTl QOMKHEL NONYYUTE OOKYMEHTEI, NOATEBEDAOADWMKE WX YYACTHE B
KNMUHWYECKWMXY WCNLITAHWAX, BMECTEe C WASHTWQUKAUMOHHOR W CONYTCTEYHLWEW
WHhopMaUKMed NS OKA2aHWA CBOEBPEMEHHOW MEefWUWHCKOW NOMOLLM, C YE33aHWAMMK
agpecos U TenaedoHoB CyDLeKTOBR.

Ecnu HeobxooumMo, ¢ paipelleHWA cybbekTa ero nepcoHaneHb Bpay OOMHKEeH
nony4aTe MHMOPMAaLKMID O COCTOAHKMK CyBLeKTa;

¥) cHabouTe cyBbekTa MHCTRYKUMAMK NO ero NoBedeHW NpW BO3IHWKHOBEHWK
Nobblx 4pesBbI4adHbLIX CUTYaUMA Ans oxpaHsl uHTepecoe cybbexTta. B atom cnyuae
OTKNOHEHWA OT NMaHa HIMHW4MECKWX MCNLITaHWA He TpebylwT npeneapuTensHoro
COrMacoBaHWA C OPraHu2aTopom ¥ KOMUTETOM NO 3THEe. Takve OTKNOHEHWA He O0MKHE
paccMaTpWBATLCA Kak pazpble cornaweHwd, odHaKo OOoMHHEl OOKYMEeHTWpOBaTLCA W
OoKNaisBaTECA OPraHM3aTopy;

U} yEeOauTeCA B TOM, YTO BA¥HAA ONA Be30nacHocTH W Bnarononyyns cybberTa
W NPOSONMAMEHWA KNWHUYECKMX WCNLITAHWA WHAOpMALWMa, NonyyYeHHas B npouecce
KMNUHWYECKMX MCNLITaHWA, Dbina NnpegocTaeneHa opradu3artopy W, Npu HeobxoauMocTK,
C pa3peleHla cybbekra — NepcoHancHoMy Bpady cybbexkTa;

4) wHopMupoRaTe CcybbexTa  WWnK ¢ paspeweHws  cybbekta  —
nepcoHaneHoro Bpada cybDbekTa O MPWOCTAHOBKE MMM OOCPOMHOM NPerpalleH1u
KNUHWYECKUX UCNBITaHKA C YKalaHWeM NPUYKH NpeKkpaLwleHuA;

W) HECTH NEpPBUMHYH) OTBETCTBEHHOCTE 38 TOMHOCTbL, 33KOHHOCTL M
De30NacHOCTL OaHHbLIX O KNUHWYECKMX MCNBITAHWAX, JOKYMEHTaX W 3anucax cybbewTa,
COenaHHblX BO BPEeMS W NOCNE OKOHYEHWA KMWMHWYeCKWX WCNBITaHWA. KnuHWYeckKWiA
MCNBITATENb OON#EH NOONMMCEIBATE OTYeTel. [lobele WCNpaeneHWA B OaHHbIX
OONyCKAeTCA BHOCUTE TONBKO NEPCOHaNY, YYacTBYIOWEMY B UCNBITAHKAX, MCNpaBNeHUA
O0N#HEl DBITE NOANWCAHE! M QATUPOBAHE, 8 WCXOOHBIE 0aHHLIE — COXPaHEeHb;

) HECTH OTBETCTBEHHOCTL 38 COXPAHHOCTE MCXOOHLIX N3HHLIX B TEYEHWE BCEro
neprofa UCNLITAHWA, YCTAHOBNEHHOMD B MNNaHe KNMHWYECKKX WCNbITaHWA,

a) obecnevyqBaTe PYKOBOACTBO W pacnpedensHie o0BA3EHHOCTEW BCex Ny,

i 2
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OTBETCTEEHHEIX 33 NpoBedeHWE W OUEHKY  KNWHWYECKMX  MCNBITEHWA B
COOTBETCTEYHILUEM UEHTPE KNMUHUYECKHUX UCNBITaHWA,

w0) ybeauteca, uto Boe MOJ, nognexawme kKNMHUYECKUM MCNBITAHWAM, YYTEHL.

Yucno nonyYeHHelx gna wonoitadkd MO QonsHo cOOTBETCTBOBATE HMCMY
MCNONB30BaHHLIX MIMNK HEWCNONb3oBaHHBIX WO,

6.7.2 JononHutenoHsle TpeboBeaHWA

6.7.2.1 KnuHu4eckui MCNLITATEND O0Orn#eH HeMedneHHo cooblWaTe
OpraHv2aTopy O BCEX CNy4YaAx Cepbe3aHoro HebnaronpWATHOro WMCXOOa W YKa3bBaTs B
oT4eTax o Nobsix gpyrux HebnaronpMATHLIX MCXogax.

7 TpeboBaHWA K NPeACcTABNEHWIO PE3YNbLTATOB KNWHWYECKMX MCNbITAHWA

7.1 QKoH4YATENBEHBIA OTYET O KMWHWYECKMX MCNBITAHWMAX NPedCcTABNAKT Jake B
TOM CNy4ae, ecnu KNWHUYECKHWe MCNBITAHWA NpekpalleHsl NpexaeBpeMeHHo.

7.2 OxoH4YaTENbHBIA OTYET gonkeH ObITe NpegcTaeneHd B NUCBMEHHOM BWOE.
OH ponweH DbiTe NOONMCAH OpPraHW3aTopoM, KOOPAMHATOPOM (EClW OH WMEETCA) M
rMaeHblM  KNAHWMECKKMM  WCNBITATENEM KA¥A0ro WCNeITaTeneHoro uewtpa. OTtuer
OOoMKeH NpegocTABNATECA MO 3aNpocy BCEM KIMMHWMECKUM WCNBITATENAM W KOMWUTETaM
no 3THHKE.

7.3 OHOHJYATENbHBIA OTYET O KNAHWYECKHMX WCNBITAHMAX OOMKEH BKNKYaTb
TOUHYO MaeHTKduKkaumo WOM, onucadke MeToOQoNoOMMK M NNaHMPOBAHWMA KNMHMYECKUX
MCNBITAHWNA, BCE OTHKNOHEHWMA OT NNaHa KNUMHWYECKWY MCNBITAHKWA, aHANW3 JaHHLIX KM Boe
CTATUCTHHYECHWE AaHHLIE ¥ EDUTHYECKHE 3aMETHY, HAcamWMecH Leneid MocnenosaHum.

B okOHYaTENEHOM OTHYETE OOMKHE DbiTh YYTEHb! AaHHLIE N0 BCEM BOBNEYEHHEIM
B KNMHWYECKME  WCnbiTaHuA  cyDrektam.  Moedtudwkaumn  cyDbekToB  No
MCNBITATENbHBIM  UBHTPAM He A0MHHO ObiTe B OKOHYATENBHOM OTY4EeTE WM B
nyBAMKyemMeix peaynsTaTax.

7.4 Bce KNWHWYECKWE WCNBITATENW A0MKHB UMETh BO3IMOMHOCTE MPOCMOTRETH
M, NpM H20DXOOWMOCTH, BHECTW 3AMEYaHWs B OKOHYaTenbHuiW oTuer. Opradu3atop
OOMKeH COXpaHATE 3anWcK, NogTeepxdaowye, YTO BCE WCNLITATENW Nony4Yanu oT4yeT
OnA o3HakomneHwsa. EcnM ENUHWYECKWA WMCNLITATENE HE COrMMAaceHd . OKOHYATENBHEIM
OTYETOM, TO €ro 3amMe-aHWA JOoN#Hbl DbiTh 3anWcads! W NPedocTaBNeHs ApYrMM
WMCNEITATEnsM.

7.5 Ecnw opraHszatop wnu nobod W3 WeneiTaTensd He NoOANWCHIBAET

OKOHYaTENLHBIA OTYET, TO OH O0N#eH obocHOBaTE NPpU4HHEBEl B NHCBEMEHHOM BUOE.

Mpumedanune — PyeoROGCTES NO COCTABMSHWD OEOHYATEMBEHOMNG OTYETA NPUBEEOEHD B

npunosesn E.
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Npunoxenune A
(cnpaBovHoOE)

MNpuMepbl cepbe3HbIX HEBNaronPUATHLIX MCXOA0E ANA NepegHeKaMepHbIX 1
sapHekamepHbix MOJ W nokaszaTenen oCcTPOThLI 3PEHHA

A1 Mpumepsl cepbeaHbiX HEBNaroNpUATHLIX UCXO40B ANA NepeaHEeKaMepHBIX K

3agHeramepHblx MO npueegeqsl B Tabnuyax AT u AZ

Tatnuwya A1 — CooTHOWEeHWA HEBNaronNpUATHBLIX KCKOOOE ONA NepeqHerareprex WOT

Yucno cybeakros 100 “ucno cybeawtos 300
KoHTpaneHoe
. e Noporosos | PaspawenHos | MNoporoscs | Paspewsadsoe
HebnaronprATHLE Boxon OTHOLWLEHHE, F P : P
0 OTHAOLIEHWE, HHECNO OTHOWEHHE, YN
I!Il' I:_.:I
Ky My NATHEHLIR: 1 10,0 19,5 15 15,0 an
LHETONOHER MaEYNARHLIR OTaK
rihEraa 4.3 11.2 S 1.7 19
MAMaNAoH 0.2 2.8 1 14 2
BHY TERHINE3HAR MHGERLRA 0.2 24 1 1.4 2
CHMBLLEHHE NMHIEI 13 NEpagHEE 1.1 54 3 3.2 &
HAMEDL
EnawvpoBss apadka 2.0 7.8 A 4.5 10
OTCAOAKS CETHATHH 1.2 5.4 3 34 T
NOBETORHOE XMPYIrMHSCEOE
ey — ¥ I -
BMELETENECTED (WCKNN4AR 26 85 5 53 13
OTENOAKY CETHATEE W 330HEIH
FENEYNOTOMKE]
MNeBTOPAKNYHACH: CTPOMANBHLIA 0.5 4.2 2 22 4
OTEH pOroBHALLI
LHCTONGHE W MEEYNAPHEIR OTEK 3.3 10,5 T 7 17
PEZ0DEHEHNE 0.8 2.4 3 ER1 G
NOBEIWEHHDE BHY TRHIMEIH0E
OEEnaHde, Tpabyowes NeYaHrA 2.1 T i 4.5 1
MpumedaHwa
1 Mog EoHTRONEHEW OTHOWSHAEM NOHAME0T STATUGCTHHSCROE 3HEYEHWE HaBnaronpuATHLE HoKogoe,
MOMYHEHHOE ND PEIYMETATAM BHAMMZE KIMHWHECKHY MCNETEHWA napaasakamepqss MO, npoeogumex e CllA s
nepron o mapta 1988 rno woss 1981 1 coysactram 352 cybeesto.,
2 Mon Noparossis OTHOWEHHE M NOHWMANT SOMPCTAMOS 3HEYSHAS HEONSronpUATHEIXN MOROO0E, CTETUCTHYSCHY
MPEEEILEHILES KOHTRONEHOE OTHOWEHHE.
3 MNog pazpewaHHLIM HUCHOM NOHWRSET JONPCTHMOS Yuona CYELeKToR ¢ HebnaranpiAT HetM MCXoaoM,
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Yuocno cybeekros 100

Ywcno cybearros 300

EoHTpOnbHOE
HeBnaronpuaTHsM rexon otHowanne, | Toporoeoe | PaspeweksHos | MNoporosoe | PaspewedHoe
e OTHOLWEHWE, HHEND OTHOWEHHE, HEND
% T
KymynaTeHs=n: a0 9.7 B 5.0 14
LMCTOMIHEIA MAKYNRPHBIA OTEK
rachema 2.2 T8 b 4.5 11
TANGNAGDH 03 28 1 1.8 3
BHY TRPHIMA3IHAA KHES LA 0,1 2.8 1 1.0 1
CRELLIEHNE NHHZE M3 NEpSOHER 01 g 1 10 1
KAMEpk ' '
BnokWMpoBKa 3paska 0.1 28 1 1,0 1
OTCMOAKE CETHETHH 0.3 28 1 249 3
NOETApHDE EMPVRTHHECKDE
BMELATENRETED {MCwmoYan 08 4.2 2 26 5
OTCAGHKY CETHETEM M Z845HEW ) ’ '
HENCYNOTORMAE]
MoETOpAKWHERCA: 0% X i 1.8 3
CTROMANBHER OTEK POroS ULl
LWMCTOMIHEIA MAEYNRDHBIA OTEK 0.5 4.2 2 2.2 4
pEIgpameEHEa 03 28 1 1.8 3
NOSEILLEHHDE SHYTREHIMEIHOE 0.4 4.7 7 15 a
OEEMEHAS, TRADWHWSE NEYaHER

MNMpumevanna

1MNog  =oHTPONLHEIR

CTHOWEHAEM  NMOHAMGHT

CTATHCTHHBECROE

AHEYYEHHE HEE.I'I.':HI'_'II'I[_'IH ATHBIX

HCXOq08,

Nany4eHHDE N0 PE3YNETATAM AHANWMIE HKNHHHHSCEHMY MCNEITEHWA 3anHesasmepHes WO, nposogamex & CLUA 2
napuog ¢ gexadpr 198Y rno gerabpe 1957 1. o yaactmem 4210 cybwexTos.

2 Mog NOPoroBEIM OTHOWEHKEEM NOHAMIEDT OQUNYCTAMOE 3Hd498HWS HEGNAONPHATHEIE KCKOO0SE, CTATHGTMHEGKK
NPEELILLFNWEE ROHTRONEHDS OTHOLWEHE.
3 Nogy PEIDEIEHHEIR YISO NOHAMIEDT JUNYCTHARMOE YCno E].'E-'bEKTI'_'lE C HI':"E-J'I-HFU!'I;JHHTHHM HMCXOO0M,

rocTt
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Tatnuvua A2 — CpegHie NoOKazaTeny NocneonepaguoHHoR ocTpoTel apeda 0.5 (612, 200400 oTH.
g0, WIANH BLilLe

Yuono cybeerkros 100 “ucno cybeartos 300
KoHTpOnBROE
Tan Wan OTHOLERME. Noporosos Tpebyamos Moporosos Tpebyemoe
g OTHOLLIEHAE, HMCno, ATHOWEHHE, HIAEN,
ng HE haEHEE e HE MEHES
MNepaagHexamapHan KO B4 GO 6 T4 74,3 2340
AapnHesamapHan O g2h 84 .4 B& aa,2 270

Mpume4aHuA

1 Mag  KOHTPOMbHEIM  OTHOWEHASK  NOHEMEKT  CTATHCTHSECKOE  JHAYEHWE  gWcna oyDbekToR  ©
NOCMECNEPEMOHHDA ooTROToR 2pedrA 08 oTH. 84, WWNd BeWwa. Nony€EHHOsE NoD peayneTdTaw  aHanqia
HNHMHMHECERE MCNETEHWA nepe- Hekamapdex MO, nposogymez g CULA & nepeon o mapra 1988 r. no wiode 1891 1,
cyyacTies BEZ cybvextor, K aagHexamepHiex WO, nposoguvs B CLUA B neprog ¢ gexabps 1888 r. no gerabpe
19597 r. ¢ yqacmvesm 4210 cybwexTos.

2 Mog noporossi - OTHOWEHWER  NOHAMENT  JONYCTHMOE  34aqdedue  gncna oyDLesTos oo cpeagsend
NOCHECNEPELHOHHDNA 0cTpoTol 3peHrA 0.5 oTH. ag nliany Bele, CTETICTIHECKI HIPHE KUHTPOMEHOM OTHOLWEHWHA.

3 Mog  rpedyemMbid HACNOM  NOHEMAEKT  MAHMMENEHD  A0MyCTAMOS  dY@cno oyDREKToE  C0 cpegHae
MOCMHE0NEPALMOHHDN OCTROTOE apaHdA 0.5 oTH. &g niknd Belwe,

Tadénuwuya A4 — Mydwxe NoKaIatend NoCNecnepaduoHHoR ooTpoTe apednA 0.5 (812, 20020} oTw.
£, KWW Bee

Hucno cybearros 100 “uono cybeawtos 300
HoHTpanbHoe
Tan Wan ATHOEHME, Naporosas Tpebyamos Moporosos TpeOyemoe
e OTHOLEHWE, HHCno, OTHOILEHHE, HWCI,
T HE MaHae o HE MEHED
MNepagHesasapdan O 80,1 11 a5 B34 262
JapHesamepHaa O e, 7 91,0 04 R 285

rocTt

A3 MpweenedHsie B Tabnuyax A1 u A2 woccnegyemule oTHoweHua ana 100 w
300 cyDbekToB ONA KNWHWMYECKWX MCNBITaHUA DYayT MeHblWe NPUBSAEHHLIX NOPOroBLIX
OTHOLWEHMA, Tak kaKk Nwboe CTaTUCTHHYeCcKOE CpABHEHWE cofep#xuT B cebe owwbky
BEIDOPKM. AHANOMMYHO MCCRedyemMble OTHOWeHWA B Tabnuuax A.3 v A4 ByayT Donble,
4YeMm npuBefeHHble NOPOroBble OTHOWEHWA. B uWHTepean MmeXOy KOHTPONBHBIM MW
NOPOrOBBIM OTHOWEHMAMKA, NPMBEOEHHEIMK B Tabnuuax, nonagawT B0 % BOIMOMHGLIX
OTHOWeHWA. [pu 3ToM, 4em ONUKE NOPOroBOE OTHOLLEHWE K KOHTPOMLHOMY, Tem
mMeHbwe B0 Y% BO3MONMHLIX OTHOWEHWW Tyga nonagyT, TOeCTs BO3HMKasT owwbra
BTOpOro TUNA.

A4 MpueepedHoie B Tabnuuax A1 W AZ  pacyeTHeie peaynbTaTel
HebnaronpuATHeIX ~ WMCxoQoe Dbk NONyYeHsl B pe3ynbTaTte  WMCNONb3oBaHWA

BUHOMMWHENEHOTD pacnpegeneHua no popmyne

4]
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- X

Pr{}." = -‘-’ } Z|I ]p’[l Y= 008, A1)
Y

roe p — KOHTPONBHOE OTHOWEHWE (Toe. OTHOLWeHWe HebnaronpuaTHLIX WCXoQoB aNns
KOHTPONEHOW rpynnet);

n — pasmep Bubopu,

X — 4WCcno  3apericTpUpOBaHHbIX  BO BpeMA  KNWHWYECKOND  WCNLITAaHWA
HebnaronpWATHLIX MCXO40B,

X — Jucno HebnaronpuATHEIX MCX0008.

A.5 BWHOMWHANLHOE pacnpeleneHve WCNonNb3IYKT ANA Toro, YTobel NPOBEDUTE,
ABNASTCA N WCCNedyemoe OTHOWeHWe HebnaronpuATHBIX WCXOJ0B MEHLLE WK
PaBHbLIM OTHOWEHWD ANA WCTOPMYECKOW KOHTPOMBHOW Ipynnbl. AHANoOrM4Ho ang
Tabnuy A3 v A4 DMHOMWHaNbLHOE pacnpefeneH’e WCnone3ywT 4nA Toro, 4Tobbl
NpOBEPWUTL, ABNASTCA NW WCChnedyemoe OTHOLWEHWe OCTpOTH 3peHuA 0.5 oTH. ed. W
Ebille Gonee WNW pPaBHBIM OTHOWEHWKD ONA KOHTPONLHOW rpynnel. ANkTepHATHBHAA
rMnoTesaa coCcTOMT B TOM, 4TO WCCnedyeMoe OTHOLWEeHWE MeHee OTHOWeHWA ans
KOHTPONLHOW rpynnbl.

A6 MarcumansHoe 3HadedHue BnaronpuATHBIX Wexodos (Tabnuua Ad) moxer

ObITh Nony4eHs C MCNoNB3IoBEaHWEM BUHOMWHANBHOMD pacnpefenaHuAa No popMmyne

- (4.2
{ ?/ }_1_ (]p‘ﬂ Pyt < 095, :
g
i
roe o — KOHTPpONBHOE OTHOWeHKWe ONA OCTPOTREl 3peHKA D,ﬁ OTH. 0. ¥ BeILLE,;
n— paz3Mep BuBopKMK;
X — HUCNO 3apelHCTPUPOBaHHBIX YCMeWHBIX WCXOO0E WCNEITaAHWA,
A — Yucno HEEJ’IEITDI'IFPHFITHI:IK MCXo00B.
17
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Npunoxexue B
(pexomengyemoe)

TpeboBaHKA K pacnucke o6 HHHPOPMHUPOBAHHOCTH

B.1 Obwwe TpeboBaHuA

Pacnucka o6 WHOPMMPOBAHHOCTH domwHa ObiTe nonyyeHa oT cybbekTa B
NUCEMEHHOM BMAES Nepen HA4Yanom y4acTua CyDbekTa B KNMHUYECKMX MCNBITAHWAX.

Mpuwmedqdanwe — Dopma pacnckd OBBIMHO COCTOMT W3 MHPODMALWMOHHCK Y4acTH K
COMACHTENEHORNOONHCHONR YacTi. ITd 0B 4YacTh MoryT DeiTe NWGD CHOMOWHADOBAHE B OOHOM
OoKyMedTE [WHdopManHa Ang NaudedTa ¥ DopMa PAcEck) Mni pasnensgtbl Ha NWCT WHgopManKe ana
MauMeHTa ¥ opsy PacnHCKN NayueHTa.

B.2 Mpouwecc nony4eHuA pacnucku ob MHPOPMUPOBAHHOCTH

Mpu nonydeHdy pacnvcky ob  WHQOPMUPOBAHHOCTWM  cneayeT cobnwgaTts
CRenyowWWe npasuna:

a) waberate NGOrC NPMHYHIEHWA MNK HEIAKOHHOTD BNWAHMA HA cyDwekT anAa
obecneueHHs ero yJacTus,

0] He YKNOHATLCA UMK HE NETATLCA YHNOHWUTLCA OT COBNMAEHWA 3aK0OHHLIX Npae
cybrekTa;

B) WCNONB3CBATE A3kIK, KOTODEIA He SABNAETCA CchelWaneHslM W MNOHATEH
CcyDLeKTY WIMK ero 3aKOHHOMY NPefcTaBuTento,

r} nNpenocTaenTe cyBLeKTy Bpema AnA oBOyMBIBAHWA PELLEHWA 00 yuacTum,

[} pacnucka OOM#Ha cojep#aTe OAaTHPOBAHHbIe Nognuck cybbexTa unM ero
JAKOHHOMD NPEACTABMTENH M KNWHWYECKOrD MCNBITATENSA;

g) BENHYAaTE CYDOBEKT B NNaH KNUHWYECKWMX MCNLITAHWA.

B.3 WHdopmauua, npegocTaenaeman cybLekTy ANA Nony4YeHHWA Pacnucku
0B MHPOPMHUPOBAHHOCTH

Ha noHaTHOM ANA cyDbekTa WNK ero 3aKoHHOro NPeacTaBuTens A3bike O0MHHS
ObiTe MANOHKEHa cnegyrLwan MHhopMaUKa:

a) onucadve WCNbITaHWA HasHavyeHue:

1) WCccnefoBaHWA, BKNHYEHHLIE B MCNBITAHWA,

2) uenb WCNBITAHWHA,

3) npennonaraeman ANWTENBHOCTE MWCNBITAHKA W CTeNeHs BOBNEeYeHHOCTH
cyBbeKTa B NpOUECC UCMEITaHWIA,

4) onucadue nccnegyemon MOMN,

I8
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5) onvcadue npouenyp, WCCnefoBaHWA C  aKUeHTUpOBaHWeM BHUMaHWMA
cyBbeKkTa Ha sKCnepuMeHTe;

0) npenckazyemsle pUCKW:

1) wHipopmauwAa o Nbbix NpeicKa3yemMblx PUCKAX M OCNOMHEHWAX,

2) wHropmMaumra o NbbiX BO3MONHEX NoDoYHEIX addexTax;

B} NOTeHUWankbHsIe BRroab!:

1) onucaHue NoTEeHUMankeHsX Belrod Ana cybLekTa,

2) onucadue NOTEHUMaNbHLIX BLIrogd ANS Apyrx cybLexTos;

ry ansTepHaTUBHAA Tepanus:

1) wHpopmaunA ob aneTepHaTHMBHEIX MeTodax NeyvyeHWA Wnu  OonycTHUMbIX
npouenypax,

O} KoHPUOEHUHaNBHOCTS!

1) ykazaHue o TOM, 4To yyacTUe cybLexTa aenAeTcA KoHpUaeHUHaNEHEIM,

2) ykazaHue 0 Tom, 4TO cyDbexT [onwedH paspewuTs JOCTyn K CBOMM
MEQWMLMHCKWM 33NUCAM NONHOMOYHBEIM NWUAEM U NpeaCcTaBMTENAM OpraHuaaropa,

3) WHbOpMALKA O TOM, YTO PE3YNETATE UCNEITAHKA MOTYT BEITE ONYBNUMKOBaHL
fes pacKpLITHA NUYHOCTH cyDbexTa;

&) HOMNeHcauwa (MeguuMHckas/puHancoBas):

1) wHipopmauwa ob yCcnosuax ONA NONYYeHWs KOMMNEHCAUWK B CNy4Yae paHeHus,
BO3JHMKLLErD B pe3ynstaTe y4acTWA B KNWHWUYECKWX WCNLITAHWAX, W O TOM, Hakue
OONONHUTENEHEIE Mepbl NO oxpade 3gopoeba ByayT npegoctaeneHsl cybbekTy B
cnyyae CepLeaHoro yeeubs,

2) vHopMauMA O  @PWUHAHCOBOW KOMMNEHCAUWKM 38 YyYacThe, ecnd 370
npenycMoTpeHo,

W) BOMNPOCH O Ha4ane Wunu oKoHYaHWKM KNUHWYECKUX UCNBITaHWIA:

1) wHdopmauua © TOM, KTO OOMKeH OTBeTMTb Ha Bonpockl cybbekta no
MCCNenoBaHKAM,

2) uvHdopMauKWA O TOM, KTO QON¥EH OTEETHTE HA BONPOCk cyDLEKTa B Cnydae
TpaBMel,

3) onwcaHue obCTOATENLCTEA, MNPU KOTODBIX YMACTHE CYDBLEKTA B MCNBITAHWAX
MOMET DblTe NPEKPALLEHO MCNEITATENEM,

W) HOBbIE OTKPLITHA:

1) wHbopmauuAa o TOM, YTO HOBblE OTKPBITHA, COENaHHLIE C Y4acTHem

CyBBeKTa, JoNAHLl BhiTE OCTYNHEl BCEM KNMHMHYECKUM UCNBITATENAM.
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B.4 3anaBneHun B pacnucke ob MHPpOPMUPOBAHHOCTH
MuchopMaumoHHan pacnucka OonsHa cogepHars:
a) 3asBneHve 0 TOM, 4To y4acTre cybbekTa aenseTca A0BpoBONbHBIM,

©) 3afBneHWe o TOM, Y4TO OTKaz oT YHACTHA HEe HeCeT HWEaKWX WTpadHbIx

CAHKUMA N0 OTHOLWEHKID K CYBBerTY,

E::I JaABnerye 0 TOM, YTO OTEAZ OT YYacTHA B noBoOR MOMEHT KNMHWYECKHX

HCNBITAHWH HE HECET HUKaKWE WTpaHEX CAHKUMA NO OTHOLWEHWH K CTEBEKT}’:

r} 3afBnedHue o BO3MOMHbLIX NOCNEACTBHAX UCNLITAHWA,
f) 3afenedHue o NOHUMaHWK NpencTasnedHon UHopMaLmK.
B.5 CornaweHwua B pacnucke o6 mHpoOpMUPOBAHHOCTH

MpWw  nognucadHiid  pacnuckd ob  WHDOPMMPOBAHHOCTH  CyYDBEKT WnW  ero

ohMUWaNEHEIA NPeOCTABMTENE JOMNMeH BbiTe COMMAaceH:

E:I Ha Y{acThe B KNMHHHMECKME MCNBITAHKMAX,

fi) 4To ero nepcoHansHbIA Bpady ByoeT WHOODMUPOBAEH O Ero YYacThW, Wnu

nognucaTe JaaaneHue o0f oTkase B npefcTaeneHyy TAKOW HH{pﬂpMELl'-"IH:

B} HA WCNONBI0BAHWE Ero NepCcOHANBHBIX A8HHBIX ANA Uened KNUHWYeCcKoro

HMCNBITaHWA.
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Npunoxexuwe C
(pexkomenayemoe)

PykoBoacTBO No onpegeneHuio mogudgukaynm Bazoson mogenun MON

C.1 Moawudmrrkauns koHCTpyKUuMu/maTepuana bazoeon mogenu HON

C.1.1 OBwKe nonoxeHUA

TpebosaHua Kk wucneiTanuam WO, senawwumcs mogudukadnamy  GazoBon
mogenn WMOI, yxe npowegwed KNWHWYECKWME WCNBITAHWA, 3ABWCAT OT CTEneHW
HMAMEHEHWHA, BHECEHHLIX B MoauduumposanHye mogens MON. Mogudmkauuy Gazosoi
mogenn WO nogpaznenswoT HA OBa YPOBHA: ypOBEHb A W ypoeeHe B. Mpumeps
MogudukaumMK ypoeHa A v ypoexs B Bazoeor mogenu MO npueenersl 8 C.2.

C.1.2 YpoeeHs A

C.1.2.1 Mogudukaymu Basceol mogenn WMOMN ypoeHA A B DONbLUMHCTEE
cny4aee He TpebylT nNpoBedeHWA KIMHWYEeCKWX WonsiTadwd. B cnydae, ecnwu
mogudpuuMpoeaHHan mogens MON obnagaet ceoWcTBaMM, KOTOpbIE He MOryT BOkiTe
afeKeaTHO WCCNedoBAHEl B nNepuod nNpedsndHUMEecKMX  WCNbITAHWA, HanpuMmep,
noTeHuWansHoe NoBpexjeHue THaHeW BCMNefcTBUE W3MEeHEHWMA TEeXHMKM MMNNaHTauuM
WOT, KNMHUYMECcKE WCNBITAHWA OOMHKHL NDOBOAWNTLCA.

C.1.22 Mogudukaymn bazoeod mogenm WO ypoeHa A obblMHO  He
HCNONL3YIOT B KavecTee Ba30BOW MOJENY ANA Nocnefyrwmns Moaudrukaunin.

C1.23 B cnyyae, ecnw mofens WMOJT HaxoOuTca B CTAOMK  KNMHMHECKUX
HCNBITAHWA, MOoOADUKAUKA YDOBHA A 3TOW MOOENA TakKse MOoMeT DTk NoABEprHYTA
KMWHWYECKMM WCNBITAHMAM WM 0aHHbIe WCNeITaHwA Daz20B0A MOgeny W moguduKauum
YpoBHA A mMoryT DeiTs cromBuwHwpoBadsbl. Ecnu wamedenwn Dazosor mogenw MO
YPOBHA A BEMIOYAKT 3aMeHy MaTtepuana bazoesix MoOened, Hanpumep, Moguduxkaumu,
onucaHHee B C©.2.2.12, Takyw MOOENL HEe O0NYCKAETCA WCNONL30BaTE ANA NPOBEAEHHA
FMUHUYECKMY UCNBITaHWA,

C.1.3 Ypoeens B

C.1.3.1 Knunuueckme wcneiranmna WOJ, aenawowmxcs mogudukaumamm Gazoson
Mogenu ypoeHs B, pomwHbl Bkniouate He medee 100 cybvewros, Habnwopaemsix B
nocneonepadWodHeld nepywod no dopie oT4eTa B COOTBETCTEBMW ¢ Tabnuuew D.4
npunoxeHua 0.

Yucno oTYeTOoB ANA BCexX NocelleHuin CyDBekTos QonxHo DelTe He meHee 100,

21

[OCT 31580.7-2012 CrtpaHuua: 25/50
GostExpert.ru


http://GostExpert.ru/gost/gost-31580.7-2012
http://GostExpert.ru
http://GostExpert.ru

rocTt

rocT 31580.7-2012

C.1.3.2 Yucno MOM, HeobxoOQuMelX ANA NPOBEOSHWA KNUHWYECKWX MWCNBITAHKWA
Baszopor mogenu MOMN yposda B, gon#Ho BbiTe MUHMMANBHLIM, HO OOCTATOYHLIM ANA
CpaBHEeHWA OTHOWEHWA HeBnaronpuATHbLIX MCXOL0B M MAMEHEHWA OCTPOTLI 3peHWs ANd
veneimyemon MOJ © OTHOWEHWAMKW ONA MCTOPWYECKONW KOHTPONBHOW rpynnel. Ecnwm
OPraHK3aTop CPpaBHUBAaeT KavyecTBo MoneTyemblx MO ¢ ogHoBpEMEHHD 3aNYLWEHHOW
KOHTPONEHOW Tpynnoi, To oH gonseH oTobpaTe Takoe 4Yucno cyDwekToB, KoTopoe
GydeT QoCTaTOMHEIM ONA BEIABNEHWUA UIMEHEHWA OCTDOTEl 3DEHWA M HEBNAaronpHUATHBLIX
WMCXDOOB C TOWHOCTHID, 3KBMBAMEHTHOW CPABHEHWHW C WCTOPWUYMECKOW KOHTRONbHOW
rpynnow.

C.1.3.3 Yucno MON mogudukauun ypoeHA B, He BLIJepxabBlWWX MCNLITAHWA,
OON#KHO DBITe He Donee 10 %. KamawlW McnelTaTens QOMN#EH NOABEpPraTe MCNbITAaHWAM
He menee 20 % u ne Bonee 25 % obwero vucna MCNBITYEMBIX CYOLEKTOB.
Knunwyeckue weneiradua WO moondukauuy ypoeHA B cumTaldT 3aBepLUeHHBIMM,
KOrda Ha BCe BOBMEuYeHHble CyDbekTsl COCTaBneHbl OTY4eTel B COOTBETCTBMKM C
Tabnuuen D.4 npunoxenwa D.

C.1.3.4 Mogudukaymo WON ypoeHAa B cuuTawT 0Da3cBoW MOOENbH, echnu
nony4eHsl OT4eThl No He meHee dem 100 cybwekTam (ogHake He B KOMBWMHaUMKW C
OTYETAMU MOAWHKALMK YDOBHA A B Nepuol KNUHWYECKWX UCNEITAHWA), U B Chy4ae,
ecnu mogudmkaumns MON cooteeTcTeyeT scem Tpedoeanwwam MOCT 31580.2, TOCT
31580.3, TOCT 31580.6.

C.2 NMpumepsl moaudukaymin HOI

C.2.1 OBwmMe nonoxeHWA
C.21.1 Mogudukaymwn WOJM, nogeeprasmebix  KNWMHWYECKMM  MCNLITAHWAM,
nogpasfgensanT Ha Modvdukalyy Baloeod Modeny ypoBHa A w ypoeHA B. KpuTepui
nenedHda npueeges B8 C.2.2 v C.2.3.
Oonyckaetca moanduumpoeate Bazoewe mogeny WMOM, umenwve cnegyowme
NoUIHAKA:
P — 3anHekamepHsie MO w2 nonumerunmeTakpunara (MMMA),
A — nepegHekamepHsle MON wna MMMA,
SP —aaprekamepHble MO w3 MArddx MaTEpWanos, WMEeKLWWe NNocKHA
O1aaniH (bea netens);
93 — COCTaBHbIE 2agHekamepdHsle WO ¢ onTUYeCcKOW  YacTbh,
W3rOTOBNEHHOW W3 MATKKWY MaTtepywancE W NeTnNAMM M3 CTAHJApPTHRIX MaTepuanos

(MMMA, nonunponuned nnK nonvamug);
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SM — cocTaeHeie 3gaHekamephble MO ¢ ONTWUECKON YACTEK M3 MAMKWX
MAaTepUanoB, M NeTNAMK M3 HECTAHAADTHLIX MaTepranos.

C.2.1.2 MoguduumpoeaHHan MOOEnNk MOMET BEMKI4ATE paanu4Hble
KoMBWMHaUMK mMoOMdMKaUWA, yrazaHHex B C.2.2—C. 2.3, ecnw cobnwgawTca ece
KpuTepWK  (Hanpumep, MoguduuMpoBaHHAA MOOEN:E  MOMET WMeTe Donblyk
ONTUYECKYK YACTe C CNErka M3MeHeHHoW koHgurypauwed netens M SonbWwMm obwmm
avameTtpom). Mogudukauks, ykazadHaa B C.2.2.12, OTNUHAeTCA 0T ApYTdx
MogWdMEAUKMA TeM, YTO 3aMeHEeH MaTepuan WK W3IMEeHEHA KOHCTpykuwa Gazoeon

MOJenu.
C.2.2 Mogudmkaumm yposHAa A

C.2.2.1 3epransHooTpakeHHas sepcua mogenu MO

MNpuaHakw  moguduumposadHeix MOM  tunoe PIA/SPISSISN gonsHb
COOTBETCTEBOBATL yKadaHHeim B C.2.1.1.

C.2.2.2 WameHeHwe obuwero guameTpa

Mpuakakw  moawduyyposanHeix MO onAa  nayvedToR ©  ONpeaeneqHHbIM
OWANA30HOM WHPWHEl NepeaHel kKaMepsl rMasa gna moguduynpoeadHex MO ypoeHA
A ponNMHB! COOTBETCTEOBATE YKa3aHHeim B C.2.1.1.

C.2.2.3 WamMeHeHWA KOHCTPYKUWMW NeTenb

MpuaHakk moguduurpoBarHelx MOI B cnyyae 0o0aBnNeHWA 3aKpyrneHud Mnu
ManeHekUx NeTens ana Tunoe P/ASS/SN ponwHe COOTBETCTEBOBATE YKA3AHHBIM B
c.21.1.

C.2.2.4 M3ameHeHWA HAKNOHA NeTenkb

MNpuanakn moguduurpoeadHsx MOJ B cnyyae MameHeHwa NNOCKOro AW3aiHa Ha
OW3aWH © Tenom, OTKNOHEHHBIM Ha3an OT MNeTens, NPUBOOAWME K YBENWYEHWKD
CarruTany He bonee 4em Ha 1.6 mm ana VOS] © zagHed eeplMHHONA pedipakuwen 20
Ontp, ana Tunoe P/SSISN oonkHel COOTBETCTEOBATE YKazaHHeiM B C.2.1.1.

C.2.2.5 UameHeHWA KoHMWrypauwd, TOonNWwWHL WAK WHPWHEL NeTens
(kanubpa)

C.2.2.5.1 OBwme nonoxeHms

Npuanaku moguduymposadHex MO tunoe PISSISM nonsHbl COOTEETCTBOBATH
yKazaHHeiM B C.2.1.1.

Ana Toro, 4Tobe oNpeaseniTe MOOWM@UEALKWKD YPOBHA A, HeobXoOWuMO NPOBECTH
AHANWU3 MAMEHEHWA MeXaHKu4ecknx ceolcte MOT.

Ecnu mognduruywpoearHas mogens MOJ obnagaet ceoWcTeamu, KOTOpbIE He
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MOryT GbiTe A0eKBATHO WCCNEedoBaHbl B NEpUod NpefdknUHWYEecKUX WCNbITaHWA,
HANPUMED, ECNK MOMET NPOU3oATH NOTEHUMWANBHOE NOBPEXNEHWE THAHEA BCNENCTBUE
MIMEHEHWA B TEXHWKE WMNNaHTauMy, To Takaa Mogudueauna He mMoMeT OwiTh
npuaHaxsa mogudukauued MO yposHa A.

MeToael  CpPABHEHWMA  MeXaHwyeckux  ceoWcte  Da3zoBol MOOgeny W
MOAMPULKMPOBAHHOW Modenw npueeneHsl B C.2.2.5.2. Ecnu opradn3atop NpuxoauTt K
BLIBOOY O TOM, Y4TO NO OQHOMY MeTody cpaBHeHWA MogudMEaUWA He OTHOCMTCA K
YPOBHH A, OH JOMMEH yKa3aTe APYron METOL A0 HAYANa KNMHWYECKUX MCNBITAHWA.

Mprumedanune — MaTodsl 1 aHANKE DaHHBX, NPHMEHASMBEX B WCNLTAHAAX MEXAHHHECKNX
cBoWCTE, — no MOCT 315803 (B.22.52 — B, 22.5.3).

C.2.2.5.2 CpagHeHWe ¢ edWHUYHOW DA20B0R MOOENE

MNpuanaku moguduymposanHex MO tunoe PISSISMN nonxHel cOOTEETCTBORATH
yrazanHsim B C.2.1.1.

Ana cpagHeHnAa MOAWDWUWPOBAHHOW MOJenM W MOJend, nNodBeprasmon
KMWHWYECKMM  WCNBITAHWAM, OpraHW3aTop QOoMKed [0Ka3aTh, 4TO  MexaHwdeckue
CBOMCTEBA MOOWPHUMPOBAHHON W MCNEITYEMON MOJENel aHanoriYHs6l.

CpaeHueas moauduumpoBanHye v Bazoeyw wmogenuw WO, opraduzaTtop
Jon#edH O0Ka3aTs, YTO  Mexaddyeckde ceolcTea mogudwumposaddHon WO
aHAaNorM4YHbLl MEXaHWYECKWM CBOWCTEAM Basosorl Mogenu.

C.2.2.5.3 CpagHeHWe HecKoNbKWX Ba30BLIXx MOgener

MpuzHakK MoguduuMposaHHex MO Tunoe PISS/SN Qon#Hel COOTEBETCTROBATL
YKa3aHHsM B C.2.1.1.

CpaeHWBas mMOOMMUUMPOBAHHYI0O W HeckoNsko Dazoewix mogened  WMOM,
opraHn3aTop [ONMeH A0KasaTb, YTO MexaHuvyeckue cBoWCTBa mMoauduUMpoBaHHOW
WO cooTeeTcTByOT xapakTepucTHkam Daloesx Mogenei.

C.2.2.6 MameHeHne gWanaloHa oNTHYECKOW CHNbI

MNpuanakk  moauduymposandeix MO Tunoe  P/AISP/SSISN gonmHel
COOTBETCTBOBATE yKadaHHeiM B C.2.1.1.

OpraHu3atop MOMeT NPOBOAWTE NDbIE M3MEeHEeHWA AMANa3loHa ONTHYeCcKon
cunet, ecnu MOM cooteetcTeyert Tpebosannam FOCT 31580 2.

Opranu3aTop QoMKeH NOMHATE O TOM, Y4TO NpW ONpefeneHHbX KomDuHaunax
MaTepuana v npodKna HekoTopsle mogeny WMION He cooTeeTcTEYOT TpeboBaHWAM

FOCT 31580.2 ecnegcTere BAMAHWA cdhepudecknx abeppayui.
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C.2.2.7 W3meHEeHWA pPasMepoB ONTUYECKOW YacTH M/MNKM KOHCTPYKUMKM Tena
von

MNpuanakw  moguduumpoeaddsx MOMN tunoce  PISPISS/ISN gonsHel
COOTBETCTEOBATE yKadaHHeiv B C.2.1.1.

MNameHeHMA KOHCTPYKLUMK TENa WKNKM Pa3MepoB ONTHYECKOW YacTH 40NYCKAKTCH
npu ycnoeuwu, ecny obwas gnuHa MON He mexee 50 mm 1 He Bonee 7.5 mm BAONb

nwboro MeprUanaHa.
C.2.2.8 [oBaeneHne, yoaneHHe WK CMELLEHME NO3MUHMOHHLIX OTBEPCTHH

MNpuanakk  moauduyupoeandeix  WMOMN Tunoe  P/AJSP/SSISN gonsHel
COOTBETCTBOBATE YHa3aHHbim B C.2.1.1.

Mo3uUWOHHBIE OTBEPCTUA, BNWAKILLME HA KaYeCcTs0 ONTWUYECKOW YacTW, OONMHMHbI
pacnonarateCA Ha paccTOAHWK He MeHee 2,25 MM OT UeHTpa ONTHUYEeCcKOW 4YacTk ans
TOro, YTobkl pacceadre W/unK UCKaMeHWsa oT HUX BbiNu MUHUMANEHBIMU.

C.2.2.9 [obaeneHue pybua Ha 3aaHen nosepxHocTy Tena MON

MNpuanakn mogwduuwpoeaddsix WMON Tunoe P gonwHsl cOOTBETCTBOBATH
YKaldaHHeliM B C.2.1.1.

Oonyckaetca nobaenate pybel Ha 3agHwH NoBepxHocTe Tena WO B cnyyae,
ecnu aviald pybua noaTeepMOeH KNMHWYECKMMK WCNBITAaHWAMK mogenn WMON c
pybuom W kpad pybua HaxoOWMTCA Ha PAcCTOAHWKM He MeHee 225 MM OT UeHTpa
ONTHYECKOW YacTi.

C.2.210 MWcnbiTaHve  pasnWYHbIX  KOHCTpykuwiw WON B ogHom
KNMHUHYECKOM MCNBITAHMK

MpuaHakK MoguduuMposaHHex MO Tunoe P/SS/ISN 0on#He COOTEETCTBOBATH
YKa3aHHeM B C.2.1.

Qaud matepuan MOT moxeT BeITe HCNBITAH ANA Bonee Yyem 0OHOW KOHCTDYEUKMK
WMON, ecnu koncTpykumr MOJ noareepwgeHsl Ha cooTeeTcTeve Da3zoBbIM MOgensm.
Mpwu atom mexadwueckre cBorcTea woneliTyemor WMOJ ponsHel BelTs aHanorvyHbl
MEXaHWMYSCKMM CEBOWCTEaM Da30B0OR MOOENN.

C.2.2.11 MHenbiTaHwe pasnMydHbLIX MaTepHanos B OAHOM KNMHWYECKOM
MCMNBITAHWUKA

MpuzHaku moguduumMposaHHex MON tTunoe P/SS/ISN 0onwHe COOTEETCTBOBATH
yrazaHHsim B C.2.1.

OnHa woHeTpykums MO mower OwbiTe ucneitadHa c Donee dem  ogHMM

MaTepWanom Ond neTens, ecli BCe MaTepWans! 00 WCNBITaHWiA Gsind NoaTEeD#AeH
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Ha COOTBETCTEME DazoBbiM mogensan. MNpr Mcnones3oeaduu Gonee 0aHOMO Matepuana
ona netens, sce wmogenu WON ponsdel Beite mogudrkauymamy ypoBHA A W
cooTeeTCcTEOBATE Tpebopanwam C.2 2.5

C.2.2.12 3ameHa maTepuana u KOHCTpyKuuu MON

MNpuaHakk MmoguduumMposadHex MO tTunoe PISS/SN gonkHe COOTEBETCTBOBATH
yKazaHHsiM B C.2.1.1.

MaTepuansl M KOHCTPYEUMK Daz0BblX MOgenel moryT OblTe 3aMeHeHbl, ecnu
MCNONL3ICBAHKME MaTeprana HOBOW (4Ns gaHHoro matepuana) kodHoTpykuuw WMOI He

NOUBOOWT K MAMEHEHWH MEXaHWYeck My cBoACcTE Basoson mogenu MO,
C.2.3 Moawdcgurkauwmn ypoeHa B

C.2.3.1 UameHenne obuwero guametpa

MNpuaHaku moguduymposarHex MO tunoe PISSISM nonxHbl COOTEETCTBOBRATH
yKazaHH=M B T.2.1.1.

MameHeHe obwero duametrpa MO mMoxeT nNpUBECTH K CO308HMH
mogudpuraumn MO, He cooTeeTcTRyOWed Tpeboeannam C.2.2.5 npy ee CpaBHEHWK C
Da30B0H MOQENEH WK C PAAOM XapPaKTEPWCTUK HECKONEKWX Da30BkIX MOgenen.

C.2.3.2 MameHeHHMA KOHUrypauWuKu neTens

NpuaHaku moguduymposadHex MO tunoe PISS/SM nonxHbl COOTEETCTBOBATH
yKazaHHsiM B C.2.1.1.

MameHeHue KOHQUIypaunu NeTens MoxeT NDUMBECTH K CO30aHW Mogudiukaumm
WMOMN, He cooteetcTeywowend TpebBoeanuwam C.2.25 npu ee cpaeHeHu © GazoBoW
MOOENbH WNKW € PROOM XAPaKTEpWCTWUK Heckonskux Oazoewix mMmogened. Ecnwm
HMaMeHeHre KoHdWrypauum netens moguduuyuposadHon WMON moxeT npueectu K
NOTEHUWANBHOMY YBEMNWYEHWD PUCKa OCMOXMHEHWA NO CpaBHeHWD ¢ Ba30BOK MOOENkLHD,
TO TAKYID MOAWEMKALMIO NOABEDIawT KCNBITAHWAM He MeHee vem Ha 300 cybbexTax.

C.2.3.3 MameHeHWA maTepuana wnu kanubpa netene

MNpuaHaku moguduumposadHex MON Tunoe PISSISN gon#Hel COOTEETCTBOBATH
yrazaHHeim B C.2.1.1.

ameHeHrwe matepuana neTens (WNM Apyroro mMatepuwana 4acTt GazoBoM
MOgenu) unKu kanubpa netens MOXET NPUBECTH K cO3gaHui mMogwudurayuu MOI, He
COOTBETCTEYLWEN TpebosaHnam C.2.2.5 npu ee cpaeHeHuk c DA3OBOA MOGENLK WNK C
pASOM XapakTepWCTUK HECKONBKKMY Ga30B6IX MOOdsNen.

C.2.3.4 WimeHeHWe MaTepHana netTenks

MNpuanakn moguduympoeadHex MO tunoe PISS/SMN gonxHel COOTEETCTBOBATH

26

[OCT 31580.7-2012 CtpaHnuua: 30/50
GostExpert.ru


http://GostExpert.ru/gost/gost-31580.7-2012
http://GostExpert.ru
http://GostExpert.ru

rocTt

rocT 31580.7-2012

yKazaHHsiM B C.2.1.1.

NameHeHue matepuwana netens MO Ha maTepuan, He M3BECTHLIA MCNLITATENHD,
HO WMCNONb3yeMmbld ANA nNetels N0 JaHHbIM  OTANLEMONOTMYECKMY WCCNefoBaHui
(cTaren, OT4eTOB), QONKHO DbiTe NOATBEDHASHO CXOMECTHH) CBOWCTE MCMONbIYEMbIX
MaTepHanoe.

C.2.3.5 UameHeHwe MaTepHana Tena

MpuaHakk moguduumMposadHex MO Tunoe P/SSISN QonwHe COOTEBETCTBOBATL
yrazaHHsim B C.2.1.1.

MameneHre maTtepuana tena WOM Ha maTepuan, HEe W3BECTHLIW MCNLITATENHD,
HO Mononeayemeld gna Tena MO no gadHbim opTansMonorutMeckis WccnegoBaHui
{cTaren, oT4eTOB), OONKHO DbiTe NOATBEPHOSHO CXOMECTHH) CBOWCTE WMCMONLIYEMbIX
MaTepranos.

C.2.3.6 MameHeHwe gMaMeTpa Tena MNM oNTUYeCKOW 30HbI

MNpuanakn moguduuymposanHex MO tunoe PISS/SMN nonxHbl COOTEBETCTBOBATH
ykazandsim B C.2.1.1 npr W3mMeHeHMM OWameTpa Tena Wnu OonNTHYecKOW 4acTy B
wHTepeane ot 5,0 oo 7,5 mm. Ouexka mogenu WO ¢ onTHYECKOW YacTe QMAMETPOM
MeHee 5 MM O0NAHA BKNKD4YATh KNUHWYECKWE MCMNLITAHWA NO OUEHKEe BNWAHWA GNUKOB
Ha OCTPOTY 3DEHWA NauXUeHToR.

C.2.3.7 HavancHoe noBbaeneHue mogenu pybuom

MNpuanakn mogwdmuwpoeadbsix WMON tunoe P pgonwHsl coOOTBETCTBOBRATH
yrazadHsim 8 C.2.1.1 npu gononHeHuk mogeny pybuom Ha 2agHel NOBEpXHOCTH Tena
Won.
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Npunoxkenwne D
(pekomeHayeMoOE)

INeMeHThl, BKNYaeMbie B NPOTOKON KNHHWYECKHUX MCNbITAHWA non,
M OONONHUTENBHOE KNWHWYECKOE PYKOBOACTEO No pazpaboTke nnava
KNUHWYECKMX UCNBITAHWA U AaHaNK3Y pe3ynLTaToB

D.1 3nemeHTbl, EKNHOYaeMbie B NPOTOKON KNHMHWYECKUX MenbiTanui MO

D.1.1 OBwmMe nonoxeHUA

Hactoswee npvnoxedwe ycradaenuveaeT Haubonee BawHblie 3NEMEHTHI,
BKNKOYAEMEIE B NPOTOKON KNWHWYECKUX MCNbITAHWA, HeobxodwMble opraHWzaTopy ans
onpegenaHua beaonacHocTy M addekTneHocTH MO,

D.1.2 KonTponkHan rpynna

KnuHu4eckwe pesyneTatel N0 MCTOPWYECKOW KOHTPONLHOW rpynne npveeieHs! B
npunoxednn A, KnuHu-eckoe gelctere ueneityemesx WOM cpaBHMBAKIT © JaHHBIMMK,
NpUBEAEHHLIMK B NPUNOXEHWM A WNK C OAaHHLIMKY OQHOBPEMEHHO NPOCNEXWBASMON
KOHTRONEHOW rpynnbl.

D.1.3 Yucno cybbekToe

D.1.3.1 Mpy  cpaBHEHWKA  KNHHWYeckoro  gedctewa  VOIMN ©  WCTopWYeckon
EOHTPONEHOW TPYNNCA  KNHHWMECKMM  MCNBITaHWAM  nogseprawT He medes 300
cybbekToe. MNpy cpaBHEHUKM KNUHWYECKOro gelcTerA weneiTyemebx MO ¢ knuHuyeckam
nencterenm WMOJT oOHOBPEMEHHO WCMBITYEMOW KOHTRONBHOW rPYyNNnoW opradHu3aTop
non#eH nogobpate Takoe w4vcno cybbekToe, KoTOopoe OyOeT AOCTATOMHBIM  ONA
onpegensHiA  WaMeHeHWh OcCTpOTel 3peHWA W HebnaronpWATHeRIX WCXOOO0B AONA
cpagHeHus ¢ 300 cyBbekTamm MCTOPHYECKOR KOHTPONBHOW FPYNL.

0.1.3.2 Ona komneHcauynk cyDLerToB, KOTOpwe MoryT ObiTe He OQoBedeHbl 40
KOHLE WCNBITAHKA, PEKOMEHOYETCA MCNONL30BaTh!

nNpW OOHOMOOWMMHBIX MCNBITaHWMAX — 390 cybbekTos;
NpW TPEXTOgWMYHEIX MCNEITaHWAX — 500 cybbekToB.

OpraHu3aTop He [oNeH NPoBoOaWMTE KAMHWYECKWME MWCNBITAHWA Ha Donbwem
uucne cybbekToR, YT0DBl YMcno cyBLeKTOoR, NOABEpraemelx PUCKY MWMINAHTALHK
mogened WO, koTopeie ewe He Beinu npuadads! BesonacHemy 1 3OEKTUBHEIMM,
BbiNg MUHUMaNbHBIM.

0.1.3.3 Ona obecnedenus DanaHca uvcna cyDLeKToB y Ka#Ooro WCNsITaTens
OPraHu3aTop OoNKeH NpeaycMoTpeTe Hanuqwe He medee 20 cybbekToB, HO He Donee

25 % obwero ykucna cybbexkTos.
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0.1.3.4 Y100l OOCTOBEPHOCTE [OAHHEIX BbiNa MakCUMANLHOW, Y4MCNo  He
foBefeHHbIX 00 KOHUA cyBbexToB He gonwHo npesbiwatse 30 % npy TpexrogwqHbIX

vonsiTaHuax 1 10 % — npu 0gHOroOWYHBIX UCNBITaHWAX.
D.1.4 OnUTenbHOCTh KNMHUYECKMX MCNbITAHMA

D.1.41 [Ons oueHk yucna HebnaronpuATHLIX MCX0A0E KNMHWYECKWE MCNBITaHMA
NpOBOOAT B TEYEHHE!

O4HOro roga —anAa sagHekamepHex MOJI (bopMa oT4eTa B COOTBETCTEBMK C
Tabnuuen D.5 npunoxedus D);

Tpex net — ana nepegHerkamepHex MOI (pbopMa oTYeTa B COOTBETCTEBMK C
Tabnuuen D.7 npunoxenua D).

370 npumedHumo B cnysas mogudiukauuy nosepxHocTw MOJ © HaneceHwem
NOKPBITHA  MNK  xumwdeckod  obpaboTkol  anA  yeenwdeHua  BUONOrMYeckon
CoBMecTUMoCTH MOI.

D1.42 [Ina ceefeHWA pUCHa, CBA3AHHOIND € KNMHWYECKMMKM MWCNBITAHWAMMK
HoBbix Mogenerd MOT, K MUHUMYMY MCNBITAHWA NPOBOOAT B ABA 3Tana:

1 — wmnnadTayma Mmogenn MOI He Gonee vem 100 cybwektam. MNocne Toro
kak no 50 cybrwektam Dyger nonyded oT4eT No opMme OTYeTa B COOTEETCTEMM C
Tabnuuen D.4 npunoxedua D, pe3ynsTaTtel O0MMHB BbiTe KNMHWMYECKM OLEHEH!
OpraHn3aTopom W ucneiTatenem. B cnyvwae, ecnu mogens MON vy ganHbix 50 cybrextos
OyoetT npu3HaHa npuemMneMol, OpraHM3aTop MOMEeT HaYaTe CNegyowu@  aTan
MCNLITAHWA.

2 — wvmnnadTaura mogend WO poctatodHoMy ONA OKOHYaHWA MCNBITaHMA

Yyony cybBLekToB.
D.1.5 OT4yeTHbIe Nepuoabl

D.1.5.1 PeaynbTatkl KNHHHUYSCKWY ACNLITAHKWW, NPOBOOMMBIX B TEMEHWe OOHOro

roga, NpeacTaenAKwT B BUOE CNeayolWy oTYeToR!

0 — npeoonepauyMoHHBM/oNepayMoHHell  oTyeT  (opma oTueTa B
cooTeeTcTEMU C Tabmuuamu D1 wiwnw D.3 npunoxenma D),

1 — nocnecnepauloOHHLIA OTHeT Yepes 1 unw 2 OHA Nocne onepauuy
(thopma oT4eTa B cooTeeTcTEMM C Tabnuuamu D.2 wunu D.4 npunoxedus D),

2 — nocneonepaudoHHeld otdeTr ¢ 7-ro no 14-@ geHe nocne onepauuM
{chopma oTyeTa B cooTeeTCcTEMKM ¢ Tabnuuamu D.2 wiunu D.4 npunoxenna D);

3 — nocneonepadWoHHeid otyeT ¢ 30-ro no B0-AW AeHs nocne onepauuH

{thopma oTueTa B cooTeeTcTEMM © Tabnuuamu D.2 wunw D.4 npunoxedus D),
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4 — nocneonepauloHHeld otyet co 120-ro no 180-W nede nocne onepauum
{hopma oT4eTa B cooTEeTCTEMM C Tabnuuamy D2 wunu D.4 npunoxedua D),

5 — nocneocnepayoHHb oTdeT ¢ 330-ro no 420-W geHs nocne onepauuM
{chopma oTHeTa B cooTEeTCTEMKM ¢ TAabnuuamu D.2 wiunk D.4 npunoxenna D).

0.1.5.2 PeaynbTatel TReXroOMYHBX KMUHUHYECKUX WCNBITaHWA NPpeacTaBnAT B
enae otyeToR no D.1.5.1, a Takke cnenyowmx.

6 — nocneonepalMoHHeIA oT4eT ¢ 630-ro no 780-W aeHe Nocne onepauuM
(thopma oTHeTa B cooTeeTcTEMM C Tabnuuamu D 2 w/unum D 4 npunoxenus D),

7 — nocneonepauloHHbld oT4eT ¢ 990-ro no 1140-W neds nocne onepauum
{hopma oTYETa B COOTBETCTEMKM C Tabnuuamu D2 wvnk D.4 npunoxedua D).

Ona cBopa wHopMaUKMK O BO3MOXHbIX HEBNAronpUATHLIX KCX0dax HeobXoaruMOo
NpOBOAWTE KNMHUHYECKYH OUEHKY JaHHbIX NO 3THM OTYETHLIM Nepuoaam.

D0.1.5.3 HezannaHWpoBaHHbie NOCEWEeHWA CcyDBeKToB W npouedypsl  ANA
YCTpaHeHWA HeDnaronpuATHBIX WCX040E, NDOBOOMMEIE BHE OTHETHLIX NEPUOLoE, TaKHe
O0M#HBEl ObITh 3AHECEHEl B OTYET KNUHUYECKMY WCNBITAHMIA.

D.1.54 3a «awdbld OTYETHBIA Nepuon  TPeXrogu4HbIX W OOHOMOAWYHBIX

ENWHWYECKHME UCNBITaHWA O0N#HO DEITh NONYYeHO He Medee 300 oTyeToB.

D.2 HononHWTenbHOE KNWHWYeCKOoe PYKOBOOCTEO NO pHSPEEﬂTHE nnada

KNMUHHYECKWX MCNBITAHWK W AaHANKW3Y pe3ynLTaToB

D.2.1 ObwKe nonoXeHUA

fononHuTensHOe KNMHWYeCKDe PYKOBOOCTEO No paspaboTke NNaHa KNUHWYECKUX
HCNLITAHWA ¥ aHanuay pesynsTartos npueegeHo s D22 —D.2.4.

D.2.2 CraHpapTU3auMA KNUHUYECKUX OLIEHOK

0.2.21 Oprasumzatop  O0MHEH obecnavnTh COOTBETCTRME KpHTEpUEB
KMUHWYECKOW OLUEHKW, NONyYeHHLIX WCNBITAaTENAMW ONA HeBnaronpuATHLIX WUCXOO0B W
KOHTPONSA nNapaMeTpoB, OTHOCALUMXCA K OCTPOTE 3peHWA (HANPUMED, KOHCTPYKLMK
Tabnyuuel ONTOTHUNOE, YDOBHA OCBELUEeHHOCTM, OTPaMaTensHoN cnocobHocTH Tabnuuel,
paccToAHusa Ao Tabnuubl, obwen meTogonoruK), 410Dl AaHHBIE MCCNEegoBaHMA MoK
BbITE CKOMBHUHUPOBAaHLI.

0.2.2.2 Ecnw opradHW3aTop BLIABNAET HeoDX04WMOCTE NPHBEAEHWA ONTOTUNOR,
WMCNONbL30oBaHHBIX NpW  NpoBEdeHMK  KNWHWYECKMX MWCNLITAHWW, K CTaHOapTHbIM
ONTOTHUNAM, TO MCNONLAYIOT METOOKUKY [3).

D.2.3 PykoBoAcTEO NO aHANKW3Y OaHHbLIX

0.2.3.1 Ona BoIABNEHWA HANWYWA WKW OTCYTCTBMA NpoDNeM B KOHCTPYKLMMW
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WO, He ycTaHOBNEHHBLIX NpW obLWeM aHanuze HebnaroNpUATHEIX WCXOO0B WU OCTPOTE
3peHua (ganee — O3F), opraHnaatop JONMEH NPOBECTH KNMHMMECKYH OUEHKY OaHHLIX
no cnefyowumM NoKazaTensam:

03 no so3pacTy;

nyswue peaynetatel 03,

O3 npu HeBNaronpuATHLIX MCX0Qax,

03 no npegonepauloHHOR OKYNAPHOW NATONOMMK;

aHanua npuyrd HepocTixenna O3 05 (6/12; 20/140) oth. eg. no kamgomy
NALWEHTY;

COOTHOLWEHWA HAPACTaKWMX HeDNaronpHATHLIX MCXO40B N0 BO3PACTY;

COOTHOWEHWA NOBTOPAKLWMXCA HEDNArONPHATHLIX MCXO40B N0 BO3PACTY,

COOTHOWEHWA OpYrMx HebnaronpuATHLIX MCXO40B,

03 y ucnetatenai;

HebnaronpUATHLIE MCXO00bl N0 MCNLITATENAM.

Takan KNUMHWYECKAA OUEHK3 [O3aHHBIX NOMOMET OpraHu3aTtopy onpenendts,
3ABMCHMT NK HEeDNAronpMATHEIA MCX04 OT MoNeTyemMon WMOJT unK oH BblaBaH opyrvmM
DaKTOpamMH.

D0.2.3.2 OpraHv3aTop OON¥EH NOMHWTE O TOM, Y4TO KNUHUMYECKOe BO3neAcTBMe
ONA MCTOPHMYECKMX KOHTPOMBHLIX FPYNN DAacCMOTPEHO TONBKO ANA HebnaronpuaTHEIX
WMCXOO0B, NPUBEOEHHLIX B npunoxeHdn A OpraHusatop QomMeH WCNonb3oeaTb
KMNUHWHECKME OUEHKM COOCTBEHHLIX WCCNEedoBaHWK, daddbie w2 nybnuxauui wiunm
0aHHBE W3 NPOBEJEHHLIX paHee KNUHWYEeCKWX WCNbITAHWH, eCnNW OHWM CYLWeCTBYIOT, B
CAy4Yae Hanu4ua Opyrix HebnaronpUATHEIX MCXOQ0B.

D.2.4 KnuHH4YecKHe oTHeTHbIe hopMbl

MNpumepb! 0TY4eTHBIX opmM NpueedeHsl B Tabnuyax D1 — D.5:
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rra rnias ATHONO AR
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QCTROTE apeHdAa, OnTR: . -
CTHMETUTE HYsHO, aoymas -
YMEID NANBUSE O O | yRazmThH B
LB H S Dy EH [ | Marcnors: Da Het Heaonpe
PEARLLAA HE CouT O ] TRNANTER
HET BEakLWE HA CRET O | NEESALOSKGHRONAALH O 4
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Cwareuakue madms 04

MpeaotapauMoHHLIR OT4HeT

e, fEC A Fiog

BHYTDMOKYNAPH S MS0EHAMESHTE!
Iia Het
AETHEAOTHE (] ]
Halad pHOR RS AT RO

HOPTHECCTEPOUS [

1T CHONRFG ROpTAROOTE AT

FiRel el

VEOMITE: OHT, FH T RO T SRR METTH KOO TS

CocTomHge POrOBALED

Da Het
HOPMANEHDE 0O 0O
AHOOTENUANEHER OHCTROER O 0O
apyras

WERIATI BE] MR

T D H RS bt YRR T T b
nepeHaCaHHER OTCNOMEE SETHETE
S B0ETUASCGEER D THHOE TS
MY T EHER [EFEHEDELMA

J0ooon
Do

Tabnwua 05— Poowma ONeEEURo=HOM OTHETE NG OUSHKE NEReqHekamap- ey MO

HoneTarene
l.'.h-'!'\.H.I'HFl HWE, OTYRL TG
MauneHT M=nupane naune=Ta
14
JaTa poxoasHA

JeHE, MEGRL, MO

OnapauMoHHEE OTHET

b, MEBCSL, TR

T BRSO MIACTHE Ia O Her[

ECAR Mpuaeaies, yEIISTEH BKHA,

FIHT pAOSYAADHLAE MBAKKAMEHT I
fAa  Het

anpeHanem
ALETHNED v ] |
vaphaxoen
apyrod

YESIETh A MESREOR SR TS

Bipn, SKCTREKLMY XDYCTANMES!
MNAHGEAR INETPASNCYHRHRA DR0ETPAKLHA
HATEREETR

i ety NinCachs KL e
apyrasa

ol

VWREIETE AL,
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Chetivamiie msbiuye 008

CINERAURIHRE A OTURT Larta anepagad
(1REI, MECALL, T0E O, MBEALL M5

E W, K2NCyNeToOM M Bpsma ¢ MOMEHTE HE4Hana A0 SAESpUEHER onepEUmn
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oo
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Apyran (M
YRR BHL
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Owowuanue magnuie 0.6

MNocnecnepausaHHsR OTHeT

AfHE MBZAY. MO0

B CAYHEE HATMYWA, WETON AArHoCTHEY:
LMUHHHECHERA
HIBDRECUEHTHAR ANFHoTpadnE
[HyHHOE NOEHEepEHYTR)
MELYTAPHEA OSrSHECELHA

10

aTpofhen papywe
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Tatnuwuya 0.7 — Pdopua oTeera o welRaronoHatHomM BoaneasToumm 00N

HommImaTens KNWH#HECKDE woNpTAHBE
AT, ML TS TR w1
MNauweHt YIHALRAENE MEUMEaHTE Mom:  wmywceod ] Paca: esponesowp [
(T HEHCRWE ] FETPOMI ]
MaHranaug
apyras C

SMEanHHaR [T
[ata posperine

AR, WETHL], FOS
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MpunoxeHue E
(pekomeHayeMOE)

OKoHYaTENBHLIA OTYET O KNWHWYeCKMX HenbiTanuax MO

E.1 ObwmMe nonoxeHUA

B HacToAweMm nNpUNOMeHWd nNpueefeHbl peKoMeHOAUMW Mo COCTABMEHWKD
OTYETOE O KMMHWYMECKMX MCNbITaHuax MO,

E.2 TuTynbHBIW NMCT

TUTYNEHBIA NWCT OOMHEH COAEPHATE CNedyHLWYHD MHPOPMaULKMIO:

HAUMEHOBAHWE KNUHWYECKDID MCMNbITAHWA,

noeHTupukauwo MOJ, BKNOYAaA HAMMEHOBAHKME, MOOENL M APYIME OaHHBIE,
HeobxoauMele ONA NONHOW UaeHTUgMKaUKuK,

thamMunuio, MMA, OTHECTEC WKWNK HAMMEHOBaHWE OpraH¥aaTopa,

HOSHTAQUKAUWID NNAHA KNUHWYECKUE MCNBITaHWiA (danee — [TKK);

OTMETEY O TOM, 4TO KNMHWYECKWE MCNEITAHWA NPOBOOWNKCE B COOTBETCTEMM C
OedcTeywOLWMMK cTaHgapTamu Ha MO,

Oarty,

thaMUnuio, UMA, OTYECTBO UCNONHWUTENA.

E.3 Pezwme

MNpMBOOAT  KPaTKyH  aHHOTAUMK, Ccofepwallyw chegywuwue  pazgens:
HAWMMEHOBAHWE, BBEdEHWE, UeNW KNUHWYECKMX MCNBITaHWA, CcyDbekTel, MeTogsl
MCNLITAHWA, PE3YNLTATLI, JAKMOYEHHE.

Non#Hel ObITe yKAzaHe! KNHOYEBLIE OaHHbIe, BEMHOHMAEA OaTy Havana (nepebii
cyDbeKT) W JaTy OKOoHYaHMA  (NocnegHud  cyDbexkT) WCNBITaHWA  WnW pary
npexaespeMeHHOro 3aBepLUeHuA.

E.4 CopepmxaHue oT4eTa

E.5 BeepeHue

MNpueOoOAT kpaTkoe onNWcadwWe Wccnegosadusa no pa3spabotke MO, wenw w
3afayu, NNaHMpyeMsle 3aBeplunTh B NPOLEecce WCCNeNoBaHWA.

E.6 lMpumeHAeMble MaTepUanbl H METOObLI MCNBITAHWMKA

E.6.1 Onucanve M3agenua

MNpueogaT onucadwe WMOMN M ykazwpeawT ee Ha3zHauveHwe, a Takke nwbbie
HAMEHEHWA KOHCTPYEUMK MON, BHECeHHBIE BO BPEMA WCTBITAHMA.

E.6.2 Pezwome MNKKW

NpeactaenawT pesome MK, Niobeie vamenedna e MKW e npouecce nensitaHui

4
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OoM#Hbl BT yEa3aHbl. Peatome NOMKHO BKNKOYaTE Cneqyiouke NoONoKeHus !

a)
B)
1)
2)
B)
r)
a)
1)
2)

e

LENb KNMHUYECKWX MCNLITAHWA,
CTRYKTYPRY WCNbITAHWA:

THN KUCNBITAHWA,

KOHEYHEIE TOYMKM MCNBITAaHWA,
3TUHECKWE COrMAaLIEHMA,

KOHTPOMNL TOMHOCTH O3HHLIX,
rpynny cyBLekTos ANA MCNLITaHWA:
KPMTEDWUA BENKOYEHHUAMCKNHYEHNA,
4Kucno cybbekTos,

neveHK4e;

) NepeMEeHHBIE UCNBITAHWA;

“)

CONYTCTBYOLWKWE NekapcTea/NevyeHKa;

K} ONMTENBHOCTE CONPOBOXOEHWSA;

nj} CTATUCTHUHNECKMA AHANKS:

1)
2)
3)

MCCNEedyeMy D rMnoTesy: KpMTEpHA NpoLWen/ He NpoLUEn,
pacqeT YMcna cybbeKToB,

MeTOOb CTATHCTUYMECKOID aHanKaa.

E.7 PeaynbTathi

3ToT pazgen OON¥eH COOepHaTs WHGQOPMaUMio © OnWcaHWem

pe3aynbLTaTtos MCNbITaH MH.

Pa3nen gomseH BENKOYATE:

a)
6)
B)
r
a)
e)

1)

OaTy Havyana UCnITaHWi,

0arty 3aBeplleHnA [ NPpUOCTAHOBKK MCNLITAHWA]
COCTOAHME CyOLEeKTOR [ U3denui;
OeMmorpaduyeckue gaHHble cybLerTos;
cooTeeTCTEME [TKK;

AHANW3, BENHOYAHLWMA:

dHanWia u

OT4&T O DEe30NacHOCTH, Pe3lMUAPYIOWWKA BCe HebnaronpUATHLIE WMCXOabl W

HebnaronpuATHeIe BO3JeRCTBMA (CcBA3aHHbe ¢ MO unu HeT) 3a Bpemsa WCNbITaHWA,

BENKYadA YEa3aHWe CNOMHOCTHA, HeoDXOOWMOro NeveHus, Pe3yYNLTATOBR W IakNHDHMeH e

HMCObITAaTENA & TOM, CBRAIZHD NKW NeYerle © NpoBEdEHHEIMIK MCOBITAHWAMK,

2) aHanua skcnnyatauuoHHsix xapaktepucTuk MOI B cooteetcTemm ¢ MKA,

3) nwbol HeoDXOOMMEIA aHanW3 nNo rpynnas (Hanpumep, nNo nony, pace,

EYNeTYDE W T. N.).
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4) onucaHwe BO3OeWCTBMA OTCYTCTBYHOLWMX OaHHLIX HA aHanwia (HanpuMep no
cyDbeKTamM, 0TKa3aBLWKWMCA OT MCNbITAHWA 40 WX 3aBepLUeHns ).

E.8 ObcywpeHuAa u obwme 3aknw4eHUA

Oonm#Hel BeiTe NpUBefeHbl KDATKOE ONWCAHWEe W pe3ynbTaTel De30nacHOCTM,
DHMCKM W NpeUMYyLLECTBA, 3HAYeHWA IKCNNYaTAUMOHHLIX xapakTepucTur. TakKe QoMKHa
ObiTe YEA3AHA KNMHWYECKARA 3HAYMMOCTE Pe3yneTaToE. [JonwHe! BeiTe ONUCAHLI M YEeTKO
oboaHaueHsl nwobele  cneuudWyeckMe NPOTHUEONOKA3AHWA ONA  WHOWMBWMOYANEHBIX
CyDBLEeKTOB U rpynn pucka.

E.9 ABGpeewaTypbl ¥ onpegeneHua

OonxeH DBbiTe nNpuveedeH nepededHb NpUMeHeHHbIX abbpeewatyp W OaHsbl
onpegeneHvd cnellansHelx TEPMUHOB.

E.10 3Ttuka

OomuHo BeiTe NpueegeHo noateepwaeHue Toro, YTo MKW opobpeH KoMUTETOM
no atuke. [lonxed npyunaratecA NepeYeHb KOMWTETOB NO 3THUKE, KOTOPLIe cornacoBanu
MKIA.

E.11 HcecnbiTatend 1 agMUHHUCTPATUEBHAA CTPYKTYPA UCNBITAHKA

B npunoxeHWd K OTHETY J0MkHbl ObiTe NpUBedeHbl KpPaTKOEe OonucaHue
AO0MWHACTPATUBHOW CTPYKTYPBl MCNBITAHWA W CNWMCOK WMCNBITATENeW C yKAldaHWeM
CTEMEHW WX y4acTua. TaKke O0N#Hbl ObiTe yrazaHs! damMuUnue, MMs, OTYECTBO WiIANK
HauMeHoBaHWe W KPUOWYECKWA adpec opradu3aropa.

E.12 Bnox nognucen

OkoHYaTeNEHEIW OTYeT AoN#eH DBITe NOANKCAH NUUAMK, YKAIBHHBIMK B 7.2,

E.13 [punoxeHWAa K oTHeTY

K oT4eTy NpunarawT cnegyowes:

a) KA,

0) cnucok wcnoiTarened W HavMeHOBaHWH  OpraHW3auwi, npoBOOWBLUMX
MCNBITEHWA;

B} CNWCOK OpYrWx BOBMNE8YeHHBIX NWY W HABMMEeHOBaHWA OpraHW3auri (IKCnepThl,
nabopatopui W T. n.);

ry cnucok HaBnopaTened;

O} nepedveHs KOMWTETOE NO 3TUKE,

e) tabnuusl co BCeMW OTHOCALWMMKWCA K MCNLITAHWAM O3HHBIMK, BEMIOYAKILLMMK
ece oTknoHeHwA ot MKW, HebnaronpuaTtHsle sozgedctena MOMN w vebnaronpuaTtHble

SpperTsl, OTKA3L!I U NPHUOCTAHOBKK.
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BEubnuorpacma

[1] 150 14155-1:2003 Clinical investigation of medical device for human subjects — Part 1:
General requirements (KNAHEYECKHE MCNRITAHKA MEeOHLMHCKRY HIOENKA.

HacTte 1. Obwwe TpeGoBaHMA)

[2] 150 14155-2:2003 Clinical investigation of medical device for human subjects — Part 2:
Clinical investigation plans [(KnvsHYecEne HoNsITaHHE MedHLHRHCKHY

Higenui. HacTe 2. MNnad ENMHRYeCERE BCNRITaHKA)

[3] =0 B59T:1594 Dptics and optical instruments. Visual acuity testing. Cormelation of
optotypes {OnTuka 1 onTryeckne nprbopel. MpoBepea OCTPOTR 3pEHKA.

MeTon KOpEenALWK ONTOTHNoR)
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Npunoxexdue OA
(cnpaBovHoe)

CpaBHeHWe CTPYKTYpPbI MeXAYHApPOAHOro CTAHAAPTa €O CTPYKTYPO#
MEeXrocyQapcTEEHHOro cTaHgapTa

F.1 OBwMe nonokeHuMA

CpaBHeHwe  cTpyKTYpbl  MeXOyHapOOHOro  CTaHgaprta c©o  CTPYKTYPOW
MEXToOCYOapCTBEHHOMD CTaHhapTa npeactasnsdo B tabnuue JA. YkazadHoe B Tabnuye
HM3MEHEHWe CTPYKTYPbl MeXrocyJapcTBEHHOMC CTaHgapTa OTHOCWTENbHO CTRYKTYPR
NpUMEHEHHOMo B HEM MeXOyHapogdHoro cTaHjapra obycnoBneHo NpuBedeHWEM ero B

COOTBETCTEME C TpeboeaHuamu MOCT 1.5—2004.

TaGbnwua 0OA — CpapHedue CTPYETYDERI  MESOYHADOOHOMD cTaHdapTa o0 CTRYRTYpOR
MEENOCYOADCTERMHOND CTAWOADTS
CrpyETYpa MesIVHAROHGDD CTRHIRDTS CIpyETYPA MERMOCYIADCTEEHHOM CTAHIAPTL
Honpaaaen IynET Honmyskr Frasnen Iynkr Honnyaxr
Pazmen 1 1
Paznen 2 2
Pazmen 3 3!
Paznen 4 E|
Paznen 5 5
5 5.1
5.2 3.2
Paznen 6 )
fi .l
fr.2 .2
fr. 5 .3
i d .4
6.1 f.4.1
642 4.2
1.5 Ll
fi.f ik
.7 6.7
6.7.1 6.7.1
6.7.2 .72
a4
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Dopmamnie mainuys J4

CTpyETYpa Mes Iy HApOoAHODD CTRHIARTS CTpyeTypa MesrocyQapCcTEaHHOND CTanIapTL
lHonpasgea Iy ni: Honmyuxr Pasaen [lyuxr Hoanyaxr
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" B HACTORWEM CTAHAAPTE OaHHEA paznen paabut Ha 17 NyHETOE B CEAIM G BESOSHHEM TEpMHOE no [1].
CTpYETYpE JAHHOMD NPANDHEHAR HACTOALWLEM CTAHOARTE NONBOCTER WIBHTHHHE CTDYETYRE NpUnoseHds B
MEXOYHEPOOHOrD CTAHOARTA.

¥ NAaHHOB NpUNOHEHWE B HACTORLWEM CTARHOARTE pasbato Ha myHETe, Y910 obyCROBNSHO HeoBXoOMMOCTERS
NpyBEEHA &ra B coaTteeTcTare o NOCT 1.5

4 -
Benredws 8  HACTOAWWA CTaHOapT O3HHDID  NPEEOEBEHAR UE-':,"'.'.J'I"JEJ'IE‘HI'_'I HEOEXOOMMOCTER yHeETd

I'Il'_'lTFll':‘ﬁHE!'.".Ei-‘l HEUWDHENEHRIX IEOHOMHAE CTDEH, YTHOMBEHYTRIX B NPE0ACNTERN KdE NMPOTOnJcoEdElAY 33 NEMHATHAE
MBERMICY OENCTBEHHDTND CTAHOERTA. MonoseHs NaHH0M MPANOEHIER OTEEN 0T T[_"HEIL:B:EIHHFM |'
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¥YOK 616—089.843—79:617.7:006.354 MKC 11.040.70 MOD

Knw4eesie cnosa. o@TanbMONOrAYSCcKMe  WMNNaHTATel, WHTRAOKYNAPHBIE  NWH3LL
MEXaHHMYEeCKMe CBOWCTBA, MEeTOodb MWAMEPEHWW, BOCNPOM3IBOAWMMOCTE pPe3ynbLTATOB
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