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Mpeaucnoeue

Llgn« 1 nprHuWne cTadgapTv3anqy B Poccyidceod Degepauny voTawoBNeHs PeqepansHsIM 3akoH0oM
o1 27 gexabpa 2002 r. Mg 184-03 « 0 TeXHUYECKOM PEryNHPOBaHAM Y, 8 NPABHNE NDMMEHEHHA HALMOHANEHEX
ctaHgapTos Pococwickol ©enepauw — MNOCT P 1.0—=2004 «CravgapTiaauma B Poccuickod Deaspauiia.
CicHOBHLIE NONOWEHWAD

CerepeHuA 0 cTaKpapTe

1 NOAroTOBNEH OTHpeITEM aKUMOHEPHEM 0bWwacTeoM « TKC-0nTHEAaY Ha OCHOBE COBCTRAHHOMD ay-
TEHTWUHOMD NEpEBOOS CTAHOARTS, VEAZAHHOMD B NyHETS 4

2 BHECEH TexHHM4eCKHM KOMHTETOM No CTaHgapTHaaume TH 286 «DnTuvea ¥ ONTHYSCKHE NPUEopEIe M
nogkorMuTeTos MK T « O Tanssonori4eckan onTHES »

3 YTBEPHOEH 1M BBEEH B AENCTBME Mpukazom GegepansHoro areHTCTREA N0 TEXHWSECKOMY pe-
MYMAPOBEAHMID W MeTponoru oT 28 oekabpa 2005 r. Ne 3T74-cT

4 HacToALWA cTaHaapT ABNAGTCA MOOWDHLMPOBAHHLIM NO OTHOLIESHMIO K MENIyHapOaHOMY cTadaap-
Ty MCO 11979-T2001 «MmnnanTars o ransMonoriyecsne. MHTpaokynApHeie NiHasl. Hacte 7. KnuHuyec-
Kre Wonemadaas (150 1187972001 «Ophthalmic implants — Intraccular lenses — Part 7: Clinical
investigationss ) Ny Te:

= HIMEHEHWA 8ro CTpYKTYphl. ConocTaBneqde CTRYKTYPL HACTOALLEro CTaHOapTa co CTRYKTYPOR yKa-
JAHHOMD MEOYHAPOOHOID CTAHOapTa NPUBENEHO B AONONHHTEMNBHOM NpMNOMEHUK ]

= BEEIEHAA QONoAHWTENEHEX CNos (hpaa). Npd 370K QoNoNHATENBEHBIE CNOBEE (hpaikl), BEMNOYEHHBIE B
TEKCT CTAHOAPTA ONA YYeTa NoTpebHOCTed HAUHOHANEHO W JLOHOMMEWM PoccHickol Depepaudy uuny ocobaud-
HOCTEA HAUWOHANEHOR CTAHOAPTUIALWN, BRiOSNaHE! KYpCHBOM,

- BREEOEHWA NpUnoxendR B, KoTopoe JONONHAET PAZOENE M MPHNOKEHWA YKAIAHHOrD MENIYHAPOOHOND
CTaHaapTa C y4aTomM noTpebHocTel HalyMoHansHMoR aKoHoMKUKN Poccuidckod Tegepalyvi Wuni ocobeHHoCcTeR
HALKOHANBHON CTAHOADTAIALLAN,

= WCKMOWEHAA NDWNOXEHHA A NDPUMEHBHHOTD MEXOYHAROOHOID CTAHOARTE, KOTOPOoS HEUeneCoobiasIHo
MPHMEHATE B HAUWOHANEHOR CTAHAARTUIAUWA B CBAIM C TEM, YTO OHO ABRMAESTCA CNPaBoYHEIM M COQEMKHT TER-
MUHE, NpUBaaeHHEe B TOCT P 518922002 (MCO 11873-1:99).

Mp# cobinea #a WCOD 1415512003 s KNWHMYECKWE KCNBITAHWA MEQWUUMHCEWY Haganui. HacTe 1. Obiyne
TpabosaxuA» (150 14155-1:2003 «Clinical investigation of medical device for human subjects — Part 1:
General requirementss) B HACTOALYEM CTAHQADTE OONONHWTENEHD NPUBEAEHE COOBDMAHNE COOTBATCTEYID-
LMK MYHETOR W NpUNOXeHWE E aHHoro MesoyHapoaHoro cTadaapTa, KoTOpkE BeAe8NeHsl BENTHEAENLHOR Mit-
HMEH, PACNONOWEHHOA CNERA OT TEKCTa. 3T0 00YCNOBRNEHD TeM, YTO MENOYHAPOOHEA CTAHAAPT HE MMEET
aHANOME CPeql HAUWOHANBHEX CTAHOApTOR

5 BBEQEH BNEPBLIE

Miichopmayus of USMEHEHUAX K HACMOAWeM)y cmakdapmy Mydnukyemcs & exe200H0 U3daaasonm Lk-
(PODMELUDHROM YRazamane « HayguoHankHee cmandapmibié, & MEeKci UIMeNeHUDl U RONDEaok — & SXeME-
CAYHO LIdaaaemiiX UHEHODMEUURHHEY YaIameanax «HauuorMansksie cmandapmes. B cnyyas nepecmompa
(F3an@Hbl) LU OMMEHs! HACMOALWE20 cmandapma coomaameomayiouiea yesdoumnasue Sydem onybnuikoeako
&8 ENEMECcAYHD UIdasasMoM UHDoDMaULOHHOM YRazamene sHaluoranessie cmaddapmess. Coomeameom-
yiiwan uHghopMayud, yeedomMIeHUe U MEeKCcMbl PaIMELEmeR makxwe @ uribopsdaluonHod cucmeme ob-
LE20 NOTLIEIHUA — Ha ohULuansHoM caime DedepansHo2o a28HMomEa Mo MaxHUYeCKOMYy Dasynupoea-
ML 1 MEMPonDeUY 8 cemu MumapHam

& Cradgaptisdgopm, 2006

HacToAwMA cTaHOapT HE MOMET BTy NOMHOCTED WK YACTUYHO BOCNPOMIBEAEH, TUPAMUPORAH ¥ pac-
NPOCTPaHEH B KaYecTee othULMansHoro waganua Gea pazpewesnd DegepansHONo areHTCTEa NO TEXHMYECHKD-
MY DErYIMPOBAHHIO W METPONOMHKA
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Npunoxenve A
(cnpasovyHoe)

MpuMepl cepbeidkl HeBnaronpUATHLIX KCXOA0E ONA NEpeaHEKaMEpPHLIX K JaaHeKaMepHLIx MON
M NOKAIATENSA OCTPOTE IPBHKA

A1 MNpurMepsl CEpbeIHE Y HESNATONPRATHE X HCEX000E GNA NepeiHSKaMeDHsIX W 3a0HekaMepHel MO npHeegeHsl
B TEBnMLax A1 W A2,

Tanwus A1— CootTHOWEHHWA HEBNaronpUATHEY HCXOOO8 ONA NapefHegame pEmx 0N

Yucno cyiserton 100 Yucno cyiuerton 300
KerH T it
Hefnaronpin miwd moxog HOE OTHO: n )
——— iR Faapew e Moparowoe Paapasw e
OTHDOLWIEHNAE, HO® ydicADO OTHOLUEHNE, HO® YHoho
e W

Ky NATHEHEIA:
UMCTOMAHEA MEKYNARHEIN OTEE 10,0 18,5 15 15,0 39
ripema 4,3 11,2 2] ) 19
rHNCHIWGH 0.2 24 1 1.4 2
BHYTPUINE3HAR HHEEELWA 2 2,48 i 1.4 2
CMELEHWE NWH 3L B3 NEDEIHER KaMSpE 1.1 54 3 32 &
BnoRMpoBEKa 3paYES 2.0 7B ] 4.5 10
OTCAGAEE CETYETEM 1,2 5.4 3 3.4 7
NOBTOPHOR XWRYPrdYMEeCcHOs BMSWETeNscTa0

[Moxnwdas oTCNOAKY CETYATEN ¥ 38JHEH KanCy-

NaTOMAR} 2.6 4.5 ] 5.2 13
MoBTOpARWKACH:
CTROMENEHEN OTEK POroBMLYE .5 42 z 22 4
LMCTOMAHER MARYNADHEIR OTaY 3.3 10.5 7 | 17
pEIApaHeEHHE 0,0 5.4 3 3.0 &
NOBLIWEHHSE BEHYTRMIMAZHOS JA8N8HMe, Tpa-

Oysries Ne-eHAn 21 rE ] 4,5 "

MpumedaHHR

EbILU3DLeE KOHTRONEHOE OTHOLWEHWE.

3 Nog PAIDEWEHHBIM HHCNOM NOHAM BT JONYCTHMOE HYHCND Ej'ﬁ"b-ﬂ KTOE ¢ Hefn BronpEATHEIM HCXOQOM.

1 Nog 2OHTPONBHEM OTHOWEHWSM NOHMMENT CTATHCTHMECHDE JHA4EHWE HEGNATONPUATHEL MCXOGOE, NONYYEHHOS
Mo pESYNIETATEM BHENWIA EFMHWYMECKME WCNHETEHMA nepegsekasmepss MOM, npoaogumex 8 CLUA B nepson ¢ MERTE
1968 r. no vioHe 1891 1. ¢ yuacTeem 952 cyfvexToB.
2 Nog noporoBsiM OTHOWEHWEM NOHUMEKT OONYCTHMOE 3HAMEHWE HeBNaronpUATHLIX MCHOLOE, CTATHCTHMECEH Npe-

TaGnuwua A2 — CooTHOowaHHEA HEONATONPHATHE X HCXOA0B GNA 3agHesaMepHex MO

g

Huzno cyfuakton 100 Huano cy@warrops 300
Eawrtpans
HafnaronpeateE noxog Il-:l-:;-umli:r-:-:'E Moparoace PaIpawan- T yon——
DOTHOLLIEHEE, HOAE JHCAD OTHOILEHAE, HE YHENO
% o
Ky My NATHEHEIA;
UMCTOMAHEIA MAEYNAPHEIR OTEE 3.0 9.2 & 5.4 14
raema 2.2 B 5 4.5 11
rANONKHOH 0.3 24 1 1.8 3
EBHYTRPHINEIHES HHpEEYHA .1 2.8 1 1.0 1
CMELWEHNE NEHIEI K3 NepedHER KaMepk 0,1 2.4 1 1.0 1
GNoHMpoBES SpaYKa 0,1 248 1 1.0 i
OTCROMKS CETYATHM 0.3 248 1 2.8 3
NoETODHOE XWPYRrAHSCcKos BMEWETENECTED
(MCHNEYAs CTCNoARY CETYATER W J30HHIK EBNCY-
NOTOMAE ] 0.8 4,2 2 2.6 5




OxoHYGHYE Mafnuie A2
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Huono cybsecroa 100 Hucno cybwexran 300
EoHtponk-
HebharanpuatHeA WEoon HO& -'_|1r|::= Noporosoe [ Noporosoe - S—
LEHRE, OT HFWEHRE, HOE YEEnG THEFWEHAZ HOE YECna
% k-
MoeTopROWHRCA:
CTROMANEHEIA OTEX POroBMUE 0,3 2.4 i 1.8 3
UMCTOMOHLIR MBKYNAPHEIA OTEK 05 a2 2 22 &
pEIGpEEEHE 0,3 29 1 1.4 3
NOBRILUBHHOS BHYTRUIMAIHO0E JEENSHWE, TRE-
fyiowes nevaHUR 0.4 4 2 2 1,8 3

NMpumewasna

Bullanes KCHTROMNEHDE OTHOWEHAES,

1 Moo KOHTPONEHBIM OTHOWSHWEM NOHWMEKT CTATUCTEYECKOE 3HEYSHAE HeBNaronpEATHRIX UCKOA0E, NONYHEHHOE
No pe3yneTaTaM SHANW3A ENAHWYECKHE UCNEITEHWE 3aHekamepdsx WON, npoeoarsex B CLUA B nepuon ¢ gexabpa
1988 r. no gekalps 1997 r. ¢ yuacTem 4210 cylverTos.
2 Mog Noporo8e M OTHOWSHWEM NOHMMAKNT GONYCTAMOE JHEYEHHE HEdnaronpMATHEY WCXOO0E, CTATECTHYSCHKE Npe-

3 Mog PEIpSEWEHHEIM *EHCNOM NOHWMEHDT QONYCTUMOS MACHO Oy fbekTor c HebnaronpuATHEM WCXOO06.

4.2 Mpumeps NoKa3IaTened NnocneonepaysoHHOR OCTPOTEl 3peHKA NpHEageHeE B TAGmwuax A3 W Ad.

TeBnuya A3— CpeoHHE NOKaIaTENK NOCNESNSpELMIHHTA

OCTRpOTE 3pesda 0,5 (612, 20040) oTH. en. wenk

BHILE
Huono cybsecroa 100 Hucno cybwexran 300
Konrtpone-
T
Wi O ras m";_: Maporopoe TpaGyemoe Moporosos Tomb e
THERLES OT HOUNSHNE, MM, OTHOLE A WMEND,
% HE MEHas k- e MEHEE
MNepegsekamepHan KON a0.4 68,6 T4 T4.3 230
JagHexamepHan MO 82,5 a4 4 a8 ag.2 210

Mpumesandsa

HOW QCTROTOW ZPeHEA 0,5 0TH. 80 WinnW BrLeE,

1 Moo KOHTPORBHBIM OTHOWEHWEM NOHWMEHNT CTATUCTWYACKOE JHEYEHWE YWCna cyObeKToR ¢ NOCNEonePayMoHHoR
CCTROTOR 3paHun 0,5 oTH. 80, WHNK BeIWE, NONYSEHHOE N0 PEIYNETATAM AHANMZA KNHHWMECENX WCNEITAHWA Nepen- Heka-
mepHex HOM, npoeogsmess B CWA 8 nepsog ¢ mapta 1988 r. no woHs 1981 1. cyyacTvesm 852 cyfweiTon, ¥ 380HEKAMEAD-
Helx MOM. nposoanssx 8 CWA 8 neproa ¢ gevalpa 19808 r. no gedatipe 1997 r. ¢ yuacTues 4210 cybeaiTon.

2 Mon NopoOroEsIM OTHHUEHASM NOHWMEHT ONYCTHMOS SHAYSHKE YHCNE cyBLexToR Co CPROHER NOCNesnapayHsoH-
HOR OCTPOTOA 3peHEa 0.5 0TH. 20 WWNK BRILWE, CTATHCTHYMECOEH HAEE EOHTRPONBHOND OTHOLWBHAA,

3 Moo TpefyamMaiM YMCROM NOHWME0NT MEHEMAENEHD OONYCTAMOE YACne CyBbesToR C0 CPEOHSR NOCNEonepaLyMoH-

Tadnuwya Ad— MyLwuWe nodasaTend NOCNEONepELWOHHGA CETROTR 3peHua 0.5 (612, 20040} oTH. en. wianu

BeilE
Yucne cybeecraoa 104 Yueno cybvestan 300
Kontpone-
Tein WO - Moporosoe TpeGyemoe MNoporosoe Tpeipewoe
wEHneE, 5
OT HOLIEHHE, LT GTHOEHAE, qBEn,
k] HE MEHEE ‘i'& e MEHEE
MNepegseramapran KON 0.1 411 85 a5.4 262
JaaHekamepran MO 96,7 91, G4 936 285

A3 MpueegeHsee B TabnAyax A1 W A2 neocneayereie oTHOWEHWA gna 100 W 300 cybuesTos ANA KNEHHYSCKEY Mo-
NETEHWR BYayT MeHsWe NPUES0SHHLX NOPOMIELY OTHRLUEHWE, TAK k3K nnhoe CTATHCTHHSCHOE CPABHEHWE COOSPHAT B

]
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cete owwisy auBoprd. AHEROMMYHD HoCNeayeMble oTHoWEHRNA B Tabneuax A3 W Ad ByayT Gonews, “weM NpHEETEHHEE
NoporoBE e OTHOWEHWA. B MHTEpEAN MeX Oy KOHTPOMNEHRIM ¥ NOPOTOELIM OTHOWESHWRAMK, NPHBEIeHHEMY B TRSnWyax, no-
nagasaT 80 % BoaMoRHEE OTHOWEHKAR. Mpd 3T70M, Hek GNWEe NOPOrcEDS OTHOHLUEHWS K KOHTRONEHOMY, TEM Mesbwe 80 %
EOIMOMHLIE OTHOWSHAA TYOE NON34YT, T.8. B03HMEEET owHlka ETOpPOrD THRE.

Ad MpuesgedHsie B Tabnuuex A1 W A2 pacue THE e PE3YNETATE HEBNARONPUATHEIE BCEXoO0E BENK NONY-HEHE & pE-
YNeTATE HCAONE3I0EEHMA OHHOMWHANEHOID PACNpedeneH A no Gopuyne

Pr{xzﬂ.p}ﬂ':;.‘:[”-ﬂ"ij-m"" < 0,05, (A1)

ros p— HKOHTPONEHOS OTHOWEHWE (T8, OTHOWBHWE HeBREronpMATHEIY BCXOO00B NA KOHTPONEHOR TEYNNE ],
n— pazMep exboprm;
X —  YWCAO 3BPEMCTRMPOBEHHEIY BO BREMS ENHHNHECHOND WENBITAHMA HEGNAroN pUATHEIX WCXOGOE;

X — uvcno HeBRaronpHATHEY WoXOO0E.

A5 BWHOMWHANLHOE pPECNPEOSNEHWE MCNONBIYHT ONA Tor, 4Tobe NPOoESpHTE, ABNASTCA NE MCCNEOYEMOE OTHO-
WweHwe HEeBNAEroNpEATHEXY HCEX0O00E MEHBWE WNW PAEHEM OTHOUSHWN AON# WCTODWMECEODSR KOHTRONBHOW TRynne.
AnanorpsHe gna Talnuyg A3 @ A4 SHHoMHHENEHOE DACNPESENEHKE HCNONEAYH0T ANA Toro, STodsl NPoCEEPUTE, ABNAETCA
AW MCCNedyesos OTHOWeHWE OCTPOTE 3peHdA 0.5 oTH. 8g. ¥ Bwiwe Gonee MNE PABHEIM OTHOLWSHHK ANA KOMTRONEHOA
MREYNNE . ANETSPHATHEHES MMNOTE%E COCTOMT B TOM, 4T0 MCCNEfYEMOS OTHOWSHWE MEHEa OTHOWEHWA ANA EDHTPONEHOA
rpynnk .

AL MarkcumansHos aHEYeHKe GnaronpUaTHEE MCxodos (Talnkua A.4) sMokeT OsiTe NONYYEHD ¢ HCNONEIOBAHWEEM
BuHOMAHANEHOMD pRCNpEOEneHUA Ne opMyne

=1
o {.r : %.ﬂ i' = ‘:i;L :‘] pl- < 095, (A.2)

rOe p — E0HTRPONEH0E OTHOWEHAE ONA CCTROTH 3peHdA 0,5 OTH. 8. W BslWe;
# — paasep asifopsd;
X — YHCMO 3BPEMMCTRHPOBAMHEN YoNBLWHEY HCXOO008 WCNETAHHA,
A — yncno sefnaronpHATHE MCX0A 03,

110
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MpunoxeHne B
{pekoMeHgyemoe)

TpeGoBaHWA K pacnWcke of MHOpMUpOBAHHOCTH

B.1 OBwwe TpedosaHmA

Pacnscka of WHDOpPMMWPOBEHHOCTE A0NKEHE TS Nony$eHa oT E}lﬁ'hE ETH 8 NHCEMEHHOM BWOe Nepel Havanom yYac-
THR Eﬁl‘ﬁ-ﬁ-ﬂl‘l’ﬂ E KMWHWYECEWE WCNBITAHWRX.

Mpume=aH e — PopMa pECNWCEA OBEHHD COCTOMT W3 MHODMAUWOHHOR SECTH M COTNECHTENEHORMoD-
MUCHOA YACTH. 3T¥ OB YACTH MOTYT BeTe NWO0 cxomBMHMPOBAHE B OQHOM OOKYMEHTE [MHGOPMAYWRA ANA NAYHEHTE W
pOpME PECNMCKA) KNKW DEZOENEHE HE NACT HEOPMALUHK QDA NEUHSHTa ¥ GopMyY PECNWCHR NALUHEHTA.

B.2 Mpouyece NoNYYEHMA PACNMCER 08 HHOOPMHDPOBAHHOGTH

Mp# NoMySeHWA PECIWCKE 06 WHDOPMEPoBEEHHOSTH chedyeT coBmoaaTe cCRenyilWe Npasuna:

a) WateraTe NOGOND NPUHYHOEHWA MNW HESAKOHHOID BNEAHWA HE cyBLekT Ona ofecnedweHWs ero YYaCTHA)

) HE YENOHATECA WM HE NETATECA YENOHWTLCA OT coBnNABHRR 3AKOHHE X NpEE cyBLakTa;

B} WCNONB30BATE ASLIE, EOTODLE HE ABNASTCA CREUMANLHLIM W NOHATEH CYELEKTY WK 8ro JAKDHHOMY NPeOCTABM-
Tans,

ri npeaocTaanTe cyBLEETY BpEMA ANA oBAVMEBAHEA palliaHiA of YUacTHl,

A) pacnWCKa GoN#¥HE CoOSpWaTE JATHROBEHHBIE NOANUCH CyBBEKTA HNHE 80 3AKOHHOTD NPSACTABHTENA W KNHHK-
HBCHOrD HCNBITATENA;

8) BEMIOHETE CYDLEKT B NNaH KNHHEYSCKHE HCNBITEHER,

B.3 Wudhopmausa, NpeascTaENAeMan cYyBLeKTY GNA NONYYeHHA pREAMEKA o WMHPOPMAPOBAHHOCTH

Ha noHATHOM ANA cyBLekTa WNE &ro 33K0HHOTD NPESCTEEMTENA A3kKe QOMEHE GsiTe HaAN0KaHa CNE0YIDUWana HHop-
[LETTER
8) CNAGCEHME UCNBETAHRA/HEIHEYSHKE!
1) MCCNegoEaHWRA, BKNDYEHHES B MCNETSH WS,
2) uENs WCNEITAHWA,
3) NpeOnonareemMER QNUTENEHOICTE WCNEITAHMA ¥ CTENSHE BOBNSYEHHOCTH cyBLeKTa B NPOUSCE MoNE TEHMA,
4) onuceaHMe wocnegyemon MOM,
5) ONACEHWE NPOLEOYD, HCCNEROBAHHA C AXUEHTHPOBAHHMEM BHHMEHHA CyBLSHTA HE IKCNEPUMEHTS;
) npeackaIyeMEIR DUCEN:
1) wHpopMaUnA 0 Mol NPegCEEIYEMBIX DHCEEN W OCMOEHEHWAX,
2) wapopmauna o niodex poasMorHEeE nofouHwx aguperTax;
B} NOTEHUMANEHEIE BRMOE
1) ONUCEHKE MOTEHYHAENEHEX BRIFO AnA cyGeexTa,
2) ONHCEHWE MOTEHYWENBHEX BRIFDD SR ApyTux cySwekTos;
ri aneTEpHATHEHER TEpaNWA:
1) WHpopMaUna 08 BNETEDHATHREHEE METOO3X NEYSHHER KNK QONYCTHMEX NpOYeyPax;
A) KoHPWABHUHANBHOCTE:
1) YHIZBEHHWE O TOM, 4T0 yuacTHe cylivexTa ABNABTCA KOHEMOSHYWENEHEM,
2) YHAZEHWE O ToM, 4TO CyDLeKT QOonxeH PAIPELIATE JOCTYN K CEOMM ME0XLMHCKHM ZENACAM NONHOMOYH R
N#ELUEM W NPEOCTAEWTENAM ORraHWZETORE,
3) WHPOPMAEUKWA O TOM, YTO PEIYNETETEl HCNEITAHEA MOrYT OwiTe onyOnukocEaHel G283 DACKDEITHA NWYHOCTH
cyfnerTa;
£) EOMMSHCEUWA [MequUMHCKaR fhUHaHCoBaR )
1) wHpopMauWa o YCNOBWMAX ONA NONYHEHHA E0MNEHCAYWH B CNYHES PAHEHWA, BOIHHKWENS B PEIVNETATE
YHECTHA B KNWHWHECEMY MCNBITEHKAY, U 0 TOM, KAKWE OONONHHTENHEE MEPE Mo OXpEHE 300P0OERR BY QYT Npe0ocTAENEHE
CyBLEHTY B CAY4ES CEPLAIHOND YEEYLRA,
2) UHpOpMAUWA 0 PUHAHCOBOHA HOMNSHCALUME 33 YHACTHE, BCIW 3T NPSAYCMOTRSHD,
W) BONPOEE O HEYANE WHNKH CHOHYAHAH KNHHWYECERY WCNBETEHWR
1) WHPOPMALKWA O ToM, ETG OOMHEH OTEETHTE H3 BONPOCH CyBbekTa NO WCCNEOOBEaHWAM,
2) WHhOpMaAUKWA O TOM, ETO QOMHEH OTEETUTE HE BONPOCH CyDbEKTA B CRNyY3a TPEEME,
3) ondcadue obcTORTENLCTES, NPW KOTOPE X yuacTHe CyEbLSKTE B HCN=ITAHMAY MOXET BeTE NPEKPELYEHD HWETk -
TaTenemM,
M) HOBBIE OTEPEITHA.
1) MHPOPMEUKWA O TOM, 4TO HOBLIE OTEPSITHA, COAENEHHRE C yHacTeeM cyfberTa, gon#He SeiTe A0CTYNHE BOSM
EMHHWMECKNM MCNRTETENAM.

1
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B.4 3aAEneHHMA B pacnucie off HHPOPMADOEAHHOCTH

HeopMaUMOHHER PACTMCKS GONKHS COOepHAaTE!

3] I3ABNSHHE O TOM, 4T3 YyHECTHE CyBLesTa RENAGTLA AOBPOBONEHE K]

B} 33A8NEHME O TOM, 4TO OTHA3 0T YHECTHA HE HECET HWKEKHY WTPAMHEE CAHELHA N0 OTHOWSHHE & CyOnenTy.

8] 3ARABNEH®E O TOM, YTO OTEES 0T YYECTHA B MOS0A MOMEHT ENHHHYS CHRE UCNBITEHWA HE HECST HUKAKHY W TRadHEI Y

CAHKYMA NO OTHOWEHWD K oy BrekTy,

r| 33ABNEHNE O BOIMOKHEN NOCAENCTEWANY WCTETRHWA,

O} BABNEHWE O NOHWMAHWKA NPEOCTAENEHHOA WHOOPMBLLMK.

B.5 CormaweHnA B pacnucke of HHopMMpPOBAHHOCTH

Mpw nognUcadnn pacnEckd 08 WHOpPMUPOBEHHOCTH CY BLesT WK ero o MuransHsid NpegcTasnTEN: QonkeH GuTe
COTNACEH;

8] HE YMBECTHE B KNUHHYECKNY WCNBITEHWAX,

6} 4TOo ero NepooHankHBA Bpay ByaeT MHMOPMUPOEEH O 8r0 YHECTHHE, WKW NOONMCATE 3ananeHne ofi oTeRse 8 Npeg-

CTAENEHHWH TALO@ HHI:'}IJ-FIHE LN,
H-:I HA WCNONLIDBAHWE &M0 NepCOHENBHEX OBHHBIX ANA WENSA ENAHEYSCKOND MCNETEHKHA.

12
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Mpunowedwa C
(pekoMeHgyamMoe)

PyxkoBogcTeO No onpegenaydMo mogudrkauuM bazoson mogenn HON

C.A MoavdpuEauWa EOHCTPYRUMWIMaTeEpnana Gazoeod mogens MON

C.1.1 DBwwre nonoMeHHA

TpefoseHna & BcneiTandRe MO, REnsoWEMcR mogrudingayuarin Basoeod mogend MOMN, yee npoiegued KniHn-
YECKME MCNBITEHWA, JABWCAT OT CTENEHM HIMSHEHMHE, BHECEHHE X B MoaMdHuMpogaHHy Mogens WO, Mognducayuwe Ga-
anEod monend MON nogpasfensoT 8 OBA YPOBHA. YpOoBSH:s A W ypogede B. MNpasepsl mogudHESLHA yPOBEHA & W YPORHR
B Gazosod mogens MOM npueegeHs 8 C.2

C.1.2 ¥Ypopene A

C.1.2.1 Mogedeeausn Gazoaod mogend MO ypoada A B GoneWHHETES CNyYE8E He TRelyaT NROBEAEHWA KNHHW-
YSECERE HCNETAHWA. B cnyysaa, acnd MmogwluuspoeadHan mogens HWON oBnegaer cBCRCTEAMMK, KOTOREE HE MOMNYT BHTE
B0BEEATHD WCCNEA0BEHE B NEpWOL NPSAKNHHWHBCENY MCNBITEHWA, HANPHMED, NOTEHUMANEHOE NOBPEEJEHWE TEEHEd
BCASNCTEMS HIMEHEHWA TEXHERA WMRNaHTaURM MO, enWsHYecsie MENETAHMA SO0NEHE RROBCOWTRCH.

C.1.2.2 Mogedreausn Gazoeol Mogend MON ypoedA A ofibyHo He HENDNEIYKT & EaYecTEe Gazoe0W MogsnKW gnNa
NOCNSAYIBLUIEE MOSWE HEaYHA.

C1.2.3 Benyywas, ecnd Mogens WO HAX00WTCR B CTAOMM KNAHEYECKHY MCNETAHWR, MOogufurauwEa ypoaHaA & aTol
MOAENd TEEKS MOWET BeiTe NOABSPTHYTE KNHHWYECEWM MCNETEHWAM W J8HH=E WCNeiTaHWA Gazoaod Mogenn W Mogudi-
EALMA YPoEHA A 8moryT GuTe cromBuHupoBads. Ecnn wamenedns Bazosoh mogend WO ypoEHA A BRNIDYE0T 38MeHY Ma-
TepuEna Ba3oBwX MOZENSA, HENPUMSP, MOSWEWEEYWW, OnWcaHsee B G 2212 TEyx MOgens He QONyCkaeTocA
HCMNOoONB30BETE OMNA NPOES0EHWR KNMHWMECEMY HCNBITEHWA.

C.1.3 YpoeeHs B

C1.3.1 KnuHeYeckde weneTaddan MO, aanfowdiea mogufukaysnun Bazosecld Mogeni ypoeHa B, 0on#Hel 8KnK-
4ETE HE MeHes 100 cybraaToR. HaBNDJASMEE B NOCNS0NERAYH0HHEIA NepHod No GIOpMe OTHETE 8 COOTEETCTEMW ¢ Tabnu-
uei D4 npuno=endna O

Hucno oT4eTOR Gna Bcex noceweHnd cyinesTor AonsHo SuiTe He medas 100,

C1.3.2 Yucno WO, veolxogumsx aNa npoEEgEHWA KNMHUYECKWY HeneTEHWE Gaaoech mopeny MO0 ypoesa B,
Son#H0 GbiTe MWHUMENEHEM, HO QOCTATOYHEIM ONA CPAEHEHMA OTHoOWEHWA HEBNBEroNpHATHHE WCXOOoE W MIMEHEHWA
QCTRPOTE 3pEHWA ONA MoneTyeMold WOMN ¢ oTHOWSHHAME ANA WCTOPMYECKON KOHTRONEHOR rpynne. Ecnu opraHnzatop
COABHWEEET KAHBGTED HoNETYeMex MO ¢ ogHoBpeMEHHD 3ANYIWEHHON KOHTPONEHOA TRYNNOH, TO OH Jon®eH OToSpaTE
Takoe sMcno cyfinesTos, HoTopoe OyQeT AOCTETOMHLIM OANA BERABNEHWA HEMEHEHHRA DCTPOTR 3peHHEA W HeSnaranNpHATHED
HCEOQOE © TOYHOCTRER, SHEWEANAHTHOA CRAEBHEHHID C WCTORWYECKORA KOHTRONBHOM MRy Nnod.

G133 Yacno WON MogudiEaywn yposHa B, He Bel0ep#®aBEWNE MCNETEHRR, 0onHHo OeiTe Be Gonee 10 % . Kaw-
Oeld MCNeITATENE JONFEH NOOSEHTETE MCNBITAHWARM HE MeHes 20 % W He Bonee 25 % obwero SMCNa HoNeITyemMsx cyBeaE-
ToE. KnuHuyeckde WocneiTEHWA MIOM Mogi@uEaydd YpoesA B cuMTamT 388€pWEHHSIMA, KOTQE HA BCS BOEMEYEHHBIE
CyOReKTH COCTABNEHE OTYETE B coOTESTCTEEM ¢ Talnuyen D4 npunomesun Do

G134 Mogsdpdeaysmn MON ypoesa B cudTan T $33080@A MOSENEM . SCNK NOAYYEHBl OTHETE Mo HE MeHes e 100
cyf@nekTam (OAHAKD He B RoMBHHALMY C OTHSTEMKH MOORpPEEa UMM YPOEHA A B NSPMOD KNAHEYMECHAX HCABITSHEA), ¥ B CAY-
dae, ecni Mogadikaysa MON cooteetcTeyer Bcas Tpeloaansam MOCT B 52033, NOCT P 52035, FOCT P 52040.

C.2 Mpwsepol mogvdrkaysan MON

C.24 OBwuve nonoMeHMA

C.2.1.1 Mogsdgurausn MOMN, nogeepragMes ENHHHRYSCKHM UCNBITAHMAM, NOAPA3geNAKDT HE MogndrkaLrE Baso-
BOH MOSENH YPOBHA A @ ypoeHA B. KpHTeprid eneHdA npueeged B ©.2.2 w ©.2.3.

NonyckaeToR MOgUEHMUHpoEaTs Baaoese Mmogeny MO, issowmre cNeqyowHe Np@IHaKy

- P — aggHekaMepHsie MON @3 nonusMeTaneTaspanata (MIMMA);

- A — nepegHekaMepHsie WO wa MMM A,

- BP —agaHekamepHsie WO w3 Marmsds METEPWANOE, WMERWKE NNOCKHEA JWaanH (Bes neTans);

- 55 — cocTESHLIS 3a3gHekaMepHee MO conTusecE0® 4acTher, MIMOTOBNSHHON U3 MATEML MATEPHEN0E W NETNAKE
M3 CTAHOEPTHEY MaTepranos (MMMA, nondnponuned wne nonnamngl;

- BN — cocTaeHeie zagHekaMepHele MOM ¢ onTryeckol YaCcTe M3 MATEWY MATSPWANCE, W NETNAMMA W3 HECTEH-
OEpTHHY MaTepHanos.

C.2.1.2 MogrduyspoBaHHAR MOGENE MOEAT BENIYATE PAINWyHsE HOMOWHELWM MOORpEEALNE, YE3aHHEY B
C.22—G0.235, ecnd cofN Qa8 TCA B8 EPATERMM (HANPpUMEP, MOONENLWDOBEHHAA MODENE MOMKET HMETE BONBW Y ONTH-
MECHYH HECTE ¢ CRErKa HaMeHeHH0A KoHg M rypaysed neTens M BonewuM clwin graseTpom). MogndeEsURA, YRE3aHHAR
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B 52212, 0TNHHEETER OT OEYIME MOLWEHMERYHA TeM, “TO 3AMEHEH METEPHEN HNE M3MEHEHA KOHCTRYRYWA Gaz00f Mmo-
Aenu.
C.2.2 MogudpMrayMMK YpOBHA A

C.2.21 JeprancHOOTPAEEHHAR BepoHA mogend MON

Mpuadasyn MogwdHyspoaadiex MON Tinoe PIASSPISSSN gonsse COOTEETGTEORETE YEa3aHHBIM B C.2.1.1.

C.2.2.2 MameHense obwero guaMeTpa

Mpuanagn mogudryupoeadHex WON one naydesTos © oNpeJenSHHEM QUENAZ0HOM WHpKHHE NepeiHed EEMepsl
rNa3a ane Mogudiywpoeadsss WON ypoBHA A QonEHE COOTEETCTEOEATE YEE3EHHEIM B C.2.1.1.

C.2.23 WamMeHEHHA KOHETPYHLHHA NETENL

Npuadaxs sogrdEunpoeasHe: MO 8 cnysae gofasned«s saEpyrNesdi WNE ManeHsEds NeTens ANA THNOA
PIAISS/SN gont el COOTRETCTEOEATE YHA2EHHLIM 8 C.2.1.1.

C.2.2.4 MimeHeHWA HAENOHA NETENL

Npuadazy mopdguurpoeaHHex WO B cnyyas @aMeHeHRA NNCGCKOTS AW38AHA HA OWEEEH C TENOM, OTERNOHEHHLIM
HAZE0 0T NETENL, NPHEOALLWA £ YBENAYSHE0 CAMTETan He Bonee yau Ha 1,6 mwm gna MO c sagaed sepwsHAch ped pak-
umen 20 Ontp, anaA Tenoe FISSMSN gonsse COOTRETCTROBETE YEAIAHHEM B C.2.1.1.

C.2.2.5 WimeHeHHWA KOHEOHIYDaALHHE, TONWWHE HNH WHPHHL NeTEnk (Ranudpa)

C.2.2510 Ofwwe nonosEaHUA

MNpuaHeEk MogudyspoBadiex WON Tanoe PASSISN gonsHel COOTESTCTEOBATE YEE3aHHEIM B8 5.2.1.1.

Ona toro, YTolk onpegenyTe MOQHDHEALMKD YEOBHA A, HEoOXOAWMO NPOESCTH BHANW MIMEHSHWA MEXaHWIBCKHY
ceolcTe WO,

Ecnuv mogudvyupoeaHHan Mogents MO0 ofnanseT cEOACTEAMM, HOTOPRE HE MOMYT BHITE SASKBATHO BCCNE JOBAHRI
B MEpH0g NEeLkNdHEYSCERE MCNBITAHWA, HANPHMED, BCNH MOKET NPoM3I0ETH NOTEHUWANEHOS NOBREH [EHUE TERHER BCNE-
ACTEHE MIMEHEHWA B TEXHHMES MMAN3HTAUAW, TO TEEEA MOOMPHEILAA He MoKeT OkiTe NPUAHEHE Mogudukaysed MON
ypoBHA A

MeTogbl CpEBHEHWA MEeXEHWNECHEME CEOACTE GE30800 MOOEnM 4 MOQMDEUWPOSEHHON MOOSMM NPUEEgEeHs A
C.2.252 Ecnd OpreHW3aTop NPUE0OMT £ BRIBOOY O TOM, 4TC NG 00H0MY METOAY CPEEHEHHA MOQEMHHAUMA HE OTHOCHTCA K
YPORHID &, OH OON¥EH YEAIETE OPYIOM METOD A0 HEYANE KNHHEYSCHHE MCNETEHEA.

MpumevaHwe— MeTooE W SHENWE QEHHBY, NPUMEHRAEMEIY B WCNETAHEAY MEXEHHYSCHEN CEOACTE, — N0
MOCT P 52038 (B.2252—B. 2253

£.2.252 CpagHeHke ¢ eanHMYHch Bazoeod Mogensio

NpraHaxn MogapEyspoBaHHsE FMON Tanoe PISSISN gonsHsl CooTESTCTEOEATE YEE3AHHEIM 8 ©.2.1.1.

OnA cpaEHeHHA MOOMGHUEPOEEHHEA MOOENA ¥ MOSEN:E, NOOSERrIASMON ENAHHYSCEMM MCTETEHHNAM, OPFEHU3aTOp
Aon#eH QOKS3ATE. “TO MEXGHHYELKME CEOACTES MOSHMDHYHPOBAHHON W WCNETYEMOA MOOeNed BHAN0THYHE.

CpasHeaan sognhMunpoaasdysr W Ha3oey mogens WO, coprandiatop Donwed OOEAIETE, 4TO MEXEHHYECHHE
CEOWCTES MOOMEMUUpaEaHHol MO asanoridsel MesaHsHecium caofoTeam Gazoaol Mogens.

C.225873 CpagHeHHWa HECKONaKMY BA30BLIY MOOENEd

NpuaHazy mogupuyMpoaaddey WO tinoe PISSISN gonsHsl coOTRSTCTEORATE YEAIAHHIM B 211,

CpaeHsean MOOQUWEMYHPOEIHEYH W HECKoNekD Baioews mogensn MOMN, opravkzarop QonseH QOKE3ETE, HTO MEXE-
H¥YSCKME CEORCTARE MOogUdMuHpoeaHsos MO cooTeaTeTeyOT KapakTepucTUras Basoems Moganel.

C.2.26 HaimeneHWe AWENAIOHA ONTHYECHON CHNbI

Mpuanegn mogefruspoaaHHEy MON tinoe PIASSEISS5/SN nonsHe COOTBETCTEORATE YHAIBHHEM B G2, 1.1,

OpraHMIaTop MOMET NPOBCOMRTE NHOse HAMEHEHWA OXRANA30HE ONTHHMECE0R cne, 2ecni MO cooTeeTcTEYET TRE-
Gosernam FMOCT P 52034,

OpraHdiaTop Jon=Eed NoMEMTE O TOM, 49TO NpH ongenenesHsix koMOMHALWAX METEPHANA W NPOEWNA HEKOTOREE
mogend WO e cooTeeTeTEyT Tpelosadsas MOCT P 52038 scnescTene BAMAHAA chephHecis abeppaymi.

C.2.27 WimMeHEHWA PAIMepOB ONTHYECKON YACTH W/MNK KOHETPYEUHHE Tena MON

Mpuadaek Mogupduspoaddss WO Tanoe PISPISSISMN gonkdes cooTESTCTROBATE VEA3AHHEIM 8 C.21.1.

VIZMEHEHUA KOHCTPYEL®W TENA WHNKY DA3IMapoE ONTHMecE0d 4aCcTH JoNyCK3HNTCA NDH YoNoEWy, ecnid ofwan gnusHa
MON #e meHes 50 w4 =5e Gonse 7.5 ws agons nobBoro MepeakaHa.

C.2.28 OoBagnexnde, yOANEHWE HAK CMELEHME NOIHYHOHHLIE OTEEPETHE

Npwadagn MogefEUspoaaHHEE FON Tinoe PIASSPISSISN gonsse COOTEETCTEORETE YHA3aHHeIM B T 2. 1.1,

MosMyMoHHEE OTEEDCTHA, BNEAKLHE H3 KRNECTAD ONTHYECKOA “3CTH, AONEHE PACNONETATECA H3 PACCTORHWE HE
MeHea 225 WM OT YBHTRA ONTHYSCKOR YRCTH ONA Torg, YTobsl pACCamHMEe MIMNE UCKEMEHUA OT HAX GkiNE MUHKMANE-
HEIMU.

C.2289 fNoBSagnexse pyfuys Ha 380HeH NoBEPXHOCTH Tena HON

Mpuana=zn mogsgruspoaadis WO Tunoe P gonsde co0TRETCTEOBETE YEAZAHHEM B C.2.1.1,

DonyceaaTcea gobaenate pyfey Ha saguios noeepEHocTe Tena MON B cnysas, ecnn guaans pydua noaTsepowneH
KM HMYECEMME HCNBiTaHWAME Mogenyn MO c pyByom v kpaid pydua HaXo0WTCA HA PRCCTOAHKK HE MaHes 2,25 MM oT YyeHT-
pE ONTHHYECKIA HECTH.
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C.2.210 MenbeTEHHE PAINMYHEIEX KOHETRYEUAA HON B 0aHOM KNHHAYECHOM HCABITAHHH

MpuaHaks mogudiyrpoeanHe: MOM Tance PISSI5N gonsse cOOTERTCTBOSETE YEA3aHHM B C.2.1.

Oowd maTepian MO moxeT BuTe MeneTEH ANA Bonees ses oQHoA soscTpyEYMKE MON, ecne koHcTpyRwis MO nog-
TEEpEAEHE HE COOTEETCTEWE Ga30Bns MogenamM. MNpe 3ToM MEXaHEYECKHe CEORCTEE HoneTyerol MO gonsHe GeTe
BHANOTWMHE MSXEHWYECEMM CEBOACTEAM G330800 MOOSnH,

C.2.211 MeNeITaHHE PAINMYHLILE MATERHANOE B OOHOM HNWHRYACKEOM WENLITEHMK

MpuaHakw mogudruMposadHez MOMN Tanoe PISSIEN gonss0 COOTERTCTEOSATE YHA3aHHwM B C.2.1.

Ogsa koHeTpyEuMa MO MoxeT G0 Ts HoneiTada ¢ Gones yeM 0OHEM M3 TSPHANGK GNA NeTeNk, SCNW BCS MaTSpWa-
M=l 40 WCNEITAHWA GENW NOATEEDWASHE HA COOTESTCTEWE BazoemM Mogenam. Npy MenoneaoeaxsWK Gones oQHOMD MATE-
pWENA ONA neTanes, sce Mmagend WON gonsds GsiTe MOAMBHEILAAMMA YROBHA A W COOTEATCTEORATE TRESOBEHUAM C 2 2.5,

C.2.212 JaMeHs MATEPHANS W BOHCTRYRUWA WO

MpuzHaky mogudggdpoeardex WO tanos FISSISN gonside cCOOTEETCTRBOBETE YEAZAHHEIM B C. 2. 1.1,

Martepuans @ HOHCTPYEULWE GE30B6Y MOOENSA MoryT BuTe 33MEHEHE, BCNH HCNONL30BEHKWE METEDUENE HOBOH
{oN#A AEHHOrD MATEpUana) keHeTpykume MO e NpUBOOMT K MIMEHEHH 1D MEXBHUYECHAE CBOACTE Sascsioh mogenn MO,

G.2.3 MogWwdHEaLWH ypoeHA B

C.2.31 WameHenme ofwyero guamerpa

MpuzHakw moguguydpoesarde WOM Tenosa PYSS/SN gonsss cOOTRETCTEORETE YHAIAHHEIM B C.2.1. 1.

MameHeHua obwers guadetpa MOM momeaT NpABECTY K coagasun moguwduegagud WO, He cooTBeTCTRYIUW SR TRe-
Gopaduamn C_2.2.5 npu aa cpaeHedwi ¢ BE20B00 MOAENE0 WNK ¢ DASOM XAPEKTE PUCTHE HECKONbEME BAZ0BEE MOOENEaH.

C.2.3.2 MameHEHMA EOHQHIYPALWH NETENk

MpuzHakw mogudguuupoeardex HOM Tenos FISS/5SN gonsse COOTBETCTEOBETE YHAZAHHEM B C.2.1.1.

MamMeHeHHE KOHDHIYPAUWY MaTENk MOEaT NPUESCTH K CO3GaHMD Moguprueaummn MOT, e cooTeeTcTeyWwed Tpedo-
gaHuaM C.2.2.5 npu ee cpapHesnsd ¢ Ba30B0R MOOSNEHD ANKW C PAOOM EADAKTEDHCTHE HECKON biHME Basoasix Mogenad. Ecnu
HIMEHEHWE EOHBUIYPALYKMN NeTene ModudgnyuposadHol MO MoMeT NPHESCTE K NOTEHYWENEHOMY VEENWYSHWD DHCKE
QCAOEHEHHA N0 CPpasHeHRD ¢ BAI080H MODENE, TO TAKYS MOOHDUEALMD NOOBERIENT WCNEITAHHAM HE MEHEE Y8M HE
A cylivasTax.

C.2.3.3 MaMeHEHMA MaTEpHana dnk kanubpa neTens

MpazHaks mogudrupoeande: MOM Tanoe PISSISH gonsse COOTERTCTEORAETE YRAIaHHEM B C 2.1 .1,

MamMeHeH e MATEDHWENE NETENE (WK JPYIOro MaTepHEana 4acTE Ba30E0@ MoOenK) WK KANWEDE NeTENE MOMET NDH-
BECTH K CO3nasusn Monrdreanrs MOM, He cooTeeTcTeyiowed TpedosaHeam C.2.2.5 npy ee cpaeHesid ¢ Bazosol Mo-
OS2 WK C PAOOM XaQAETERMCTHE HeckoNsEMy Ga3cesln Mogened.

C.2.3.4 MaMeHeHME MAaTEpHANE NETERL

MpuzHaks mogudrurpoeande: MO Tenoe PrS5I5N gonsse COOTEETCTEDRETE YRA3aHHEM B C.2.1.1.

MameHeHue MaTepeana netens WOMN #a MaTepuan, He HIBECTHEIR MCNEITETENH, HO HCNONB3YEMEIE ONA NETENL NG
OaHHBIM OHTANEMONGMEYECHYE HCCNeOoBAHWA [CTaTER, DTHETOR]. 4oNMHD GHT: NOOTESPHOSHD CHOKMECTEN CEORECTE MC-
NoNs3YaMb X MaTEpHANOE.

C.2.3.5 MaMeHBEHWE MATERWANE TENE

MpuzHakw mogupryupoeardex WOM Tanos PISSISN gonsse COOTEETCTREOBETE YHAIAHHEM B C2.1.1.

MamaHeHne maTepaana rena WO Ha MaTepran, He ISECTHRIA KCNBITATENW, HO MCNONsaYEME A gna Tena MO no
OEHHEIM HHTANEMONGMEYECHYE MCCNeqoBaHWA [CTaTel, 0THETOR], SonN¥HO BeTs NOQTESP#OEHD CHOMECTE CEOECTE ME-
NoNs3YaMEX MaTepHanos.

C.2.3.6 MamMeHEHME DHAMETPA TEMA MNK ONTHYECHKONR J0HLI

MprzHakw mogedeurposedHex WO Tenoe PISS/EN gonsse COOTEETCTROBSTE YEE2EHHEM B C.2.1.1 npy MameHsa-
HHHM QUEMETRAE TENA WNH ONTHYECHOR 4acTH B uHTepeane oT 5.0 go 7.5 MM, OueHEe mogend MO ¢ onTisacrod 4aCTRsD QM-
BMETROM MeHes 5 sM OOMMHE BENKYETE KNAHWYECKWE WCNEITEHWA N0 OUSHEE BNUAHMA GNWEDE HA QCTROTY 3DEHWA
NayueHToR.

C.2.3.7 HauyanwHoe gobasgnedde Mogenns pySuom

MpuaHakw MogwdHyRpoBaHHER IO THnoe P gonEHs CooTRETCTEOBATE Y3 3aHsae B G2, 1.1 npn GononsHesHdm Mo-

nenn pyluom 8 sagsed noepepErocTi Tena MO
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MNpunomende D
(pEEOMEHOYEMOS)

SNeMEHTEL, BENHOYaSMbIe B NPOTOKON KNHHMYECKMX HCniTaduiA MOT,
M OONONHATENLHOS KNMMHMYECKoe PYKOBOACTED NO pazpaGoTie NNaHa KNMHAYSCKHX HCNBITAHWA
H aHANK1y pelynLTaToOR

D1 IneMeadThl, BENMYSEMEIE B NEOTORON ENMHWYECHWY MCNBITAHHE WON
011 Ofwwe nonoxeHHR

HacTodwes NEMNoHeHHS YECTAHABNWEIET HAWBONEE BANHEE 3NEMEHTH , BENOYAESMES B NPOTORON KNHHWMBCEHY Wa-
NelTaHWA, HeoxoauMse ORrEHM2ATORY ANA onpensneddA GesonacsocTi w afdekTuerocTs MO

0.1.2 KoHTponNsHaA FPpYyRNa

EndHWMecEs peayneTaTe Mo HCTOPHYSSKDH KOMTPONEHOA MPYNNE NEHEEISHE B NPANGHEHEM A, KNWHUYBcKoe J8f-
CTEMS MeNeTyeme MO cpagHHMBanT ¢ ASHHBIME, NPUBSOSHHLIME B NPUNoHEHWH A& WD ¢ DAHHBIMA 0OHOBREMEHHD Npo-
CNE=WBEAEMOA KOHTPORBHOW TEYNNG.

D.1.3 Yveno cyfwekTos

D131 Mpu cpaesEHAE KNEHAYeckorD DeRcTEMA MON ¢ neToprusecEod EOHTPONEHOA TPYNNGHA KNHHEMSECERM WoNb-
TEHHAM NOOBERTranT He Madas 300 cybrerTor. MpH CRAEHEHUE KNWHMYSCKOND D8R CTEMA WoneiTYeMes MO ¢ anvHHqac-
Kk gedcTeden MOMN agHoBpEMEHHD MCNETYEMOR KOHTPONEHOR MPYNNOA GPrasEM3aTop Qon#ed nogobpaTe TAKGE YECNO
cyBreakTon, EoTopoe ByQaT QOCTATOMHEM ANA ONpefenesdA HIMEHEHHA OCTPOTE 3pSHEA W HeGnaronpuATHEY MCEO008
Ana cpaeHesda © 300 cylivesTaMi UCTOPHHSCHOA HOHTRONBHOH MDY MBS

0.1.32 One womnedcaguin cyffzekros, koTopeie oryT BuTe He goBeneHsl 00 KOHUS UCNBITEHWA, DELOMEHTYETCA
MCNOMNBACEaTR:

- NP OOHOMOOWSHEIY BCNeTaHax — 390 cyBreaxTon,

- NpW TREXMONEYHE Y MCNETaHEAX — 500 cyfuerToR.

OpraH#aaTop He QONMEeH NPOB0AHTE KNAHHYECKEE HCNHTaHEA Ha BhNbwen “Hene cyiwesTon, 4ToBk YHcno cySLak-
TOB, NOQBERTEAMEIX PHCKY HMNNAHTELWR Mogenei MO, koTopeie ewes He Swnn npusHaHs GesonacHeiMK W ad@e K THEMHES-
MM, BEND MAHAMAENEHE M.

D.1.3.3 One oSecnesedna Ganarnce Wvcna cylberToR ¥ KEHOOMD WCNBTATENA OPraHMIaTop GOonsEeH NpegycwmoT-
pETE HANWY@e He Medes 20 cylfeesToR, HO He Donee 25 % ofwero vecna cy@wekToR,

D0.1.34 M7ofe QoCTOBRDHOCTE QE8HHEE OsiN8 MA3KCHMANBHOR, HMCNO He JoBESHHEE 00 E0HUE CyELerTOR He Q05-
WHO NpeBeATE 30 % NpW TpeXrogWyHs Y MCNsTaHuRx 4 10 % — npM oOsOro0MHHBR WCIRTEHMAX,

D44 AnurencHOCTE KNHHMYSCKAX WCNBITAHHA

D141 Ons oyeHEKM YHCNE HEBNEFONPHATHEIY KCXOO0E KNEHEYS CRME HCNBITAHWA NPOBOLAT B TEYSHRE!

- GAHGTD foge — ANA aaaHekamepHels MO0 (dopea oT4eTa 8 cooTaeTcTEHM ¢ TEGNMYaa 0.5 npunosenda D)

- Tpex NeT — gna nepegHekaepHels WO (Gopma oTyeeTa B cooTaeTcTens . Tabnuuesd DT npanoxedns O).

STO NpHMEHRMD B CNyuas MogwBuEaydd nosepiHocTs MO ¢ HaHecesHan NOEPETHR WNE siMndscior oBpaloTrhoR
ANA YeenMHeHHa Guonordseckod coamecTrMocTi MOFL.

D.1.4.2 OnA cESgesla PHMCHE, CEBAIEHHOM C HNEHWYSCHUMM HCNBI TAHUAMK HOoBRX Mofened MOMN, £ MeHayMy Bo-
N=iTAHKA NPCEOGAT B 488 3TANA:

1 — wrnnavTaysa mogend MO He Gonee bew 100 cyBrexktam. Nocne Tore kak no 50 cyBresTam GyoeTt nony«eH
OTYST Mo HOPME 0THETS B COOTEETETENMH ¢ TEENWYad D .4 npunowedns O, pesynsTaTel QonxHe BuTE KNUHWYETKHW DUEHEHRI
OPrEHWIATOROM W MCNeTaTENSM, B cnywae, ecni sogens MO y neHHeix 50 cyBreston GygeT NPUIHAHA NPEEMMSMOR,
OprasUaaTop MOEET HEMATE CNeyiWHME 3TN WO TEHHE.

2 — WMnnandTayua Mogaena MO QocTaTauHoMy ANA OROHYAHWE HCOBITEHER Sueny cyBrakTom.

0.1.5 OT4aTHRI® NEPMOL L

D.1.51 PesynbTETH KNUHWYESCKUY MCOETEHHE, NPOBOSMMEY B TEHEHWE 00HOTD NOA4S, NPEACTAENAKT B 3408 CNagy-
HILMX OTHETOR!

- ) — npeaonepayHOH IR ONEDALMOHHEIA OTHET ((DOpME 0TYETE B CoOTEEToTEMM & Tadnruami D1 wivnw 0.3 npu-
noseHds D)

- 1 — nocneonepaydoHHsE oT4eT Yepes 1 wnu 2 gHA nocne onepayWM {SlopMa OTYETa B CODTEETCTENM ¢ Talinuua-
MM 0.2 whine D4 npunoseswa O,

- 2 — nocneonepaydoHHsE oTYeT ¢ 7-ro no 14-i gede nocne onepaydi (DOpME OTYSTA B COOTESTCTEEM cTalnuua-
MM 0.2 whine D4 npunosesna D)

- 3 — nocneonepayHoHHed ot4eT ¢ 30-ro no 60-/ geHe Nocne onepaunsE (DopME 0TYETA B COOTBETCTEWA C Talnwe-
uamu 0.2 wiunn D.4 nprnosedus D},
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- 4 — nocRecnepauroHHE R oT4eT co 120-ro no 180-A geHe Nocne oNepaLEK (opMa OTHETE B COOTESTCTRMM © Tal-
n#uarw 0.2 Wunw 04 npunoxesus D)

- 5 — nocnecnepadnoHHE A oT4eT ¢ 330-ro no 420-0 nessL NoCNe cNEpaukd (POpME oTHaTa B COOTEETCTENM ¢ Tal-
n#uarn 0.2 Wunu 04 npunoxesus D)

0n1.5.2 PeayneTaTel TPEErOgWsHEY: KNAHWSECEAE WCNEITAHWA NEPEACTERNAKT B aMge ot4aToE no D.1.5.1, a Taexe
IS0y KL M

- B — nocnecnepaunoHHBE A oT4aT ¢ 630-ro ne TEO-A gess nocne cnepauid (PopMma oTHeTa B COOTEETCTEMM ¢ Tal-
nauarn 0.2 wane D4 npunoxedsus O

- ¥ — nocnecnepadnodHe i oT4eT ¢ 990-ro no 1140-/ gess nocne oNegaL WA ((DOPME OTHETE B COOTESTCTEMM ¢ Tal-
nauarn 0.2 wanu D4 npunoxedsus 0.

Ana chopa MHDOPMAEUKY O BOIMOMHL HEBNErONPWATHE X MCXOAEY He0BX0AWMO NPOECANTE KNHHHYECKYH GLUEHKY
DaHHEY NO 3THM OTHETHEM NepUogam.

0.1.5.3 HezannasWpoEaHHRIE NOcelLEHMA CYBLEETOR # NPOLEAY PR ANA YCTREHEHWA HEBNAroNpUATHLIE WCXDGOE,
NpoECAMMEIS BHE OTHETHRX NEpH0O0E, TAKEES ONKHE GHTe 38HE08HE B OTYET KNAHWYSCKMY MCNeITAHWA,

01.54 A& awosift 0TYETHRA NEDUOL TREETOOWYHEY M OOHOMD QWMHE X ENMHAYSCHEY HCNETAHWE Jon#Hs0 SeTe no-
nyqeHo He Menes 300 oTyeToms.

D2 OonoNHUTENLHOE KNHHAYECEOE PYHOBOOETED No paspaboTHe NNAHA KNWHHYBSCHWE MCNLITAHMA M AHANMK-
Iy pEIyYNLTATOE

D.2.1 O8wHe NoNoHaHHA

OononHeTENEHOS SMAHWYECHOS DYKOEDOCTES NO pAZPAGOTES NNAHA KNMHWYECKHME MCNHTEHWA ¥ BHENWIY pPeIyNsTa-
ToE NpHaesede & 022 — D24,

D.2.2 CrangapTviauna KNUHUYECKHX OUEHOK

0221 OpradwzaTtop gonses obecneynTe CODTEETCTEHE EPUTEDHEE KNHRHMYSCHOH OUSHEN, TONYYEHHEIE HCNEITATE-
n#AMK Gna HeBNEFoNpUATHEIX MCECO0B M KOHTPONA NAJEAMETROE, OTHOCALMECA ¥ OCTDOTE 3DEHWA (HANDWMED, KOHCTRYELWH
Taliniusl ONTOTANGOE, YROBHR OCBEUWSHHOCTH, OTPAXATENEHOR cnocolHocTy TaBNMUE ., pRccToORHEA Qo Tabnuys, obwed
METHA0NOMA), “To0e J8HHBIE MCCRNagoBaHKA Marne el Te cHoMBUHWDOS AHEL.

02223 Ecnd opraHM3aTop BeARNAET HeofX0guMOocTe NPHESOSHMA ONTOTHMNOR, CNONEROEEHHEIY MW NROES0EHNWE
ENHHWSECKHE WCNBITEHWA, K CTEHOSPTHEIM ONTOTHNAEM, TO HENONEIVIOT MeToOguEy [3].

0.2.3 PYRoBOSETESD MO BHANKIY OAHHBIX

0231 [InA BEABNEHMA HANWYKA WAK OTCYTCTEHA npofnen B koHeTpyRUWe WO, He yoTanoenesHsEY nps ofuges
aHaNWIe HeBNaronNpUATHLIX WCEXOO0E W OCTROTH 3R8HWA (ganes — O3}, opraH«IaTOD QONMEH NPOBECTH EMNAHAYSCEYD
OLUEHKY A8HHEIY N0 CNe0ysul WM NoLa3aTEnmmM:

- O3 no sozpacty;

- NyEILME PeaYNeTaTe 08

- D3 npe HeBNaronpuATHEIX WCE0GEX;

- OF no npegonepayMoHHER CEYNARHOA NETONOIHA;

- BHENAI NPU4UH HegooTdsedsn 03 0.5 [6/12; 20040) oTH. &0 Mo LEEA0MY NALMSHTY,

- COOTHOWSHHWA HARACTAWLWKE HeBNaroNpHUATHEIX KCXOGOE N0 EOAPACTY,

- COGTHOWESHWA MOBTOPAKDWMECA HEONEronNpMATHE X MCXOA0E N0 BOZPACTY,

- COOTHOWSHWA Gpyree HeBNaronpURATHLIE WCXOGOE,

- D3 y UCnNeiTATRENSH;

- HelnaronpUATHEIS MCXOOE NG WCNE TATSNA.

TaZaa ENAHWHECKER DUSHES ASHHLIX NOMOKET ORFEHM3ATORY ONEEdenNUTE. SABMCHT N HeBNaronpUATHER Hoexog oT
HoneiTyamod MO unw o4 BRIZ3EAH SRYTHMA aKTORAME.

0. 2.3.2 OpraHvzaTop QoNEeH NOMHATE O TOM, ST0 KNHHAEYECKOS BOIQSACTEME ONA MCTODMHECEAX KOHTRONEH B
FEYNN paccMoTPEHD TONEKD ANA HeGnaronpHATHE Y KCHOGOE, NPHEESEHHEXN B NPANOREHAN A, DpraHuiaTop QONMeH Wo-
NONB30EATE KNHHHYECEHE oUSHEW coBCTEEHHBIX HCCNeNoBEHWE, OaHHBIE W3 NYENHEELWE WHNKW Q8HHBIE W3 NPOEEGEHHEX
pAHesE KNWHAYECKHWY MCNEITAHWA, BCNW OHM CYLLEBCTEYNT, B CNy4as HENWSHA Opyrix HeBnNaronpMATHEY WCXogoa.

D.2.4 KNUHHYECKHE OTYETHLIE HopMl
Mpwrapsl 0TYeTHBIX OpM NpUEadeHE B TaGnKuwax 0.1 — D.5:
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Tafnwerue 0.1 — $dopsa npeaonepaydoHHEND

OTYETE NG OUEHKE s3aHekamepHex MO

MonwTarens EnuHeMackos WCNeITaHNE
HAMHNHA, WA, OTYECTEO [
MaywexT MHHUMENK NauHeHTa Man: waywckon [ Paca: esponeckg [
KOg WEHCEHR ] HErpoug O
MOHTOROME 7]
Apyras C

Data posgesua

OEHE, MECAL, rog

CMeaHHaa [

MpegonepaunMoHHEBE OTHET

OEHE, MaGaY, rag

HEAMEF DBAHAE KOp THIETEROKAA

Ornepupyamun  Joopossi Karapaxra:
roEs iy ATHONGMAA"
My wian cuoppUripoBEHHAR CTEQUYECKER O
CCTROTA IPEHWA, ANTE: apyran il
A3ATE BAO
OTHETHTE HYHHOE" »
HMCED NENbYSE O O
OEHHEHHE PYHA D D MavononEa: Oa Her He anpege-
pESHUWA HA CRET 0 0O naeres
HET PEEKUHA Ha CRET 7] 7 NCEBEROsKCDONM AL W C O
FREYHOMA C O
BuyTpUrnassos QEENGHHAE, MM PT. CT pEHES ONEpMpOSaHHaR rNaykoMa [ [
ONEpUpYEMBIA FNa3a 30OpoBsIA rNAS
NNoX0e CYHEeHWs Ipaq=a O C
HMcnoneayeTcr oMeigawWi pacteop. Oa [ Her [ NEpEHESaHHEE YEATATH o C
Ecnu McnonkayaTcn nepeHeceH4an OTCNoOWKa ceT4atis [ [
PRALETE MRS oL aualeTHHECEER PETHHONATHA R
BHYTOWOKYNADHEES MEO@KAMAEHTE! MBKYNAPHAR ABIEHENALIMA d 0
Aa HeT amindonus O o ]
BHTUOWOTHE C C apyras
HE MM B HOBAHAS AHTHERGTHED YHEIATE BME NATORSOAM
HEOPTHEOCTEROMO |

npyron BroMeTRHA:

YEIJATE BE0 OHYTIHOEFTAPHOND RS ERME TS H1 L .'.'I.I'I'I'|:| ANHHE OCH, MM —
Faapes: K2, gnTp
paIMEep pa3peaa, MM NpenNonarasMas NocnesnepayscHHEA
pacnonoHeEHHe

porasAEEl, mabaneHei, SrnepancHi

pedparkyds, gnTp

CocToRHWE DOTOBMLUL

Ha Her
HODMankHOS C O
AHOAOTENWANEHAR ANCTROdMA C 7]

Apyras

VE32TE EHO NaTnorde

Pacnucka of ozHakomMneHng nony4aHa:

Aa C

ek, MRy, fag
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TaGnuwya D.2— Gopma onepaUWOHHDND OTYETE N0 CUEHER 3agHexamepHes WO

HoneiTaTens

REMANAA, BME, DTYECTED

MNauwenT HHHUsaNs nayWeHTa

Darta poskgsHesa

AEHE, Wacaly, g

Enusu-eckoe MCNuTaHRE

KOg
Mon:  mymezod [ Paca: esponsosy 7
HEHCEMA [ HeTpoMa |

MOHronoWwE [

Apyran 7
CHellaHHan |:|

ﬂ‘I'IE'FIELI.I.'lﬂHHhII?I oT4HeT

b, MECHY, fag

fate onepaysu

OEHs, MECAL, o

MpyvMeHEH BRCEDSNACTHE Oa ] HeT 7] Opyrue XMpypreveckds Npoueayps
Ecnn npiMeHeH, YEE3aTe BUA Aa Har
ne prEEpUHan C J
MHTRaOKYNAPHEE MeHEEMEHT k. WP OO TOMMA PR GO3KTOMMA A (] (W
fa Hat CEMHETEDO TOMMAA 0 C
BOpEHANWH ] | npyras
BUSTHNXOMHH ] ] YHEIATE B APOSEAYEI
kaphaxon O |
MpobSnessl npe ONepELHNR:
apyro#
YEIJSTE BH0 I 1 G S T 'ﬂa j HET D
KPOBOTEYSHEE B NEDEOHEM OT4ans O 7
Bug sHCTpEEUHN XDYCTANMES! NoBpeMOeHNE PEOVERN 7] O
NUAHTEAR FKCTPAKENCYNAPHAA ILCTRAKUMA DCTETOMHAS HENDOIPEYHOCTE
KETSRaKTH O FagHed Kancynkl C O
PakDIMYNECHDRESLNA 1 paspLE $agHel Kancynk .| O
apyras
P —— nepagHAR EWTHEKTOMUA
Bug E3NCyNoTOMWM. yra3aTE B3 Mpofnems:
HENpeapLBHER EBNCYNE pEKCHT O
N THNY sEoHCEpBHOME GaHkns O
Apyras C
YEAIITE B
FacnonoweHne NeTens: Mpu-rHa, no korToepod KON He Seina sMNnadTHRpoEaHa:
B CYMKS C
HACTURRD B CYMEe o MecTo Ana HaKNe KK 3THEETEY HMNNaHTHposasHoR MOT
B CYHEHNM C
H2 onpeagens o C

EFIE-MFI C MOMEHTE HE3YANAE 00 2EBEDUBHAR ONEpEYHA
MHH

FIDAN BEE MENLITATERA OEHL, MECRY, rog
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Tatneuae [D.353— dopMa NocNeoNepalMoHHONG OTHETA MO CUSHEe 3agHEexaMapHEE MO

MonuTarenk KndH#ackos HCNeITaHnE
EBAMHNHA, HMA, OTYECTEO [ e
MaywedT WHHUMaNL NEUWeHTa Man: wsaykckon [ Paca: esponeckg [
Ko HEHCEME T Herpoug O
MOHTono®a 7
Apyras C

CcMewaH=an [
Hata po=sgesua

AtEHE, MEBCHL, TDG

NocneonepayuosH=R OTYET
OEHbE, MBCEY, rOG
Mnaa: npaae neesA ] Dpyras NATONOMA MNE OCRORHEHNWS:
Hanwuwe  Oroyror-
Bz
NaumedT He gocTyned ana odcnegoaaq«n a8 BLINEASHWE CTEENOBWAHDMD TENA
HIIHEYEHHOE BDEMSA, HO NPOOOIKEET ¥YHaCTEDEETE B NEPSOHIH HaMEDyY D D
B MCNWTRREN O Yl EMNEHME CTEENOBRAHOID TENS
NauWeHT NPELPALLBET Y48 CTROBATE B paHe - C
8 WEMETEHMM NOBRILLEHME BHYTPWINE3HOID
yRAZATE NpRHwy pEanaH#q, Topelyau es neyeHmn | C
BRoKMpOBEH 3paYTE O C
NEREAHHE CHHEXHI (] C
FHAHUE CHHEXHH O 7]
BOCMNANHTENEHEE 0TROXEHMA Ha WON [ ]
Padpamyua: dufipus B apasre | C
R KOPTHEENEHEE OCTATEM (] O
LMAHED
e QCTATHH ROPE T C
OeUeHTPUpOERS onTeks WO O a
(X7}
HepaToMeTpus; FHASATE PAIMER
:; EE:E OTCNOWKA CETYATHR (] C
' avabieTHHecKaA pPETUHONATHR O C
UMCTOMAHBIN OTAE MAKY NI ] ]
Cneprpyesal  3nopooti
s Frad B CAYYEE HENWSWR — MSTOS OMArH0CTHEN!
EMMHASECEHR
Nyqwan cHOpPUIMpoRAHHAR
OCTPOTS IPEHUA, GNTR: N HNopSCcUEH THAR SHMMOrpEdHA
OTMETHTE HYHRHOE! [HYRHOE NOANEPKHYTE)
HMCNO NANLUES O O MEKYNAPHAR OSreHeDaLWR O C
ABHEEHHE DY HH - O aTpodHA pagyHEd ] C
pEAKLWA HA CRET T O apyras
HET DEEKUHW HA CRET ] C T ——
BHyTpUrNazHoe JABNSHWE, MM BT CT. JaTpOHYTE NW NepeaHAR KamMepa:
Oa HeT
LMW HeIBTPOHYTA!
@uipos 3a0HeRd KEME DL | O
WAPE INEWHKME | C
LW 32TPOHYTA!
OTHRHEBAMACE MW £ANCYNE
C Npeqe Oy ers EMIWTS (] C
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nElE‘.'FI-EﬂI'IEFIBLI_HﬂHHHﬂ oaT4HaT

OeEE, MECHL, FOO

HEHD"EEH‘EHHE H& MOMBEHT

PHEIETE HAWAMERIEIHARA

BEWIMTE MEBOHKAMEH TR Bpememin  Ceonams.
THUBCEH

Oa  Her Oa  Her

KOPTHHOCTE DOMOL O C O g

BHTHENOTHEM C O O 94

HeLTepougHES

NpOTHEOBOCNANHTENSHEIE

cpeqcTaa C O O 3O

rMaykoMHEE Npenapars CC 0O g

apyrne

CJICHOBHAA NPHHEHE, NO E0TOP0O#E DCTROTE IPEHMA MEHeE
,5:

YEAAATE Paim B

FPazapaxsHme: Brini N NOBTOPHEE XMPYRIHHecHse
BMEWATENLCTES HE ONEpHPOBAHHOM TNaay
HeT |
C NQOWNore BHIETS. Na [~ Her[]
nerkoe O
WMEMEHHDE C Ecnu Benu, yHa38Te KaEHe
TAMEN0E C
Opyras NaTonorua Mo Henel TeiBEN NW NAUWEHT HeBnaronpeATHOE
OCMNOMHEHHE! Hanuuwe  OfcyTorme BO30SACTEME!
EUNLTRELMA W3 PaHE C ] FI.:T HI;IT
nNocEas NEpe0HAR KBMEpS C ]
Ecnu WCNBITEEBAN, 38N0ONHATE OPMY OTHETE O HeBnaron-
MW grEME, M O C

PHATHOM BO3NEHCTERH.

Ecnw BOIJEHCTERE CEDLEIH0S, ZANONHATE @OoDMY OTYUETA
o Hefina MNPAATHEM BOZOSHCTENE W CERAZATECA C OPTraHd-
FETOROM B TEYEHWE Q0RO pEﬁDHEFD AHR

TeGnuwya D4 —Dopwma npegonepaussHHOrD

HMonsiTatens

OTHETE NO OYEHKE NepeaHekamepHelx MO

RAMANKA, AMA, DTYacTRE

MNauwedT HMHdUMans nayuexTa

OaTta powosHea

s, MECAL, TO5O

EnusM-eckos HCNETAH®E

[t
Non:  myme=ol [ Paca: esponsoay 7
MEHEHWA [ HETpoMY, O
MOHronoWy [
gpyran A

CMEWEHHAR [

MNpeponepaylosHsR OTHET
OEFE, MECHALL, Foa
Onapepysesn  Jnoponkid KarTapakTe.
ray sy ATHOROTWE!
Nywas cROppPUIMPOBaHHERA CTapHeckan 0
OCTROTA 2peHHEA, ANTR:
CITMETHETE HYHHOE! Apyras O
MHCNG NENLYSE ] C YEEAATE AR
OE8HEEHHE DYFEH 1 (1 MaTonorue: Oa Her Heanpes
PEAKUMA HE CRET O C ARAETEA
HET PEAKLHM Ha CBAT | O NCEEA0IECHONHaLHI O O
rNayKomMe
MononesyaTocA oMeBaDWHA pacTtecp:  Ha [ Het [ ¥ I -
paHee oNepUpoBEaHHAR rmaykoMa [ [
Ecn MCNonNe3yaTon, YHEIATE HAWMEHOBAHWE MAOXOE CYEEHWE SpaUKa O O
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Oroqvasue matruysl D4

MpenonepaunoHsuE oTHaT

OElb, MEGaY, rag

BHYyTPMOKYNARHEIE MEDHKEMEHTS

nepaHataHHEE YEETHTE

O C
Ha Har NEpEHeCEHHAA OTCADAKE caTYaTed [ [
BT L 0 HafaTHveckan PETHHONETHA
HARMEHOBAHRE aHTHEMaTARS A FI E I:I
KOpTHKCCTEpOMD [ C MBKYNADHERA GereHepauns o ¢
HaHMEHOBAHNE FDPTHEICTE PO BRENACTHRE C O O
ApyroR opyras
VEAAATE B BHYTRRIKYNAARTT MEQHEIMBITA
YRS TE DAL MATOMROTHAH
CocTofaHMe poOroBMULL: Pacnucke of oaHakoMnesdd nonysesa:  Oa [
Ha Her
HOPMENEHOS O O e ————
AHOOTENWENEHAR OWCTDHHEMWA O &
ApYTaR
YEI1ATE B NATERNOHE
Tanwua D5 — Dopma onepaysoHHOND OTHSTA NO OUEHES NepaaHeka mepHsix MO
MeAwTaTens EndH@Yackos HCNBITEHHE
HAMHNHA, HMA, OTYECTAD G
Maywuedr MHHLMENE NEUKEHTA Man: wsaywckond ] Paca: esponecwg [
KEE HeHoEHA 7] HErpoug O
MOHTGNOEA 7]
Apyras C
cMelwaH=an [
Data posnesua
AEHE, EECAL, ra0
OnepaysoHHER oTHaT Nata onepad e
O i, MECELL, MO0 AeHE, MECAL, <50
Mpumesas BUCKDINICTHE Oa Het 7] Opyrag ¥apypravecErs Npouegypes:
Ecnv npeMeHEH, YEB3aTe BEL Oa Het
nepupepUAHER MPRAOTOMUEA MPUODIETOMHA [ 7]
HMHTpaoEyNEpHEIE MEedHKAMEHTRI:
Na Her cpMHKTERO TOMEA O O
Apyran C O
agpeHan#EH O O YRS M ORIy
AUETWNEDNEH O [
kapBaxan O » MpoBnetsl NpW oNEpaL WM
Na Her
opyrod
S —— EpOEOTEYEHWE B NEQPEIHEM OTOENES i
NoOBpEHGEHHE DEGYHER O 0O
OCTATOYHERA HENPO3PAYHOCTE 33aHEN
ERNCYNE O O
paspeE 330HER EANCYNE O 0O

MEpegHAR BATPIKTOMHRA

YEAAATE BAE Apoinese

Buo ascTpakumu KPYCTanWea:

HATEMEETEI
haKOEMYNECHgMERL WS

aopyras

FEAIATE B0

22

NMNaHoeaA AHCTRAEKANCYNAPHAA JKCTPEEUHA

MpuarHa, no woTopod KON He Bune WMNNAHTHRDBEHE:

MecTo OnNA HAKNERKH 3TAKSTEN HMONASTAROBEHHDA WOT




OxoHsgHYE Madnuue: 0.5

rocT P 52458—2005

ﬂ'I'IE'FIBLI.I-'lﬂIHHHﬂ oT4aT

b, MECRL, Mg

Hata onepaysu

DEHs, WECal, rog

Eng kancynoTomMnu:
HENpEpH EHEA KEGCYNE PEKCWE

no THNY aKOHCEDEHOR BaHun
apyras

oo

YERIATE HALL

Fecnono®eHse NeTENS:
B CYMEE
HACTHYHD B CYMER
B CyHEHHM
He anpegeness

O0OoOw

HFIBI.IH C MOMEHTE HEYANE 00 ZABEQWEHHA DNepaydin
MEH

NOGNACE HCNETETENR OfHE, WECEy, g

Tadnuwya D& — dopma nocNeonepaysMoHHOND OTHETE NO OLEHKE NepaaHesamMepHes MO

HensiTartens EnuHM-EcHoe MCNBTAHKE
aAMANWE, AR, DTUeCTES BOd
MNauweHT MHAUMaNs NayUeHTa Mon:  wmywesod [ Paca: esponsosg 7
g HEHCKMA [ HETpOMI, O
MOHrONoWE [
aApyran -
CHBILEHHEA [
Oara powosHEa
OEHE, MECALY, P
MocneocnepauloHHER oTHET
OBeE, MEBCSIL, Mog
Mnaa: npaewid [~ neswn ] lOpyram naTonoruA MNW OCnosHeH ne!

MayseHT Ha OoCcTyneH gna ofcnennEEHNA B HEZHAYEHHOE
EREesMA, H0 Np3O0DKEeT YYECTEOEETE B HCNETEHHR O

Maywmant NpapaLasT YyHacTEDEETE
B HCMNBITEHWHA

YREIATE MUY

Pedpakuua:
cihepa
LHNMHLP
achk

HepatoMeTpua:
K1, gnmp
K2, gnTo

Onepupramss  J00p0 50

rmas s
MysiluBaa CKoppUIrMpoBasHAR
DCTROTA 3pEHWMA, ANTR

CITMETETE HYHHOE!
SMMCND NansUSE
OBWEEHAE PYEN
PEEEYMA HE CEST

Oooono
0onoa

HaT peakusE Ha Ceat

Hatmaume  OroyreT-
iAE

BLINSLEHWE CTEKNOBHAHGTD TEna
B NEQE0HER KaMeDy O C

FILEMASHUHE CTEKNOBHIHOND TENE
E paHe

O
O

NOBRLLSHWE BHYTDUINAIH0ND
OaBEneHdA, TI}EE:"H:I wes neyvYsHHsA

fnokupoBad apasos

nepegHde CHHEXHAH

o nr rn

ATOHUE CHHEXHE

BOCOANHTENbHE B OTNOHEHEA HE MO
EHEpEH B 3pasgke

KOPTHKAENEH BB DCTATEW

OCTAETEW ROpa

OoOonononorrnin

OO0O0Ooag

OeUeHTRHPOERS onTHEr MO

FEASATE PAIMED

OTCNOMKA CETHATER

o

nuateTHyackan PETHHONETHA

]
]

YHCTOMOHEIR OTEK MAKY Nk C C
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Oroqvasue maldnuyar D8

Mocneon BEPAUHOHHBINA OTHET

OElbE, MEGaY, rag

B CNywae HanmnM4Ma, MeTon QUarHsCcTHEN.

ENHHHYSCHHRRA
hNEI0pECYSHTHAN SHIMOMPathuA
[HY®HOE NOGYEPEHYTE )

MAKYADHAA JareHepaLMa | O

ATPpOEWA pagyHEd O 7]

apyras C ]

BHyTpMrnasHoe QAENSHHE, MM BT, CT, JaTpoHyTa N NEpEaHAR KAMERE:
Na  Het

Ecne He saTpoHyTa:

pufpos za04ed HAMEeps O |

waps SnNsWHWra C O
Ecne 3aTpoHyTa.

OTEpLIBANACE W KANCYNA €

Npe0EayLEns BHIMTA C |

Acnons3yeMee H3 MOMEHT

BA3ATE MELZWEEMEHTRHI: Bpewsisio Cuctema-

Tl e

Oa Her [Oa Her

HOPTHEOCTE pOH O C OO 3
aHTHEUOTHEM O O cCc O

HECTEDOMOHBIE
NE@OTHBTEOCNANHTENEHE B

CREJCTES O

O rj

L]

11l
[ ]

FNEYHOMHBIE NPENaRaTsl
OpyTHe

PRAZITE HAWE2HEHEIHER

CICHOBHAA NPWYMHAE, NO KOTOROR OCTPOTA IDAHHA MEHES
{,5:

FasgpasaHue:
HerT C
narkoe C
YREDEHHOE O
TRMENDE O

E&ing N NOBTORHEIE X4 PYRTEYECERE
BMBWATENLCTES Ha ONEpHEOESHHIM

rnasy ¢ Npownoars B9auwTs HNa HeTt

Ecne Oeine, yEa33Th KEKHE

ﬂ;'.'l!r'FE.H narondraqa Wi ofnodHeHd e
Hanwaise  CrreyroTome

PHNETPIYMA W3 PEHE . .
NNOCKEA NepeqHAn KaMepa O il
rHdEmE, Mk 7] |

FEARATE PAIMED

MCNei ThIBEN W NEUASHT HeBnNaronpUATHDE
BOI0eACTEWE:

Na Het

(] C
Ecne moneTsigan, aanonduTs opmy ot4eTta o Helinaron-
PHATHOM BO3ISARCTEMN.

Ecn# sozaedcTens CEQLEEIHOR, JANOAHETE OPMY OTHETE
a H'E'EIREII}I'IFI HATHOM BOINSACTEHA M CEAIATECA C OpraHd-
IBTOROM B TEHEHEE OAHEID p&ﬁnlier-:- AH#A
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TaGnwuwya D.F— dopwma orseta o HeinaronpyATHOM BoagedcTans MO

HoneiTaTens

REMANAA, BME, DTYECTRD

MauueHT HMHdUMaNs naywesTa

Oata powosHsa

HeHb, BECAL, fog

Enusu-eckDe MCNuTaHRE

KOg
Nonm:  wmywe=od [ Peca: esponsosy 7
MEHCKHA [ HeTpoMg O

MOoHronown [

Apyran -
CHELIEHHER [

AHER.

MoneTarens o8azas coofuwyats o Nobed HEBNAronpRATHE X BOINSACTEHAX, CBRZEHHRIX NHB0 HE CEAIAHHEIX C MCNBITYE-
o MO0, O nofois cepeaaHels WHNA HEOEWOQ8HHBE PEaKYMAL Heobxoaumo B Tevs e ogHoro patioders AHA gono-
MHTh OPraHWaIsTOpRY No Tenadory WiknK akcy. B cnywas cepeeaHoro HefnaronpUaTHore BoaLedcTEMA fopMa oTHETa O
HEBRAroNpPUATHOM HCX00e OomHHA OsiTh 33N0NHEHAE, NTOANKCEHE W NEPEQAHE OPrEHU3aTORY B TEYEHWE NATH padoyu

1 OnepepoBadHEER mmas. npassn (O0D) O

neew@ (O5) O
2 Nata eMNNaHTaLEME

GErb, MECHL, g,
3 Kop Mogsne NWHEE

4 CepufiHsld HOMED NHHIB

5 ONTHYECKEA CHNE RWHZE, ONTR

HefnaronpuATHOE BoageicTEME!
6 Nata ofiHapyseHus

AEHE, MBCRL, rog
T MpogonseTensHOCTE (4, AHC, 3. )

B TamecTs sefnarcnpUaTHOND B0308MCTENA!

nerkoe |
YMERBHHOE O
TAHENOE C

11 Mevarwe HeBnaronpuATHOND BO3OSHCTEMA;

12 Woxonm:
NonNHE0E BOCCTAHOBENEHWE
MACTHYHOE BOCCTEHOBNEHWE

BEOA0EACTEME NPOGONKAETCA HA MOMEHT DTYETE
CMERTh

booou

I'Ipnrm:-a B CcNy«Ee NpojonseHyA B03edcTEMA.

Fezome [nevaTHeMe GyReamMu):

8 Onucasve TeuwesHus HeOnaronpuATHOID BO30EHCTEWA
(MEYaTHRIMAY Gysama)

13 CuuTaET NM ABNONHAKLMA 0THET_ 4To 3O e kT CRAZAH
o MAHI0NA!

Na Her
C O

Fezose (nevaTHeiMe ByRaamu):

14 AenAeTcA NM 80308RCTENS CEPREZHEIMI YT POHERI LM M
BPEHHAR

Na Het
(| -

Ecni ABNASTCA, 3AN0NHMTE ¢IIZI-|:|H:|' OTHETE W CERIBTECA C
OPradHMIaTopomM B TeHeHWe o080 FIE'EL‘IHE-I'GI OHA

10 fwarioz HeGNaronpUATHOMD BOASSACTEMA (MEYATHE-
MM By HBaMN]

NOgMEcE WCNETATAENS OEFE, BMECIY, rag

TenadioH

RO, HOMER OGOCHETEAEH
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Mpunoxenve E
(pEEOMEHOYEMOE)

OxoHUYaTENEHLIA OTYET O ENMHAYECKME HenkiTanuax WON

EA Dfuue nonoxeHHa
B HACTOA L e NPUNoHEHAR NPHBEREHE DEKDMEHIAUAK N0 COCTEENSHWK OTHATOE O KNHHMYSCHRE MCneTasna: MO,

E.2 TUTYNbHEIA NHCT

TeTyNeHEIR NHCT QON®EH COQSPWETE CNEAY W YD WHGPMEL W

- HEWMEHDEEHWE KNHHWMECHOIT WCNEITAHUA;

- woeHTHpukaysn MO, penoyan HAHMEHOBAHHE, MOJENE W QPYIME JaHHEES, HEoOX00MMBEIS GNA NONHOW ROEHTH-
i KL MM,

- PAMMNED, MM, OTHECTED MIMNE HAWMEHOBAHWE OPFAHWMIETOPA;
HWOEHTHMES YWD NNAHE KNEHWYETERE KCNeITaHWA (ganes — NEW);

- OTMETEY O TOM, 4T3 KNAHEYECKWE BCNBITAHKA NPOECAMNWEE B COOTEETCTENM © JeACTEYHLWMY CTEHOAPTaMK HA
Wan;

- 44Ty,

- PAMMUNEL, MMA, OTYECTEE HCNONHETENE.

E.3 Peswme

MNpHUBOOAT KPATEYH SHHOTALUMK, COOBMHELY YD CNedYHWAe pAI0SNE HEMMEHOBAHKE, BEEOSHWE, WEAN LNHHHYEC-
KX MCHETAHMA, CYSBEKTE, MEBTO0H WCNETEHHR, PEIVNETATE], JAKTHIMEHNE.

OonsHe el Te YEE3aHE KNMUSELE QEHHLIS, BENOYMAR OATY HAYANS (Nepesd CyBeaxT) M 48Ty DE0HYAHUA (NOCNeaHrA
CYOREKT) MCNETAHWA “NW JATY NPEENEERSMEHHOND SEREDIWEHNR,

E.4 ConepeaHWe OT4ETE

E.5 BeegeHune

MpueogaT EpaTEDS GNWCEHKWE WCCN8A0BEHHA No paipaboTee MO, uany ¥ 33084, NNAHWPYEMEE 3B8EPWNATE B NEO-
UECoe MoCNeqoBaHMA.

E.6 MpHMeHAEMEIE MATEPHAENEI W METOOLI MCALITAHHA

E.6.1 OnHcaHMe Wapensn

MNpueogaTt ongcadde MO W yeaasBE0T 88 HAIHEYSHKE, B TEEOKS NH06LIE WAMaHEHUS ROHCTRYRLWK WOT, BHecesH e
BO BPEMA HCNbITAHWA.

E.6.2 Pezwme MKA

NpepcraenaT pesome MKW, NobSue zmesedns B MKW 8 npouecce wonsiTadwi gonxie GeTe yeasase. Peaome
ADMEHD BENEYATE CREOYIWHE NONOEaHNA.

a) yenk KNHHAYECKHE MCNEITAHWA]

B) CTRWETYRY WCNBITAHKA]

1] THN UCNBITEHWA,

2] WOHEMHBIE TOYMER HCNBITAHWA,

B) ATHYECKWE COTNALSHWA,

Il KOHTPONE TOWMHOCTH JaHHB X,

o) rpynny cyGeeETOR SNA WCTkTEH WA

1) EpMTERHA BENEOWEHHAWCENHYSEHMA,

2) uneno cyfiserkToR,

&) neqvsHwa,

E) NepEMEHHLBIE WCNBTAHWA]

M) CONYTCTEYHILWMWE NEXEpCTER/NEYSHHA;

K] ONETENEHOCTE CONPOROHGEHHA]

N} CTETHCTWMECKWR BHENWI]

1] Wconegyemyo TANOTESY. EpETEpWE NpowWwsen He Npowen,

2] pacuyat yicna cybeexTon,

3] meToOEl CTETHCTHYMECEOID SHANK3A.

E.7T PE3yNLTaTh

3ToT paRIgEen QOMHEeH COOERMATE HAGOPMALMK © ONUCEHWSM BHENWIE W PE3YNETATOR HCNBITIHWA.

Faagen jonsed BENKDYaTs!

8] OABTY HA4%Ana WCNETaHH#A;
&) naty 3gEEpWSHEA | NPAGCTAHOBEN WCNETAHWA,
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B} coCToRHME cybhedToe [ wigenus,

ri gewmorpaguyecede QEHHeS cyBeesToR;

A} cooTReTcTEMe MKK;

£) BHANKE, BENHOYERLWA.

1) oTueT 0 B83I0NACHOCTH, PEHNMUPYSIWKWA Boe HEGNErONDWATHE S MCE00 W HEONaronNpMATHLIS BO3NSACTEHA [CEA-
zaHHeE ¢ MOM Wnu HeT) 38 BEEMA KCNEITAHWA, BEMNDYER YEE3AHWE CADEHOCTH, HEOOXOOMMOro NEYeHER, PRIYNETETOR W
IAKMKYEHWE HCNETATENA O TOM, CEAIAHO NKW NEYEHHE € NPOBESOSHHALIBE HCNE TAHAAME,

2} 8HaNW3 ICNNYaTALWOHHEBIX capakTepicTie WO & cooTeReTeTERN C MEK,

3) nwobon HeolxoowMslR AHANWS NO TPYNNaM [HANpWMEP. NO NONY, Pace, KyNeTYRE W TN},

4) onucasEds B0308@CTEMA OTCYTCTEYHLW MY DaHHEE HA SHANKS (HanpuMep no CyBeedTaM, OTHAZRBIMMCA 0T BCN&I -
TaHWA 0 Hx 3ABSPLESHERA).

E.8 OdcymageHnA v ofline IALNKYEHAR

OomtHel S61Te NPUESAEHE KDATHOE DNHCAHWE W DE3YNETETH G830NECHOCTH, PMCER ¥ NPEAMYLYSCTEE, IHAMEHWA 3HG-
NAYATALWOHHEX XEApaETEpUCcTEE. Tamke gon=HE BTe YHE3IAHE KNWHUYECKAR IHAMWMOCTE pe3yneTaToe. Jonwse BuTe
CRMCaHLL A 4eTEe oboasaqeHsl nodsie cneyidryaeckse NEOTHEONOKAEZEHWA ANA KHOWEMOYANEHE X cy S L8TOR M FpYRN BUE-
A,

E.0 ABGpeBHaTypel M ONpeneneHHA

Aomsed OsiTe NpUEESEH NepeYeHE NPHMEBHEHHE Y BEGDEEMETYD ¥ Q8HE CNpEOSNEHUA CREURaNsHEY TERMAHOE.

E.10 3Thma

Donsuo SuiTe npresgeso noaTeepkgeHEe Toro, 1o MKW cnofped EoMMTETOM NO 3Teke, Jonsed NpANaraTeCA ne-
paseHL KOMWTETOE N0 3THES, KOTOPEE cornacoeanu MKH.

E.11 MeneiTaTeny ¥ A0MWHHECTRATHEHAA CTPYHTYPA WCNLITAHMA

B npMnoseHd K 0THeTY 0oN#HE DuliTe NpMBEJSHE] KPETEGE ONWCAHWE BAMUHUCTRETHEHOA CTRYETYPE MCNBITEHWE B
CMCOK WCNEITATENEHE C YKATEHWEM CTENEHA WX yHacTHA. Takee gonsdsl GsiTh vERZAHE haMHANWA, MMA, OTYECTED WHAKH Ha-
HMEHOIBAHME M EIPHOMYECKAA B0pec OPraHN3aTopa.

E.12 BnoK nognuced

OkoHYaTENEHEA 0TY4eT OonweH BuTe NOONHCEH NULARMK, YEEIEHHEIME B T2

E.13 MNpunoMeHWA & oTHETY

K oT4aTy NpMNarsnT cnegyoes:

aj MeK;

) COMCOK WCNEITATENSA W HEWMEHOEAHWA CRrasWIaLHA, NPOBOOMBLLEY WCNETAHNEA

B} CNMWCOE APYrWX BOBNEYEHHEX NEU @ HEMMEHOBAHWA OPraHWIaUnRA (skenepTel, nadopaTopus ¥ T.0.);

ry cnucok HEBnwaaTensed;

A) NepeseHs KOMUTETOR NG 3THHE,

g) Tabnius Co BCARMK OTHOCALWMMWER K MCNETAHWAM OAHHEMY, BENOYME0WHMEA 208 oTEnosesda oT MKW, sabna-
ronpuATHee BozaedcTana MON v veBnaronpuaTHe e sdudeaTel, OTEEZH M NPHOCTAHOSKM,
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FOCT P 52458—2005
(MCO 11979-7:2001)

HAUWOHANBHBLIA CTAHOAPT POCCUHUCKOW @EOEPAUMM

Munnanrarel o TanLMonori4yecEne
MHTPAOKYNAPHBIE NWUH3E!

YHaecTte T
KEnuHWyackie McniiTaHuA

Ophthaimic implants. Intraccular lenses. Far 7. Clnical iInvestigations

fara esengesua — 2007T—01—01

1 OBnacTs NpUMEHEHHUA

Hacmofwud cmakdapm pacnpocmpalAemeca Ha NepedHekaMaephbie U 3adHeKamMepiae UHMmpankymap-
Hielg nuMass (danee — HOJT) He338UcUMo Om MEaMeapuana, U2 Komoposs oMY U320Moanens, Mecma NoxKanuia-
YUy & 2nady naylenma u @QyHKLUoONaNEHOED HadkayeHua (Mpomea Xpyomanuxka anasa unu nuxaa, npeduas-
HaYyaeMdHas dna koppesuuy acharuy U adoManul pechpasuu).

Cmawxdapm ycmaKaanueacm Memodh KTUHLIYeckuX Ucnbimasul smodugurauud WO, a make mpedo-
BAHUS K TPOMOKOITaM KMUNUYBCKUN LoTsNTanud HOTT.

Mpume«saHde— Qpynae Tine WO nogeepranT KNAHWYMECKMM RONsITaHWAR o [1]

2 HopMaTHBHbIE CChINKK

B HacToALIEM CTAHAAPTE WCNOMNBLI0AAHL! CCRMEY Ha CNEOYWWE CTaHOAPTERE

FMOCT P 51892=2002 (OO 119758-1—=89) Hunnaxwmams oghmansMonosuyackue. HHmpackymapHbie
NuMaki. Yacme 1. Tepuude U onpedenakus

MOCT P 520382003 (MCO 119758-2—89] Hunnakmames ohmansManosudackue. MHMpaokynapHsie
Aumssl. Yacme 2. Onmuveckue ceolcmes u Mmemodsl ucnbimakud

MOCT P 52039—2003 (HCO 11878-3—8%) Humnmawmame oghmansMonosuyeckue. HHmMpaokymapHble
Nukssl. Yacme 3. Mexawuqeckue ceolcmea b Mermodsl vcnsimatud

FMOCT P 520402003 (OO 11379-6—=52] Hunnasmamsi ogymansMonosuyackie. HHmpackynapHee
UKk, Yacme 6. Cpox apdHocmu U cmabunsHocmes NPW MpanciopmupoEamMuy

flpumevarue— Moy TOMEIOBSHUT HECT ORI G cmakdepmos yenecoodpasso Apoeepums dedcmaue coai-
noyHEY cmaHdapmos 8 UHhopMaduoHRe] cucmese odiyean NoNLICESHUR — HE DiuLUENEHOM calime PedapansHos0
S2BHMGIMES N0 MEXHUNSCHOMY DEZYNLUDOEARUN U MEMPOROENT coMU MAMepHam Wiy Ao axezodis UsJ5e88MOMY LK.
GIODMALLDHEOMY YEaZaMenn aHayUoHanaREle CMEHIapMaly, FOMOSE T oFyENUKORER M0 COCMORHLN HE T RHGADA MER)-
Wieen e0da, U Mo cOOMERMONEFLLIM SHEMECAYHD YIDASaEMEM URDODMEYUOHHEMW YESTEMEmaM, onynNusoeaHHEM &
mexyien 2ody. Ecnu copnoukall cMaddapm 38MeHEH (UIMEHEH), MO MDY MOMBEE0S8HULN HECMOALIUM CiaRdapm oM one-
dyem pyxoeodCME0daMach IGMEHEHHAIM [U3MEHBHHLIM] cmandapmon. Ecnu cosimouned cmarndapm omuernes Ge3 8-
MEHLi, MO TOROKEHYE, 8 FOMoapoM JSHE CORTKE HE HEED, NPUMSHRESMCR € YACIMU, HE TEMEASYAGH WS IMy CoBMTEY.

3 TepmuHbl U onpegeneHms

3.7 B HacmoRLues cmandapme NpuMeMNeHE mapsMunsl no NOCT P 51892, MOCT P 52039 U chedywaiyue
MEDMLUNE C COOMEBSMCMayoLLLIMU onpedaneRLIAMLY

3.1.1 cepbeaHbId HeGnaronpMATHLIA Mexon (adverse device effect): MocnecnepadMoHHBIR Mexo,
NOTEHUMWANEHD YIDOHAKW WA 3peHI0.

MpurmesssEde—NpiMepb CEPEEIHEE HEANATONPUATHEE WCXOAO0E NPHESQEHE & Tallnuuax A1 W A2 npanc-
HEHUA A

Maganue oHHUMENEHOE
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MpunokeHwe F
(cnpasovHoe)

ConocTaBneHna CTPYKTYPbI HACTOALWETD CTAHAAPTA CO CTPYKTYPOH NPHMEHEHHOTO
B HEM MEXNOYHAPOOAHOro cCTaHoapTa

F.A OBwwe nonoXeHWA

ConocTEENEHHE CTPYKTYRE HECTOAWErD CTAHREPTE GO CTRYKTYPOA NpMMEHEHHOID B HEM MEEIYHAPOLHOMD CTAH-
AEpTa npeacTaeneHo 8 TaGnuye F.1. YeazadHoe B TAGNHUE WAMEHEHWE CTPYRTYPE MEXMOCYJapCTEEHHOMD CTAHZAPTA OT-
HOCMTENEHD CTRYETYPEl NPHMEHSHHOIS B HeW MEewOyHEpOSHOrO CTEHOapTa ofyonoBneHo NpHES0EHWEM &ro B

cooTEeToTEME C Tpeboesaruamn MOCT 1.5—2004,

Tafnwruse F.1— ConNocTaeneHWe CTPYETYDE HACTOAWEND CTEHOERTE ©O CTRYETYROR NpHMEHEHHOMD

MEEIYHAPOAHOMD CTEHOBRTAE

Crpyetypl Mmakay Rapigissrs crangapra WCO 1197972001

CTpyRTy e HACTONWEND CTAHGARTA

1 Ofaop

1 OBNacTs NpHMMEHEHHA

2 HopMAaTWEHRIE CobiNKWM

2 HopmaTHBHBIE CobMEM

3 TepMHHE W CNpegensHns

3 TepMmuHe @ onpegensHun’

4 3THYECKWE COrMALEHAR

4 STHMBCEWS COTNAaWeHHA

5 TpebosaHua
5.1 Ofwke Tpeboceasna
5.2 NononHuTensHee TpeGoaaHWA

5 TpefoBaHun
£.1 Obwse TpeloaaHna
5.2 MononHeTensHeie TpeloaaHna

& MeToponorve
6.1 fAosymeHTa s
6.2 Ooetyn € WHpOpMELME
6.3 HNononHWTensHoe MequysHcEDs obcnynaaHne
B4 MnaH KNNHAYE KUY W MBI TAHWA
6.4.1 Ofuwe tpeliopanua
6.4.2 DononHuiTentdHsie TpedoBadym
6.5 Pone oprasnzatopa
6.6 Ponk NnpoBepAsiWers
6.7 Ponb KNWHEYSCKOND MCNE TATENA
6.7.1 OBwwue Tpeloaanxa
6.7.2 DoncnHuTeneHsie TpeloBaH«=s

& MerTogonorka

6.1 TpelosaHua & OORYMEHTAYHN

6.2 TpelopaHua & QOCTYNY Mado P aumMmu

6.3 TpelopaHna & DONONHATENEHOMY METHUMHCDOMY

ofcnysEHEa R

G4 TpelopaHnA & MNaHyY KNMHWSECKAY WCNBITEHWA
g.4.1 Qfwue TpedoBadnA
G.4.2 OononsvTensHee TpedoBaHuA

6.5 TpelopaHWa & OPTEHHEIATORY KNHHEWSECENY

MCNEITaHWA

6.6 Tpabosavwa & HabnwogaTens

6.7 TpelopaHnA E KNAHWSECHOMY WCNETATENK
6.1 Qfwue Tpedosadna
6.7.2 DononsEnTensHele TReSoEaHWA

¥ NpeacTapneHye pe3yneTaToR

7 TpefoBaHHA K NPEOCTABNEHMED D3y NETATOE KNHHMK-
YECHHE NonETEHAN

Mpunoxesde & WalpadHue onpegenaHns

MNpunoxeswe B Mpuwmeps moguveayuin Basosofh moge-
ns MOMN

Mpunowenne C Pyxos0AcTE0 N0 ONPESEneHHD MogHds-
kaumMe Bazoeod mogann HOR™

NMpunoxedsde © INeMeHTE NPOTOKONHEEOBAHAR KNAHASE-
CEMX MGneiTanwin WON
C.1 3neMedTe NPOTOEONHPOBAHKA KNAHRYE CEAX
HeneTaHsd MO
C.2 QononHETensHoe ENUHWYECHOE DYHOBOOCTEO

28

Mpunowedne O SNeMEHTsl, BHNOYaEMse B NROTOKON
HNEHMYSCKHE HeneiTanuwid MO, n ZononHATENEHDE KNHHA-
USCHKOE PYKCBOOCTES No paspafoTee nnadHa EneHWHSCcKux
MCMNBITAHWA § 3HANW3Y PE3yN=TATOE
D1 3nemMesTs, BENKYESMEE B NPOTOE0N KNHHEYSSKHY
HCNeITadda MO0
0.2 JoncnsEMTeneHoe KNWHAYSCKoE PYEDBOICTED NO
paspaloThe NNEHA KNAHAMECHHEY WCNBETEHWAE W BHANW3Y
pEIYNLTATOR




OxoHSGHYE Madnuik F.1

rocT P 52458—2005

CrpyeTypa Mewayrapoasora cranaapra OO 1187872001

CTpyETypE HACTOR LS CTAHAAPTS

MpynoxedsEe D MocneonapayMordHeie HEBNaronpUATHRIE
MCHOOE W HOPME OCTPOTHl 3PEHHA B CPAEHEHWM C HCTORM-
YECKOA HOHTRONBHO® TEYNNoR

Mpunosadde A MNpEMepe cepeesHex HeBNaron pUATHEIX
MCHOO0B GNA NEpeOHeKaMEepHEIX W 3aaHekaMepHax MO ik
NoKaIaTened OCTPOTE 3peEHAAY

Mpenosedde B TpeBosaHna K pacnkcks off wHopMEpo-
BaHHOCTHY

Mpunoseadre E OHOHYSTENEHEIA OTHST O KNEHAMSCERE KO-
neiTasuAe WO

BudnuAorpadua

MNpuno=edwe & BrBnecrpadgmn

Mpuno=edue F ConocTaeneswe CTOYKTYPLl HACTOAWErD
CTEHOEPTA GO CTRYKTYPOA NPHMEHSHHOIT B HEM MEXOYHA-
pOAHOTG CTAHGAPTE

' B HAcToRWSM CTAHAAPTE JaHHEA pE3aen pa3ber Ha 17 NnyHKTOE B CEASW © BREOeHMEM TEpMMHOE no [1].
41 CTpYETYDRE 4AHHOMD NPRNDEEHWA HECTORWEND CTAHAADTE NONHOCTEH WASHTHYHE CTRYETYRE NPUNoEeHda B Mmewny-

HBpOOQHOro CTaAHgapTa.

1 NasHoe NpMNOHEHWE B HECTO R EM CTEH DA pTE Flaﬂ-'ﬁHTll:l HE MYHETE, 4TO lJ-E'_-,'EJ'Il:I BREHE HeODx0n M GC Trel npWEs0e-

HER 8o B cooTaaTcTeawe ¢ FOCT 1.5,

41 BEnKMeHHe B HACTOAWWE cTaHABRT OEHHOMD MpHAMDEEHWR L‘lﬁ!.l-EJ'IEIEJ'IEHD- HEoB RO WMo C TR y4aTta ﬂDTFI-EE-HEIETE'ﬂ
HEUMOHANEHOA 3E0H0MEEE Poccrickod ‘D‘EHEFIELI.HH. MonosedHda QadHoro MPpUNOHEHWE OTEEYIKDT TFI-BE-EIHEH:HSIM i1l
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MpunoseHwe G

(cnpasovyHoe)
EBuwGnuorpacgua
[1] SO 1415512003 EAWHEMECEWS MCNETEHAA Me0MUWHCKEE Wagensd. YacTe 1. Odwwe TpedoeaqnA
(150 14155-1:2003) {Clinleal Inwestigation of medical device for human subpects — Part 1. General
requiremaents |
[2] HED 14155-2:2003 BAWHHMECEWS WCNBITAHWA MEOHUWHCHHEE wagennid, YacTe 2, MNEH KNHHHYECEHE WonbI-
TaHH#
(50 14155-2:2003) {Clinlcal Investigation of medical dewice for human subjects — Part 2: Clinical
mvestigation plans)
[3] MCO BSOT 1904 OnTuea w onTdveckde npulope. Npoaepra ocTpoTel spasna. MeTog KOpPENALKK ONTO-
THOE
(IS0 359710594 {Optice and aoptical Instruments. Visual acuity testing. Comalation of optotypes)

a0
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3.1.2 nnaw knuHUYeckux ucnkimanud; MKH (clinical investigation plan): doxysesm, onpedenmouid
yeny, zadayy, MemodonNo2u, CUCMaMy KOMMPond, NpoaaderUd SHaNU3a U XDadeHus dauHbis O KTURUSSCKUY
LSBT LAY,

3.1.3 knunuveckos ucnsimanue (clinical imvestigation): Moboe paspafiomanHog U 3aNTaMupoeaHHe
CUCMEMAMUYBCKOS LIYUSHUE C YENbI0 NPpoaspiy Ge30nacHocmy Wiy aKcnayamayuokHesix ceodema MO ¢
yHacmuen cybsexmos.

3.1.4 eybrexm (subject): Nuuo, yHacmeyioes @ KMUHUYECKUX UCTEIMEHUAX C NDUMEHEHLEM UCNBIMy-
amodl MO wiunu @ cocmasae KoNMpansHOU 2Dymne.

3.1.5 KnukUYeckUl uensimamens (clinical investigator): Muyo wuny opeasuiayud, OmeamemaskHbie
38 npoaedeHUe KNUMUYESCKUY UCTBIMEaHUT U HECyLLUS KIUHIYECKYI0 OMEasmomasHHociiG 38 Gnasononyuue
aoaneyerHely CyDBerxmoa.

I§) pUMENVEHUYE — Nuye wuny COERHUIBLUR HEZHEYAaXMoA 8 COOmMmean cmaua o ﬂeﬂcmsymmr.ru agroHoda-
MEeMECMaaM.

3.1.6 opzanuzamop (Sponsor); ST WUNY op2asusagus, KoOmopese Hecym omaesmocmesHHociTs 38
MAYEND LI Npoeederus KNUHLNBCKUY LUCTBIMIaHU,

3.1.7 znaaHbill KNUHUYECKUD Ucneimamens (prncipal clinical investigator): KnuMuyeokul Uonsirma-
Mk, HMESMoMEeHHEl 28 Op2aluIaUguo KNUNYYeCKUX uchsimaMul, npoecdumbix & odweld opaaluaaull
(naBopamopuu).

3.1.8 roopduwamop (coordinating clinical investigator): KnuMuyackul UcneMamens, HaIHaYaeMbi
ODEaMLZEMODoM dNa KoopOUHaLUU KMUHUYECKUY UCHEMaHUD, NpoaodUMbIX 8 H8CcKoNe KUY 0p2aHuIauLay (na-
Gopamopusax).

3.1.9 knuxHuveckan schgherkmuanocms (clinical parformance); Haydaxue onpedenassoas muna HoN
winu 420 nompedumenkokux ceolcme & CNy4as KOMKPEMHO20 LCMONkI0eaHUA Ha cyibexmarx, dna Komo-
PhiX OHO NDEFHAIHIYEHD.

3.1.10 ghopsa omyema (case report form): Ookysmenm, npaduaznayedHsnl dng zanucy aced uxghopma-
yuu, npedocmasnAaMol op2anuaamopy no kawdoMy cyfkexmy & coomeememauy ¢ mpeboaaluaMu Nnasa
KAUHLUYECKUYE LETBManLd.

3.1.11 mypwan knuHuYeckozo ucneimamens (clinical investigator's brochura): Hokysmenm, npednasz-
MaYeHHET OnA 2anucy KnukruYeckod U sexnusideckold urthopamayuy of uonsimyemod MO, omwocawedes K
UCTENTIaHUAM Ha cyOBesmax.

3.1.12 watmodameans (monitor): ugo, Hassayesboe op2aduzamopo Ana Hadmodesus 38 coomeam-
cmaven dedcmeaull KNUMLUYSCK020 UCNEIMamens Nomoroay KIUHUYSCKUY UCsIMmanull U Nposeprll UCXodHE X
AaHHBIX.

3.1.13 ucxodusie danHsle (source documents): Mughopsauun, npedcmaanenian 8 sude cpuslinas-
Malx, UdeRmuhuUUDoEaNHEX U CEDMUBULLDOBSHHEY 23anUcel KTURDYECKUX occMompaoe, HabGmodesud wiunu
doyaux dedomeaudd 8 MeYeHue KNUHUYBCKUY Ucibimaiiul, Heofxoduman Ana oyeHsu KNUHUYECKUY UCTaITaHul.

3.1.14 oxowvyamenkHeil omyem (final report): JokysMesm, 3anonHAaemMisil NOCHe OKOHYAHUS KITUHLYEC-
KLY LUCNsimanul, codepwallyud onucalie v oyeHKy Deaynsmamos.

3.1.15 wosumen no smuke (ethics commities): HezaaucumMbil KOMIsmeskmHEIl ODSan, Omesyaioujul
3a BesonacHocmb. Gnazonamyyue U Npasa cyObaxmos, MOUHLIMEOLWLX PHEcimue @ KTUHLYECKLX UCTBIMEaHLUAX.

3.1.16 pacnucka ob unghopMupoealHocmu (informed consent): JOKyiesm, UMesiund wopududec-
Kyha cuny. nodmespsxdanuui cognacue cyikexsma Ha dofpoannsHOe YYACMUE 8 KNUHUYECKUX LCMBIMEaHLAX.

Mpumedadre— TpeboeasnA & pacn#cke of WHECPMUPOEIHHOCTH NPUEENEHE B NPANCHEHAA B.

3117 woEmponsHas spynna (confrol populations): CyOberimal, KONMODEIR WMIRaNmLDoeasEs O,
coomaemeomaeayiowie mpeboegruam NOCT P 52038— NOCT F 52040,

3.1.18 vcmopuyeckas koHmponkHas apynna (historical confrol population). Kowmponksas apynna,
OEoWediuas KNUMUYSCKUE UCNBIMaHUs U UMSnWas cepbeaHbe MebnasonpuamMse uocxodel.

4 3THYecKMe cornalleHMA

4.1 DBwwme TpeSoBsaHKA

4.1.1 MNpaea, Ge30NacHOCTE W SJ0GPOBONBHOCTE YYECTHA CYDRLEKTOR KNMHWYECEMY MCNETAHHA Q0MHb
BbiTh JAUWLEHL B COOTBETCTEHH C ITUYECKMMHA NPUHLMKNAMK, HANOMEHHBIMA B XENbCUHCROW Jexnapanui, 1
Aon#HE cobniogaTeca Ha NKEoM 3TaNe KNAHWYECEUX MCNETaHMA,

2



rocT P 52458—2005

4.1.2 Opradnaarop ¥ KNAHAYECKUA WCNBITATENE HE O0MHL OKaikIBATE GARNSHWA UMK NPAHY0A0LLNX
ABACTEWA Ha cyTuekT, Habnuaarens, KNHHUYeckono WCNel TATeNA-K00PGUHATORA M APYTHX NWL, YHACTEYIOLMX B
KMAHWYECENK UCNETaHKAK.

4.1.3 Opravnaartop NoMmeH JOKyMEHTANBHD NOOTEEPAXTE KOMMSHCALMID CyEhenTaM B criyyas TpaBmi,
NPOHA0LWELWESA NPM NPOEeeHWH KITWHMYSCKHE KCNETAHWA. JononHMTensHoe MegHLKuHcKos oBcny s MBaHmMe
cyfbexkTon, HOTOPRIM OHO noTpabyercA B peaynkTaTe HeGNaronNpUATHOM WCXO0E HNUHWYECKMK MCTBITAHMIA,
[OMKHO BBTE 3ANNAHKPOBAHD W 3A00KYMEHTHDOBAHD.

4.1.4 Bog yUAcTHHEM KIMWHWYEBCKHE MCNBITAHWE J0MeH: Da3faniTe OTEETCTEEHHOCTE 38 ITHYECKDE Nno-
BEOEHWE B COOTRETCTEMM C WX PONEID MDA NPOBSOEHAH KNHUHWYECKNK WCNETAHKA.

5 TpeboBaHuA

5.1 OBuwwe TpeboBaHWA

5.1.1 Meway opraHv3aTopas, MCNETaTENeM M OPYTHMK THUAME, YHECTEYIOWWMA B KNAHWYECKNK MECTbl-
TAHWAK, O0MKHE CYLWECTROBATE GOpDMaNkHME COMalleH s, onpeqenfiow9e Kpyr ux obasanHocTed. Boe
ropMansHele COrMAawerna O0MsHE BbTe 3a00KYMEHTHDOBAHEl B NUCEMEHHOM BHOS W NOGMACAHE BCEMIA
WHECTHAKAMIA

5.1.2 Bee nvua, y4acTeyIOWMWE B NPOBEOEHHA KNMHAYSCKME MCNBITAHKA, O0M¥HEl HMETe COOTBETCTEY -
Wy Keanudukalmo/obpasosadie Wnd onsT GNA KCNONHEHKA CBOMX 00A3AHHOCTERA.

5.1.3 Mnav KNAHWYBCKMX MCTEITAHKWE QOMEeH CooTBeTCTEOEATE TpebosaHuam [Z].

5.1.4 KNWUHHMYECKHE MCNBITAHMA 00MsHs SeTe paspaboTade Ana onpegenayds cootaetcTeda MO Ha-
FHALEHHONA rpynne cyDBeKToa, AN KOTOPOR OHW NPedHasHaYeHel. MoneTaswus Gon#He COOTEETCTROBATE TPE-
GoBaHHAM ENWHNY2CKOH DENEBAHTHOCTH M HAYYHON QOCTOREDHOCTH.

51.5 B nepqoa KNUHWYECKMX MCNBITAHKA BCE YYACTBYIOWWE NWUAa A0MMbl cOGMonaTe woMguaeH-
UHANEBHOCTE. JaHHeE, NONYYeHHEIE B NEPHoD KNWHMYECKUY MCNRTAHWA, D0NHHE GeiTe 2a0WWLEHE 0T HBCAHK-
UHOHKWPOBSHHOTD WCNONLI0BAHKA.

5.1.6 B oty4etax ¥ nyGNMEaUMAX O KNAHWYSCEMX MCNBITAHKMAY gondHa colnmaatecq KoHgHOeHLMaNb-
HOCTE MHDOPMAELIMKA O Kamaom cybbaxTe.

52.01.7 Chvcor WeeHd CybBeekToB W HOeHTHWHDWKaUMoHHER WHDODMaUMA DONMHE, NpH HEoSXoOQWMOTTH,
XPAHWTECA OTOENEHO OT OTYeTHEX DOpM.

5.8 MNepan HadanomM KNHHAYSCKHE MCNETaHHE HeobXomumMo NPoBECTH CNaayil ke DedcToR:

- paapaboTaTe W VTEEROMTE MNAH KNMHHYSCKNE MCNETIHKA,

= MONYYHTE COMacHe KOMWTETA Mo 3THKE,

= MONY4YHTE COOTBETCTEYIOWEE PAs3PELLEHWE KOHTRONWPYIOWNY OpraHos.

5.2 JononHuTenkHele TpeboBaHMA

5.2.1 Oprasnaarop v KNHHRYSCERE WCNBTaTeni QoNHHE OUEHWBATE YPORHK HEGNaAronpuATHEIX MCXOO0B8
W oCTpoTe apedus ang MO npu KNHHAYSCEAX MCNBITaHWAX.

5.2.2 BeaonacHooTe W addekTHEHOCTE KaxaoHd Mogeny MON gonsHe BeiTe NOOTBEDMOEH:!

= KNAHKYBCERMA MCNBITAHKAMMA, NPOBEOEHHEIMKW B COOTEETCTEHK © TpeboBaHHAMKM HACTORLLErD CTaH-
gapra;

= COABHEHWEM NapaMeTpos MOoJeny C Nnapamerpami 6a3080A MOLENK, NOKAARIBAKWKK, 4TO MOZEN: AB-
NASTCA HEIHAYWTENEHOR Modudrkal el Gasoepol MoOeni, GeacnacHoCTe W HPPeKTHEHOCTE KOTOPOR OoKa3a-
HiEd KAAHUYSCHAMIA MCTIRITAHWARMA.

Mpuwemeasasde— PyRoBogoTes o onpeaoanssdn Modudliaysy Gasoacd mogend MO npueaneHo 8 npuno-
HeHuN .

5.2.3 KnuHu4eckue voneimasua MO, npegHasHadeHHeEx ONS EopPekudd adakun v Bapocnsilx oy ines-
TOR, QOM#HE NPOBGOWTLCA OPraHA3IaToOROM C UCNONBIOBAHWEM AMEMEHTOR NDOTOXOMUPOBAHWA NO NPUNOWE-
Hu D, Oprasdaarop goncked  paspaboTaTe NPOTOEON © YY4eToM  OUSHEM pP33nNHYHld NOCTOAHHBIX
HEENaroNDPUATHER KCXOOO0B V¥ MCNLITYEMBE CYyDLEKTOR W CYyOREKTOR M3 KOHTROMBHON TDYINEL.

Ecne MOM npegHazHadeHa ans pacnonodeHda B NepegHel v 3agHed kamepax rnas, 7o JomeEHsl Dkl Te
NPOBEOEH sl OTOEMNBHEIE KNAHMYSCKUE HCNBITAHWA ANA NDOBEDKM KNWHMYeckol addexmvaxocTy MOMN 8 kakood
rNaIHoR KamMepe.

524 Boe cyfu@kThl KNHHWYSCKUE UCMHHTAHWA B NERUO0 MCNB TAHWA JONMHE NPOXOOWTE NEDROONYSCHE
obcnenoBanua. KNMHWYECKHE UCTILITAHWA CHMTAINT OROHYEHHBIMM, KOTOAa Ha BoE CYDbLEeKThI, BOBNEYEHHEE B WC-
MbITaHWA, BENIoYan Tex, y koTope MO Beind vaanedeHsl N 3amerensl, GyaeT cocTapnes oHoHYaTENEHE |
CTYET NO NPUNoHEHHD E.
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6 Meroponorusa

6.1 TpeGopaHuA K AOKYMEHTALMW

6.1.1 MypHan KNUHWYECKors WCNBTATENA W O0KYMEHTE No 6.1.3 QoMb GbITe NOATOTOBRNEHE! 00 Ha-
4ana ENUHAYECKKE UCNETaHWA. MpagocTapnAemMan KNAHRYSCEMM WCNLITaTenas WHDopMayna 0onsHa SelTe
JafoKyMEHTHPOBaHA.

6.1.2 MypHan knMHU4YeCcKore MCNBTATENA A0MHEH BINDYaTe:

a) ofaop Hay4YHoH NUTEPaTYPR, OUSHKY PALMOHANLHOCTH NPeaNONaragMond KWCNoNk30BaAHWA MCNBITYE-
a0 WO ¥ Uenu KNAHRYSCEMY MCNBTaHHA.

Mpusmeyasuse— 0300 HapwRol DLrapam il BRINYaSM & cela RoNyuerye udboDM SYUL 08 oRMUNBCKUX O
MBexaHuUYeckUy ceoldomeaar MO,

0) obwes onvcanwne WOIN;

B) ondcadde npuHudna gercrerds MO © yeasasde Hay4yHoH NETEpaTypel, W, Npd HeobXoaMMocTi, ©
MHCTPYHUMEN MArOTOBHTENA N0 88 MCNONEIDBAHWID M YCTAHOBKE.

Oon#Hsl GeTE YEA3AHS! NOTEHLUMANBHBIE NPOTHBONOKAIAHWA, NPEOYNPENOEHHA, BOIMOKHLIA PHCK OT NC-
MEITaHWA |1 T.0.;

r} ondcadue NpeanonaragMisn KNAHHYECcAX IKCNYaTalioHHbIX XapakTapHcTHE,

4} onUcaHMe MaTepHancs, MononsaceadHex 8 MO,

&) 0ba0p W oUEHKS OaHHER [T WD WHMK i1 Wi, MMeiowux oTHoweHKe K MO, BknoYan npeaknidHrYec-
KHE faHHLe, Takre Kay SUonorvYeckke CCnNeaqoBaHMs, HEKNMHUYecKkHe NaGopaTopHee MCCNeLoBaHMA W Me-
CRE0OBAHMA HA HUBOTHEE

W) ONWCEHWE NPEDEOYLLKX NONLITOK NPOBEAEHHA KNAHWYECKOND MCnTaHua MON ¢ noxommsmn xapakre-
PHCTHRAMMN,

) oBOIHAYEHWA W HAWMEHOBAHWA HALUMOHANEHEIX CTAHAAPTOR, KOTODEIM BOMDEHEl NONHOCT B KM Yac-
THYHD COOTRETCTEOBATE MO,

K) peaynbTaTk aHanyaa pycxa.

BamHan MHropMaunmna, NoNy4aesman B NpoOUScCcE KMHWYECKNY HCNBITaHWA, DONKHA PErMcCTPUDOBATRECA B
MypHane.

6.1.3 ¥ oprannaatopa WKWnW HCNkITATENA JOMTEHEl XDAHMTRCA CRE0YIoWWE JOKYMEHThI

a) NnaHd KNUHAYSCKMY HCNBITa WA,

G} NOONUCAHHSS W DATWDOBAHHOE DEINME KEAMO0ND KNHHWYECKOND KCNbITATEnNA,

B] HAWMEBHOBaHWE({A) ODrasiIauWwA{KE]), NPoRoOALIEN{MX]) KNAHWYESCKWE KCTLITAHWA;

r} MHEHWE WWNK Pa3pelleHiHe KOMUTETA NO ITHKE, WANOKEHHLIE B NMCEMEHHOM BUOE M CONpOBMKAAR-
ME® COOTBETCTRYIOWER QOKYMEHTALMERN, NPEOYCMOTPEHHOA OERCTEYIOWIMM JaK0HO0A TENECTEOM,

O} COrMaweHue Mexdy rNasHsM KNAHWYECKM MCNBETATENaM, KODPIWHATOPOM ¥ OPraHKIaTopoM;

) HeohXoauMee CepTHHESTRI,

W) thopMil pacnicor of WHDOPMUPOBAHHOCTH W Apyras MHQOPMaLKA, NpagocTaanesHan cybbanTam;

M) dropma oT4eTa;

K) dopkiel oTHETa 0 HEGNAroNpUATHOM MCXOOE KNHHWYECHHE WCNBITaHWA W HebnaronprUATHOM Bo3geE-
cTedl MO

N} KOHTaKTHBIE DaHHee Habnooarenaled).

6.2 TpeGopanuA K AOCTYNY HHDOPMALIMIK

6.2.1 Kasbid KNUHHYECKWA WCNLITATENL, YYHACTEYOWWA B KMMHWHECKMY MCTIbITAHWAX, O0MEEH WMETL
Npass AoCTYNa K HeobxoIuMOod NpEeKNMHMYecKDd HHfopsaumMy. Boa nonydYeHHan MHQopMagMa OomnsHa xpa-
HHTRCR KOHDHZEHUWMANEHD,

6.2.2 Habmogartens onweHd MMETE A0CTYN K MCXOOHBIM QOKYMEBHTaM 1 4pYToR MHDOopMaUMiA, Heobxoamn-
MOR ONA KOHTPONA COOTBETCTEMA OEATEN=HOCTH MCNLITATENA C MNAHOM  KNAHEYeCEMX  MCNETaHnE,
TPEGOBAHUAM HODMETHEHRIX OOKYMEHTOR, YTODL! CNEOWTE 38 DeATENEHOCTEK WCNBITATaNA,

6.3 TpeGopaHMA K AONONHUTENLHOMY MBOWUWHCKOMY OBCAYNMUBAHMIO

6.3.1 TpeboBanuA K MeIuUMHCKOMY oGCnysKMBaHWIO NpWBaOeHE B 4.1.3.

6.4 TpeboBpaHMA K NNAHY KNAHWYSCKHMX HCNLITAHWA

6.4.1 OBuwme TpebSosaHMA

Tpebosaxua K Mnaxy KNUHUYeckux vonsimakul npueedessr @ [2] (modpaaden 4.2).
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6.4.2 JononHWTENbHELIE TREBOBRAHWA

6.4.2.1 WMcnuiTyesman nuHaa OonsHa GeiTe MMNNAHTHROBAHE TONLKO B OOWH Maa cybbexra.

6.4.2.2 KNUHMYECKHMM WCNBETAHMAM B KE3¥OLIA OTYETHEAE Nepuod NoOOBERranT MUHMMaNsHoe Yucno ofb-
paauos MOM. OprasnaaTop Somneed yOeguTECA B HANWYHK Heobxoaumors Yuocna cybexToB gna obecneyeHua
EMAHHYECEME MCNETaHMA HeoDxouMes Yucnos oBpasuocs MO

Mpumesasde— NpeMeps KNHHKYECEMY NPEGONEPAUMOHHEX/ONBPAUNOHHEIX 0 NOCNEONERELHOHHEE op
oT4eTa npreageHe & Tadnugax 0.1 — D5 npunomenua D,

6.5 TpeGoBaHWA K OPraHWIaATOPY KNMHAYECKHX MCNLITAHWA

6.5.1 lNepan HA4aNoM KNAHWYECKWX MCNETAHWA OPraHMaaTop J0MEeH oNpananiTe, YCTAHOBMTE, 0bec-
MEYHTE ¥ PACNPELENHTE BCE CEAJAHHEE © MCNLITaAHHMAMK 00AIaHHOCTH W EYVHKLMA.

6.5.2 Oprasmaarop gonsed oBecneyuTe COOTBETCTEME BOEH JOKYMEHTALMM, HAXOOAWESHRCA ¥ MCNWTaTE-

NA, OpraHviaTopa | Habnioaartens, NNady KNMHRYECKHY MCNBITAHWA 1 NPUMEHAEMEIM TReSoBaHUAM OnA obec-
NEYEHHA KAYSCTEa HCNLITAHMA,

6.5.3 Oprasnaarop ABNAESTCA OTEETCTESHHEIM MMUOM 3a:

8) BEIGOD KNHHWUSCKME MCMBITATENSH W KMTHHASES CKMY WCNBTATENEHRE LEHTPOR ONA KOHKDETHOTDS MWCTkRI -
TAHKA K, B CNy4Yae HeobxoWMOCT, KoopOUHaTopa;

6) Bwibop W HasHadenwe Habnooartens ANA KNMHWYECcKHY HCeiTaHKiA. MNpy oTcyTeTEMK Habmoparena
OpraHnaaTop QonHeH BaATs Ha ceba ero obRaaHHOCTH.

Cpraduaarop 0Decne4dHBacT KOHTPOMNE 33 KNAHAYSCKMMIA MCNs TAHWAMA Ja¥E B CNYYaE, SCNW KOHTDO b=
HEE NOMNHOMO4KA Nepenads ApyroMy nduy. Opradd3arop AoM«eH NpoOMHCTPYKTHPOBaTE HaGniogaTena o gei-
CTEWAX B CNY4ae OTCYTCTEWA WIANKW HEKOPDEKTHE JaHHbIX. NDHEEOSHHEX B NNAHE KNMHWYECKI WCTkITAHWA;

B) NOAFOTOBKY 4 OBHOBNEHWE XMYPHANE KNWHKYECKOND MCNBITATENA;

r} obecneYeHne KNHHUYECKOTD MCNETATENA NNAH0M ENHHAYECHMR MCNBITaHKA K BoeMi NONpaBKam, co-
MYTCTEYIOWAMA KNMHHYECKMM MCTBITAHWAM,

A) YTESpHOEHHE MNaHa KNHHWYSCKHE MCNBITaHAN;

@) npanoctasnesdve obpaiyos MOM, nognesanMx KNMHASSCEMM HCNBITAHUAM,

W) NPegocTABRNEHWE HCNBTATEND HeoBXogumMol MHpopMauMM U ero oBydeHue, 8cni 310 NPegyCMoTpe-
HO NMNAHOM KAWHWYSCKNE MCTBITAHAA;

W) WHGOPMHPOBAHWE B MACEMEHHOM BAOE B TEWSHME KNHHWYECHME MCNBITAHHA BCEX KNMHAE CHHE WCkR -
TaTEned 0 BoAX CEPLAAHbIX HeBNaronNpPUATHER Kcxogax u soagedcTarAx MO Ha cyBeerT, NpoUaAoWEILLIWK NPK
EMAHAYECKHE WCNBTAHWAK, NPOESOMMEX B PadHLIX OpraHvaaunax (nabopaTtoprax) W CTABWME WABBCTHBIMK
OpraqnIaTopy.

K) HEMegneHHos MHpopMUpoBaHKe KNMHWYECKOrD MCNBITATANA O NPEEOSEREMeHHOM OEOHYAHWA WM
NEPHUOCTAHOBKE KNAHMYECKWE UCNBITAHKMA, M, B CNy4ae HeoSxogMMOCTiA, OTCRaMuEaHMe, YTobe Takan nudopma-
UHA Beina nepenaqa CoOTRETCTEYIOWMM NONHOMOYHER MALAM, STHWUSCKHMM KOMMTETIM W KOMUCCKHAM No Geao-
NACHOCLTH,

n) HHEopMHUpPOBaHHE KNHHHYSCKHMX MCneTaTened of ypoase passutia WO » o Tpebosannas, weolxo-
QMBI ONA NPOBESDKA IKCINYATAUMOHHEX XapakTepucTiE 1 GeacnacHocTi MO,

M) NPOBEPKY W YTEBEPMOEHNE MOGLIX OTHNOHEHKA OT NNAHA KNAHWYECKAX MCNBTAHWA W OCYLUECTENeHWE
HE0BXoOWMMBE KODPEKTHUDVIOWMX WM NPEEEHTHEHE OERCTBNA;

W) chop, xpanesne, obacnedeqme LBNOCTHOCTA W NONHOTEl 38N0NHEHWA COOTEETCTEYIOLLKMK UCTONHK-
TEMAMW CRegyIoWny 00Ky MEeHTOR!

1) Bcex gokysmedToa no 6.1.3,

2] EONUMK NOANKCAHHLIX K OaTHPoBaHHBIX MopM oT4YeTa,

31 aankcH 0 nobbiX HeBNaronpUAaTHEX WCXOOax WKW HebnaronpuaTHBIX BoageRcTerax MO wa
CyBREKT, 0 KOTODBIX COOBWeHD OPraHM3aTopy B NPOUBCCE KMMHWYECKMY MCNbITa WA,

4) BOB CTATHCTHYECKWE CEOOKK W CONYTCTEYVIOWME MM SaHHBEE,

5) OHOMYATENBHBIR OTYET O KNUHEYSCKAK WCNETIHEAK,

n) OBECnNeYeHME CUCTEMB YYETA NPHMEHASMBIX H HEMCNONbaYEMbIX MO

6.6 TpeGompaxHWuA K HABMKOOATENO

6.6.1 Habnmooarens SENAETCA OTEETCTEEHHLIM MMLOM 33:

a) COOTBETCTEWE NPEOnpHUHAMAEMEE JERCTEWE NNaHdy KNMHMY9SCEEY HCNBITaHWA, YyTobe moboe oTKnO=
HEHWE OT NAAHA KMAHWYECENE MCNETAHWA BelNG OMOBODEHD © KINHHKWYECKMMH WCNETATENAMM, 3300KYMEHTMpo-=
BaHO W JONOMEH0 OpradiKaaTopy,

B) vcnonezoeadie MOM B COOTEETCTEMM C NNAHOM ENUHAYSCHMY HCNbITAHWA 4 CooBWeHWe OpraqU3aTo-
Py, B cny4ae HeobxoguMoCcTH BHECEHKA MAMEBHEHHA B KOHCTRYELMID MOI unkn MeTog ee Menont30Banina;
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B) oDECNEYEHNE KNMHWYECKOND KCNEITATENA BoeMd HEohX0OHMBIMA MHCTRYMEHTAMA, NPUCNOCO0NaHHA-
MH K DACKOOHEIMI MaTEpKanamMu ana BesonacHoro ¥ adxherTHEHOM NPOBENSHWA KNHWHAYECHME MCNBITAHWA,

I} HAMWYHE B PACNOPAEEHHA KNMHWYECKOND HCNBITATENA a0ekBarHor Yucna cybeektos u WO,

o) nonydeHde NoOANKCaHHsX M AaTHPOBAHHLIX PAcNHeoK 06 MHOPMHPOBAHHOCTI OT Kamaoro cybhaxTa
MNegen Ha4anoM KMAHAYECKUE MCTbITaHHA;

€] 3anonNHeHKs B COOTBETCTAYIOLWE CPOKM (ROpM OTHETa C MHOPMaLWEN, COOTBETCTRYIOWEN NOMyYeH-
Hislb OaHHEM,

W} coGnoaeHue NPOUEOyD PErHcToAUMH M OTHETa Opradikaaropa o HeGnaronpUATHEIX MCXo0ax W Hetna-
roNpUATHER BoagedcTerax MOJ Ha cybeeT;

H) BEINCNHEHHE NPOUSIYD Nogo4eTa | yyeta MO,

K] CBOBBPEMEHHOE NPOBEOEHHE W WPOPMNEHWE JOEYMEHTALMM NO TEXHWYSCKOMY ODCNYHHBAHMID W Ka-
nuBposke obopyYROBAHMA, MCNONEIYEMOrD NPW KNMHAYECKUX KCNLITAHKWAK,

ny opopMNEHWE COOTBETCTRYIOILEND JOKYMEHTA NPM OTKA3Ee CyDhLENTa OT JansHeRlLEnD YYacTHA B Knk-
HUYECKMY MCNBITAHKWAY, COCYHOBHHE C KNMHAYECKAM UCNBITATENEM M MHDODMUDOBIHKE ODraHu3aTopa;

W) oBoywaogHue ODHapYHEHHEBX HECOOTEBETCTEMH C MCNEBITATENEM M HHDOPMADOBAHWE OpraHM3IaTOpa B
MACEMEHHOM BHOE.

6.7 TpeboBaHMA K KNHHHYECKOMY HCNLITATENK

6.7.1 ObBuwme TpedoBaHUA

6.7.1.1 EcnM KNHUHMYECKHUM WUCNBETaATEneM SENAeTCH Opradnaauua, T B E3YeCTEE a8 NpencTasuTens
O0MHHD BETE HAIHAYEHD NUUD, obnagamnwes HeoBXoauMOoHd KBaNUDUEaLKWeR W BINONHAKLWEs 00RIAHHOCTH,
yvEA3aHHBEe 8 6.7.1.2—6.7.1.3.

6.7.1.2 KNUHW4SCKHA MCNETaTeN JOMMeH:

a) ObiThe NPAKTHKYIOLAM BREH0M, MMEDLLMM COOTBETCTEYIOLLYIO KBANWEWEKALMIO, M WMETE JOMYCK K KNk-
HHUYECKMM MCRITAHMAM;

6) WMeTe onbIT B 0BNACTIA NDUMEHBHWA WCNETyaMon MO,

B) 3HATL METOQONOMMKD W TPEG0BAHKMA K NPOBEOSHHID ENHHAYSCHHE WO TAHHA:

r} GOeiTe OBYHeEH KOPPEXTHOMY NONYYEHAID PACcKY o W OpPMUDOBaHHOTTH.

6.7.1.3 KnUHHA4YECHHA HCNBETATENE OTEEYAET 38 KAMO0OHEBHOE NPOBE08HME ENMHMYBCHME HCNLITAHHA, 3
TakWe 33 Be3onacHoCTe M BnarononyyYie cybberkToR, BOBNEYEHHEBIX B ENHHAYECHDE HCNBTaHHe. KnuuudecsHi
WMCNTATENE OOMmEeH:

a) obnagate pECYPCaMH ANA NPOBEIEHNA ENUHHUYSCHME KWCTLITAHKA;

6) BeITh VBEDEH B TOM, 4TO NPOBEOSHWE KNWHWYSCKAYX MCTIBITAHWA HE NPUBRAET K KOHIWKTY MHTRDBCOR;

B) NONYYHTE OT OPraqHd3aTopa M 03HAKOMHTECA GO Boed HeoBxogumol nudropmaumed o MOI,

I} HIYYKTE NNEH KNHHEYSECEHMY MCNBTaHHA 00 &ro NognucaHEa;

0} OKalkBaTe NOMOWE HaGNDOAaTENKo | ayOUTopy B ASACTBAX N0 KOHTROMK COOTBATCTEWA KNWHW4EC-
KM MCMLTAHER NNaHy, NpoBepRe OaHHBL M BEOSHWID OKYREHTALAA,

&) ofcymaaTe C OPraHkaaTopoM W HabnioaaTenam ¥ NonNy4ars NMCEMEHHDE PAIPELLIEHWE HA MIMEHEHWE
MAaHa KNHHAYECKWE HCNBITaHKA B chydae HeoSxoq MOocTw;

) CNeOuTe 33 Tes, YTobk NNaH KNHHAYSCEME MCNBEITAHWA colmonanch BCEmMK BORNEYSHHEIMK B MCNk-
TaHuA NHuami. HeseanesHo cooblyaTte OpradMIaTopy B NMCLMEHHOM BHOE O NODLI OTKNOHEHXAK OT NNaHa;

) obecneynTe NDAEMNEHOE NPOBEOSHHE W JABEDWEHNE KNMHMYECKME HCNBITAHWA;

K] ODBCNEYMTE NEYEHAE CYEBEKTA NPU BOIHWMKHOBEHWW YPEIBEMHARHEIN CUTYALIMA, 8 TAKNE JAWWTY a00-
poBsA M Bnaronony4uMa cybhLeKTa;

n) yGHeaMTECA B TOM, YTO NONYYEHD COMMAcHs KOMUTETA NO ITHEE Ha NPOBEOEHWE KNHHAYECKHX MCNBITa-
HHA B Opraqyd3aumMg, NPOR0OALLIER HCTLITAHKA,

M) MHOOPMUPOBATE OPraHnIaTopa O BLIBOAAX KOMUTETA N0 3THHE!

H) HHPOPMUPOBATL KOMMTET MO 3THKE U MMETE palpellaHHe Ha nobbie CyLBCTEEHHLIE WIMEHEHWA B
MAake KNMHAYECKMY MCNRITaHWi, YTES I HHEIE ODraHHIaTOpOM;

n) “HQoOpMUpOBATE KOMHTET NG ATHEE O N0bBX CEpREIHEX HEBNaranpuaATHLIX BoadedcTexax MO Ha
CyOhexT,

) cEOEBDEMEHHD MHOPMUPOBAT: ODraHKIATOPS O BoaX HEBNaAroNpHATHRIX KCXOZaX 1 BOILSRCTEUAK
MO Ha cybbekr;

c) oBecneyWTe afexBaTHLIN NPEORAPUTENEHER HaGop cybbaNToR:

T) obeCcneydTEs a0eKBATHOE HHpOpMUpoBaHHe CYDLEKTOR,

W) NoONYYuTE ¥ cyDnerTa pacnucsy of HHpOPMUpOEaHHOCTH,



rocT P 52458—2005

) obecne4Ts MADKMPOBKY KNHHAYECKMX 33NKMCER cybbaxToR, yHacTBYIDLWWX B KNUHWYECKAX HCNbITa-
HiAX. ECcni HeoGXoOMMOo, BOBNEYEHHEIR B KNHHMYECKME UCNLITAHKA CYEBEKTEI A0MMMHE! NOMYYATE DOKYMEHTE,
NOOTBEDHAAMILME HX YHACTHE B KITHHWYECKMN MCNETAHMAX, BMECTE C WIEHTHHWKALMOHHOA W CONYTCTEYIOLLEH
HHDOpMaLKER ONA OKAIaHHA CROSBPEMEHHON MEOWLUMHCKOR NOMOLWK, © YEAIAHWAMK 30pecos | TanedoHoB
CYOLERTOR.

Ecnw HeoGxogwnmo, © paspelleHHA CyDbekTa ero NepooHanstelid Bpay O0MeeH Nony4ars WHQopMal g o
COCTOAHNMM CyDbarTa;

¥) CHaAGOMTE CyOBEKTa WHCTPYHUWAMI Mo @ro NoOBEOSHWKD NpW BOIHMKHOBEHHW MOGEE YpeinsiNanHBsIX
CHTYALIMIA ONA OXpadbl MHTEpecos cybkexTa. B aTomM cnyyae oTKNOHEHMA OT NNaHa KNAHWYECKUY MCRITaHKE
HE TpeDyIoT NPEaRaAPHTENEHOMD COMatiBaHuA C OPraHuIaToORoM W KOMUTETOM NO ATHEE. TAKME OTKNOHEHAA He
QON#HE PACCMATDMBATRCA KAK PASPRIE COMMALLSHHA, OOHAKD OONMKHE OORKYMEHTHPOBATECA W JOKNAQBBATECA
OpraHuIaTopy;

u) yGenMTeCA B TOM, 4TO BamHan ANA BesonacHocTi 1 BnarononyyuA CyGbeKTa M NPoaoNMEHHA KNMHK-
YECKMX MCTBITAHME MHDODMALWA, NONYYEHHAA B NPOUSCCE KNHHKSECEMY MCBITaHWE, BeiNa NpenocTasnexa
OPraHn3aaTopy 1, NpK HeodXOAWMOCTH, C pajpelleHda cyfseTa — nepooHansHoMy Bpady cyGLenTa;

4} WHOOPMWPOBATE CYEREKTa WMNK C paspelueHiA cyieeKTa — NeproHansHoTo Bpada cybeerTa o npr-
OCTAHOBKE WM OOCHOMHOM NPEKDELBHWAN KNAHWYSCKUE WCMNBITaHKR C YESIaHMalM NPHYHH NDeKpaieHAA;

Wl HECTH NEPEUYHYI OTEETCTEEHHOCTE 338 TOYHOCTE, J3K0OHHOCTE W DR30NAcHOCT L DAHHGLIX O KNAHKYSC-
KHX MCTBI TAHHAX, JOKYMEHTAX W 3aNMCAX CyTbekTa, CAenaHHBIX BO BPEMA W NOCHE OKOHYAHWA KNHHUYBCHHX MC-
NITAHKWA. KNAHWYecsMn  WCNeITaTens O0mEed NogniceEaTs ot4eTkl. Jobke WCnpapneHds B JaHHbIX
QONYCKABTCA BHOCHTE TONLKD NEPCOHANY, yYaCTEYIOWENMY B MCNbITAHMAX, HCNPABNEHKA QONKHE BeiTe NogNK-
CaHbl W OATHEOEAHE, 8 WCKOOHER JaHHBIE — COXPAHEHE,

W) HeCTH OTRETCTEEHHOCTE 38 COXDAaHHOCTE MCXOOHBIX OAHHBX B TEYSHHE BCEMND NepHOga HCNbITAHHA,
YCTAHOBNBHHOMD B MAAHE KNUHWYSCKWE MCNETAHWA,

a) obecneyreaTs PYKOBOACTBO M pacnpefenaqye oGAIaHHOCTER BoeX NKML, OTRETCTEEHHELK 38 NPoBEge-
HHE W OLEHKY KNHHWYSCKAX UCNBTAHWA B COOTBRTCTRYIOWEM LEHTDE KIMHHWYSCKAX NCNLTaHWA;

1) yEeauTeECA, 4To Boe MO, nognesawme KNHAHEYSCEHM WCNBITaHUABM, YYTEHbI.

HHCno nony4eHHsx ana MoneEradui MO gonsHo cooTEETCTECEATE YUCNY MCNONBEI0BAHHEIX WIHMKM HEWC-
NoNesoBaHHex O,

6.7.2 JononHATenbHkig2 TpeboBaHMuA

6.7.2.1 KnuHW4ecknd MChsITarens OOMKEH HeMennaiHe cooblluate Oprasnaaropy O BCEX ChydYanx
CEDLEIHOND HEGNaroNPMATHOM MCXO0a W YHAlkIBATE B OTYETaX O Niobkix APy HeBnaronpUATHED KCXoOaxX.

7 TpebGoBaHMA K NpeACcTABNEHMIO PE3YNLTATOE KNMHUYECKMX MCNLITAHUA

7.1 QeoHYaTENLHBLIA OTYET O KNWHUYSCKUY MCNBITAHKAK NPEOCTARNAKT QaMe B TOM CNYYas, 8ciii KnEHN-
YECKWE MCTRITAHWA NPEEDALEHEE NPE e BDEMEHHD.

7.2 DroddaTensHe@ oT4et gomnked DeiTe NPEQCTaBENEH B NMCEMEHHOM BHae. D J0meeH BeiTe nognM-
CaH OpraHMIaTopoM, KDOQOMHATOPOM (BCIMK OH MMEETCA) W MABHLIM KNAHMYSCKMM MCNHTATENEM KEaMO0rD We-
NelTaTeNsHoM WedTpa. OTYeT gonmeH NpeqocTaBNATECA MO 3anpocy BCEM KMMHWUYSCKMM MCNeTATensm K
KOMUTETAM No ATHKE.

7.3 DEOHYATENLHBIA OTHYET O KNHHWYECKMX HMCNBTAHWUAY JOMEeH BEAKYATE TOYHYE HOSHTHOMKALWID
MON, onucaHMe MaTogonoridd W NNaHUPOBAHWA KNAHWIECKWY MCNTaHHA, BoE OTHNOHEHWA OT MNaHa KNWHK-
YECKHY MCNEITAHWH, AHANKWS aHHBIX W BCE CTATHCTHHMECKHE OAHHENR W KDHTUYECKHE IaMaTHH, KACaiUWacH Le-
NER HCCNeSoBaAHKMA.

B oxoHYaTENEHOM OTYETE JOMEHE BT YUTEHE OaHHLIE N0 BCEM BOBNEYSHHEIM B KNMHWYECKHE HCNbITA-
HAA cybeekTam. MosHTHOHEILWK CyDREKTOR NO MCNBTATEMNBHEBIM LEHTRAM HE O0MTEHD Bkl T B OKOHYATEMNRHOM
OTHETE MM B NYENUEYEMBIX PEAyNETATAX.

7.4 Bog KNMHWYECKME MCNBITATENH O0MEHB HMETE BOIMOEHOCTE NPOCMOTRETE M, NDH HEOBXOOMMOCTH,
BHECTH 3AMEYSHWA B OKOHIATENBHBIA OTYET. Dpradu3aTon QOMEeH CoXpaHATE 3anKoH, NOOTES RO WME, YTO
BCE WCNEITATENKA NOMYYand OTYeT 4NA G3HAKOMNEHHA. ECny KNAHWSCKAR WCNBITATENE He COrMaceH ¢ oxoHYa-
TenkHbiM OTYETOM, TO B0 JAME4aHnA JOMKEHE BblTe 3aNKCaHLl M NPENOCTABNEHL! QPYTAM HCNLITATENAM.

7.5 Ecni OpraHWIaTop Wi mobod W3 MCNeTaTenad He NoAMWceiBaeT OEDHYATENsHEN OTYET, TO OH
poresad oBOCHOBATE NEWYMHE B NACEMEHHOM BAOS.

n pPHAMBENEHWAE— P:"HEEL'I,D,G'TBD NG COCTABMNEHWED ODHDHMETANSHOTD DTHWETA NpHasaH0 8 NPHNDEEHEA E.



