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Mpeawcnoene

Lena 1 nprsuEne cTadgapTyviaymy B Pocorickon Pegepaynd yCTasoeEnNeHe PegepansHii 3aksHom
o7 27 aexabpa 2002 roNe 184-03 « 0 TEXHWYSSCKOM DENYNHPOBIHWK S, 8 NDABHNE NPHMEHEHKE HALWOHANBHEBX
craHgaptTos Pococwackol Teaepaumn — MOCT P 1.0—2004 «CrangapTiiauvs B Pocowickod Denepalms.
CHCHORHBIE MONIEEHWRD

CregeHus O cTaHaapTa

1 NOQroTOBNEH OTEDRITEM aKUHOHEDHBIM obecTEOM « TKC-0NTHEa» HA OCHOBE CODCTEEHHOMND ay-
TEHTHYHOMD NepeEoaa CTAKGAPTa, YEAIAHHOND B MYHETE 4

2 BHECEH TexHM4eckMM KOMWUTETOM NC CTAHOAPTHAALMK TH 296 «OnTHEa ¥ ONTHYeCKHE NPUEopE® |
nogroMuTeTos MK 7 «OhTanesonori4eckan OnTHEa »

3 YTBEFHOEH |4 BBEOEH B OEWCTEBWE NMpurazowm SenepansHoro areHTCTES No TEXHWSECKOMY po-
rYAWPOBAHFKD M METRONOMMM oT 28 gekabpa 2005 r. Ne 374-cT

4 HacTORWWA CTaMOapT AENASTCA MOOAWDHLIMPOBAHHEIM MO OTHOLWEHKKD K MEXTYHAPOIHOMY CTaHaap-
Ty MCO 1197972001 «MunnadTate oPTansmMonordyecsre. VIMTRaokyNApHEE NdHasl HacTe 7. KnuH1dac-
KHe WonemaddA: (IS0 11879-T:2001 «Ophthalmic implants — Intraccular lenses — Part 7: Clinical
investigationss) NyTam:

- MIMEHEHWA Bro CTPYKTYDEL, ConocTaBneHye CTRYETYPR HACTOAWErD CTAHOAPTa Co CTRYETYROR yKa-
FAHHOTD MEXOYHAPOOHOMD CTAHOAPTA NEHESOEHD B O0NONHHTENEHOM NDHNOHEHAH &)

- BEEOSHWA ZJoNoNHWTENEHEX CNoe (dpaa). Npw 3ToM ZoNoNHETENEHEE CNoBa (Ppaikl ), BRNIOYEHHEE B
TEKCT CTARAARTA ONA YY4eTa NOTRe0HOCTEH HALMOHANEHOR JIHOHOMMKKA POCCHACKOR ©eaepaLiyi uiMnK ocobe k-
HOCTEW HALWOHANEHOW CTAHOARTHIALMKA, BEOENEHE KYDCHBOM!

- BEEJEMAA NpUiocEEHdR B, KoTopoe OoNoNHRET Pa30Enk M NEWNOMEHNA YHaIaHHOTD MENOYHADoQHOND
CTAHOAPTa C YYETOM NOTPEGHOCTEN HALMOHANBHOHE JKOHOMKER PoccHiceol Degepau g WnnK coobeHHOCTER
HALWOHAMBHON CTAHOADTAIALNN,

« WCHMOYEHWA NEWNEKEHAA A NDMMEHEHHOND MEXOYHAPOOHOND CTAHOAPRTA, KOTOPOE HEUeNeCoobpasHo
MNPHMEHATE B HAUKWOHANEHOH CTAHOAPTHIALMA B CEAIM C TeM, YTO OHD ARNASTCA CNPAESHHLIM M COOQEDMAT TER-
MUHE, NpUEagerHe 8 TOCT P 518522002 (MCO 11879-1:89).

Mp# copinee #a WSO 1415512003 « KNUHWYECKHE HCNBITAHMA MEJHUUMHCEMX Magenui. YacTe 1. Obwwe
Tpebosamuax (IS0 14155-1:2003 «Clinical investigation of medical device for human subjects — Part 1.
General requirements» ) B HACTOAWEM CTAHGAPTE SOMNCNHWUTENBHO NPUBEAEHE COOBOMAHNE COOTEETCTEYHY-
LMK MYHETORE W NPWAoKeHus E 0aHHoro MesoyHapoaHoro CTaHaapTa, KoTOPME BedeneHs BERTHEANLHOA M-
HHEH, pACnONCEEHHOR CNeBa OT TEKCTA. 3TO OBYCMNOBNEHD TEM, Y4TO MEXOVHAPOOHEIA CTAMAADT HE UMEaT
AHANOrOE CPE0M HALKMOHANBEHEX CTAHJANTOR

5 BBEOEH BNEPBBIE

Hughopuayus of UIMeHEHUAK K HACMOALEM ) cmanrdapmy nyGnukyemcs 8 exe200H0 u3dasasion Ln-
GODMALUOHHOM YKazamaene « HALUOHaENENEE CMaHdapmbd s, & MEKCITT LIMEHNEHUDT U NOTDAGOK — & SXENE-
CAYHD LIGaeaeMb UNDODMAUUGHKEY FRazamenay sHauuoransise cmandapmeis. B clyyae nepecMomps
(IaneMbl) AU OMMeHEl HACMOAWEe20 cmakdapma cownagamaoma s yeedomnarue Bydem onybnukoeaso
& SMEMECAYND UIdagaemMonM UHPODMaUUOHHOM Yhazamene sHaluoHanksbie cmaddapmels. Coomeemcm-
SV ER URGoDMaYLS, yaedoMAsHUE U MEKCTE! DAIMELLSIOMICA MAKKE @ UHPoDMauuoRHOD cucmeme -
WiE 20 NOMLICEIHUA — Ha ofuyuansHomM calime CedepansHos0 a2eHMCMEs Mo MeXHUYECKOMY DE2yIupoea-
ML U MemponosLy 8 cemu Hameptem

ZF CraMgapTvndrops, 2006

HacToAWWA cTAHAART HE MOKET Ok NONHOCTERD WM YACTHYHO BOCNPOMIREAaH, TMDAMWPORAH W pac-
NEOCTRAHEH B KAYECTEE OMWLWANEHOMD WanaHuA Gea paspelleHra DenepansHorD areHTCTEa No TeXHUHRCKD-
fy DEMNYNADOBEAHKIO W METRONOMMMN

FOCT P 52458-2005, mnnaHTaTbl odTanbmonornyeckne. IHTpaokynspHble NnH3bl. YacTb 7. KnuHnyeckve nenbitTaHms
Ophthalmic implants. Intraocular lenses. Part 7. Clinical investigations


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52458-2005
http://gostexpert.ru/gost/gost-52458-2005

rocT P 524568—2005

CopepwaHue

1 0HnacTs NpUMEHEHHA . . . . . . . . . .. . . .. . .. . . I |
2 HOpMaTABHEE COBUNEM. . . . . . ... . .o = % ob o .. 2 5 4 . - N |
3 TepMUMel 1 ONpeOenesHws . . . ... . . . . B . . . . a1
4 ITWHECKWME COMMAaWeH|a . . . . . . . . .- . . . . .- . c a2
5TpeﬁuBaHH::|.......... . - L - .. . . . RS
& Metcponorma - . . .. L L. . C e - .- . .- .. L4
T Tpebopanna K NDESCTAENEHWID DEIYNETATOR KITHHMYBCHAX I.-'ICI'IbITEHHIFI . . .. i
Mpunowenne A (cnpapcysoe) NpUMepk CEpPeEaHsL HEENArONPUATHEIX KCXOOOB OANA nep&nHﬂ-

KAMEPHEX 1 3agHekamMepHslx VIO W nokazartend OCTROTR 3DeHdA . . . . . . - . ... . . . B

Mpunoxenne B (pekomesayemos) TpeGopanmna K pacnvcke 08 mHopMUpoBaHHoCTI . . . . . . . . . . . 11
Mpunowenne C (pekomengyemoe ) PysoBoacTeo No ONpEQeneso Mogudrkagme Baaoaocd smoneny MO . 13
Mpunoxenre D (pekomedgyenos) JNemMeHTsal, BENI0YasMBEe B NpOTOKoN ENUHUYecKkny enuTanui MO,

W OONONHWTENEHOS KNKHWSECKOS DYEOBOOCTES MO pa.zpaﬁﬁﬂce MAAHA KMAHKYE CEMX

HMCETAHWA ¥ aHanuKay peaynsTaToe. . . . . . . - LY S5 R
Mpunoxenne E (peromesayesmos) ORoHHaTeneHeIR OTHET O KMHWYECKMY MCNLI TaHMax HDJ‘I e . 2B
Npunokerie F {cnpaposdos) ConNocTaeneHne CTPYETYDLl HACTOALLENS CTAHAPTa 0 CTp'_I.l'I(TfpﬂH MIpH=

MEHEHHOTD B HEM MEMOYHADDOHOrO CTaHgapTa . . . -
Mpunoxenne G {cnpasoynoe) BuGnuorpadua. - Y R DL |

E u 5 '|' FOCT P 52458-2005, mnnaHTaTbl odTanbsMonornyeckue. MIHTpaokynsipHble NnH3bl. YacTb 7. KnuHuueckme ucnbitaHus
(I L FE 1 Ophthalmic implants. Intraocular lenses. Part 7. Clinical investigations


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52458-2005
http://gostexpert.ru/gost/gost-52458-2005

rocT P 52458—2005
(MCO 11979-7:2001)

HAUMOHANBHBIA CTAHOAPT POCCUMACKONW OEOLEPALMM

MmnnanTaTe! ogTansMonoriyeckne
HMHTPAOKYMAPHLIE NWH3k

YHacte 7
KnuHHYeckne HenkTaHuA

Ophthalmic implants. Intraccular lenses.. Part 7. Clinleal investigations

Nara eaeagesua — 2007—01—01

1 OBnacTe NPUMEHEHHA

Hacmoawul cmaxdapm pacnpocmpaHAemed Ha NepedHekaMepHbe U 3adHeKaMEnNEe LHMDaoKyITaD-
Hidg UMkl (danee — MO} Me3aalcUMo Om MAMEDUENE, U3 KOMODO20 OMU U3ZOMORTEHE, MECTIE ToKaNU 8-
LU & 2083y NaULEHTE U @yHKLL0HANEROS0 HAIHAYGHUA (MDOMEes XoyCmanuika 2naia uny nux3a, npedias-
HayaHHas ANA Koppesuuy aharuy b asoManul pedhpakuyu).

Cimanwdapm yemaqagnuesen Memods KNTUHLNESCKLU X Uensimanud Madugukauuld MO, a make mpeto-
BAMUS K TPOMOoKONaM KMUHUYECKUE ucisimanul HOTT.

MpuMesassHde— OQopyreas THRs MO0 M0GESRTE0T KNAHWYSCKMM RO TAHWAM No [1).

2 HopMmaTHWBHLIE CCLINKK

B HaACTOALEM CTAHOADTE WCNONLI0EAHE COBMEA Ha CNeOYOLLKWE CTAHAAPTEL

MOCT P 518522002 (MCO 11878-1—89) Munnasmame oghmansMonosudackus. MumpackymapHee
NuMakl. Hacme 7. TepMUHE U onpedanatus

FOCT P 520382003 (MCO 11978-2—99) Munnasmams oghimanssonosudeckue. HimpaokymnapHee
NuHasl. Hacme 2. Onmuveckud ceodoemea u Memodsl UCTENmMaHUd

FOCT P 520302003 (MCO 11878-3—99) Munnasmame! ogmansMoTosuyeckus, HEmpaokymapHee
NuMasl. Hacme 3. Mexanuyeckue ceclomea U Mamods! UCibmanud

FOCT P 520402003 (MO0 11979-6—99) HMunnawmame ogynanesanoauyeckue. HRmpaokynapHee
Nuiski. HYacme 5. Cpok 2odwocmu U cmMaBunsHocme MU MPaRCIoDMUDOEaHLUL

Npuwevanoe—1py NOMEIDESHUL HECIMORILUM cmasdepmon Lenscocdpaiqo Apoeepume dedcmave coai-
ASYHLX CMEHAAPMoSs 8 UHODDSMALUOHAOD cicmaMe obiyeas NoNLICESHER — HE D ULUATEHOM calme @adapanakoes
S2EHMCMES NO MEXHUNSCAOM ) DESVIUDOEARLID U MEM DORCEUY CEMU MAmepHam Ly no exescduo UidEeaeM oMy UH-
OpMALNDHHOMY YERFAMEMD rHEYUOHANEHEIE CMARDE0Mals, FOMOPENT OMYANUNCEaH M0 COCMORHNA HE 1 RHEA0RA Mery-
W E0 e0da, U Mo COOMERMET BYWILLN BEXEMECRYHD YI0ASEEMEM UHDODMEYUOHHEM YKS3AMEnAM, 0nyiNusceaHHEM &
mexyiyes aody. Echu CoemouHeld CMaHdapm I5MaHEH (UEWEHEN], MO MDY PONB30SSHUL HECMORLIUM CATaRIa0mM oM CiE-
dyem pyrkoecdcME08aMach 3GMEHENHAIM [U3MBHBHHLM) CMandapmon. Eciu CoenouAel cmandapm omueres Ge3 35-
MeHkl, M0 MORONEHNE, 8 ROMOSOM J8HE CORIKS HE HEED, NDUMSHRSMOR 8 YACTU, HE FAMPASUBSHWANE 3MY COBMKY.

3 TepmuHbl M oNpeneneHnAa

3.7 B WacmoslueM cmandapme NpurMenani mepmuisl no TOCT P 51892, MOCT P 52039 u credyiollile
MEDMLUNE C COOMSHTICIMGYIOLLLMU OnDeenEHLAML.

3.1.1 cepeeansld HEBNAronpUATHEIA wexon (adverse device effect): MocneonepaukoMHsLIA MCxXod,
NOTEHUWANBHD YIDOMAML WA 3DeH .

Mpume«s s e — NpiMeps cepbeIHEY HEBNATONPUATHEY WCXOA 08 NpHEEOEHE B TaBnauax &1 1 A2 npano-
HEHWA A

Waganue oHUnansHoe
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3.1.2 nnam KNURUYeCKUX Ucnkimanul; MY (clinical investigation plan): Qoxywerm, anpedemnsio wjod
yenu, sadayu, Memodonasurd, CUCMEMy KOHMPona, NpoaedenUn aHanuia u Xpaserun JaHHbiE O KMUHUYECKUY
UCMBITER LAY

3.1.3 KnuHuYeckos ucnkimakue (clinical investigation): Motoe paspabonanHoe U 3anIayuposaHHoe
CUCMEMaMUYEcKOe UAYYaHUe & Yankn npoeeory Be30Machocihy WLy akcrinyamaluorsix ceodicme HOM ¢
yHaomuen cyieekmos.

314 eybrnexkm (subject) Muyo, YWWaAcMEVIOWEE & KNUHUYECKUY UCTIBNTIAHUAY C NUIMeMEHLUIERM LCnsiTy-
endodl MO wiinw & cacmass KoNmMpeneHoll 20ynne.

3.1.5 knunuveckuil vensimamens (clinical investigaltor): Muyo wiunu opeanuiayls, OMEsmomaEeHHLe
38 NpoeedoHUS KNUHMUYECKUY UCThiMENUD U HecyLyUe KMUMUYEcKy0 OmeamoiaanHociiie 33 Gnasononyque
GOANEHENHBIE CYOLERMOE.

Mpusmeyssdue — Muye Wiy COSEHUFEALUR HEFHEYANMOR 8 Coomeamomany ¢ dedcmeynuuM skonoda-
MenLCaranid.

3.1.6 opzanuzamop (sponsor]; JJuuo winy opsasuzalls, Komopse HECcym OmeaiMomeeHHocits 33
HEYAMD WAL NEOAedBHUE KNUHUNEBCRUY UCTBIMAanLL.

317 anagHsIl KPUHUYBCKUE Uensimamans (principal clinical investigator). Knusuyeckull Lonsima-
MEns, KMESMCMEEHNEL 38 ODSAMUIALLID KNUMLYECKUY UCTLIManul, npoacdumaiy & odHol opaanuaayul
(natopamaopuul.

3.1.8 woopduwamop (coordinating clinical invesfigalor). Knumubecrkul UomeiMmament, HaIHayaail
OpREanL2amopon ANA KoopOuHaULY KTUHUSYECKUY UCABIMaHUl, NooasduMbix @ HECKOMEKLY ODSanUIaUURY [Ma-
Gopamopusx).

3.1.9 knusuveckan sghcbexkmuanocmes (clinical performance). Hayvenue onpedenaxioso muna HON
Wny 20 NompebumeansorUx Codeme & ChyYas KOMKDEMMOS0 UEMaNsBI0eaNUa Ha cyBkarmax, dna Komo-
PhiX OHO NDEGHAIHAYEHO.

3.1.10 chopama omyema (case report form): doxyvenm, noedsaznavenskil dng zanucy eced bkgbopama-
Yy, npedocmaanaemoll opaanu3amopy No kawdomy cyiBesmy 8 Coomeemomeuy c mpeboganuamy naans
KITLMHUSE KUY LCTBMaHL.

3111 wypwan knuHUYeCKo20 Ucnsimamaeans (clinical invastigator's brochura). Aoxyserm, npedyas-
HaqaHHET dNR 2anucy KNURuYeckod o Mexnusuyackod urhapuwalyuy of veneimyenod HON, omyocawelics K
UCMBIMaHUAK Ha cyTearmax.

3.1.12 wabmodamens (monitor). Muyeo, HassayeqHos opearuzamopan 009 Habmodesus 3a coomeem-
cmaueM dedcmeaul KIUHLIYECKO20 UCLNTEMETa NOKMoKOTY KMUAWSBCKLX BCLIManul U Tpoeepry UCxod by
JaHHBX.

3113 uecxodusie dawHkile (source documents): Huchopdalus, npedcmMaanenHan @ aude opusunaTs-
M, UdeRMUbLLLMEaNHEIX U CEOIMIDULLDOEaHNEX 3NUCEH KNURUYECKUX ooMompos, Habmodaemud wiunw
dpyaux dedomeud @ MeHetue MMUHUYBCHLY UCTbIMEHLUD, Rectxodumad Ane DUeHNKU KMUHUYECKLUY UCThNTIEHLUL.

3114 oxonvamensHeil omyem (final report): Joiysesm, Jamomdaesisil NOCHe oX0HYaHuE KTUHUYec-
MLUX LWCABENmanud, codepmaind oucanue U oLeHKY DeIYNEMamos.

3.1.15 wosumem no amuke (ethics committee): HedasucumMell KOMIBMEXMARD G02aH, Omeeyas wul
3a BezonacHocmb, GNasononyyue U Npaea cyibexsmog, MOUALENLLLYE WHacmue & KILINLIYSCKUK UCTIBIMIEHURAL.

3.1.16 pacnucka of uwhopsmupoganwocmu (informed consant): Joxkysesm, usmesniud wopuduyec-
K3 cuny. nodmeepwdanowud coenacue cybeerma Ha JobposonenDe YWHacmue @ KNUNUSECKLX UCTEMmaHuay.

Mpuwmedaduwe— TpeBoeasna ¥ pacnHcke o HHEOPMAPOBIHHOCTH NPUESDEHE B NPMNOHEHHEN B.
3197 wowmponewans 2pynna (confrol popuiations); CyOkexims, KOMOpsI UMInanmupoeans HIOST,
coomaememayiowie mpebosanuam MOCT P 52038— TOCT P 52040

3.1.18 ucmopuyeckans KoHMponsKHaa 2pynna fhistorical controd popuwlation): Kormponssan 2oynia,
NpoWedan KILHUIYSCKUES DENBIMEHUA U IMSOWAR CophesHbe HeBNasompUAmHEe Lexodsl.

4 3THYeCKUe cornalieHun

4.1 Obwwme TpebosaHKUA

4.1.1 MNpaga, Gea0nacHOCTE W 4OGPORONBHOCTE YUACTHA CYOREKTOR KNUHWYESCKMX MCNETAHKA A0MHHE
GbiTh 3AWMWLEHE! B COOTBETCTEMM © TWYECKMMKA NEMHLIMMAME, KAN0EEHHEMA B XeNbCHHCKDW Q8KNapanHiA,
AoN#HE CoDMNOOATECA HA NKDGOM ITANES KNMHWYECKWXY WCTITaHAR.

2

FOCT P 52458-2005, mnnaHTaTbl odTanbmonornyeckne. IHTpaokynspHble NnH3bl. YacTb 7. KnuHnyeckve nenbitTaHms
Ophthalmic implants. Intraocular lenses. Part 7. Clinical investigations


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52458-2005
http://gostexpert.ru/gost/gost-52458-2005

FMOCT P 524568—2005

4.1.2 Opraskaarop W KNUHAHECKHA MCNBTaTeNs HE O0M#HHE CKE3LIBATE JARNSHHA WKW NEPHHYRTI0WNY
OENCTBMA Ha cyDRerT, HabnuiaTens, KNAHKYSCcKoro MCTbI TATENA-K00PaMHATORE M ARYIMX NHLY, YHaCTEYIOW M B
KMAHWHBCKNX WCTETAHWAK.

4 1.3 Oprannaarop JoMEeH QOKYMEHTANEHO NOOTESDONTE KOMISHCALMID CYDTLEKTaM B CliyHas Toankk,
NPoWaowWegwed Npr NPoEEOeHKUA KNHHUYECKHE MCneTadni. JononsuTensHoe MeguuMHckoe oBcny s mMBaHme
CyOReKToOR, KOTOPRIM OHO NOTReOyeTCcA B peaynkTaTe HebnaronprATHOMD WCXo0a KNMHWYSCENX HCNRITaHRIA,
QoMM BRTe 33MNAHKPOBEAH0 W 3300KYMEHTHDOBAHD.

4.1.4 Boe yYacTHHKM KNHHWSECKMX MCNBITAHWA Q0MeHsl DA3NENATE OTRETCTEEHHOCTE 33 ATUYECKDE No-
BEOEHWE B COOTEETCTEMM C MX POMEK NDH NPOBELEHWH KNHHWYECKAX WCMBTAHWA.

5 TpeboeaHWA

5.1 OSwwe TpeGoRAHKA

5.1.1 Mewgy opraHiIaropom, MCNBTATENEM W OPYTHMA THLAMH, YHECTEYOWHAMA B KNWHHSECEMY KTl
TAHWAX, O0MEHE CYILECTEOEATE ODMANbHEE COMMAaWEHKA, ONpeqensiowmMe Kpyr X obraavHocTed. Boe
opManeHLle COrmaleHdks Ao0N#Hbl BolTe IA00KYMEHTHDOBAHE! B NMUCLMEHHOM BHOE W NOSMMCAHE BCEMH
YHACTHHKAMM.

5.1.2 Bce nuua, y4acTEyOWHE B NPOBESEHHH ENHHWYESCKHE MCNBITAHWA, D0MHHEl MMET: COOTRETCTRYK-
LY KEAMMDHKALNE 0DDAI0BAHWE WANM ONBIT ONA HCNONHEHHA CBOWX 0GAZAHHOCTEA.

5.1.3 MnNax KNAHKYECKHY MCNBITAHKA JOMHKeH CooTBETCTROEATE TReboaaHuam [2].

5.1.4 KNWHWYECKWE WCNBITAHKA OoMxHsl GuTe paspaboTads Ana anpefeneyks cooTeeTeTadA MO Ha-
IHAYEHHOA rpynne CybeeTos, ANA KOTEPON OHW NPeaHaIHa%eHsl. MonkiTaHHa GONMHE COOTEETCTROEATE TPE-
BOBAHWAM KNHHAYECKOH DENEBAHTHOCTH M HAYYHOH JOCTORSDHOCTIA.

5.1.5 B neptod KNHHWYECENX WCNBITAHHA BCE YYACTEYIOWWE NHUA O0MEHLl cobmogaTe koHdHMgeH-
UHANEHOCTE. Jandse, NoNyHeHHBIE B NepUan KNMHHHECKHE WCMsTaHAA, GoMHHE GeiTe 381LHMWEHE: 0T HECAHE-
UHOHHPOBAHHOTD WCTONsI0EIHHA.

5.1.6 B oryetax o nyBnuEaLMAY O KNAHWMYECKHE MCNLITAHKAY QonkHa coBmefatecs koHvOeHLnan-
HOCTE MHPODMALKMK O Kamaom cyTbexTe.

5.1.7 Cnucok wmed CyOBEeKTOBR KW MASHTMHOMEALMOHHAA HHDOpMAaUKMAE DONKHE, NP HE0DXOQUMOCTM,
HPAHHTECA OTARMNBHO OT OTHETHEIX DopM.

2.1.8 Mepen Haqanos KNHHASECKHE MCNETaHMA He0BXoquMo NpPoBRCTHY CNEyWKe JeRCTEHA:

- paapaboTarte W YTEEROMTE MNAH KNAHKYECKNE MCNRTaHWA,

- MONYYHTE COTNACHE KOMWTETA NO 3THHE,

- NONYYHTE COOTRETCTEYIOWEE PapEUEHWE KOHTRONWMDYIOLWY Opraqos.

5.2 NononHuTenbHbie TpeGosaHMa

521 Oprasiaarop M KNKHWSSCKHE WCNBTATENK ONKHE OL8HWBATE YDOBHK HEGNArONPUATHBLIX MCXOO08
W OCTROTE apequs ang MO npW KNEHAYeckE Y HCNBTaHAAK.

5.2.2 BeaonacHoCTe W 3DerTHEHOCTE Kanaoi Mogenn MOMN goniHe GeiTe NOOTBEDHOEH!

= KNHHMYSCKUMA MCMTBITAHKAEMMK, NPOBE0EHHEIMI B COOTEETCTEMM © TPeDoBaHHAMY HACTOALLErD CTaH-
gapra;

- COaBHEHWEM NapaMeTpoR MOJeni C NapamaTpamy Ga3oeol MOogeny, NoKaiLBaKLWMM, YTO MOgEenNs AR~
NABTCA HESHAYHTENEHOR MOOWAKaL kel Ga30B0i MOO0eni, SeonacHocTs W AP erTHEHOCTE KOTOROW AoKasa-
HEd KNAHHHECEAMA WCNBITAHAABMM.

MpHMes4s  Ede — PYKOEOQCTES N0 ONpeOenesul Mogspukaywsy Gazoeci mogend WOM npueegeqHo 8 npuno-
HeHdlW O,

5.2.3 KnuuuHeckue dcneimtasus VION, npegHassaqarHes ANA KOppekuMe adaki y Bapocbix cyShekx-
TOB, OOM#HL NPOSGIKWTECA SPraHW3IaTopoM C MCNONLI0BAHHEN INeMEHTOE NEOTOKONHMPOBEAHKA MO NPANoHE-
wuie 0. Opradwaatop gomcsed  papaboTaTe MROTOKON ©  YYETOM  OUSHHM Pa3nHYqil  NoCTOAHHLIX
HEBMaroNEUMATHEE WCXOOOB ¥ WCMBITYEMEY CyDLEKTOR W CYGLEKTOR M3 KOHTDOMEHON TEYNIMEL.

Ecne MO npegrasHaseda ANR pacnonoHeHda B Nepequed 1 3agHed Kamepax maa, To ofeHbl ObiTe
NPOEEaEHEl OTIEMNBHEIE KNAHAYECKME HCNBITAHWA AN NPOBSDKH KNKHWseckol ad dexTiasocTi MO B kaxnod
rMAIHONH KamMepe.

5.2.4 Boe cyGuekThl KNAHWYSCKWE HCMHETAHWA B NepHod WCTEITaHKA JOMEHE NPOXoOWTE NEpROSUYECKHe
obcnenoranna. KNMHMYECKMe UCNbITAHWA CHUTAIOT OXOHYEHHBIMK, KOr0a Ha Bee CyBLesTh, BOBNEYEHHEE B UC-

NbITAHKWA, BENOYAR Tex, ¥ KoToped: MO Geink vagnedeHsl MNK ZaMesetsl, ByaeT COCTaENeH CHROHYaTeMsHEA
OTYET NO NPUNCHKEHRIO E.
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& MeTtogonords

6.1 TpeSoRaHWA K AOKYMEHTALMM

6.1.1 HypHan KNUHAWYECKOros MCABTATENs W A0KyMeHTel mo §.1.3 gomsHsl BT MOAMOTORNSHE 00 Ha-
YANa ENUHWHECKKE MCNHTaHWA. TpefocTaeNASMan KNHHHYSCKAM MCNBITATENEM WHROPMALWA JO0M#HA DbiTk
FAO0KYMEHTHPOBAHE.

6.1.2 HypHan KNWHMSECKOrD WCNBTATENA AOMEEH BKNKYATE:

a) obaop HAYYHOH NWTERaTYPR, SUSHEY PAUMCHANEHOCTA NPEaNonaragMors HeNank30BaHA MCBITYE-
MOA VIO W Uenu KNUHMUecEMX MCIBTaHHEA.

Mpumesdanye— Ob30pwayurol NUMBpaM yPL BRAKNASM & CEOA ROMYNeHYE UHEODMaEYIU 08 DRMUYBCEU U
MBXSHUNESCKUY ceolomaax MO,

G} obwes onucanne KO,

8) OnHCaHEe npuHuWna gerctera MOT © yekasadden HaydHon NWTepatypel, W, NpH Hecbxo0umMocTi,
WMHCTPYEUMER MITOTORMTENA NO &8 MCNONEICEAHNI ¥ YCTAHOBKE.

Don#Hsl GETE YEA3aHE NOTEHUHANEHEIE MROTWBONOKAIZHWA, NPEIYNDENIEHHA, BOIMOMHLHA DHCK OT WC-
MITAHWS W T.0.;

I} onWCAHWE NPeNoNArasMsn KNAHKHECKAN JKCNNYaTauWoHHbX XapaKTEpHCTHE,

O} ONWCAHWe MATepHanoB, WCNoNBEICBAHHEX B MO,

a) obaog 1M oUeHKa OaHHEE T VIR WA T Wivo, MMM oTHoOWEeHKWE K MOT, BEnnYan npedknuHuYec-
KHE BavHHBE, TAKWE K3K BRoONOrYeckus WCCNeQoBaHUA, HEKNAHYECKHE NabopaTopHEE MCCNagoBAHMA W WC-
CAEO0BAHMA HA MABOTHELX,

W) ONWCEHWE NPEO LYWL NONEITOK NPOBESEHHA KMMHWIeCKoro nensTadua MO ¢ noxowusm xapakre-
PHCTHEABN,

H) CDOIHAYEHWA W HAWMEHOBAHKWA HALWOHANLHBIX CTARAAPRTOR, KOTODEIM BOMEHL NONHOCT B WK Yac-
THYHO COOTBETCTROBATE WO,

K] peIyneTATE aHANKI3 pHCKa.

BawHan HHropMaUma, NoNyYassan B NPOUScoe KNTAHWHECKWY HCNBITAHWH, 0oNKHS DericTpUpORATECH B
HypHane.

§.1.3 ¥ opradMIaTopa WKW HCNLITATENA QOMEHEl XPaHWTRCA CNeqyiowMe JoKYMEHThL

a) NAaH KMUHUYECKKE HCNLITaHWA;

G) noonUcasHHoe W OATHDOBAHHOS PEIOME KON KNWHHYECKONS KCNLITATENA,

8] HAMMESHOBAHWE(A) OpraHnaauMiiuA), NPOBOALIEA[MX) KNHHWIECKWE HCTBITAHKA,

| MHEHKHE WHNK PEIpEWEHWE KOMUTETA ND ITUKE, HANOHEHHLIE B MACEMEHHOM BHOE W CONpORONASE-
Mbte COOTEATCTEYIOWEN QOKYMEHTIALWEH, NPeIyCMOTRERHOA DEACTEYIOWMM IAK0HOOATENECTEOM,

O} COTMEWEHRE MENLY MasHsM KNUHWYECKNE WCIMTATAnsM, K0DpOUHATOPOM M ODraHMIATORoM;

) neobxoauMee CEpTHEMEaTRI,

W) popMsl paciHcoK 0B MHDOPMAPOBEIHHOCTIA W Opyras MHQopMaLKWa, NpeaocTaaneHHan cyfbeTam;

v) hopma oTyeTa;

K] hopMsl OTUETa 0 HeENAronpPHATHOM MCXOOE KNHHWYECKHX MCNBITAHWA W HeBNaronpUATHOM BO3OEH-
cTEHIA MO,

N} KOHTAETHLIE JaHHbE Habnooarenaled).

6.2 TpebopaHuA K QocTyYny HHGODMALKK

5.2.1 Kamasd kKNAHUYecKMi MCNelITaTans, YHacTByrUMA B KNHHWSECKHY MCNLITAHWAX, JOImEeH MMeTE
Npasd A0CTYNA K HECOX00MMOE NDEOKNHHWYECKDE HHopsauMy. BoA nonydeHHan MHGOpMaLKa J0MMHS Xpa-
HHTLCR KOHEMOEHUHANTBHD,

6.2 2 HaBniogatens Qonsed MMETE QOCTYN K MCHO0HEM O0KYMEHTAM 1 ODYTON WHDODMALLMNA, HEoER0H-
MOW ONA KOWTPONR COOTEETCTBMA OEATENBLHOCTY MCNLITATENA C© MAAHOM  KNAHWHECKNX  WMCNTARKEA,
TPeBoRaHAKM HODMaTHEHLIX OCKYMEHTOR, YToDs!I CNEMTE 38 OEeATENEHOCTEID MCNEHTATENA.

6.3 TpebopaHnA K QONONHWTENEHOMY MeOHUWHCKOMY OBCNYMUBAHMED
6.3.1 TpeboBaHWA K MEQHUMHCKORMY CBCMyEMBAHMWIO NpHBEOeHE: B 41,3,
6.4 TpebSoBaHKWA K NNAHY KNAHWYSCKMX WCNLITAHWA

6.4.1 OBwme TpebosaHMA
ToeboaaKua k aaxy KnUMUYeckuy Densimasul npusedens: & [2] (nodpaaden 4.2).
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6.4.2 [JononHWUTeNbHLIG TReGOBAHWA

6.4.2. 1 McnuiTyasan NHaa gonsHa BeiTe MMNNAHTHROEAHA TONBKD B QOMH Mad cyDbhekTa.

5.4.2 2 KNAHAYECKHM WCNBITAHKMAM B EaM0bLIA OTYETHEIA NEpMoS NOOBEDraT MUHWAMANLHDE YACNo ob-
paauos MOMN. Oprannaatop gomneed yEeauTeECA B HanwduK Heoboaumoro wucna cybexToR gnAa obecnede HuA
KMAHWECKAY WCTIRTAHKA HeobXoaMMEss yucnos obpasuos MO,

Mpumesssde— NpaMEDE KNHHA4ECEMY NPERONSPAUMOHHEX'DNEREUROHHEX W NOCNEONERELMOHHEY DOp
aT4eTa npueegeqHs B TaGnngax 0.1 — 0.5 npunosedsa O,

6.5 TpeSopaHWA K OPraHA3aTOPY ENHHUYECKHX MCMLITAHKWA

5.5.1 lMepen HaLanoM KNHHEYECENE MCNETAHWA OPraMyiaaTop A0MEeH ONpegeniTe, YCTAHOBHTE, 0Bec-
MEYHTE W PACTIPELENHTE BCR CEAIAHHEE C MCTIHITAHKAMKE 00A33HHOCTH 1 BYHELWA.

6.5.2 Oprasuaarop AcmeH O5eCnEYrTeE COOTEETCTENE BORH AOKYMEHTALMWKA, HAXGAALLSACH V¥ MCNBITATE-
NA, OPraHd3aTopa ¥ HabnodaTensa, NNaHy KNHEHAYECKHY MCNEITAHWA W NPWMEHAEMBIM TReGoBaHWAM OnA ofec-
NE-EHWA KEYECTES HCMNLITAHMHR.

6.5.3 OprasuIaTop ARNAETCR OTEETCTEEHHBIM MMLOM 33:

a) Befop KNHHWHECKWY MCNRITATENER W KTHHWSECHAE MCNHTATENE BN LEHTPOA ONA KOHKDETHOD HCTk-
TAHWA W, B CNY4ae HeolXoAUMOCTH, KOOPOWUHATORA,

B) epbop W HazHa4eHWe HABMOOATENs ANA KNMMHMYECKHE wenelTadri. Mpy oTeyTeTany Habmogatens
OPraHdnIaTop J0NHEH B3ATE Ha CEBA ans oORIAMHOCTH.

Opradmaarop 00ecnesMBaET KOHTPOMNE 38 KMAHAHECKUMEA HCNBITAHHAMK JEME B CNYYHEe, 8CNH KOHTRONR-
HESE MOMHOMOSMA NEpagands ADYIomMy nuygy. OprasvIarop JorsseH NEoUHCTRYRTHRORATE Hatniogatens o ged-
CTEWAX B CNYyYae OTCYTCTEWA WANK HEKODDEKTHLE JaHHLIX, NPWBEEASHHE B NNSHE KNAHAYSCHAY BCMEITAHWHE,

B} NOArOTOBKY M ODHOBNEHWE HYDHANS KNHHWYECKOID WCNBITATENSA,

r} oBecnedeHWe KNHHWYSCKOTD MCNETATENA NMAH0M ENAHAYECKY KCNBITAHKWA K BOEMA NONDEBKaMK, CO0-
MY TCTEYIILMMEA KIMHHSECKMM MCTbITAHKMAM,

A YTBep#HOEHHE MTaHE KNHHWYECKMX WCNEITaHKA,

&) npegocTaanedue obpasuoe MO, nognesams KNHHAYECKRM HCLITAHWRM;

#) NPeJoCTABRMEHWE NCNLTATENK HEODKOQUMONA MHDOPMALMA 1 8ro oByYeHre, 8CNK 3TO NPEOYCMOTpE-
HO MIAHOM KMAHWHECKUN MBI TaHMEA;

W} MHPOPMUPOBRHWE B MMCEMEHHOM BUOE B TEYEHWE KNAHWYECKHN MCMBITAHNA BOEX KITHHWHECKEHY KO-
TATENSH O BCEX CEDLEIHBIX HEDNAMONDHATHEE MCX0dax W BoadedcTarAx MOI Ha oy BeekT, NpoHaowWeawms npr
EMAHMHECKHE MCNBTAHWAK, NDOEGOWMBIX B PAIHLIX ODradiIauMay (NabopaToprAx) W CTABWWY WIBECTHBIMK
OPraHnIaTopy,

K} HEMEANESHHOE MHDODMHUDOBAHME KNWHWYECKOTS MCNLITATENA O NPEXISEDEMEHHOM DEOHYIHWA MNK
NPHOCTAHOBEE KMAHWHECKWX KCNBITAHWA, ¥, B CNYyYae HE0GX00WMOCTIA, OTCMNERUEAHKE, YTODM Takan uHbopmMa-
UHA Beina Nepegada cooTRETCTEYIOWLMWM NONHIMOHYHEIRM MALAM, STHYECKWI KOMATETAM M KOMHCCHAM no Gaao-
NacHOCTH,

N} WHGOPMEDORAHHE KNAHWYECKHX MCNBITaTensl of ypoaue paasutia MO « o Tpebosadmax, weobxo-
QWM ONA NPOB2DKK IKCNNYATALMOHHEIX ¥apakTepucTik u GeaonacHoctd MO,

M) NPOBEQKY W YTEEEHIEHWE NIOGGLIX OTENOHEHKA OT NAAHE KNMHUHECHKY WCNETAHWA W OCYWECTRNSHKE
HEOBXoOHM b KODDEKTURYIOWMX WNK NPEBEHTHEH B OERCTBIN;

H) cop, Xxpasenne, oGacnedeqne UanocTHOCTH M MONHOTEl 3anonNHEHHR COOTEETCTEYIOLAMK WCNOMHI-
TENAMK CNEEYIOLWWY O0KYMEHTOR:

1) acex gokysedTos no 6.1.3,

2] EOMMIA NOONMCAHHBIX M DETHROBAHHBLX DOLM OTYETa,

3) aanuck 0 Nobex HeDNaronpUaTHBX WCXodax WnK HebnaronpuatHex BolgercTerax WO wa
CyOLEKT, O KOTOPGIX COODLWEHD OPraHHIaToRY B NPOUBCTE KNAHHYECKME MCNBITAHMWIA,

4) BCE CTATHCTHYECKWE CBOOKA W CONYTCTEYIOWWE MM OaHHLIE,

3] OKOHYATENEHLIR OTYET O KIMHHHYECKHMX MCNRTAHKAX,

n) OSeCnEYeHne CUCTEME! YEETa NPUMEHAEMEBX H HEHCNONs3yeMblix MO,

6.6 Tpebomanwwa ¥ HabnwogaTenwo

G.6.1 HaGnogatens SENAETCA OTBETCTEEHHLIM KUOM 3a;

a) COOTBETCTEME NPEeanpUHHMaEMEE OSRCTREMA NNaHy KNHHWSECKHX KCNbITaHHA, 4ToDe moboe oTENO-
HEHWE OT MNaHa ENMHHHECKMY NCNBTAHWA GeiNG OM0BODEHD C KNWHWSECKAMA WCNBTATENTAMK, 38008y MEHTMD0-
BAHO K JONOMEHD OpraHuaaTopy,

) Wononezoeadde MO B COOTRETCTRMM C NNAHOM ENHHWYECKME WCNBITAHWA W COOBLULEHKWE OpraHM3aTo-
Py, B CNy4as HeolKoaMMOCTH BHECEHWA WIMEHEHHA B KoHCTRYELWD MO Wi MeToq 88 HCnons3oBaHna;
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8] oGEBCMeYeHNE KNWHUYECKOrD MCNLITATENA BCeMd HeoBXONMMBIMN UHCTRYMEHTaMK, NPUCnocobnaqus-
MK K PACKOGHEIMK MaTEpKanamu Ans BesonacHoro W aupeTHEROMD NPOBEOSHHMA EIHHWYECKHE MCNBITAHMA;

I} HANAYKE B PACTIOpREEHHI KNHHMSECKOND MCNBITATENA aQesaarHorn Yucna cybeertos 1 MO,

4) MONYYeHKUE NOGNRCAHHSEIX M AATHPOBAHHEX PAcnWeo 08 MHQOPMHPOEIHHOCTI OT Kaxaoro cyGuakTa
Nepes HASANoM KNAHUYECKME MCTBITaHWKI;

) JANONHEHWE B COOTRETCTEVIOWME CROKK OpM OTYETa C MHODMALWMER, COOTEETCTRYIILLEM MOMyUe H-
HElM OaHHEM,

) cobnoaesue Npouetyn PETHCTDAUMH W OTHETa CRraduIaTopa o HeGnarsnpUATHLIX HCXoOax | Hedna-
roNPAATHES BoanercTaMAx MON wa cybbexT,

M) BBINCMHEHWE NPOLSOYD Nogc4eTa 1 yyeta MO,

K] CBOBBREMEHHOR NPOBESEHHE W OEOPMNEHWE OOKYMEHTALMM N0 TEXHWUECKDoMY CECNYHMMBAHMID M Ka-
nubpoexe obopyZOBAHWA, MCNoNETYEMOMD NPH KTMHHYSCKHMY HCTTRITAHHAR;

ny ohopsnedue CooTEETCTEYWENS JOKYMEHTE NPW OTKa3E CyDbhekTa OT OansHERWEers YYacTHR 8 Kd-
HAYECKMY MCNBITaHHAR, OBCYHOEHHE © KNUHMYECKAM UCTBITATENEM M HHDODMUDOBAHKE ORraMuaaTopa;

M) 0GcymneHHe oDHADYHEHHEBY HECOOTEBETCTEMA C MCNBITATENEM W MR ODMUDORAHWE ODTAHKAATOPE B
MACEMEHHOM BROE.

6.7 TpeboBaHHA K KNHHHYBCKOMY HCNLITATENK

6.7.1 OBwmue TpeSoBaHKuA

6.7.1.1 Ecnn KNKUHAYECEMM MCNWTATERSM SBMNAETCA ORTAHMIALMA, TO B KAYECTEE a8 NPeOCcTaBHTans
Aon#Ho BeTe Hazdadero nugo, obnagamwes Heo0XoduMol KBanuDEEaL el W BEINONHAKLWE:s 00A3I3HHOCTH,
yEazaHHele B 6.7.1.2—8.7_1.3.

6.7.1.2 KNUHA4YECKHE MCNBITATaNL SOMHeN:

a) ObiTh NPAKTAKYIOWAM BREHOM, MMEIOLLMNM COOTBETCTBYMILLYI0 KRANMMUEALMD, W WMETE JOMYCH K K-
HAYECKMM WCNBITAHWAM,

G} WMETE ONLIT B OGNAcT NEMMEHEHWA WCNemyemon WO,

B) 3HATL METOQONCIKIC W TRPEBCRAHKA K NPOBSOEHHID KNHHNHECKHY HCNLITAHMHA,

r} GeiTe O0YYEH KOPPEXTHOMY NONYYEHHID PACTUCKM 00 MK OpPMUDOBAHHOCTH.

8.7.1.3 KnuHuseckuii MCNETaTeNk OTEEHaeT 38 KaMO0OHEBHOE NPORSISHME KNMHMHYECHME MCTRITAHKA, a
TaKwe 33 BeIoNacCHOCTE K Bnaronony4ue cyBeekToR, BORMEYEHHEX B KITMHUHECKDE WCNBTaHWe. KnvHrdecs i
WEMBTATENE QOITHEH

a} ofnagaTts pECYpCAMK ANS NPOBE0EHKA KNMHHUHBCKME HETNLITAHKHA;

G} ObiTh YESDEH B TOM, TG NPOBEOSHAE KNAHAYSCKIAK HCNLITAHKA He NEPUBEAET K KOHDNHKTY MHTEDaCcoR;

8] NONYY|TE OT OPradKsaTopa W 0IHAKOMMTLCA 0 Boad Heobxogumon nudropmaumreid o MO,

) H3YYHTE NNEH KNHHAYSCHWY HCNBITAHKE 00 2o Nognucading;

4] OHAIBATE NOMOWL HAGMKDGATENKD W Y OHTORY B JENCTEWAX N0 KOHTRCNK COOTRETCTENA KNHHWYEc-
KX MCTTLITAHAA NNaKy, NPOBERHE ASHHEE W BEJeHHI0 JOKYMEHTALHN,

@) obcyWaats C opTaHuIaTopoM 1M HEBMIDOAaTENaM W NoNY4YaTe NMCEMEHHOE DAIDELIEHNE HE HIMEHEHWE
MMAHE KMHHASBCKRY WCNBTaHHA B CNyYae HeoGxodumMocTH;

W) CNEaMTE 33 Tes, YToOk NNaH ENHHWYSCHME MCNBITAHWA co0nioganch BCeMi BORNEYSHHBIME B WCNk-
Tauus Nuuany. HemeaneqHo cooblyaTte OpradMaaTopy B NUCHMEHHOM BUOE 0 MOk OTHNOHEHUAX OT MNaua;

H) obECMHEYHTE NDABUNBEHOE NPOBEASHKE W JABSDILEHAE KNAHWYECKWE WCNEITAHWA,

K] OGBCneduTe NeYedne cyGhenTa npu BoIHUEHOBEHMA YPE3BRHARHLI CUTYALIWA, 2 TRINKE JaLMTY 300~
poBsA W GNaronony4Wa CyOLeRTa;

n} yHeOMTECA B TOM, Y4TO NONYYEHD COMMACHE KOMUTETA No 3THEE HA NPOBEIEHHE KNTMHUHECKHX WCThITa-
HHA B OPraHA3aLMy, NPoB0aSLLEN HCNBLITAHKA,

M) WHHOPMUPOBATE OPraHWIATORE O BRIBOOAX KOMUTETA Mo 3THKE,

H] HHDOPMWPOEATE KOMUTET MO ITHKE W MMeTk DaIpelEHie Ha Nobee oy LECTESHHLE NIMEHEHHRA B
MNAHE KNHHASBCKRY WCNBTIHWA, YyTEEDEOSHHLIE OPraHHIaTODGM,

N} AHgopMUpoBaTE KOMHTET N0 ITHEE O N00RX CepLeaHex HebnaronpUATHEX BoageicTersx MO Ha
CyOLeKT;

pl CBOBBDEMEHHD WHDODMUPOBATE ODTEHWIATODRA O BCEX HEDNaronpHATHEIX KCXO0AX W BOANEACTRMAY
HMOMN Ha cybwerT,

c) 0BecnaddTe a0ekBaTHLIA NPEABARUTENEHERIA HAGoP CYyELEeNToR,

T} obecneddTs A0eKBaTHOR MHEOopMUpoRaHKEe CyYBLerToR;

Yl nony4YnTs Y CyDneETa pacnucky ob MHOpMHUpORaHHOCTH,
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) obecnesnTe MADKMPOBKY KNHHASECKIE 2anMcel cyDRERTOR, YHaACTEYIOILMY B KAMHHYECKMX HCNLITa-
HHAYK. Ecnin HeoBxogumo, BOBMNEYEHHEE B KNAHWSECKME MCNBITAHWA CyBReKTh J0M#Hb NOMYHATE JOKYMENTEI,
NOOTBEDHOATLIME MX YHACTHE B KNMHWYECKHK MCNBTAHWAX, BMECTE C MOEHTUMKELMOHHON M CONYTCTEYIOLLE A
HHDOopMaLKeln OnA OKalaHWA CEOSBEMEHHON MEaJHUUMHCKDR NOMOLWK, C YHaJaHMAMK a0pecon 1 TenedoHos
cyOreKToR.

Ecnu HeoBxXopMo, & paspaileHA cyGaekTa ero NepCoHanNbHEIR BpaY OOMEEH NONYLaTe WHGQODMALM O
COCTOAHMK CyOBEKTE;

%] cHAGOWTE CyOeeiTa MHCTRYELMAMK N0 ero NoeedsHii NpY BOZHMEHOBEHWH MIOBLE YpeIssHanHbLIX
CHTYALMA ONA OXpavkl HHTEDECoR cybberTa. B aTom cnyqas oTKNOHEHWA OT MNEHa KNAHASECKHY MCTLITaHHA
HE TREDYIOT NPEARADMTENEHOM COMACOBAHKWA C OPraHM3ATODOM M KOMHTETOM MO ITHEE. TIKWE OTHKNOHEHWA HE
OON¥HE PACCMATPMBEATECA KAK PaspRIB COrMALEHHE, OOHaKD JOMKMHE JOKYMEHTHPOBATECA M 0OKNA0BBATECA
OpraMnIaTopy;

U] yEEOWTRCA B TOM, 4TO BaMHaA ANA Ge3onacHocTi W Bnarsnomyyuqa cyeesTa W NpoaonHEHHa EnuHH=
HECKWX HCTRITAHWE MHDOPMALKA, NONYYEHHaA B NPOUSCCE KNHHWYSCKMX MCNBITaHUH, Geina npeoocTaaneqa
OPraHWIaTopy v, NpK HEotSXOOWMOCTH, © PAADELEHHR CYEBEKTA — NepooHansHoMy Bpady cyibenTa;

4} HHPODMUPOEATE CYELEKTa WMNK C DapeweHA CYTLeKTa — NepCoHansHOND 8pada CyBLaKTa o NpKu-
CCTAHOBKE WNW AOCHOYHOM NPEKDAWLEHKA KNWHWYECKAE MCNBITAHWE C YEaIaHWEM NPWSAH NDEKpaLLeHAA,

W) HECTH NEPEWHHYIO OTEETCTEEHHOCTE 38 TOMHOCTE, 3AKOHHOCTE W BE30MACHOCTE JAHHBIX O KITHHWYEC-
KHE MCTNBITAHHAX, QOKYMEHTAX M 3anWcax cyOberTa, CAENaHHBIY B BREME W NOCNE OKOHYAHWS KNHHWYECKHY He-
NBTaHWH. KndHWYeckMd  MCNBITATENs JOMEed NoonuckBaTs oTdeThl. Jlobse WCnpaRneHds B JaHHbiX
QOMNYCKABTCA BHOCHTE TONBHD NERCORANY, YHACTEYIWEMY B MCNLITAHMAX, HCNPABNEHHS SONKHE BeTe NOgNM-
Cavbl W JATHEOBEAHL, 8 WCXOOHBIE OaHHBIE — COXPAHEHD

W) HECTW OTEETCTEEHHOCTE 38 COXDaHROCTE MCXOOHLIX JaHHEE B TENEHHE BCEMD NEPHOZE MCTILITAHKIA,
YETAHOBMEHHOND B NNAHE KNAHEYECKAK WCNBTAHWA,

3) checneyHeaTe PYKOBOACTEC M DACNpenenaHy e 0GAIAHHOCTEN BCeX NKUY, OTRETCTREHHEX 38 NpoBegE-
HHE W OLBHEY KNHHWYSCKAY WCNBTAHKWA B COOTBETCTEVIOWEM LEHTDE KIMHHWYSCKAX WCNETAHKA;

W) yEeaMTeCA, YTo Boe MOM, nognesaiime KNHERYScKHM WoNBTAHRAM, YITeHbl .

Hycno nony4erHHsIx An8 enETasni MO goneso cooTeeT CTE0RaTE YUCHY MCNONBI0BAHHEIX WIHMNK HEKC-
NoNe30BaHHEX MO,

6.7.2 JononHuTansHiie TpeboRaHmAa

G6.7.2.7 KNvv4eckiil HCnNeTatene JOMAMEH HEMedneHHs CcOo0BWATE COPraHWaIaTopy O BoeX ChyYanx
CEDLEIHOND HEBNaroNDUATHONM WCXO0a W YEA3RIBATE B OTYETAX O MoBklX APy Ty HeBNarnpUATHEX KCXOOAaX.

T TPE'EDBHHHH K npeaAcTagneHWD pe3yneTaToE KNUHHYECKHMX MCNEITaHHA

7.1 OxoHYaTENbHLIA OTYET O KMMHUHSECKMY MCNBTAHHAR NPEOCTARNAKT Sa%e B TOM CNydas, cni knuHK-
YBCKWE WCTRITAHMA NMPEKpaLLEHbl N PELEBDEMEHHD,

7.2 OroHyaTenkHsif OTYeT gorceed OuiTe NPegCcTABnNes B NUceEMEHHoM Biae. O 0omeeH BbelTh Mogid-
CaM OPrasuaaTopoM, KOOPOWUHATOPOM (BCMK OH WMEETCA) W TMABHEIM KNHHMYSCKHM MCTTATENEM EaM00n0 W=
NelTaTensHore yedTpa. OTUeT QonMeHd NPpegocTABNATECA NO 3aNPOCY BCEM KNMHWYECKHMM WCNBITATENAM KW
KOMMTETAM NO ITHKE.

7.3 OroHYaTenuHLi OTYET O KNHHHUYECKHXY WCNBTAHKAX SOMKEeH BKNMYETE TOUHYKD WMIEHTAOMEaUMIo
WO, onucadue METogonorin | NNaHMPoEaHUA KNAHKYECKME MCOETAHMA, B0E OTENOHEHKUA OT NNaHa KNuHK-
YECKAX MCNBITAHWA, AHANKI QaHHBIX H BCE CTATHCTHYECKME OSHHEE W KDHTHYECHWE 3AMETKM, KacaillMech Le-
NER HCCNeqoBaKHKA.

B OROHYATENBHOM OTYETE O0MHHE BblTh yUTEHB GAHHLIE M0 BCEM BOBMNSYEHHEM B ENHHHYECKHE BCTbITa-
HiaA cybberTam. MognTiudMkannn cyBeerTon No MCnsmaTens sl LEHTREM He A0mEHO GiiTe B OKOHYATENSEHOM
OTYETE MMW B NyBNHKyeMBx peaynsTaTax.

7.4 Boe pnUHUYECKWE MCNBITATENH O0MEHE HMETE BOIMORHOCTL NPOCMOTPETE W, NDH HE0BXOOUBOCTH,

BHECTH JAMELAHMA B OKOHYATENEHEIR OTYeT. OpraduaaTop JoMeeH CoXpataTe 3anMcK, NOATEEpHAAIOWNE, YT
BCE WCMETATENN BOMYYan OTSET Qs 0aHakoMNeHUs. ECny K-y eckii MCnLITaTENk He COMAacaH C OKoHa-

TENEHEM OTYETOM, TO B0 3aME<aHiA JoMmsHe: DuiTe 3anKMcasel v NPEOCCTARNEHE ZEVIHM HCTLITATENAM.
7.5 Ecni OpraH|aatop wne moboid 13 MeneiTaTanegid e NoAMMCLIBAST OKOHYATENEHBI OTUET, TO OM
gormsed oboCHOBATE NPHYHHE! B NACEMEHHOM BAGE,

I PHAMEYEHNSE— P:"R.-DHG,IJ.ETB{I N COCTEENEHWED OHOHUMATANSHOND OTHETE NPHESAEH0 8 NTPANDEEHUA E.
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Mpunoxenne &
{enpaBovHoe)

MpuMepisl cCeploiHiLN HEBNArONPUATHLD HCXOAOR ANA NepaAHEKaMEPHEIX W 3aaHakaMepHix WOT
M NOKAIATENSH OCTPOTE IPEHUA

A1 MNpuMeps CEPbEIHEX HEBNATONPMATHE X MCXOGOE ONA NEPESHEKAMEPHIX W 3a0HekaMegHsx WO npuesegeds
B TEBnMuax A1 0 A2,

Tatnwus A1 — CooToweHna sebnaronpuaTHRE MCXOL08 ONA NepegHesamepHEes MO

Yueno cyfuexton 100 Ydeno cyfwerton 300
KonTpon -
LA L)l :':EH :;H; MNoparanoe Paapew e MNoparonoe Pazpewen:
OTHOLWEHAE, Ho&a Yydono OTHOLWBHWE, HO®E YEcnD
k1 %%
EyMynATHEHEIR]
LHCTOMIHER MAEKYNADHEIR OTEEK 10,0 19,5 15 15,0 39
ridgiera 4.3 11,2 & T 19
FHRONKOH 0.2 2.8 1 1,4 2
BHYTPWINA3IHAR MHEE ELRA 0,2 2.8 1 1.4 2
CRELLEHME NMH3E @3 NepeOHER KEaMEepE 1.1 5.4 3 3.2 =1
BnoxRpoBa 3paqEa 2.0 T8 5 4.5 10
OTCNOAKE CETYSTEM 1.2 5.4 k] 34 T
NOETOPHOE XWEYPrUHECHOE BMEWATEN=CTED
[MCENOYEA OTCNOAKY CATYATEM W 380HNH Kancy-
NOTOMMH} 26 4.5 & 52 13
NoaTopasruuAch:
CTPOMENBHEA OTEH POFOEMYBI 0.5 4.2 & 22 d
LMCTOMOHE R MEEYNAPHLIR OTEE 33 10.5 7 .1 17
pEIOpAKEHNE 0.8 5.4 3 3,0 &
NOBLIWEHHGE BHYTRWINE3HoE JASNEHWE, TRE-
fiysrues NessHHa | 7B 5 4.5 1M
NpumedaHwA
1 MNog ®OHTRONBHBM OTHOWEHWEM NOHMMEKT CTATHCTHHECHOE JHAMEHNWE HEGMATONPUATHEY KCXOO0E, HONYHEHHOE
no- PESYNETATEM BHENWIE ENWHHYECHNE WCNETEHAR NepegsekamMepHs: WO, npoeogumex 8 LA B Nnepscd C MBPTE
1968 1 no vioHe 1891 1. o yuacTeewm 952 cyinesToB.
2 Nog NoporoBsIM OTHOLW EHWER NOHUMEKT OONYCTUMOE 3HAYEHE HelNaron pUATHLIX MCKOADE, CTATHCTH4ECEW NPE-
BLILIAHLIEE KOHTRONEHOS OTHOWEHWE.
3 MNog paspelleHHLIM HHCTOoM NOHEMERT BoNYCTHMOS YUCNo CyBeakToR ¢ HeBNaronNpHATHE M HCKDF0oM.

TaGnwua A2 — CooTHOWEHHA HEBNEroNPMATHE X MCXOO0B GNA 3agHELEMapHEx MO

Yuono cyfiwexkton 100 Yuono cyuekron 300
Eositpans
HaGnaronpyATHER ACKDg ::Jz::u; Tlapanoace Prapa. Mioportacs Y——
OTHOLWESHKE, HO® Yoo OTHOWBHAE, HOE YHENDO
T Y
By My NATHE HEIA
UMCTOMOHSA MEBEYNAPHEIR OTEE 30 9.2 [ 50 14
rurema 22 T8 5 4.5 11
rHNQNKOH 03 20 1 1.6 3
EHYTDMINBIHAR HHEE LA 0.1 28 1 1.0 1
CHMEBLWEHWE NAHILL 13 NepejHER KAMEpR 0,1 24 1 1.0 i
BnoEdpoBEa 3padka 0.1 2.8 1 1.0 ]
OTCROAES CEBTHaTEH 0,3 ] 1 28 3
NOETOPHOR XWPYDIMHEcCHDe BMEWETeNLCTaD
(MCHMMMAR OTCAGHGY CETYATHR W 330HKD EENCY-
NOTOMMWED ) 06 4,2 2 26 5

8
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OxoHusHEa mafnuue 4.2

Yucno cybbecroa 100 Hucno cyfuestan 300
EoHTpone-
HeGnarsnpHaTHeR BEDE HOE um:‘ Moporasoe Pk sy Noporoese Pisfiaimen-
Ll b OT BFLLEHHE, HOE YECNG THGWEHAS HOE BN
k- %
MoETopRIOWMECA:
CTROMANBHEA OTEH QOroBMUE 0,3 24 1 1.4 ]
UHCTOMOHEIA MAKYNAPHEIA OTEK 0.5 4,2 2 2.2 4
Pa3InpEEEHIE 0,3 258 1 1.8 3
NOBHLISBHHDS BHYTPUMN3IH08 JaENaHHE, Tpe-
Bymiies NeYEHKRA 0.4 o2 2 1.8 3

MpumewBHWR

1 M0 KOHTPONEHEIM OTHOLEHWEM ROHMMENT CTATHCTHYECKOE 3HEYSHHWE HeBNEronpAATHEIY HoXOO08, NONY4EHHOE
No pe3ynNeTaTaM BHANHIA KNMHHYECHHE MCHEITEHWA 3anHekamepHsx WON, npoeoavme: B CLA B neprog ¢ gekalipn
1888 1. no gekalpe 1997 r. c yyacTeem 4210 cyBeekToR.

2 MNog NopOroBEM OTHOWEHHEM NOHAMADT JONYCTHMOE IHEYSHHE HEONETONPHATHEY ACKOO0E, CTATHCTHYSCHR Npe-
BElUEHILES KOHTPONEHOE OTHOLEHWE.

3 MNog paspewarHE M SHCN0M TOHHMET AONYCTUMOoe SHeno cylberTor ¢ elnaronpuATHER Moo 0M:

A2 Mpumeps NOKBIATEMNEH NOCNSONEPAYMOHHON OCTPOTE 3PEHWA NpUESdEHE B TAGNMUAY A3 W Ad.

Taftnuya A3 — CpegHWE NOKE3IATENH NOCNEONEPALMOHHOA OCTROTH 3pesnA 0.5 (6112, 20040) oTH. 2. wHnK

2hiliig
Yueona cybvecroa 100 Hucno cyBunesran 300
KoHTponks
T
Wi HCH s mm;_‘ Moporosoe TpaGyempe Noporosoe Tpebyew o
SRR, OF ROWEhHE, HHEE, GTHGWENE e dlAcna,
E e Mariae % e MEres
MNepegseramepHan MON a0.4 68,6 Td T4.3 230
JegHerameapHan MO 92.5 ad 4 BE a8.2 270

MpHME“EHAR

1 Mon KOHTPONBHEIM OTHOLLSHWEM HOHMMAENT CTATHCTAMECKDE SHEYSHHE YHENE CYSLEKTOE & NOCNE0NEepaUHOHHOR
CCTROTOA 3paHEA 0.5 0TH. 80, WANK BIWE, NOGNYEHHOE N0 PEIYNETATAM BHANHIE KNHHWYECEHY BCNEITAHWA Nepan- Heka-
rdepHe MO, npoeoasmels g Sl A8 nepscn ¢ MapTa 1988 1. no nHe 19891 1. c ywacTvem D52 cyfwenTon, W 38AHEEAMED-
Hex MO, npoBogrmex 8 CWA 8 neproa ¢ gerabpa 1988 r.no gekatipe 1997 r. c yyacTues 4210 cybwexToB.

2 Mog NOpOroBLEIM OTHHUEHHEM NOHWMAKT AONYCTHMOS SHAYSHKME HHCNE cyBEEKTOR CO CpeQHER NOCNEINePALMOH-
HOWR GCTPOTOR 3peres 0.5 OTH. 80 @iNK BRWE, ETATHSTHHECKW HWEE KOHTRONSHOMD OTHOWEHWS,

3 MNog TpefyamslM HHCHDM NOHUMENT MUHEMANEHRD QONYCTHMOE SHCNe cyBeesTon co CPEOHEd NoCNeonepaUnoH-
HOW ocTpOToA 3persa 0.5 0TH, &0 wiinW Bmwe.

TaGnuya Ad— Mysuwe NokaiaTend NOCNEoNepELHOHHDA CCTROTE Iperwa 0.5 (6/12, 20M0). oTH. eg. whanu

BEILE
Hucno cybeecraa. 1040 Hucno cybuesran 300
Kortpone-
Tun WOR ml Moporosoe TpeGyemoe Moporosoe Tpabyee o
waHne, %
CTHOWENHE, HHE, OTHIWLEHAE, qHCNa,
L] He MeEHee % HE MEHEE
MepegsekamMepHas KON 90,1 1.1 85 a5.4 262
JaaHexamepHan MOI 96,7 51,0 G 93 6 285

A3 NpueepeHswe B Tadnnuax &1 W A2 Hecnegyeres 0THoOWEHWR anA 100w 300 cyfuerToe ANA ENRHHYSCRRE HE-
NETEHWA BYAYT MEHsWE NPHESOEHHEE MOPOTOELIX OTHOWEHWR, T3E Kak NHG08 CTATHCTHYSCKDE CPABHEHHE COOQEPHUT B

4

E u 5 '|' FOCT P 52458-2005, mnnaHTaTbl odTanbMonornyeckue. MIHTpaokynsipHble NH3bl. YacTb 7. KnuHuyeckme ucnbitaHus
(I L FE 1T Ophthalmic implants. Intraocular lenses. Part 7. Clinical investigations


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52458-2005
http://gostexpert.ru/gost/gost-52458-2005

rocT P 52458—2005

cefie owwbey swBoprd . AHEROMMYHO WOCNeQyeMBIe OTHOWEHWA B Talneuax A3 W Ad ByayT Bonewe, Yer NPWBETEHHEE
NOPoross e OTHOWEHWA. B MHTEREAN MEXOY KOHTPONEHEIM W NOPOMOELIM OTHOWEHWRMA, NEHEBOaHHEMKY B TEANMYaY, no-
naganT B0 % BoaMOoxHEE OTHOWeHWE. [py aToM, wem BnUEE NOPONTEDS OTHOMUEHME K KOHTRONBHOMY, TEM Mexbwe B0 %
BOAMOMHEY OTHOWSHEA TYOE NONAYT, T.8. BOIHEKSET OWxBKa BTOPOrD THRE.

A MpreegesHsie B Tabnuuas A 1WA 2 pacveTHHE DEIYNETATH HEGNAroNPUATHEIX BoEo0oE BrnW NONYHEHEH B pa-
IYN=TATE HCAONB30EEHMA GRHOMHHENSHOID pacNpegeneHka no fopMyne

el oL
[+ . ] — Y i ; {At)
Pr X z%_ﬂ: =1 - L| | ¢l - g™ < 005,
'TIERY
rage g — HOHTpONBHOS® OTHOWEHHE I:T.-E. OTHOWaHHE HEEI‘IEFDHPHHTHBIH MCXO3008 ANnA HL‘IHTFH:IREH-Dﬂ rnynnu]\
n— pEIMep EnBopie;
X — - HWCND FERETACTRMPOSEHHEIX B0 Bpalsl ENMHRYeCKOnD WCNbITaHnA He fnaron PHATHRIX WCXOOOE]

X — uHcno HeBNaronpHEATHEY WCE000E.

A5 BWHOMMHANGHOE pACNPEQSnNEHHEe MCNONL3YIDT ANA Tor, 470l NPOBSpETE, ABNASTCA MM MCCNEAYEMOE OTHO-
WweHWe HeBNErONpPEATHEY HCICQOE MEHbWS WY PABHEM OTHOUSHWE AN WCTORMMECEDR KOHTPONBHOW TRynnG,
AHANorM4Ho gna Talnuy A3 @ Ad BHHOMHHENLHOE DECHPESENEHHME MCNONE3YDT ANS Tors, 4Tobs NPoBEpUTS, ABNFETCR
MW HECNeAYEesMos OTHOWEHMES OCTROTE ApaHWA 0.5 0TH. 60, W Belwe Sones MMM PABHSIM OTHOLWSHAK ANA KOMTRONEHOR
rpyNnb. ANBTEpHATHEHAA THNOTEZE COCTOMT B TOM, Y4T0 MCCHEQYEMOS OTHOWEHHE MEHEE OTHOWEHWA 4R KDHTPONEHOA
rp¥ Nk,

A MaxcumancHoe aHaveHne GnaronguaTHe s Hexoqos (TaBnuua A.4) moseT GbiTe NONYYEHD © KCNoNBIDBAHREM
GHHOMUHANEHOMD pRCOpagenasia No GopmMyns

: =T/ gy A2
Pr{.t":%IPI_!-:E;J_HJU'H-;*]"ttr.'}'_"-. B2}

e p— EOHTPONEH0E OTHOWEHWE GNA OCTROTH 3peHdR 0.5 OTH. 8A. W Bsiwe
1 — paawmep asifopsd;
X — HHCAO ZEPEFUCTRHPOSAHHEIY YONalbHEX HCXOA0E WOk TaHEA,
X — vpcno wefnaronpUATHRY MCXOO08,

GOST
I
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MpunoxeHue B
[peHOMeHOYEMOE)

Tpebopanna K pacnucke 08 MrropMUpoOBAHHOCTH

B.1 OBwwe TpedopaHnA

Pacnwces of HWHPODMHPOBEHHOCTH A0NEHE GeiTe nony4eHa oT C?EEE KT8 8 NACEMEeHHOM EMOS Nepel HEYaNnaM yYac-
THR E‘.'!r'ﬁbE!CTEI. B KEMHUYECEWME WCNEITAHHUAX.

M pWMesaHw®we — PopMa pECIHCKA OBLIYHD COCTOMT B3 HHPODMaLUMGHHOR YBCTH W COTNAcHTaRbHOM NG -
NMCHOA “acTH. 3T 088 4acTH MoryT BeTe NMbo cxoMBUHMPOBaHE B OQHOM QOEYMEHTE [MHMOpMaLWA ANA NALHMEHTE W
OpME PECNMCKH} KW BE30ENaHE HE AMCT MEOPMALRK GNA NALHSHTA ¥ POpMY PRCNECKE NALREHTA.

B.2 Mpouyecc NonyYeHMA PAcNMCER of HHOOPMWDOBAHHOGCTH
Mpk nonyseHdr pacnucks of WHOPMKPOEBHHOCTH cnedyeT coBmnaTe CReQystuWe NPaEUnNa:
a) Waderate NGO NEPHHYXOSHWA WNH HEZAKOHHOND BNHAHAA HE CYEReRT OnA oBecneqeHns Bro yHacTHa,
i) HE yENOHATEGA WNH HE MNBITATECA YENOHKMTECA oT COBn0aeHAR 38K0HHE X NpaE Cy B RakTa;
B} MCNONe30BATh A3LIE, LO0TOPRA HE ABNASTCR CNBUWANEHEIM W NOHATRH CyDLEKTY MW Sr0 3aK0HHOMY NPEaCTARM-
TEn,
ri npegocTasnTe cyBeesTy apema ona ofayMeEaHWA pewaHuR 08 yyacTHu;
A PACMMCKA DONWHE COOSQWATE JATHRORAHHEIE NOANMCH CyBEEKTE MNKE B0 IAKOHHOM NESOCTABWTENA W KA MEK-
HECKOrD WENBITATENA;
B) BEMOHETE CYDRERT B NNAH KNAHEYSCKHY ACNETEHMA .
B.3 Huchopmayusd, npeaocTaBENAeMan cyBLedTy GNA NONYYEHWA PRCAMCcHEE o0 MHPOpPMHPOBAHHOCTH
Ha noHATHOM ANR CyELEKTE W 210 IAHOHHO NS NPeQCTEBMTENA F3EKe A0mHHE Dl Th WAN0HEHE CNS0YOWEA WHGO D~
MALWAT
A} CNACasne HCOBTAHNAHEIHEYEHHE!
1) MCCNEeJDeaHNA, BRNKNYEHHEIS B WCNEITEH WA,
2) LEN: MCNEITEHWA,
31 NpegnonareeMan QRHTENEHOCTE WONEITAHWA W CTENEHE BOBNSYEHHOCTA CyEBEKTE B NDOUSCE WCNE TEHEN,
4) onucEHWE wecnenyemod WO,
5) ONWCEHWE NROUEOYVE, HOCNANOBAHAA C AKUEHTHPOBAHMEM BEHHMEHMA CYyBLEKTE HA SHCNEPUMEHTE;
B) npenckaIyeMBE PUCEM:
1) WhopMaura o nndex NPeOcEEIYEMBIX DHCEEX i DCNORHEHNRAK,
2} wrhopmauna o nodwx BolMorHEE NobouspE adderTay;
B} NOTEHUHENEHBIE BRMOgs
1) ONWCEHWE MOTEHUWENBHE BRIFOY ANA CyBLexTa,
2) ONWCEHWE NOTEHYWENBHEY BEIFDG SAA Apyriy cyBberTos,
ry SNETEPHATHEHAR TERANHA:
1) WHbopMauns off ANETEPHATHEHEX METOASX NEYSHER KK A0NYCTHMEE NROESAYPAaY,
a) kospUAEHU#ANEHOCTE:
1) YHAZEHWE O TOM, 4To yMECTHE CyBeerTa ABNABTCR KOHENIEHYHENLHEM,
2) WHEZEHWE O TOM, 4TO CyDLerT QoNHeH PRIDEWNTE JOCTYN K CEORM MEQMUMHCEAM J2MNACAM NOMHSM O H b
NHEUEM W NPeOCTAEWTENAM OpraHnZETORE,
3) WHDOPMBUHA O TOM, YTO PRIVNETATEl WCNEITAHHA MOryT OwiTe onyBnukoEaHnl 23 PACKDBITHA NHYHOCTH
cybLenTa;
&) KOMNEHCELMA (MegWUMHEK3R DWHAHCOEAR)
1) whchopmauna of yonosuax DN NONYYEHWA OMIEHCANWN B CNYYEE PAHEHHA, BOIHWKWETD B DEIYWNETATE
YUECTHA B KNMHWYECKHE HCNBITRHKRAX, 4 0 TOM, K3KHE QONONHETENEHEE MEDE DO OXpaHE 300poERR ByayT npeaocTaanens
cyBRSKTY B CNy4as CEPEBIHOND YEEULR,
2) wRhopMauna o UHAHCOBE0R KOMNEHCALME 33 YHECTHE, SCNW 3T0 NPEAYCMOTREHD
W) BONPOCE O HAYENE WHNK OHOHYEHAK KNTHHWHECKEAN MONE TEHNE
1) WRDOPMALAR O TOM, KT QOMHEH OTEETHTE HE BONPOCH CylbekTa No HECNeasDEaHWAM,
2) WHhOPMELUKWA O TOM, KTO QONHEH OTEETHTE HE BONPOCH cylibeKTa 8 CRy4as TREBME,
3) onvcande ofiCTORTENECTEA, NPW KOTOPEIX yHAcTHe CYELEHTE B MCNEITAHEAY MOMET BRTe NPEKPEWEHD WENE-
TATENEM,
M) HOBEIE OTEPSITHR:
1) WHDOPMEUWA O TOM, STO HOBRIE OTEPEITHR, COENASHHAES C yHacTHEM CyORERTE, JONWHE BRTE A0CTYNHL BESM
HNMHEWSECHMM MCNETATENAM.
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B.4 3aABNeHHA B pAcnMCcKeE 08 HHOOPMUPOBAHHOCTH

Hehopsa U MOHHER DACTIKEKA GOMHHE COOERMAaTE!

#) 33ABNEHHE O TOM, 4T0 YMACTHE CyfbesTa ABNABTCR A0GPOBONEHEIM;

&) 33ASNEHHE O TOM, STO OTKAZ OT YHACTHA HE HECET HHHAKHY WTPAMHE X CAHEUHA N0 OTHOWEHMD € cybsenTy.

B] 33ABNEH®E O TOM, 4T0 OTKA3 0T YMECTHA B MOG0A MOMEHT £NWHHYECHEE HENEITAHWA HE HBCET HUKBKUE W TRadHEIX
CEHHYWA NO OTHOWEHWD K CyBhanTy;

I} 33aAENEHNE O BOAMOHHBI NOCNEGCTEHAN HCNETEHAR;

A} BABENEHHE O NOHWMAHWK NPEOCTAENEHHOA WHOOODMEL MK

B.5 CormaweHWA B pacnvcke o WHPOPMHPOBAHAOCTH

Mo NGORMCEHAW PACNHCEH 06 WHPOPMAPDEEHHOCTH CY B REAT WAK &ro odMUWANEHIR NPERCTAENTENE OoNHeH BulTh
COMMAEeH:

8] HA YHECTHE B KNUHAYECKHY ACNBITAHWAX;

&) 4TO Bro NepoOHANEHEIA BpaY By 48T MHRCPMUPOEAH 0 Mo Y4ECTHE, WKW NOONMCATE 3aaaneHne of oTea28 B Npeg-
CTEENEHHH TAL0@ MHGDMALHN;

B8] H3 WCNONLI0BAHME &ro NSPCOHENEHEXE QEHHEIX 4NA UENER KNHHWYECHOTD MCNETAHKA.
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MpunoweHue C
[peroMmeHayamoe)

PyxoBOACTED NO ONpeaene i MoagHdHkauuy Gazosoi mogenn WO

CA Mogrdurayua EoHCTRpYRKYMW/IMaTepnana Gazoron mogend MOM

CA1 OBwKe noONOMEHHA

TpefoaaHna & dcnuTanwand MO, BENa0wsMcR Mogudicayuand Basoeod magenid MO, yee npowed e KnuEn-
YECHWE HCNBITEHWA, 3ABMCAT OT CTENSHW HIMEHEHWR, BHECEHHE X B MO0HPHLADOSEHHYD Magens MOT. Mogndueagwa Ga-
aogod mogend WO nogpeadensnT 8 OBE YPOBEHA: ypoBESH: A W ypoBeHs B. Npasepel MogudHEayWE YOOBHR & W ypOBHA
B Gazosol mogens WOM npueegeds 8 C.2

C.1.2 YpoBeHs A

C1.21 Mogedueauwd Bezoaod mogend MON ypoava & B BonewrHeTee cny-wass e TpelysdT NpOBEOEHHA KNWHEW-
HECKHE HCNaITAHWA. B cny«as, ecnd Mogu@iuspoeaHHas Mmogene MON ofnageer cBOACTEAMMH, ROTODE @ HE MOMYT BrTE
ANEEBATHD MCCNEAOBEHE B NEDWOS NPEARTHHUECEMY MCNBTERNA. HANPEMED, NOTEHUWANEHOE NOBREEGEHWE THAHEH
BCASJCTEME HAMBHEHUA TEXHAES WMANEHTAUNRY WO, KnUHH-Eciie MCNETAHEA LONAHE NPOB0OMTRCH.

C1.2.2 Mogsedukausn Gazoeod mogend HOMN ypoeda A ofikyYHO HE HENONE3YIOT B KBYecTEE BA30B0W MOOSNW ONA
NOCNSAYIULHE MOSWEHEEYWA.

C1.23 B cnyqas, ecnd Mogens MO HaxofuToR B CTA0MH KNAHEYECKWY MCNETEHWA, MOGADHWEKEUEA yPOBRHRA A 3T0R
MOENH TEEHE MOMeT BRTe NOABERIHYTE KNMHWHECEAM HCNETEHAAM W JadHsle MCNEITAHWA Ba20B0f MOogenn 1 Mogudil-
EALWH YPOBHA A MOryT GeTe caoMBUHMPOBaHE. Ecnu mameHedna Basoeohk Mogend WO ypoBHA A BRNDYEDT 33M8HY Ma-
Tepuana GE30EmE MOBENSA, HENDHMER, MOSWEHEBYWH, onMcaddee 8 C.2.212, TRy MOOGEN: HE AONYCKASTLA
WCNOoONE30BETE ANA NPOBSAEHHT KNWHHYECHMY WCNBITAHHA.

C.1.3 Ypoeews B

Co1.3.1 KnuHeqeckwe scneTaHsn WO, asnrowuxca Mogutukayrasmy Gazoaod mogeny ypoeda B, nonwHel 8knmo-
YATE HE MeHas 100 cyBeadToR, HABNKIEEMES B NOCNE0NePAUKDHHE A Nepnon No GopMe OTYETE B COOTEBETCTEMM C Tabnu-
ueh 0.4 npunomaxun O

HWCno oTHETOR GNA BCeN NOCEWeHHA CYERexToR ADMNKHD BeiTe HE Menase 100,

C.1.3.2 Yucno WO, Heolxogumex ANA NPOEEABHHMA KNHHAWYECKMY HCNeTEHWE Ga30ech Mogend MO0 ypoasa B,
Don#H0 GbiTh MUHWMENEHEM, HO OOCTATOUMHEIM ONF CPAEHEHWA OTHOWEHWA HEBNATONPHATHEE WCE0O008 W HAMEHEHWE
OCTROTE 3peHMA ANA Wone TyeMod WOM ¢ oTHOWSHHAME ANA HETOPUYECKON KOHTRONLHO® MpyNne. Ecny opradnzatop
CPABHWESET KAHESCTED WoNeITyeMsx MO ¢ oOHOBEpeMERHD 3ANYVILEHHON KOMTRONEHOA FRYyNNOE, TO OH Qonked oTobpare
Takos WMono cybiberTos, KoTopos ByAST ADCTATOMHEIM ANA BRABNEHMA HAMEHEHWA OCTROTE 3PEHEA U HEBRATONPHATHEN
WCEOO0E C TOMHOCTER, SEEMEANEHTHOA CRAEHEHMKD © UCTOPHYMECKOA KOHTROREHOM TRYNNOE.

C.1.3.3 Yucno MON mogudveayuh ypoaHa B, HE Bol0epaBliMs MCABTAEHAA, oonHHD OelTe #e Gonee 10 % Kaw-
Oeld WCNel TATEMNE QONHEH NOAQBEDRTETE MCNBITEHWAM He MeHes 20 % W He Gones 25 % obwero “McNa HoNelTyemsx cyiees-
ToE, KnuHUYeckie WonuTadia MO MoouEigannn Ypoada B cynTadT J888pWEHHEIME, KOTLA HA BOS EOENEYEHHBIE
cyBhekTH COCTARNEHE DTYETE B coDTEETCTRMM ¢ Talnvyen D4 npunomerun O

C1.3.4 Mogeadkaysn WON ypoesa B cudTawT 6a30B0@ MOSENE0, SCNK NONYYEHsl OT4HETE N0 HE MeHes JeM 100
cyfhekTam (oaHako He 8 oMBMHALMK C DTHSTAMK MOOUpHEILAE YPOBHA A B NSpU00 KNEHEYECHAY RCNEITEHEA), B B COy-
qae, ecni mogutuiayaa MO cooTeeTcTeyeT Bcem Tpelopadnaw FMOCT P 52038, TOCT P 52039, FOCT P 52040,

C.2 Mpuwmepsl MogudMEagmia MORA

C.21 OBuwmue nonoMeHHMA

G211 Mogegukaysw HOMN, nogeepragmMs ENWHAYECKRM WCNEITEHWAM, NOAPAINENANT HE Modnd kLMK Baso-
BOH MOSENE YPORHRA & @ ypoBHA B. KpuTepui penedus npMeened B 522 w ©.2.3

NonyckaeTch MogUEHUMpoeaTs Gasoese mogens WO, nmeowre cneqyow«e npHIHa ke

- P — sagHeraMepHele MWON @3 nondmeTneTaspanata (FIMMAY

- A — nepegHekaMepHse WO ua MMMA;

- S5F —aanHekaMepHee MOMN W3 MArKM: METERUANDE, AWM EN LUWE NNOCKAA S43aAH (Bes neTens);

- B8 — COCTEBHLIS 33gHekamMepHse MO ¢ onTusecaof 4acTesd, HATOTOBNSHHOA W3 MATEAE MATEPRAN0E W NETNAMR
#3 CTAHSADTHLIX MaTapxancss (MMM A, NONWRPONANEH KNE NENMAMAL )

- BN — cocTaeHee sagHekaMepiee MO ¢ onTadechof YacTeH M3 MAMKKY MaTEQHAN0E, W NETNAMA W3 HEGTEH-
OAPTHEYE MATERHANOE.

C2.1.2 MogwpuyspoEaHHER MOGENE MOMET BENOYETs PAINMYHEE HOMOWHELMW MOOWDHESUMA, YEA3EHHEX B
G2 2—C.2.35 ecni cofinSKITCA BOE EPATERNM (HANPMMED, MOOMEHUMPOIBAHHAA MOGENE MOXET MMETE BONEW YD ONTH-
WECKYH HEGTE © CNErkd HIMeHeHH0A HpErypaysed neTens W BonbwuM cbuue gramaeTpom ). Mogndskaumna, YEa3aHHa R
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B G222, 0TNMHBETOR OT OpyrHs MOSHE MEaUUE TEM, TO 3EMEHEH METEPUAN HNK M3MEHEHE OHCTRYHYWA Bazoeol mo-
OB,
C.2.2 MooWbHMEBUMK yPROBHA A

C.221 JeplaNcHOOTRAMEHHER BEPCHA Mogenn MON

MpWaHesd MoguduyHpoaaHHER KON Tinoe PIASPISS/SH gonsse COOTEETCTEOBATE YRAIaHHBM B C.2.1.1.

C.2.2.2 MameHenwe ofuwers HAMETRE

MpWIHaEA MOSHEMYHPOEIHHEY WO GNA RAYHEHTOR © ONPEJENSHHEM QUANEI0THOM WHRHHE NEPEOHER KEMEDE
rnase onsa ModwdugupoeaHses WO ypoBHA A QONKHL COOTEETCTEORATE YEESEHHEIM B C.2.1.1.

C.2.23 MiMeHeHWA HOHCTRPYELHH NETENL

Mpyanagd MoandEuiposardsy MO 8 cnydae gobasneH@n EEpYINeEHWA WM MANSHEEMX NETENs ANA THNOB
F/AISSISN OonMHE COOTEETCTEOBETh YHAazAHHBM B 5.2 1.1,

C.224 MiMmedeHWA HAEMOHA NETEAL

Mewanasd MoaWpHUWPpoBEHHER WO B Cnyvae ©3IMEHEHAA NROCKOTD AW3EAHE HB OMZERH © TENOM, OTENDHEHHEIM
HAZE] 0T NETENL, NPHESOALWA & YEENHYSHHD CAMMETANM He Gonee yan Ha 1.6 mMum ana WO ¢ saqHeR B2pLEHHOR padpak-
umen 20 Antp, ane Tenoe FISSI5N gonsde COOTEETCTRBOBATEL YHAIAHHLEM B C.2.1.1.

C.225 MiMeHeHHWA KOHMUIyPALME, TONWMHE! HAW WHPHHEl NETERL (KanKGpa)

C.2251 Ofwwe NONOEEHWA

MNeWaHaed moguduyspoaadHHex WO Tinoe PASS/EN ponsHs COOTESTCTROBATE yEA3AHHEIM 8 5.2 1.1,

Ona roro, MTobe onpeaendTe MOGHERUREUHID YROEHA A, HECDXOAHMO NROESCTH BHENW WIMEHSHUA MEXIHHYCKMY
cEoheTE MO,

Ecnu mogudvydposanses Mogens WO ofinageeT cEOACTEAME, KOTOPRE HE MOryT BRITE A08KBATHO MCCNEQTESHE
B NEpHDE NPESKNWHEMSCEME MCNETaHHA, HANPMMED, BENH MOKET NPOAI0RATA NOTEHUWENEHOS NOBPEXNEHHE TERHER BLNE-
ACTENE WIMEHEHWA B TEXHHEE WMNNEHTAUWN, TO TEELEA MOQNDMESULAR HEe MOwWeT SeiTe NPUIHEHE MOOWDUEkaUsed WON
YpoEHA A

MeToObl CPEEHEHMA MEXBHWMBCEWX CEOACTE DE20B00 MoOend W MOAMPHUWPDBEHHORN MOOENH NpHEEfEeHs B
C.2.252 Ecnu opraHWsaTop NPMEOOUT K BEIBOOY O TOM, 470 NO O0HOMY METOAY CPABHEHWE MOOMEM KA LEA HE ODTHOCHTERA K
YPOBH A, OH DON#EH YHA3ETE OPYIO#A METOD 00 HEYANA KN@HEHECHWE MCAETEHHA.

NMpumevarHse— MeTooH M BHEMNWS OBHHLIX, NPMMEHAEMEY B WCNHTAHAAY MEXEHWYSCHHE CEOACTE, — N0
MOCT P 52030 {B.2252 —B. 2253}

C.2252 CpagHeHWE ¢ ednHWHOA BE30B0R MOLENLID

MoWanasy MogufuysposaHHex WO Tinoe P/SS/SN ponsHs CoDTEETCTEOEATE yRasanHeM 8 &2 1.1,

OnA cpagHeHUA MOOMPUUAPOBEHHOA MOGENA W MOSENA, NOOSEPracMol KNAHWYECHHM WCNBTAHMAM, GPFEHWIATOR
OOT#eH QOKEIETR, STO MEXAHWHECEWE CEOACTEA MOSHPHYWPOESHHOA H WENETYEMOA MOOSNERd BHANOTHYHE .

CpagHuean smognthuunpoaasHyss M Saioeyn mogenas WO, opradd3aTop DONMEH OOKAIETE, YTO MEXEHMYESCHAE
CEORCTES MOAMEAYHPoEAHHOR MO asanoritisel MedaHEHeckdM candcTeam Basoand mogens.

$.2.2583 CpapHEHMA HECKONuEMY BAI0BLIY MOoOenesd

MNedaHagd moguduysposaHex MO Tinoe P/SSISN 00 nsHel COOTESTCTROBATE yEaIanHeM 8 C.2.1.1.

CpagH#Ban MOSWEHYHPORAHHYID W HecKonekD Baacew s mogenad WO, opradvsaTop QonseH AOKAZETE, 4T0 MEXa-
H#HBCKHE CBOACTES MOSWE MU poEaHHDR MO coOTESTCTEYKIT XapakTEpHCTHRAM BasoBmps MOJanal.

C.226 MimeneHWwe AWENAIOHA ONTHYECKON CHNABL

MNpuanaxk MogefdysdposadHss WO tinoe PAASSFISS5/5H gonwse COOTBETCTEOBATE YHAIAHHEM B G 2.4.1.

OpraH@aaTop MoMeT NpoBoaETE NHsEe MaMeHEHWA 08aNa30Ha ONTHYecKol cunk, ecnw MO cooTaeToTEyeT TRE-
fGosanwaKm FOCT P 52038,

DpraHs3aTop JONEEH NOMHENTE O TOM, YTO NpE ongedenesiel s KoMOHHALWAY MBTEPHANE W NROEWNA HEKOTODEE
Mogenn WON He cooTeeTeTEyT TRebopaHsam MOCT P 52038 ecneacrede ERMAHNA clhepryeciax abeppayuin.

C.2.27 MimeHeHWA PAIMEPOE ONTHYECKOW YACTH WHAW KOHCTRYELHH Tena WO

MpwaHagw MogsduuspoaaHHsx MO Tinos PASP/SS/SN gon¥Hel coOTESTCTROBAT VEa3AHHEM B 5. 21,1,

VIZMEHEHUR KOHCTPYELSW TENE WIKNW DEIMEPOE ONTHYECKOR SACTH SONYCHAKNTOA NPH yoROoEWE, ecnd obwan anwsa
WON #e vedes 50 wu w He Gonee 7.5 ws egons NoBoro MepuomaHa.

C.2.2.8 OJobaeneHse, yAaneHWe WAK CMeLSHME NOIHUMOHHLIR OTEEDCTHA

MeWaHasd ModsfuuspoaadHex KON Tinos PIAMSPISE/SH nonsse COOTEETCTEOBATE YEE33HHEIM B C.2.1.1.

MozMUKaHHBIS CTERDCTHA, BNEAKLIHE H3 KEMECTED ONTHYECKOH MEBCTH, AONKHE: BACNOGNErATECH HA PACCTORHHM HE
MeHee 225 MM 0T QeHTRA ONTHYSCKOR YECTH ONA TOFo, 4To8K PACCERHWE WMNA WCHEMEHWA OT HWE BN MdHHEMANE-
HEIMH.

C.229 Oobasnedwe pylys HE 3AOHEH NOBEPAXHOCTH Tena HON

Mpwadagn mogsduusposadisx MO THnoe P gonEde COOTEETCTEOBATE YEA3AHHEIM B C2.1 1.

DonycraeTton gobaenaTe pyley Ha 3a4400 NoeeprHocTe Tena MO e cnydas, ecnu guaand pySua noaTeepsoeH
HMMHAHECKMME BCNEITAHWAMY Mogens MO c pyfuom v kpad pydua HBX00MTCA HA PECCTOAHWA HE MeHes 2,25 ms OT YeHT-
P& ONTHYSGEOA HACTH.
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C.2.2.10 MoNbITaHWE PAINMYHLIZ KOHCTRYKUMA HOMN B 0aHOM KNMHHYBCEOM MCNBITAHWM

Mpradakd moguguunpoeande s MOM Tenoe FISS/5H gonsse cOOTERTCTEOBATE YHAIAHHEM B C.2.1.

OowH maTegian MO moxeT BuTe HeneiTad ank Bonee sem oOHoR koscTpyEgun MIOI, ecne koncTpykuma MO0 nog-
TEEpELEHE HA COOTEETETEWE DE30B6IM MOgenaM. pK 3T0M MEXSHHYSCKHE CEOACTEA MonETYeroR MO gonwHe BeTe
SHANDIMYHEl MeXasnecins ceolcTEaM GaloBon Mogeny.

C.2.241 MENsITAHWE PASNMYHEIE MATERHANOE B SAHOM HAWHEYECEOM WENLITEHMH

MpuaHakd moguguunpoeaddee MOMN Tenoa FISSM5H gonsse cCOOTERTCTEORATE YHA3AHHEM B C.2.1.

Ogsa koHeTpyRuMA MO MoweT GeTe HCNbITaHE ¢ Sones e onHHEM MaTEPHANOM GNA NSTENE, SCNH BCS MATERHA-
Nl 00 WENSITAHWA BRNW NOATEEDMOSHE HA COOTERTCTEME GazosuM Mogenam. MpH McnonescEaxsl Bones oQHOM MaTa-
DUARE ONA NeTenk, aca monend MO gonsHe GeiTe MoaMbHEALRAMMA YROEHA A W COOTESTCTEOEATE TREOOBEAHWAM C 2.2 5.

C.2.212 JamMeHa MATEPHANA B EOHCTRPYRUMK MOR

MprzHaku moguguunpoeadnes: WO Tenoe FISSM5N gonsyel COOTERTCTEORATE YHAZAHHEM B IC_2.1.1.

MaTepsans @ HOHCTRYELMM Ba20803 MoJensd moryT GuTe 3aMeHEHE, BCNW HONONE30BEHWE METEDWENE HOBOR
{ANA AEHHOMD MATERHENA) KOHCTRyEURK MOT HE NPUBOART K HIMEHSHWH MeXEHHYECEN CEORCTE Ga30B0h mogenn MO,

C.2.3 MopgudrEaunwm ypoeHA B

C.2.31 MameHenwe obwers oWamerTpa

MpraHakd moguduunpoeadae MOM Tenos FISS/5N gonssie COOTERTCTROBATE YHAZaHHEM B C 2.1 .1

MameHenue obwers giaMeTpa MO MoEeT npMeecT K coadasnio mogudneayun WO, He cooTeEETCTEYDWER TRa-
foeanuam C.2.2.5 npu 28 cCpaEBHeHKK © GEI0B00 MOABNEK WNKW C PALOM X2PEKTEPUCTUE HECHONERME BA30BEK MOOBNEA.

£.2.3.2 MameHeHWA EOHPUIYPELWH NETENL

MpuzHakd moauduudpoeadHe s MO Tenoa FISS/5H gonssmg COOTEETCTEOBATE YHAZAHHBIM B C.2.1 1.

MamaHeH e KOHDMIYPaLAW NaTENE MOEET NOWESCTH K Co3Gan@n Moandmeannn WO, ve cooTaeToTayRWed Tpedo-
gaHWAM C.2.2.5 Npu e cpaEHesns ¢ BEI0E0R MOOENE WK C PAZOM XapakTepUCTHE HECHoMbiM Ba308 X Mogened. Ecnu
HIMEHEHWE KOHBWIYDELHK NETENE MOLHGMGUpoEaHHOR MO MOMET NPHBESCTH K MOTEHYWENEHOMY YEENWMBHUD PHCKS
QCNOEHEHAR N0 CpaaHEHAD ¢ Ga30800 MOGENER, TO TAKYSD MOSRPUEALAED NOOBEPTENT WCNHTAHAAM HE MEHES Y&M HE
00 cylfeasTas.

£.2.3.3 MaMeHBEHHMA MATEDHANE WNK Kanudpa neTenk

Mprzdakd moguduynpoeaddex MOM Tunoa FISS/5H gonxss COOTERTCTEORATE YHAIaHHEM B G 2.1 .1

MameHeHHe METEDWENS NETENE (MNW EYIoro MaTepHana HacTy BEsoeoh mogenu) MNs kannips NeTeNs MOXMET Nou-
BECTH K CO3dAaHHRD Mmoandrkanrs MO, He cooteeTcTayowed TpebopaHwam C.2.2.5 npy ee cpaeHeHWs ¢ Gaz0aol Mo-
OEnEH WAH G PRAOOM XaPELTERHCTHE HECKON=KWY 5330801 Mogened.

C.2.3.4 WiMeHEHME MATEDHMANS NETENL

MpraHard moguduunpoeadae e MOM Tenoe FISS/5N gonxss cOOTERTCTEOBATE YHASAHHEM B IC_2.1.1.

MameHeHne MaTeprana neTans WO Ha MaTepUan. 8 WABECTHEIF HENE TETENK, HO KCNONE3YEMEIR ONA NETENE N0
OaHHEM OHTANEMONMMYSCHME HCCHEA0BAHRA [CTATER, OTHETOE), BOMHKHO GrTe NOOTESPHISBHD CHOKECTER CEORCTE WE-
NONs3YEMElY MATERHAN0E,

C.2.3.5 HameHEHWE MATEPWANE TENEA

Mpradaku moguduunpoeandex MO Tenoa FISS/5M gonxse cOOTERTCTEOBETE YHAIaHHEM B S 2:1.1.

MameHedne maTepuana tena WO Ha MATepWan, HE WABECTHRIA WCNBITATENH, HO HCNONs3yeEMeR gna Tena WO no
OEHHER DHTANEMONSMMYECHYE HCCNEA0BAHWA (CTATER, OTHETOR], ROMMHO GETe NOOTESPHASHD CROMECTER CBORCTE HE-
NONBSYEMEX MATERAAN0E.

C.2.3.6 MaMeHEHME OHAMETDHE TENE WNH ONTHYESCHOH J0HR

MpraHakd mogedsunposaHHes MO Tenoe PIS5/5N gonssm COOTRETCTROBATE YEAZEHHEM B C.2.1.1 NnpW 3MaHa-
HHW OWEMETRE TENa WNHONTHYECKOR YaCTH B WHTepEane oT 5.0 00 7,5 Mu. Ouerge sogend MO ¢ onTHyueckold YACTes JW-
AMETROM MEHES 5 MM AONKHE BHRK4ATE KMWHWYECKHE WCNETESHWA N0 OUSHEE BNWAHWA BNWKDE HAa GCTPOTY JpEHWE
NAyMHEHTOE.

C.2.3.7T HavaneHoe gobagnedde Mogend pyByom

MpraHa K MogudHU#poEaHaes WOM Tunoe P gonsHs COOTEETCTEOBATE YHE38HHEM B C.2. 1.1 nph SononHesin Mo-

nenk pyBuoM Ha 3a0HeR NoBEpXHOCTH Tana MO,
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MNpunoxenss O
|pEEDMEHOYEMOE]

ANEMEHTEL, BEKIHOYASMBLIE B NPOTOKON KNMHUYECKHE HenITasui MOT,
H OONONHATENLHOE KNWHUYACKOS PYKOBOACTED NO pa3paboTHe NNAHA KNHMHAYSCKHX MCNLITAHWA
W aHanWy peaynLTaTon

0.1 InemedThl, BERMYAEMEIE B NPOTORON ENMHWYBCHWE HCnBITaHHA MON
DA Ofwxe nonoEeHHA

HEcToAES NEMNOKEHRE YCTAHABNMESET HAMBONEE BAMHLE SNEMEHTE, BENOYESMBE B NPOTORON KIMHWHECENE M-
NelTAHWHA, HeodiXoaMMEIE ODrEHW3ATODY ANA ONpeneneHdA Ge20nacHocTi @ 3 derTHaHocTH MO

0.1.2 KoHTpONHEA rpynna

ENMHUMECEMe DEAYNLTETE N0 MCTOPMYSCKOA KOHTPONEHOR TPYNNE NPHBENEHE B NEANOHKEHEE A, KRMHHHeckoe QER-
CTEWE MCNETYeMEE WO cpasruBEanT ¢ OEHHEIME, NPUESOSHHEIMK B NPHNoKERWH A MIH C D3HHBIMK OOHOBREMEHHD Npo-
CRESWESEMOA KOHTPONBHOR TRYTNE .

0.1.3 Yveno cyBuedToE

0.1.31 Mpu cpREHEHWA KNHHWYECKOrD DeAcTEMA WON ¢ icTopuecaoid soHTPONsHOA TPYNNOA KIMHAMECIRM WoNk-
TEHWAM NOGEARTAKT He Mexas 300 cybrerTol. Mpe CPAEHAHME KNUHEYACKOTD OBHCTEMA MenkiTye e WO ¢ enuHndec-
kM AedcTered WOMN ofHOBREMEHHD HCNETYSMOR KOHTPONEHOR TPYNNOA CPrEMMEaTOp Donxed nogolpate TAKOE YWCno
cyfeekTon, eoTopoe SyNeT QOCTATOYHEM QNA ONPEOenfediA HIMEHEHHA 0CTROTE 3peHHEA M HefnaronpUATHEIY MoXonoB
anm cpapHesHda ¢ 300 cyfresTamM HCTOPAYSCROA KOHTRONBHOR MPYANE.

D0.1.32 Onk eoMNeHcaudi cySeakTos, KoTopaIe MoTyT GeiTe He Q0BEQEHE! 00 KOHUS WCNEITEHWA, DEROMEHIYETCR
MCNONs30EaTh:

- Npd OOHOrOGWsHEY HCNeTaHWAE — 380 cyBwerTos;

- Npd TREETOQHYHE X MCAETaHEAYE — 500 cyfinenToe.

OpraHwaaTop He AORKEH TPOB0AHTE KNHHHYSCKHE HCNEITAHHA Ha BANeWeM “Hene cyitexTos, WTob H@cno cySeak-
TOE, NOGEERTIAMEIE PUCKY WMNRaHTELWS Mogenad MODN, koTopsie ewe He BenK npMaHaHs Be30nacHemMM M 3 @e KTHEHE-
MU, GEND MUHAMANEHEIM.

0.1.3.3 OnA ofecnesesda GanaqHcs wucna cyfbekTos ¥ KAMOOMD WCNETATENA OPFEHWIATOD SONEEH NPESYoMoT-
pETE HANKY#e He Medes 20 cybeedToR, Ho He Donee 25 % obwero yucna cyfeekTos.

0.1.34 Yrolu 4ocTOEEPHOCTE GaHEBX D0iNa MAKCHMENEHOR, YECNO He J0BROSHHEE 00 KoHUE CybLerToR He gon-
WHO NpeBslwaTe 30 % NpH TpeXrogWHelE HCNeITaHWAE W 10 % — NpM 0QHOTGOMYHEE HCNRITEHWAY,

DA4 ONHTENEHOCTE KAAHHYEEKAXY HCNBITAHHA

0141 Ong oyeHk YHCNE HEBNAEFONPHATHEIY WOK000E KNHHEYECHWE MCNLITAHWA NPOBOSAT B TEUSHRE!

- OQHOTD foge — ANA 3aoHekamepbx WO (dopda oTyeTa 8 cooTeeTeTEMY ¢ Tabniyen 0.5 npunomedus O);

- Tpex NeT — gna nepegHekadepies MO (dhopwa oTyeTa B cooTeeTcTaMs © Tabnuued 0.7 npunoxeqsa D).

BTO NPAMEBHAMD B ENY4EE MOSWEHEBLWY NoBeREHOCTH MOT ¢ HAHECRHHWEM NOKPETHE WNH XuMrYeckon oBpaboTron
OANA YEENAYEHAA BHonomi«eckod cosmMecTiMocTy MOSL

D.1.4.2 Onf cESNEHWA PHCHE, CEBABEHHOND C KNAHWYSCRUMEA HCNBITAHWAMK HOBRIE Mofenad WO, £ saHamMyMy n-
NI TAHWA NPOBOGAT B 4BA 3Tana:

1 — wnnnauTayra mogend WO ve Gones wem 100 cyBrestan. MNocne Toro kak no 50 cyBtexTam GyoeT nonyueH
OTHET MO SOPME GTHETE 8 COOTRETCTEMM . TEENWYeR D4 npunomenns O, peayneTaTel onmss BRTE KNMHAYE LKA OLEHEHE]
OPrEHMZETOPOM W MCARTETENaM. B cAyvae, ecnW mogdens MO v 0eHHLER 50 cyfeerTon Oy0eT NRMIHAHE NPEeMNeMoR,
OPrEHW3ATOP MOKEST HEYATE CNEAYHILMA 3TaN HCNEITEHHE.

2 — wMnnaHTaywa Mmogenn WON QucTaTouHoMY ANA OH0HYIHUA HCDETEHAE SHCNyY CyBresron.

0.1.5 OT4eTHLIE NEpMDHk

0.1.51 PesyneTETH KNUHWHECKM Y WCNETAHMA, NPOBOIMMEX B TEMEHWE 0OHOTG MO8, NPEACTARNAKNT B 3M0E CRagy-
LN OTHETOR:

- 0 — npegonepayHoHHERR ONBDEUMORHEIA OTHET [(DOPME OTHETA B COOTEETCTEHM C TAGnUuamK 0.1 wiwnu 0.3 nps-
nosenua D)

- 1 — noCneonepayWoHHEIR OTHET 4aped 1 Wnu 2 AHA NoCNe ONEepaLWK ((IOpME OTYETA B COOTEATCTEWM ¢ Tabnuua-
MK 0.2 wivne D4 npunoxesia O

- 2 — npocneonepayHoHHsIR oTHeT ¢ T-rono 1 4-A GeHe NOCNE DNEREYMA (POpME 0THETS B COOTESTCTEMM € TabnHUE-
MK 0.2 wiane 04 npunosesna 0

- 3 — nocneonepayrHoHHsR oTHeT ¢ 30-ro no G0-@ SeHs NOCNe oNepaunsE (DopMa OTHETA B COOTRETCTEME ¢ Tabne-
uasd 0.2 wiin D 4 npenoadua D
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- i — nocnecnepaumoHde i oT4eT co 120-rono 180-/ geHE Nocne oNepau MK (DOEME OTYETE B COOTRETCTEMN & Tah-
nauaMn 0.2 Wunu D4 npunoxesun O

- 5 — nocnecnepadkoHie i otHeT ¢ 330-ro mo 420-f geHe Nocne onepadk (HOpME OTYETA B COOTEETCTERW C Tal-
nauaMn 0.2 wiunn D4 npunoxesur D).

0152 PasyneTaTel TREXMOQM4HEE KNWHMSECOME BCNETAHWA NEPEJCTRENMOT B aMge otdaToe no 0151, a Temke
CREQyHILYHN:

- 6 — nocnecnepaunoHHe i oTYeT & G30-ro no YE0-A gesk nocne onepaunu (HoOpMa oT4ETa B COOTBETCTEWW C Tal-
naugry 0.2 wiunwn D4 npunoxedun O

- T — nocnesnapaunodHe A oTaet ¢ 890-ro no 1 140-R geHE Nocne ONERELWA (POPME OTYSTE B COOTRSTCTEMM & Talh-
nuuas 0.2 wunn D4 npunoxedun O

Nna cops MAGQOPMELMK 0 BOIMOKHLY HEBNEFONPUATHE Y MCXOOEX HE0BI00MMO NPOBE0ANTE KNWHAHECKYH OLUEHKY
DAHHEE MO 3TAM OTHETHEM DEDWOLEN,

0.1.53 HesannasdpoEaHHEIE NOCeERHA CyDLEETOR M NPOYEAY PR ANA YCTPEHEHWA HelNaronNpUATHEIX WCKOROR,
NPOBOORMBIE BHE OTHETHRE NepHO0oE, TAKEE ONHHE GHTe 30HECEHE B OTYET KNWHWYECKME WENEI TAHUA,

0.1.5.4 38 KaWOsid OTHeTHEN NERWoD TREXrOOWYHEX B O0HOMDOHMHELX KNAHAYECHAY MCNEITAHWA JonxH0 BeiTe no-
ny-eHo He Medes 300 oTyeToR.

0.2 DononHHTENEHOE KAMHAYECEOE PYROBOOETED NO PAZpaloTHe NNAHA KNHHHUYECKHE HENEITAHKWA 4 BHANK-
Iy pEIYALTATOR

D.2.1 Ofwre nonoxeHHA

HNononHETeNEHOS CNMEWYBCHOS DYKOBDOSTED o pazpafioTie NNAHa KNMHAHECHHE HCNETEHWE ¥ BHANWIY peiyNsTa-
ToE npHEegens 8 0.2.2 — D.2.4.

D.2.2 CTanOapTHIauWa KNHHAYSCKHX OUeHOK

0.2.2.1 OpradmzaTop gondeds 0BecneayuTe COOTESTCTEME KPATERHEE KIWHEYSCKIA OLUSHEW, TONYYEHHEX HCNRITATE-
nAMA gna HefinaronpUATHE Y WCEGA0E M KOHTPCONA NEREMETROR, OTHOCALYMICA K OCTPOTE 3NEHWA (HANDMMED, KOHCTRYEL WS
Tablinuuel ONTOTHNOE, YPOBHA OCBEWSHHICTH, OTPEMATENbHOR cnoctbsocT TABNHUE, PRCCTORHMA 00 TEBNHGE, O ad
MeTOOnarM), “Tol faHHBIE MCoRegoEaHEA Morne SeiTe cHOMBWHMDOBaMHE.

[n2.2:2 Ecnu opresq3aTop BRARNRET He0fX0QUMOCTE NPUESOSHHA ONTOTHIOE, HCNONBI0SEHHLIX NEHA NPOBS0EHHH
HMMHNHECHNE MCNBITAHWA, K CTEHOSETHEIM ONTOTHNEM, TO ACNONLIVIOT MeToguey [3].

023 PywoBogCTEO MO BHANMIY SAHHLIX

0231 OnA EABNEHWA HANWYKWA MNK oToyTCTEMA npofinem B koHCTRyEUMi MON, se yeTaHoENBHHLX npe obujen
SHEMWIE HEBGNAronpUATHLIX WCXDO0E W OCTROTH 3peHUR (nanes — 03}, opraHHd3aTop QOMEEeH NPOBECTH ENHHAYSCKYR:
OUEHKY AAHHSX N0 CNEAYIOL WM NOLS3aTENAM!
03 no Bo3pacTy;
Nyl K peayneTaTe 03,
- O3 npw HelnNaronpUATHEIX WCXOOAX;
03 no NpeAonepEUHOHAGR CRYNARHOA NETONGTHA;
BHANWI NPWYUH HegocTusersn 03 0.5 (6712, 20/40) oTs. 0. No KAL0MY NELHEHTY
- COOTHOWEHHA HADACTAHLLME HeGNSroNPWATHEIX HCXOQOE NO EXIPACTY,
- COGTHOWSHWA NOSTOPANLWECA HEBNAroNpMATHE X MCXOO08 MO BOIPACTY,
COOTHOWEHHA Qpyrex HeBnaranpUATHEIX WCEONOE
03 ¥ MCneiTaTENSH;
HEGNAron PUATHLIE HCXOOE N0 WCNETETENAM.

Taxan ENAHHYECHER GUSHEA AAHHEIX NOMORET ORrAHHIATODY ONDEASAMTE, SABHCHT N HeBnarcnpuaTHEE HoXog oT
wonsTyeMol MO wne o4 BEIZEAH SPYIHMK HaKTOREMA.

0:2.3.2 OpraHMzaTop QONEeH NOMHATE O TOM, STO KNHHAYECKoE BOI0SACTEHE ONA MCTORHMECKHS HOHTRONEHEX
CEYNN PACCMOTREHS TONEKD ANA HEGRAroNpMATHRE KWCRON0E. NPHEENEHHEE B NPARO#EHEN A (PraH«3aTop ADNHEH WE-
NONB30EATE KNHHAYECKHE OUSHEN coBCTEEHHEIE WCCNSoBEHNWE, DaHHBIE M3 MYENHKAELMA WIHNKA QEHHEE W3 NPOEEREHHEL
PAHEE KNHHAYECKWY NCNETAHKA, SCNKH OHK CYILECTEYT, B CRYYEE HEAWYHA ODYrHY HeBnaronpUATHE MoXoqos.

D.2.4 KnUHWYECKHE OTYETHENE OpMil
Mprepsl 0THETHBIX DopM NpuEedeHs B Talnuyax 01 — D5
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Tatnuue 0.1 — dopwa npeaonepaydoHHONG OTYETE MO OUEHKS 3a0HEKaMepHLix WON

MoneTarens KNUHAYBCKDE WCNLITARWE
MIAMHIHA, WMA, OTHELCTED [ e
Maywant _ MHHUWENE NSLUMEHTE Man:  wsysckoR ] Pace: eeponeowg [
Kog WaHogAk 7] HErpoug O
MOoHTonoWa [
Apyras O
CMEWaHHER []
DaTa poEoeHna
nEHE, MECALL, Mo
MpegonepauroHHER OTYET
OFRE, MBCHL, 100
Onepupyamsid  3appomsi KaTapakTa:
rnaz LRt BTHONOMEA:
My wan cxopperipoEaHHAR CTEpYACKAR |
CCTROTE IPEHHA, ONTE: npyras |
FHANITE BAG
OTMETUTE HYHHOE:
YMCRD NANBYEE O O
OEMHEHAE PYHEA I |:| MarTononEs: Na Her He anpege-
pPEAKUKWA HA CRET O | nasTCE
HET PEEHUMW Ha CEST O NeeBnosko OnHEL W O O
TABYHOME O O
BuyTpUINaiHoe OSBNEHME, MM PT. CT pEHEE ONEpHpOSasHan rRaykona [0 []
OMEpHPYEMER TNad anopoBs A rna3 —
NNOX0S CYHEHME IREYLE o o
McnoneayeTcr oMuBanWWA pacTeop: Oa [0 Het [ NEPEHACRHHER YRATATH O O
Ecnu wcnankayeTca NepEHEceHHan OTCNORKE ceT4atim [ []
e Bar Sl R oualeTHHeCKER PETHHONATHA O O
BHYTRUOKYNAPHEE MEORHaMAanTE ! MEXYIADHEN AR(EFHOPALIE a0
Aa Het amfinionms 0 0O .
AHTHOWOTHE C O apyras
HA MM HOBAHHE AHTHENOTIKS YHAXNTE DHE AATONGTHK
HOPTHKDCTEROWO [ |
HAEAMBHOBEHAE KOE TRDOC TEpOMIA ~
GpY¥TaG BWOoMETRHA:
YEAIATE B0 DHYTHAOEENAGHOND RMEANEIMER TS H1 * .'J.l'lTp AMARE OLH, MM ——
Faapea: K2, anTp
pazMep palpeia, W NpeanonorasMen NocnesneapaysocHHEnR
PECIONGHEHHE pedpakydA, QTR

OB A, MMBAnEHEA, CrnepaneHsA

CoOoTORHWE POTOBEHUS:

Na Her
HOPMAanNbHOE O O
AHOOTENWANLHAR QWCTRODWA O |

gpyraa

YR AATE RO METONONHH

Facnucka off ozHakomnedkd nonyyseqa:  fa O

OEFh, BECRL, M
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TaGnuwya D2 — Gopwmd onepaUWOIHHOND OTYETA NO CUEHKE 38 GHexameprux WO

HChBITATENS KAMHUHECKDE MCNETaHRE
l:bﬂ.MHI'IMFl. HMH, DTYaCT Rl B0
MNauweHT FIHW L@ ANl NEYHEHTS Non:  wywcxod [ Paca: esponecag [
L) HEHCKWA [ HETDOMS 0
MOHFONGME [J
opyran O

CHELEHHAA [
DaTa powosH=R

HEHE, MEEEY, fog

OnepaudoHHEIR OTHET Qate onepausu
OEAE, MECAL, OO AEHL, WECAL, TOL
MpMMEHEH BRCEDANACTHE Oa[] HeTt ] Apyrie XMpypraveckie NpoysaypsL:
B Her
Ecnm npHMEHEH, YyEE3ETE BHA A
- nepudepUAHan = 0
MHTR 0Ky NADHEE ME0MEaMEHT HPRGOTOMAA IDH O3 ETOMA A O [
fla Het CEMHETEROTOMMA O O
AnpeHanNHH O r apyraa
BYETHNXKOMHH W M| WIGEEATE B0 NPOLEaYEIL
Kaphaxon O u|
apyro MpoSnessl nps ONepEELWA: B
Ol Hetr[]
YEAIATE BN, MEWEIREHTI .
KROBOTEYSHHWE B NeDagHEM OTRans O |
Bug akcTREEUAW XDYCTARWES: NOERSWASHWE DAY KA | O
NAHOBAA 3HCTRARANCYNAPHAN 3ECTRAKUWA OCTBTOMHAR HENPOIPEUHOLTE
a5 O 3a0HER Kancynel 3 |
garo My NechdikaLna | pa3pLIE TBOHER KANCYNL | O
apyras
P NEpeOHAR BHTRRKTOMKA
EAA TR BEI N FIEs
Bun HancynoTome: E Al
HENpERRBHEA KANCYNE PEKCHT O
no THNY sEoHCepaH0R BaHis |
Apyras O
FEOITE BHG
PacnonoweHie NaTens: MpuqwHa, no koTopod WO He G0ina BMNNaHTHROBEHA:
B CYMKE [
HACTHMHD B CYMES O
¥ - MecTo ANA HAKNEAKA 3THEETKH WMNNIHTHROEAHHOR MO
B CYHEH MK O
HE ONpegensH ]
BpeMA ¢ MOMEHTE HEYANE 40 JABERWBHMA ONEpayHH
MMEH
FDANECE HCNLITATEEA AEHL, HECAY, rog
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Tatnwue D.3— dopmanocnecnepalWoHHOND OTHETE NO OUEHEE 3aQHEKaMEepHEX MO

HeonuTartens KNHHHYBCEIE MENEITARWE
MAMANHA, HMA, OTYECTED Lol
Mauwent _ WHALKWANE NEUHEHTE Mon:  wysckol [ Pace: eesponeowa [0
Kog HEHCEAR 7] HErpaUa O
MOHTonoWa [
Apyras O
CMEeanHas [
OaTa poxoeHHR
AfHn, MECHL, Tog
MocneonepadgiosHsR OTHET
BERE, MECHL, IOQ
Fnas: npassn [ neesld [ Opyran naTonoruA MNe OCNOXHEHWE:
Hanimge  Oroyror-
Bl
MaUWeHT He AocTynen anA obicnegopadsn 8 BLINAASHHE CTEKNOBMAHOID TENa
HAIHEYEHHOE EPEMA, HO NPOOOITKEST YHACTEOBATE E NepeqHIH KaMepy s |
TRl T O Yl EMNEHKE CTRENOBMAHOMD TENS
MEUNMEHT NPEKPELLEET V4ECTAOBETE B paHe O O
8 MENE TAHAK
NOEBRLLEHHE BHYTRUINEIHOI0
PO TPy, peEnaH@A, Tpelyawes nedveqna .| [
fnokMpoBaH 3paqo O O
NEpEQHHE CHHEXHE O ]
ABOHWE CHHEXHR | |
BEOCNENETENEHE S GTROMEHHA B WON O
Fa@paugua: dnbpuH & apaske O 7
cihepa
Depa _ KOPTHEENBHEBIS OCTETRM O |
WHNHHER
Ok QCTATHE RAPE | ]
OEUEHTRHPOEES onTHke MO O o
P
KepaToMeTpHaA: YRAINTE paIMEp
Hjl' AR OTGRORKE CETHATHA O T
K2, antp - -
OMabeTHMecHan pETHHONETHA | 0O
UMCTOWOHEIA OTEE MaKy Nkl O |
Cnepapyesul Anopossti
s Thaa 8 CNYYEE HENWYHA — METOS OWATHOCTHEM:
ENUHRYECEHR
TNyuwian cROppPHIMpoEaHHEERA
OCTPOTE APEHIR, ONTE: ENHDOPSCUEH THER BHMMOTPADHA
OTMETHTE HYRHOS! [HYIRHOE NOOHEPKHYTE]
HHCAO NAankLEes O O MEKYNAPHER JSreHERaUHA | O
ABHHEHHE DYHH [] O aTpodiMA pagYHEN ] [
pEAKLWA HA CBET | | apyras
HET DEakU#d HE CReT :I i: FEENITE BMO MATOMNHA
BHYTRMIMEIHOS QAENEHWE, MM DT. CT. 3aTposHyYTE NW NEPEIHRR KEMBPA:
Oa Het
SLMNH HeIaTPOHYTA!
@rbpos 38aHe A HEME PRl | |
WEDE 3N LUHWAME O '
BCNH 38TROHYTA!
COTHPHBANACE MW KENCYNE
CNPSoBAYWErs BHIHTE O ]
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OroHyvaHUS Madnuue O3

n\'.‘ll::I'IECII'IE'FIE.IJHEIHHHﬂ aTHaT
Oure, MECHW, Fog
HGI‘ICI_EI:.:I.}'EIHHE Ha MOMEHT OICHOBHaR NpHHKHE, NO L0TOPOW DCTROTE 3PEHHA MEHEE
BHIMTE MEOWEIMEHTE]! Bpesmomn - Clonema. 3,5:
THHBEKH
Da  Hes Oa  Her
KOPTHEOCTEPOMAL o o o O
BHTHEMOTHER o O o o
HECTEROH g MRS
NPOTHEOBOCAANHTENEHEIS
cpeqcTea O @O o a0
THAYKOMEEE Npenaparsy O o o d
ARYrHe
YR Th HAMME HOBAHHA
PEE_C[FIEH{E'HHE: Beinn nu NOBTIPHEE KHDYIIAYE CEHba
e BM2WATEN=CTEE HE ONEpADOBEHHIM TNA3Y
O G NEOLWNONe BHIKWTA: Na[] Her(}
Nerkne m|
YMEQEHHOE O Ecnw BeinK, ¥Ha38TE KBEHE
TAXEenDa [N
Npyrar naTonorva Mo Mcnei TEIBEAN DM NAYWEHT HEBNEroNpeATHD S
OCNOHHEHWE! Hanmune Orocyrorede BO3OSACTEME!
EUNLTRALMA W3 PaHe! O O .Elra H';T
]
NMocEan Nepen=aAR KAMEPE O o -
Ecnu MCNETHEAN, 38NONHMTE GOpMY O0THETA O HEBRaron-
Mema, ma O (W PHATHOM BOINERCTEHRM.
YEHNZATE pAaME]
Ecnw BEFAASHCTEWE CEDRaIMOS, ZANONHWTE 'ml:lﬂ“:f' OTHETE
o HelinaronpUATHOM BO308ACTEWE W CERZATECA C© OpraHu-
ZETORPOM B TEEHHAS DOQHOMO FI-EEII:I"I‘E'FI:I AHR

Tafnuya D4 —Dopwma NpegonspaldiHHOND OTHETE N0 OUSHES NepedHekaMepHex MO

HMcnmTatens KAMHUHECHDE MENHTaH®E
¢'HMHI'IP|F|. HKA, DTYaoT KOO
NauwaHT HMHUUHANE NAYWEHTE Mon: wWymceod [ Faca: esponeocwsg [
wg HEHCKHA [ Herpokg [
MOHIONOHE [
apyras o

CMEwasHan [
Oarta pokasH«A

O#kL, MECHL, TOG

MNpeponepaguoHHsR oT4eT
Aers, MECHAL, rog
Oneprpyessd Soopoowd || KaTapakTac
s sy ATHOMOTMA
fMyswan ckoppAripoBEHHARA CTapHBCHaA O
OCTROTE 3pEHRA, ANTH:
OITMETHTE HYHHOB! Apyras o
YHCND NANsUes (] C FIERAT B
OEWEEHWE PYEW Cl (] MaTtonorum: Oa Her Heanpe
PEEELUWA HE CEET O O AerneTcH
HET PEaKLHM Ha CBET | I NCEEADINCHONHMALMM o O
-~ rRaykoma o 0
MecnoneayerTcA cMeBaRWHEA pacTaop: da ] Her O -
paHeE ONepRpOBEHHAR rNaykome [ [
Ecnd MCRonNs3YEToA, YHEZETE HEMMEHOBEHHE NAOXoe CYyHEHWe Spadra o o
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Oxonvyanue matnuysr D4

MpegonepaunoHHER OTHET

OeHbe, MECALY, TOQ

BHYTPHOKYNADHEIE MEdRKEMEHTS! NEgEHBCEHHEIS YEETHETS O C
Ha Her nepeHeCceHHan 0TeNoMKE caTyatsn [ [
AHTHEHOTME C (] _ —
- - OHafeTHMSCHAR PETHHONETHA [ |
HAHMEHOBAHAS AHTHE RS THES - =
HOPTHHOCTEpOW r |: MBEKVNAPHEA OereHepalnA [ E
HEHMEHOBAHEE SDPTHEICT BRI BB NHCTINE O | O
Apyroa apyraa
VAT BA O BHYT IRV N AR N MEIMESMEHTE
FHEITE BN MATOMOMA
CooToOAH®E DOTGBHULL Facnucea off 0IHEKOMNEHWA NoMyHaHa; Na ]
Oa Hert
HOpMANEHOE | 5 A L
AHAOTENWENEHAR OWCTPHEHA o O
apyram
YEIIETE B MTATHNONER
Tatnwus 05— PopMa ONEPAUHOHHOMD OTHETE NO OWEHKE NepegHeraMepHeix MOT
WeonuTarens KN H#YBCK0E WENRITaRWE
MAMANHR, HMHA, OTUECTHED K30
Maywent _ MHULKWEN NauMenTa Mon: sywckod ] Paca! eesponeown [
Kog WaHeEAR ] HEMpoU O
MoHTonoMa
Apyras B
cMmelansan [
DNata poEoeHWA
AEHE, WELAL, 134,
ONepausoHHEIR OTHET Hata onepau s
A hE, MECRL, DO GEsE, MECHAL, M0
Npumeren BUCKDINACTHE Oe HeT 7] Apyrie ¥HpYRrHHEcEde Mo e gy pee:
Ecnd npeMeHeH, YRA3ATL Bl Oa He
nepuhepHfHEn KPRIOTOMMA/MpRODaaToMHE [ [
HIHTp20EyNAPHLIS MEZHEKEMEHTRI:
fla Hat SR HHETEROTOMMA o O
AOpeHANEH O O Apyran o o
L= VEAZS T R T PO By pel
AUESTHMEDNHH O O
kapbiaxan O O MpoBness Npw oNepau X
Oa Her
ApYTod
YWASATE DA MERIM AT EPOBEOTEMEHHE B NEpEJHEM DTARMNE O 0O
NOBPEXOEHHE PATYHER o o
OCTATOMHER HENPO3PAMHOCTE 350HER
HANCYNE o o
DEAPEE 330HER KANCYNE o o

nepag=HAa BATRPIKTOMWR

VEA3ATE BAE NpoGneme

Bug ascTpakume X PY¥CTANWES!

NMN23HOE3A SECTREEENCYNAPHAR IKCTPEKLWA
HATApaETRI

tpakoaMyNecHPHERLMA
apyran

FEAIATE BHG

MprawAa, no eotopoi WO He Bena WMIREBRTHROBEHE:

fMEecTo ONA HAKNEEKA ITHHETEM UMANAHTHpOEEHHOA KO
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OxoHusHya mafnuiue 0.5

ONepauHOHHER OTHET HDaTta onepayuu
el MECHALY, Mg AEHE, WECAL, TOQ

EWg KancynoTo MK BpeMA c MOMEHTA HEHANA 40 388EQRUEHWA ONepayu
HENPEREBHEA EENCYNE PEKCHT MitH

no THRY "KOHCEPEHOR GaHEMs
apyrasn

Oonono

R TE BN

PacnonoxeHde NeTans:

B CYMEE
HACTHMHD B CYMEE

NOgNACE HCNETETEAR JEHE, WECEY, rog

B CYHEHHH
He Onpagenesc

oood

Tafnuya D& — dopsa NOCNE0NEDEGHMORHOND OTHETE NO OUEHKE NEpaaHekaMepHsx MON

HMcneiTaTens KAMHUMECHDE MENHTAH®E
haAMUNKE, WMA, DTUSETES RO
MauueHT HMIHULUKANG NAYWEHTE Mon: wywceod [ Paca: esponeosg [
nag, HEHCKHA [ HEMROMI, O
MOHFONOHE [
apyran O

CMELaRHAR [
OaTa powosH#R

HeHE, MECHAL, PO,

MocneonepauloHHBR aT4HeT
AEHE, MEBECHL, rag
Inaa: NpaBeid. [ neasd 7] lpyraf NATONOMMA MNW OCNOMHEHWE:
Hanune  Oroyrer
MauseHT He AOCTYNeH ANG oBeneaosaHiA B HEZHAYEHHOE Rl
BREMA, B0 NPOO0THEET YYSCTEOBRETE B MCNKTAHHK ma
ERINaNEHHE CTEKNOBUOHIIG TENE
MMaureHT NPeKpaLLEsT YYACTEOEATE B MEQE0HEH HEMEeDy O O
B WCNEITAHHM
pP— YL BMNSHAE CTEKNOBMAHOM TEna
E paHe O O
Pa'*'ﬂ:"g“ﬂ' NOBHLWEHAE BHYTOUINEIHOTD
B —— AaBneHWA. TpEbyYOWEs ReYeHHA (I [
WHAMHAR - -
OCh fnokMpoEaH 3paYwos O O
KepaTomeTpua NERE0HWE CHHEXAW O |
Kianmp IAOHHE CHHEXHN O |:
K2, gnTp
BOCTANHTENEHE B OTNO®EHHA Ha WO ] O
Onepapyamsn  3npposs
MERME B 3paYEe
maz maa m p P D Ij
Nyl e CROPPHTMPOBARHESN KOPTHEENBHEIE OCTATEW O O
OCTROTE SPEeHHA, ANT
L ¢ . OCTETHW RAPa O |
OITMETHTE HY HHOE! e
ASUEHTRHPOERS ONTHEMW O O
MMCNC NENsUes [ ]
OBMEEHUE PYEM O O SAR
EE3ATE Jk
PEEELWA HE CEET | O s =
HET pearLs Ha CBeT O 0 OTCNORKS CETHETHM [ ]
AMaBeTHYECHAR PETHHONATHA O O
UHCTOWOHER OTEH MAKY Nkl O I
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Oronvarue matinuwsa D&

Mocneon BRAYHOHHEIA OTYST

AEHbE, MECALY, OO

B CAy4a8 HANHYWA, METOD OHBTHOCTHEK:
EMHHMYECEMA
pnEoopeCYSHTHEA aHrHorpadus
{HyEHOE NOgYEPEHYTE )

MARYAADHAA GEreHEPaLWR | O
aTpoEIMA pagyHKK O |
Opyras [ ]
BHYTRpMINE3HOE QEENEHWE, MM DT, CT, 3aTPOHYTA N NEPEAHAR KAMERE:
Oa  Her
Ecns He 3aTpoHyTE:
puBpoa 3a0Hed KAMEDE O |
Wapsl ANLUWHAME O O
Ecne saTpoHyTa:
OTEPLIBEANACE MW KANCYNE C
NpeasayLens EManTa 0 o

MocnonsayeMee H8 MOMEHT

BHINTAE MELHKEMEHTRI! Bpesiemwio Chotems-

TR

Oda Her Oa Her

KOpTHRGCTE PO ORI O Oo o
AHTHOHOTHEM O ooQ@ O

HECTEDOMAHLIE
NROTHECBOCNENETENLHEE
CRELCTES

O il
0o
ol
imE |

FNEYKIMHEE NDPENEDATE
apyrue

FRAIITE HAWESEIEAHER

QICHOEHARA NPUYMHAE, NO KOTOROR OCTPOTA ADEHWA MEHES
0.5:

FaigpaseHWe:
HET O
nerkoe o
YMEPEHHOE O
TRMENDE O

Emine N NOBTORHEE XU PYRTHYECEHE
EMEBLW ETENLECTEA HE DNEpHPOBAHHEM
rhaay ¢ NPOWNoro BWIwTa Na Het

Ecnw Buing, yEa3aTe KEKME

,ﬂ,;ﬂ}'r&ﬂ AAaTOnGrdA WA OCNOEHEHWE
Hamwawe  Orcyrotong

PHALTPALMA W3 PRHE | |
NNOCKEA NepESHAA HAMBDA O |
riuchema, MM 0 [T

FEASATE padmMen

MCNeI ThIBEN AW NEBLKHSHT HE'E]'IBF-DI'IFIHFITHEEI
BCISSACTEHE.

|

Ecna MCNuTeIBEN, 3aNonHe Te hopMy aTHaTa O HelGnaron-
PHATHOM BO3OEACTEHM.

Ecne ao3gedcTane CEpBEIHDR, BANONHATE QOpMY OTHETA
a H-EI'EIREI.!’GI‘IFIHHTHDM BO3SACTEHM M CEAIETLECA C OPraHu-
IATOQDM B TEHeHWHE JOHIND Fl&ﬁCl'iE'FEl AH#A
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TaGnuwya D7 — dGopwma otéeta o HefinaronpuATHOM BoagefcTans MO

HMoneiTaTeNs

hEMANIE, RS, OTYeCTEE

NagweHTt _ MIHUU#aNS NaYHesTa

OaTa pomosHeER

HEHE, BECHAL, TOO

KAMHUHECHOE HCNETAHRE

EO0g
Nom:  wmywec=o# [ Paca: esponeoss [
HEHCEWA [ HETRONS O
MOHrONGHE [
apyran ]

CrElLEHHAR

AHEH,

Vcnerarens ofazas cooBwars o nofux HeBNaronNpUATHE X BOIRSACTEXAN, CERSEHHEIX NMB0 HE CEAIAHHMEIE C MCNETYE-
rod MO, O niodbix CEpERIHEE WHNA HEOEWOSHHEX DPEAHYWALE HEoGxoguMo B TeYeHwe ofHoro palousrs dAHR Qono-
HWTh OPraHWIBTORY NO TeNafoHy WKWK Garcy. B cny«as CepeeIHorg HefnarcnpUATHOND BE03SEACTENA DOPMA OTHETE O
HefNaronpMATHOM KCXOEe ACNHHA S6iTh 3AN0NHEHE, MOGNMCAHE W NEREOSHE OPrasMIATOPY B TEMEHHE NATHA pafouus

1 OnepdpoBaHHBE TRaas. npaawd (O0)

neewd (O5) [

)

2 Nata eMNNaHTaLMKM

SEEL, METHL], I
3 Kog MDOsnn NWHEH

4 CepdiHsl HOMED NHH3kI
5 ONTHYECKEA CANA NMHZE, GNTR

Hefnaron pUATHOE BO3OSACTEME:
6 Hata ofiHapyseHus

HATHE; MEBCEL, g
T Mpogon*eTenEHOCTE (4, AHK, p.)
B TaxecTs HefnaronpUATHOND B03ARACTENAS

nerkos ]
YMEREHHDE (]
TAXENOE O

11 Meverue HeBNaronpeATHOND BOIGEACTEHA;

12 Mcoxon:

NonNHOEe BOCCTEHOBNEHWE

]
YACTHMHOR BOCCTAHOBNEHKWE |
BO3JEACTEHE NDOQOMXAETCA HE MOMEHT OT4HeTa ]

CMERTHE |

MporHoz 8 cnysae npogon=eHtRA BEOIGEHCTEH AL

FezomMe [nevaTHeMH GykBann):

9 Onecasde TeuwesWR HeBnarcnpWATHOM BOZ0&HCTEMA
(ME-ETHEIMY GyEeamn):

13 CuUWTIET MW I3N0ONHAKLWWA OTYET, ¥To 38 PaKT CEAZAH
C MAHI0A!

Na Her
(] (]
Fealnme [nevaTHeMH Bykaamn):

14 ABnASTCA N BOSOEACTENS CEPLEIHEIMYTPOMaIILLIHM
PEH@R !

Oa Her

O (]
Ecni ABNRSTCA, 3aN0NHKTE hOpMY OTHETSE W CERIBTECA o
OPrasnaaTopoM B TedeHne oasors pafodaro gHa

10 Aeardoz HelinaronpUATHOMD BOAOSACTEWA |[MEYETHBI-
MM ByHBEMA)

NagMACE KWENE TETEAR b, MECRLY, MO0

TanedoH

MOy, Hodep OOnONEM TR BHE &
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Mpunoxexwe E
|pEEDMEHOYEMOE]

OxoHYaTENLHLIA OTYET O KNHHMYECKMX HenbiTadnnax MON

E.1 Ofwue nonoxeHun
B HACTOALEM NPHNOHEHHE NPHEEIEHE PEKOMEHISLMN N0 COCTARNSHMK OTHETIE O KNAHASSCEEE WCnETasdAx MOT.

E.2 TUTYyNbHLIA AMCT

THTYNeHE#A NHCT QoN¥EH COAEPHATE CNEdYDW Y WHE0PME LN

- HEMMEHOBEHHE KNHHWYMACEOTD WCNBITAHWA;

- WAEHTHMEALRD MO, BEn0Yan HAWMEHOBEHME, MOGENE W OPYIde GaHHue, HeohXoaWMEIS GNA NONHOW BAEHTH-
AL,

- PAMWNAD, HMA, OTHECTES WHNE HAMMEHOBIHHE GPFAHUIATOPE,

- MAEHTHIMEAUWH NNAHE KNUHWHECK Y MCNsTanui (ganes — MNEW);

- OTMETHEY O TOM, 4T0 KNAHAYSCKWE HCNEI TAHWA NPOBCAMNWCE B COOTEETCTEAM C JE8ACTEYHILWMY CTEHISPTAMM Ha
WO,

- BATY:

- PAMWNKED, MM#, OTHECTES MCNONHATENA.

E.3 Peszmme

MpWBOOAT EPATEYH SHHOTAUWK, COOBRHELLYE CNEfynWne pa3fenm. HAWMEHOBAHWE , BEEOEHHE, LENW ENHHHHED-
K MCEITAHAA, CyShekTr, METO0L WCNETEHWA, PEIyNaTATEL, JAKMNHMEHHE.

OonsHe GeiTe yRE33HE KNDYEERE AEHHLIS, BENKOYER 48Ty HAYaNa (Nepeed cyBeasT )M 48Ty OE0HYAHUA (NOCNEaHURA
Cy¥BREKT) MCNEITEHHEA @AW J3TY NPeXIeEpeMEHHOND ZREEDULEHMA.

E.4 CopepeaHve OTHETA

E.5 BeeneHue

MpUBEOOAT EPATEOS GNUCEHWE WCCNEQ0BEHKMA No paapaboTye WO, ueny W 380844, NNAHWPYEMEE 3REEMUNTE B NPO-
UECoe noonenoBaHRA.

E.6 MpeMeHASMEIE MATERHENLL W METOOR WCNLITAHEA

E.6.1 ONHCEHME HIZENMA

Mpueogart onscadee MO W yKaiLIBE0T 28 HE IHEYSEHWE, B TAKHE NDGLIE MIMEHEHUA EOHCTRYRLMK MO, BHecesHHE
B0 BpSMA WCNBITAHWA.

E.6.2 Pezwmme MEKA

MpegcragnanT pesome MW, Nodee nameserdA B MEW 8 npouecoe WCNeITAHUWA GoNwHE GeiTe yeEazasw. FeanmMe
OO0MEHD BENEIYETE CNEOYWLHE NOMDEEHHA

a) Uenk KNWHHYECKHY MCNEITAHWA;

) CTRYHTYDY MCNeITAHWA:

1] TN UCNBITEHWA,

2] KOHEHHBIE TOHEW UCNBITAHKMA;

B) 3THYECKHE COFNEWSHWR,

I} KOHTpONE TOMHOCTH GEHHEX;

O} rpynny cyGeEXTOE ONA HCNRTEHHA:

1] KEpUTEDUA BENE0YEHHAUCKIHDYMEHWR

#) uMcno cyfiberToR;

2] NeqveHHe;

B} NepeMesHbIE WCNETEHWA]

M) CONYTCTEYHIWWE NeKapCcTER NEYEHHR;

&l ONWTENBHOCTE CONPOBIWEEHMEA]

N} CTETHCTHMECHWR BHAMWA:

1] MeCnegyemMym MMNOTE3Y. EPATERUA Npowen se Npowen,

2] pacueT uyucna cyleexToB,

3} MEeTOgEI CTETUCTHHECEOID SHANM3A.

E.T PeaynuTaTk

3707 pazgen QOMKEH COQEDEETE MAQOPMALMK C GNUCEHMEM BHENWIA W PE3YNETATOR WCNBETAHHA.

Faagen onseH BENDYaATE!

A] DETY HE%ana MoNkTaHHA;
6} naty 3aEepweH#A | NPMOCTAHOEKA MCNBITaHWA]
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B} COCTORHME CyDLEHToR [ MaJenna;

ri pemorpafuueciie QEHHeE CyBseRToR:

a) cooteeTcTaMe MKM;

B AHAMNKE, S ERL WA

1) omieT 0 BRI0NACHOCT, PEADMUP Y WMA Boe HeBNaroNpMATHEE MCX00E W HeBNaroNpUATHENE BOANEACTEHA (CEA-
sanHeie ¢ MO Ny HeT) 38 BpEMA HCNEITAHWA, BENDMER YEE3EHHE CNOMHOCTH, HEODXOOWMOro NEYeHHA, DPEIYNETATOE W
IAKMNHMEHWE MCNETATENA 0 TOM, CERIAH0 N NEYNEHWE © NPOBEOEHHBIME WM B TEHAAM,

2) aHaNW3: 3XCANYATAEUMOHHBIX XapakTepreTiE MOM & cooTeaTCTEWN C TTKM,

) nobol HeoBXOOWMEIR AHANKE N0 TPYNNaM (HANPWMED, NE NONY, PACe, KYNsTYRE W TN},

d) onuCasde BOAASRACTENR OTCYTOTEYHIL MY QaHHEE HA BHANWS (HENPUMEDR no CyHLRETEM, DTHAZEBWHMOA OT MCNE-
TAHWA 00 WX 33EEPLIBHHRA],

E.8 OfcymaeHWA w oBuwde IALNKYEHRA

HNomksl G0iTe NPHEEAEHE KPETHEDE DNMCAHHE W PESYNETATH GE30NACHOCTH, PACKR M NDEAMYLLECTEA, IHAMEHWA JHC-
NAYATAUWOHHEY ZapakTepucTer. Taoke JonsHE BHiTe YHA3EHE KNHHUWYECKAR SJHAMMMOCTE peayneTaToR. JontHe Bute
ONMCAHE W 4ETED 0B0asa4eHE M08EE cneund niechMe NPOTHEONOKESEHAA ANA BHOMBWOYENEHE X oy BReEToB W Fpynn gue-
3.

E.0 AGBpeBWATYPE M ONpensneHnA

Homwed GeiTe NpUEEREH NEpEYSHE NPHMEHERHEY BEGDEBUATYD U Q8HE ONpEOSNEHWA CREUMANEHEIE TERMHAHOE.

E.10 3ruea

Don#Ho GeiTe NpHESgeHD NoATEERHMEEHHe Toro, “To MKW caodpeH KOMWTETOM N0 3Tuke. QonseHs NpANATATECA Na-
pevsaHb KOMWTETOR N0 3THUKE, HOTODRE cornacosanid MK,

E. i1 WecneiTaTeny W B4MWHHCTRATHEHAA CYRYHTYRE MCNBITEHHA

B npunomeHd K oTHeTy 0o HHE DslTh NPHBESEHE] KRETEOE ONWCEHWE BAMWHUCTRATHEHON CTRYHETYDE MCNETEHHA ©
CAWCOK KCNEITATENEH © YHAZAHMEM CTENSHW WX yHEcTHA. TEKR QONHHE O6iTh yEEZEHE PAMANWA, HMA, OTYECTEO HINW Ha-
HMEHOBEHHE W KpPRANYECHHE BOpec OPraHnzaTopa.

E. 12 Bnok noandcel

DIKOHYETENEHEA OTYET GoNHeH BeTE NOONHCEH NWLEMH, YEIIEHHEIMK B T2

E. 13 MNpenoweHWA K OTHETY

K oT4eTy MEMNArsnT ey ues:

a) MKK;

i) cnWcok HCNRITATENSA ¥ HAMMEHOESHHA ORTAHWIAUMA, NPOBOOMBILKE MCTRTEHWA;

B} CNACOE APYTrUX BOBRAEYEHHEX NEL @ HAMMEHOBAHHA DPIAHWIAUNA [SHenepTsl, nafopatopus W 7.0.);

ry cowcok HeBnwgaTenal;

O) NepeseHs KOMWTETOE NG 3THEE,

&) Tafniysl CO BoEMM OTHOCAWMNMWER K MCNETAHHAM O3HHBMW, BKNOYMADWHMA BoE oTEnokexda oT MKW, wefna-
ronpuATHEE aozaedcTans MO W veBnaronpuaTHeie 3d@esTel, OTHASH W NPHOCTAHOBKW.
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Mpunowerue F
(cnpaoYyHoe)

ConocTagnesHne CTPYKTY Pkl HACTOALLErD CTAHAARTA CO CTPYKTYPOH NPMMEHEHHOMD
B HEM MEMOYHAPOAHOrD CTaAHOapTa

F.1 O6wmne nonoxeHna

ConocTEBNEHME CTRYKTYPE HACTOAWErD CTRHOERTA CO CTRYKTYPOR NEMMEHEHHOID B HEM MEELYHEPOIHOND CTEH-
AapTa npeacTaanado 8 Tefnuye F.1. YeazadHoe B TRENWLE WaMEHeHKEe CTRYRTYPE MEMNOCYapCTESHHOMD CTAHGARTE OT-
HOCUTENEHD CTRYETYR:l NDWMEHEHHOTS B HEM MEXOYHApOGHOro cTeHnapTa ofycnoBneHo npdeESgeHves ero B8

cooTeeTeTEME © Tpefoeaduamy TOCT 1.6—2004.

TaGnwusa F.1— CONOCTaENEHME CTPYKTYDRH HACTOAWErD CTEHOARTE CO CTPYETYDOW NPMMEHEHRHOMD

MEXOYHEPOOHOMD CTEHOBRTA

Crpyatypa maxdyrapogisero crangaprs MO0 11979-7:2001

CTpynTypd HACTOAWSID CTANOARTA

1 Ofaop

1 OBNACTE NpMMEHSHMA

2 HopMAETHEHRIE CCHMKM

2 HopMaTHEHBIE CCRINKA

3 TepMWHE W ONpEgEneHHaA

3 TepmaHsl @ onpegensqsn’’

4 JTHHECKWE COTNAWEHWR

4 ITWsEecEHE COTMAaWeH#RA

& TpeGopaHwa
5.1 Ofwwne TpedoeaHUA
5.2 NononHWTENbHEE TREBOBEHWA

5 Tpebosanua
51 Ob6wee TpeBosaHWA
5.2 MononHeTeneHee TpefoBanna

& MeTcoonorda
6.1 DozymeHTauus
8.2 AoeTyn £ WHBORMAaLHK
6.3 DononHATENLEHOS MEJWUHHCKDS ofcnyRMBaHHE
B4 MNNaH KNHHRHECKNE MCNBITAHWA
G.4.1 Ofwue TpelopaHun
H.4.2 JononHdTeneHsie TpaboBEaHER
6.5 Pons CprasvzaTopa
&6 Ponk npoBepasiers
6.7 Ponb KNEHEYECKOND MCNBETaTEns
6.7.1 OBwue TpadoBaHen
6.F.2 JoncnHdTensHeie TpeloBaHKa

6 Merogonorka

6.1 Tpelopanna & QoRYMEHTAYHM

6.2 TpebopaHua & OOCTYNY WHMOpRaymMu

6.3 TpeBosaHWA & JONONHATSNEHOMY MEIHUAHCKOMY

ol cnysuEaHAD

G TpebopaHna € NNaHy KNHHWSMECEAE WENBITARWA
G.4.1 OBwwne TpedoeadyA
4.2 DononsuMTensHee TpefoEaHuA

6.5 TpebosaHWA £ OPTEHAIETORY KNWHWSECEMX

HCNBITaHAA

6.6 Tpefopanwa & natinmpateno

6.7 Tpefosanwa K KNMHHMBCHOMY HCNETATENK
6.7.1 Ofwmne TpedoeaHUA
&.7.2 NononHWTensHee TpafoEaHuR

¥ NpeacTaenedde pe3yNETATOR

7 TpefioeavwA Kk NpeOCTABNEHME PE3YNETATOE KNWHW-
HECHHY WCMETEHANR

Npunoxedwe & WalpanHee onpegeneHs

Mpunoxedwe B Npumeps mogudvEayun Basoaod moge-
nw MO

Mpunosenne C Pysos0AcTED N0 ONPELENSHRD Mo -
kauus Bazosod monanw MO

Mpunoxesde C INEMESHTH NPOTOKONHPOEAHAA KNAHMYE -
CHHE HCNeITanwR KON
C.1 3neMeHTH NpOTORDNMDOBAHEA KNRHHYECEAY
HCNeTaHHE FMON
C.2 DononHETENEHDS ENWHWYECKDE DYROBOOCTED
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Mpunowedde D SneMeHdTsl, BENSDYAEMBIS B MROTOKON
KNAHAYECKHRE HCNITaHHE MO, 4 0ononHUTENSHDE ERMHW-
HESCHDE PYKOBEOACTED Mo pa3pafoTie NAaHA KNEHWHSCEWK
WCMBITAHWA W SHANKW3Y Pe3YN=TATOE
0.1 3neMesTsl, BKNOYMESMEE B NPOTOL0N ENAHAYECKAX
WCNEITAHWA PO
0.2 OononsMTensHoe KENMHEYMECKOE pyEOBOACTED NO
pazpaloTie NNEHA ENMHAYECKAY WCNETEHWR W aHANKWay
pE3YNLTATOE
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OxoHusHEa mafnuie F.1

rocT P 524568—2005

CrpyeTypa MewgyrapogrHorg cTangapta MCO 1187972001

CTpyETYDa HACTOR B CTAHIAPTS

Mpuanoxedse D MocnecnapayMoHHe e HeGNaron pUATHLIE
MCHOOE M HOPME OCTOOTHI 3PSHMA B CPABHEHWA C WCTORM-
YECHOA KOHTRONLEHO® TRYNN0RA

Mpenozedde A MNpeMepe CBpae3HEX HEGNEroONpUATHEIX
HEX0O08 QNS NEPEOHEKEMENHEY 4 33aHEKaMERHEIX VIO T A
nokaaaTened OCTPOTH SpeEHHA ™

Mpenoxende B TpeBopaHua K pacnvcke of WHDOpMEpD-
BEAHHOCTHY

MNpunozedws E OkoHYETENBHBIA OTHST O KNAHHHSCHHY Wo-
nelTasna: MO

Ewfnuorpaduna

Mpunoxedwe G Bulnuorpadma

MNpunosedie F ConocTaBnexsde CTRYETYREL HECTOAWED
CTAHRAPTA CO CTRPYKTYPOH NPHMEHEHHDID B HEM MEXQYHE-
POAHONG CTEHRAPTA

1 B HACTORWEM CTAHAAPTE JaHHEA pazgen pasfieT He 1T NyHKToS B CEA3M ¢ BEEQEHWEM TepmuHoa no [1)-
A CrpysTYRE AAHHOM NPRNOEEHWR HECTOALEND CTAHABPTE NONHOCTEHD MOSHTHYHE CTRPYETYRE NPUNOHEHWA B meway-

HAPDAHOMD CTAHO8QTA.

Y OasHoE NEUNOCHEHHE B HECTOALLESA CTaHgapTe pasﬁam HA MyHETE. YTO IJE:-.'C]'II:IEHEHIJ Heofxon s oCTas np#esge-

H#A ere B cooTaaTcTade ¢ FTOCT 1.5,

41 BENWYEHWE B HACTOAWMA CTAMABRT ABHHDMO NpEnoXeHWR olycnoBnado HeoBxoaAMMOCTE yHeTa noTpeBHocTed
HEUATHANEHON 3E0H0MMER PocciAckol danapaldE. Nonosed«a JaHHOr0 NPUNOKEHWR OTEEYaKT TpeBosaxuanm [1].
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[1] MEO 14155-1:2003
(IS0 14155-1:2003)

[2] KEO 14155-2:2003

(IS0 14 155-2:2003)

[3] MEO 85871504

(IS0 8597:1994)
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NMpunoseHue G
{enpaBovyHoe)

BEunbnuorpadgua

KNHHUMECEME HCTETEHNA MeOHUWHEERE H3gen«A. YacTe 1. Obwwe TpeboBasuA
{Clinlzal investigation of medical device for human subgects — Part 1: General
requiremaents)

KNHHHMECKHS WCNBITAHWA MWL HMHCEHE Wagenad. YacTe 2. NNaH KNAHEYECKWY Honk-
TaHMi

{Clinical investigation -of medical device for human subjects — Part 20 Clinical
mvastigation plans)

Onruka W onTudeckie npubops. Mpoeepra oCTPOTE 3pasdA. MeTom KOp penRLKng onTo-
THROE
{Optics and aptical instruments. Visual acuity testing. Comelation of optotypes}
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