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lMpeaucnoeune

1 NOOroOTORNEH OHwecTRoM C orpaHdY9er ol oTaaTeTeeHHoCTen « UM TOnpoarts (OG00 «UMTO.
MNPOeKT e ) HA OCHORE CODCTREAMHOTS NepeBoaa Ha PYCCKUA AALIK 3HMOR3RYHON BEPCHM CTAKIAPTA, YKA3aHHOMD
B NYyHETE 4

2 BHECEH TexHHqeckim KoMATETOM No cTanfapTraaund TK 453 sMMnnaqTaTe B KMpypramn

3 YTBEPHWOEH ¥ BBEOEH B JEMCTBME Mpukazosm PenepansHOro argHTCTEA Mo TEXHAYECKOMY
pErynupoBRaHKK M MeTponorkn 0T 22 deapana 2017 r. Me B5-cT

4 HacTOAWMWKCTAHOAPT MOeHTHYEH MexayHapog oy cTasgapTy MO0 164022008 «MunnandTaTel gna
XMPYPrM. LIeMedT Ha ocHOBE aKpUnoBoi cMorsl. MCneTaqHMe YCTanocTd Npd Harnte LeMedHToR Ha ocHoRe
ARDHNCRORA CMONE, NPUMEHASMBIX B opTonegudis (|50 16402 2008 «Implants for surgery. Acrylic resin cement.
Flexural fatigue testing of acrylic resin cements used in orthopaedicss, IDT.

MEW NPHUMEHEHIMA HACTOALLE M CTAHOARTA DEKOMEHDYETCA MCNONLIOEATE EMECTO CObIMOYH LI MEXIYHa-
poOHLIX CTAHGADTOR COOTEETCTEYEOWME MM HALMOHANLHEE W MEKIOCYIAPCTEeHHLIE CTANGAPTR, CRROSHWA
0 KOTOPLIX NPUBEGEHEN B ACNONHHTENEHOM NRMRoseHRm 04

& BBE[JIEH BNEPBLIE

Mpasuns NoUMENSHUA HACMOALLESD CMandapma yomanoeiakbl & cmames 26 PedepanbHo20 IaK0Ha
ot 28 wrowa 2015 2. Mg 162-03 w0 cmandapmuzaluy @ Poccudcrol @edepayuur. Mrgopuauus of uarexe-
HLUAX K HacmoRpesy cmandanmy nybnukyemcd 8 exezodno (M0 COCMmosnue Ha 1 AMGaDR mexyweso 2ada)
LhopaMaLuoNHoN yasamens r HayuoHansHble cmandapmas, 8 ougUanbsbil MERCT UIMeHNaHULT U nonpa-
0K — § EFEMOCAYROM UHEOOMILYLOHHOM VEa3amene s HauuonankHee cmandapmes. B cy4ae nepeciom-
P8 {3aMedsl UL omMMENs HACMORLWE2D CoMandapma  coomeemomeayiowes yeedounenue Sydem
GMyGaukoaano 8 Bausaliwen abiMyche EXEMECcAYNGE0 UHDODMALUOHKOSD yrasamend sHaluolansnse
cmandapmbiy, Coomeemcmeyowas ukpopMayla, yeedoMiesws O MeKcmel DPaIMeaamcd Makke &
uibopaaliosod cucmare oblWeso NOMLI0EIHUA — Ha oghuluansom cadme Padepankross a2eMmocmesa
(10 MEXHUYECKOMY DESYILDIEaRIN I MEMDON02UY @ CemuU FEmepHem {WwWw.gostru)

B Crampgaptekdopm, 2017

HacTosWwriA CTAHOAPT HE MOMET BTk NONHOCTEID MMM YACTUYHD BOCTDOWIEE0SH, TADAMMDOESH K pac-
NPOCTRaHEH B KaLecTBEe PUUMANEHOrD H30aHMA G2a paspelledks Pe0epansHore aradTeTaa N0 TEXHMYECKD-
MY PEMYIADOEAHHI0 W METDONOTHI
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BeegeHwne

HacToswmi craugapT pacnpocTpadAeTes HA UBMEHTE CMOMNE! HA OCHOBE NONHAKOMNATOR (CNOMHEIE
PHDEl METAKDWUIOBON KWCNOTE) KW YCTAHABRNWEAET NpoUedypy ONpPBASMEeHMA YCTANOCTHOTD NOBEOEHAA
NOMNAMEDH S30BAHHOMD LEMEHTAE,

HacToswwiA cTasgapT He pacnpoCTPAHASTCA HAa PWCHW, CBAIAHHLIE © WCNHONbLAOBAHWEM LEMEHTA B
OTHOLWEHHK MWE0 nauMenTa, NMEo NoNeI0BATENA LeMEHTa. YENOBMA MCNETAMKA AKPWUI-UEMEHTOR NOABONAT
OUEBHWTE | MOBLICKHTE KEAYECTEO OTEYECTESHHEX MAOENWA. BRnarogapa nonoseHaM HacToRWero cTa|gapTa
NOABATCA OO LEKTHEHEE O2HHEIE ANS CPABHEHKA MIMKD-MEXEHNYECHIAX CRORCTE UEMEHTOR, MMNNaHTHRYE-
b B OPrasian SenoseKa.

I
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HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

HMnnaKnTaTiLl ANA XMPYRFMW
LUEMEHT HA OCHOBE AKPMNOBOW CMONEI

HenbiTanMe yCTanocTH NpW MarkGe ueMenToR Ha OCHOBE AKPDWNOBOM CMOM,
nNpiMeHAEMBIX B ODTONSOMA

Implania for surgery. Acrylic resin cement. Flesurai fatigue testing of acrylic resin caments used in orthopaedics

Oata eeegeqsn — 2018—01—01

1 OBnacTe NPUMEHEHWA

HacToAwWA cTaHOapT pACN pOCTPAHASTCH HE KOMNOIWTHEIE UEMEHTE M3 OCHOBE 3PMPOE NONMMETAKDN-
NoAoE KMCNOoTE M YCTaHaanWeaaT Noousdypy onpegensHWa YoTanocTHbX XapaKTepMcTHE NONMMEDHI0EEH-
HOMD LEMEHTA.

HacToAwrA CTAHOaPT HE CNMCHBAET DHCKA, CEAIAHHEIS C KCNONbICBEAHWEM LEMEHTA, HW ONA NEUHEH-
TOB, H4 NS MEORUMHCROND NepeoHana.

2 HopMmaTHBHLIE CCbINKK

B HacToOAWEM CTaHIAPTE WCNOMNbI0BaAHL HOPMaTHBHEE COBNEM HE CRE0YIoWWE CTAHOAPTE, KHOTOPRIE
HE0DXOGUMO Y T BEaTE NP 810 HCNONBACEAHKMA. B CAyYae cobNoK Ha ACKYMEHTE, ¥ KOTOPLIX NPHEEdSHa gaTa
YyTEEEMAEHHA, HeohX0AWMS NONBICBATECA TONBKD YHKalaHHOA pejakuweil. B Tom cnydae, korga narta
YTEEDWOSHAA HE NPWMBEOEHA, CNegyeT NoNbEI0BATLCA NOCHeOHEeH pelakured CObINOYHBIX JOKYMEHTOR,
BEMKOHAA NEGLIE NONPABEA K HIMEHEHKA KHEM!

150 5833: 2002 Implants for surgery — Acrylic resin cements (MamnnantaTtel ANA XMpyprkiE. LemMeHTel Ha
OCHORE KDHMMNOBLIX CMOMN)

IS0 16428 Implants for surgery — Test solutions and environmental conditions for static and dynamic
camrosion tests on implantable materials and medical devices (MMNINa|TaTR ANA XEpYRPMAA. MCnbiTaTensHBe
PACTEOPEl W YCAGEMA CPEdbl ONA CTATUHECKWY W OMHAMWHECKWY WCNBITAHKWA Ha KOPPOIWOMHYIY CTONRECCTE
HMMAAHTHPYEMEX MATEPUAN0ES ¥ MAOENAN MEOMUMHCEDND HAIHAYEHNA |

3 CywHocTe meTofa

B HACTOALLEM CTAHOAPTE NPHMEHEHSE TEDMHAHE C COOTERTCTEYIOLLMAMN ONPegene A AMA, NDHEETEHHEIMK
B cEprd cTadgapTos WMCO. B MonsTankax MCNoNEI0BEaHsLl TRAMOYIONbHbE obpasus 8 dopme Bpycka. MeTog
MPWroTORNEHKMA Takks obpaiyos onkcad B pasnana 5.

MpoYHoCTE NEM MarkBe NonyYeHHbIX 05palL0s ONpegenainT C NOMOLL B MCMEITAHRA NP K3FMGE B Y4BTl
PEX TOUKRE B KE3INCTATHYECKME W UMKMMYECKWNX YCNoBKAX HApyHeHHa. N8 GrsnuuYeckis yCRoBri Harpyse-
HWA ONWCaMbl OB METOO0Aa WCNBTaHdds. [Tepesid ¥a HAx cnedyeT meTogy Benepa (metog SAN EpHEOR) K
CNpeneEnseT XapakTepHUcTHEN MaTepHana B0 BCeM GWanasoHe ypoRuel Hanps+edua. Bropo#l maTton (metog
HHIEOTD HANPAKEHWA | CNPEdenAeT NOBEeHNE MaTEpWana ToMLKD Ha YPOBHRE SONeE HWIKOrD HanpREeHHs .
3Th Bonee HAZKKME YDORHK HANDAXEHKME, KAK NOMaramwT, COOTEETCTEYIOT YPOSHAM, OMHIASMBIR NDH EHHA-
HECKEOM NMPHMEHEHHMK.

MamaHue SPHUHANBHOR

e
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4 YcTpoWncTBO

4.1 ObopygoBadKe ANA CMEWHABAHKA UeMEHTa B COOTEETCTEMH C pPEKOMEHO3LHAMM
MPOHIBOOMTENA UEMEHTS

4.2 Npecc-popibl, WIFOTOBNEHHBLIE H3 HAONEXALWEND MaTapKHana 48 NPoMIBSACTES NPAMOYTONbHEIN
oGpaiuos s chopme Dpycya, COOTEETCTEYHT CNedyiowUM NapaMeTpan: AnKuEa 75 s, wepkEa 10 sam 1 rnySusHa
3.3 mn. B 3aBHCKHMOCTH OT NOMENAHWA J13KATYMES, MOTYT ObiTh MCNONLIOBANE OOHA WKW HECKONLED MPEcc-
HopM ONA NPOMIBCACTES NAECTAH TOMWHHONR 3.3 MM, 3aTen oSpaiuk DaspelanT no paiMepy © NoMoLlbi
Mne. Bog NOBERXHOCTH NPEcs-ROoOPME, KOTOPEIE BCTYMAKT B KOHTAKT C LEMEHTOM, O0MNHHE: Sbi Tl TLATENLHD
obpaboTadbl KA ZaqdHo® Bymaroil P4C0.

NMpuwmesadune—Buno YCTEHOBNEHO, YTO NDWFOOHEIMKA ABNAKDTCR MATEPWATTER, ofinagamwme QocTaToHHoA
HECTEOCTS D, HANPHEMED AN MHAHHEEBRIS CNNaELI HNW HERHaEBES DLLEA CTaNs.

4.3 MnacThHe NNoCEKE, rMadide (No 4ee 0NA Kasgod ©opMsl), HIMOTOBNEHHLE U3 COOTREETCTRY WSS
MaTepHana v CcNpegengsHors pasmepa, ONA J1aKpeIBAHMA BEPXHEA W HHMHEA NOBERXHOCTH NPECcc-DopMbl
4.2).

4 4 Cwmazka Ang npecc-opedel B UeNAX Sonee Nerkoro oTaeneqdia obpaayos oT npecc-opM.

NMpuwmesadie— MNogLoaawnsid NP aHEH B T-EI:]:IJ':I:IHE-EI:HE:I CNpen, BakyyMHEA CME3KA WNWE NHENWHBIA BOCK.

4.5 MNnedxa nondadupHan Qne 3aEpbliBaHKA NNAcTHHBL Npecs-Dopkel.

4.6 Cxoba 2aMMHAA |WNKY ApYyTHEe YCTROWCTEa ONA IaKpenneHHdA npecc-hopMsl Mexdy BepXHel |
HHAHEHR MNACTHHAMHM.

4.7 MawWHa ana HCnsTadiA Ha |arkil, noaeonsollas NpMnarate Harpyaky #e Gonee 200 H, koTopas
MOHET YERMUYMEATECR NMHEA HO KMA LMKNUYHS CHRYCOXGANEHD B QUanaione Harpyaoyk mexgy O H v exbpan-
Hisldd THAYEHHEM NpH 9acToTe 5 TU. Kposme Tora, Malikea gomkHa GeiTe chabmeHa YCTRORCTROM ONA HaMepe-
HHWA, KOHTDONA M 38NACH HAMPYIKK © TONHOCTRD £2 H.

4.8 YoTaHOoBKa ONA YeTEIPEXTOHEYHOD MIrKGa MCNMTAaTENLHAA, MMEKLLAA PaaMEpbl, NPUEESEHHLIE HA
pHcyHEE 1 (B COOTBETCTRIN Cnpunceenken F MCO 5833:2002), » cHabxerHan oM cnocobnarmamKe ANA npeg-
OTEPALEHHA CMELLEHAA HoNBETYeMore ofpaiua B X008 WCNbITaHHA, ToHH NPWNoEEHWA HArPYIKd GOMEH bl
GhiTk BpaWaKLEroch THNE W HMETe JHamMeTp 3 M. MoneliTaTenskas yoTadoBka gonsHa obecneyveaTe pae-
HEIE HArEYIEA BO BCER HAMDYHAEMbIX TOHMKIX.

4.0 BaKa BogsKan AN\ No4aemEanda TeMrepaTypsl cOpazua  MCNsITATENEHOR YCTAHOBKK Ha YpOSHe
(37 =1)°C.

4.10 TMuna.

4.11 Bymara Hawgaduan P400.

5 MogroTroeka o6pazuoB ANA UCNBITAHWA

51 OcHoBHLI® YCNOBWA

Meecc=hopay (-l ) {4.2), NRacTkHbl (4,3), cMecHTenEHoe obopyoosarse (4.1 W UBMEHT, KOTODbIF GyayT
WCMONE30BaTE (kak NOPOWKOBRIA, TAK W MWIKME KOMNOHEHT), cNegyeT BhOepsHBaTL NpW TEeMNepaTypa
(234 2)°0 B TeYeHWE MAHAMYM 2 4 Neped OTNHBKOH MCRETYeMorol-bix) obpaaual-on ). D6pasuel cnegyer oTnM-
BaTk NpK TeMNepatype {23 £ 21 °C.

5.2 Npoueaypa NOAroToOBKK

5.2.1 MNokpeIBaKT NOBEDXHOCTE NPECC-Ropail, KOHTAKTMPYIOWYED © UEMEHTOM, TOHKON NAEHKOR Cha s
ANA npecc-oogsl (4.4,

5.2.2 MNoEpLIBAKT HAKHDKD NNacTHHY Npecc-DopMbl NONERPWpHOR NAeHKoRA (4.5}, MNoMelaiioT npecc-
DOEMY HA NOKPETYI0 NMEHE3E NNACTHHY.

5.2.3 CMEWwHBakT KoOMNOHEHTE UEMEHTA, CNEQYA MHCTRYEWAAM NpoHIacouTena. MononeawioT JocTa-
TOMH B OB BEM LEMEHTE ANA NPUMroTOBNeHWA Tpebyamoro konkqecTea obpasyoo.

MpuMeuasnwe —MNpoMIECAMTENE SONKSH NEEAOCTAEHTE KREYIHYH NAPTHE GEMEHTE B NOROLIKE H EDYNHYID
NARTHK XATKOFD USMBHTE. JAHHELIS NAPTHW PA2OEnAnT HE BONee MenaMe NOpLWA NOpOoWEa W MUOK0CTH U XPRHAT B npes-
HEZHAYEHHOM ONE 3TOMG MECTE,

CHMEWHERKT TO KONUMBCTAED MENEHY NOPURR, K0TCpoe «eoBEaquss ONA NEKICTORNEHHA TReSYEMOoro KonNWYe cTea
obpasuce. Mo BOIMOKHCGCTH, Boe 0Bpa3yUs AN MENSITAHWA TOTOBRT M3 GOHOA NAPTHH NOPGL KGBOTD KOMNOREHTA @ 13
O0HOA MADTHE HHOEOM KOMNOHEHRTE, ECOH 370 HE OCYWBCTEMMO, HCAONEIYHT MEHAMEAEHO BOIMOMH0E KONUYSCTan
NapT#A UeredTa. B chody cny«afs ek py T HOMEDE NAPTHA.

2
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5.2.4 HanonuawT dopmy(-bl ) UEMEHTOM Cpaty NOCRE 38RERLUEHHA CMELLWBAHWA, HAKPREBSMT NMACTOM
NoNUaUpHoR NNe KK, J0SaRNA0T BELXHDKD NNACTUHY W ISKDENNANT BELXHIDN M HHMHI0 NRECTUHEl Ha
npecc-choprMe-ax ).

5.2.5 NMoumepHo Yepea 1 4 CHAMAIOT 3=k} (4.56), BEpXHIOKN NAACTHRY ¥ BEDXHIDK NondAagUpHy o
MASHKY W HAHOCAT METKY Ha BEpXH0 4acTe obpasua sbnuan ogHoro KoHua, YToOE SNpedendTE BERXHI0
MOBEPXHOCTE. MaBnekanT 0bpaaeyl-bl ) Ma Npecc-PopMid. BeNONHAKT BMOKDYI0 WNHEOBKY Kpaeh M NOBapRHOC-
Tel 06paIUoE HakaadHol Bymarol P200 (4.11), koTopele HAXOLWNKMCE 8 KOHTaKTe © PopMoi Ny obpazoaa-
MACE NoCNe peakd manol (4.10). Npamoyronstsee 0Spaausl GNA ACNLITAHKMA B DopMe SpYCKa A0NKHE! MMETE
SnvHy (79 L0 20 e, wrprdEy (10 L0 20 M o TonwkEy (3.3 20,20 M.

1\ ¥

-—'E for . m—r]

2 g
Lid b
)
] A @0ATA]
T HEHT I EH B |'i'.rF|:|lHHlJU.II-'l" |||'|:|'H3'EE_'J :' HH"-'H'.IEHHP:E' I'.Erp'f'.ﬂi]l:ln.llﬂﬂ et 1] _:l E, MLET = r:fﬂhl hiN I.'IEIPEI:IE'IJ. d OBHEW HAE HH'P‘!}
AR e TOqEn F CHIE, ) — PACSTORHME MERAY BHEUHAMH HAFRYRACLIAME TOUMRIMA, painos {80 5 1] wam; iy PACETAAHAE ME K-

A BHAEWHEHR W BEYTHEHTER HATDY KA WAME TOUREMA, panqae (20 2 1) & 8 — 508 HarpyRaoLEWe Ta45n; b — wewgy nodumn gayuWs
HATPYANFLAMEA TOYEAMA

MNpusedadse — Taoke oy preysor F1 8 MO0 S833:2002

F-’HE‘-_\.'-:-I:I:‘{ 1 — MICNeITaTeNLHER YCTAHOEKS SNA HeTEQEX TG WEMHOra narkba

5.2.6 WamepsioT TONWKHY W WwHpkHy obpasya ¢ norpewRocTen He Gonee 10,1 MM No kpalHel mepe B
TREX NONEPEYHEX CEYEHNAX 0DRaILA W BLIMWCNRI0T CRE0HHAE SHAYEHWS.

5.2.7 NMpoBogAT ocMOTp 0GPaIUL0E HEBOODYHEHHEIM MNA30M.

Mopel, KCTODBIE KEM3bakHo obpalyoTeA B NPOUBCoE NepeMeLIMBAHKA, ABNRKTCA 0COGeHHOCTRID KOC-
THEIX UEMEHTOB ¥ OE3ILIBANT BNMAHAE HA NPOYHCCTE MaTEpHana. No 3T0R NpWYHHe oDpaaUE C SHY TREHHWMIA
MOpasMK He CReayeT MCKNKDYaTb.

DOHAKD KCEMROHaMT 00pasUsl © BUAKMEI MK GEHEKTAMK MNK LADankHaME Ha NCBEPXHOCTK, TAK KAK BUGH-
Mg Qe KT WK Lapandiel Ha NOBEPXHOCTIA HE ABNAINTCA 0CoDEHHOCTEKD KOCTHRIXN UEBMEHTOE,

5.2.8 Beipepwseant obpaiue b pacTeope Puadrepa B cooteetoTaMd ¢ MCO 16428 npu Temnepartype
[37 £ 1) °C B TeqeHde 4 Hed 00 Ha4ana NpoRedeHHA CEPHH MCNETaHRE.

6 MNpouegypa MCNbITAHWA

6.1 ¥Yocnoena okpysawwen cpeabl

HanonHART aagaHYKD Gaxn pacTeopom PrHrepa. MoMewaioT MCnbI TATENBHYID YCTAHORREY W MCNBTYeMEBIA
ofpasel B BOARHYID BaHI0 W BeASREHMBIINT 00 TeX NoR, NoKa TEMNepaTyDa He DocTurHeT (37 = 1) °C. O6paaey
Aoroee s BT pAIMELLYEH B YCTAMOBKE CHMMETRMHYHD — TAKMM 0803308, YTOOL MOS8 PXHOCTE, OTMEYEHHSA Kak
BROXHARY, B NPOLECCE IANKEKK NOOBEOrANACk KOMODECCHOHHON HArpYIKe.
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6.2 KpaivcTaTHYecKMe MENLITAHKA

C NOMOLL B MAWWHE ONA WCNBTIHHA Ha KardG (4.7 ), #CNBITATENEHOH YCTAHOBKH GNA HEThlPEXTOYBYHOND
vardba (4 81 neocaaHol Gank (4. 9) YBENHYKEIIOT HAMPYIRY B ACHE TATENEHOH MAWWHE C NOCTORHHOR CHOPOCTa
Harpy#eHda (S0 L 10) Hivue oo noAanesqa painona. 3anvckiBakT BenHHHY Harpyakt NoW painomMe o Tou-
HOCTRKD £ 2 H. EChK Ha NOBEREHOCTE PaanomMa oDHapyMBaT BonblWwe nopsl (THaMeTp = 1 MM, NORTOPAKT
WMCMBITIHKE ¢ HCNONeI0RIHWERM AONOMNHUTENEHOM obpaiua. MosTopRnT KCNRITAHWA 00 TEX MO, NOKS HeE Nomny-
YAKT DE3YNETATL OT NATH CODA3U0E, KOTODEIE HE MMEKT DONBLLME NOD HA NOBEDXHOCTM paanama. PeaynsTaTwl
HMCMBITaHKE QOMsHel GeiTe NpEICcTARNEHE ONA BoexX obpasuoe (B ToM YKone ¢ BONbLWHMK NopamAd, oSnapy-
AEHHEIMIA M3 MOBEDXHOCTH PAINOMA ).

6.3 BeiyucnerHe A NpegcTaBneHne KBajMcTaTHYECKOH NPOYHOCTH NPA HarkvGe
Ana Kawnors MCnel Tyemoro 06paina BsHUCnANT NEeden NpaYHocTH Npd Marvbe, o, MiMa, no dopmyne
AFa

roe F — cuna npd painose, H (Takss HadkiBaeMan HarpyakoM),
8 — PacCTOAHME MENOY BHYTDEHHMMEA 1 BHELLHMMA TOYEIMK HADYMeHUA {20 Mm);
b — CcpegHEe JHAYEHKE HIMEDEHHOW LWMDHKE oDpaaya, M,
N — CpeaHEe IHAYEHKE HIMEDEHHONA TONWMHHE 0BRaILE, MM,
Bi4MCAANT COEQHEE IHAYSHHE MPOYHICTH NDH M3MMGe AN NATH WCNBETYeMb X 0GPaiL0os, BupakeHHDE B
MEraNACKANAX, ¥ CTAHOAPTHOE OTHMOHeHMe. CpeaHes JHaYeHne SRNASTCH IHAYSHHMEM KBAIMCTATUYECKON
NPOYHOCTH.

6.4 HenbiTaHuA Ha YyeTaNoCTL

6.4.1 Obwhe ceegeHnn

C NoOMOLW B BMALWHHEE ONA MCNBTAHKA Ha KardG (4.7 ), #CNeITAaTENBHON YCTAHOBKH ONA HEThl peXTOYEHHOND
warba (4.8) ¥ eogAsoR Bavu (4.9 MonuiTyeMee oBDa3usl YHEMWHECKR HArPYHaImToA 40 TeX Mo, Moka He npo-
WIDWOeT pPasnos MW, 8cnK Daznoma He NooUCXogUT, Noka He ByOeT O0CTHMHYT 3apades YCTAHOBNEHHLIA
BEDXHAR NPegEen KoNWYECTEA UM KNos. MeneTauKa NRoBOOAT NPK PaANKYHEN YIOBHRY HANDAMEHWA.,

6.4.2 YocnoBWA HarpyseHna

KoHTRONKPYERMYKD UAKNTWYECKYD HAMDYIKY CNEeqyeT OCYIWWBCTENATE NP YacToTe (51 0.5) My, Musrans-
HOE IHAYEHHE CHIMikl JOMEHO COCTARNATE 5 H, 8 MakcMansHoe IHaYeHHe CHMbl JCMMHD CODTRETCTEORATE
MpEdyCMOTREHHOMY YPOBHKD HANDAMEHKHA. 3TO IHAYSHKHE BuIMUCNAIOT C NOMOLWLI YPABHEHKA, NDHBEOEHHOMD
B6.3, roe WwupHMHa by ToNWKEE f SENAINTCA COEAHHMK 3HaYEHHAMKM ANA 05paaua, NOLNEMaEro MCNEITAHKK,
PopMa BOMHL LAKNOR HAMPYHKEHNA J0MHa DbiTh CUHYCOMAANBHOR MEMTY MAHAMANTLHBIMA W MAKCHMaNEH -
Rl IHAYEHMAMIA.

HMoneiTaske cNegyet NPoBogTe 00 NOASNEHWA DE3nNomMa HNd JOCTHKEHWA TRE0YEMOro KONWHEcTaa LWkK-
NOBE HarpyweHAA. Ecnu Ha nopepxXHocT paanoma oSHapy =« aanT SoNsW9e Nogel (GUameTp = 1 Mu), nosTops-
KIT MCTEITAHWE C HCNONBI0RAHMERM OONONHWTENEHOMD obpaaya. MNoBTORRIOT MCNBITAHKMA 00 TEX NOD, NOKa HE
ByYOyT NONYHEHE PEIYNLTATE 0T TpeDyeaMOoro KoNMHEcTEa 0DPaluos. KOTOPEE HE MMEDT BoNLWKWK Nop Ha
NOBEERHOCTH DA3N0OMa. PE3YNETATE MOk TaH A A0MEHE O:Te NPEGCTABNEHE ANA BCaX 00 paIUsE (B TOM YKc-
ne cBoNsWRMK NOPaMK, HARAEHHBIMWA HA NOBEDXHOCTIA Paanoma).

6.4.3 OnpepensHHe YECTANOCTHLIX XAPAKTEPHCTHE B WHPOKOM AHANAZIOHE YPOBHER HANPAKEHAA
(MeTon KpHMBoR S/N)

ECrni akcnnyaTagyWoHH e KSpakTeprucTIRK LEMEHTE J0NHHE SbiTE ONpegeneHsl B WHDORDM GranasoHa
YPOBHER HANDAMEHKE, NDHMEHSKIT CNEAYIOLWYH NPOUBOYDY.

MononesyioT NAT: 05paduos AN KaR0Ora YpoBHA HEarpyakd G BERXHAM NPEgEnomM B 5 MMM UMKNCE. Havw-
HaWT o yporHA BO 5 0T KESZWCTATHYECKOH NPCYHOCTH. CNeayiowHid, HHIKKA, YPOBREH b BEEHPEIT NMyTEM YMEHE-
wieHHa yposHA 80 % Ha DUECHPOBAHMYIO BENWYWHY (Hanpumep, Ha 10 % OT KBAIWCTATHYECKOR NPOYHOCTH).
Crenyiollli, Bones HHaKki, ypoBeHs BelSUDaIT NYTEM YMEHELLEHWA Ha TAKYI0 HE DUECHDOBIHHYIO BEMHYHHY.
(B npumepe 0aHHbe YEOERK GY0yT COCTaRNATE cooTeeTeTae Ko 80, 70, 60 % 1 1. o) MpogonsEaoT Npesoa|TE
WCMBITaHKE Takus oBpazom, Noka He GyOeT GOCTHMHYT YPOBeHL, HAa KOTOROM 0OHW OBpasUbl Bel0eprHeaoT
WMCMBITaHKWE, 3 OpYyIee NoOManTCA. TakiM 00pasoM JonHHe G Te NPeo0oNeHbl K3k MAHAMYM Y2TEDE YyDOBHA |
HEK MAXCHMYM CEME YDOBHEA.

6.4.4 Onpegenesie YCTANOCTHBLIX XAPAKTERHCTHE NPA ONpeaeneHHbIX YPOBHAX HaNpAMEeHWA
(METOA HWIKOMD HANPAXKEHWA)

Ecni akcnnyaTauWoHHBIE X3PARTERACTIAKA A0MHHE GHTE ONpedenaib Ha TAKKK YPOBHAX HanpAMEHAA,
KOTORRIE, KAK NONAraT, COOTEETCTEYHT YROBHAM, CHHOAEMBIM MW KNHHWYECKOM NpHMERSHHK, NpHEeranT K
CRenyiowed npoueaype.

4
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MenoneayioT gecATs 0GpasuLos ANA KANAOTD YROBHA HANPEHEHHA C BEOXHAM NDEJEN0M B D MIMH LMENOB.
MNEpoBOART MCNETAHKE NP YROBHAX HANEDAEeHKA 35, 25 1 20 MM a.

6.4.5 CpapHeHHE C KOHTPOMLHBIM MATEDHAMNOM

MpW CpagHEHKK C KOHTRONbHEM MATEDHANCM (KaK NEABWNO, 3TO KOCTHLIE UEMEHT, NOCTYMMBLWA 8
Npoasy ) cnegyeT MCNoNsLI0EaTs MOSHTHYHES METOOB MCNBTAHKA W 000y QOBaHWE.

6.4.6 BoiqucneHde W npeacTaEneHre pelynbTaToR YCETANOCTHLIX HCNLITAHWKE (MeTon KpW-
pod S/N)

Boe DaHHLIS BONeHsl GRTE Harnsaqe NPeacTARMNEHL B BH0E TAK HA3MBaeMore SAN-rpacuka (YpoReHs
HAMPAMEHWA OTHOCHT BNEHO KOMWYECTES LHENGE]; NpMMED NEWBELEH Ha pHUcyHKR 2. 3T0 QoMEHD BeTe cOenaHo
CMCNONEI0BIHHEM TONYNOrapHMUEYeckoro MacuTabupopasya, rae ock ¥ (OpOMHATA ) ABNAETCA NHHEAHON 1
NpadcTaENAaT HANpAMEHWE, TOrga KaK ock X [0Ck abouMos) ABNRETCA NOTapWdiMHYECHWA W NpedcTagn et
COBON KONHYECTEO LHMENOB.

Kamoweih obpasey gomked OeiTe 0B03HaYed Ha rpadvke B TOYKE, COOTEETCTEYIOWEH YROBHIO HANDAKE-
HIAA, NP KOTOROM OH BbiN HCNLITAH, MEONUWYEcTEY LHMKNGE, YTO MMenimaecTo nubo 0o paznoma, nuba 00 QocTr-
HYTOrD BEQXHEr0 NPpeJena KONWMYecTsa UMENoD, KoToped obpaisey BedepsdeasT. C NOMOWED BCOX ATHX
TOYRYHEX DAHHLIX 00MEH BRTe ONPEQEneHa NWHAA NHHEA KON DETpECCHM & NOrapugMomM KONKMYeCTES UMENoS
B KAYECTEE JABUMCHMON NepemMeHHol. [0 NHHWK PErpecci BLIYUCNRKT CanHes IHAYSHHE HANPAKEeHWA Ha
BEQXHEM NDEOans KONWYECT B LHKNOE. ITO IHAYSHHE ABNARTCA IHAYEHMEM YCTANOCTHOW NEPOYHOCTIA ANA DEM-
HOMD KONAYECTRA LWKNoB.

ONA OpHeHTaLHA KEAZUCTATHYECKME JaHHBIE TAKKE NONKHE DeiTh BENKOYaeHE: 8 rpadiik. B aToMm cnyyae
TOUKW Ha rpadwke obo3HaYanT No oo Y (UTO COOTRETCTRYET -0y LUMENY] HA COOTBETCTEYVIOWMY YDORHAX
HANPAMEHWA. 3T KBAIMCTATHYECKUE JAHHEBIE HE DOMNMHE NPHHAMETE BO BHAMAHKE NDW NOCTDOSHAN MAHWA
PECDECCIM.

OnA Toro YTodel KONWYECTESHHD OMMCATE CHAMEHWE MPOYHOCTH NDW YETANOCTH, AOMKHO BhiTh BRiYHErE-
HO COOTHOLEHWE YCTANOCTHOR NPOYHOCTH 1M KBAIMCTATHYSCKOR NDOUWHOCT .

6.4.7 BoivyMCcneHHe W NpegcTapnedme peaynbTaToR YCTANOCTHEX MCNLITAHWA NPA onpeaanas-
H=IX YPORHAX HANPAMSHWA (MEeTOO HWIKOTD HANPAKEHWA)

OnA MEeTOna HMIKOrD HANPAMEHWA MeOHAHHOE IHAYeHWE O0NroeedHocTH obpasuos W CTaHIapTHOR
OTHNOHEHWE O0MMHE Bl Tk ONPE0Ene s 0NA K000 YPOaHA HANPAMEHMA.

Yi
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7 Otuyet 06 HCNLITAHWK

Om4eT of MCNLITAHW GOMGHEH BEMHATE KK MUAHWMY M CNedylys MHDOPMa LW
a) cokUiy Ha HACTOALWA CTaHAapT;
b} MosHTHGHEAUMID UeMeHTa {BKMKYAR HOMEp(-a) NapTHY Wik noTa, oM. 5.2.3) CnedykW ke mysHETbl
OCM¥HEE GRTE NPEOCTARNEHE
i1 ANA Bcex MCNbITAHKEX OBRAsLOE, W
i} oGpaayon Bea BoNLLUKWK NOD Ha NOBERPRHOCTA paznoma;
C) CPEJHWE 3IHAYEHHA W CTAHOAPTHOE OTRNOHEHWE IHUSHWR NPOYHOCTH NPH Mardbe ONA KE2IWCTATH-
YECKWE MCTETATENEREX 00 p2IUCE, BRpaMEHHBI2 B MEranackanay,
dy ana6.4.3 — S/N-rpacmr;
e} 6.4.3 — aHaveHHe yoTanocTHOA NPOYHOCTH {YPOBHA HanpAXeHWR) Ha 5 MNH UMENOE, BblpaeHHos
B MErAN3CcKanax W oNpedeneHHoe No MHHWK perpeccui B SAN-rpadmare,
f) 4.3 — COOTHOWEHWE YCTAMOCTHOA NPOYHOCTH W KBASKCTATHYECKOA NPOYHOCTH, BEIDAREHHOE B
ADCUEHTax,
gh B.4.4 — mendaHa GonNroseqdHoCTE M CTAH0ApTHOR OTHNOHEHWE GNA Ka%Gors YROoRHS HANDREEHIMA.

Npumesarue | — Dnanepeddcnednd c) — 0), O3H=ERES W SAN-EPHEBIS OUSHOE DN A NEDaddCreH Wik 1} i) MoryT
GEiTe HIDDRameaHsl NONHOCTED WM YECTHYHD HE TOM ®Ee Ipa ke SNA CPAaBHEH WA,

n PUMBYNEHHAR 2 — Ecnu MpAMEHEMO, TO COOTEETCTEYHOUWWE J8HHE S, M3MEPDEH HBIS QN§ 20HTRONEHOMD KOGTHO -
roUBMEHTE. MOTYT GuTe NEFeAcTABNEHE HA TOM ME TPAdhMKE, HT0 W aHHEE, NONY4eRHBE QNG ICCNeLYeMoro MaTepuana.
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MNpanoxeHws OA
(cnpagousoe)
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CoeagHWA O COOTEETCTEMM CCLIMOUHLI MENAYHAPOOHLIX CTAHOAPTORE HAUMOHANLHLIM CTAHAAPTAM
(M QERCTEYIOLWMM B 3TOM KAYECTES MEXTOCYNapCTEOHHLIM CTaHaapTamM)

FreBnuwya a1

O EoaHsYSHAR CCNOERaTD
WEROYHAROAHOMD STEHJApTa

Creners
COOTERTETEMN

ORIIHAIEHEE 1 HAWMEHOSAHME OIoT0E TCTEYHFLEID HAUNIHANAHOTD.
HERIOCYOQAPLTEEHHDID CTARQARTE

150 5835 2002

0T

FOCT IS0 5833—2071 alMNNAHTA TS B KMDYPIMA. AEpMN-UEMEHTR »

150 16428

1o

MOCT P WCO 16428 —2014 « MMNNaHTETE ONA SMpyRrdd. MoneTa-
TEMNEHSIE PRCTEODE M YCNOBWA CREdp ONA CTATAYECEH: @ DMHEMM-
HECHMY WCNBITAHWA H3 KOPPOIMOHHYH ETOAKDCTE MMNNAHTHEYEME
METERHENO0E W MESUURHCEHE Wagennis

MNMpaMesase— B HacToAwsd TaGnuue HCNONb30OBaHO &N BAYHWEs YCNO3HTE2 oBo3HaYEHHE CTENaHE CooT-

BETCTEMA CTAHDADTOE!

- IDT — AgeHTHYHLIS CTAHGART R
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