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Mpeancnoewne

Llenu, oCHOBHEBIE NPWHLKNE M NOPASOK NPoBegeHka paboT No MExrocyJapcTREHHDA CTAHOADTHIALMM
yoTaHoRness MOCT 1.0—592 «MexrocygapcTEeHHAA CHCTEMa CTAaHOapTHIAUMK. OCHOBHLIE NONOMEHHAD W
FMOCT1.2—2009 «MexrocyaapoTEEHHaA CHCTEMa cTaHAapTHaaLKWK. CTaHAaPTE MawrocyAapcTE2HHLIE, Npa-
BWNE W PEKCMEHOALWA N0 MEXTOCYA3PCTEEHHOR cTatgapTHaayun. MNpaewna paspaBoTey, NPHHATHA, NpHMe-
HEHWA, COHOBMEHMA W OTMEHEID

CaegeHHA o cTaHQapTe

1 NOAroTOBNEH @egepansHeiM rocyjapcTBEHHEIM YHUTADHLIM NPEANpUATHEN «BCepocciAckii
Hay4YHO-WCCNEQoBATENECKMA  MHCTWTYT  CTaHOADTHIALMK K CEPTMEMEAUMH B MAWWHOCTPOEHHKAE
{BHMAHMALLLY

2 BHECEH DegepansHiiii areHTCTEOM Mo TEXHHYECKOMY PEMYNHPOBAHKI M METDONOMK

3 NMPYUHAT MewrocyfapcTEEHHBIM COBETOM N0 CTAHOAPTHIALMWK, METDONOIMW # CepTRdHEaLMM
(npoTokon o1 29 HoAGpA 2011 r. Me 40)

3an PHHATHE NDOroNoCoBanK:

KPHTHDE‘ HAIMMEBHDOESHNE CTRAHS Kﬂﬂ CTRAHE Comar.u.e-n HOE HAAREHTFIAHWE HALAOHANEHDID OOREHa
ne ME (WCD 3166} 004—87 na ME (HCO 31668} 004—1587 Mo STAHGARTHIALMA
Benapyck BY FoccranpapT Pecnyfnukt Benapyce
KasaxcTaH KZ Moccrangapt Pecnybnuem Kasaxcrax
Kuprivzas KG KeIpTLIZcTAHOERT
Focour RU PoccrasgapT
TapsukucTaH Td TagwukcTasQapT
YafewncTas uz WacTARHGapT

4 Mpwrazom PegepansHors areHTCTEA N0 TEXHWYECKOMY DEMYNMPOBAHWIO W MeTponorwk oT 13 nexabpa
2011 r. Ne 1315-cT Mmexrocy gapcTagHHei cTangaptT MOCT IS0 10993-1—=2011 seeggH B QEACTAME B KaYeCTEE
HayWoHansHoro cTadgapra Pocouiickon ®epepayvn ¢ 1 aueapa 2013 .

5 HacToAWMWE CTaHfapT WiedTWweH MemOysapoguosy cradgapTy IS0 10993-1:2003 Biological
evaluation of medical devices — Part 1: Evaluation and testing {Oueska SMONOrM4ackonn QedcT BUA MEguLMH-
CHMX M3genyi. Hacte 1. Ouemka n iccnegoBanHngj.

CTeneHs COOTRETCTEHA — WaeHT4Man {(IDT).

CTangapT NoaroToORNEH HA OCHOBE NpuMeledna TOCT P NGO 10893-1—2009

& BBEJEH BENEPBHIE

HMrghopaayua of USMEHEHUAX K HEACMOALeMY cmakdapmy MySnukyemcd @ exes00HoM UHDODMaULI0H=
HOM YHazamena ¢ Hauuoxaneseie cmandapms e, 8 IEKCT LAMBHEMUIT U TONPEsoK — 8 ENEMECAYHOM LUHGhop-
MaULOKHOK yiazamene «HayLoHansHse cmaddapmeis. B cnyyae mepecmompa (JameHsd) 1y omuaks)
HACMOAWE20 cMandapma coomeemcemeyiowes yeedomiesuwe Oydem onyENUKDEaND & EMEMeCRYHOM
uHghopMaLiuoHHoM yazameane sHauuokansikie cmakdapmsly. Coomesmamayowans uhihopMaiun, yae-
doMAeHUE U MeKCMb DAIMELLIEKITCH MaKxwe 8 uniihopMayuoxHod cucmeme ol ea0 NoNsI0GanUA — Ha oghu=
yuaneHoM calime QedepansHoso asEHITICMEa M0 MEXHUNBCKOMY PE2YILPOESHUNY U MEMPOIosUL & Cemu
HumepHem

B Crangapturdopm, 2014

B Poccurickol Pegepauni HACTORWWA CTAHGAPT He MOMeT BalTe NONHOCTER MK HacTHYHO BOCNpOH3EE-
LeH, THPaMMPOBAH M PACNPOCTRaHEH B KasecTee odiuuMansHoro waganua Gea paspellaHna PelepansHom
AreHTCTEA MO TEXHHYECKOMY PETYNHDOBIHW K METDONONM
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BeeaeHue

CofnoagaHne NonNoeHni cTaHdapToR capuin 150 10993 « Ouetka BUOoNoriueckorn JERCT BXA Med UMH-
CHHE M3OeNHA» NOABINAT OBECNEYMTE CHCTEMHEIR NOOXOA K HCCNeaoRaHMKD BHONOMMYECKoro e cTERA MeqH-
LIMHCKHE M3OeniA.

Llens 2Ty cTavnapTos He ABNAETCA BeaycnopHoe sakpannequs eauHoobpaitex METOLOB MCCNens-
BAHKA W MCNETAHKWA 33 NPYNNaM3 OOHOPO0HEX MEQWULIMHCHIAX MA0EMKWA B COOTBETCTEMK C NPUHATON Knaccudm-
KALMEA WX NOBAGY W ANATENEHOCTA KOHTAKTA C OPraHMaoM Henopaxa. MoaTomy NNaHHpoBaHWe W NpOBeJEHNE
WCENeoBaHWA M MCNBI TAHWA A0MKHE 0CYLBCTENATE CNSUMANKCTB, MMEKILLKE COOTRETCTBYIOLLYIO NOAMSTORKY
W ONBIT B OBNACTH CAHMTARHO-XMMHYECKDHA, TOKCHMKONOMMYECKDA W DHONOMYECcKOH OUEHOE MEQNUWHCKMX
WMAGENHA.

CrangapTel cepiin 150 10993 aenanToA pYKOBOOALLMMK JOKYMEHTAMI OMA NPOrHOIWPOBAHWA W WCCNe-
A0BaHWA BUoNorM4eckoro QEACTENA MEOHUMHCKWE WIGenkiA Ha CTagMY Bebopa MaTepranos, NpegHaHaqeH-
HilX ANA WX HAroTOBNEHKA, 8 TAICKE ANA KCCNeAOBAHWA TOTOBBIX MAEHi.

HacToRWKWA CTaHOAPT ABNAETCA OCHOBONONAraW MM B CEpHK cTaMgapTos IS0 10993, a Take pyKoRO-
LALMM A0KYMEHTOM N0 BRIG0pY METOO0E SUEHKK BUONOMMYEckond AeRCTEKA B COOTEETCTBMN & TPeGoBaHHAMM
Ge30NACHOCTH NPUMEHEH KA MEOXLIMHCKMX HAO8MWA | MATEDWAN0E.

Kpome Toro, HaaHa4yeHWe HACTOALLEMD CTAHQARTA — OIrPaHWYHT B PaMEM BHONOTHYeCKHY MCCNeaoEaHnA
TakM 0Epa3oM, YToEE! CHUAUTE 00 MHHAMYME YWCNO IKCNEPHMEHTANEHBIX MHBOTHREX M WX NOOBEDMEHHOCTE
BREqHOMY BOAGENCT B,

B capnio 130 10993 exoanaT cneayiowse 4acTi nog obwum Hazsaduew «Magenus meguuuHdckse. Ouexka
GUONOrAYackoro QEACTEMA MEQHLMHCKKY Manenuiis:

Yacte 1-— OueHka W MCCNedoBaHnaA,

YacTe 2 — TpeboaaHKa K obpalleHMio C HBOTHEIMA,

Yacte 3 — Mcocneqosadia reHoTOKCHYHOCTH, KaHUEPOMNE@HHOCTIA M TOKCHYECKDND JENCTBWA Ha penpo-
OYETHEHY I (Y HILII,

YacTe 4 — Mccnegosadie Wagenii, BaaMmofeRcTEYIOWNX C KDOBLID,

HYacTe 5 — HMconegoeadie Ha UWTOTORCHYHOCTE: METogR! in wirg,

YacTe 6 — Mocnegosadue MecTHOrND AeRCTRMA NOGCHE WMMTNaHTAL WA,

Yacte 7 — OcTaToyHoe COOEpHaHNE ATHNEHOKCHOA NOCNE CTEPMNM3aALIMA;

Yacte 9 — OcHOBHBIE NPMUHLMNE MOBHTHOHKALMK K KONUMYECTEEHHOMD ONPEaensH A NOTEHLNANBHEIX
NpOOYKTOR O8rpagacum;

Yacte 11 — WMeconegoeadne oDWeToKCH48CKIro JeACTEMA,

HacTe 12 — MNpuroToRNeHWE NPOS M CTAH4ADTHEE 08paILkLL;

Yacte 13 — MoeHTHdMEaUMA W KONWHECTEEHHOE ONpeaeneHHe NpoayKTos Oerpaganyi NonHMapHisx
MEQMLMHCEMX H3GEriii;

Hacte 14 — MoenTudKauma W KONHYecTBeaHHoe OnpedeneqHe NpoaykTos Qerpagauiy Wagendi 1i
KEpaMEKH,

Yacte 15 — MoenTudMKauma M K0NWYecTeeHHoe onpedenaq|e NpoaykTos Jerpafaunyd Wagendd na
METANNOE W CNNABGE;

Yacte 16 — MogendpoBaHKe W WMCCNBQ0BaHWE TOKCHKOKMHETHEW NPOOYKTOR OBrpagauMi M BbiMb-
BAHWSA,

Yacte 17 — ¥cTavoaneHwe NoOporoBkix IHAYEHHA ONA BLMLIBASMbIX BEWESCTE,

YacTe 18 — MconenoEadve XMMHYeCKX CEOACTE MaTEpHanNoe;

Yacte 19 — WMconegoBadne QHIMES-XMMAYSCKKE, Mop@onoriyeckky M TonorpadMdeckny caorcTe
MATEpHANDR,

HYacte 20 — MNpuHUWNEl W METOAL WCCNEa0EAHMA WMMYHOTOKCHYECKDND OBRCTEMA MEeQHUMHCKAX
WM3GENHA.
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M E XK IFNocyaAPGCTUBTEUHHUB HA C T AHQAOAPT

W3AENWUA MEOULIMHCKMWE. OLEHKA BMONOrMYECKOro OEWCTBHA
MEAMLMHCKUX M3OENUIA

Yacte 1
OueHKa M MCCNenoBaHMA

Medical devices. Blolegical evaluation of medical devices. Parl 1. Evaluation and testing

Oara eeegennna — 2013—01—01

1 OBnacTe NpUMMeHeHWA

HacToAwmi CTaHnapT yCTaHaBNYBAET CHanyoLIne NoNoMeHHAL

- OCHOBHBIE NPWHLWNG SUeHKK BHonorvseckoro GefcTBAA MEJWLKHCKHE M30enN4i (Janee — nagenus),;

- ONpegenaHWe KATercpiy MeqUUMHCKOro HIGENKA Ha OCHORE XapaKTepa u NPoOONMHTENEHOCTH KOH-
TaKTa C OpraqHyuIMom Yenosaxa,

- BeBOp CODTRETCTRYIOLWME METOA0E KCCNeaocRaHUA.

MonoweHua CTAHOAPTa HE PACNPOCTPAHAKTCA HA MATEPMANL 1 MEJULMHCKWE UATENWA, HE KOHTAKTHRY-
IOLHE © TENOM NaLKeEHTa HY HENOCDEACTEEHHD, HY onocpegoeanto, CTAHOADT TAKKE HE YCTAHABNKBAERT TRa-
Bomakka, HANPaBENEHHBIE Ha NPEJOTEPALLEHWE ONACHOCTH ANA NAUWEHTS, KOTOPARA MOMET BOIHHEHYTL B
peayNeTaTE KAKMX-NHE0 OTKAI08 MEOHLMHCKHE HIOENWA [MEXAHWYSCKHX, ANSKTOMHECKAX WK 40.).

TpefoBaHHA HACTOALLETD CTAHOAPTA ABNAKTCA PEKDMEHTYEMEIMA.

Mpusmeuadsa— 0oTaneHee CTAHAAPTE KOMNNSKSE OTHOCATCA K ONDE GENeHHE M HCCNeA0BAHWAM (CM_NoAs-
HEHHA B NpUN0HEHHA A).

2 TepMWHLI W oNpegeneHns

B HacTosWeM cTaHOADTE NPHMEHEHE CNEIYIOLME TEDMMHEL C COOTBETCTEYIILMMM ONMPeaenaHnAMIAz

2.1 meauuMHcKo® magenwe: Mobod nprGop, annapaT, NpUcNocobneHyes, MaTepuan nnK gpyroe Hage-
N, BEMKYAA NporpaMMHoe obecneyeHye, NPUMEHABMOS HICNWPOBAHHG WNK B KOMMNEKTE, NpEOHAIHAYEH-
HOE MITOTOBWTENEM QNA:

= OWArHoOCTHEA, NpodHNaKTHEW, HabmooeHWA, NEYEHKA UMK oBnNardeHa Soneasn,

- OWarHocTHEM, HaBniogedua, nededun, obnerdesds WNKY KOMNEHCALMK NOBPEXOSHWA OPrasos WK
PMAMYBCKOrD HBOOCTATKA,

= WCCREOOBaHHA, JAMEHL KMH HAMEHEHHA AHATOMWKN MK DUINCNCTMEBCHOTD NPOLEcCa;

- HOHTRALENLME, —

W KOTODOE HE ABNRETCA (PADMAKONOTYECKMM, HMMYHONOTAYECKAM HNA METaG0MNMYeckMM CReACTROM, HO
MOMET DbiTh O0NONHEHC TAKMMN CPENCTEAMM.

NMpumevaHwa

1 Magensa He ABNAKTCA NELAPCTEAMK W oyeHLa W Bnonorvyeckoro gedctana TpeByer goyroro nogxons. Mpw
AONonHEHNK MESUUMHCKOrD H3genus h BpMARONOTHYECEHM CPEACTEOM, HONWHECTED B0 HE A0NMHO NPEELUETE CYTO4HOR
LT

2 TepmeH aMegqUHHCKOE WIgENHEs BENDYEST B calia Maaenva CTOMATONOMMYE CHOMD HA3HEYEHHA.

H3paHwe ohMUuHANBHDE
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2.2 marepuan: Mool CUHTETUHECKWA MMM NDWPOOHLIA NONMMED, METANM, CNNAR, KEfEMUKa WK Opy-
[ HEXWIHECNOCODHEA MaTEDMHAN, BKNKMAA HEKHIHECNOCoDHYD BHUOMOTHYECKYID TEAHE, NPHMMEHAEMEIA B
KAYECTEE MEQMLKMHCKOTD HAOENMA KK ro 4acTu.

2.3 KoHeuHLIA npoaykT: MeauuyrHCKoe HaNenWe B TOM COCTORAHMI, B KOTOPOM 8ro NPHMEBHAT B METH-
LIMHCKOA NpakTHke.

3 OcHOBHbLIE NPUHLMNLI OLEHKM DMONOTMYECKOro AeNCTEMA
MEeOWLUMHCKUX M3aenui

3.1 Beibop v oueHka Nboro Marepydana Mk MequUMHCKOrD MAOenus, NpeaHaIHAYeHoro Ans npume-
HEHWA B MEOWUMHCKOR NDAKTHKE, TDEOYIOT CHCTEMHOND NOOX0Aa K OLeHKe BHONorueeckoro GeRcTRMA.

PaapafoTey Wagenus OCYLUECTENAKT Ha OCHOBE MHOPMWMPOBAHMOMD W OOKYMEHTAaNLHO 3ACBMOE-
TENLCTEOBAHHOTD DELEHHA, C YHETOM NPEMMYLLECTE W HEOOCTATKOR PA3NUYHLIX NPUIOOHEX MATEPHANOE |
METOA0R MCenenoeaHua. [1na ofecneys A rapadTH¢ Toro, 4T agenye B roToacM euae Synet iy HELIMOHMpO-
BAThH B COOTBETCTEMA C HAIHAYEHNENM 1 ro npuMeHeHke DyaeT Seaonacko AN 4enceexa, B nnade paipaboTeM
W3gENKA NpeaycMaTpUeanT OUeHKy SHonNorM4Yeckors AeRcT BMA MIDeNKHA.

Mporpamesy ouekkn BuonoryHeckoro O8fcTBMA W3AendA paipalaTeBaMT, OCYWECTENAKNT 1 JOKYMEH-
TansHo oHOpMNAINT CNEUWANKCTE, CNOCODHEE NPUHAMATE PELWEHMA HA OCHOBE WHGOPMALMK O NPEMMY-
LWECTRAX M HEOOCTATHAX PAANUYHEIX MATEDHATNOR W METOZOE HCCNEQOBAHKEA.

3.2 Npu eeiBops MaTepKanos ONA WAroTORNEHWA HINENWA, B NEPEYIO OHepElE HEODXOEUMO YU TEIBaTE
WX COOTRATCTEME HAIHAYSHWID MAOEMNHA N0 WX XMMHYUSCENM, TOKCHECNOTMURCKUM, (BUAMYBCKUM, JNEKTPUYBCc-
Kiba, BAODEONOrMSEcHAM M MEXAHWYECKYM CBOACTBaM.

3.3 PaccumarpveaoT cnedyw e napaMeTpel Ha NpeaMeT CooTERTCTEHMA DUONOrHYeCckoMy JenCTBNG
WAMENHA B LENOM:

a) MCXOOHEE MATEPUank;

b} cneuraneHele QOGABKW, NpUMECH W OCTATOYHRE BELLBCTEE;

C) NpOEYHTE Bbilbl BIHAA;

d) npooysTel GErpagauum;

&) MPOYUE KOMNOHEHTE! KM WX BIAMMOOERCTENE B KOMEYHOM NPOOYKTE]

f] cBodcTEA M XAPaKTEPWCTMEN KOHEYHOTO NPOgYKTa.

Mpuwmesuasne— MNpeHecBoguMocTi, ougHke BRONOrHMECcKOro J8ACTEWR MOryT NPEOWACTA0BATE HABHTHH-
KAUMA W KONHMECTEEHHOS ONPELENEHWE EXOAWAX B E0HEYHRA NPOGYHT 3KCTRAMMPYEM B KHMHYECKNE KOMNOHEHTOR B CO-
oTESTCTEME ¢ 150 109463-9.

3.4 MpunNpoEEIeHAd WCCNeA0BAHKMA U MHTEPNPETALMK DEIYNLTATOR OUEHKH DHONOMHYecsoro QeRCTEMA
YUHTEIBRKT XMMAYECKWA COCTAR MaTepYanos, BEMIOYaA YCNOBHA, 3 TAKKE BN, CTEMEHE, YAcTOTY W NpoOonHH-
TENBHOCTE KOHTAKTA HAOENHA MKW 870 YacTed C OprasuamMom Yenoeeka. Cneqya BhIUeckasaHHOMY, MEnLAH-
CHAE WIOENWA ONA BeGopa COOTEETCTEYIOLMY WCCNedoEaHnd NOOPaNenAioT Ha KaTaropyu (ca. pasgen 4).
HacToAawril cTangapT pacnpocTpas\eTcs Ha MCCNeJoBaHUA MaTEPHMAN0E WIANK KOHEYHOrD NRoaYKTa.

OuanazoH BoamMoEHOE GHONOrMYEcKDR ONacHOCTH WHPOoK W BENNYaeT B ceba:

- KpATKOBDEMEHHEIR 2DerT (HANDUMER: OCTPAA TOKCHYHOCTE, PASADAKEHHE KOMH, INA3 M CNHINCTEX
ofonoYer. MMNepYyECTENTENEHOCTE, TEMonA, TpomGoobpalosadue);

= OTganeHHBR uny cneyududeckiti TokcHyeckui addekT (Hanprumep: cyBxpoHMYBCKMA HNKM XpoHUYaC-
KM TOKCHYSCKAR 3hihexT, rMNepyyBCTEMTENBHOCT b, TEHOTOKCHYHOCTE, KAHUEPOTEHHOCTE M BO3OeHCTEME HA
PENPOOYETHBHYH (VHELAID, BRNOYAR TEDaTOr8HHOCTE ).

3.5 [OnA kaw[oro MaTtepuana i KoHeYHoNo NpoEYETa aHAnUuanpyoT Bce Bisl BMonordseckol onacHoc-
TH. FTO HE OIHAYAET, YTO IKCNEPHMEHTANEHEE HCCNE0BAHMA BCEX BHA0R BHONOrMHECKON ONAcHOCT Heobxo-
AMhdbl MMTH BENONHWME (C4. paanen 6).

3.6 Nobele nccnegosaHua in vilfo WK in Vivo NPORCAAT, OCHOBLIBAACE HA NDMMEHEHAM KOHEYHOMD Npo=
OYETA ¥ BeiNonHeHd nabopatopHbix TpeBoBaHMA, NpW NOCHEOYIOWEN MHTEPNDETALKK PE3YNLTATOR MCCNeao-
BAHKA KOMNETEHTHEIMK CheysanycTamd. [py BO3IMOMHOCTH, WCCNESOBAHKMA N vilFo NpOBOAAT 00 Hadana
WoonagosaHui i vivo.

[axusle WCCnenoBadyi, AOCTATOMHEIE ONA HEeIABMCHMMOND 3AKMNOUYEHWA, OOMKHE COXPAHATECA (CM.
NoOACHEHWE K.3.6 B A, 2 NDANOKEHA A).

2
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3.7 MoeTopHyo BHONCIMYECKYID CUEHEY MAaTEDUAN0E UMK KOHEYHLIX NPOAYKTOR NPCBCOAT NPE Miobkx
HIMEBHEHHAX!

- WETOYHMES NOCTYNNEHKA WNKM NoEoR XapakTepUCcTHEY MaTEDHANDE, KCNONEIYEMBIX B NPOWIBOOCTES
Hanen«n,

- cocTaBa, obpaboTeW, MepEMYHOR YNAKDBKK HNKM METOOA CTERMNWIALMA KOHEYHOMS NPOSYETA,

- CAOACTE KOHEYHOMD NPOAYKTA NpH XpaHaHWIA;

= MPMMEHEHNA M3OENWA,

& TAKHE NPH HANWYMA NI0S0r0 NPMAHAKA TOro, YTO HAAENHE BO BPEMA NDHMEHEHHA MOKET OKA3AT HEME-
naTensHoe BoagedcTEUE Ha YeNOBREKE.

3.8 Mpw ougHke BRONOTMYECKOrD QERCTEMA WIZenWsA, NpoeedeHH0N B COOTEETCTEHKM C NONoMeHUAMK
HACTOALEND CTAKOARTA, YYMTRIBAWNT NPUDoAY W MOBMNBHOCTE WHMPEOMEHTOR MATERWANDS, HCNOMBIYEMBIX
ANS HArOTOBNEHMA H3OSNWA, 8 TAKKE 4DYTYI0MHEOPMALMIO, B TOM YMCNE PEIYNETATE SOKNTHHXHECKHUX M KNHHN-
YECKMX MCCNedoBaAHWA M JaHHkIe 0 nagenKuy NOCNE BLINYCKS M3 NPOMAB0OCTEA (CM. NnoAcHerve K 3.8 8 A 2 npr-
NOMEHHAA A).

4 KnaccudpHKauma MeqMUHHCKUX H3genui

4.1 OCcHOBHLIE NOMONEHWA

Ha ocHOBaHHM OBLLME NPHHLWNGE, MANoReHHBX B pajgens 3, Manenys NoapasnensAnT Ha KATEMODHW, 4To
ofiner4aeT Bxbop METOO0E MCCNEL0BaAHMA.

Mporpammy HCCNeqoBaski MALENKA, He BXOLALLEND HK B OQHY CNACAHHYIO KATEropKD, paspabaTeBanT B
COCTRETCTBUM € NONCHEHUAMM HACTOALLErD cTaHAapTa. B Tom cnydae, Korga Mafenve MoMeT BeTe OTHECeHD
Gonee YeM K OOHOR KATEMOPUH, PACCMATRHEAIOT BOIMOKHOCTE NPOEBEASHWA MCCNedoBEaHWA, COOTRETCTRYIO-
LLMX KasO 0 KaTEropHn.

MeguurHCKKWe 3OS NHA NOGPAIGENAKT Ha KATEMODHM B COOTEETCTEHN CBKAOM W ANMTENEHOCTEI0 KOHTaK=
Ta C Oprad|asMonM YenoBeKa, kaK onvcamo 8 4.2 nd 3,

4.2 Knaccapuxauwa no BHOY KOHTAKTA C OPraHMaIMoM YenoBeKa

4.2.1 Hagenua, He KOHTAKTHRYOWWE C OPraHnaMomM 4YenoBsaKa

HacToAwWi cTanaapT He pacnpocTPaHABTCA HA WANBNUA, HE UMEKILWE HW HENOCHBACTEEHHOID, HUW
CNOCPEOOBAHHOID KOHTAKTA C GRIAHMIMOM YenoBaxa.

4.2.2 Wanenun, KOHTAKTHPYIOWME C NOBSPXHOCTLI0 TENA YENnoBaKa

B maHuHyso rpyminy BXO0aT W30ENKA, KOHTAKTUDYIILME CO CNeayiowMMH NOBepXHOCTAMA:

a) croen. K 0asnol KAaTeroprM OTHOCAT HAAENHA, KOHTAKTHDYIILWLME TOMNBKO C HENOBREHOEHHOR KOMER,
HENDMMED. INEKTROOR!, BHELIHWE NPOTedk, HKCHDYIOWLME N8HTE, KOMNPECCHOHHLIE NOBAIKA W MOHHTOpPE
pPAINUYHBIX THNOE,

b) cocnuancTeiMK oBonodkamd. K ganwoll kaTeropuk 0THOCAT WAAENUA, KOHTAKTUDYIOLWME C HENORPE®-
BEHHEIMY CNH3KCTRIMK OB0NOYKAMK, HANDHMED, KOHTAKTHBIE NKH3E!, MOYEBHBOOALLWE KATETEDE, BHY TRHBATW-
HAMBHBEE | BHYTPMKMILEYHEIE HIGenUA [KenyaodHe 306, CHIMONI0CKON], KONOHOCKDNE, FACTPOCKON ),
AHAOTPAXEANEHBIE 30H4L, GPOHXOCHONE, 3yOHLIE NPOTE3E, MAOENKA ONA OPTOSOHTHM K BHYTPHMATOUHEE
Hanenwa;

C) CNOBpEMASHHEIMH MNA NOOBSEKEHHEIMK ONACHOCTH NOBPEXASHWA NOBEpXHOCTAMW. K 1aHHOR KaTe-
TOPKMKM OTHOCAT MATENHA, KOHTAKTUDYIOWLKE C NOBDEHLEHHEIMIM WNH NOABE PHEHHEIMK ONaCHOCTH NOBPEMOEHMA
NOBSPXHOCTAMK TENA, HANPMMED, NOBAIKK KNK NeveBHele COBOCTEA M OKKNKDIMOHHBIE NOBAIKA Ha AR, CHOTH,
TRAHYTIALNOHHYH TEAHE.

4.2.3 Wagenus, npUcoeqHHASMBIE HIBHE

K DaHHOM KaTeropuM OTHOCAT MIJENKA, KOHTSKTHPYIOLME CO CHegyioujusMi yHacTEami oprasnama
YENOBEK:

a) coMcTeMol KpoBoOGpaALLEHWA, HENDRMOH KOHTAKT. Magenna, KoOHTAKTUDYIOWMWE C CUCTEMON KpoBoob-
pPALYEHWUA B OOHOA TOYKE M CIYHALWE GNA BX043 B HPOBEHOCHYD CUCTEMY, HANDKMED, YCTRONRCTEa ONA BEEnE-
HWA PACTEOPOE M NEepEnUBaHWA KDOBH,

b) € MATKMMK TESHAMMW, KOCTHBIBKA TRAHAMM, JEHTHHOM. M30enya m MaTepiank, KOHTAKTADYIOWME © MAr-
KMMM TEAHAMM, KOCTRID M CHCTEMON €KaHAN — OEHTHH S, HANPUMED, NaNapoCKoNkl, apTROCKONS!, CHETEML Ope-
HHUPOBAHMA, LEMEHT ONA CTOMATONOMMK, NNOMEKPOBOYHEIE MATEDHANS M KOMHEIE CKODKK,

C) © UMPKYNHPYIOWER KpoBk. M3nenna, KOHTakTHPYIOWWE © CHCTEMOR Kpoaoobpalle A, HanpHMep,
BHYTRUCOCYAMCTRIE KATETEDE, BPEMEHHEIE ANEKTPOOE KAPOMOCTHMYNATORA, OKCHUIEHATODE! M NPHHANE%H-
HOCTK K HAM, QHanM3aTopsl, TRYOKW M NPUHAANERHOCTH ANA JUANMaa, remo- i HMMyHoCopBeHTE.
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4.2.4 MmnnadTupyeMiie H30an4a

K 0aHHOR KATErpKKM CTHOCAT M30ENKA, KOHTAKTHRYIOWKE CO CNEayLLMMK YHACTRAMKM Oprasusma Yenc-
BEKa:

a) CMATKHME M KOCTHEIMK TEAHAMA:

1) Wagenua, B OCHOBHOM KHOHTAKTHPRYIOWME C KOCTERI0, HANPHUMEp, OpTONSOMHECKHE WNANLEK, NNac-
THHKM, CKYCCTESHHBIE CBAZKM, KOCTHEIE NPOTEIEH, KOCTHEIR LEMEHTSI, BHYTPUROCTHEE NPUCNoCOBNeHHA,

2) MIQEenua, B OCHOBHOM KOHTAKTHDYIOLME C MATKKAMK TEAHAMK 0 MEXKTEZHEBEOA MMAKOCTEKD, HANPH-
MED, KBPTHDCTUMYNATOPE, HANENWA ONA BEEASHWA NEKAPCTESHHLX CP|ACTE, HEDBHO-MBILUEYHBIS JATYHEN 1
CTUMYNATOREL, MCKYCCTEE HHBIE CyXOMHMHA, HMNNAHTATE MPYOHOR MENe3sl, NPOT 83kl ropTaHK (MCKYCCTBeHHaRA
rOpTaHe), MMNIAHTATE HADKOCTHIELL! M KHNCE! GNA KPOBEHOCHLIX COCYN08,

b) ¢ kpoBb. M3INBNWHA, KOHTAKTHPWOLWE C KPOBLED, HAMNDMMEDR, 3NEKTROOL KADOHOCTHMYNATORE,
WCKYCCTEEHHBIE APTEPHO= W BEHO3HEE DHCTYE, CEDOS4HbLIS KNANaHk, TRAaHCNNAHTaT COCY 0B, BHYTDEHHWE
KATETE DR ANA BESASHUA NEKADCTE B KPOBRHOCHOE DYCND, CTUMYNATORE ManynoqEa cepaua.

4.3 KnaccudhMKayMa Kagenui no NpogonsHTenLHOCTH KOHTAKTA

Magenva nogpasgenskT Ha KaTeropMu B 3a8MCHMOCTH OT NPOSoNHHTENsHOCTH KOHTAKTa CReqyrwmMm
obpa3loM:

= KATEropuA A — U308NAA KPATKOBDEMEHHOID KOHTAKTE = OQHOKPATHOMD, MHOTOKPATHOM MK HENpe-
PIBHOM HCNOME3I0BAHKA, KOHTAKT KOTOPEX B o0Wel cNOMHOCTH COCTABNAET MeHee 24 4,

- KATEropWa B — Wagenua OnUTensHor KoHTakTa — OAHOKPATHOMND, MECTOEDATHOMD WKW HENDEDRIBHG-
[ MCNONLICEAHWA, KONTAKT KOTOPRX NPEEBIWAET 24 4, HO cocTaanAeT He Bonea 30 cyT,;

- kaTeropua C — Wagenua NOCTOAHHOTD KOHTAKTA — OOHOKDATHOMD, MHOTOKDATHOMD UMK HENDEDLIBH-
o MCNONs30BAHWMA, KOHTAKT KOTOPBIX NpedsiaeT 30 cyT.

Ecnv No NpogorsMTensHoCT KOHTaKkTa MaTepran unKM \Wagenue mMoryT OeiTe OTHEeCEeHL Gonee Yem K
OOHON KATEFOPMK, TO MCCNEQOBAHKA NPOROGAT C NOBRILERHOA TpeBoraTeNbHOCTR. MPH OTHECEHMH H3OENMA
MHOMKPATHOTO NPUMEHEHKAA K ONPEGENEHHOR KATEr0DMK YYUTRIBAIOT NOTEHLHANEHER KyMyNATUEHbIA 3ddhexT
33 BCE BREMA, B TEYEHWE KOTOPOND NPOTEKAET KOHTAKT.

5 WccnepoeaHunA

541 OcHOBHLIE NONOKAHKA

Kpome oCHOBHBIX NMDMHUMNOE, MANOEEHHEBX B pa3aena 3, NpW ousHke BUonoriyaeckoro OeRCTEKMA Hane-
NI PYKOBOOCTEYIOTCA CREOyKILMMK NOMOHE HNARIAL

a) MCCNBoBaHKUANM NOOBEPTANT KOHEYHEIA NPOOYKT UMW DENpeIeHTATHEHEE 05PaiLLl KOHEYHOMD Npo-
AYKTa MNH MaTepranos, 05patoTaHHBLX TAKME, KAK W KOHEYHLIA NpagYKT,

b} npy esBope METOAOE WCCHEA0BAHMA YHMTEHBAKT!

1) BUO, CTENeHs, NPOOOMMHTENBEHOCTE, YACTOTY M YCNOBWA BO3AERCTEMA MINENAA HA OpraHMIm
YEMOBEKS WNA KOHTAKTA C HUM NP HCNONBIOBAHWA NG HAIHIYEHHD,

2) ¥MMIAYECEYI0 W DHIMYECKYI0 NPAPOOY KOHEYHOrD NDOOYHTA,

3) TOKCHYECKWE CBOACTES XMMWYECKKX ANEMEHTOR MNK CORLMHEHWIA, HCNONBADBAHHLIX NPH MAFOTOB=
NEHWH KoHEYHOTS NPOgYKTa,

4) BOIMOKHOCTE MCKIMIOYEHUA HEKOTOPEIX MCCNENoRaAHWA [HANDHMED, NDENHAIHAYEHHLX QNA OLEeH=
K CHCTEMHLX 2gidherToR ), BCNK QOKaZIAHD OTCYTCTEHE BhIMBIBAEMEIX BELLECTE MK BCNKM MY YPOBEHL TOKCHY-
HOCTH MABBCTEH W OSMYCTHM,

5) COOTHOWEHWE NNOWAH NOBEPXHOCTH MADENKHA M DEIMED0R TENa PELUMNUEHTA,

6) WHOPMALMOHHEIE OaHHBIE, DCHOBAHHLIE HA HAYYHOW NWTEPaTYDE, ONLITE W JOKMHHWHECKKK
WCCNenoBaHWAX,

7) OCHOBHYIO UENk — OXpaHy 300p08kLA YENoneka, 8 Take o0ecnaveHue XopowWWx YCNoBWA cogep-
HAHWA HUBOTHRIX W CESOSHWE 00 MAHAMYME YHCNE WCNONBIYEMEIX NOAONBITHEIX XHBOTHBIX W BPEOHOM BO3-
OEACTEHA Ha HINX,

C) MpH NOMYSEHA IKCTPEKTOR M3 MIGENHA MCNoNLIYEMEIE PACTBODMTENK K YCNOBMA IHCTPRaKLMM Blibi-
paloT B COOTRBETCTEMW € BUOOM K HAZHAYEHKEM KOHEYHOTO NDoOYKTA;

d} npu HeoBXOLUMOCTIA MCNONEIYIOT NONCHATENEHEIR W OTPUUATENEHEIN KOHTPONE;

8} MOCKOMNbKY peIyNsTaThl MCCNEgOBAHWA HE TApaHTHPYIOT OTCYTCTEMA NOTEHUWaNHOrD BHonorieecko-
ro pYCKa, HCCNegoBanuA CONPOoROKAIOT TIATENbHEI HAGNOEHKEM I3 HEOMMOAHHBIMN HEXMENATEEHEIMMA
PEAKUMAMA KNA ABNSHHAMMK ¥ YENOBEKA NPH KNAHWHECKOM NPUMEHEHK H3Ganka.

BuBniorpaduyackiil NepeyeHs MENIYHAPOOHEY CTAHOAPTOR W DYKOBOACTE NO HCCNEN0BAHKK NOTaH-
UManbHbix GUONOMMYECcKrX peakUni npraaieHd B Gnbnaorpadvi.

4
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5.2 NeparuHan oueHKa

521 OcHOBHLIE NONOMEHWA

OCHOBHENE METOOE MCCNefoBaHWA BelGKUpanT B COOTEATCTEMM C 5.2 2=5.2.10.

5.2.2 UHTOTOKCHUYHOCTE

MeToas MCCNeQoBaHKA C HCNONBICBAHKERM KNEBTOYHEIX KyNETYD ONPEOEnAnT NMING KNETOoK, 3ameine-
HWE POCTA KNETOK, 3 TAIKE APYTHE BHOLI BOAOSACTEMA Ha KNeTKK, 00y CNoBNEHHEIE MEIHMUMHCEMMIA MIOENHAMM,
MATERUANAMK W (MNKA) IKCTPAKTAMM W3 HWX. MeToOe WCCNefoBaHWA LWTOTOKCHUHOCTH WanoHeHb B
IS0 10893-5.

5.2.3 CexncuBunuanpyroles AeRcTEHE

DaHHele MCCNegoBaqMA NPOBOOAT Ha COOTBETCTRYKWEH Mogeny cesHcuBunuaupyoWwers NedcTemA
MEQHLWHCKMX MINENWMA, MATEPUaNoa WWNW JECTPAKTOR M2 HUX NPW HENCCPRACTREHHOM KOHTakTe. Takwe
HCCNEeaoEaHnA HeoDX0OMMbl, TAK KaK KOHTAKT MNK BO30eRCTEHE Qawe HeDonbW MK KOMMYECTE NOTEHUMANEHEIX
BhIMBIEAEMBIX BRLIECTE MOKET BLIIEATE ANMNERrHECKYI0 paaklng. MaToak HeenenoBaHHA CoHCHBMNHInDYIo-
W QEACTEMA ONcaHsl B[S0 1089310,

5.2.4 Pazppamasowes aeicTEMe

3TH MCCNeNoRAHKA OUSHWBAKT PAIADAXAKLWYID cnocoBHOCTE MEOMLWHCKNY MAOENKE, MATEPHANGE K
(MK ) ICTPAKTOR M3 HHX, MCNONBIYA AN WMNNAHTALMA ONDEOENEHHBE YYACTEN TENA {KOMA, Na3a MK CRKIuc-
Tan obonodka) nogxoaAwei Mogend. NposoguMEe HCCNefoBaHHA JONKHEl YYUTEBATE BID KOHTAKTS ¢ opra-
HWaMOoM (KOwa, rnaza, cnuavctaa obonoyka) W NpogoN¥MTENsEHOCTE KOMTAKTa WMNW BO3OEACTEWA ANA
ONpEgened A pazapasaowed cnocoBHoOCTHM MIgenui, MAaTepHanos U NOTEHUMANEHD BlMEBAEME X BELECTE.
MeToge MCCnefoBaHKa pAIODaNaKWens A8RCTEMA WanoeHe B 150 10993-10.

5.2.5 BAyTpUKOMHAA pEaAKUMA

3TW HCCNeQoBaAHNA OUEHHEAKT MESTHYKY PEAKLKMID TEAHW HA IKCTRAKTE M3 MEJWUWHCKWE nagenki. 3ToT
METOA NPUMEHAKT B CAYYARX, KOMAA ONpEfeneHue pasfgpamawlery GefcTBra Ha KOKE WK CRMIMCTOM
oBoNOYKE HENPUIoGHD [HANPKMED, NDW MCCNEA0BAHNK MAOENHWH, KOHTAKTHDYIOWWY CHENDAMBIM KPOBOTORGM ).
Tawwe HCCNegoBaHKA TaKKe MCNONE3YIOTCA, 8CNH JKCTparpyemsie eewecTea rygpodobe. MeToas nccne-
OOBAHWA BHYTPHECHKHON DEAKWMK WanoxeHs & 150 10993-10.

5.2.6 OfweToKcH4ecKoe geAcCTEME (OCTPAR TOKCHYHOCTE)

Hauusie HCccNeqoBaH A OLUEHMEAD T NOTEHUMANLHLIA BRE OHBIA MPEEKT Ha MMBOTHLIE MOQENM NPK 0OQHO0-
KDATHOM MMM MHOTOKPATHOM BOAASACTEMM HA HMX MAOENHA, MATEDHATNOE W (MNK) AKCTRAKTOR M3 HINX B TEMEHHE
manes 24 4. 3T METOALI NPUMEHAKIT B CNYYaAX, KOMOA NPK EOHTAKTE BoIMoXHE a6copBuua TORCHYHEIX MUMP-
PYIOLLMX rEHTOR W NPOOYETOR BErpanaLMH.

TecTs Ha NMPOTEHHOCTE NPMMEHSRIOT 4NA ONPEQENEHHA NUDCTEHHLIX DEAKLMH IKCTPAKTOR M3 WIgenHi
WM MatTepyancs. MpK 3ToM MMESTCA B BRAY, 4TO C NOMOWBI OOHOMD TECTA HEBOIMOXHO ONPELENKTE, BhIIBE-
HE MM MHPOrEHHOCTE CAMMM IKCTPAKTOM UMW I3rpAIHEHUEM JHO0TOKCKHOM. MeToas! Hecneaosanna obweTok-
CHYECKDNo JeRCTEMA MANoKeHs B |30 10993-11.

MecnenopaHia Ha MMMYHOTORCHYHOCTE MPMMEHAINT TONBKS B TEX CNY4AAY, Korna WHAOopMalHa ua apy-
THX UCTOYHMKOS NPEOnonaraeT AMMYHOTORCHHECKE 3DqerT b 0aHHBIX KIOenHiA.

HMecnepopanna oblWeToKCHYECKOrD OEACTEMA MOMYT OniTe BRMIOYEHE! B NPOTOHOMNGLl WCCNEgoBaHWA
MNOASCTROR M CYBXPOHWYSCKOR TOKCUYHOCTH W NPOTOKONE! MMMNAHTALMOHHEIX MCCNenoBaHu

5.2.7 NMopgocTpan W cyBXpOHMYECHAA TOKCHYHOCTE

3TH HCCNEOoBaHMA onpegenmoT sdubekT OQHOKDATHOND MKW MHOMOKPaTHOM BO3OeRcTEMA MNK KOHTAKTA
C Wanenuem, MaTepranani i (WNW) ILCTRAKT AMK M3 HUX B TEYeHKE He MaHes 24 4, Ho He Bonee 10 % XUaHeHHD-
IO WMENS NOSONETHOND HHBOTHOM (Hanpusmep 5o 90 cyT v ¥peic). JanHe @ HCCNegoBaHia MOWHD HE NPOB0ONTE
ANA MaTERWANDE, HE HOTODLIE BCTE AAHHBIE N0 XPOHWHECHIH TOKCHYHOCTH. B oTuaTe 0 pe3yNkeTarax Mocnano-
BAHWA YHAILIBANT NPUHAHY, W3-33 KOTOPOH WCCNeaoEaMKA CyDXDOMMHECKDR TOKCHYHOCTH HE NPOBOSWMITW.
MeToge vccnegosalna cyBxpoHMEcKoR TOKCHYHOCTI BeIGHPaOT B CODTRETCTEMK C BUAOM W NPOOOITEMTENb-
HOCTRHD KOMTaKTa. MeTogs MecnegopaqnA cyBxpoHMYecHOE TORCUYHOCTH ManoHe s B 150 10993-11.

5.2.8 NeHOTOKCHYHOCTL

Mpw 3Tikx MCCNBROBAHMAY NCNONEIYINT KNETOYHBIE KYNbTYPE MNSKOMHTAIOWNX 1 OPYIHX MUBOTHLIX, A
TaKe JPYTHE METOOR HCCNER0BaAHKMA MeHHED MY TALMA, MIMEHEHAA CTPYKTYDE W YWCNA XPOMOCOM, OPYTIHE TOK-
CHYECKHY BO3JERCTEMA Ha JeaokcuprBosyknenHoay o kmcnoty (OHK) wne redsl, ofycnosnesHsn KOHTAKTOM ©
HIOSNHEM, MaTERHANEMA M {WNA ] 3HCTRAKTAMK W3 HWL, MeToas MCCNegoBaHWa reHOTORCHYHOCTH MANOHEH B
IS0 108933,

5.2.9 UmnnawTayMa

SITHUMK MCCNEO0BAHWAMK 0N PEOSNAINT MECTHES NATOMEHHOE DERCTEWE HA MUBYIO TEAHE [Ha MAKROCKOMK-
YHECKOM W MMEDOCKOMMYECKOM YROBHAKX ) NPH MayyeHry obpasya MaTeprana unM KoHEYHORo NPOAYKTA, HMNNaH-
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THRYEMOID  XMDYPIHYECKMM NYyTEM WKW NOMEWAEMOrs B ONpeOeneHHysd THaHe B COOTBETCTEMM C
NpeqnNonaras MM NDHME HEHWEM {HANPUMED, HCCNEQOBaHKE CTOMATONOMMYaCcEMX MaTepHance ). BebpaHHwie
METOOE MCeCneqosaHuil obeuHo COOTRETCTREYIOT BHAY W NPOOCNKHTENEHOCTH KOHTAKTA. ECnW npu WaydeHim
MaTEpHANa TAKKE ONpedenAeTcA oflee TOKCHMYECKODE ASACTEME, NAHHBIE WCCNeAOBAHMA IKEWBAMEHTHbI
WCCNenoBaHmio cy B poHULEcoR TORCHYHOCT, MeTo O MCCNedoBaHA MECTHOMNS JERCTENA NOCTE MMINNAHTa-
LM BeIGHPE0T B cOOTRETCTEMM ¢ 150 10993-6.

MpOTOKONE MMONEHTALMOHHEX MCCNEA0BAHMA MOMYT DT PACLUMDE Kbl ANA BEMOYEHWA MCCNeqoEaHMA
OB LETOKCUHBCKOND ASRCTEMA, NOOOCTPOR, CYBXPOHWYECKON M XDOMWHBCKON TONCHHHOCTH.

5210 NeMocoBMECTHMOCTE

Oantbie WCCNeqoBalHa ONPedenAiT, HCNoNsIYA COOTEETCTBYIOWLY MOOENs MNH CHCTEMY, Bo3OaH-
CTEWE METALMHCKAY HIAEMAR WNH MaTEDWATN0S HA KPOSs UMW 88 KOMNOHEHTE NPW KOHTaKTe. KOHKpETHEE aHa-
N3kl HA TEMOCOBMECTUMOCTE MOTYT OwTe paizpafoTase © MOASNMPOBAHKWENM TEOMETDHM WANENWA WM
MATEQMANE, YCNOBWA KOHTAKTA W QUHAMARM KPOBOTOKS NPA KNAHWYSCKOM NDHMEHEHWA.

Wcocnegosasue reMonyia NosgonAeT oNpenendTs CTeneMs NUIUca IPUTPOLUMTOE M BeICEOBOWOEHNE
reMornmogKHa Nog Bo3NedcTERMEM WAL ENHWA, MATELHaN0a | (KWNK) IKCTRAKTOR M3 HKX i vitro. MeTogw nocneno-
BAHKA MEMOCOBMECTUMOCTI MaNoKeHs! B SO 108934,

5.3 JononHHTENLHLIE METOOL] MCCNEN0BAHWA

53.1 OcHoBHLIE NONOMEHWA

PaccsmaTpUBaemMela QONCNHATENEHLIE METOALI MCCNeNoBaHMR MaNoKeHs B 5.3.2—=5.3.5.

5.3.2 XpoHAYECKaA TOKCHYHOCTE

3Tv uccneqoeasyA onpegensioT aduperT OOHOKDATHOND WK MHOTOKPATHONS BOAOSHCTBMA HAOEnnH,
METEDHANOR W {MNK) IKCTPAKTOR WA HWX B TEYEHWE NEDUOOa BDEMERK, COCTARNAINWEND He maMas 10 % npogon-
WMTENEHOCTIA WH3IHW NabopaTopHOro ¥MUBOTHOD (Hanpumep, Ao 90 cyT ¥ kpeic). MeTofsl MocneqoaanWi gon-
#HE COOTBETCTEOBATE BUOY M NPOLCMKWTENEHOCTH KOHTAKTa MMM BoagelcTerA. MeTogk wocnenosaqui
KPOHMYECKIR TOKCHMYHOCT M HanoXeHel B 150 10893-11.

WoocnegoBatua XpOHMYECKOR TOKCHMYHOCTA MOMyT GbiTe BEMIOYEHME B NPOTORONE WCCNEQ0BAHWA
NOQOCTRON 14 Cy EXPOHUYECKOR TOKCHYHOCT W M NPOTONC N MMINEHTALWOH H WCCNeqoaaHnA.

5.3.3 KanueporeHHoOCTL

[aHuble HoCNeaoBaAHWA CNPEdEnRIoT KAHUEePOreHHEIA NOTEHLMAN MEJWUWHCKUE MA0ENKA, MATEpHancs
W (MNH) ILCTPAKTOR M3 HUX B PEIYNETATE OOHOKPATHOMD WK MEOMOKDaTHOND KOHTaKTa, N0 BOANERCTEMA B
TeqeHue GoneWel YAcTH MUIHEHHOTD LWWMENS MUBOTHOMD. 3TH MCCNeqoRaHMA MoryT GelTe paipaboTadms onA
OHOBDEMEHHON HIYYEHUA XDOHKYECKOH TOKCHUHOCTI W K3HLEPOTEHHOCTI B DAMKAX OOHOMD IKCNEpHMeHTa.
MconenoeaHna KaHLEPoreHHOCTH NPORCGAT TONEKD B CNYHae, BCNM JaHHLIE W3 APYTHX MCTOMHMKOE Npegnona-
rawnT NoAoGHYIO BKTHEHOCTE. MeToOk MCCrNafoBaHni oNHHL COOTRETCTEOBATE BIAY M NPOOOMEHTENLHOCTH
KOMTAKTA MK BOIASACTEMA. MeTOOkl MCCNeaoEaAKMA KAHUEDOMEHHOCTH HANoMeHsl B 130 10993-3.

5.3.4 TokcwyecKoe BOAABACTEHE HA PENPOOYKTHEHYIO (hYHKWWID M DAIBHTHE

3TH MCCNeaoBaHUA OLUEHWBAHT NOTEHUMANLHOE BO3OeRCTEME MEQMLWHCKWME HAGENHMA, MaTepUanos 1
{MNM} IKCTPAKTOE K3 HAX Ha PENPOOYETHEHYID hyHELHMID, paianTHe asMBprMoHa (TepaToreHHoCTR), Ha npada-
TansHoe (BHYTpUyTRpoGHOE | M paHHes NOCTHATANEHOE palenTre. MccneaosannA v aHannasl TOKCHYeCKoro Bos-
O2ACTRMA Ha PENPOAYKTHMEHYIO GYHKLMIO M DAIBUTHE NPOROAAT TONLKD B TEX CNYHARX, KOTHA MIQENKE MOMET
NOTEHLMANEHO NOBNHATE HA PENROAVKTHEHYIO dy KMo cyfberTa. MpUHMMaIOT B0 BHMMaHWE KOHTAKT Hane-
NUAC ONPEegEeneHHBIM Y4aCTHOM Opraduama. MeToge ucenegosaHua TOKCMYECHOrD ASHCTEHA HA PENPOOYKTHE-
HYI0 ChyHELIID M PAIBWTHE WanoweHsl & 150 10993-3.

5.3.5 Buogerpapaumna

MpW BOIMOMHOCTH PACCACHEAHWA MK AENPaNALMK COOTEETCTEYILME METOOE WCCNERoBAHWA MOryT
BRIABATE B M3QENWAK, MATEPWaNaX | (MNH) BEITAKKAX K3 HAX Npousccr adcopbumi, pacnpocTpadeHus, Guo-
TRAHCPOPMALMA W BLIBBOEHHR BLiMLIBABMEIX BELLECTE i NPOAYKTOR Narpanauwd. Moenenosanna Guoperpa-
Oalyu nanoseHe a 130 10953-9.

6 Boibop meTogoB oueHkH BHONOrM4ecKoro AEHCTEWA

OuUeHHTE BUoNONHecKoe OSNCTBUE WINENKA K MATEPUANOE MOKHO KaK M3Y4eHHENM COOTEETCTEYIOLEND
NpebOYWerD OneITa, TAKW NPOREOEHKEM JKCNTEPHMEHTAMNBHEIX HCCNBA0BAHKA, TaKan OUBHEA MOXMET NpUBEC-
TH K 3aKmoYesio 08 oTCYTCTEMA HeoBX0qMMOCTH IKCNEPHMEHTANEHOTO MCCNEN0BAHKA MM HANWYHKM QaHHEX
0f MCNONL30BAHMM MATEPHANE B KAYECTDE, IKBUBANEHTHOM TOMY, B KOTOPOM 80 NNaHHPYIOT NPHMEHKTE.

B tabnuue 1 yEasaHbl MeTo0p NepEMYHONE OLEHKW, PEKOMEHOYEMBLIe ONA KAaKO0H KATEroprd Hanenui 1
ANUTENBHOCTH.
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TaBnuwya 1— PE[DMEHD'&'EMHE METOAH OUEHEH BHoNoraveckoro ABACTEMA MEIHUMHCENX W genud

KaTeropim Magandi & 388 BECHMACTH OT BWaa I e
Hanmenopanse GHonarivecoars QeAcCTEEA
EOHTARTA C OpraHHINOH YENOBELa
Mpogonss rans-.
HOCTE KOWTAKTH
B - upa.'rm.:p- Clnitate Pasppa- MaaocT
B RHHE HEHAE DGwan pan w Mamao-
~ : 3 Uwnto- | Genudm- - Mawna IAwen
Fpynna (mavae 24 u), HIH romcuy: | cybxpo cam
i Bng soHTakTa TOKOHY- | pyrues - o TOKCKY- | nanTs 3
HELENAR B — anemenib- > YT HOCTE | WHMaczan MBLTH=
HooTE | AsAcT- HAST AR
HEW (o7 24 4 mHHan | [acTpas) | Touceds MOCTE
Ao 30 ayr) o REET ] HEETE
G = nacrorHHeR
[Bones 30 ayT)
A X X X
Koma B X X X
C X X X
A A * X
Wagenua CrnuaucTee B ¥ % ¥
e oBonasKu
HOCTHOMD o % % % % ¥
KOHTaETE
Moepe=nes- A X X X
HEelg WNH nDg-
BEpHEHH2 B X X X
ONMACHOCTH
C X X X X X
noppaxXgeHdR
NOESDXHOCTH
A X X X X X
HenpasMo B % % ¥ X %
EPOBOTOE
[ X X X X X X
Hanenus, Markde  TeE- A % * %
NEMCoe - HH, KOCTh,
PP OEHTHE B A X X X A A
WaBHE C X X X X X X X
A X X X X X
L{npxynupys-
LyAR KpoBL B A - X X 5
C X X X X X X X
A X X X
MArkwe TEE-
B A - X A X X 5
HH, KOCTE
HMrannaHTH- '] ¥ 4 ¥ ¥ ¥ ¥ ¥
PYEMBIE W3-
nEnWA A X X X X X X X
KpoBs B X X X X X X X X
G X X X X X X X X
NMpumedysadne— Talnvya ABNRETCA OCHOBOA ONA pazpadoTEM NPOTPaMEEL MCNETEHMA MEOWLWHCKHY H30e-
MR, HO HEe ABNASTCR OBA3ETENLHOA.

B Tafnuue 2 yeazadisl MeTogksE A0NONHATENEHOR OUSHIM, DEKOMEHTYEMEIR AN KaM00A KaTEropun Hage-
MR ¥ ONHTENEHOCTH,
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TaGnwuwuse 2 — JononHETenEHEE MaToas OUEHKH BUONOrMMEcKoro SedcTEMA MEJWLHHCEWYE Hagenni

Yyanoaaks

Ka TErgWa W 1,|.I.E'I'II|'|I-;| B IABFMCHMOCTA OT SN0 OFTIAKTA O P e s O

Hanmenosamne GR0NOrAMEcEons QEACTENE

MpoponErTENEHTETE
ROHTARTA

A = EpATEIBPEMEHHBIA Panpogye-
E Hparu=
[mEree 3d ), Kanuyepa- THBHAS Evogerpa-
Tpynna Wagendi Bug kontasta . UG KA !
B AfNHTEREHER H . FEHHOE T iy HELA oy
TG MSHOE T
(o7 24y go 30 cyT), pAIBMTHE
C == noctasnmsii
(Bonee 30 cyt)
A
Koka B
s
A
Magenea noBepE- | oo eyeme oBonou-
HOCTHOMD HKOHTEE- kbt B
Ta
c
nl:IEFIE}H.EIEHHhIE HN# A
NOABEDHEHH LIS
ONACHOCTH NOBpSX- B
OEHHA NOBEREHOCTH c
&
Henpamo# xpoeoTOR B
[ x &
L3
Magensa, npdcoe- M Arkse TEAHKW, E0CTh, B
OWHABEMLI2 HIBHE OEeHTHH
|+ X X
A
Ll wpEynHupyiwgan 8
KpOBE
c E A
A
M Arkse THEHM, KDCTE B
MMnnasTHRYEMbIS c X %
HW3nenus A
Kpoek B
s X X

Mpumeuadwe— Talinuua RENAETCA OCHOBOW gnA PE!pEﬁI}TKH NpOrpaMMb HCNETAHWA MEQHUWHCEME Hage-
nwi, HO He AanseTeA obasaTensHol.

YUWTRBAR PAsHOOBpasZWE MEqWLMHCKUY WIOENWH, NDHHWMAIOT BO BHMUMAMWE, UTO HE BCE METOO.,
YHAIAHHEIE ANA ONPEOENEHHOR KaTEropri, HE0GXOOUME! M NPUMEHNAE] ONA KENO0MD KOHEDETHOMD WANenA.
[NATECTHDORIHIA BAMHE OLEHKS KO0 WIAENHA B COOTBATCTRNH CNDHCY WM BMY KAYSCTEAMA NPKH Heob-

¥OOAMMOCTH UCNONLIYIOT JONCAHATENLHBIE UCCNEJ0BAHWA, HE YEAIAHHEE B TABMKUAaxX.

B otdeTe 0 peaynsTaTax McCnenosaHuil oD0CHOBLIBAINT BblBOD TEX MK WHBIX METOO0E.
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7 ObBecnevyeHue ACCTOBEPHOCTH W HAOEKHOCTH pe3ynbkTaToB HGEHEAﬂBHHHﬁ

T.1 MapaHTHA AOCTOBEPHOCTH W HALEKHOCTH MCNONLIYEMLD METOOOR HECNEAOBAHKA

HMononsayemeis MeTodkl oUeHKK BHoNoriieckore 0efcTBUA JOMEHL DbiTh YYBCTENTENLHEIMH, TOHHEIMIA
W TWATENEHO BEINCAHEHHBIMK. PeaynsTaTkl HCCNeaoBaHria A0NHHE BkiTh BOCTPOMIBOIMMEIMI Ha Maxnabo-
PATGLHOM W BHYTRMNAG0DaTORHOM YDOBHAX.

7.2 MapanuTHA ANUTENEHOTO NPHMEHEHHA

MapaHTHE TOro, Y4To MATEPWAT HIHAYANBHD NPHMEHUM ONA MCNONBEIOBAHUA B MEIWLHWHCHOM WAOENHA K
NpHEMANEM ONA JONMOCPOYHONO NONEIOBAHKWA, 0DECNEYHMBAKT CHCTEMON YNPABNEHKA KAYECTEOM (CM. NMOACHE-
HUE K 7.2 B NpUno#seaHnm A).

MpumewadHwne—BIS50 9001 nanokeHw TpefoBEaHMA K CHCTEMAM YNpaEnaH#sa kavecTeoM. B 150 9004 npen-
cTaenexo Bonee nogpofiHoe pyroeoacTED No paspaBoTie M NPOXMIBOOCTEY NPOAYELHK.
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Npunoseduwe A
({cnpasoYHoe)

NoAcHaHKA

A1 MoAcHeHMA NO CTAHAAPTY B LEROoM

HEcToAWWA CTAHGAPT NoceAWEH ofecnaye D GE30NECHOCTH HONONEIOEAHNAA MEIWLNHCKHAE W3AENWA 1 MATEpWa-
nos. MNonoweHWA HACTOAWAErD CTAHGEPTA YCTAHAENWEANT TAKoH Nogxed ¥ ouaHke BHOROrMYeckoro AeHCTEMA MEgHLIWH-
CHME WINENHA, KOTODHIE DACCMATPHEAET 28 KAK O0ORIATENLHYW Y8cTe O6Wed ousHeM G230NBCHOCTH MEOMLMHCEMK
HIGenud ¥ METEPHANoE W BEXHEG aTan Wy pazpaloren. Tax e, €8x @ OCTANEHES 3TENL NpoYecca paspaBoTom, ouaHEs
HALENEHA HA ONPEAENSHAE BOINSACTANA WA0ENMHA 1 MEATEDHANOE HA PAINMYH LS TEEHW OPrEHW3IME “ENOBSHA NPW NEMME-
HEHWH M0 HESHAYEHWE , 8 HE B KakMX-N1Bo cnay ndiMy eCKME YCNoBHAY.

B HACTOAWEM CTAHOAPTE YOTAHOBAEHE KNACCHDMEALNHA MEQHLHHCENE H3GeNMA, B KOTOPOR Bagenassl Hawbonee
KEyNHES KATEr0PUM, 8 TEKKS METOAN WCCNedoBaHKA BHONOrWHeckoro AefcTEMA ONA KaWO0W KATErop9K.

TEKZAK AMANAZ0H BOIMOMHOND BM0NorMieckoro puoKa oBlWKMpeH, HENE3A PACCMATEMEETE BISWMOLEACTENE THAHMN C
METEPHANOM BIONMPOBSHAD 0T oBWed EoscT pyEUMK Wagenua. HenonsaocBaHEe CAMOrD NYYWers ¢ ToHEM 30eHWA BIZWMo-
OBRCTEMA C THAHEK METERWENE MOMET NPHEECTH & VXYIWEHWED BYHELUMOHANEHEIX KAYECTE H3OENHA B yenos. [pn aTom
BIAMMOAERCTENE © THAHRI — NULE O4HE W3 XAPEKTERHCTHE MBTepHans. Eons yonoswes NpUMEHEHWA N0 HAIHAMEHWD
ABMNASTCA KOHTAKT © OPrEHMAMOM YEN0BEEa, TO BNWAHAE PAIMEROE MIGENWA UMW 870 YECTER, KOHTAKTHPYKILLMY C COOTRE-
TCTEYOW MY TEAHAM K, ABNASTCA oBR3ETENEHEIM NPEgMEToM HocnedoeaHea . OBuYHe We B CTAHAAPTAX W PYKOBEOACTRAN,
YCTAHAENMEANLWKE TpeBoBAHKHA K paspafoTae ¥ NPOMIBCACTEY WIZENWd, BNMAHWE PAIMEDOE MA0eNHAE MNW BI0 YACTER,
KOHTRHTHRYH W WX C TEAHAMH OPTraHMIME, HE DACCMATPHBEBTCR.

BHOnomEYeckos eRCTEME MATERHANE MOMET BhiTh HEEENATENEHEIM NEH 870 WCNONEIDEAHHW B DOHOM Ka4eCTae
NEWMEHEHAA W HE BRITE TER0BLIM NPH ACNONSI0EEH WA B JPYIoM HEYSCTES,

HecMmoTpa HE To, 4To M3y4eHMe BUoNorYeckoro AeRoTEMA MELULMHOHOTD HINENHWA WNH MATERWANS ONUPAETCA HA
METOA C MCTIONE308EHH M HEBOT HEIX, HEOBXO4HMO YWTRIBATE, 4T0 OFMH 1 TOT ¥2 MATENWaN MOMET OKEZHAATE HEOGHHE-
HOBOS B0308ACTANE HA TEAHM YENDEEKE W MMBOTHOMD. KpOME TOFO, HENWYME Y NDGEA MHONENGYANBHEX PEAKLWA NO3EONA-
&T NpE4NONAraTe BOIMOKHO S BO3HEKHOBEHHWE HEMENATENEH OM0 3hiexTa MM NEHMEHEHW M YIS HIYIEHHEIX METEPHANOE
oo CTABUNEHEIMA XapEKTEpHCTHRAM A, MoaToMY N0 MEDE PAIEWTHA HAYKW M NOHWMAHWA OCHOBHL X MEXAHMIMOE 0BACTEWA
HIgenni i MaTepuancs npegnoqTanse SyoyT 0THaEaTs METOOEM 7 Wi B Tex Chywanx, X048 OHW oBeCcneyvaT pagHoLeH-
HY50 MHOPMaLM D .

MpuMesHeHUe YDeIMBOHO KECTEAY METOO0E U KPETERHES CLUEHKH MOKET NDHE0SHTE MK K WINALHAM OTREHA S HEAM
[3ANPETAM ) B OTHOW SHWW NPUMEHEHHA MAZENHA MW MATERWENGE, ¥ K NOEHOMY NRESCTAENEHUID 08 ONACHOGTH WX MCNOMNB-
IOBEHHA.

Mpu yoTEsoenesun ocolux TpelosasnA & Ge3onacHOCTH NPMMEHEHNA MBOWLMHCHOND MAZENKA HNK MaTERpNana,
CABLMENWCTE B 0BNacTi vocnegoBaH Wi M OWLWHCEWY M3JENHA ¥ METENHANDS MOrYT MCNONE30BATe CNSUHANEHEE MaTO-
Ok W EPHTEDMH CUSHEW. B TAKOM CNYYae METOOH W KPHTERHA DUEHKY YCTAHABNHEAT B HOPMATHEHOM JOKYMEHTE Ha W30e-
NIHE UMW MATEFHAN KOHEDETHONS THNE, BUAE.

HECTOAWWA CTRHABRT He ABNASTCA Habopowm ofAsaTenkeHe X TpEBOBAHUA W METOGOE, NPSIHAZHAYEHHEIX ONR WL,
HE WMESILME HH COOTRETCTEYIIWER NOGroTOEKM, HH oneiTa. MonoseH#a HACTOAILErD CTEHAADTE CNEAYET NPHMEHATE ©
ONpefenasHol 4oned HHTEPNPSTALMA M B3BSWEHHOCTH. Ha 370 cnocofHE CIBYWANKCTH, KOTOPEIE WMEDT NOLrOTOEEY W
ONBIT B OUEHKE BHONOrM4Meckors J8AcTEMA ¥ KOTopae BygyT yYuTHEAT: DAEKTODE. OTHOCALLWECH K M3 0BMNWI0, MaTSDHANY 1
NEeanonaraemoMy HasHESEHWD , 8 TakKe By0yT yMUTEIBaTe WHOOPMBLEW D, NONYYEHHYD M3 NATEPATYDE, NEG0PATORHOTD W
KM#HWYECHOTD ONETA.

A.2 MoAcHeEHMA NO pajfenaM cTEHAAPTE

Hite NnpeESgeHE NOACHEHHA K DAIGENEM (TO4PE30ENam ) HACTOAWErd CTAHAAPTA. HYMepALWA paZNenos (Nogpas-
A8NoE) COOTEETCTEYET HYME PALWM, NPWHATOR B CCHOBHOWH YECTH CTAHOARTAE.

Fasgen 1. KpoMe xapakTepwucTie BHONOrnMeckors AeRCTEMA METEQMANS, CYIWECTEYHT W JPYIHE BAWHLIE XEDANTE-
PHCTHEM, KOTOP B & HeoBLogrMo NPHHUMATE B0 BHHMEHHE NPW COIGaHRHE HIGe M.

3.6 Mepen4HaA oueHEE BUONOrMHECEOND AERCTEN A MEAHUKHCKOMD WANSNWA MOMET BENHKYATE B CEEA KAk WayHeHHE
ABEHHEX NPEEWECTEYK WEND 0Nk TE, TEE ¥ 3KCNE UM EHTANBHES MCCnedoeadua. MonoSHan OUSHKE MOMET NOIBONKHTE COS-
NaTh CNEAYHWHA BEIBOA: HBT HEoB L0 QMMOCTH NPOEOMTE SECNEPMMEHTANEHEE HCCNEA0BEHWA TOTAE, K0r0 3 BaGpasHHER
METEPHAN YEE HCNONEIY0T 8 KAYSCTES, BHANOTHYMHOM TOMY, B KOTOPOM NPEONoNaranT ero MCNoNb30BaTh B COZAABRSMOM
MAGEnHs.

OueHKe AONEHA YUETEBATE NPESNONArESMOS H BOIMOEHDS HEOWEIAHHOS B3RMMOOSRCTEWE MERAy METEPHANDM W
TEEHAMM OPTEHMIMA HENOBE K.

3.8 LensaasHoro nogpasgens — WISemars Npose JeHHWA IECNepMMEHTANEHEIX HCCNEJ0BEHHA B TEX CNYHERK, KOr-
08 WHHOPMALWD 0 MATEPWATE MOKHD MONYYHTE 3 MHE X MCTOMHHEDE.

10
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7.2 Buifop v OUEHKA MATERWANCE, KOTOPGEE ByAYT KOHTAKTHPOBATE C THEHAMM OPrAHWIMa Yanosexa, Tpefys T Tako-
3 CHCTEMHOMD NOGX0AE, NP KOTODOM X3PELTEPMCTHEM BOSE METEPWENCE, BXO0A WMWY B KOHEYsHLIE NpogyeT, ByayT yuTeHe
npu ofileh cueH S K34eCTEE paapadoTil nagenna.

1"
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NpunoxeHue B
(cnpaeoYHoe)

Cxema cHCTEMHOrMS NOAXOAA K OUaHKe BUONOFMUSCKOrD AEACTREMA MEOULMHCKMX WIOenHA
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Knioyeesie CNOBa: MEOMUMHCKME M3INEnWA, KaTeropwM, DHONOMMYecKan OUEeHES, MEeToOsl WCCNenoBaHusA,
TECTEI, BulGop
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