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HAUWOHANbHBLIAN CTAHAAPT POCCUUCKOWN SOEAEPALUUNMU

UMIMNAHTATbI CEPAEYHO-COCYAUCTDIE

BHyTpucocyaucTbie UMMNNaHTaThbl
YacTtb1
OHAoBaCKyssipHble NpoTe3bl

Cardiovascular implants. Endovascular devices. Part 1. Endovascular prostheses

Dara BBeaeHna — 2014—01—01

1 ObnacTb npumeHeHuUs

1.1 Hacrosimii ctaHaapT ycraHaBnuBaet TpeboBaHUsA K 9HA0BACKYNSPHbLIM NPOTE3aM Ha OCHOBE CO-
BPEMEHHbIX 3HaHMI B 06nacTu MeauumHel. B HeM npuBegeHbl TpeboBaHus k npegnonaraembiM paboumm xa-
pakTepucTukam, 0COOEHHOCTSIM KOHCTPYKUMM, MaTepuanam, OLEHKEe KOHCTPYKLUUU, NPOU3BOACTBY, CTEpUIn-
3auuu, ynakoske u uHdopMauuu, NpeaocTaBnsAeMOn U3roTOBUMTENEM, UCXOAS U3 acnekToB 6e30macHOCTU.
Ero crnenyer paccmarpuBarb kak gononHexnne k UCO 14630, B kOTOPOM onpezerneHbl 0CHOBHbIE TpeboBaHus
K pabounm xapakTepUCTUKAM HEAKTUBHBLIX XMPYPIMYECKUX UMITIAHTATOB.

1.2 Hacrosilumii cTaHaapT NPUMEHUM K 3HAOBACKYMSAPHbLIM NPOTE3aMm, UCMONb3YEMbIM MPU SIeYEeHUU
aHEBPU3M aopPTbl, a0PTanbHbIX CTEHO30B U APYIUX COCYAUCTbIX aHOMASNNIA.

1.3 Hacroswmi ctaHAapT NPMMEHMM K CUCTEMaM AOCTaBKWU, €CNKU TaKOBble SBMSIOTCA COCTAaBHOM Ya-
CTblO CUCTEMbI PACKPbITUA U pasMeLLieHNUs SHA0BACKYyNAPHOro npoTesa.

1.4 Hacrosimi cTaHgapT HE MPUMEHUM K COCYAUCTLIM OKKMioAepam, 3a UCKNI0YeHUEeM NOAB3AOLUHbIX
OKKIoAepoB, UCMOMb3yeMbIX Kak HEOTbeMIemMasi YacTb aOpPTO-NOAB3AOLLHbLIX YCTPOUCTB. CM. UCKIIOYEHHbIE
u3 paccmotpeHua ycrporicrtea B MCO 14630.

1.5 Hacroawwmi ctaHgapT He NPUMEHUM K TEM NpoueaypaM U yCTPOWCTBaM, KOTOPbIE€ NPUMEHANUCH
[0 BHEAPEHMWA BHYTPUCOCYAUCTLIX YCTPOWCTB (CM. 3.6), Takux, Hanpumep, Kak yctponcrea Ansa 6annoHHOM
aHrMonnacTuku.

2 HopmaTtuBHbIe CCbIITKU

B HacTosiLem cTaHaapTe NCnonb30BaHbl HOPMATUBHBIE CCLINIKM HA CNEAYIOLWME MEXAYHapOAHbIE CTaH-
Japtbl. nA AaTMpPOBaHHbIX CCbINOK NPUMEHSIIOT TONbKO yKasaHHble usgaHus. Ansa HeaaTupoBaHHbIX CCbINOK
NPUMEHSIIOT camMble nocrneaHue nsgaHus (Bkntodas nodble M3MeHeHUs U NonpaBkK).

NCO 7198:1998 CepaeyHo-cocyancTbie umnnaHtatbl. Tpybuyatbie nporesbl cocyaos (ISO 7198:1998,
Cardiovascular implants — Tubular vascular prostheses)

MCO 11134:1994 Crepunusauma MeauUMHCKUX nagenuin. TpeboBaHus K Banuaaumm U TEKyLEeMy KOH-
Tponto. MpomblineHHas ctepunusauyua napom (ISO 11134:1994, Sterilization of health care products — Re-
quirements for validation and routine control — Industrial moist heat sterilization)

NCO 11135:1994 MegnumHckue nsgenusa. Banugauna u TEKyLUMKW KOHTPOSb CTEpUnu3aumMm OKCUAOM
atuneHa (1ISO 11135:1994, Medical devices — Validation and routine control of ethylene oxide sterilization)

NCO 11137:1995 Ctepunusaumst MeanumHckon npoaykumu. TpebosaHus K Banuaauum m TEKYLLEMY KOH-
Tponio. PagnauyuoHHas ctepunusaums (1ISO 11137:1995, Sterilization of health care products — Requirements
for validation and routine control — Radiation sterilization)

MCO 10993 (Bce yactn) buonornyeckasn oueHka meamuuHckmux nagenui (ISO 10993 (all parts), Biologi-
cal evaluation of medical devices)

W3paHue odouumanbHoe
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MCO 11607:1997 YnakoBka ANA MEAWUMHCKMX M3Aenui, noanexawux OUHWULLHOW CcTepunusauum
(ISO 11607:1997, Packaging for terminally sterilized medical devices)

MCO 13485 MeauumHckue usgenusi. CUCTEMbI MEHEXKMEHTA KayecTBa. TpeboBaHusa ANA perynupy-
owmx uenen (ISO 13485, Medical devices — Quality management systems — Requirements for regulatory
purposes)

MCO 13488:1996 Cuctembl kadectBa. MeguumHckue usgenusa. CneumanbHole TpeboBaHWA K npume-
HeHuto MICO 9002 (ISO 13488:1996, Quality systems — Medical devices — Particular requirements for the
application of ISO 9002)

FOCT P NCO 14155 (Bce wactu) KnuHuyeckue ncneiraHnsa MeguumHcknx uzgenuin ans moaen (1ISO 14155
(all parts), Clinical investigation of medical devices for human subjectse)

NCO 14160 Crepunusaums 0gHOPa30BbIX MEAULIMHCKUX U3AENUIA, cCoAepXalLnx maTepuansl XUBOTHO-
r0 NPOUCXOXaeHus. Banmgauua v TEKyLMii KOHTPOMb CTEPUNU3ALMM C NOMOLLBIO XUAKUX CTEPUIUSYIOLLUX
cpeacts (ISO 14160, Sterilization of single-use medical devices incorporating materials of animal origin —
Validation and routine control of sterilization by liquid chemical sterilants)

MCO 14630:1997 HeakTusHble xupyprudeckue umnnavrarel. Obwme tpebosanua (1ISO 14630:1997,
Non-active surgical implants — General requirements)

NCO 14937 Ctepunusaums MeauumuHCKon npogykuum. O6wme TpeboBaHus aAna onpeaeneHus xapakre-
PUCTUK CTEPUNM3YIOLLEro areHTa u paspaboTku, BanMaaunm n TeKYLLIEro KOHTPONA NPOLECCOB CTepunu3asum
mMeamumHcknx nsgenuin (ISO 14937, Sterilization of health care products — General requirements for charac-
terization of a sterilizing agent and the development, validation and routine control of a sterilization process for
medical devices)

NCO 14971:2000 Uspenus meguumHckue. NpuMeHeHne MeHedKMeHTa pucka K MeAULMHCKUM U3enu-
am (ISO 14971:2000, Medical devices — Application of risk management to medical devices)

3 TepmuHbI M onpeaeneHus

B HacToswem craHgapte npumeHeHbl TepmuHbl no MCO 7198 n UCO 14630, a Takke cneayiowme Tep-
MWHbI C COOTBETCTBYIOLLMMM ONpeaeneHusiMu:

3.1 cucrtema kpenneHua: Cuctema, BCTPOEHHAs B 9HA0BACKYNSIPHLIA NpoTes, paspaboTaHHan aAnsa He-
NOCPEACTBEHHOTO COEAMHEHNUS €r0 CO CTEHKOW CoCyAa Ansi NPeAOTBPALLEHUS] MUrpaLuu nNpoTe3sa.

I punMeyvyaHNne — Cuctema KpenneHna MOXET TakKe NpenATCTBOBaTb NOTOKY KPOBU C BHELUHEN CTOPOHbI NpO-
Te3a — CO CTOPOHbI erl'lJ'IeHI/II7I.

3.2 cuctema goctaBku: Cucrema UNM MexaHusMm, UCMOMb3yeMble AN J0CTaBKU 9H0BACKYNSAPHOIO
npoTesa B NPelyCMOTPEHHYIO MO3ULIUIO.

n punmMmedaHUne — CVICTeMy A4OCTaBKWN yaanarT nocne yCTaHOBKU UMMNIaHTaTa.

3.3 perepmuHupoBaTb: Konn4yeCTBEHHO OLEHUTbL NN NPOAHANU3NPOBaThb.

3.4 anponpoTe3Hble YyTe4Ku: YNOopHOE COXPaHEHME TOKA KPOBU BHE NPOCBETA 3HA0BACKYNAPHOro Npo-
Tesa, HO B nNpeaenax aHeBpu3MaTUYecKoro MeLLKa unu NnpuseratoLero CerMeHTa cocyia, KoTopbliii KOppuru-
poBaH C NOMOLLb rpadiTa.

MpuMeYaHNe— SHAONPOTE3HbIE YTEHKU MOXHO KraccunLMpoBaTh Ha crneayioLue TUMb:

- Tun | HaBntogaeTcs okono NpoTesa B NPOKCUManbHO UMK SUCTarbHO 30Hax KpenreHus npoTesa;

- Tun |l BbI3bIBAETCA peTporpaaHbiM 06paTHBIM NOTOKOM U3 OTBETBREHWIA apTepuu;

- Tun |l Bo3HUKaeT BcnefcTane gedekta Matepnana rpadTa U HEAOCTAaTOMHOW NIMOTHOCTU COEANHEHUI MeXaY
KOMMNOHEeHTaMu rpadTa;

- Tun IV oBycnoBneH NpoHULI@aeMoCTLI0 rpadiTa, 4acTo onpeAensieMoi ¢ MOMOLLbIO KOHTpacTa.

3.5 3HAOBACKYNSAPHLIA NPOTE3, 3HAOBACKYISAPHLINA rpadT, SHOOBACKYNAPHLIN UMANaHTar: Mpores,
PACIONOXXEHHbI TPAHCMIOMUHATBHO, HAXOAALUMIACS YACTMUHO UMK MOMHOCTLIO B COCYAUCTOM pycrie Anst hopMu-
pOBaHMst BHYTPEHHETO KaHAaNa Unu LUYHTa A7s NPOXOXIEHNsS1 KPOBU MEX1y CErMEHTaMNU COCYANUCTON CUCTEMBI.

3.6 aHgoBacKynsipHaa cuctema: Cuctema, UCNonb3yeMasn Ans yCTPaHeHUs, Koppekumn (BOCCTaHOB-
NeHust) NOBPEXIEHUI COCYL0B, COCTOALLASA U3 BHA0BACKYNSPHOIO NPOTE3a U CUCTEMbI €r0 JOCTaBKU.

MpumeyaHune1—IpumepoM NaTonorium cocyaoB, KoTopas MOXeT BbiTb KOppUruposaHa 3HAOBAaCKYMSIPHLIM
nyTeMm, SBNSETCA aHeBpU3Ma GpIoLLHOR aopThl.

MpumMevyaHne 2 — B pamKkax HacTosLLero cTaHaapTa cucTeMa A0CTaBKW, TaK e Kak U UMMNIaHTaT, BXOAUT
B laHHOe ornpeaeneHuve.

2
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3.7 oueHuBaTb: KayeCTBEHHO OLEHUTbL UNKU NPOAHaNU3MPOBaThb.

3.8 maTepuan rpadra: Hemerannu4yeckun KOMMNOHEHT S3HAOBACKYNSIPHOIO NpoTe3a.

3.9 KnMHKYeckoe cobbiTue, noanexauee perucrpauum: OCNOXHEHUS UNKU OTKa3bl, Habnwaaemble
Npu KNUHUYECKOM NPUMEHEHNN BHYTPUCOCYAUCTBIX CUCTEM.

4 Mpepnonaraemble paboune xapakTepUCcTUKN
TpeGosanus UCO 14630, pasaen 4, nognexat 06a3arenibHOMY BbINOMTHEHMIO.
5 Oco6eHHOCTU KOHCTPYKLUUK

5.1 O6wme nonoxeHus

Cneayet npumensaTs TpebosaHua MCO 14630, pasagen 5. Kpome T10ro, He0GX0AUMO yuMTLIBATL Crieay-
towmne dhakTopsbl:
a) BO3MOXXHOCTb OKMCIEHUS: YYET BO3MOKHOCTU KOHTAKTHOW KOPPO3UM HA COOTBETCTBYIOLLIMX YACTAX CUCTEMB;
b) BO3MOXHOCTb U3HOCA: Y4ET KOPPO3UOHHOTO Pa3PYLUEHUS;
C) OTHOCUTENBHO COEAUHEHUI UMMIIAHTaTa C TKAHSIMU CNieyeT yYnTbIBaTh:
1) BO3MOXXHOCTb NPUMEHEHUS1 CKOO ANsi KPENnmeHus, eCrnv TakoBble NPUCYTCTBYIOT;
2) BO3MOXHOCTb OTHOCUTENbHBIX NEPEMELLEHUA MEXAY UMIMIAHTaTOM U TKaHbIO;
3) ycunus, nepegasaemble YCTPONCTBOM Ha OKPY>KAlOLLME TKaHW;
4) ycunus, Heobxoaumele Ana AeddOpMUPOBaHUSA UMINAHTATA;
d) oxmaaemoe BpacraHue B TKaHb, Nepgopaumio TKaH!, CMELLIEHUE U NEPEMELLEHNE;
€) CUCTeMbl BBEAEHUSA U JOCTABKM.

MpuMeyaHune—Bce aTh LONOMHUTENBHEIE NYHKTLI — BLINOMTHEHWE COOTBETCTBYIOLLMX TpeGoBaHuil pasgena
5 EH 12006—3.

5.2 Cucrtema ooCTaBKMU

Mpu OUEHKe COOTBETCTBMA 0COOEHHOCTEN An3anHa CUCTEMbI 4OCTaBKM TPEOGOBAHMAM K €€ HA3HAYEHUIO
cneayet AONONHUTENbLHO YYUTLIBATL CReayioLLee:

a) cnocobHOCTb cUCTeMbl 06ecneumBaTbh COOTBETCTBYIOLLMIA, TOUHLIA M Ge3onacHbIi AOCTYN B Npeano-
naraemyto obnactb pasmMeLLeHUs;

b) cnoco6HoCTb cUcTEMbI 0BecneumBaTb NOCNeaoBaTesibHoe, TOMHOE 1 Be3onacHoe packpbiTUe UMNMAHTATA,

C) CMOCOBHOCTb cUCTEMbI 06ecnevnsarb nocriegosarensHoe u 6esonacHoe yaaneHue cucTembl 4OCTaBKU;

d) coorBetcTBME CUCTEMbI TpeBoBaHuaM MCO 10993—1 1 COOTBETCTBEHHO ApYyrMm YacTam cepumn MCO 10993;

€) CNOoCOBHOCTb CUCTEMBI MUHUMW3NPOBATE NOTEPU KPOBMU;

f) BU3yanu3aumio CucTeMbl NpW PEHTIEHOCKOMMUKU UK C MOMOLLbIO APYrUX METOA0B.

5.3 UmnnaHnTtaT

Mpwu oLEHKe COOTBETCTBUS MMNJIaHTaTa TPeBOBaHWAM K ero Ha3HauYeHWIo creayeTt yunTbiBaTb, Mo Kpaii-
Hel mepe, cneaywoLlee:

a) cnocoBHOCTb UMMNNaHTaTa pacKpbiBaTLCS COOTBETCTBYIOLLMM 06pasoM ¢ HEOBXOAMMOI TOYHOCTbIO
1 6e30nacHOCTbIO;

b) cnocobHoCTL MMNNaHTaTa HaAEXHO KPENUTLCA B COCYAUCTOM PYCIE;

C) cnocoBHOCTL UMMMAHTaTa COXPaHATL aAeKBaTHYIO LIENOCTHOCTb;

d) cnoco6HOCTbL MMNNAaHTaTa NpU HagnexaLleM UCMNONb30BaHUM NPENATCTBOBATL KPOBOTOKY YEPE3 CTEHKU
UMMNaHTaTa;

CnegyeT y4nTbIBaTb BO3MOXHbIE W3MEHEHUSI MPOHMLAEMOCTM CTEHKM cocyaa nocne uMnnaHTauum.

€) COOTBETCTBYIOLLEE B3aMMOAEHCTBUE MEXTY MOAYNSIMU (KOMMOHEHTaMW) SHA0BACKYNAPHO CUCTEMbI;

f) cooTBeTCTBME pasmepoB uMnnaHTaTa u ero OpPMbl C TOUKM 3pEHUSA COBMECTMMOCTM NPU NCNONbL30Ba-
HUN B COCYAAx OnpeeneHHbIX ANameTpOB;

g) CNOCOBHOCTL UMNIAaHTaTa NoAAePXKUBATb aAEKBAaTHbIN MNOTOK KPOBU Yepe3 NPOCBET (MPOXOAMMOCTb);

h) coBMeCTMMOCTb MMNNaHTaTa ¢ 4ENCTBUEM MArHUTHBLIX NONEN NPU MAarHUTHO-PE30HAHCHON TOMO-
rpacoumn (MPT);

i) cooTBeTcTeue cuctemsl TpeboBaHuam MCO 10993—1 u apyrum yactam cepum MCO 10993;

j) PasNUYMMOCTb MMMMaHTaTa Npyu PEHTFEHOCKONUU UM C NOMOLLBIO APYTUX METOAOB.
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6 Marepuanbl

CobnioaeHune TpeboBanunin NCO 14630, pasgen 6, noanexut obasatensHOMY BbIMONHEHUIO. Cneagyer
NpPOBOAUTb AOMONHUTENbHbLIE UCTLITAHUA MaTepuarnoB OnNpeaerieHHbIX BUAOB ANS OUEHKM UX NPUroaHOCTU
AN UCMONb30BaHUA, HaNpuMep, Matepuarnbsl Ha OCHOBE HUTUHONA, 0bnajatoLme CBOWCTBOM NaMATU POPMBbI.

7 OueHkKa KOHCTPYKTUBHOW ¢hopMblI

7.1 O6wKe nonoxeHus

Mpumenenne Tpebosanuin UCO 14630, pasgen 7, obasarenbHo. AHanu3 pucka cneayer npoBOAUTbL
B COOTBETCTBUM C TpebosaHuamu MCO 14971,

n punMeyaHNne — He Bce BUAbI MCrMbITaHWi MOIyT nNogxoauTb ANnA KOHCTPYKUMKW onpedeneHHbIX BU40B.

[omkHo ObITh NpUBEAEHO 0OOCHOBAHWE TOTO, YTO HEKOTOPbIE CBOMCTBA HE MOTYT ObITb OLIEHEHbI MPK NPO-
BEIEHUN UCTILITAHUNA.

HeB03MOXHO y4eCTb pa3BMBaOLLMECS CETOAHA TEXHONMOMUU, Kak 1 TexHonoruu dyayuwero. BaxxHo, uTto-
Obl NpoTe3bl COOTBETCTBOBANM TPeBOBAHWAM OCHOBHbLIX MPOTOKOSIOB UCMbLITAHUI HACTOSILLEro cTaHaapTa
npy OLEHKE XapakTepUCTUK SHAOBACKYMAPHbLIX cuctem. lNMpu oueHke xapakTepucTuk npoTe3os, paspaba-
TbIBAEMbIX MO HOBbLIM TEXHONOTUSIM, MOTYT NOTPEBGOBaTLCS UCMLITAHUSA, BbIXOAALLME 38 PAMKU HACTOSILLIErO
ctaHgapra. Mpu ucneiTaHuax cneayet obpallate BHUMaHUE Ha OTKa3bl MPOTE30B U UX BUsAHME Ha adhdek-
TUBHOCTb (PYHKLIMOHMPOBAHUSA UMMNAaHTaTa. [nA coCTaBHbIX NPOTE30B, Kak ykazaHo B MCO 7198, nogpas-
aen 3.9, MoxeT oka3aTbCsl He06X0aMMbIM NPOBEAEHNE PAAA UCTILITAHUNA, NPUBEAEHHbIX B HACTOSALLEM CTaH-
aapre. TpeOyeTcs Takke UCNbITAHUE BHAOBACKYNAPHOW cuctemsl B LenoM. Kpome Toro, ecnv KOMNOHEHThI
npoTe3a YacTUYHO BbIMOSIHEHbI U3 BUOAErpaanpyemMblX MaTePUAanoB, CneayeT OLEeHUTL CBOWCTBA Hebuoae-
rpagupyembix Yactei UMNnaHTaTa, a Takke UMnNaHTaTa B LIENom.

Kakablli cermMeHT COCTaBHOrO npoTtesa, Kak ykasaHo B ICO 7198, nomkeH ObITb UCMbiTaH. J1l060i Bbl-
MOSHEHHbIN aHACTOMO3 NPU 3TOM JOIDKEH YAOBNETBOPATL TPEOOBAHMSAM HACTOSILLErO CTAHAAPTA OTHOCUTENb-
HO HanuMuus yTeuku.

Mpn BHECEHUM CYLLECTBEHHbLIX U3MEHEHUI B MaTepuarbl, KOHCTPYKTUBHOE peLueHune, hopmy, METOAbI
06paboTku cneayeT NPOBOAUTL NMOBTOPHbIE UCTILITAHUS.

M3rotoBuUTENb AOMKEH BHECTU B NPOTOKON MOSIHOE ONUCAHUE BanNUAUMPOBAHHLIX METOAOB UCNbITAHUA
U nopsiaka NoAroToBkM 0bpasLoB, MCNONb3yeMbIX Arsi oueHku TpeboBaHuii HacToAwero ctaHaapra. O6ocHo-
BaHue BblIOopa meToaa u o6bema BbIOOpKU 06513aTenbLHO. ECnu kpuTepuu npueMkun cneynanbHo He onpeaene-
Hbl, U3rOTOBUTENb AOIMKEH OLIEHUTb NMPUEMIIEMOCTb PE3yNbTaTOB HA OCHOBAHUN CYLLECTBYIOLLMX KpUTEPUEB.

NS OLIEHKM HEKOTOPbIX 0COOEHHOCTEN KOHCTPYKTMBHOM (pOPMbI CrneayeT npeaycMoTpeTb UCNONb30Ba-
HUue pedepeHTHbIX 06pa3sLoB U3aenui.

Ecnu MOXXHO nokasarb, UTO CTepUnM3auusa He BMUSIET Ha XapakTepUuCTUKU OLIeHWBAEeMOro yCTpOCTBa,
TO UCMLITAHUSA MOTYT ObITb NPOBEZIEHBI HA HECTEPUIIbHBIX N3 ENUSX.

7.2 Cuctema fOCTaBKN 3HAOBACKYJISIPHOIO nporesa

7.2.1 Bo3MOXHOCTbL AocTyna

7.2.1.1 O6Lme nonoxeHus

CnocobHOCTbL CUCTEMbI AOCTaBkM obecneunBaTb 6€30nacHbIi, NOCNeA0BaTENbHLIM U TOYHbIA AOCTYN
B npeAanonaraemyio 06nacrb noagnexurt 06s13aTenbHON OLeHKe.

OueHKa BO3MOXHbIX ONACHOCTEN BKIOMAET crieayiowme akTopbl, HO HE OrpaHUYUBAETCH UMM:

Q) NPOBONOYHbINA NPOBOAHUK HE NEPEKPLIBAET 00NACTh MOPAXKEHUS;

b) uHTpoablocep M cucTtema AOCTaBKM HE COOTBETCTBYIOT pasmepam obnactu gocrtyna (HecoBnageHue
pasmepoB);

C) cuctTeMa JoCTaBKM He B COCTOSIHMM 0becneunTb A0CTUXEHUE npeanonaraeMon o6nactu no3amumMoHu-
pPOBaHWSA UMMNNAHTATA;

d) TpomMB03MBoNUYECKMe OCNOXXHEHUS;

€) CMeLleHre uMmnnaHTara.

3T ONacHOCTU MOTYT MPUBECTU K Pa3BUTUIO HEraTUBHBIX KIIMHUYECKUX COOLITUI, NoAnexXalmx peru-
CTpauuu, BKMOYas cneayiowme, HO He OrpaHUYUBasiCb UMM:

- owwmbka gocryna;

4
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- TpaBma cocyaa;
HEBPONOTNYECKUI AEDULAT;
nLemus;
CMUHHOMO3rOBON HEBPONOrNYECKUA A4eddUUNT;
ambonusauus.

McnbiTaHns AOMKHbI BKKOYATb HXKECNEeayoLWme NyHKTbl 7.2.1.2—7.2.1.12, ecnun TakoBble COOTBETCTBY-
0T KOHCTPYKTUBHOMY PELLEHUIO (AN3aliHy) 9HA0BACKYNSAPHOW CUCTEMBI.

7.2.1.2 MpOYHOCTb COEANHEHUS

OnpeaensiorT 3HayeHne NPoAOSbHOIO YCUNUSA COeAMHEHUS Mexay OTAENbHbIMU YacTAMU CUCTEMbI A0-
cTaBku. Bce coeguHeHns AOMKHbI OCTaBaTbCsA LEnbIMU MpU COBMIOAEHUN PEKOMEHAYEMbIX YCNOBUIA IKCNy-
atauyun. CpaBHUBAIOT 3HAYEHME MPOAONLHOMO YCUIUA C yCunuem, HeoBxoaMmMbiM ANA BBEAEHUA, PacKpbITUs
n yganeHnsa CUCTembl.

7.2.1.3 COBMECTMMOCTb Pa3MepOB KOMMNOHEHTOB

OnpenensiorT pasMepsbl 9HAOBACKYIAPHOW CUCTEMBI U NPOBEPSIOT UX HA COOTBETCTBUE pa3Mepam peko-
MEHAYEMbIX MPUHAANEXHOCTEN. BCe KOMMNOHEHTbI A0MKHbI ObITE COBMECTUMbI MO pasMepam.

7.2.1.4 lNpoBepka pasmepos

[poBepsaloT pasMepbl HA COOTBETCTBUE 3HAYEHUAM, NMPUBEAEHHBIM B cneundukauum Ha KOHCTPYKLMUIO.

7.2.1.5 N3rmb/kpydeHune

OueHnBaloT CNOCOOHOCTb 9HA0BACKYNSAPHON CUCTEMbI K U3rMBy M ONpeaensiioT MUHUMAanNbHOE 3HaYeHue
paguyca unu yrna VI3FI/I6a, A40onyCTuMoro npu BbiNOJIHEHUU A0CTYyNa U 4OCTaBKWU.

7.2.1.6 Mpodune

OnpeaenmoT 3Ha4YeHue MmakcmmaribHoro auamMmeTpa cermeHToB 3HAOBaCKyJ'Ii|pHOI7I CUCTEMBbI.

7.2.1.7 BO3MOXHOCTb NpOTankuBaHus

Onpeaensatot cnocoBHOCTb 3HA0BACKYSAPHON CUCTEMbI K NpoTankusaHuio 6es usruba nnu aedopmupo-
BaHWS NPU BbINOMIHEHWW NO3ULIMOHUPOBAHUSA.

7.2.1.8 Busyanusauus

OueHNBaKOT KayecTBO BM3yanu3auuu CUCTEMbl AOCTaBKU BO BpeMs NPOBEAEHMA AOCTyna, UCNOoMb3ys
peHTreHockonuio. icnonb3oBaHue Apyrux METOA0B BU3yanusaumu 0MKHO ObiTb 000CHOBAHO.

7.2.1.9 MogenupoBaHue

OueHuBalot paboTy CMCTEMbI LOCTaBKM C MOMOLLBIO Kakoi-nubo moaenu, BOCNpOU3BOAALLEN NPeano-
naraemble yCrnoBus UCNOMb30BaHNA CUCTEMBI.

7.2.1.10 OueHKa BpaLLeHus

OueHnBaloT CnoCoBHOCTL 3HAOBACKYNAPHOW CUCTEMbI 06ecneumBaTh 4OCTAaTOMHOE BPAaLLEHUe ee auc-
TanbHOro oTaena Ans Toro, YTo6bl 06ecneunTb JOCTABKY UMMNNAHTATA K MECTY ero pa3meLLeHus BHyTpU aHa-
TOMUYECKUX NPeAenoB U B COOTBETCTBMU C KOHCTPYKTUBHbLIMWU BO3MOXKHOCTSIMU CUCTEMBbI.

7.2.1.11 MPOYHOCTL COEAMHEHUS NMPU KPYYEHUM

Onpegensior 3HaYeHUe KpyTALEro MOMEHTa, He0BX0AMMOrO Ans paspyLUeHUA CoeanHEeHun u/mnm ma-
Tepuanos B COOTBETCTBYIOLLMX KOMMOHEHTaX CUCTEMBbI AOCTaBkU. CPaBHUBAIOT 3HAYEHME MOMEHTA C COOT-
BETCTBYIOLLUM YCUNMEM, HE0BX0AuMbIE ANsl BBEAEHUS, PACKPLITUA U YA aneHUsi CUCTEMBI.

7.2.1.12 B0O3MOXHOCTb NPOABUXKEHUSA CUCTEMbI

OueHnBaloT cNOCOBHOCTbL 9HAO0BACKYNSAPHOW CUCTEMBI NMPOABUIATLCA MO PEKOMEHAYEMOMY MPOBONOY-
HOMY MPOBOAHUKY U BO3IMOXXHOCTb MOCTYNATENbHOIO ABMXEHUA AUCTaNbLHOIO y4yacTtka npoBOAHMKA MO COCY-
Aam, BKIMOYas y3Kue, U3BUTbIE yHaCTKM COCYAUCTOrO pycna.

7.2.2 CNnOCOGHOCTL K PACKPbITUIO

7.2.2.1 OBwwue nonoxeHusi

Heo6xo0anMmo oueHuTb cnocobHOCTL cUucTeMbl obecneunBarb besonacHoe, nocnegoBaTensHoOe U TOYHOe
pasBepTbiBaHWE UMNMAHTaTA.

OuieHKa BO3MOXKHbIX ONACHOCTEN BKIIOYAET Crieayiome ux BUAbl, HO HE OrPaHMYMBAETCH UMMU:

a) HEeBO3MOXXHOCTb NOMHOTO U HaANeXallero pasBepTbiBaHUSA NPOTE3a;

b) HeCoOTBETCTBME pasMepOB U CBOWNCTB;

C) CABUr UMNNAHTATA;

d) otkas 6annoxa;

€) noBpexaeHne KOMMNOHEHTOB MMNNAHTAaTa;

f) nnoxasa su3yanusauus;

g) o6pasosaHue ambon.
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3TM 0NacHOCTU MOTYT NPUBECTU K CREeAYIOWUM, NOANEXKALUUM pPerucTpauum, HebnaronpUATHLIM KIMHKU-
YeCckUM coObITUAM, BKIIOYAs Cneayowme ux Buabl, HO He OrPaHMYNBASICb TAKOBLIMU:

- OTKa3 CUCTEMbl JOCTaBKM;

- CNUHHOMO3roBOW HEBPOMNOrU4ECKUn AeuumT;

- HEBPONOrMYEcKnin AeuLuT;

- TpaBma cocyaa;

- uwemus;

- ambBonusauus;

- nospexaeHuda uMnnaHTara.

OueHKa HuKecneayloLmx MyHKTOB, NEPEYUCNEHHbIX nog 7.2.2.2—7.2.2.14, obs3aTenbHa, ecnu Tako-
Bble COOTBETCTBYIOT AN3alHY KOHCTPYKLIUW SHAOBACKYISIPHOW CUCTEMBI.

7.2.2.2 MpOYHOCTb COEAUHEHUA

OnpeaensioT 3HaYeHue NPoaONbHON NPOYHOCTU COEANHEHUSA MEXY YaCTAMU CUCTEMBI AOCTaBku. Bce
COEAMHEHNS AOMKHBI OCTABaTLCA LenbiMU NpU COONIOAEHUN PEKOMEHAYEMbIX YCIIOBUM KCNyaTauuu.

7.2.2.3 Bpems HanonHeHus 6annoHa

OnpeaensioT Bpemsi, HeobxoauMoe AN HanonHeHMs 6ansoHa 10 MakCMMarbHO peKOMeHAYeMOoro obema.

7.2.2.4 Bpemsa cnycka 6annoHa

Onpeaensior Bpems, HeobxoaumMoe ans cnycka 6ansnoHa, U OLIEHUBAIOT BO3MOXHOCTb yAaneHus cny-
wieHHoro 6annoxa.

7.2.2.5 CpeaHee naBneHue paspoiBa 6annoHa

OnpepaensioT cpefHee 3HaYeHue aasneHns paspoisa 6annona.

7.2.2.6 HomuHanbHOE aaBneHue paspbiBa 6annoHa

OnpenenaloT 3HaYEeHUe aaBneHus paspbiea 6annoHa ¢ COOTBETCTBYIOLWMM kO03dhdULMeHTOM 3anaca,
YUYUTLIBASA NAapaMETPbl HAAEXKHOCTU.

OG6G0o3Ha4alT MakCUManbHOe pekoMeHAYyEMOE AaBneHue HanonHeHus u pabouee aasneHue (paboume
OaBneHus).

7.2.2.7 Mpeaen ycranoctu 6annoxHa

OnpeaensoT MakcuManbHOe YUCNO LUKOB HanosHeHWs 6annoHa A0 peKOMeHAYEMbIX 3HAa4YeHWIi AaB-
NeHns C y4eTOM NapaMeTpoB HAAEXKHOCTH.

O6G03HayalT MakCMMarnbHOEe PEKOMEHAYEMOE YUCTIO LIMKINOB HanoNHEHUs.

7.2.2.8 COBMECTUMOCTb pPa3mepoB KOMMOHEHTOB

OnpeaensioT pasmepbl 3HZ0BACKYNAPHON CUCTEMBI M NPOBEPSAIOT HA COOTBETCTBUE pa3MepaM PEKOMEH-
AyeMbIX NPUHaANEXHOCTEN. Bce KOMNOHEHTbI AOMKHbI ObITb COBMECTUMBI 0 pasMepam.

7.2.2.9 TpoBepka pasmepoB

[NpoBepsaloT pasmepbl Ha COOTBETCTBUE UX 3HAYEHUAM, NPUBEAEHHBIM B cneuudukaLmm KOHCTPYKLMK.

7.2.2.10 Ycunue, HeobxoammMoe Ansa packpbiTus

OnpenensaioT 3HaYeHne yeunusi, HeobxoamMoro Ans packpbiTUa UMNNaHTara.

7.2.2.11 Busyanusauus

OLleHI/IBaIOT Ka4yeCTBO BM3yanusauun nMmnrnaHtata u CUCTeémMbl 40CTaBKN BO BPEMA BbINONHEHUA AOCTaAB-
KU U pacKpbITUS, UCNOMb3Ysl PEHTFEHOCKONMUIO. MpuMeHeHne Apyrnx MeToaAUK AOIMKHO ObiTb 060CHOBAHO.

7.2.2.12 MoagenupoBaHue

OueHunBatloT paboTy SHAOBACKYNSAPHOW CUCTEMbI C MOMOLLBIO KaKOW-NMGO MOAEenu, BOCNPOU3BOASILLEN
npeanonaraemele yCrnoBusi UCMOMb30BAHUA CUCTEMbI.

7.2.2.13 TIpOYHOCTL COEAUHEHUSA NPU KPYYEHUN

OnpeaensioT 3HaYeHUe KPYTALLEro MOMEHTa, HE0OX0AMMOE ANs pa3pyLUeHUA COeaUHEHUI U/ U maTe-
pranoB B COOTBETCTBYIOLLMUX KOMNOHEHTAX CUCTEMbI OCTABKM.

7.2.2.14 TIpo4HOCTb TPYOOK NPU pacTsHKeHUn

OnpeaensioT NPOYHOCTb TPYBYaTbLIX ANEMEHTOB CUCTEMbI IOCTaBKM C Y4E€TOM CBOWCTB MaTtepuana.

7.2.3 BO3MOXHOCTb yaaneHusi CUCTeMbI AOCTABKU

7.2.3.1 O6wwme nonoxeHua

CnocoBHOCTL 9HA0BACKYNSAPHOW CUCTEMBbI 0OecneunBarb 6e30nacHoe u nocrneaoBarenibHoe yaaneHue
CUCTEMbI AOCTABKU NOANEXUT 00a3aTENbHON OLIEHKE.

OueHrBaeMbIe OMacHOCTU BKIIOYAIOT Crneayolme BUAbl, HO HE OrPaHUYUBAIOTCS UMMU:

a) HeJOCTATOYHO NONHbIN cnyck 6annoHa (Ansa pacmpseMbix 6annoHOBY);

b) nckaxexue dopmbl 6annoHa — o6pa3oBaHue y 6annoHa «KpbifbeBY;

C) HapyLUEHWE KOHCTPYKTUBHOWN LIENIOCTHOCTMU;
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d) o6pasoBaHue amobon;

€) HecoOTBETCTBME ANAMETPA;

f) cmeLleHue, caBur UMNAaHTAaTa;

g) NOBpEeXaeHNe KOMMNOHEHTOB 3HAOBACKYNAPHON CUCTEMBI APYTMMU KOMMNOHEHTaMU;

h) 3auenneHne cuctembl JOCTaBKM 3a UMMSAHTAT;

i) nnoxas susyanusauyus.

OTW ONacHOCTU MOTYT MPUBECTU K Pa3sBUTUIO HEraTUBHbLIX KIIMHUYECKUX COOBLITUIA, NOAMEXaLUMX peru-
cTpauum, BKNOYasa cneayloLime suabl, HO HE OrPaHNYMBASACb UMMK:

- OTKa3 CUCTEMbI AOCTaBKY;

- HEBPONOrMYecknin aepuumr;

- TpaBma cocyaa;

- UIemus;

- CMUHHOMO3rOBOW HEBPONOrMYECKUii AeuuuT;

- ambBonusaums;

- NOBPEXAEeHWsa UMMnaHTaTa.

Creaylowme NyHKTbI, NepevncrneHHble noa 7.2.3.2—7.2.3.9, nognexar o6s3aTenbHon npoBepke, ecnm
TaKkoBble COOTBETCTBYIOT AU3alHY 9HAOBACKYMAPHOW CUCTEMbI.

7.2.3.2 TNpOYHOCTb CoegnHEHUA

OnpeaensiotT NPOAONLHYIO MPOYHOCTL COEANHEHUSI MEXY YacTAMM CUCTEMBI A0CTaBku. Bce coeguHe-
HUSA AOMMKHbI OCTaBaThCA LienbiMU NpU COBNI0AEHN PEKOMEHAYEMbIX YCMIOBUI IKCNAyaTaLmu.

7.2.3.3 COBMECTMMOCTb pa3MepoB KOMMNOHEHTOB

OueHnBaloT pasMmepbl 3HA0BACKYNSPHON CUCTEMbI HA NPEAMET UX COOTBETCTBUA pasMepam pekoMeHay-
eMbIX NpUHaAnNEeXHocTen. Bce KOMNOHEHTbI AOMKHbI ObiTb COBMECTUMBI.

7.2.3.4 lMposepka pasMepoBs

MposepstoT pasMepbl Ha COOTBETCTBUE 3HAYEHUSIM, MPUBEAEHHBIM B cneuudukauun KOHCTPYKLUN.

7.2.3.5 N3rnG/kpyveHune

OueHnBaT CNnOCOBHOCTb 3HAOBACKYNAPHOW CUCTEMBI BbIAEPXKMBATL U3rMG M ONpeaensiioT 3HaYeHus
MUHUMAanNbLHOIO paauyca unu yrna muarnba, 1onycTUMOro BO BpeMs U3BNEYEHUS CUCTEMBI.

7.2.3.6 Busyanusauus

OueHnBAalOT KAa4YECTBO BM3yanu3aummu SHAO0BACKYNSAPHOW CUCTEMbI BO BPEMSA YAANEHUA, UCNONb3YA PEHT-
reHockonuio. NMpUMEHEeHNe APYrMX METOA0B AOMKHO ObITb 060CHOBAHO.

7.2.3.7 MoaenupoBaHue PyHKLMOHNPOBAHUA CUCTEMbI

OueHuBatotr paboTy 9HAOBACKYMSAPHON CUCTEMDI, UCNONb3YS Kakylo-nbo moaenb, BOCNPOU3BOASALLYIO
npeanonaraemMble YCroBUS UCMOSNb30BAHUA.

7.2.3.8 MpoYHOCTb COEAUHEHUNA NPU KPYUEHUU

Onpeaensior 3Ha4YeHUe KPYTALLEro MOMEHTa, HeobxoaAuMoe Ans pa3pyLUeHUA COeaAUHEHUn U/ unu mate-
puanoB B COOTBETCTBYIOLLMX KOMMNOHEHTAX CUCTEMbI JOCTaBKU.

7.2.3.9 TpOYHOCTb TPYBUATLIX ANEMEHTOB NPU PacTSHKEHUU

OnpeaensiotT NPOYHOCTb TPYOOK, UCNONb3yEeMbIX B CUCTEME AOCTABKM, C yYETOM UX MaTtepuana.

7.2.4 BuocoBMeCTUMOCTb

BuoCcoBMECTMMOCTL NOANEXMUT 06s13aTENbHON OLEHKE B COOTBETCTBUM C TpeboBaHusamu MCO 10993—1
U COOTBETCTBEHHO Apyrux yacren cepum MCO 10993.

7.2.5 lemocTas

7.2.5.1 OBwpe nonoXeHun

Heobxoaumo OLEHUTbL CNOCOBHOCTL CUCTEMbI MUHUMU3UPOBATL MOTEPU KPOBMU.

OueHnBaeMble OMACHOCTU BKMIOYAIOT CRneayoLime, HO He OrPaHUYUBAIOTCA UMMU:

a) HeCOOTBETCTBME PA3MEPOB;

b) HegOCTaTO4HOCTb YNMOTHEHUN;

C) Apyrue yTeuku.

3TM 0NacHOCTM MOTYT NPUBECTU K Pa3BUTMIO HETaTUBHbIX KIMHUYECKUX CODLITUI, Noanexalimx peru-
cTpauum, BKNOYasa cregylolime, HO He OrpaHMYMBasiCb UMK:

- KPOBOTEYEHUS MPU BbINOSIHEHWW NPOLIEAYPSI;

- obpasoBaHue remaTom.

OueHka TpeboBaHuii HKECNEAYIOLWMX NYHKTOB, NepeYncneHHbix nog 7.2.5.2 n 7.2.5.3, obsasarensHa,
€CInu OHM COOTBETCTBYIOT AU3aNHY UCTMLITYEMON KOHCTPYKLIMKU 3HAOBACKYNAPHON CUCTEMBI.

7
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7.2.5.2 lMpoBepka pasmepoB

MpoBepsaloT pasMepbl Ha COOTBETCTBUE 3HAYEHUAM, NPUBEAEHHBIM B CrieLMdUKaLUN KOHCTPYKLIMK.

7.2.5.3 OueHka remocTasa

OueHuBalotT cnocoBGHOCTL Kakoro-nubo reMocTaTU4ecKoro CpeacTea/knanaHa cUucTeMbl 4OCTaBku o6e-
cne4ynBaTk HEOBXOAUMYIO FEMOCTaTUYECKYIO M3OSALMIO MPU KPOBOTEYEHUH.

7.3 MnnaHTupyemoe usgenuve

7.3.1 CnocoOHOCTb K TOYHOMY pa3BepTbiBaHUIO

7.3.1.1 OBLpme NoNnoXeHus

Cnoco6HoCTb cucTEMBI 0becneunBaTh NOCNeA0BaTENLHOE, ToUHOe U GesonacHoe pa3BepTbiBaHue coob-
CTBEHHO UMMNaHTaTa B Npeanonaraemon otnactu noBpeXaeHus NoanexXuT 06s13aTenbHOM OLIEHKE.

OueHnBaeMble BUAbI ONAaCHOCTU BKIOYAIOT CNEaYoLMe, HO He OrPaHUYUBALOTCS UMM:

a) HETOYHOE PACMONOXKEHWE UNN OPUEHTALUS UMMNNAHTATA;

b) HekoppekTHas popma pasBepPTbiBAHUS;

C) HENOMHOE pa3BepPTLIBAHUE;

d) nnoxas susyanusayus.

3T ONacHOCTW MOTYT MPUBECTU K Pa3BUTUIO HEraTMBHBIX KIIMHMYECKUX CODBLITMIA, MOANEXaLMX peru-
CTpauuu, BKMOYas crneaytoLlume, HoO He orpaHUYUBasnCh UMK:

- OKKIT03US1 COCYAUCTbIX OTBETBNEHUMN;

- OTKa3 CUCTEMbl JOCTaBKM,

- yTeYKa CO CTOPOHbI KPEMNEHUIA;

- CMEeLLUeHune unu caBur npoTesa;

- oBcTpyKumMs NpocBeTa NpoTesa;

- uwemus;

- yBenuyeHue obbema aHeBPU3MBI;

- pa3spbiB aHEBPU3MBI;

- TpaBMbl COCYAUCTbIX CTEHOK.

OueHka HkecneayLwmx nyHkToB 7.3.1.2—7.3.1.4 oBsA3aTtenbHa, eCnu TaKoBblE COOTBETCTBYIOT AN3aii-
HY KOHCTPYKLMKU SHAO0BACKYMAPHON CUCTEMBI.

7.3.1.2 COOTHOLUEHUE ANUHBI U AUameTpa umMnnaHTaTa

OnpeaensioT COOTHOLIEHME ANMUHBI U MaMeTpa pa3BepHyTOro UMNaHTara.

7.3.1.3 Busyanusauus

OueHuBaloT Ka4eCcTBO BU3yanu3auum umnnaHTaTa BO BPEMSI €70 PacKpbITUS U Nocne yaaneHus cucre-
Mbl OCTaBKU, UCMNOSb3Ysi PEHTreHOCKONMIo. MNpuMeHeHne apyrux MeToauk crneayet o60CHOBaTD.

7.3.1.4 MogenupoBaHue OyHKLMOHNPOBAHNUSI CUCTEMbI

OueHuBatot paboTy 9HAOBACKYISIPHOW CUCTEMbI B LIENOM, UCNOMNb3Ysl KaKylo-nu6o Moaenb, BOCNPOU3BO-
ASLYI0 npeanonaraemble YCroBUSI UCMONb30BaHNS.

7.3.2 3ppekTUBHOCTL PUKCALUUN MMNIIAHTATA

7.3.2.1 OBLuMe NONOXeHUs

HeobxoauMO OLeHUTb CMOCOBHOCTL cucTeMbl obecnevnBatb 3hPEKTUBHYIO hUKCALMIO MMNMaHTaTa
B npeaenax AaHHOro CoCyaucToro CerMeHTa.

OueHKa BO3MOXHbIX ONACHOCTEN BKIOYAET Criefytowwne ux BUabl, HE OrpaHMYUBasCb MMK:

a) HeMnonHoe NpUMbIKaHWe UMNaHTaTa Kk CTeHKaMm Cocyaa;

b) upeaMmepHO€e UM HEKOPPEKTHOE 3HAYEHNE PAANANBHOTO YCUIUSA PACKPbITUA.

3TKU 0NacHOCTM MOTYT MPUBECTU K PA3BUTUIO HETaTMBHBIX KIIMHMYECKUX CODBLITMIA, NoAneXalmx peru-
cTpauuu, BKIloMasa cnegyroLwime, Ho He OrpaHNuYNBasAChL UMU:

- yTeyka CcO CTOPOHbI KpenneHun,

- CMEeLUeHne unu caBur npoTesa,;

- 0OCTPYKUMS NPOCBETA UMNIAHTATA;

- TpaBma cocyaa;

- TpaBMa npunexalyux TKaHew;

- OKKN3ua CocyancTtbix OTBeTBJ'IeHI/IVI;

- paclMpeHne aHEBPU3MBbI;

- paspbiB aHEBPU3MBI.

OueHka HKecneayLwmx NyHKTOB, NepevncnenHblx nog 7.3.2.2—7.3.2.8, o6g3arenbHa, ecnu Takosble
COOTBETCTBYIOT AU3aliHy KOHCTPYKLMM SHAO0BACKYNAPHOW CUCTEMBI.
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7.3.2.2 MpumblkaHue K CTEHKaM cocyaa

Ouenunsalor cnocobHOCTL MMNNaHTara obecneunBarb HeOOXO0AUMOE Ka4eCTBO €ro NPUMbIKAHUS K CO-
CyAUCTOWN CTEHKe.

7.3.2.3 ConpotuBneHue paspyLieHuto

OnpeaensoT MUHUMAaNbHYIO CURY, NPU KOTOPOI BO3HUKAET OCTatouHas agedopmauusa unu nonHoe pas-
pylieHne uMnnaHrara.

7.3.2.4 NokanbHoe cxartne

OnpegensioT ynpyryto aedopmauuio UMNNaHTaTa B OTBET Ha JNOKarNbHOE NPUITOXKEHUE YCUNUS CXKaTUS.

7.3.2.5 ConpotusneHue K nepemeLleHunio

Onpeaensior cnocoGHOCTbL MMNMAHTATa OCTABATbCS HEMNOABWKHLIM NMPY MOAENUPOBAHUM €70 PA3BEPTLIBAHUS.

7.3.2.6 BHewHAAa paguanbpHaa cuna

Ycunue, aencreyioLlee Ha CaMopacLUMPAIOLLMECH UMIIIAHTAThI, ONPEAENSIOT Kak (PyHKUMIO OT auame-
Tpa umnnaHTara.

7.3.2.7 Otpava

OnpeaensioT 3HaYeHne ynpyron oTaaum yCcTpoMCTBa (B MPOLIEHTAX OT YMEHbLUEHUS AnameTpa yCTpoi-
CTBA) NOCne packpbiTUs UMNNaHTata. Koppekrupylotr 3HaueHne oT1auu C pPEKOMEHAYEMbIMU 3HAYEHUAMMN.

7.3.2.8 MoaenuposaHue hyHKLUNOHUPOBAHUS CUCTEMbI

OueHusalot paboTy 9HAOBACKYNSAPHON CUCTEMBI C MOMOLLbIO Mool Moaenu, BOCNpou3BoaaLLei npea-
nonaraemble ycnosus UCNONb30BaHUSA.

7.3.3 LUenocTtHOCTL UMNNaHTaTa

7.3.3.1 O6wwue nonoxeHusn

Cnoco6HOCTL MMNNaHTaTa COXPaHSATb LIeNOCTHOCTb KOHCTPYKTUBHOW (hOpMbI noanexuT obsizatens-
HOW OUEHKe.

OueHka BO3MOXHbIX ONACHOCTE BKIIOYaET CneayioLlme ux Buabl, He OrpaHMYMBasiCb UMK:

a) KOHCTPYKTUBHbIA OTKa3 MMNNAHTATA;

b) HapyLleHne NonHOTLI NPUMbIKAHUS UMIINIAHTATA K CTEHKaM COCyAa;

C) NPEBbILLEHNE YTEUKN.

3TW 0NacHOCTM MOryT NPUBECTU K PA3BUTMIO HETATUBHBIX KITMHUYECKUX COOLITUIA, NOANEXALLUX peru-
CTpauuu, BKMoYasa cneayowme BUabl, HO He OrPaHUYNBASACH UMMU;

- paspyLleHue CTeHTa/CUCTEMbl KPENNEHUS;

- aunarauus/paspbiB rpadiTa;

- TPOMOO3 MMMNNAHTAaTa;

- CMELLEHNE UMK CABUI NpOTe3a;

- yTe4Ka CO CTOPOHbI KpEnmneHus;

- pacluMpeHue aHEBPU3MbI;

- paspbiB aHEBPU3MBI;

- yTeuka vyepes rpadiT;

- TpaBma cocyaa;

- nperpaga/CTeH03 NpoCBeTa;

- vwemMms;

- NOBPEXAEHUE NpUnexaLyux CTpykTyp.

OueHKa Hmkecneayowmx NyHKTOB, NepeuncrieHHbix nog 7.3.3.2—7.3.3.9, obssatenbHa, ecnu TakoBble
COOTBETCTBYIOT AN3alHY KOHCTPYKLMM SHAOBACKYISIPHOW CUCTEMBI.

7.3.3.2 MpoOYHOCTbL Ha pa3pbiB BHYTPEHHUM/BHELLHUM AaBNEHNEM

OnpenensaioT NPOYHOCTL HA Pa3pbIB UMW MPOYHOCTL B OKPY>KHOM HanpaBsneHUuu COOTBETCTBYIOLLIMX KOM-
MOHEHTOB UMNnaHTara B cooTBeTcTBUU ¢ MCO 7198, nyHkThl 8.3.3 nnmn 8.3.1 COOTBETCTBEHHO.

7.3.3.3 Kopposus

OueHunBaloT NoABEPKEHHOCTL MaTepuarna(oB) KOPpPO3Mmn B peanbHON UNu MOAENMPYEMON cpeae.

7.3.3.4 MpOYHOCTb BbINOMHEHUSI aHACTOMO3a

OnpegensioT NPOYHOCTb HA Pas3pbiB NOGOro U3 BbIMOMHEHHLIX @HACTOMO30B B COOTBETCTBUM ¢ CO
7198, noanyHkT 8.3.2.4.

7.3.3.5 TMpoYHOCTbL (AONTOBEYHOCTD)

7.3.3.5.1 OOwume nonoxxeHus

Mpu oueHke ANUTENbLHOW NPOYHOCTM CrieayeT yYnThIBaTb crieaytowme akTopsl:

- BEpOSATHbIE BUAbI OTKA3a, TaKne Kak U3HOC, paspyLLEHNUS KpENNEHUI, HapyLLeHNs NneTeHus (pacnne-
TEHWE) TKaHU, PaCCNOEHUA U Pa3pbIBbl LUBOB;

- papuanbHas, oceBas Harpy3ku U pyrue yCunus, NpUoXKeHHbIe in vivo Ha UMNNaHTar.
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3Tn akTopbl HeOOX0AMMO 0Bs3aTeNbHO YYUTHIBATL B KOHTEKCTE aHaTOMW4YeCKON BapuabenbHOCTH
N MOP(ONOrMYECKUX USMEHEHUNA.

7.3.3.5.2 OueHka HanpsKeHHO-4ePOPMUPOBAHHOIO COCTOAHUSA

OLeHNBaIOT XapaKTepuCcTUKU HanpsKeHHO-4ePOPMUPOBAHHOIO COCTOAHUA UMMMaHTaTa npu BO34en-
CTBUM HauxyfLuen KoMOouHaumm u3nonorndeckoin Harpy3ku, UCNonb3ysi COOTBETCTBYIOLLME METOAbI, Takue,
HanpuMep, kak MeTof KoHevHbIx anemeHToB (Finite Element Analysis, FEA).

7.3.3.5.3 YcranoctHas npo4HOCTb

OueHnBaloT B 4ONTOCPOYHON NEPCNEKTUBE PASMEPHYIO U KOHCTPYKTUBHYIO HEU3MEHHOCTb MMMNIAHTa-
Ta. Cloga BXOAAT HEU3MEHHOCTb BCEX KOMMOHEHTOB UMMNIAHTATa, UX COEANHEHUI U NNOLLAAEH KOHTAKTOB
KaXaoro u3 Hux.

MenbiTaHua umnnaHTaTa Ha yeTanoCTHYIO MPOYHOCTb AOSDKHBI BKITHOYATb in Vifro UCNbITaHUSA, NPOAOIHKU-
TENbHOCTLIO, NO KpaKHen Mepe, 9KBUBANEHTHON AECATM rogamM HenpepbIBHOW paboTel (Mo kpanHeih mepe 380
MUMMMOHAM LMKIOB Harpy>XeHus) ANs Kaxaoro UCrbITyeMoro usaenus. Ecnu npegnonaraembliit Cpok paboTsl
uMmnnaHTara cocrasnaer MeHee 10 NeT, MOXHO UCMONbL30BaTb MEHbLUYIO MO BPEMEHW MPOAOIMKUTENBHOCTD
UCNbITAHUS HA YCTanoCTb, YTO AOMKHO BbITb 060CHOBAHO.

YcnoBus ucnbITaHMA AOMkKHbI ObiTb 060CHOBaHLI K BKIOYaTh B ¢ebsa cneaylolme napaMmeTpbl: YUCno
06pasLoB, pasmepbl UCMLITYEMbIX UMMMAHTATOB M YacTOTa Harpy>eHusi Npu UCMbITAHUMU.

YacToTy Harpy>eHust o6pasuoB Npu UCMbITAHUK CrieayeT yCcTaHaBnuBaThk Takum obpasom, 4Tobbl 3Ha-
YeHue gedpopMaummn UCMLITYEMOro umnraHTara 6bino He MeHee aedbopmauuu UMNNaHTara npu ero pusmo-
NOTNYECKOM Harpy>eHumn (4acToTe CepaeyHbIX COKpalleHuii). McnbiTaHUs Ha ycTanocTb CrneayeT NpoBOAMTb
npu PU3NONOrM4YECKUX 3Ha4eHUAX TemnepaTypbl, HO He meHee 37 °C.

7.3.3.6 TpOYHOCTb Ha pacTsKEeHUe

OnpeaensioT 3Ha4eHMe NpoaoNbHONM NPOYHOCTU UMMIIAHTaTa NPU PaCTSHKEHUN.

7.3.3.7 TMpOYHOCTL NPU MHOrOKPaTHOM MPOKONe (AN apTEepPUOBEHO3HLIX LUYHTOB MPU BHYTPUCOCYAU-
CTOM JoCTyne)

OueHuBatloT cnocoBHOCTb MMMNaHTaTa-rpadra BblaepXKuBaTb MHOTOKPATHbLIE NPOKOSbI.

7.3.3.8 lMpoYyHOCTL CTEHTa/CUCTEMBI KPEMmneHuss npu KpenneHum rpadra (Hanpumep, KpenneHuwm
Ha Knew, KpenseHnu ¢ NOMOLLLIO LLUOBHbLIX HUTEWN)

OnpeaensioT NPOYHOCTL COeAUHEHUS rpadiTa CoO CTEHTOM/CUCTEMON KPENMEHUS.

7.3.3.9 BusyanbHbIn KOHTPOSb

B npotese He [OMKHO ObITb Pa3pbiBOB U 3arpA3HEHWUIA, NATEH, BbILBETAHUS, MOTEPU YaCTULL MaTepuana
unu apyrmx AedeKToB, KOTOPbIE AenarT NPoTe3 HENPUIroAHbIM ANA NPeanonaraeMoro UCMNorb30BaHUA.

7.3.4 NMpoHuyaemMocTb

7.3.4.1 O6wwme NnonoxeHua

Heo6xoanmMO OUEeHUTb CMOCOBHOCTL MMNNAHTaTa BbiTb HENPOHULAEMbIM K MPOXOXKAEHMUIO KPOBU Yepes
CTEHKM uMnnaHrtara-rpadra.

CrneayeT y4uTbIBaTb BO3MOXHbIE UBMEHEHUA BO BPEMEHM NPOHULIAEMOCTM NOCHNEe UMINAaHTaLUN.

OueHKa 0nacHOCTU BKITIOYAET CrieaytoLLee, HO He OrPaHUYUBAETCA STUM:

a) yTeuku.

3TU 0NAacHOCTU MOTYT MPUBECTU K PA3BUTUIO HETaTUMBHbLIX KIIMHWYECKUX CODBITUI, noanexawmx peru-
cTpauumm, BKNOYasa cneayloLwme ux sBubl, HO He OrpaHUYUBasCb 3TUM:

- yTeuka yepes rpadr;

- paclmpeHne aHeBPU3MbI;

- pa3spbiB aHEBPU3MBI.

OueHKa HKecneayoLWmx NyHKTOB, NePeYNCnerHblx noa 7.3.4.2 n 7.3.4.3, obasarenbHa, €Cnu TakoBble
COOTBETCTBYIOT AU3aNHY KOHCTPYKLMU 9HAOBACKYNAPHON CUCTEMbI.

7.3.4.2 TlopucTOCTb, NPOHMLAEMOCTb AN BOAbLI U BXOAHOE AaBfieHne BOAbl

OueHuBaloT NOPUCTOCTb, NPOHMLIAEMOCTE ANA BOAbI U 3HAYEHUE BXOAHOTO AaBNeHUs BOAbl B COOTBET-
ctBum ¢ UICO 7198, nyHkTbl 8.2.1, 8.2.2, 8.2.4, BbIOOp napaMeTpoB OLEHKM AOIHKEH ObITb 060OCHOBAH.

7.3.4.3 O6Lasa npoHULLAeMOCTb ANS BOAbI/yTe4ka

OnpenensaioT o0LLyI0 NPOHMLAEMOCTL AN BOAbI/YTEYKY MMMNaHTata B coorBetcTBuu ¢ NCO 7198,
NyHKT 8.2.3.

7.3.5 MoaynbHOCTb

7.3.5.1 O6Lme nonoxeHus

CnocoBHOCTb CUCTEMbI 0BEecneunBaTh Hagnexallee B3anMoAENCTBUE MEXAY COOTBETCTBYOLLMMU MO-
Aynamu NoanexuT o0a3aTensHON OLEHKE.
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OueHka onacHOCTel BKIMYaeT cneayoLwmue ux Buabl, HO He OrpaHUYUBAETCH STUM:

a) HECOOTBETCTBUE PA3MEPOB;

b) HETOYHOE NO3MLMOHMPOBAHUE UNN OPUEHTUPOBAHKE;

C) pasgeneHune Moaynen,

d) noBpexxaeHne unu nperpaga co CTOPOHbI APYrMx MOAYNENR;

€) nepern® unm ckpyumBaHue Moaynein.

3TM 0NacHOCTM MOTYT NPUBECTU K PA3BUTMIO HETaTUBHbIX KIMHUYECKUX CODBLITUI, Noanexalmux peru-
cTpauum, BKNoYasa cneayloLme ux suibl, HO He OrpaHNYUBaACH UMU:

- Murpauusi npotesa;

- yTe4Ka CO CTOPOHbI KPENNEeHUsi/ yTeuka BHyTPM KOMNOHEHTA;

- TpaBma cocyaa;

- OKKIIO3MS1 OTBETBMEHUI COCYAa;

- pacLuMpeHne aHeBPU3Mbl;

- paspblB aHEBPU3MbI;

- 06CTpyKUMA NPOCBETA;

- vemus.

OueHKa HUXKeCNEeAYIOLLMX MYHKTOB, NepevyncnerHblx nog 7.3.5.2—7.3.3.5, obsizatenswHa, ecnm TakoBble
COOTBETCTBYIOT AU3aNHY KOHCTPYKLMU 9HA0BaCKYNSAPHON CUCTEMbI.

7.3.5.2 Mposepka pasMmepos

MpoBepsiloT pasMepbl Ha COOTBETCTBUE 3HAYEHUAM, MPUBEAEHHBIM B CNeLMdUKaLUU KOHCTPYKLUUN.

7.3.5.3 Mepern6/ckpyunBaHue

OnpenensitoT MUHUManbHbIA paguyc uarmba, KOTopblii MOXET BblAepXaTb uMnnaHTar 6e3 o6pasoBaHus
usnoma.

7.3.5.4 YcTON4MBOCTb K MUrpaummn

Onpenenstotr cnocoOHOCTb MMMNAHTaTa 0CcTaBaThCA HECMELLaeMblM (HECABUIaeMblM) NyTeM MOAenu-
poBaHwus.

7.3.5.5 VcnbiTaHne Ha OTpbIB ANA MOAYNEHbLIX KOMIOHEHTOB

OnpenensioT cuny, He0OXoAUMYHO AN PacCOoeANHEHUS MOAYNBbHBIX KOMMOHEHTOB NPU MOAENUPYEMbIX
YCINOBUSX UCNOMb30BaHUSA.

7.3.6 OnpegeneHue pasmepoB

7.3.6.1 OBwpme NonoXxeHus

CnocoBHOCTb cUCTEMbl 0OecneunBaTb KOPPEKTHYIO MKCAUMIO UMMMaHTaTta B npeaenax cocyaucToro
CermMeHTa nyTemM OLEHKW KOPPEKTHOCTM pa3mMepoB NOAMEXUT 06a3aTenNbHOW OLEHKE.

OueHka onacHOCTKW BKIIOYAET CreayoLee, HO He OrpaHMYMBaETCS 3TUM:

a) HEKOPPEKTHbIE pasMepbl.

3TK 0NacHOCTU MOTYT MPUBECTU K PA3BUTUK HErATUBHbLIX KIMMHUYECKUX COOBLITUI, NOANEXaLMX peru-
cTpaumm, BKIOYasa cneayowme ux Buabl, HO, He OrpaHUYUBasACb UMMK:

- 0TKa3 CTeHTa/CUCTEMbI KPENneHus;

- Murpauus nporesa;

- TpoMGO03 MMNNaHTaTa;

- YTEeYKa CO CTOPOHbI KPEMNNEHUS;

- pacLumpeHvue aHeBpU3Mbl;

- paspbiB aHEBPU3MBbI;

- OKKIIO3MS1 COCYAMUCTbIX OTBETBMNEHWN;

- TpaBma cocyaa;

- NOBpEexAeHne Npunexallmx TKaHen,

- 06CTpyKUMA NPOCBETA;

- vemus.

McnbiTaHua 1 oueHKa HWKeCneayloLwmx NyHKTOB, NepedncrneHHbix nog 7.3.6.2—7.3.6.6, obazarenbHa,
€CInu TaKkOBbIE COOTBETCTBYHOT AN3alNHY KOHCTPYKLMUW SHAOBACKYNAPHOW CUCTEMBI.

7.3.6.2 COOTHOLUEHWE ANMHbI U AMaMeTpa uMnnaHTara

OnpeaenstorT COOTHOLLEHME AMNWHbI U AUaMeTpa pa3BepHYTOro MMMnaHTara.

7.3.6.3 lNMposepka pasMmepos

MpoBepsiloT pasMepbl Ha COOTBETCTBUE 3HAYEHUAM, MPUBEAEHHBIM B CNeLMdUKaLUN KOHCTPYKLUUN.
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7.3.6.4 Otpava

OnpenenairT BeNNYMHY YNpyron otaadm ycTponcTea (B NpoLeHTax OT YMEHbLUeHUs AuaMeTpa yCcTpon-
CTBa) NoCne passBepTbiBaHUA UMMNAHTaTa U KOPPENUPYIOT NONYYEHHOE 3HAYEHWEe C peKOMEHAYEMBbIM.

7.3.6.5 MogenuposaHue PYHKLIMOHMPOBAHUA CUCTEMbI

OueHnBaloT paboTy SHAOBACKYNMAPHOW CUCTEMbI ¢ MOMOLLBIO KaKOro-nubo MoAENbLHOrO YCTPOMCTBA,
BOCNPOM3BOASLLEro npeanonaraemble yCroBusi N(PUMEHEHUS.

7.3.6.6 CoOTHOLUEHME AnamMeTpa UMNNAHTaTa U AaBNeHus HanonHeHnsa 6annoxa

[na umMnnaHTaToB, packpbiBaEMbIX 6annoHOM, ONPeAEnstoT COOTHOLLEHNE MeXay ANAMETPOM UMITAH-
Tara u JaBrneHneM HanonHeHus GannoHa.

7.3.7 MpoxoauMoOCTb

7.3.7.1 Obwme NnonoxeHuna

Heobxoanmo oueHUTb CMOCOBHOCTL UMMNNAHTATA COXPAHATL NPOCBET OTKPLITHIM.

OueHka 0nacHOCTEN BKIOYAET creayloLwme ux Buabl, HO He OrPaHUYUBAETCA UMM:

a) neperuo;

b) ckpyunBaHue;

C) HETOYHOE pasBepTbiBaHUE;

d) aedopmupoBaHue;

€) obpasoBaHue TpombOoB.

3TU ONacHOCTU MOTYT NPUBECTMU K PA3BUTUIO HETATUBHBIX KIIMHMYECKUX COObITUIA, Noanexalux peru-
cTpauuu, BKNoYas cnegyowme ux Bubl, HO He OrPaHUYMBaAACH UMMK:

- TpomMb03 MMNNAHTAaTa;

- 06CTpyKUMA NPOCBETA;

- pecreHos;

- BHes3anHoe 3akyrnopueaHue;

- CTeHoKapaus;

- peuMauB NopTanbHON| rMNepTeH3uuy;

- MHapPKT MMOKapAaa;

- ULIEeMUS;

- nerovHas ambonus.

OueHka umnnaHTara Ha COOTBETCTBUE NYHKTOB, NEpevUCneHHbix nog 7.3.7.2—7.3.7.7, obasarenbHa,
€CIn TaKoBble COOTBETCTBYIOT AM3aiHY KOHCTPYKLUK SHAOBACKYNAPHON CUCTEMBI.

7.3.7.2 BHewHss paguansHas cuna

Cuna, BO34eNCTBYIOLLIASA HA CAMOPACLLUPSIOLLIMECA UMNAAHTATLI, AOMKHA ObITb OnpeaeneHa kak PyHk-
uusi OT AMaMeTpa umnnaHrara.

7.3.7.3 ConpoTuBNEHUE paspyLleHUio

OnpeaensoT MMHUManNbHOE 3HAYEHME YCUITUS, NPU KOTOPOM BO3HUKAET OCTaTO4HanA aedhopmaums unu nosn-
HOe paspyLUueHue.

7.3.7.4 MogenupoBaHue (OyHKLMOHMPOBAHUS CUCTEMbI

OueHuBatoT paboTy 3HAOBACKYNAPHOI CUCTEMbI C NOMOLLLIO KaKoi-nMbo mMoaenu, BOCNPOU3BOAALLEN
npeanonaraemMble yCroBUs €€ CNOmNb30BaHuUS.

7.3.7.5 Mnowaab cB0604HON NOBEPXHOCTU CTEHTA

OnpenensioT B NPOLEHTax u3MEeHeHne nnowaau cBo60aHON UK OTKPLITON NOBEPXHOCTU CTEHTA B 3a-
BMCUMOCTHU OT AMaMETpa CTEHTA.

7.3.7.6 MecrtHoe cxaTtue

OnpenensioT 3HaYeHue ynpyrow gedopmaumm UMNNAHTaTa B OTBET HA MECTHOEe CXKaTue.

7.3.7.7 N3rnb

OnpeaensiioT 3HaYeHne MUHUMAanNbLHOTO paauyca uarnba, KOTopbIli MOXET BblaepKaTb uMmnnaHTar 6es o6-
pasoBaHusa Usnoma.

7.3.8 COBMECTUMOCTb C MarHUTHO-pe3OHaHCHOW ToMorpacduen (MPT)

OueHuBatoT 6830N1aCHOCTL U COBMECTUMOCTb UMMNaHTaTa nNpu ucnonb3osanuu MPT.

OueHKa onacHOCTEN BKIIOYAET CreayloLume UX Buabl, HO HE OFPaHUYUBAETCS STUM:

a) HU3KOE KayecTBO M3oOpakeHus (Hanuuue apredakTos);

b) nepemeLleHne unu Harpes uMnNaHTara.

3TW 0NacHOCTU MOTYT MPUBECTU K Pa3BUTUIO HETATUBHbLIX KIIMHUYECKUX CODBLITUIA, noanexalmx peru-
cTpauum, BKNoYasa cneayloLine ux Buabl, HO HE OFPaHUYUBASACH UMMU:

- TpaBMa cocyaa;

- MUrpauus UMnnaHTara;

MpumeyaHune — ApTedakTbl, Habnogaemele Npu Ucnonb3oBaHuM MPT y HEKOTOPLIX BUAOB UMIIAHTATOB, CHU-
KatoT 9PPEKTUBHOCTL U OrpaHnynBaoT BO3MOXHOCTU MPT y nauneHToB ¢ UMNnaHTatamm aTux BULOB.

12
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7.4 [oknuHuvyeckas in vivo oueHka

7.41 Uenb

Llenb AOKNMHUYECKNX in ViVO UCMIbITAHUI 3aKITIO4YaeTCsl B TOM, YTOObI OLEHUTb 9PGEKTUBHOCTL pasBep-
TbIBAHWS SHAOBACKYMAPHOTrO rpadhta U ero NPOonyckHyo CNOCOOHOCTL, a TaKkKe ONpeaenuTb peakumu, kak op-
raHu3Ma, Tak u uMnnaHTara. MiccnegosaHus npusBaHbl YCTAHOBUTL COOTBETCTBUE UCTLITYEMOIN 3HAOBACKY-
NAPHON CUCTEMbI €€ KITMHUYECKOMY Ha3Ha4YeHuHo.

7.4.2 CneumnanbHbie Lenu

JomkHbl ObITb 0003HAYEHbI CNELUAanbHbIE LENu NCCNEA0BaHUS, KOTOPbIE 3aKMIOYalOTCA B CrieayioLeMm:

a) OLeHKa BO3MOKXHOCTW AOCTYNa B ONPeAeneHHOe MECTO C UCMONb30BaHWEM JaHHO CUCTEMbI [JOCTaBKMK;

b) oueHka ynoberea obpalLeHnsa 1 Ka4ecTBO BU3yanu3awmmu CUCTEMbI JOCTaBKM M COBCTBEHHO UMMMaHTaTa;

C) NpoBepKa TOYHOCTU U IPPEKTUBHOCTN pa3BepTbIBAHMSA U pa3MELLEHUA UMNNAaHTaTa;

d) oueHka BO3MOXHOCTU yaneHus CUCTEMbI JOCTaBKMU,

€) OLeHKa NPUro4HOCTM METOAA onpeaeneHusa pasMepoB UMMMaHTaTa;

f) oueHka apHeKTMBHOCTU reMoCcTasa CUCTEMbI AOCTABKM U 0B0NOYKM MHTPOALIOCEDA;

g) OUeHKa Mo3ULMKN pasMELLEHUS, LEeNOCTHOCTU KOHCTPYKUMUK, MaTepuana u OyHKLUMOHaNbHON adbdek-
TUBHOCTU B }J,aHHbIVI MOMEHT, N0 NpoweCcTBnUn nepuoga BpeMeHn 1 nNpu akcnnyatauuun,

h) oueHka rucTonornm n NaTonornm 3KCMMaHTaToB M COOTBETCTBYIOLLUMUX TKAHEW/OpraHos;

i) perucTpaumsa HeGnaronpPUATHBIX KIIMHUYECKNX CODBITUA.

7.4.3 MNpoToKon 3KCnepUMeHTanbHbIX UCCIIeA0BaHUN

MpoTes kaxxgoro TMna AomkeH ObITb UCNbITAH NYTEM €r0 UMNMAaHTaUUK B NPegHa3Ha4YeHHY Ans Koppek-
UMM MU aHanoruyHyio obnactb cocyaa, no KpamHen Mepe, y Wwectu naboparopHbIX XMBOTHbLIX Ha CPOK A0 26
Heaenb Ans KaXaoro XXMBOTHOIO, ecnu HET 060CHOBaHUA AnsA Bonee KpaTkoro cpoka HabnoaeHus. MNpu aTom
BUAbI U CPOKU NPOBEAEHUA NEPUOAUYECKNX HAOMIOAEHNI TAKKE AOMKHbI ObiTb 060CHOBAHLI. AN OLEHKU UH-
HOBALMOHHbIX TEXHOMOIMMI AONYCTUMbI YCIIOBUS NPOBEAEHUSA OCTPOr0 9KCNEpUMeHTa u 6onee AnuTenbHblE
CpOoKu Ha6mo,quV|;| 3a XXUBOTHbIMMW.

C yyeToM OrpaHM4eHuid, HanaraemMblix Ha UCMOMNb30BaHWE NAbOPATOPHBLIX XXUBOTHbLIX, BCE UCMONb3yeMble
YCTPOICTBA AOMKHbI UMETb KAYeCTBO, pa3mepbl U (pOpMy, OTBEYAIOLLME KITMHUYECKOMY HA3HAYEHUIO U3J1ENUS.

JTabopaTOpHbIX XXMBOTHBIX, 0TOOPAHHBIX ANS CCNEAoBaHUS, CNEAYET perynsapHo obcnenoBarb, a 3abones-
LUMX 0COOEi yMEPLUBIATL U NOABEPraTb HE3aMEATUTESNIbHOMY MAaTOSNIOrOAHAaTOMUYECKOMY UCCTeA0BaHuIO. Mpuyn-
Hbl rn6enu unu 6ones3HU XKMBOTHOTO, a TAIOKE CTENEHb NPUYACTHOCTYU K STOMY UCCNEAYEMOTO U3Aenus (MMNNaHTaTa)
JOMKHbI BbITb YCTAHOBMEHBI M 3aduKeUpoBaHbl. Cneayet NPOBOAUTL MUCTONOTMYECKYIO U NAaTothu3noNoru4eckyto
OLIEHKM 3KCMAaHTaTOB U COOTBETCTBYIOLLMX TKaHeW/opraHoB. MOXXeT okasaTtbes LienecoobpasHbiM npoBeaeHue uc-
CneaoBaHWUI HA KOHTPOMNbHON PYNNE XMBOTHBIX C LIENbIO NONYYEHUA CPABHUTENbHbLIX JAHHDIX.

MopaaoK AOKMMHMYECKUX UCMbITAHUNA N VIVO, BKNIOYasA BEAESHWUE NPOTOKOMOB 9KCNEPUMEHTASIbHBLIX UC-
cneposaHuii, cbopa, OLEeHKM U aHanu3a AaHHbIX, 40SkeH ObiTb 060CHOBaH. Cneayet Takke 060CHOBaTh Bbi-
60p XMBOTHOW MOAENU C YYETOM TaKMX NAPAMETPOB, KaK BUA XXMBOTHOTO, MO, BO3PACT U BO3MOXHOCTb MoJe-
nMpoBaHuA Kako-nubo natonornu. Bce aTo A0MKHO COOTBETCTBOBATL LIENAM uccneaoBanua. Mmnnanrauus
AOJHKHa COOTBETCTBOBATH TPEGOBAHWUAM MHCTPYKLUMIA NO KNMHUYECKOMY UCMONb3OBAHUIO U3AENUS B TOW CTe-
NeHu, KOTOpas AOCTMXKMMA C YYETOM OFPaHNYEHUii, 0BGYCNOBEHHBLIX BUAOM XMBOTHOTO.

MpumeyaHue—Cm. TpeboBaHna MCO/M3IK 17025 B kauecTBe pykoBOoACTBa MO COOTBETCTBYOLWEN Nabopa-
TOPHOI NpaKTUke.

7.4.4 CO60p JaHHbIX
Hwxkecneayowmii nepedeHb MUHUMAaNbLHOrO 06bema AaHHbIX pPekoMeHAyeTcs cobpatb MO KaaoMy
13 NabopaToOPHbIX JKUBOTHLIX C UMNNAHTUPOBAHHBLIM NPOTE30M:

a) AaHHble uaeHTUUKaLmun:

1) NPOUCXOXKAEHUE XXMBOTHOTO;

2) naeHTudpuKaums >XMBOTHOrO;

3) nom;

4) pnara poxgaeHus;

5) macca Tena;
b) npeaonepaynoHHbIE CBEAEHUSA:

1) oLleHKa COCTOSIHUA 340POBbA, BKNIOYAA COOTBETCTBYIOLLME UCCNEA0BAHNA KPOBU;

2) Ha3Ha4YeHuWe nekapCcTBEHHbIX CPEeACTB (HanpuMep, aHTUOGMOTUKOB C NPOUNAKTUYECKOW LIENbIO);
C) OnepaLMOHHbIe CBEAEHUS:

1) aara umnnaHraumu;

2) uMA NULA, BbIMONTHUBLLETO BMELLATENbLCTBO;
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3) onucanue npoueaypbl UMNNAHTaALMKU, BKIOYaS:

- UAEHTUMUKALIMOHHBIN HOMEP NpoTe3a;

- ANWHY U guameTp npotesa in situ;

- 3HaYeHue NPEeBbILLEHNS HOMUHAMBHOTO PasMepa;

- UCMNONb30BaHME CUCTEMHON AaHTUTPOMOOLMTAPHON/ aHTUKOArYNAHTHON Tepanuu;

4) oueHka TOYHOCTU U 3(pPEKTUBHOCTY BBEAEHUS CUCTEMbI JOCTABKM U PACKPLITUSA 3HAOBACKYNAPHO-
ro MnnaHrara;

5) oueHka yao6ceTBa obpalleHnss U BM3yanu3aumm cuCTeMbl LOCTaBKW, OLEHKa Bu3yanusauum cob-
CTBEHHO UMMMaHTaTa;

6) oueHka achPeKTUBHOCTN yaneHusi CUCTEMbI 10CTaBKY;

7) oueHka METOAUKM OnpeaerieHns pasMepoB U Nopsiaka onpeaeneHns pasMepos;

8) o6bem 1 nokanu3auusi noTepu KpoBY;

9) oueHKa no3uuun pasMeLLeHns, CoxpaHeHust POopPMbl KOHCTPYKLUM U MATEPUANoB, OLEHKa (PyHKLK-
OHMPOBAHWSA UMNMNAHTATA;

10) HeBnaronpusATHbIE COOLITUSI BO BPEMSsI BbINONHEHUS1 ONEpauUuuy;

d) nocneonepaunoOHHbIE faHHbIE U pe3ynbTaTbl HabnAeHWN:

1) HasHa4YeHMe MEeAUKAMEHTO3HLIX CPEACTB, BKIOYas CPEACTBa, BNUAIOLLME HA CBEPTLIBAEMOCTb KPOBW;

2) oueHKa Hanu4nusa yTevek, HeM3MeHHOCTU POPMbl KOHCTPYKUMU, 3PPEKTUBHOCTH paboThbl, NO3ULKUK
pasMeLleHusa umnnaHTara, Metoga Busyanu3auum ¢ ykasaHuem gatbl Habnogexus;

3) HeBGnaronpuaTHbIE COOLITUSA, AaTa Ha4ana passuTUs, TeEpanusa U NOCnNeacTBus;

4) nobble CyLUECTBEHHbIE OTKIMOHEHMS OT NPOTOKONA;

€) AaHHbIE HA MOMEHT OKOHYaHMSA UCCIeA0BaHUA:

1) pesynerartbl HAGNOAEGHWI 3a yTEeUKaMM, KOHCTPYKTUBHOM LIENOCTHOCTbIO, (PYyHKLUMOHAaNbHOW addek-
TUBHOCTBIO U NO3MUMEN UMMNAHTaTa, METOA BM3yanu3auun U Aata BbiIBEAEHWUS XXUBOTHOMO U3 9KCMEPUMEH-
TanbHOro UCcnefoBaHus;

2) cBefleHUA O CYLLECTBEHHOM U3MEHEHNUMN PAa3MEPOB, XUMUYECKUX U (DU3NYECKUX CBOWCTB UMMNIMAHTa-
Ta 1 ero KOMMOHEHTOB;

3) rmcTonoruyeckast U NatoPu3nonorMiecKas OLEHKMU SKCMaHTaToB M COOTBETCTBYIOLLMX TKaHEeH/OpraHoB.

7.4.5 OtyeT 06 ncnbITaHMSX M JONONHUTENbHAA MHGOPMaLMA

Pesynerartbl uCCNefoBaHUI ANA BCEX XXUBOTHbIX, OTOBOPAHHBLIX ANS 3KCMePUMEHTaNbHOr0 MCCneaoBa-
HWS, AOMKHbI ObITb BHECEHBI B MPOTOKOM, AaXE €CNM OHU BbInn UCKIIOYEHBI U3 3aKIIOYUTENLHOMO aHanusa.

OtyeT 06 ncnbITaHUAX AOIMKEH BKIOYATL B Ce0A cnegyloLlee:

a) NPOTOKON UCCNEeA0BaHUS;

b) o6ocHoBaHMe BbIOOpa CneayrLmuX napaMeTpoB:

1) BUALI XKMBOTHBIX;

2) obnactb MMnnaHTaumum;

3) nepuoa umnnaHTaymu,

4) MeToAbl OLEHKM;

5) nHTepBanbl HabnoaeHus;

6) oObem BbIBOPKK (C YKa3aHMEM YMCNA XKUBOTHLIX W UMMMAHTATOB);

C) KpaTKOE U3NOXEHUE pe3ynbLraToB:

1) obLuee YMCno XXUBOTHBIX, BKIIOYAA NPUYMHBI UCKMIOYEHUS MOCNEAHNX U3 PACCMOTPEHUS;

2) NPOLIEHTHOE COoAEPXKaHNe yaayHbIX UCXOA0B;

3) cBoaka OCNOXHEHW;

4) cBoAKa AaHHbIX O Cry4asnx paHHew rubenm XMBOTHbLIX UMW NPEAHAMEPEHHOTO UX BbIBEAEHUA U3 IKC-
nepumeHTa;

5) saknoyeHue xupypra 06 ynobcrse passeprbiBaHUA, BU3yanu3auum U obpalieHus ¢ 3HA0BacKynap-
HOWM CUCTEMON;

6) CyLUeCTBEHHbIE U MPOYME OTKITIOHEHUSI OT NPOTOKONA;

7) cBOAKA A@HHBIX O NAaTOM3NONOIUMN U TMCTONOMMM IKCMNAHTATOB U COOTBETCTBYIOLLMX TKaHen/opra-
HOB, BKNIOYas XapakTepHble choTorpacdum U MUKPOCHUMKM C YHETOM AUHAMMUKN U3MEHEHUI NO BPEMEHMU;

8) cBOAKA AAHHBIX O NIOOLIX UBMEHEHUSIX NO3ULIMKU, (POPMbI KOHCTPYKLIMM MMIMIIAHTATOB U MaTepuanos
1 PYHKLMOHATNBLHOWN COCTOATENbLHOCTU UMNIAHTATA;

9) BbIBOAbI NO pesynbratam UCCNEeA0BaHUS;

10) cBoAka AaHHbIX O Mpoueaypax obecneyeHus KayecTsa u ayauTta AaHHbIX.
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7.5 KnuHunyeckasa oueHka

7.5.1 Uenb

Lienbio KNMHMYECKON OLUEHKU ABNAETCH OLEHKA pabouux XapakTEpUCTUK CUCTEMBbI AOCTaBKU U 6e3-
OnacHOCTU U 3 HEKTUBHOCTU CODCTBEHHO SHAOBACKYNSAPHOIrO Npote3a. 3Ta OUEHKA He npeaHasHayeHa
AnA aokasaTenbCcTBa NPUroagHOCTM NPOTe3a K ANUTenbHOMY PYHKLUMOHMPOBaHUIO. MiccneaoBaHue AOMKHO
ObITb NPOBEAEHO ANSA KaXAOro HOBOrO BUAA NMpOTE3a UNKU HOBOMW 06NacTu ero KINUHUYECKOro NPUMEHEHUS
nporesa A0 Ha4yana NOCTYNMeHUsa nporesa Ha pbiHOK. CyulleCTBEHHbIE U3SMEHEHUA KOHCTPYKUUU NpoTesa,
KOTOpbl€ MOTYT MOBNMATL Ha 6e30nacHOCTL U paboune xapakTepUCTUKM, noanexar o6a3aTenLHON KNuHuU-
yeckon oueHke. [lonoNHUTENbHbIE TUNOPa3MepPbl MPOTE3a, BbIXOAALLME 32 paMKU UCCReayeMOoro AnanasoHa
pasmepoB, Taloke MOryT noTpeboBarb KNMHUYECKOW OLEeHKW. MpoTe3bl AOMMKHbI YA0BNETBOPATL BCEM Tpe-
60BaHUAM HACTOALWEro CTaHAapTa, NPeaAbABNAEMbIM K AOKNMHUYECKUM UCCNEA0BaHUAM, Nepea Havyanom
MX KNUHUYECKUX UCNBITAHUNA.

7.5.2 CneuunanbHbie uenm

Cnepyet cchopMynMpoBaThb cneumanbHbie Liend UCCneaoBaHusi, KOTopbie MOTYT BKNOYaTh B ce0s OLUEH-
Ky CneayloLmx napameTpos usaenus:

Q) BO3MOXHOCTb J0CTYNa B ONpeAeneHHyio o0bnactb C NOMOLLBIO JAHHON CUCTEMbI AOCTABKM;

b) yno6cTeo 06palueHus u Busyanm3auum CUCTEMbI JOCTABKU U MMMNMAHTATA AAaHHOTO BUAA;

C) TOYHOCTb U 3(P(PEKTUBHOCTb pPa3BEPTbIBAHUS,

d) BO3MOXXHOCTb yjaneHusi CUCTEMbI JOCTaBKM;

€) NpUrogHOCTL MeToAA onpeAeneHns pasmepoB UMNMAHTATa;

f) dyHKUMOHanNbHas a¢pdPeKTMBHOCTL remMocTa3a CUCTEMBI JOCTABKU M 000NOYKM UHTPOABIOCEPA;

g) N03ULUS, HEM3MEHHOCTb KOHCTPYKLIMM U MaTepuanos, OyHKLMOHaNbHasa 3pdeKTUBHOCTL HA AAHHbIN
MOMEHT BpeMEHU, a TakXe No NPoLleCTBUN BPEMEHMU,

h) KOHTPOrb 32 HanNM4YMeEM NOBPEXAEHUA U HEM3MEHHOCTU NO3ULMK pa3MeLleHna umnnaHTara (o spe-
MEHHOM WHTepBane);

i) oTyeT 06 N3MEHEHUSIX B PAHHME U NO3JHME CPOKU HAOMIOAEHUS U UX NPUYNHAX,;

j) OoLeHKa rucTonornm n NatouU3nonNorMm SKCNNaHTaToB M COOTBETCTBYIOLUMX TKaHE/OpraHos;

k) perucTpaums HeraTuBHbIX KNMHUYECKUX COBBLITUI, NOANEXALLUX PETUCTPALUM U OLIEHKE.

7.5.3 MpPOTOKON KIIMHUYECKOro UccrieaoBaHusi

PekomeHayeTCs NPOBOAMTL MHOTOLEHTPOBbIE UCCNEeoBaHNUsA (Kak MUHUMYM B TPEX MCCNEA0BaTENbCKUX
ueHTpax). Yncno ncecnegoBatenbCKkuX LIEHTPOB AOMKHO GbiTb 060CHOBAHO. Take AOMKHO BbiTh NPUBEAEHO
cTatuctuydeckoe 060CHOBaHME Yncna UCCneayemMbixX NaLneHToB.

KnuHuyeckue nccneaosaHus cnegyeT NpoAoIKaTh Kak MUHUMYM 12 MecsLeB ANst Ka)aoro naumeHTa,
€CNN HeT Kakoro-nnbo oBOCHOBaHMA ANA U3MEHEHUS NPOAOIMKUTENBHOCTM HabnoaeHus. MNpoaomxmTenb-
HOCTb HabnaEeHUA AOMMKHA COOTBETCTBOBATL CTaHAApPTaM yxoaa. Bce naumeHTsl, KOTOPbIM UMNIIAHTUMPOBA-
Hbl I/ICI'IbITyeMbIVI nnu KOHTpOHbeIVI BUA npotesa, BKnwo4vasa naumueHToB, UCKITIOYEHHbIX U3 3aKMOYUTENbHOIO
aHanu3a, JoskHbI ObITh 3aperncTpupoBaHbl. 3akMOYUTENbHbIA OTYET AOMMKEH COAEPXKaTb pe3ynkraThl Habmnto-
JeHUin 3a BCEMU NauMeHTamm, BKNoYas pe3ynsraTbl NOCNeaHuX 12 Mecsues HabniogeHun Ana nocneaHero
U3 3aperncTpupoBaHHbIX NaLMeHToB. CPOKKU NepuoauYEeckuX HabnogeHNii AOMKHbI BKIOYaTb, Kak MUHUMYM
CPOKM, COOTBETCTBYIOLLME BbINUCKE MauMeHTa u 12 MecsiLy nocne Xupypruieckoro Bmeluatenscrea. Onpe-
JleneHne NpoaoIPKUTENBHOCTU UHTepBanoB HabnwoaeHus Tpebyer o6ocHoBaHusA. HabniogeHus nauueHToB
pekoMmeHayeTca NpoBoAUTb, KaKk MUHUMYM, B TEYEHUE MATU NET NocCne uMnnaHTaunuun nocneaHero nporesa.

Ecnu noaxoaswmin METOL KOHTPONS MauWeHTOB HE YCTAHOBIIEH UMN HE MOXET ObITb YCTAHOBMEH, a na-
pannenbHblii KOHTPONb Heobsi3aTeneH, To 3apaHee crneayeT BbibpaTb M 060CHOBATL METOA OLIEHKU KIMUHUYe-
CKMX AaHHbIX. KOHTpPONk NauMeHTOB AOSMKEH COOTBETCTBOBATbL 3a4a4vyaM uccneoBaHus.

Kakyto-nubo oaHy cneumansHylo 3agady wnu pajg 3agad criegyetr hopMynupoBaTb C NEpPCNeKTUBOW
JanbHENLWNX nccnegoBaHnin, 3TN 3agavn JOSMKHbI BKIOYaTh COOTBETCTBYIOLLME NapameTpbl MCCNea0BaHus
1 coaepxatb KpUTEPUU OLEHKM KaXaoro u3 napameTpos.

Cnegyert TaKke YETKO OMPEeAenuTb KPUTEPUU BKMIOYEHUS W UCKIIOYEHWSA NALMEHTOB. 3TU KPUTEPHUM
OOMKHbI YCTAHOBUTb LIEMNEBYIO KaTeropuio naumMeHToB (TEX NaUMeHTOB, ANt KOro nNpexae BCero npefHasHayveH
UCMbITYEMbI UMNAAHTAT) U AOCTYMHYIO ANS UCCNEA0BaHWUI PYNny NauueHToB (TEX, KTO COrnaceH npuHUMaTb
yyactue B uccrnenosaHusix). Mpu otéope naymeHToB AN MUHUMU3aLUMKN OTKMOHEHWI cneayeT NPUMEHATb CO-
OTBETCTBYHOLUMIA 3NMAEMUONOrMYECKUIA NOAXOA.
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7.5.4 Perucrtpauma AaHHbIX

Hwxecneayowme AaHHbIE, KaK MUHUMYM, OIDKHbI ObiTh NONYYEHbl ANS KaXA0ro nauueHTa npu npo-
BEJEHUU UCCNESOBaAHUN:

MpumeyvaHne — UckNoueHUs 4nNst KOHTPOSIbHOM rpyNMbl MPUBEAEHb! HUXE.

a) AaHHble naeHTudukayum:

1) ngenTudpukaumus naumenTa;

2) non;

3) Aata poxaeHus;

4) umA nccneposarens,

5) chamunua, uHMUManbl nccneaoBaTens;

b) npeaonepaynoHHbie cBeAEHUS:

1) dhakTopbl pUCKa, Takme Kak runepreHsusl, AmabeT, rmnepnunuAemMus, KypeHue, OKUpeHue, pUcku
aHectesuun u niobble apyrue cepaedHo-coCyancTble hakTopsl pucka, ¢ NPUONU3UTENBHON OLEHKON CTENEHU
UX TAXKECTU U YKasaHMeM NPOBOAUMOTO B HACTOSILLIEE BPEMSA NEYEHUS;

2) cBegeHus O NpeabliayLMxX BMeLLaTenbCTBaX HA COCYAAX, BKIIOYAsA HEXUpyprudeckne smeLuatenb-
CTBA, M HANUYUN UMNIAHTUPOBAHHBLIX COCYAUCTLIX NPOTE30B;

3) cTeneHb HEOTNOXHOCTM BMELLATENBLCTBA (T. €. HEOTNOXHOE UNU NIIAHOBOE);

4) ouarHoCTu4YecKkue KpuTepum:

- KIMHMYECKasa OLEHKa;

- 0ObEKTMBHAA OLEHKA CTeneHu NOBPEXAEHHOCTU COCYAOB U peKOMeHAaLMM No A0CTYyNy K cocyaam
C y4eTOM Apyrux hakTopos (pa3mepsbl, CTENEHb KanbLUHO3a, M3BUTOCTU U Np.);

C) OnepauunoHHbIE CBEAEHUS:
1) hamunus, MHUUManbLl XMpypra, BbiNOSHSABLLETO UMMIIAHTALMIO;

2) AaTa BMeLlaTenbLCTBa;

3) AaHHbIe naeHTUUKaLMY UMNNaHTaTa (MMNIAHTaToB), BKIIOYAA HOMEP MOAENU, pasmep U KOH(U-
rypauus;

4) nogpOGHOCTU BbIMOMHEHMUS NPOLIEAYPLI, BKIIOYas NMioOble A0NONHUTENBHbIE NPOLIEAYPbI C COCYAAMM;

5) COOTBETCTBYIOLLIASA MeaANKaMEeHTO3Has Tepanus;

6) oueHka yaobcTea obpaLUeHUsa ¢ CUCTEMON AOCTaBKM, BU3yanu3auun, pasmeLleHns u yaaneHus;

7) oUeHKa yTeyek;

8) oueHka NPOXOANMOCTHU, PACKPLITUA Y COXpaAHEHUA HEM3MEHHOCTN (POPMbI NPOTE3a;

9) KNMHUYECKME OCIOXHEHWA, Noanexawme perncrpauum (CMm. npunoxexue C);

10) aata BbINUCKU U3 OTAENEHUS,

11) AnNvHa YacTu uMNnaHTaTa, KOHTaKTUPYOLLEN C TKAHAMWU BHE 30Hbl aHEBPU3MBI,

12) anameTp npoceBeTa UMNNAaHTaTa;

13) coOoTBETCTBME PA3MELLEHHOrO UMMNAaHTaTa cocyay;

d) nocneonepaunoHHbIe AaHHbIe:

1) paTta Kaxaoro cpoka HabnogeHus;

2) cBeAEHNUA O COCYAMCTbIX BMELLATENbCTBax C MOMEHTa nocriegHero Habnogexus;

3) KnuHuyeckas oueHka (NPOTOKON OLEHKU MOXET OTNMYaTbCA ANSA KOHTPONBLHOW U uccneaye-
MOW rpynn):

- KIUHUYEecKas OUeHKa;

- 00bEeKTMBHAsA OLEHKa PYHKLUMOHMPOBAaHUS npoTe3a (06beM yTeYKU, MUrpaLus, NpoxoanMocCTb, npo-
LIEHT CYX€HUs AnameTpa, UeNOCTHOCTb KOMMOHEHTOBY);

- 0ObEKTMBHAsA OLEHKA XapaKTepUCTUK MOpa)KeHHOro COCYAMCTOr0 CerMeHTa W no3uuuOHWPOBaHUS
B HEM UMNNAHTAaTa;

4) npoBOAMMANA MeAWKAMEHTO3HAasA Tepanus: aHTUKOArymnsiHTbl N aHTUBMOTUKY;
5) knuHu4eckue cobbITUs, NognexaLlue perucTpauuu:

- BUJ OCNOXHEHWA, AaTa 06pa3oBaHust, TAXKECTb, NPeANPUHATLIE AEWCTBUSA, NOCNEACTBUS;

- NOKYMEHTUPOBAHHbIE CBEAEHUA O NPUYaCTHOCTU npoTe3a (00yCNOBNEHO N OCMOXHEHME Npo-
Tesom?)! OueHka ycTanoCTHON U ANUTENbHOW NPOYHOCTU (B YCNOBUAX NYNbCUPYIOLLEr0 NOTOKA): aHanu-
TUYECKUI NOAXOA;

- [IOKYMEHTUPOBaHHbLIE CBEAEHUA O BO3MOXHbIX pakTopax, MOCMYXUBLUMX NPUHUHON OCMOXKHEHUSA (Bbl-

3BaHO NN OCNO>XXHEHWE KOHCTPYKUMEN npoTesa, hakTopamu, CBA3aHHbIMU C NaLUEeHTOM, TEXHUYECKUMU NPUIm-
Hamu Unu 4em-nubo NHLIM?);
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€) BbiBeeHWe nauueHTa u3 uccneqoBaHus:

1) para;

2) BCEro MecsaueB OT Havyana uccrnenoBaHuim;

3) npuunHbl BbiBEAEHUA (NOTEPsIH AN HAbMoAEeHUs, NeTanbHbIN UCX0A).

7.5.5 3akniounTenbHbIA OTYeT

SaknmounTenbHbIA KIMHUYECKUIA OTUYET AOIDKEH COAEpXKaTh crieayioulee:

a) NPOTOKON UCCneqoBaHus;

b) onpeaenexus HebGNaroNPUATHLIX KNMMHUYECKUX COOLITUI, NOANEXALLUX PETMCTPALUN;
€) o6ocHOBaHMe BbIOOpA cneayoLmx NnapaMeTpoB:

1) o6beM uccnenoBaHus;

2) BbIOOP cnocoba KOHTpOnS;

3) meToabl u3mMepeHus;

4) ncnosnb3yemblii METO[, CTaTUCTUYECKOro aHanum3a;

5) uHTepBanbl HabnAeHus 3a nayMeHTamu;

d) nocneonepauMoHHbIE AaHHbIE U pe3ynbTaTbl HAONMIOAEHWIA:

1) yyeT naumeHToB, BKIoHMasi 060CHOBAHME UCKITIOYEHUS AaHHbIX;

2) cywecTBeHHble u/unu o0yCrnoBneHHbIE XO40M UCCIIEA0BAHUA OTKNOHEHUS OT NPOTOKONA;

3) cBeaeHUs 0 NauMeHTax, He 3aBepLUMBLUMX UCCReAoBaHWE (T.€. NOTepPAHHLIX Ans HabnoaeHus
UIn yMepLUnX);

4) cBegeHus 0 paHHUX (MPU CpoKax, MeHee unu paBHbiX 30 cyTok, NMOO A0 CpOKa BbINUCKKU, €CNU
6onbHONW Haxoauncs B ctaumoHape bonee 30 CyTOK) M OTAANEHHbIX KIMHUYECKMX COObLITUAX, Noanexawumx
perucrpauuu:

- No TUNy cobbITus;

- Aetanu Kakux-nmbo coObITUI, aCCOLMUPYIOLLMX C APYTMMU COOLITUSAIMM Y OTAEMNbHBIX NALMEHTOB;

5) ceegeHuns 0 PYHKLMOHUPOBAHUM CUCTEMbI AOCTaBKK;

6) ceegeHunsa 0 PYHKLUMOHUPOBAHMM NpoTE3a (HaNpUMeEp, Hanuune yTevek, Murpaymm, npoxoaumocTb,
LeNnOCTHOCTb KOMMOHEHTOB, U3MEHEHUI B reOMETPUn PopMbl);

7) cBefieHnA 0 XxapakTepe nopaxeHus cocyaa (Hanpumep, 06 N3MEHEHUN pasMepoB aHEBPU3IMBI);

8) cBegeHusa 0 xapakTepe nopa)keHui, obyCrnoBNEHHbIX HanMuMeM u paboToi umnnaHrtara (Hanpu-
Mep, M3MEHEeHWe pasmepa aHeBpPU3Mbl, HanNuune yTeyek);

9) cBeAeHUA 0 BMeLLaTeNbCTBax HA COCyaax;

10) ceeaeHuss 0 HeobXoAMMOCTM OOpaLLEeHMA B OTAANEHHbLIE CPOKU K OTKPBITOMY XWUPYPrUYeCKOMY
BMeLUaTenbLCTBY;

11) cBeaeHuMA O NpoueaypHON 1 OTAANEHHON NETaNnbHOCTH;

12) cBegeHus 0 NaTonoroaHaToMMYECKOM UCCNEeaoBaHUN;

13) cpaBHEHMUE pe3ynbLTaToB UCTLITYEMON U KOHTPOSBHONM rpynn NauueHToB;

14) BbIBOALI NO pe3ynbTatamM UccnegoBaHus.

8 UNsrotoBneHue

TpeGosaHus MICO 13485 n MCO 13488, a Takxe NCO 14630, pasaen 8, nognexart o6s3aTensHomy npu-
MEHEHMUIO.

9 Crepunusaums

9.1 N3penus, noctaBnsieMble B CTEPUSILHOM Buae

9.1.1 NmnnaHTatsbl ¢ HAAMUCLIO «CTEPUNBLHOY AOMKHLI COOTBETCTBOBATL TPEGOBAHUAM HALMOHANbHbIX
UMW perMoHanbHbIX cTaHgapToB. [py 9TOM UMMNAHTaTbl C HAANUCHIO «CTEPUNBHO» AOIKHBI UMETL YPOBEHb
o6ecneyenus crepunbHocTu 1078,

MpuMeyaHune—B kadectBe npumepa cm. EH 556 [17] u ANSI/AMI ST67 [20].
9.1.2 lMpoueccol crepunu3aumm OImKHbI OblTb BaNMANMPOBAHLI M KOHTPONUPOBATLCS B TEKYLLEM PEXU-
me criegytowimm o6pasom:

a) Ecnu sHAoBacKynsipHble CUCTEMbl CTEPUMMU3YIOT STUMEHOKCUZOM, NMPUMEHsoT TpeGoBaHus
NCO 11135.
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b) Ecnu aHa0BacKynsipHble CUCTEMbI CTEPUNM3YIOT NApoM, NPUMEHSIOT TpeGosaHua NCO 11134,

¢) Ecnu sHaoBackynsipHble CUCTEMbI CTEPUNU3YIOT pPaauauMoHHLIM METOAO0M, NPUMEHSRIOT TpeboBaHUA
nCco 11137.

d) Ecnu oaHOopa3oBble 3HA0BACKYNSIPHbIE CUCTEMbI COAEPKAT MaTepuarnbl XXUBOTHOTO NPOUCXOXAEHUS,
TO NPUMEHSIIOT XNAKue XuMmuieckue ctepunusytoume cpeabl no NCO 14160.

e) Ecnu aHaoBackynsipHbie CUCTEMbI CTEPUITM3YIOT JOObIM APYrMM METOAOM CTepunu3aunu, NPpUMeHs-
10T TpeboBanus UCO 14937.

MpuMedaHune — PaHee bbinu paspaboTtaHbl oTfeNbHbIE MEXAYHAPOAHEIE U €BPONENCKUE CTaHfapThl, Ka-
calwolmecs BanuaaumMm U TeKyLIero KOHTPOMsS HEKOTOpbIX npoleccoB cTepunu3auuun. B EBpone npumensetca EH 550
npu crepunusauun stuneHokcuaom, EH 554 — npu crepunusauuu napom, EH 552 — npu ctepunusaummn paguayuoHHbl-
MU MeToaaMun. Ha MmomeHT nybnukauum HacTosiero ctaHaapTa 6bina nposeAeHa paboTa No rapMOHU3aLUmn OTAENbHbIX
CTaHAapToB NO BanuAaLvu U TeKyLLEMy KOHTPOMIO Haj npoLeccaMi CTepunusaLmm.

9.2 U3penuna, noctaBnsieMbie B HeCTEPUIILHOM Buae
MpumensioT TpeboBanua NCO 14630, noapasaen 9.2.
9.3 OcTtaroyHble NPOAYKTbI CTepPUnu3aLum

MpumensioT TpeboBanna NCO 14630, noapasaen 9.3.
10 YnakoBka

10.1 3awmTa OT NOBPEXAESHUN NPU XPAHEHUU U TPAHCNOPTUPOBAHUMN

10.1.1 O6mume nonoxeHus

MNpumensiot TpeboBanus NCO 14630, noapaspen 10.1.

10.1.2 NugmBugyanbHblil KOHTEHEP

Kaxxabili npoTe3 omkeH ObITb YNakoBaH B UHAMBUAYANbHbIA KOHTEWHEep. [PU3Haku HapyLLeHUsl ynakoB-
KU AOIDKHBI ObITb OTYETNMBO PA3NUYUMBI B Crly4ae, eCnvm UHAMBUAYANbHLIN KOHTENHED Obln BCKPbLIT.

10.1.3 BHelWwHU KOHTEUHEP

Kakablii MHAnBUAYanbHbIi KOHTEHHEP fOMKeH ObiTb YNAKOBAH BO BHELLUHUIA KOHTEWHEP. 3TOT BHELUHWUI
KOHTEWHep formkeH ObiTb paspaboTaH TakuMm 06pa3oM, YToObl 3aLMLIaTh MHAMBUAYAanbHBIA KOHTEWHED OT Nno-
BPEXOEHUI, CBA3AHHBIX C XPaHEHUEM.

10.1.4 TpaHCNOPTHbIN KOHTEUHEpP

Kaabili BHELLHWMI KOHTEMHEP MU HECKOMbKO BHELUHUX KOHTEHHEPOB HE0DsA3aTenbHO OAHOr0 TMNa Mo-
ryT ObITb yNakoBaHbl B TPAHCMOPTHLIN KOHTENHEP, pa3paboTaHHbIi TakuM 06pa3om, 4Tobbl 3aWwmLaTh coaep-
XKUMOE MPU HOPMarbHbIX YCNOBUAX 00paLleHUsi, TPAHCNOPTUPOBAHMSA U XPaHEHUS.

10.1.5 MNMoppepxaHne CTepUNILHOCTU NPU NepeBoO3ke

[nsa npoTe3oB, NOCTaBNAEMbIX B CTEPUNBHOM BUAE, UHAUBUAYATBbHBIA KOHTEWHEDP A0MKeH BbiTb paspabo-
TaH Takum 06pasom, 4ToObl 06ecneumBaTk CTEPUNLHOCTL NPOTE3a NPU AOIPKHBIX YCMOBUAX 0OpaLLEHUs, TpaHC-
NMOPTUMPOBAHMUS U XPaHEHUA U 0BecnevmBaThs aCENTUYECKOe UCMONb30BaAHUE COAEPKUMOTO aCeNTUUECKUM NyTEM.

YnakoBKa [10MmKHa COOTBETCTBOBATL TpebosaHusm NCO 11607.

MpuMeyaHne—bbinu paspaboTaHbl OTAENbHbLIE MEXAYHAPOAHLIE W eBpOneiickue cTaHgapThl, KacatoLmecs
YyNaKkoBK1 CTEPUIIN3OBAHHLIX MeAULIMHCKMX n3penuii. B EBpone npumensetcs EH 868-1 ans ynakoBkU MeAWULMHCKUX U3-
Lenuin npu crepunuaauum.

10.2 MapkupoBka

10.2.1 3TukKeTKa KOHTelHepa

Kagas oHOOBacKynsipHas cuctema AOMkKHa ObiTb CHabxeHa STUKETKOW(amMu) Ha COOTBETCTBYHO-
wem koHTerHepe(ax). Mo kpalnHel Mepe Huxecnegywwaa uHdopmauus AOMmkHa OblTh npeacTaBneHa
Ha 3TUKeTKe(ax):

a) HauMeHoBaHue, aapec u/unu Toprosoe HaunmMeHoBaHWe U3roTOBUTENS;

b) maTepuan KOHCTPYKLMM U TUM KOHCTPYKLMUWK;

) KOHburypaums. ns onucaHna NPoTe30B MOTYT ObITb MPUMEHEHBI CUMBOJIbI;

d) HOMUHanNbHas AnNuHA (ANUHBI);

€) HOMUHanbHbIN guameTp(bl);
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f) Nnpu Heo6xo0AMMOCTH, NOPUCTOCTb, CPEAHSIA NPOHULLAEMOCTL AN BOAbl, 06LIaA NpOHULAeMOCTb
ANs BOAbI yTeyka, u/unu gaesnexHue Bxoaa Ans BOAbI;

@) BbigeneHHble nponucHeiMu Byksamu pasbl « CTEPUNIbHO — HE CTEPUJIM3OBATL MOBTOP-
HO — TONbKO OHOPA3OBOE UCIMONb3OBAHMEY nnu akBuBaneHTHble UM ¢ppasbl UM CUMBOIbI;

h) Homep napTum UnK nNoTa NpPu U3roTOBMNEHWUMU,

i) Homep noTa npu cTepunuaauuu;

j) AaTa crepunusaumm n/mnu cpok rogHOCTHU/AaTa OKOHYaHUS CPOKa rOAHOCTY;

k) Ans npoTe30B, NOCTABNSIEMbIX B CTEPUIIBHOM BUAE, NPEAYNPEXIEHUE O HEBO3MOXHOCTM UCMONMb30Ba-
HWA NpoTe3a, ecrnu ynakoBKa BCKPbITA MU NOBPEXAEHA;

I) pexomeHaaunm U3roToBUTENS NO XPaHEHUO, NPU HE0OX0ANMOCTH;

m) XMMmu4eckas npupoaa nobbiX KOHCEPBAHTOB B UHAUBUAYAINIbHOM KOHTEMHEPE, C MobbIMKU COOTBET-
CTBYIOLLMMM NpeaynpexaeHnsimu 06 onacHocTy.

MpuMeyaHMWe— EcnyHoMep NapTuv Ui 1oTa Npu U3roToBMeHUU [Nepedncnenune h)] u Homep noTa Npum cTepu-
nu3auum [nepeyncrerine i)] MoryT GbiTb OTCIEXEHEI MO OfHOM 1 TO e UHOPMaLMU, MOXHO OrPaHUYNTECA HOMEPOM FloTa.

10.2.2 3TUKETKM yyeTa (CTUKEpPbI)

Kaxxabin npoTes AomkeH ObiTb CHabXeH No KpanHen mepe Tpems CTUKepaMum — KNenknuMmu STUKETKaMu
yyeTa aAnsa npukpenneHust K uctopun 6onesHn nauueHTa, nony4vaioulero uMmnnaHrtar. CTukep 4OmkeH coaep-
XaTb cneayoLyo UHopMauuio:

a) naeHTuduKauumio n3rotosuTens (Toproeasi Mapka u T.n.);

b) HaumeHOBaHWe n3genus;

C) CEPUINHBIA HOMEP NapTUM U3FOTOBMEHUS U/UNK NOTa NPU CTEPUNU3aLNK;

d) Homep mogenu (No Katanory U3rotoBuTens).

10.3 Undopmauun, npegocraBrnsieMan M3roroBuTerniem

10.3.1 OOLWmMe nonoxeHus

MpumensioT TpeboeaHus UCO 14630, pasgen 11. Bonee noapobHas uHdopmauust npusegeHa B Tabnu-
ue A.2 npunoxeHus A.

10.3.2 UHpopMaLma U UHCTPYKLMSA NO IKCNITyaTaLumn

Kaxabii HaMBMAYanbHbIA KOHTEAHEP UMW BHELUHWWA KOHTEMHEP C WAEHTUYHLIM COAEePIMMbIM AOIDKEH
ObITb CHaBXXEH UHCTPYKLMEN NO NPUMEHEHMWIO NPOTe3a. MIHCTPYKUMA A0MKHA COAEPXaTh CreayloLune CBEAEHUS:

a) NoKa3aHus K UCNonb30BaHWUIO;

b) npoTueonokasaHus, Mepbl NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUS,

C) pekomMeHayeMble METOA bl aCeNTUYECKOro noaxoaa nNnpu NOAroToBKe NpoTesa, NPEAUMMNIAHTALMOHHYIO
noAroToBKY U METOAbI UMMNNAHTaUuK;

d) BblaeneHHbie nponucHeiMu OykBamm pasbl «CTEPUNbHO — HE CTEPUNU3OBATH MOBTOP-
HO — TONbKO OAHOPA3OBOE UCIMONb3OBAHNEY;

€) MHchopmMaLMIo NO MOBTOPHON CTepunuaauun, npu HEOGXoAUMOCTH;

f) yseaomneHue o gobaBkax u/umnm BeIMbIBAEMbIX KOMMOHEHTAX, NPU HEOBXOAUMOCTH;

g) PeKOMEeHAaLMK MO XpaHeHuio, Npu HeobxoauMocTw;

h) aaty nyGnukauum unm cobinky Ha nybnukauuio TeKcTa UHCTPYKLUW C NPUBEAEHUEM CBeAEHMIi 00 u3-
MEHEHUAX CoAepPXaHus, eCnn TakoBble UMENN MeCTo;

i) pekoMeHgaummn No METoAaM BusyanusaLum nporesa;

j) nHpopmaymio no MPT COBMECTUMOCTH.
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MpunoxeHune A
(cnpaBo4Hoe)

CBOMCTBA 3HAOBACKYNAPHbIX YCTPOUCTB. TEXHUYECKHE U KNMHNYECKNE BONPOCHI

B Tabnuuax A.1 — A.3 npuBeAeHa B NOTU4ECKON NOCNEA0BaTENbHOCTU MAEHTUdMKALMS cepum UCTIbITaHWIA Ha BUo-
COBMECTUMOCTb, CTEHAOBLIX UCTIBITAHUIA, UCNBITAHWIA Ha NabopaTOPHLIX XUBOTHLIX W KIMMHWUYECKUX UCTIbITaHWIA C Lienbto
OLIeHKU UcnbITyemoro nsgenus. NpunoxeHue B coaepxuT nepeveHb CTEHA0BbLIX UCTbITaHWIA, MAEHTUULIMPOBAHHBIX B Ta-
6nu4HoNn opme, ¢ yKazaHWeM Lienu Kaxaoro U3 ucneitaduid. B npunoxernun C npuseaeHsbl onpefeneHns BUA 0B OCMoX-
HEHWI 1 0TKa30B, Noanexalyux peructTpauuu.

HanmeHoBaHust Tabnuy, ¢ NosicHeHUAMN NpuBeAeHbl HUXe B Tabnuue A.1. Takke npusefeHa dopma, nomoraroLas
obecneunTb COOTBETCTBYIOLLIUIA KOHTEKCT ANSA MHOPMaLuMK, coaepxalleiica B Tabnuue.

Tabnuya A1— HaumeHoBaHUa Tabnuy u NOSCHEHUS

Homep

MasA U3rotoBun-
Tenem

BE€POATHOCTU OTKa3oB

KOTOHKM 3aronoBok MNosacHeHne KoHTekcT
1 CBOICTBO UM- OTaenbHble Uenu paspaboTku an3ainHa MMnnaHTaT AoMmKeH UMeTb afiekBaT-
nnaHTaTa/npo- HbIA (koroHka 1)
ueaypel
2 Mpobnema (npo- CnoXHOCTH, C KOTOPBIMU MOXHO Ecnu uMmnnaHTar He obnaaaer agek-
6rnembl) CTOMKHYTBCA W KOTOpbIE MOMYT He Npu- BaTHbIM (konoHka 1), NpUYUHON MO-
BECTU K JOCTUXXEHUIO OTAENbHBIX Lenein ryT 6biTb Npobremsl ¢ (konoHka 2)
pa3paboTku
3 KnuHunyeckue OcCnoXXHEHMA UK OTKa3sbl, KOTopble Ecnu npobnema c (KoroHka 2),
cobbITus, nogne- | MoryT HabnogaTeCa NPU KNUHUYECKOM (konoHka 3) MOXeT BO3HUKHYTb
Xallme peru- “cnonb3oBaHMK YCTPOUCTBa 1 fomnkeH ObITb 3adukcmpoBaH
cTpauuu
4 CteHpoBble MepeyeHb BUAOB UCMLITAHWIA, 3@ UC- Cnepytowne ucnbitaHns mMoryT 6biTb
W aHanuTu4e- KIMOYEeHWEM UCMNbITaHUN Ha XUBOTHBIX nposeAeHbl ANA OLUEHKU afeKBaTHOCTH
CKME UCNbITAHMA | U KIMHUYECKUX UCMbITAHWUI, KOoTopble (konoHka 7). (konoHka 4)
MOryT 6bITb NPOBEAEHLI AN1A Banaaluu
oTAENbHbIX Lenei pa3paboTkn KOHCTPYK-
TUBHOIO peLleHuns
5 WcenegoBaHusa CneuunarkeHbIM HasHa4YeHneM uccne- 0ns Toro YTo6bl OUEHWUTL afekBaT-
Ha nabopaTop- JOBaHUIN Ha XMBOTHBIX ABNSAIOTCA Banu- HOCTb (konoHka 7) B cpeae in vivo,
HbIX XMBOTHbIX Jauuns v Bepudukaumsa oTaenbHbIX Lene | AomkHbI 6biTb NpoBeAEHBl MCCNEeaoBaHUA
pa3paboTKn KOHCTPYKTMBHOMO peLLeHUs Ha XXMBOTHbIX (konoHka 5)
6 KrnnHudeckne nc- CneyuanbHblM HasHa4YeHWEM KIUHK- AnsA Toro 4Tobbl OUEHUTL ageksaT-
crnepoBaHus YecKUX UccriefoBaHuin ABNAETCA BEpU- HOCTb (KonoHka 7) B KNUHUYECKON
uKaLmsa oTAenNbHbIX Leneii paspaboTku cpeae, AOoNMKHbI BbITb NpoBeAeHbl KNUHU-
KOHCTPYKTMBHOIO peLleHuns Yeckue uccnefoBaHus (konoHka 6)
7 UHdbopmauums, MHopmauus, npegocTtaensemas na- Ona muHuMKU3auumn pucka (ko-
npegocTaense- roTOBUTENEM, CIYXUT ANA MUHUMM3aLMKU | NOHKa 2) unu (konoHka 3) usroto-

BUTENEM AOIMKeH ObITb NpefoCcTaBneH
(konoHka 7)
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Ta6bnuuya A.2 — CBoiicTBa 3HROBAaCKyNsPHLIX YCTPOUCTB. TEXHUYECKNE U KITMHUYEeCKUe hakTopbl OLEHKU (DYHKLMOHM-
poBaHUA CUCTEMBI JOCTABKM

Cuctema 4oCTaBku

CBoWcTBO Knurmueckme Crenposble LoxnuHndeckue UHbopmauums,
. cobbITHA, UCnbiTaHnA KnuHuyeckue
ycTpouctea/ | MMpobnema(bl) noanexauyye W aHANUTIYECKUE neenepoBanuA NConeoBaHMA npepocTaenaemMasn
npoueaypel in vivo nsrotoeutenem
peructpaLum pacyeTbl
1 2 3 4 5 6 7
Boamox- Mposo- Owwubka go- CoBmectumocTb | OueHka BO3- OueHka Bo3- | MNpodune
HOCTb NOYHBINA cTyna. pasMepoB KOM- | MOXHOCTM MOXHOCTH UMnnaHTa-
JocTyna NPOBOAHNK TpaBma co- MOHEHTOB. Joctyna. poctyna. Ta, pasmepbl
He nepe- cynos. Mepern6/ckpy- OueHka 06- OueHka 06- NpOBONOYHOrO
KpblBaeT Hesponoruye- | unBaHue. CnyXuBaHuUA CNyXuBaHUs | NPOBOAHUKA,
obnactb no- | ckue pac- Mpo4HocTb v BU3yanusa- | W BU3yanu3a- | cOBMeCTUMblEe
paxeHus. cTpoicTea. coefiuHeHna yum. yun. C cUCTEMOM Ao-
Cucrtemsbl Nwemns. npy KpyYEeHUW. OueHka OueHka CTaBKM.
BBEeAEHUA CnNUHHO-MO3- MpoyHocTb co- | HeGnaronpusT- | kKNUHMYeckux | Pekomengauuu
¥ AoCTaBKW roBoi HeBpo- efiJMHeHus. HbIX COBBITUI | cobbiTUiA, rno onpegene-
He fjocTura- | Norm4eckuin Bo3MoxHOCTb € 0coGeHHbIM | nognexalumx | Huio pasMepos.
toT obrnactn | gecduuunT. BpaLLleHus. BHUMaHUEM peructpauyun | Ana umnnaH-
pasMelleHuns | Ombonusauus | BosmoxHocTb K COBbITUAM, TaToB, ycTa-
(T.e. owwnbka npoTankueaHus. | nepevuncnex- HaBrBaeMbIX
B pasmepax). Bo3moxHOCTb HbIM B KONOH- nofb3oBarenem,
Cuctema NpoABWXEHUA. Ke 3 UHopMaLus,
[ OCTaBKU Mogenuposa- npegocTasnsie-
He npo- HWe paboTbl. Masi U3roToBu-
ABuraeTcs MpoBepka pas- Ternem, AofmKHa
4o npeano- MepoB. BKIIIOYATb
naraemoi Mpoduns/ana- pekoMeHaaLmm
obnactu. MeTp cerMeH- unu cneyndmka-
Obpa3oBa- TOB. LU0 KOMMOHEH-
Hue ambon. Busyanusauusa TOB 1OCTaBKW.
CwmelleHue UHdopma-
UMnnaHTara Lusa gonmxHa
(Hanpumep, BKNIOYaTb
CTeHTa) pekoMeHaaLum
unu cneuyndu-
Kauuu scno-
MoraTenbHbIX
YCTPOWCTB
Boamox- HeBoamox- OTkas cucte- CoBmectumocTb | MNposepka Mposepka Ana wmnnax-
HOCTb pac- | HOCTb Mbl packpbl- pasmepoB koMm- | adpdekTusHo- | adpdpexTus- TaToB, ycTa-
KpbITWS: akTusaLum ThA. NMOHEHTOB. CTN pacKpbl- HOCTM pac- HaBn1BaeMbIX
ycTpoit- MexaHWaMa CnnHHO-MO3- Mpo4yHocTb THA. KpbITUA. nofnb3oBarenem,
cTBa, pac- pacKpbITUS. roBoi HeBpO- coefiuHeHusA OueHka 06- OueHka 06- UHopMaLus,
wupsemele | Oucnpo- riornyeckuin npy Kpy4eHuu. CRyXuBaHWUA CnyXusaHua | npepocTaense-
G6annoHoMm | nopuus Aedunuut. MpoyHocTb co- | W BU3yanusa- | W BU3yanu3a- | masi U3rotoBu-
pa3MepoB Hesponoruye- | eauHeHUs. uun. uum. Tenem, AOMmKHa
U CBOWCTB ckuih gecpmunt. | Mogenupoea- OueHka He- OueHka BKITIOYaTb
GannoHa Tpaema co- Hue paboThbl. GnaronpusT- KNUHWYeCKUX | pekomeHaauuu
no oTHoLe- cynos. MpoBepka pa3- | Hbix cobbITU | COBLITUNA, unu cneyndpmka-
HUIO K CO- OMbonusauma. | mepos. ¢ 0c0beHHEIM | nognexawmx | uuio KOMMNOHEH-
cyay. MospexaeHue BHUMaHWeMm peructpayun | ToB foCTaBKW.
uMnnaHTara K COBBITUAM,
nepevncneH-
HbIM B KONOH-
ke 3
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Cucrema goctaskn

CBoucTBo Knmuniieckue CreHpoBbie LoknuHnueckne WHdbopmaLums,
" cobbITuA, UCNbITAHWA KnnHuueckue
ycTpouncrea/ Mpo6rema(bl) nuceneaoBaHna npegocraensemMas
NpOUeAYPEI nognexawue | v aHanuUTUYECcKWe in vivo UccneAoBaHus HaroToBMTeNeM
peructpauum pacyeTs!
1 2 3 4 5 6 7
CwmelleHue Cnyck WHudpopma-
UMnnaHTara 6annoHa. Lusa foMmKHa
(Hanpumep, CpenHee gaB- BKMNioYaTb
CTeHTa). rneHune paspbl- pekoMeHaaLun
OTtkas Ba 6annoHa. unu cneyudn-
6annoHa. HomuHanbHoe KaLum Bero-
MoBpexaeHne JlaeneHune pas- MoraTenbHbIX
KOMMNOHEHTOB pbiBa 6annoxa. YCTPOMCTB
MMnnaHrara HoMuHanbeHbIA
APYrMMU KOM- U3HOC
NMoHeHTamu. 6annoHa.
HekoppekT- Bpems
Has BU3yanu- HanonHeHus
3ayus. 6annoHa.
Obpa3soBaHue Buaumocts
smbon
Boamox- HeBoamox- OTkas CosmMmectumocTb | NpoBepka MpoBepka Onsa wmnnax-
HOCTb HOCTb cUCTEMBI pasmepoB acppeKTmB- apekTuB- TaToB, ycTa-
pacKkpbITUA: | aKTusauum packpbITUs. KOMIMOHEHTOB. HOCTU HOCTH HaBnNuBaeMmblx
camopacliu- | MexaHusma Hesponoru4e- | MNpo4vHocTb pacKpbITUS. packpbITUs. nonb3oBaTtenem,
pstoLmecs packpbITUS. cKkune pac- coefIuHeHus OueHka 06- OueHka 06- | nHdopmaums,
yCTpoicTBa HecooTBeT- CTpolicTBa. Npuv KpYYeHUU. | CRyXXMBaHMA | crlyXuBaHWA | npepocTasnsie-
cTByHOWME TpaBma Mpo4HoCcTb 1 BUsyanu- n Busyanu- Mas W3roTosu-
pasmMepbl COCY/10B. COeANHEHNA. 3auun. 3auum. Tenem, AoMmKHa
¥ CBOWCTBA CnuHanbHble | Mogenuposa- OueHka OueHka BKMtOYaTb
«mopenu- HeBponorude- | HWe ucnomnb3o- | Hebrnaronpu- KIUHWYECKNX | pekoMeHpauun
pylowme» CKue pac- BaHus. ATHBIX COBbI- | COBLITUI, unu cneuu-
paclumpeHue cTpolicTea. MpoBepka TWIA ¢ oco- nognexa- dukauyuio
6annona 3mbonusa- pa3meposB. 6eHHbIM WnX peru- KOMMNOHEHTOB
no oTHoLLe- Lua. BuaumocTs. BHUMaHWeM cTpauum JOCTaBKW.
Huo K cocyay. | MoepexaeHne | Cuna K cOBbITHAM, Uudopma-
Otkas UMnnaHTaTa packpbITUsi nepevyuncrneH- LA [OMmKHa
6annoHa. HbIM B KO- BKNtoYaTb
MoepexaeHune nNoHke 3 pexoMeHaaLunK
KOMIMOHEHTOB unu cneyndu-
UMnnaHTara Kauum
APYTMMM KOM- BCNoOMoraTenb-
MOHEHTaMu. HbIX YCTPONCTB
HekoppekT-
Has BU3yanu-
3ayus.
Obpa3soBaHue
3mMborn.
CwmelleHue
UMnnaHTara
(Hanpumep,
CTeHTa)

22




TpodomxkeHue mabnuupl A.2

rOCT P UCO 25539-1—2012

Cucrema AoCTaBKU

Knuxuuyeckue

CTeHaoBble

ONCTBO oKnUHU4ecKue
ygr?)oﬁmsa/ MNpo6nema(bl) cobiTus, veribraHna ﬂccne.qoaauwn Knumseckme npvézg)grgzz;‘:gén
npoLeAYpbI nognexauwjue W aHanuTn4yeckue in vivo uccnegoBaHuA U3roToBUTENEM
peructpauuu pacyeTbl
1 2 3 4 5 6 7
Bo3amox- HekoppexT- Otkas MpoyHoCcTb Mposepka MpoBsepka UHdopma-
HOCTb HBIA cnyck CUCTEMBI Tpy60K Npu appeKTuBHO- | adpdpekTus- Lua fonKHa
yAaneHus: 6annona. pacKpbIThs. pacTsKeHuUn. CTU yaane- HOCTU BKIIOYATL
ycTpoiictBa, | ObpasoBanne | HeBponorunde- | CoBMECTUMOCTb | HUS. yAarneHus. pekomMeHzauum
pacwm- y 6annoHa ckue pac- pa3MepoB koM- | OueHka OueHka 06- | unu cneyudu-
psieMble «KpbINbEBY. CTpoiCTBA. NOHEHTOB. obcnyxusa- | cnyxuBaHus | kauyuu Bcno-
6annoHoM HapyweHue Tpasma co- MpoyHocTb HUA U BU3ya- | U BU3yanu- MoraTenbHbIX
CTPYKTYPHOW cynos. coeAnHeHus nusayuu. 3ayuu. yCTpoOiicTB
yenoctHoctn. | Uwemus. npu kpydeHun. | OueHka OueHka
O6pasogaHne | CnuHaneHble | Mpo4vHOCTb HeBnaronpu- KIMMHUYECKUX
amMbon. HeBponorumye- | coefuHeHus. ATHBIX COObI- | COOBITUA,
Owwubka cKkue pac- Mogenuposa- TWUIA € OCOo- noanexa-
B AnameTpe. CTpoiicTBa. HWe Ucnonb3o- | 6eHHLIM LLMX peru-
CwMelleHne Ombonuasauus. | BaHus. BHUMaHWEM cTpauuu
uMnaaHTaTa. Moepexaenune | MNpoBepka K cOBbITUAM,
MoBpexaeHne | uMnnaHTaTta pa3mepos. nepevmncneH-
KOMMNOHEHTOB Mepern6/nepe- | HbIM B KO-
UMnnaHTaTa KpyuuBaHme. noHke 3
LPYrMMU KOM- BuaumocTtb
NOHEHTaMM.
3alenneHue
cUCTeMBI
JOCTaBKM
06 uMnNnaHTar.
HekoppekTHas
BU3yanuaayus
BosMox- Owwnbka OTKas [po4YHoCTb [NpoBepka lMpoBepka MHdopma-
HOCTb B AuameTpe. cUCTEMBI TpyboK npu appek- apdek- Lu1a AOSmKHa
yaaneHus: HapyleHue pacKpbITUS. pacTskeHUm. TUBHOCTHU TUBHOCTU BKIlOMaTh
camopaclumn- | CTPYKTYpHOIA Hesponoruye- | CoBMecTUMOCTb | yAaneHus. yAarneHus. pekoMeHzaLum
psoLwnecs LienocTHOCTU. | CKue pac- pasmepoB KoM- | OueHka OueHka unu cneyudm-
ycTpoiictBa | OBpasoBaHue | cTpoicTBa. MOHEHTOB. obcnyxuBa- | obcnyxuBa- | Kauuu BCno-
ambon. TpaBma MpoyHocTb HUA U BU3ya- | HUA UM BU3ya- | MoratenbHbIX
CmelleHune cocyfosB. coefjuHeHns nusayuu. nusauuu. YCTPOWCTB
uMnnaHTaTa. Nwemms. npu kpydeumu. | OueHka He- OueHka
MospexaeHne | CnuHanbHble | MpoyHOCTb GnaronpusiT- KNMUHUYECKUX
KOMMOHEHTOB | HeBponorude- | CoOefUHEHMs. HbIX COObITMIA | cOBLITUIA,
UMnNnaHTaTa ckue pac- MogenupoBa- | ¢ ocobeHHbIM | noanexa-
APYrUMU KOM- | CTpoMCTBA. HUe UCnornb3o- | BHUMaHUEM LLMX pern-
NMOHeHTaMM. Ombonusauus. | BaHus. K cobbiTusIM, | cTpauuu
nepeyucrieH-
HbIM B KO-
JNOoHKe 3
BauenneHue Mospexaexue | MNpoeepka
CUCTEMBI AO- UMnNNaHTaTa pa3smepoB
cTaBKku 06 um- Mepern6/nepe-
nraHTar. Kpy4MBaHue.
HekoppekTHasn BuaumocTtb
BU3yanusauus
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Cucrema goctaBKku
M KnnHnueckue CTeHaoBble
CBOWCTBO HoknuHnyeckne NHbopmaLums,
ycTpomncTea/ MNpo6nema(bl) cobbrmms, venelTana uceneaoBaHnA Knurnyeckue npegocTaensemMas
noanexatume N aHannTnvyeckune . . ncecnegoBaHuA
npoueaypsb! in vivo U3roToBUTENEM
perucTpauuu pacyeThl
1 2 3 4 5 6 7
Buocosme- HapyweHue OcnoxHeHus, | NCO 10993 MCO 10993. | OueHka HenpumeHumo
CTUMOCTb COOTBETCTBY- npveogAaLLne CooTBeT- KMUHWYECKMX
toLLei K HapyLUEHUIO cTByHOLLME cobbITuiA,
6uocoBmecTu- | GuocoBMecCTH- rictonornde- | nognexa-
MOCTH MOCTHU Ckue u na- LMX peru-
Tohumano- cTpauuu
nioru4eckme
uccnepoea-
HWA 3KcrnaH-
TaToB.
OueHKa He-
GnaronpusaT-
HbIX COOLITHIA
€ 0COBEeHHbIM
BHUMaHUEM
K COBBLITUAM,
nepeYncreH-
HbIM B KO-
NoHke 3
Ctepuns- HecTepunbHblii | MHdekyms HapexHocTb Henpume- OueHka CooTBeTcTBYHO-
HOCTb npoaykT cTepunusayum | HUMO KITMHWYECKUX | LYME UHCTPYK-
cobbITni, umu no obeny-
noanexa- XWUBaHUIO.
LMX peru- fBnaetca nu
cTpayuum nagenuem
Of\HOpas30BoOro
WU MHorokpar-
HOrO UCMOrbL30-
BaHuA
lemocTas Owwnbka Mpoueayp- OueHka remo- OueHka co- OueHka co- PexomeHgauunn
B pasMepax. Hble KpoBOTe- | cTasa. OTBETCTBUA OTBETCTBMA no suibopy pas-
Hepocratou- YeHus. MpoBepka pas- | pa3mepos. pa3MepoB. MepoB.
HOCTb Knana- MemaToMbl MepoB OueHka no- OueHka no- Cneuundukauyna
Ha reMocTasa. Tepb KpoBMU. Tepb KpOBMU. Ha Bcromora-
YTeuka OueHka He- OueHka TenbHoe 0bo-
GraronpusT- KNUHWYECKNX | pyaoBaHue
HbIX COBbITHIA | cobbITUA,
c ocobeHHbIM | noanexa-
BHUMaHUEM WX peru-
K cobbiTuam, | ctpauum
nepequcnex-
HbIM B KO-
noHke 3

24




FOCT P UCO 25539-1—2012

Tabnwuya A3— CBoiicTBa SHAOBaCKyNAPHLIX YCTPOWCTB. TEXHUYECKUE U KITMHWYECKUE PAKTOPLI OLIEHKN UMMNIaHTaToB

UHdopmaLma
CBoWCTBO Kimrmeckue ﬁpz,qol-‘ ’
. / Mpo6ne- cobbITUA, CTeHaoBble WcecnepgoBaHusa KnuHuveckue cTaBnsemMas
yerpovictsa Ma(bl) noanexatjue ncnbiTaHnA Ha XMNBOTHbIX uccneaoBaHnA
npoueaypsbl percTpaLmm M3roTo-
BuUTenem
1 2 3 4 5 6 7
Boamox- HeToyHoe Okknio3uns MogenubipoBa- | OueHka Bu3ya- OueHka BuUsya- Pacnonoxe-
HOCTb pacrionioxe- | oTBeTBre- HWe ucnons3o- | nu3auuu. nuaayuu. HWe u onuca-
TOYHOrO HWe unu opu- | HWiA cocya. | BaHus. OueHKa Tou- OueHka Tou- HWe OTMETOK
packpbITUA | eHTauus. OTtkas OTHoweHune HOCTU U 3~ HOCTU U 3¢- KOHTPACTHbLIM
HecooTBeT- cucTeMbl ANVHBI UM- heKTMBHOCTH eKTUBHOCTH BeLeCcTBOM
cTByOLas packpbIThS. nrnaHTaTa K ero | packpbITHS. packpbITUA. npu ux Ha-
KoHUrypa- YTeuka anamerpy. OueHKa He- OueHka nvunn
LuA packpbl- | co cTopoHbl | BuaumocTb GnaronpusT- KITMHUYECKUX
THS. KpenneHus. HbIX COBbITHIA COBbLITHIA,
HenonHoe CmelleHune € 0COBGEHHBLIM nognexatymx
packpbiThe. npoTesa. BHUMaHWeM perucTpauum
Hekoppekr- OB6cTpyKumMs K coBbITUAM,
Hasa BU3ya- npoceeTa. nepeYncrieHHLIM
nusauus Paclupe- B KOMOHKe 3
HWe aHeB-
pV3MBI.
PaspbiB
aHeBpU3MbI.
Nwemus
Ohhek- HenonHoe YTeuka PaguansHas OueHka norno- OueHka noro- YkasaHus,
TUBHOCTb npuneraHne | co cTopoHbl | cuna. XKeHUs,, LlenocT- | xeHus, LenocT- | kacawowmecs
uKcaummn | K cTeHkam KpenneHusa. | YeToiumsocTb HOCTU U PYHK- HOCTU U (PYHK- orpaHu4eHnin
cocypa. CMelleHre K paspyLueHuto. | LiMOHanbHOCTK. LMOHaNbHOCTH. n Tpebosa-
Hekop- npoTesa. Otpava. CootBeT- KoHTpons HUI K OUeHKe
peKkTHas O6cTpykums | JlokaneHoe cTByloLKe Mop¢onoruu COOTBET-
Unm yvpes- npocaeTa. oxatme. TMCTONOMMYECKe | noBpexaeHuUs. cTBUA PUK-
MepHas Tpasma co- CooTtBeTcTBME n natodpusuno- CootBer- cauuu
pagvanbHas | cyaa. CTeHKaM Co- noruyeckue cTByOLLME
cuna Moepexae- | cyada. nccnefoBaHus rucTonormieckue
Hue npu- YCTOR4YMBOCTb 3KCMraHTaToB. 1 naropusno-
neraroLmx K CMeLLeHUIo. OueHKa He- nornyeckue
CTPYKTYp. MogenuposaHue | GraronpusT- uccnefoBaHus
Okkrto3mns MCMONb30BaHWSA | HbIX COBLITUIA 3KCMNaHTaToB.
oTBeTBMe- € 0COBEHHbIM OueHka
HWIA cocyaa. BHUMaHWEM KIMMHUYECKUX
Paclumpe- K COOBbITUAM, cobbITHiA,
HWe aHeB- nepeYncnerHHbIM | nognexaiyunx
pU3MBI. B KONoHKe 3 perucrpauuu
Pa3spbiB
aHEeBPU3MbI
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. KnunHnyeckne WrcpopmaLms,
CsoWcTBo npeao-
. Mpobne- cobbITUSA, CTeHaoBble UccnegosaHua KnuHnyeckne
yCTpOVICTBa/ cTaBnaemMasa
Ma(bl) nognexatjue nenblTaHKA Ha XWBOTHbIX ncenegosaHnAa
npoueaypsbl N3roTo-
peructpaumu
BUTenem
1 2 3 4 5 6 7
LlenocT- CTpyKkTyp- Pasnom YctanocTb OueHka nono- OueHka noro- Henpume-
HOCTb UM- HbIlA OTKa3 cTeHTa/cu- ¥ NPOYHOCTL. XeHus, LenocT- | xeHus, UenocT- | HUMo
nnaHTarta UMnNnaHTaTa. | cTemsbl WccnenoBaHue | HOCTU U (PyHK- HOCTU U PYHK-
HapyweHue | KpenneHus. HanpsPKEHHO- LiMOHarnbHOCTK. LMOHarbHOCTH.
nonHoro Paclumpe- fedopmu- CooTBeTcTBY- CooTtBeTCTBY-
npuneraxHua Hue/paspblB | poBaHHOro foLme rmcTo- owue rmcto-
K CTEeHKaM rpadra. COCTOSIHMNS. norunyeckue norudyeckue
cocyaa. Tpombo3 Koppo3aus. 1 natousmno- 1 natopusmo-
YTeuka umnnanTata. | MNpogonbHas norunyeckue norudeckue
CMelleHune NPOYHOCTb uccnegoBaHuA nceneaoBaHna
nporesa. Ha pacTsXeHWe. | SKCMnaHTaToB. 3KCNNaHTaToB.
YTeuka KonbLeBas OueHka He- OueHka
CO CTOPOHBI | MPOYHOCTb 6naronpusAT- KIUHUYECKUX
KpenneHus. Ha paspbIB. HbIX COBbITUIA cobbITuiA,
Pacwunpe- MpovHoCTb € 0COBEHHbIM noanexatymx
HWe aHeB- BbINONTHEHHOIO BHUMaHNEM peructpauum
p13Mbl. aHacToMo3a. K cOBbITUAM,
Pa3pebis MpovHoCTb nepeyYncrneHHBIM
aHeBpU3Mbl. | cTeHTa/cucte- B KOMOHKe 3
YTeuyka Ye- Mbl KpenneHus
pes rpadr. npw KpenneHuun
TpaBma co- | rpadTa (Hanpu-
cyaa. Mep, Ha Knei,
OB6eTpyKkUmMst | npuwimBaHmu).
npocBeTa. Mpo4HoCTb
Tpombo3 nocre no-
BEeH. BTOPAKOLLMXCA
MoBpexae- npokonos
HWe npu- Ansa foctyna
nerampoLmx K cocyAam.
CTPYKTYP. BuayanbHbIN
Nwemus ocMoTp
MpoHuuae- | Heapgeksar- YTeuka Ye- MopucTocTb, OueHka He- KoHTponb Henpume-
MOCTb HOe 3aXwuB- pes rpad. npoHuLaemMocTs | GnaronpusT- MopdOrorumn HUMO
neHune. PacLumpe- AnA BoAbl, HbIX COBLITUN noBpexaeHns.
YTeuka HWe aHeB- objas npo- ¢ 0cobeHHbIM OueHka
pY3MBbl. HULaeMocTb BHUMaHWeMm KIUHUYECKUX
Paspebis 4N BoAbl/yTeY- | K coBbITUAM, cobbITUH,
aHeBpU3Mbl | ka WU faBneHue nepevncrneHHbIM | nognexalymx
npoxofda BOAbl B KOMoHke 3 pervcTpaumu
Mogynb- Owwnbka CmelleHne WenblTaHue OueHka no- OueHka no- Pacnonoxe-
HOCTb B pasMepax. | mporesa. Ha oTpbIB NOoXeHus, NoXeHus, HWe u onuca-
HeTouHoe YTeuka ANA MOAYNBHBLIX | LenocTHOCTU LienoCTHOCTH HWe OTMETOK
pacnonoxe- | co CTOPOHbl | KOMMOHEHTOB. U pyHKUMOHAMNb- | M PYHKUMOHAMNB- | KOHTPaCTHLIM
HWe UK opu- | KpenneHus. HOW cocTos- HOW cocTos- BeL|eCTBOM
eHTaLus. TENLHOCTY. TEMNbHOCTH. npw ux Ha-
nmymu.
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NHdbopmauymsa,
CeoWcTBo Kimtneckne qr)1p2.qoi4
O MpoGne- cobbITu, CreHngosble UccneposaHua KnuHuyeckue cTaBnsemas
yerp ma(bl) noanexatyume ncnbITaHNA Ha XUBOTHbIX nccnefoBaHna
npoueAypb! perncTpaLym naroto-
BUTeNEM
1 2 3 4 5 6 7
OtgeneHue TpaBma co- | MpoBepka pa3- | CoorsercTByto- | KoHTponb YkasaHus,
mopynei. cyaa. MepoB. Lue rucronoru- mMopdonoruu KacatoLymecs
MoBpexpe- Oxkniosuns YCTOW4YUBOCTD Yeckue U na- NoBpeXAeHNs. orpaHuyeHunin
HWe unu 06- | oTBeTBre- K CMeLLIEHUIO. Tornoruyeckue CootBerctByto- | u TpeboBa-
CTpyKLMS HuWii cocyaa. | Mepern6/nepe- | uccnegoBaHuA LLjMe rcronom- HWUI K oLeHKe
moaynew Paclumpe- Kpy4nBaHue 3KCNNaHTaToB. yeckue U na- COOTBET-
Apyrumu HUe aHeB- OueHkKa He- TornorM4eckne CTBUSA PUK-
MoAYNAMU. pV3MBblI. GnaronpusT- ncenepoBaHus cauyuu
Mepern6 Pa3pbiB HbIX COBLITUN 3KCNNaHTaToB.
Unu nepe- aHeBpU3MbI. € 0COBEHHbIM OueHka
KpyuuBaHue Ob6ceTpyKumMs BHUMaHWeMm KMUHNUYECKUX
moaynen npocseTa. K coBbITUAM, coObITUA,
Nwemun nepeyncrieHHbIM | nognexatimx
B KOIMOHKe 3 peructpauuu
Coort- HekoppekT- Otka3s cTeH- | Mopenupoeanve | NpoBepka cxe- OueHka PekoMeHpa-
BeTcTBUE Hble pas- Ta/cuCTeMbl | UCMONb30oBaHUA. | Mbl onpeaerne- KNUHUYECKUX uuu no onpe-
pasmepoB Mepbl kpenneHusa. | CooTHoweHne HUA pasMepoB. CobbITHiA, AeneHnio
CwmelyeHne ANWHLI U gna- OueHka He- noanexawymx pa3MepoB
nporesa. MeTpa GnaronpusT- peructpauun
Tpom603 UMnNnaHTaTa. HbIX COBLITUN
uMnnadTarta. | Otaava. € 0COBEHHBIM
YTeuka MpoBepka BHUMaHWeM
CO CTOPOHbI | pasMepos. K cOBbITUAM,
kpennexnusa. | CooTHoweHne nepevncneHHLIM
Paciumpe- AvameTpa B KONOHKe 3
HWe aHeB- UMnnaHTaTa
pU3MbI. 1 AaBneHus
Paspeis HanorHeHus
aHeBpu3Mbl. | GannoHa
Okkntoans
oTBETBIe-
HWUI cocyaa.
TpaBma
cocyaa.
MoBpexae-
HWe npwu-
nexatymx
TKaHew.
O6CTpyKUmMa
npocsaeTa.
Nwemusa
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OkoHYaHue mabnuupi A.3

. KnuHunueckue WrcpopmaLus,
CBOKUCTBO npepo-
. Mpo6ne- cobbITug, CTteHpaoBble WUccneposaHusa KnuHuyeckue
YCTpOVICTBa/ cTasnaemas
Ma(bl) noanexawue ucnbiTaHusa Ha XUBOTHbIX nccnepoBaHnA
npoueaypol n3roTo-
peructpauum
BuTenem
1 2 3 4 5 6 7
Mpoxoau- MNepern6. Tpombo3 PapuwancHas OueHka nono- OueHka nono- Henpume-
MOCTb CkpyuvuBaHue. | uMnnaHTarta. | cuna. XeHus, uenocT- | XeHus, 4enoct- | HUMO
HeTovHoe O6eTpykuua | YctoinumsocTb HOCTUN U PYHK- HOCTU U PYHK-
packpbiTue. npocsera. K paspyLUeHuio. | LUWOHaNb-HOCTU. | LIMOHANBHOCTH.
Dedopma- PecTeHos. MopenuposaHvne | CooTBeT-cTByl0- | KOHTponb
yua. BHesanHoe ucronb3oBaHus. | Wue ructonorn- | mMopconorum
Obpa3soba- noBTOpHOE Mnowaab ceo- Yeckue u na- noBpexaeHns.
HWe TpoMboB | 3akynopwm- 6oaHol noBepx- | Tonorndeckne CooTBeTCTBYI0-
BaHue. HOCTU CTeHTa. nccnegoBaHna Lne ructonomm-
CTteHokap- JlokansHoe 3KCNNaHTaToB. Yeckme n
Aus. cxarue. OueHKa He- naTonoruveckne
Peunaus Mepern6/nepe- | GnaronpuaAT- nccnepoBaHua
nopTanbHoOi | KpyuuBaHue HbIX COBLITUIA 3KCMNaHTaToB,
rMnepreH- ¢ 0C06eHHBIM €CNn OHK
3un. BHUMaHWeM BO3HUKAIOT.
UHdpapkT K cobbITHAM, OueHka
MUoKapaa. NePEeYNCNeHHbIM | KNUHUYeCKnX
Nwemua. B KOMoHke 3 cobLITUNA,
JerovHag noanexatyux
ambonus peructpauuu
Cosme- Hepo- Tpaema co- | CoBmecTumocTb | HenpumeHumo OueHka Onucanune
CTUMOCTb cTaTtoyHoe cyaa. cMPT KIMUHUYECKNX 6e3onacHo-
€ MarHUTHO- | Ka4ecTBo CmelleHune cobbITui, ctu npu MPT
pe3oHaHc- nsobpaxe- npotesa nognexatiux 1 coBMe-
HOW TOMO- HUA. peructpauuu CTUMOCTH
rpadgven CwmelleHune ycTpoWcTBa
(MPT) UMnnaHTara
Wnn Harpes
NPOBONOYHO-
ro Hanpasu-
Tens
Buocoeme- | YTpaTa OcroxHe- MCO 10993 MCO 10993. OueHka Crimcok uc-
CTUMOCTb COOTBET- HUs, Npu- COOTBETCTBYIO- | KNUHUYECKUX nonb3yeMblX
cTBytOLLEN BoAsALLMe Wue rucTonorn- | cobeiThii, MaTepuanos
6uocosme- K yTpaTe Yeckue U na- nognexatlmx
CTUMOCTM COOTBET- Tonorudeckne perucTpaLum
CTBYlOLLER uccrnegoBaHua
6uocosme- 3KCMNaHTaToB
CTUMOCTU
CTtepunb- HecTepune- MHekuma Obecneyenne HenpuMeHuMo OueHka CootBeT-
HOCTb HbIA NPOAYKT CTEPUSTBHOCTU KMUHWYECKNX cTByOLME
cobbITuiA, UHCTPYKLMK
nognexatimx no obcnyxu-
perucrpavum BaHuHo.
fBnseTcs nu
nsgenuemM
0/HOpPa30BoO-
ro UNKU MHo-
ropasoBoro
ncnornb3oBa-
HUs
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Tabnwnya B.1— CTeHaoBble UCNbITAHUA W @HANUTUYECKNe pacyeThbl
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6ann0Ha, M OLEeHMBaroT BO3MOXHOCTb yAaneHus
BannoHa nocrne crycka

VcnbiTaHus OnucaHWe UcrbiTaHus 1 TpeGoBaHUi Bua OLEHKM KOHCTPYKLK
OueHka reMocTasa OueHMBaIoT CNOCOBHOCTb CUCTEMbI MOALEPXKM- 7.2.5 l'emocTas
BaTb JOCTATOYHYHO reMOCTATUYECKYHO U30MALMIO
Bpewms cnycka 6annoHa OnpegenstoT Bpems, Heobxoaumoe And crnycka 7.2.2 CnocobHOCTb K pacKpbITHIO

Bpems HanonHeHus
GannoHa

OnpegnenstoT BpeMsi, HeobxogMMoe ANs Hanos-
HeHns 6annoHa 40 MakcUMarbHO peKOMEHAYeMOoro
JaBfeHUsa HanonHeHus

722

CnocoGHOCTB K pacKpbITHio

CpefHee faBneHue pas-
peiBa 6annoHa

OnpegensT cpefjHee faBneHue paspbiBa

722

CnocoBHOCTL K packpbiThio

HomuHansHoe Aaene-
HWe paspbiBa 6annoHa

OnpeAenstoT AaBneHne paspbiBa ¢ COOTBETCTBY-
IOLLIMM KO3PULIMEHTOM 3anaca, yuuTbiBasi napame-
Tpbl HafeXHOCTH

722

CnocoBHOCTL K packpbITULO

HOMUWHanbHbIR N3HOC
GannoHa

Onpe,qenmoT MaKcuMalnbHOe YMUCno pekoMeHay-
€MbIX UWKNOB HanoJiHEHUA A0 PeKOMEeHQYyeMOoro 3Ha-
YeHUA faBrneHNsa HanonHeHusa, y4uTbiBasa NnapaMeTphbl
HageXHoCTun

722

CnocobHOCTL K pacKkpbITUio

CTEHKOMN

BaTb JOCTATOMHbIA KOHTAKT CO CTEHKaMM cocyaa

MpoYHOCTE coeagnHEHMNS OnpeaensitoT NpojonbHoe yeunue coefuHeHna 7.2.3 Bo3MOXHOCTL yaneHus
MeXAay YacTsMU cUcTeMbl AOCTaBku. Bece coeguHe-
HUS JOMKHBI OCTABaTLCA HENOBPEXAEHHLIMU NPU pe-
KOMeHAYeMbIX YCoBUAX aKcniyaTaumm
MpoYHOCTb Ha pa3pbiB OnpefensatoT NPOYHOCTb Ha pa3pbiB BHYTpeHHUM | 7.3.3 LlenocTHocTb UMNNaHTaTa
BHYTPEHHUM/BHELLHWUM JAaBrneHneM n/unu NPOYHOCTb NP BO3feHCTBUMN
faBneHnem BHELLHEro faBNeHNs COOTBETCTBYIOLLIMX KOMMNOHEH-
ToB umnnaHTata (MCO 7198, nyHkT 7.3.3)
CoBMeCcTUMOCTb pas- OnpeaensioT pasmepbl UMMaHTaTa u NpoBepsi- 7.2.1 Bo3aMOXHOCTb flocTyna
MepoB KOMMNOHEHTOB 0T Ha COOTBETCTBUE pasMepam pekoMeHayeMbliX 7.2.2 CnocobHOCTb K packpbiTUO
npuHaanexHocTen. Bce KOMNOHEHTHI AOMMKHEI ObITb 7.2.3 Bo3MOXHOCTb yaneHus
COBMEeCTUMbI NO pasMepam
KoHTakT ¢ cocyaunctomn OueHuBaloT cNocoB6HOCTL MMMNaHTata obecnedn- | 7.3.2 SdeKTUBHOCTL uKcaumm

MeTpa UMnnaHTaTta
AaBnNeHUt0 HaNoIHEHUA
GannoHa

ONPEAENSIOT COOTHOLLEHNE MeXay ANaMeTPOM
UMnNaHTaTa U 3HaYeHUeM JaBneHnus HarnosIHeHNs
GannoHa

Kopposus OueHuBaloT NoaBepXXeHHOCTb MaTepuara(os) 7.3.3 LenocTtHoCTb UMNaHTara
KOppO3umn B peanbHOW UNu MogenupyeMoii cpese

YCTONYUBOCTb K paspy- OnpeaenaoT MUHUMaNbLHOE YCUITUE, NPpU KOTO- 7.3.7 NMpoxognuMocTb

LIeHUIo pPOM BO3HUKaET ocTaToqHasa gecdbopMaLusi Unm nor-
Hoe paspyLueHue

CooTtBeTcTBUE AUa- [na uMnnaHTaToB, packpbiBaeMbIx 6anmoHoM, 7.3.6 KoHTponb pasmepoB

CooTHOLWEHWE ANUHBI
1 AnamMeTpa umnsaH-
TaTa

[na uMnnaHTaToB, packpbiBaeMbIx 6annoHoM,
1 camopackpbiBatoLmxca 6annoHoB onpeaensior
COOTHOLWEHWe ANWHBI UMNNAaHTaTa 1 guameTpa pac-
KpbITOro UMNNaHTarta

7.36

passepTbiBaHUIO

CnocobHoCTb K TOHHOMY
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[MpodomxkeHue mabnuyp! B.1

B OTBET Ha NTOKanbHOE CXaTue

UcnbiTaHuA OnucaHue ncrbITaHUA n TpeboBaHuii Bua oUeHKM KOHCTpYKLMK
[MpoBepKa pasmepoB [MpoBepsOT COOTBETCTBUE pasMepoB AaHHBLIM 7.2.1 BO3MOXHOCTb AOCTyNa
cneLuduKkaLm KOHCTPYKLUK 7.2.2 CnocoBHOCTL K pacKpbITUO
7.2.3 B0O3MOXHOCTb yaaneHus
7.3.5 MogynbHOCTb
MpPOYHOCTE BhINOMHEH- OnpenensoT NpoYHOCTb Ha pa3pbiB Beex Boinon- | 7.3.3 LlenocTHoCTE uMnnaHTaTa
HOro aHacTomo3a HeHHbIX aHacTomo30B (MCO 7198, nognyHkT 8.3.2.4)
YcTanocTb U ycTonum- OueHunBaroT A0NTOCPOHHYHO CTabUMBLHOCTE pas- 7.3.3 LlenocTHOCTb UMNNaHTaTa
BOCTb MepOB U LIeNoCcTHOCTb MaTtepiana uMnnaHTaTa
Mepernb/ckpy4nsarmne OLeHunBatoT cnocobHOCTb UMMNNaHTaTa 1 3HA0- 7.2.1 Bo3aMOXHOCTb flOCTyNa
BacKynspHoOW cucTeMsl K U3ruby ansa onpegeneHus 7.2.3 BO3MOXHOCTb yAarneHus
MUHUMarbHOro paguyca maruba unu yrna, LOonycTu- 7.3.5 MogynbHoCcTb
MOro BO BpPeMS AOCTYMNa U JOCTaBKU. 7.3.7 TpoxogumocTb
Taloke onpedenaT MUHUManbHbBIA paguyc naru-
6a, KOTOPLIA MOXKET BhlfepXaTk UMnaHTaT 6e3 06-
pa3oBaHus nepernbos
Yeunue, Heobxogumoe OnpepenstoT ycunue, Heobxoamnmoe Ans packpbl- | 7.2.2 CnocoBHOCTb K packpbITHIO
ANA packpbITUA TN UMNNaHTaTa U3 CUCTeMbl OCTaBKM
Obwas npoHMLaeMocTb OnpefensitoT 06beM YNCTON, OTUINETPOBAHHOW 7.3.4 TlpoHuyaeMocTb
ANA BOAbI XWAKOCTU (C BAIKOCTLIO, MPUMEPHO paBHOI BA3KOCTU
BOJbI), KOTOpasa NPOXOAUT Yepes CTeHKW npoTesa
3a onpefeneHHoe BpeMs npu onpefeneHHoM agasne-
Hum (MCO 7198, nyHKT 8.2.3)
JlokanbHoe cxartue OnpegenstoT ynpyryto gecdopmManuio umnnantata | 7.3.2 SddeKTMBHOCTb duKcaLmm

MpogonbHas NPOYHOCTb
Ha pa3pblB

OnpeaensitoT NpofosbHYI0 NPOYHOCTL NpoTesa
Ha pa3pbiB (MCO 7198, nyHKT 8.3.2)

NCO 7198, nyHkT 8.3.2

CTBa Nocre packpbITusi umnnaHTara. COOTHOCAT 3Ty
oTaady ¢ pekoMeHAYyeEMbIMU pasMepamMu

YCTOWYMBOCTL K MUrpa- Onpegenstor cnocobHOCTbL UMNMNaHTaTa ocTa- 7.3.2 3ddeKkTMBHOCTE PUKcaLmm
Lun BaTbCA HENOABWXHLIM NpU MoAenupoBaHUK ero 7.3.5 MogynbHoCTb
paboTbl
CoBMecTumocTb ¢ MPT OueHuBatoT 6e3onacHoCTb NyTeM oLeHku coBme- | 7.3.8 CoBmectumocTtb ¢ MPT
ctumoctn ¢ MPT
MopucTocTb OueHunBaloT NOpUCTOCTb Matepuana uMnnadTara | 7.3.4 MNpoHULaeMocTb
€ NOMOLLIbIO OLIEHKN COOTHOLLEHWUS NYCTOT B MaTepu-
ane Kk obwemy obbemy, 3aHUMaeMOMy MaTepuarnom,
BKntovaa nyctoThl (MCO 7198, nyHkT 8.2.1)
MpodunupoBaHue OnpepensoT MakcMMarnbHbIA AUaMeTp oTAenb- 7.2.1 BO3MOXHOCTb gocTyna
HbIX CErMEHTOB 3HJ0BaCKymnspHON CUCTEMBI
McnbiTaHue Ha oTpbIB OnpepaenstoT ycunue, HeobxoauMoe Ans pasb- 7.3.5 MogynbHoCcTb
ANA MOAYNBHBLIX KOMNO- | €AUHEHNA MOJYITBHBIX KOMMNOHEHTOB NPU MOAENUpO-
HEeHTOB BaHWUK paboTol
BosmoxHocTb npotan- OnpepenstoT cnocobHOCTL NpoTankuBaHusa aHAo- | 7.2.1 Bo3MOXHOCTL focTyna
KnsaHus BacCKyNApHOWA CUCTEMbI UMK ee pa3MeLLieHUs onepa-
Topom 6e3 nepermboB u usnoma
BHewHsa pagnansHas Cuna, Bo3geicTByiolan Ha caMmopaclumpsiowme- | 7.3.2 SdpdekTuBHOCTL hukcaumm
cuna (oKpyXXHast npod- €A UMNNaHTaThIl, 0MKHa BbITb M3MepeHa Kak yHK- 7.3.7 TpoxoanMocTb
HOCTb) UusA oT AUameTpa MMnnaHrara
Otpava OnpepensoT 3Ha4eHue yrnpyroii otaaqn ycTpoit- 7.3.6 Onpepenexve pa3mepos
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Wenbitanma

OnucaHWe ucnelTaHus n TpeboBaHUi

Bua oLEHKN KOHCTPYKLMM

MogenupoBaHue pa-
GoTbl

OueHuBatoT paboune xapakTepUCTUKA UMMNaHTa-
Ta C NOMOLLLH MOAENM, BOCTpon3BoaALLei npesno-
naraemele ycrioBus ero pa6oTsl

7.2.1 Bo3MOXHOCTb gocTyna
7.2.2 CnocoBHOCTL K packpbITHio
7.2.3 BO3MOXHOCTb yfaneHus
7.3.1 CnocoBHOCTb K TOYHOMY
pasBepThIBaHWO

7.3.2 OdpheKTMBHOCTE huKkcaLmm

Mnowaab cBobogHoM
NOBEPXHOCTU CTEHTA

OnpeAensaoT B NpoLeHTax M3sMeHeH1e cBo6og-
HOW UMW OTKPLITOW NAOWAaAKN CTeHTa Kak (PYHKLMIO
OT ero Anametpa

7.3.7 MNpoxogumMocTb

Mpo4HOCTL NpU MHOTO-
KpaTHOM npokore

OueHunBaloT cnocobHOCTL MMINaHTaTa BhigepXu-
BaTb MHOTOKPaTHLIE NPOKONbI

7.3.3 LUenocTtHocTb UMNNaHTaTa

Mpo4yHoCTb Kpenne-
HWI CTeHTa/CUCTeEMBI
nrpadra

OLueHNBaIOT NPOHHOCTL coefiMHeHus rpadta
CO CTEHTOM

7.3.3 UenocTtHocTb UMNNaHTata

WccneposaHue Hanpsi-
XeHHO-aedopMUpoBaH-
HOrO COCTOSIHUA

OueHnBaIOT XapakTepPUCTUKN HaNpPsXKeHHO-Ae-
opMnpoOBaHHOrO COCTOAHUA UMMNAHTaTa Npu BO3-
AeNCTBUK XyaLLero cnyvas ero gu3nonorniyeckoro
HarpyXeHus, NCNoNbL3ya COOTBETCTBYIOLLIME METO-
Abl, HanpuMep MeToA KOHeYHbIX anemeHToB (Finite
Element Analysis, FEA)

7.3.3 UenocTtHocTb UMNNaHTata

MpU Kpy4eHUH

Bo3moxHoCTb BpaLye- OueHunBaloT CNOCOGHOCTL 3HA0BACKYNSIPHOM 7.2.1 Bo3MOXHOCTb focTyna
HUS cucteMbl obecnevnsBaTb JOCTaToMHYtO cBobogy noBo-

poTa AUCTanbHOro oTaena UMnnaHTara
MpoYHOCTE coeguHeHNs OnpenensaoT 3HaYeHne KpyTsILero MOMeHTa, 7.2.1 Bo3MOXHOCTb focTyna

MNPy KOTOPOM UMEET MECTO pa3pyLUeHUe COegUHEHWIA
W/vnu MatepmanoB B COOTBETCTBYIOLLMX KOMIMOHEH-
Tax CUCTeMbl 4OCTaBKM

7.2.2 CnocobHOCTb K packpbiTUo
7.2.3 BO3MOXHOCTb yaaneHus

BoamoxHocTb cnego- OueHMBaloT BO3MOXHOCTb 3HA0BACKYNSAPHOR 7.2.1 Bo3aMOXHOCTb AoCTyna
BaHus cUCTeMbl criefoBaTh Mo MPOBOSIOYHOMY MPOBOAHUKY
BCIef 3a ero KOHYMKOM Mo pycrny cocyaa, BKIo4as
Y3KWe, U3BUTLIE y4acTKuN COCyAa
MpoyHocTb Tpybok OnpepfenstoT NPOYHOCTb TPYBOK, MCMOoNb3yeMbIX 7.2.2 CnocoBHOCTb K packpbITUO
rpu pacTsKeHUU B CUCTEMe JOoCTaBku, C Y46TOM UX MaTepuana 7.2.3 BO3MOXHOCTb yfaneHus
Busyanusauus OueHunBaoT BO3MOXHOCTb BU3yanusayum nv- 7.2.1 BosmMOXHOCTb focTyna
nnaHTata npu MogenuposaHum ero paboThbl 7.2.2 CnocoBHOCTb K packpbITUo
7.2.3 BO3MOXHOCTb yAaneHus
7.3.1 CnocobHOCTb K TOYHOMY

pasBepTLIBaHWIO

BusyankeHbIii ocMOTp

MpoBepsoT OTCYTCTBUE Ha NpoTese JedeKkTos,
KOTOpble JenatT ero HerpurogHbIM ANs NpegHasHa-
YeHHoro ucnone3oBaHusa (MCO 7198, nogpasaen 8.1)

7.3.3 LenoctHocTb MMNNaHTara

[aBneHue npoHUKaHNs
BoAb

OnpeaenstoT fasrneHune, Npu KOTOPOM Boga
MPOHNKAET Yepes CTEHKY NpoTesa, B COOTBETCTBUM
c Tpebosanusamu NCO 7198, nyHkT 8.2.4

7.3.4 TpoHuLaeMoCTb

[MpoHuLaemocTb
Ans BoAbI

Onpepenstor 06beM BoAbl, NPOHUKaOLL e Yepes
MaTepuarnbl COOTBETCTBYHOLLIUX KOMNOHEHTOB UM-
nnaHtata (MCO 7198, nyHkT 8.2.2)

7.3.4 TlpoHULaeMoCTb
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Mpunoxexue C
(cnpaBouHoe)

OnpegeneHnsi BU10B OCNOXHEHUI U OTKA30B, noasnexawux perucrpaumm

Ta6bnunya C.1— OnpegeneHus BUA0B OCMOXHEHWUI U OTKA30B, MOANEXaLLUX perncTpaumm

OcnoxHeHwe

Onpeaenexue

MoBTOpHBI TpoMGO3 (peTpoM-
603)

O6CTpYKUMA paHee NPOXOAUMOro OTBEPCTUS

Owmbka goctyna

C6oii NpW JOCTKEHUM UMNIAHTATOM NpegnonaraeMoii obnacTu pasmelye-
HUS1, CBA3aHHbINA C MexaHMYeckuM c6oeM unun cneyndmKkon aHaToOMUK NaumeHTa.
He npomsowwuno ycnewHoii cukcaLuum B npegnofniaraeMoM MecTe pasmeLLeHust
UrK He NPOU3OLLNO PacKpLITUA UMMNNaHTaTa

Otka3 BCnomMoraTenbHoro
ycTpoicTBa

HeBO3MOXHOCTb NCNOMb30BaHUS BCMOMOraTeNbHOMo YyCTPONCTBA M0 Ha3Ha-
YEHUIO U3-32 MEXaHNYECKOro c60ost UM 0COBEHHOCTEN aHaTOMUM NaLMeHTa.
OnpeaensatoT, SBUAUCH NU OBCTOATENLCTBA NPUHNHON Hey[a4HOro packpbITUsl
uMmnnaxTaTa

PacumpeHne aHeBpU3MBbl

NioGoe paclwmpeHne pasmepoB aHEBPU3MBI, BLIXOAALLEE 3a Npeferbl NorpeLl-
HocTu MeToaa KT ¢ KOHTpacTUpOBaHWEM WU NPU OLIEHKe APYrUMU METOAaMM

Pa3pbiB aHeBpU3MBbI

HapyweHue 4enocTHOCTH CTEHOK aHEBPU3MbI C Pa3BUTUEM COPOCOBLIX MO-
TOKOB KPOBMU Yepe3s BO3HUKLLNE AedekThl

CTeHokapaus Bonb, cBA3aHHasA ¢ OCTPLIM CHUXEHUEM KOPOHAPHOro KPOBOTOKA U BO3HUKaIO-
Lan 3a rpyguHoOIi unu B obnacTsx uppaguayuu

ApuTmus Pa3BuTHe YacTbIX e4MHUYHBLIX 1 rPYNNOBLIX NPeACepAHbIX U XKeryA04KOBbIX
3KCTpacucTonuii B TedeHne 30 cyTok nocne npoueayphbl, Tpebytowwux nekapcTeeH-
HOW UM 3MEKTPOUMMYSILCHOR Tepanuu

ATenekTas/nHeBMOHMA ATenekTas Unu NHEBMOHMS, NOATBEPXKAEHHBIE UCCIIEA0BaHMEM C NOMOLLLIO

peHTreHa, B TedeHue 30 cyTok nocne npoueaypbl U TpebytoLine Ne4eHust aHTu-
OUOTUKaMW, MHransuMaMu, uHTyGaumeid unu otcaceliBaHneM. Criegyet sadgpukcu-
poBaTb BUA HEOGXOZUMOT0 NeYeHUst

HecocToATensHOCTL KpenneHns
(Tun | yTeyku)

C6pocoBelii NOTOK KpOBKW, BO3HUKAIOLLUIA B N060e Bpems Nocre 3HA0BackKy-
NAPHOIA onepaunn U [UarHocTMPOBaHHbIA BU3YyarbHO XUPYpromM BO BpeMs ore-
pauum (B TOM YUCre ayToncumn) Unu MeTogaMm HenHBasuBHowm gnarHocTukn (KT
C KOHTpacTUpOBaHUEM, YrbTpa3BykoM U aHrnorpaduei)

MoTok Yepe3 GokoBLIE OTBET-
BrneHus (Tun Il yTeukn)

PeTporpagHblit NOTOK M3 NpocBeTa GOKOBLIX apTepHii, HanpuMep NOSICHUYHOW
Unu MexpeBepHOU, BO3HUKLLNIA B No6oe BpeMs Nocre oHL0BacKynspHoii onepa-
LMK, onpegeneHHbli KT-ckaHnpoBaHWeM ¢ KOHTPacTOM, YIETpa3ByKoM, aHrmorpa-
dueit nnu NpAMbIM HaBnrogeHeM NP XUPYypruyYeckoi onepaLyun Unu ayToncum

OkKKknto3uns 6OKoBLIX OTBETBIE-
HUA

KrnvHu4yecku sHa4Mmoe, HesannaHMpoBaHHOE UCKITIOUYEHNE OCHOBHbIX GOKOBLIX
OTBETBMNEHUNA

Koarynonartus

Pa3BuTE HEKOHTPONUPYEMOro KpOBOTEYEHUS, 3aPUKCUPOBAHHOE COOTBET-
CTBYIOLLMMM NabopaTopHbIMK UccrefoBaHUAMU B TedeHue 30 CyTOK nocre npo-
Leaypel. Heobxogumo Takke hrukcupoBaTb Hannuue cneymduieckux CUHLpoMoB
1 NabopaTopHLIX NoKasaTenei KpoBK

OcTpasn cepaeyHas HegocTaTou-
HOCTb

Pa3BuThe NpUCTyMna 0CTPOro CHMXXEHNSA cephevHoro Belbpoca nnu BHe3anHoe
ycyrybrieHne XpoHUYeCKN CHUXEHHOrO cepaedHoro Belbpoca ¢ pa3BuUTUeM oTeka
Nerkux u auctanbHelMy oTekamu. CriegyeT 3adpuKcUpoBaTh Ha4varno, BUA NeveHus,
NPOAOMKNTENBHOCTL M 3PPEKTUBHOCTb

MoBpexaeHne nMmnnaHTaTa

I'Iospe>|<,quV|e MMnNnaHTaTa, Bbi3BaHHOE BCNoMoraTesibHbIM o6opyqosaHV|eM
WU CUCTEMON [ OCTaBKM
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OcnoxHeHne

Onpeaenexvne

OTKas cUCTEMbI packpbITUS

HeB0o3MOXHOCTL packpeITUA UMMNNaHTaTa B npeanonaraemoii obnacTu, cBs3aH-
Has ¢ MexaHu4yeckum cboem unu aHaTomuelt naumeHTa. JomkHel GbITE 3aduKey-
poBaHbl BPEMS, MECTO W MPUYUHA HEPACKPHLITUSA

MHdpurUmpoBaHue UMNaHTara

Pa3BuTHe UHEKUMM Ha UMNNaHTaTe. Ecnu NogTBepX4eHo, TO HeOBXOLUMO
YCTaHOBUTL STUOMOTUIO (T. €. CTEPUNBHOCTE YCTPOMCTBA, SHAOKaPAUTLI M T.4.)

Tpom603 umnnaHTata

[eMogMHaMuyeckn aHa4nuMoe OTNOXKEHNe TPOM60B B npocBeTe 3HAOBacKynap-
Horo uMmnnaHTaTta. Heobxogmumo OLEHWUTb CTeneHb Cy>XeHnA

OmbBonusauns MepeMeLleHe B NPOCBETE COCYAO0B WHOPOAHLIX BELLECTB, CONPOBOXAaeMoe
KIMMHUYECKUMU MPOSIBNEHNSIMU. OTO KaTeropus, nognexatias perucrtpaluu, Mo-
XET OXBaTblBaTb AWarHOCTUYECKWE U NedebHble MeponpUATUS, 3adoUKCUPOBaHHbIe
B PYrUX KaTeropusix

YTeuka Hanuuue Toka KpoBM 3a Npefenamu NpocBeTa dHAOBACKYMNSPHOTO NpoTesa,

HO B Mpefienax aHeBpu3MaTUHeCcKoro MeLlKa Unu npunerarwLLero cerMeHTa co-
cyfa, K KoTopomy hUKCUPOBaH rpadT. YTEUKN MOXKHO pasfenuTb Ha KaTeropumn
crepyrowm obpasom:

- yTedka Tuna | BO3HWKaeT OKONo npoTesa B NPOKCUManbHON Unu guUcTanbHO
30He KpenneHus,

- yTedka Tuna |l Bol3BaHa peTporpagHeiM NOTOKOM U3 HENOCPEACTBEHHOMO OT-
BETBMEHUS apTepuu, Hanpumep, NtoMEasIbHOro UNU UHTEPKOCTENLHOTO;

- yTedka Tuna Il Bo3HUKaeT BcrneacTeue gedekrta matepunana rpadra unum He-
afjeKkBaTHON M3oNALMN MEXAY MOAYNbHLIMU KOMNOHEHTaMK rpadTa;

- yTedka Tuna IV cBsizaHa ¢ NpoHULaeMocTbio rpadTa

PaclimnpeHus/paspbls rpagta

PaclumpeHue rpadta, npessbiwarowee 50 % ero guaMmeTpa, 3asBNEHHOro U3-
roToBUTENEM, UNK NGOIK ApyroW paspblis rpadTa

[emaToma

Pa3suTne remartom, cBA3aHHOE C SHAOBACKYNAPHBIMU Npoueaypamu, Tpebyto-
LLiee XMPYpPruieckoro BMeLWaTenbCTsa, OTKavku n/unu nepenusanunsa. Ecnu nauu-
eHTy TpebyeTcsa nepenusaHue, HeobxoaUMo 3achuKkcupoBaTh 06bEM 3aMeLLeHHON
KpoBu. Ecnu TpebyeTca xmpypruyeckoe BMeLLATENLCTBO, STO TakKe JOMKHO BbiTh
3adpukerpoBaHo

[Ne4yeHo4Has aHUedanonaTus

HeBponoquecme HapylleHUA, CBA3aHHble C HealeKBaTHbLIM MeTabonuamom
neYeHn

[unoTeH3us Huakoe KpoBsiHOEe AaBneHue

MmnoTeHUus Cy6beKTUBHbIE 3asBMEHUSI O HEBO3MOXHOCTU BEPHYTHCS K YPOBHIO CeKcyarb-
HO4 @aKTMBHOCTHU, 3apMKCUPOBaHHOW A0 ONepaLuK, B TEYEHUE LIECTU MecsiLieB
nocre npoeaypsl

Nwemus Pa3BWTWE KIMHUYECKOIN KapTUHBI OCTPOI UM XPOHUYECKOIA ULLIEMUK B Teve-

Hue 30 cyTok nocrie npoleaypsl. MpUinHa uweMun AormkHa GbITb onpeaerneHa
u 3admKCHMpoBaHa (T. €. aMBonuaaums, Tpom603 Unu paccrioeHue). Onpegensior
TSXKECTb W NeveHne

OBcTpyKUMs NpocBeTa

HenpeaycMoTpeHHast 0GCTPyKLMA NOTOKa Yepes NPOCBET COCyAa U3-3a Neperu-
6a Unu nepexkpy4MBaHUs NpoTesa, HENPaBUILHOMO pa3Mepa, HapyLUeHUs MOSTHOro
OTKPLITUA UMMMaHTaTa Unu Apyro NPpUYUHLI

KuctosHnas numdaHrnoma/num-
haTnyeckas gucTyna

KucTosHoe HakomneHe MMMl UNKU HapyLLIEHWE ApeHUPOBaHUsA paHbl, BO3-
HUKaoLLee B obnactu paspesa. Jltobble BMeLLaTeNbCTBa C LENbIO YryylleHUs!
JOPEeHUPOBaHUS paHbl

WHdpapkT Mmokapaa

WNHbapKT Muokapaa, noaTBepXAESHHbLIN KIMHUYECKK, reKTpokapauorpagmnye-
CKM 1 Mo cofepxaHuio epMeHToB B KpoBU B TedeHUe 30 cyTok nocrie npoueay-
pel. HeoBxofMmo 3admKcupoBaTh KNMHUHMECKUE CUMITOMEI U laHHble DK™

HeBponoruyeckue
paccTpoicTsa

Pa3suTne npexoasaLmx Unm NocTOSHHLIX HEBPOMOrMYECKMX PaccTpOiiCTB, BO3-
HUKatoLWuX 1 ukcmpyeMbix B Tedenne 30 cyTok nocrne npouegypbl. HapylueHus
AuarHocTupytoT ckaHupoBaHueM KT u MPT Ha doHe KIMHMYECKUX NpOsiBIIEHWIA
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OkoHyaHue mabnuupi C.1

OcCnoxHeHne

Onpeaenexue

MocneonepaunoHHOe KpoBOTe-
YyeHune

KpoBoTeueHue, cBi3aHHOe C XUPYPruieckum BMELLIATENBCTBOM, BO3HUKLLEE
nocrne BbIBo3a 60MLHOIO U3 ornepaLWoHHO U Tpebytolliee NepenuBaHUs KPOBMW.
Heobxoaunmo 3acukcuposaTb 06bEM 3aMeLLEHHON KPOBM, UCTOYHUK KPOBOTEUEHUS
1 NOTPEBHOCTb B XUPYPrtyecKoM BMeLIaTeNbCTBE AR OCTAHOBKU KPOBOTEYEHUS!

OnepaymnoHHOe KpoBOTeUEHNE

Jtobas noTepm KpoBM, CBA3AHHAA C XUPYPru4eCcKUM BMellaTenbcTBOM. He-
obxoaunMo onpefaenuTe 06LEM KPOBONOTEPU BO BpeMs NpoLeaypbl Ha OCHOBaHUK
oT4yeTa 06 onepauun. Heobxogumo sacukcupoBaTb HeOEXOAUMOCTL NepenmBa-
HUS U UCTOYHMK (BaHK KpOBM, ayTONOrM4ecKas Unu ayTotTpaHcdysnoHHas) nepe-
nvBaemom KpoBU

CMelleHue npotesa

MpogonbHoe NepeMeLLeHNe BCEro CTEHTa UK ero 4acTh U CUCTEMbI Kpe-
nreHus Ha paccTosiHue Gonee 1 CM OTHOCUTENBHO aHATOMUYECKUX OPUEHTUPOB,
KOTOpble Obinn onpefeneHsl 40 BEICBOGOXAEHNA CTEHTa

MepeopueHTauma npoTtesa

KnuHUYeckue CUMNTOMBI, CBS3aHHLIE CO CMELEHNEM aopTbl OTHOCUTENBHO
UMNnaHTaTa B pesyrnsrate MOpOoNorMyecknx U3SMeHeHNi# Nocne MMNNaHTaLmu.
KnuHnuyeckne CUMMNTOMBI AOMKHBI BbITh OnpeAeneHs

INerovHan smbonusa

KrnnmHudeckue cauaeTensbCcTBa nerovHoin aM6onum, nogreepxaeHHsie Bl
CKaHWpoBaHUeM UIu aHrmorpaduein, BosHukwne B TedeHue 30 cyTok nocne npo-
LHeaypol

Peuuaus noptanbHou runep-
TEH3nn

HOBTOPHOE nosiBrneHne BblCOKOro KpoBAHOIro gasneHna B cuctemMe nop-
TalnbHbIX BEH

OTKas novek

MoBbILEeHUe YPOBHSA KpeaTuHWUHa bornee 4YeM Ha 50% Bbilwe fooNepayMoOHHOro
3Ha4YeHUs M BepXHel rpaHuLibl HOPMbl, He BOCCTaHaBNMUBaKLLeecs CaMoCTOATENb-
Ho. HeobxoauMo Taloke 3admKcmpoBaTk HEOBX0AUMOCTb U NPOACIKUTENBHOCTL
Ananusa

OTKas nerkmx

HeobxoaMMOCTb CKYCCTBEHHOI BEHTUMNSALMK Yepes CyTkW nocrne npoueaypbl
1 HeoBXo4MMOCTb NOBTOPHOW UHTYGALMM C UCKYCCTBEHHOW BEHTUNALMER Nerkux
B Ntoboe BpeMs OT nepBbIx CyTok A0 30 cyToKk nocne onepauuu (3a UCKNoYeHUeM
nauneHToB, 3aBUCUMBIX OT MCKYCCTBEHHOW BEHTUNSALUM NErkux, Npy BKIKOYEHUM
B uccneposaHue). Heobxoanmo 3acdukcnposaTb NPOAOIMKUTENBHOCTL UCKYC-
CTBEHHOW BEHTUNALMMN NErkuxX

PecTteHos

CHuxeHue AamMeTpa OTHOCUTENTbHO 3TalIOHHOro AuamMeTpa

CnnMHHOMO3roBble HeBporornye-
CKue paccTpoincTea

HeBpororuyeckne paccTpoicTBa, CBSA3aHHbIE C ULLeMUe CNIMHHOMO MO3ra,
passuBLUMeCs B TedeHne 30 cyToK nocre npoueaypbl

PaspyLUueHue cTeHTa/cucTeMsl
KpenneHus

Pa3spylueHue noboil YacTu CTEHTa UMM CUCTEMbI KperreHus, BKItoYasi pas-
NOM MeTanna unu paspyLleHne nobbix LLUOBHLIX MaTepuanoB, UCMoSb3yeMbIX
ANS POPMUPOBAHUSA CTEHTa UMK KPENMEHUS CTEHTa NN CUCTEMBI KPEeneHNs
K MaTepuany rpadgra

YTeqKa Yepes rpadpt (Tun IV
yTeYKH)

BadukcmpoBaHHasa yTeuKka KpoBM Yepes CTEHKY rpadta

MoBpexaeHue npunexatimx
CTPYKTYp

[MoBpexaeHne npunexalymx CTPYKTYp, CBA3aHHOe ¢ TpaBMOM cocyfa (CM.
onpefeneHne Huxe)

TpaBMa cocyga

MoBpexaeHne cocyfoB B pe3ynerare 9HAO0BACKYNAPHLIX NpoLeayp, BKoYas
oTceYveHune unu nepdopauuio, NOXHbIE U UCTUHHBIE aHeBpU3Mbl. OnpegeneHHoe
MeCTO UM UCTOYHUK NoBpeXAeHUA, a TakKe KNMMHUYEeCKUe OCNOXXHEeHNA 40IIKHbI
6bITb 3adhmkcmpoBaHsbl. HeobxoanMo Takke 3aduKecUpoBaTk Bce Heobxogmumele
XUpYyprudeckue Unu uHsle BMeLLaTenbCTea, HeobxoauMele ANs BOCCTAHOBMEHNS
noBpexgeHus
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MpunoxeHue D
(cnpaBoy4Hoe)

MeToAabl UCNbITAHUA

D.1 O6Lwme nonoxeHus

NHdpopmaLma, cogepxalladca B HacToAWEM NPUMNOXEHUN, NpefHasHa4yeHa B KavecTBe pyKoBoACTBa No fo-
KIIMHUYECKUM UCMBITaHUAM jn Vitro, BeINONHAEMbIM ANA BepudUKauUm KOHCTPYKLUU 3HAOBaCKYNAPHOA CUCTEMBI,
W B Ka4ecTBe peKoMeHAaLui no oopmneHuto otyeTa. O6LLenpu3HaHo, YTO UCNBITaHUSA, NpefHasHavYeHHble AN npo-
BEpPKW TOro, YTO YCTPOWCTBO COOTBETCTBYET TpeOOBaHUSAM HacTosALero ctTaHgapTa npy Npou3BoACcTBE, MOTYT He COOT-
BETCTBOBATb B NONHOWA Mepe feTansiM, NpUBeAeHHbIM B HACTOSALLEM MPUNOXEHNH.

Llenbto HacToALEro NPUIOXKeHNUA SBMSIETCA ONpefeneHne Ha3Ha4yeHUs U OCHOBHBIX MNapaMeTpoB UCMbITAHUN,
npuBefeHHbIX B TEKCTE faHHOro MexayHapoaHoro ctaHaapTa. Ana obecneveHuns cornacoBaHHOCTU MPU UCMbITaHWUK
YCTPOWCTB U Npu paspaboTke MeToauK WCMbITaHWi, TpebyeMblX HacTOALWMM CTaHAapPTOM, PeKOMEHAYeTCS UCMonb-
30BaTb HacTosee npunoxeHue. Ecnu paszpaboTaHHble METOALI HE COrNacyrTCA C PyKOBOACTBaMU, NPUBELEHHBEIMM
B HACTOSALLEM NPUNOXEHUN, Pasnnyns 4omkHbl ObiTs 060CHOBaHbI.

B psge cnydaeB B HacTOALWEM NPUIOXEHUN OAUH UK Goree METOAOB UCMbITAHUIA, yKa3aHHLIX B TeKCTe HacTo-
Alero cTaHgapTa, 06begnHeHbl B 0AUH MeTo. Bo Bpems pa3paboTku AaHHBIX METOA0B UCMbITaHWA Bblno ycraHosne-
HO, YTO OHM JOSMKHbI ObITb 06bEANHEHbI 41151 OTPaXXeHUsA cnocoba, KOTopbIM 0OBIYHO NPOBOAATCS AaHHbIE UCTIBITAHUS.
Takxe 6blNO YyCTAHOBMEHO, YTO AOMOMHUTENLHBIE METOAELI MOTYT BbITb 0ObLEeANHEHb, eCnU NPOBOAATCA UCMbLITAHWUA
cneunMguYHbIX YCTPOiReTB. Ons UcnbiTaHWiA, NPOBOAUMBIX OAHOBPEMEHHO, OTYET JOMKEH BKNOYATb OTAENbHblEe pe-
3ynsTaThl UCMbITAHWUA 4NS KaX40ro UCMbITaHUA, NePeYnCIIEHHOro B TEKCTE HacToALero cTaHaapTa.

MeTogbl oLeHKku cBOBOLHON NMoLaAmn NOBEPXHOCTU CTEHTaA He BKIIOYEHLI B HacTosLee npunoxeHue. Bo Bpe-
MS pa3apaboTkn MeTO4OB UCMbITaHWUA GblNo YCTaHOBMEHO, YTO AaHHbIA MeToA O0ObIYHO HEe NMPUMEHSETCH K 3HA0BaCKY-
NSApHBIM NpoTesam.

MeTogbl, BKIOYEHHbIe B HACTOsILLEE NPUITOXKEHWE, CrPpYNMMpPOBaHbI cneaylowmm obpasom:

- D.5.1 UcnbiTaHne aHZoBackynspHoi cucteMbl: pasmepsl (D.5.1.1 n D.5.1.2);, mogenuposaHue paboThbl
(D.5.1.3 — D.5.1.5); npo4HocTb (D.5.1.6);

- D.5.2 VcnbiTaHue cucTeMbl JOCTaBKW: BpeMs HamofHeHMs U cnycka 6annoHa; npodHocTs (D.5.22 — D.5.2.7),

- D.5.3 WmMnnaHTaT (3HAoBackynspHbIA npotes). pasmepsbl (D.5.3.1 — D.5.3.4), npoHuuaemocTb
(D.5.3.5— D.5.3.7); npodHocTb (D.5.3.8 — D.5.3.17); ctabunbHocTtk (D.5.3.18 — D.5.3.20).

D.2 OT6op o6pa3uoB

CnepyeT pykoBofcTBOBaTbCA NNaHom oTbopa o6pasLoB, rapaHTUPYIOWUM, YTO ANA KaXA0ro U3Mepaemoro
napameTpa OyfeT nony4yeHa KoppekTHas Bbibopka AaHHbIX. KOHCTPYKTUBHBIE XapaKTepUCTUKWU maTepuana rpadTa,
CTEHTA, CUCTEMBI KPENNEHUS, SHAO0BACKYNAPHOro NpoTe3a, CUCTEMbI OCTaBKN AOMKHbI 6bITb NPOBEPEHbl Ha NpeagmeT
TOro, YTO OHU ABNAIOTCH XapakTepHbIMUA AN YCTPOUCTB, BKITIOYEHHLIX B pacnpefeneHne, y4uToiBas Bce pasMepsl,
KOHUrypaLumm u KOMMOHEHTHI.

Beibopka fgomkHa nNpeAcTaBnAaTb BECb AWanasoH pasMepoB yCTpoicTBa U He TpebyeT 06a3aTenbHoro ucnbiTa-
HUA Kaxzoro TunopasmMepa. Hagnexut npuBoaute o6ocHoBaHUe oTbopa 06pa3LoB. Moxer noTpeboBaTbeca npoBefe-
HWe aHanuaa Ana uaeHTudukaunum pasmepa(oB) yCTpoicTB ¢ Haubonblueil BEpOATHOCTLIO OTKasa.

Bribopka gomxkHa obecneunmBaTb KOPpEKTHOE NpeACTaBIeHUe oXu[aeMoil BapuabenbHOCTM NpU U3roTOBNEHUN
yCTpOMWCTBa.

AnAa uenblTaHnid ¢ onpeAeneHHbIMM NapaMeTpaMu [JOCTOBEPHOCTU U HAafAeXHOCTM 06beM BbLIGOPKU AOSMKeH
MMeTb cTaTucTuyeckoe obocHoBaHme. [Ins Bcex UcnbiTaHUin Ynucrio obpasLioB AomkHO 66Tk 060cHOBaHO.

HononHutensHble pekoMeHaauun no oTéopy obpasLoB BKITOYEHbI B KaXbli METOA UCNBITAHUSA, €CIN 3TO He-
obxoanmo.

D.3 Bo3gelicTBMe onpegeneHHbIX YCNOBUIA Ha UCNbITaTeNbHble 06pa3ubl

Bce o6pasubl fomkHbl GbITb NOABEPrHYTH CTEPUNMU3ALIMK, BKITHOMAs MHOFOKpPaTHYIO CTepuriM3auuto npu Bo3-
MOXHOCTW, €CNKN He NpuBefeHo 060CHOBaHUE UCTIONb30BaHUS HECTEPUNU3OBAHHBIX U3AENMWiA.

O6pasybl AOMKHbLI ObiTb MNOABEPrHYTHI YCIOBUSIM, KOTOpble BCTPEYalTcsl NpU HOpMarbHOM UCMONb30BaHUK
W MOryT NOBNUATL Ha pe3ynkTaThl UCMbITaHusl. Bo3aeicTBUE YCNOBUIA MOXET BKIIIOYaTh 3arpy3Kky SHAOBAaCKYNSPHOro
npoTesa Ha WNW B KaTeTep ANl AOCTaBKU, NpejBapuTenbHOe BO3jeiicTBUe YCIOBUI Ha 3HZ0BACKYNSAPHYIO CUCTEMY
B COOTBETCTBUM C PEKOMEHAALUAMU B MHCTPYKLMUW NO NPUMEHEHUIO.

Ecnu HeobxoguMmo, criefyeT McMonb3oBaTb UCKYCCTBEHHYIO (DU3MONOrMYEcKylo cpeay (Hanpumep, BOASAHYIO
6aHio ¢ TeMnepaTypHLIM KOHTpoOrieM).
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D.4 CopepkaHue oTtyeTa

B pamkax HacTosiLLero NpUnoxXeHUs co3faHne oT4eTa CBS3aHO ¢ TpeBOoBaHWAMM HaLMOoHamMbHbLIX KOHTPONUpYto-
LLiMX OpraHos.

OT4YeT Mo UCMbITAaHUAM AN LOKIMHUMECKUX UCTIBITAHWI in Vitro BOMKEH BKMOYaTL NPOTOKON O BIMOMTHEHUM BCEX
UcnbITaHuit. STOT OTYET JOMKeH BKITKOHaTb ONUcaHne UcnbiTaHuii ¢ 06ocHOBaHWeM Nporycka Nto6oro UenbITaHus, onpege-
NEHHOrO B NpUNoOXeHUM B, nnu BeiGopa ansTepHaTUBHLIX UCTBITaHWIA. MHdopMaLms, npeacTaBnaemMasn B Kaxgom oTyeTe
Mo UCMbITaHWSIM, AOMKHA BbITb OCHOBaHa Ha 3apaHee paspaboTaHHO hopMe NPOToKoNa UCMLITaHus.

JomxHa GbiTb BKItOYEHA CBOZKa Pe3yNsTaToB C KpUTEPUSIMU NMPUEMKH W NHOBEIMIU BEPOSTHBIMY KITUHUYECKUMI 3Ha-
YEHUSIMM pesyrsTaToB; CBOAKa MOXeT BbITb NpedcTaBreHa B Buae Tabnuuesl. Mpu onpeaeneHnn KpuTepues NpueMKu che-
AYET y4UTbIBaTL aHaTOMUYecKue, PU3NONOTUHECKNe U MOpPdOroryeckue YCroBUA NpegnoraraeMoro UCnorb3oBaHus.
[omkHbl BbITE NpUBeAeHsl 0G0CHOBaHWE U KITUHUYECKan NPUMEHUMOCTb KOUTEPUER NPUEMKU ANS KaX[O0ro UCMbITaHNus.
OTYeT BOMKEH COfepXaTb OrnaerneHue; cTpaHuLbl AOMKHbI BbITE NocrefoBaTensHO NPOHYMepPOoBaHsI.

OTpenbHBIA OTHET MO UCTILITAHWIO JOMKeH BKIKOYaTh CeaytoLLyto MHdopMaLyio;

a) uenb: onpeAeneHne Lienu UCnbITaHUA B COOTBETCTBUM C HACTOSLLUM CTaHLapToM;

b) MaTepuanbl: nepeveHb Bcex MaTepuanos, 06pa3LioB U 060pyA0BaHMWA, UCMONB30BaHHLIX NPU MPOBEAEHNN UC-
MbITaHUs, ¢ NPUMEHEHWEM PUCYHKOB W CXeM, ECIIN HEOBXOANMO;

c) oTGop obpasLioB: onpedeneHne NnaHa oT6opa o6pasLios, BKMtovas o6ocHOBaHWe BeIGopa W KonudecTsa Ucnbl-
TyeMbIX 06pas3LioB (BbIGOp CTEHA0BLIX 06pa3LioB MOXeT 6biTb 0G60CHOBaH, HanpuMep, pasMepamu, COCTOsIHUEM W Np.);

d) KpUTepUM NPUEMKN: ONpeaeneHne KpUTepUeB NPUEMKI Pe3ynsTaToB UCTbITaHuS,

€) MeTof MCMbITaHWA: nogpobHoe onucaHWe MeTOoAa WCMbITaHWs, WCTONb3YeMOro Mpy MPOBeAeHUU UCTbITaHuUs,
BKMtoyas NoGble NpeABapuTenbHO onpeaeneHHble NpoLeaypsl; 060CHOBaHME KPUTUYECKUX NapaMeTPOB UCTLITAHUS

f) OTKNOHeHWs OT NpoToKona: onucaHue NMBbIX OTKMOHEHMUIT U UX BEPOATHAA 3HAYUMOCTb Mpu UHTeprpeTaLmmn
pesynLTaTos;

g) NpeacTaBneHue pesynsTaToB: onUcaHWe peaynbTaToB UCMbITaHUS, BbipaXeHHbIX B 4UHMLAX, NosyYaeMbix
npu JaHHOM MeTofle UCMbITaHUs,

h) sakrtodeHWe: 3aKnio4eHNe, OCHOBAHHOE Ha CPaBHEHWUN PesyrbTaToB C KPUTEPUAMU NPUEMKM, YUUTLIBas TTiobyo
BEPOSATHYIO KIMUHUYECKYHO 3HAYUMOCTL STUX Pe3yrLTaToB.

D.5 Metoabl ucnbiTaHUs

MpuMeyaHue1—YpoBHU AONYCKOB U TOHHOCTH, NPEANUCAHHBIE B U3NOXEHHBIX HUXE METOAax, yCTaHOBMEHDI
KaK HOMUHarbHble MPUEMIIEMbIE YPOBHU. B 3aBUCUMOCTM OT HOPMaTUBHBIX YPOBHEN ANA UCMLITYEMOW KOHCTPYKLIMK MOXET
notpeboBaTbcs 060pyA0BaHUE C MEHBLLUM JOMNYCKOM UNK Gonee BEICOKUM YPOBHEM TOMHOCTMU.

MpuMedaHune 2 — B KOHTEKCTE HACTOSILLErO MPUIOXEHMUS rarofibHast hopMa «A0MKeH» NPUMeHAETc B Tpebo-
BaHUsX, KOTOpble CrieAYeT CTPOro BhIMNOMHATL MPU NPOBEEHUN PEKOMEHAYEMOro MeToAa UCTILITaHMS.

D.5.1 3HaoBackynsapHasa cucTremMa

D.5.1.1 NpoBepka pa3MepoB U COBMECTUMOCTN KOMIMOHEHTOB NO pasMepam

D.5.1.1.1 Uenb

Lienbto AaHHOro UCMbITAHMA SBNSIETCA ONpeferieHne pasMepoB SHAOBACKYINSPHON CUCTEMbI, BKIOYasi BHELLUHWIA
AnaMeTp, AnamMeTp NpocBeTa NPOBOMIOYHOIO NPOBOAHUKA U €ro NONE3HYI0 ANIUHY (HO HE OrpaHu4YnBasch 3TUM) AN Bepu-
ukaumn cneyudmrkayum KOHCTPYKLMUM U AN OLIEHKU COBMECTUMOCTU MO pasMepamM MeXAY 3HA0BacKyNsapHo# cucteMoit
N pekoMeHAyeMbIMU BCroMOraTernbHbIMU YCTPOUCTBAMU, NEPEYUCAIEHHBIMU B MHCTPYKLUK NO npuMmeHenunio (UIMIM) usge-
nua. Cootsetctytolme 4actn MCO 25539-1 no oLeHKe KOHCTPYKLWUKW BKNIOYatoT nonoxeHua 7.2.1,7.2.2, 7.2.3.

D.5.1.1.2 Matepuansl

D.5.1.1.2.1 DHgoBacKynsipHas cuctema.

D.5.1.1.2.2 BcnioMorarenbHble yCTpoicTBa, HE0bXoANMBIE ANA BLINMOMHEHWUS packpbiTUA B cootBeTcTBMU ¢ UIMTT.

D.5.1.1.2.3 ObopynoBaHue ANsi UMEpPEHUsl AUaMETPOB (HanpuMep, MUKPOMETP, ONTUYECKUI NPoeKTop Npoduns,
nasepHblil MUKPOMETP), CNocoBHOE BLIMONMHATHL U3MEPEHUA € TOYHOCTLIO + 0,1 MM, UK COOTBETCTBYIOWME Kanubpkl npo-
unNSA, BbINOMHEHHbIE C TOYHOCTLIO £ 0,1 MM.

D.5.1.1.2.4 ObopyaoBaHue ANsl U3BMEPEHUA ATNHbI, CNOCOBHOE BLIMOMNHATE M3MEPEHNS C TOYHOCTHIO + 1 MM.

D.5.1.1.2.5 [NpoBornouHbliA cepaeYHUK/KOHLeBOM Kanubp (4N n3MepeHusi BHyTPeHHero NpocBeTa CUCTEMEI 10CTaB-
KW), BbINMOMHEHHbINA € TOYHOCTLIO + 0,3 MM.

D.5.1.1.3 Ot6op obpasLoB

OT160p 06pas3sLioB crieqyeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHusmu D.2.

D.5.1.1.4 Buigepkka npu onpegerneHHbIX YCrnoBusax

Beigepxka npu onpefeneHHbIX YCIoBUSX [OIDKHa COOTBETCTBOBAaTL TpeboBaHusAmM D.3.

D.5.1.1.5 Metog ucnbiTaHus

Cnepyert pa3paboTaTb METOA MUCMBITAHUSA Ha OCHOBE CReAyoLWUX AeicTBUIA:

a) BCTaBMSAOT COOTBETCTBYIOLLIWIA NPOBOSIOYHLIA NPOBOAHUK WA COOTBETCTBYIOLLUIA NO pasMepy cepAeyHUK B Npo-
CBET 9HA,0BACKYNAPHON CUCTEMBI AN NPOBEPKU AinaMeTpa NPocBeTa U COBMECTUMOCTU NPOBONOYHOTO NPOBOAHUKA,

b) naMepsitoT MakcumanbHblil BHELHWIA AUaMeTp 3HAOBACKYNAPHOW CMCTEMBI, UCMONb3Ys COOTBETCTBYIOWUE W3-
MepUTErNbHbIe UHCTPYMEHTBI, UK Y0CTOBEPSIIOTCA B TOM, YTO BHELHWA AnaMeTp COOTBETCTBYET kannbpy npocunsa co-
OTBETCTBYIOLEro pasmepa, — HE0bX0AUMO M3MepUTb TOMNBKO Ty 0BnacTb SHAOBACKYMSAPHOW CUCTEMBI, KOTOpas AOMKHA
NPOXOAMNTL Yepes onpefieneHHblil AguameTp 060onoYku MHTPoAblocepa,
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C) N3MEPAIOT ANNHY SHAOBACKYNAPHOA CUCTEMBI, UCMONb3Ys COOTBETCTBYIOLLME N3MEPUTENbHBIE MHCTPYMEHTLI, —
Heo6XoAMMO M3MEpPUTL TOMbKO Ty 0BnacTb 3H0BACKYNSAPHOR CUCTEMbI, KOTOpas JOMKHa NPOXOAUTL Yepes onpeneneH-
Hblll AnameTp 060M04KU MHTPOALIOCEPa;

d) namepstoT Bce gpyrue HeobxoguMble pasmepsl;

€) NPOBEPSAT COBMECTUMOCTb CO BCEMU TUNaMKU PeKOMEHIYEMbIX BCNOMOraTelbHbIX KOMMOHEHTOB.

D.5.1.1.6 MNpeacTaBneHne peaynsTaToB

[nuvHa fgorkHa 6biTb BhipaXeHa B caHTUMeTpax (cM). dpyrie pasmepsl JomkHbl ObiTh BblpaXeHbl B MUNITMMETpax
(MM). JomxHbl 6bITb 3adUKCMpoBaHbl pesynsraThbl, Kacalrolmecs COBMECTUMOCTU PEKOMeHAYeMbIX BCroMoraTesbHbIX
YCTPOMCTB, W pe3yneraTel MPOBepKW fuameTpa NpocBeTa U BHELLHEro JuaMeTpa, ecrni NPUMeHUMO.

D.5.1.1.7 OT4eT N0 UCNbITaHUIO

OT4YeT MO MUCMbITAHWIO JOIMKEH COOTBETCTBOBaTL TpeboBaHnsM D.4. OTYeT No UCMBLITaHWUIO JOMKEH BKIOYaTh MakK-
CUMYM, MUHUMYM, cpeflHee N CTaHAapTHOe OTKITOHEHUS BCEX U3MEPEHHbIX 3HaYeHUI, pe3ynbTaThl NtobbiX NPOBEPOK pas-
MEpOB W pesynbTaThl OLEHKN COBMECTUMOCTU BCMOMOraTenbHbIX YCTPOWCTB.

MpuMeyaHune—[na gononHuTensHoro pykosogcetea cm. ASTM F2081-01[28].

D.5.1.2 VcnbiTaHune npodung/guameTpa

D.5.1.2.1 Uenb

Llensto AaHHOrO UCMbITaHUA SBNAETCS onpefeneHne MakcUManbHoOro guaMeTpa Beex YacTell SHAO0BaCKyNsSPHON cu-
CTeMbl 4S5 OLIEHKU COBMECTUMOCTU MO pasmMepam MEXAY SHAOBACKYMAPHOW CUCTEMOW M cocyfamu, BKIOYast Henocpes-
CTBEHHO MOKpbIBaEMYIo usfenvemM obrnacTb CoCYAUCTOro NOBPEXeHUsA (CM. COOTBETCTBYIOLLME NONOXeHUs pasgena 7.2.1).

D.5.1.2.2 MaTepuansl

D.5.1.2.2.1 BHgoBackynsipHasa cucrema.

D.5.1.2.2.2 O6opynosaHue ANs U3MEpPEHUs ANameTpoB (Hanpumep, MUKPOMETP, ONTUHECKWUIA MPOEKTOP NPOGUNS,
nasepHbll MUKPOMETP), CNOCOBHOE BLIMOMHATE U3MEPEHNS C TOYHOCTLIO + 0,1 MM, UnU COOTBETCTBYIOLLME Kanubpbl Npo-
puns, BbINOMHEHHbIE C TOYHOCTLIO £ 0,1 MM.

D.5.1.2.2.3 PekoMeHAyeMbI NPOBOMOYHLIA NPOBOAHUK UNU €r0 SKBUBASEHT, €Crn NPUMEHUMO.

D.5.1.2.3 Ot60p 06pasLoB

OT160p 06pa3Lios creyeT NPOBOAUTL B COOTBETCTBUN € TpeboBaHWAMM D.2.

D.5.1.2.4 Beigepxka npu onpefeneHHblX YCnoBusix

Bbigepxka npu onpefeneHHblX YCNoBUAX LOMKHa cooTBETCTBOBATL TpebosaHuam D.3.

D.5.1.2.5 MeToa ucnbiTaHusa

Cnepyet pa3spaboTaTb MeTof UCMbITAHWSA Ha OCHOBE CrieAyoLmnX 4eCTBUIA:

a) Ecnu npuMeHMMo, BCTaBNAT COOTBETCTBYHIOLLMIA NPOBOSOYHLIA NPOBOAHUK B SHAOBACKYNSPHYIO CUCTEMY Tak,
YTOGbI OH BbIXOL WS 3@ OKOHYaHWEe 3HA0BaCKYNSPHON CUCTEMBI;

b) namepsoT MakcuMarnbHbIA BHELWHWIA AnaMeTp JHA0BACKYNAPHOIA cucTeMbl; criefyet o6paTuTb BHUMaHWE Ha BO3-
MOXHOCTb aCUMMETPUN, — HEOBXOAUMO U3MEPUTL 0BNacTb, KOTOpas AOMKHa NPOXOAUTL NO CocyAy U/unu Yepes obnactb
noBpexgeHus, n obnactb, cogepallyro UMNMaHTar.

D.5.1.2.6 NpeacTaBneHWe pesynsraTtos

N3mepeHHble AnameTpbl O0MKHBI ObITb BbIpaXeHbl B MUNAUMETpaXx (MM).

D.5.1.2.7 OT4eT NO ncnbITaHUIo

OT4eT No UCNLITAHUIO AOMKEH COOTBETCTBOBaTb TpebosaHWAM D.4 u fomkeH BKNOYaTb MaKCMMyM, MUHUMYM,
cpefiHee U CTaHRapTHOE OTKIMOHEHNS U3MEPEHHOTO BHELUHEro AnameTpa aHA0BacKyrsApHOWA cucTemel U anaMeTpa obna-
CTU, coaepXallei UMNNaHTaT KaXxAoro UCNLITYeMoro pasmepa.

MpunmedaHune— [na gononHutensHoro pykosoacTtsa cM. ASTM F2081-01[28].

D.5.1.3 OueHka remocTasa

D.5.1.3.1 Uenb

Llensto AaHHOro UCNbITaHWA ABMSETCA OLeHKa cnocoBHOCTU Noboro BUAa U30NALMW UIKU KNanaHoB CMCTEMBI NOA-
AepXuBaTb ageKBaTHYI0 FeMOCTaTUYECKYI0 U30MNALMIO (CM. COOTBETCTBYIOLLNE NoNoXeHUs pasgena 7.2.5).

D.5.1.3.2 MaTtepuans!

D.5.1.3.2.1 SHpoBackynapHasa cuctema.

D.5.1.3.2.2 BecnoMmoratenbHble YycTpoWCTBa, HE06Xx04UMbIE ANA BEINONHEHUA packpbITUS B COOTBETCTBUN C MHCTPYK-
LMeid Mo NpUMEHeEHMIo.

D.5.1.3.2.3 Mogenb, npeacTasnsiollas « HaUuXyALLUWiA cnydany» ycnosuii ANa yTeuku (HanpumMep, npy BBe4eHUu, npo-
XOXAEHUN YHaCTKOB U3BUNNCTOCTH, Npu yaaneHumn). MoxeT notpeboBaTbea UCNONb30BaHWE COOTBETCTBYIOLLEH aHaTOMM-
Yyeckoit Mogenu, onucanHou B D.5.1.4.

D.5.1.3.2.4 KoHTyp ¢ BO3MOXHOCTLIO Mofiaqu Bofibl Nog AaBneHneM, CnocobHbI NogaBaTh BO4Y UM COOTBETCTBYIOLLYIO
>KUAKOCTBL Mpu dpusnonorudeckon Temnepatype (37 £ 2) °C ¢ cooTBeTCTBYIOWMNM faBneHueM (Hanpumep, 100 MM pT. cT.).

D.5.1.3.2.5 CpeactBa cbopa n usmepeHus obLueit yTeukun Bogbl U3 S3HAOBACKYNAPHON CUCTEMBI C TOMHOCTBHIO OLIEHKM
* 5% obLyeit yTeuku.

D.5.1.3.2.6 TaniMep ¢ TOMHOCTbIO + 1 C.

D.5.1.3.3 Ot60p o6pasuos

OTt6op 06pa3LoB cneayeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHuamu D.2.

D.5.1.3.4 Boigepxka npu onpeferneHHbIX yCroBUax

Bblgepxka npu onpeaeneHHbIX YCIoBUSIX AOMMKHA COOTBETCTBOBaTL TpeGoBaHuammn D.3.
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D.5.1.3.5 MeToa ucnbiTaHus

DonxeH 6bITb paspaboTaH MeTOA UCTILITAHUS Ha OCHOBE CNEAYIOLUMX AeACTBUIA:

a) NOACOEANHAIOT MOAENb K KOHTYPY C BOAON;

b) nomewatot pesepsyap(bl) B MecTo(a) c6opa yTeHkn Bogbl;

C) BCTaBNAOT COOTBETCTBYIOLLEE BCNOMOraTenbHoe obopysoBaHue (HanpuMep, NpoBOSOYHLIN NPOBOJHMK, TEMNO UH-
Tpoabtocepa) B KOHTYP U 3anycKaioT Taimep;

d) ucnone3aya UMM, BEINOAHAIOT 3Tanbl packpbiTUA, BKNOYasi BCe MOAYIbHbIE KOMMNOHEHTLI, BBOAST, AOCTaBMAOT
M packpbIBaloT UMNNAHTAT B KOHTYPE NN MOAENM;

€) Bo3eiCcTBUE BOALI NOA AaBnNEeHUeM AOMKHO NPeACTaBNAaTL NpeanonaraeMble KIMHUYECKNe yCnoBUs, MOAEnNupy-
loLLMe NoTepto KPOBU BO BpEMSA BBEAEHURA, PACKPLITUA U yAanNeHUs B KITMHUYECKUX YCIOBUSX;

f) ynansiot cucteMy 4OCTaBKW U OCTAHABNMBALOT TaiMep;

g) U3MepsItoT U 3anUChIBalOT 3HAYEHWE YTEUKU BOALI M BpeMs, B TEYEHUE KOTOPOro NpousoLlna yTedka; He cnefyet
YUUTLIBaTb YTEUKY MEXAY MOAENbLIO U TENOM UHTPOAbIOCEpA.

D.5.1.3.6 lNpeacTraBneHue pe3ynsraTtos

OnucbiBaloT BCe KPUTUYECKME crnydan HabnoaeHus. YTeuka AoMmKHaA 6biTb BbipaXeHa B MUNSIUMETPaxX B MUHYTY
(MM/MUH). [JomkHbl 6bITb 3adpuKeupoBaHbl pesynbTaThl, Kacatolmecss COBMECTUMOCTN PEKOMEHAYEMbIX BCroMoraTenb-
HbIX YCTPOWCTB, U pesynsraThl U3MEPEHUA AUaMeTpa NPOCBETa U BHELLHEro AUuameTpa, ecnv NPUMEHUMO.

D.5.1.3.7 OT4eT No UCMbITaHUIO

OTYeT MO UCMbITAHUIO AOMKEH COooTBETCTBOBaTL TpeboBaHuAM D.4 u BkNoYaTb MaKCUMYM, MUHUMYM, cpefHee
W CTaHAapTHOE OTKIOHEHMSI BCEX CKOpOCTel yTedku. [ormkHa 6biTb onpefeneHa ucneitatenbHas XUAKOCTb C YKazaHuem
NNOTHOCTU W/UnK BA3KOCTU. [pn MHTepnNpeTauun pesynsraTtoB CrieqyeT y4uTbiBaTh TUNUYHOE BPEMSA BO3AEUCTBUA AaBne-
HUS B KNUHWYeCKMX ycrioBusix. JomkHbl 6biTb 3adMKkcupoBaHbl ftobble KpUTudeckue cnyvan HabnogeHus.

D.5.1.4 Mogenu Ans MoenupoBaHUsi UCMONb30BaHUSA

D.5.1.4.1 Uenb

Lienbto AaHHOro McnbITaHUA SABNSAETCHA OLEHKa pabounx xapakTepuUcTUK 3HAOBACKYNSAPHOW CUCTEMBI, MCMONb3Ys
MOAenNb(K), KoTopas(ble) MoAenupyeT(1oT) YCNoBUS NpejnonaraemMoro ucnonb3oBaHna. UcnbiTaHne kacaetca Tpebosa-
HWiA K Ka4eCTBEHHOI OLieHKe MO eNnMpoBaHusa UCNorb30BaHUs, nepernba/nepekpyynsaHns, BO3MOXHOCTU NpoTankusaHWus
1 KpyYeHWS 9HA0BacKynapHoi cucteMbl. Takke formkHa BbITb OLleHeHa COBMECTUMOCTb PaCcKpbITOro NpoTesa Co CTeEHKaMun
cocyaa (CM. COOTBETCTBYIoLME nonoxenus 7.2.1, 7.2.2, 7.2.3, 7.3.1, 7.3.2).

D.5.1.4.2 MaTtepuansi

D.5.1.4.2.1 DHgoBackynsapHasa cuctema.

D.5.1.4.2.2 BenomoraTenbHble yCTPOUCTBa, HEOOXOAUMBIE AN BHINOMHEHUA PACKPLITUSA B COOTBETCTBUMN C UHCTPYK-
Lineii no npUMEHeHu!o.

D.5.1.4.2.3 AHaToMu4eckast MOgenb, KOTOpas BKMKOHaeT NyTH JOCTaBKM U MecTo packpbimus. [pu paspabotke Moaenu
HeoBX0AMMO YUNTLIBATL UCKPUBIEHHOCTL U M3BUTOCTb MpefnonaraeMoii 0bnactu pasmeLLeHUs UMMNaHTaTa U nyTei J0CTaBKy.

D.5.1.4.2.4 KoHTyp ¢ BO3MOXHOCTLIO Nojaqn BoAbl Nof AaBneHneM, cnocobHblil NogaBaTe BOAY WM COOTBETCTBY-
FOLLIYHO XKMAKOCTE Mpu domanonornyeckoin Temnepatype (37 £ 2) °C ¢ nynbCUpyOLWUM AaBlEHNEM, C aHTerpagHbIM Unm pe-
TporpagHbIM NMOTOKOM, €CIN NPUMEHUMO.

D.5.1.4.3 Ot6op obpasLoB

Ot6op obpasLoB crneayet NpoBogUTL B COOTBETCTBUM ¢ TpeboBaHnamMu D.2.

D.5.1.4.4 Beigep>ka npu onpegeneHHblX yCnoBusx

Bblgepxka npw onpegeneHHbIX YCIOBUAX JOMMKHa COOTBETCTBOBaTh TpeboBaHusiM D.3.

D.5.1.4.5 MeTog ucnbiTaHus

CnegyeT pa3paboTaTh METOL UCMLITAHWUS Ha OCHOBE CMEAYIOLWMX AeiCTBUIA:

a) NnoJCcoeAnHSAIT aHaTOMUYECKYI0 MOAENb K KOHTYPY C BOLOMW U MO3BOMSAOT UCTILITATENBHOW CUCTEMe CTabunusu-
poBaTb TeMNepaTypy U faBreHue;

b) BCcTaBMAT COOTBETCTBYIOLME BCOMOraTeribHble YCTPOCTBa (Hanpumep, NPOBOMOYHbIA NPOBOAHMK, TENO WH-
Tpoabtocepa) B KOHTYP;

¢) ucnonb3ys UMM, BEINOMHAIOT 3Tankl packpbITUs, BKOYas BCE MOAYIbHbIE KOMMOHEHTLI; BBOAAT, 4OCTaBMNSOT
1 pacKpbiBatoT UMMNAHTaT B MOAENN U YAansAoT CUCTEMY JOCTaBKM;

d) oLeHVBaIoT NerkocTb NPOABWKEHNSA CUCTEMbI JOCTABKW B MOAENM (BO3MOXHOCTL NPOTarikuBaHWs), BO3MOXHOCTb
repeaavu rnoBopoTa ¢ NPOKCUMAarbHOro KOHLA Ha AucTanbHbli KOHeL KaTeTepa (BO3MOXHOCTb MOBOPOTa) U BO3MOXHOCTb
CUCTeMbl AOCTaBKU CNefoBaTh Mo MPOBOMOYHOMY NPOBOAHUKY BO BPEeMS NpoxoxaeHus obnactu usrnbos mogenu (Bos-
MOXHOCTb Cref0BaHus);

€) 0TMeyvaroT tobble OTKIIOHEHUS OT HOPMBbI, Takne Kak nepekpyYnBaHue uin nepernd cucteMbl, HEBO3SMOXHOCTb
MOSTHOrO U TOYHOrO PACKPLITUA UMMNaHTaTa, CMeLleHne UMNaHTaTa Bo BpeMsl yAaneHusl CUcTeMbl 4OCTaBKU U Mobklie
Lpyrve cooTBeTCTBYOLLME HabnogeHus,

f) ocmaTpuBaloT packpbIThIA SHAOBACKYNAPHLIA NPOTE3 B aHaTOMWYECKOW MOAENMN; OTMeYarT COOTBETCTBUE CTeH-
KaMm cocyfa Mofenu, TO4HOCTb pasMeLLeHus], nepekpyvmBaHne, nepernt, UCKpUBIEHUS, OTAENeHe KOMMOHEHTOB, Nobble
nospexzaeHns 1 nobble Jpyrue KpUTUYeckne HabnrogeHus;

g) ocMaTpuBaloT CUCTEMY [OCTaBKW, OTMeYatoT Mobble MOBPeXAeHUst U Apyrie KpuTudeckue HabnogeHus.

D.5.1.4.6 MNpepacTaBnexune pesynsraTos

[nsa Kaxzoro ncnelTaHMa AormKkHEl 6bITh 3adMKCHpOBaHbl BCE KPUTUYECKUe crydaun HabrogeHus U napaMeTpsl BO3-
MOXHOCTMW [oCTyna, packpbITUS U Y4aneHUa aHLO0BacKyNspHOW CUCTEMBI.
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D.5.1.4.7 OT4eT no ucnbiTaHWo

OT4eT MO MCMbITaHWIO AOMKEH COOTBETCTBOBaThL TpebosaHuAM D.4 u Bko4aTe BCe KpuTUYeckue HabnogeHus
W napaMeTpbl BOZMOXHOCTW [OCTYNa, PackpbITUA W yAaneHnss SHA0BacKynsapHoi cuctemsl. JomkHa 6biTb onpegeneHa
ncnbiTaTenbHast XUAKOCTb C yKazaHWeM NNOTHOCTU U/ BA3KOCTW. JornxHbl GbITb OTAENBbHO 3athMKCMPOBaHbI pesyrnsTa-
Tl ANA nepernba/nepekpy4nBaHns, BOZMOXHOCTW NpoTankuBaHWs, BOSMOXHOCTU KPYYEHWUSA U BO3MOXHOCTU CrefoBaHusA
3HAO0BACKYNSAPHON CUCTEMBI, @ TakKe COOTBETCTBME WMMNMaHTaTa cTeHKam cocyaa. OTYET AOSKEH BKIloYaTb onMcaHue
ncnonb3yemoil aHaTOMU4eCKO MOAENH, C Y4eTOM reOMETPUM N MaTepuanoB KOHCTPYKLMM.

D.5.1.5 Busyanusauus

D.5.1.51 Uenb

Llenbto AaHHOro UcnbiTaHUA ABNAETCA OLEHKa BO3MOXHOCTU BU3yanu3auuu 3HA0BACKYNAPHON cUCTeMbl U/UNN 3H-
[LOBaCKyNSPHOro npoTesa, UCTofb3ys METOALI NonyyYeHns nsobpaxeHus, onpeaeneHHsie B UMM (cM. cooTBeTCTBYOLWME
nonoxeHwa 7.2.1, 7.2.2, 7.2.3, 7.3.1).

D.5.1.5.2 MaTtepuansi

D.5.1.5.2.1 OHpoBackynspHasa cuctema.

D.5.1.5.2.2 Pagunonornyeckuit haHToM Kak METOA MOAENUPOBaHUS XUBLIX TKaHEeh UM SKBUBAMEHT C COOTBETCTBY-
LMY BCNoMoraTenbHbIMU YCTPONCTBaAMU, TaKUMU KaK pagnon3oTomNHbIe MapKephbl U NMHelkKa.

D.5.1.5.2.3 PeHTreHoBCcKas ycTaHoBKa/ycTaHoBKa ANs dritooporpadum, criocobHasn paboTaTh Ha YPOBHSIX SHEPruu,
JonycKaroLmX KIMHUYECKoe UCMornb3oBaHue.

MpuMeyaHue — Busyanmsauyns CyLleCTBEHHO 3aBUCUT OT Buaa o6Opy[OBaHUSA W MapaMeTPOB HaCTPOMKM.
Mpw BbiGOpe 0G0pyAOBaHUA ANA AaHHON OLIEHKN CNeAYeT yuuTEIBaTL 3Ty BapuabensHOCTL.

D.5.1.5.2.4 BcnoMoraTenbHble ycTpoWcTBa, He0OX0AMMblE A4S BLINOMHEHUS packpbiTUs B cooTBeTcTBMK ¢ UIMTT.

D.5.1.5.3 Ot60p obpasuos

OT6op ob6pa3LioB crieayeT NPOBOAUTE B COOTBETCTBUM ¢ TpeboaHuamu D.2.

D.5.1.5.4 BeigepxKa npu onpegeneHHbIX yernoBusx

Bblgepkka npv onpeaeneHHeIX YCNoBUAX JoMMKHa COOTBETCTBOBaTL TpeboBaHuamM D.3.

D.5.1.5.5 MeTog ucnbiTaHus

Cnepyet pa3paboTtaTb METO4 UCMbITaHWUS Ha OCHOBE CrefyoWwux AeACTBUNA:

a) pacnonaraloT SHA0BaCKYNAPHYIO CUCTEMY U (DaHTOM MOAENM TKaHW Takum o6pasoM, YTobbl MogennMpoBaTh Knu-
HW4eckue yCrioBUs;

b) ncnonb3ytor peHTreH/dnooporpaduio 4nA BUyanusayum aHA0BaCKYNAPHOA cucTeMbl M NoBbIX pagnounso-
TOTMHBIX MapKepoB;

C) Ka4eCTBEHHO OLIEHWBAIOT YpOBEHb BUAMMOCTUA peHTreHoBckoro/dntooporpaduyeckoro nsobpaxeHus; Hanpumep,
cTeneHb BUAMMOCTU MOXHO OLIEHUTL MO PacroNOXEHMIO YETKUX KOHLIOB, OPUEHTaLMN KPUTUYECKUX TOMEK M/UNnn YacTei aHpo-
BaCKYNAPHOW cUCTeMbI, anlsTEPHATUBHO CTEMNEHb BUAUMOCTU MOXHO CPaBHUTL C ONPEAEneHHbIM KOHTPOMbHEIM YCTPOWCTBOM;

d) NoBTOpPSAIOT aTansl a) — ¢) 4NA NpoTe3a BO BPeMs packpbITUS U NOcne yaaneHua cUcTembl AOCTaBKU.

D.5.1.5.6 MNpeacTaBneHne pesynsraTtoB

OT0 kayecTBeHHas oueHka. CrieqyeT 3adUKCUpoBaTh CTENeHb PasMUYMMOCTU BCEX UCNONb3YEeMbIX KOMMOHEHTOB
Ha pasnuYHbIX aTanax UcnbiTaHWs 1 Nobble cpaBHEHUs], NPOBEAEHHBIE NPU ONPEAENEHHOM KOHTpone.

D.5.1.5.7 OT4eT No ucnbiTaHuto

OT4eT No UCMbITaHWUIO AOMKEH COOTBETCTBOBaTL TpeboBaHUAM D.4 1 BKkNoYaThb OLEHKY BUAUMOCTU U BU3yarbHbIE pe-
3ynsTaThl (Hanpumep, XxapakTepHble driooporpaduyeckue nsobpaxeHunsa). OTHET NO UCNLITAHUAM AOMKEH Takke BKNlovaTb
Mogenb 06opyf0BaHua ANA BU3yanusaLuum, napaMeTpbl HacTpoek n NogpobHoe onucaHne MoAenbHOro haHToMa TKaHu.

D.5.1.6 Cuna packpbiTus

D.5.1.6.1 Uenb

Lienbto AaHHOrO MCMbITaHUs SBMNSIETCS onpefeneHne ycunus, Heobxoaumoro Ans packpbiTUS 3HAOBACKYNAPHOrO NpoTe-
3a. [JomkHbI ObITh OLIEHEHEI BCE NMPUMEHMMBIE STarbl NpoLecca packpbiTUS (CM. COOTBETCTBYIOLLME NONOXEHUA pasaena 7.2.2).

D.5.1.6.2 MaTtepuansl

D.5.1.6.2.1 SHpoBacKynsipHas cuctema.

D.5.1.6.2.2 BcnoMmorarenbHble YCTPONCTBa, HeobxouMbIe ANA BLINOMHEHUS packpbiTUA B cooTBeTcTBUM ¢ UMMM

D.5.1.6.2.3 AHaToMuueckasi Mogefb, KoTopasi BKITIoYaeT NyTu JOCTaBKM U MECTO packpbitus. [Mpu paspaboTke Moaenu
HeoBX0AUMO YUUTLIBaTL UCKPUBIEHHOCTb U M3BUTOCTDL NpefnonaraeMoi obnacTu pasmMeLLeHns UMNnaHTaTa u nyTeil 40CTaBKu.

D.5.1.6.2.4 MexaHW4eckue ycTpoiicTBa ANA U3MEpPEeHUs yCunusa (HanpuMmep, AaT4nKU cunbl, yHUBEepcanbHan Mexa-
HUYecKasi UcnbITaTernbHasi cuctema), CnocobHble U3MEPATL CUITY € TOMHOCTLIO * 5% 3ahUKCMPOBAHHOrO 3HAYEHUS.

D.5.1.6.2.5 3axumMHol dukcaTop

D.5.1.6.2.6 Cpena c KoHTponupyemoii Temnepatypoit (37 + 2) °C.

D.5.1.6.3 Ot6op obpasLoB

Ot6op obpa3uoB cnegyer NPoBOAUTL B COOTBETCTBUM ¢ TpeboBaHuAMM D.2. UcnbiTyeMele yCTpoNCTBa AOMKHBLI
NpPeACTaBnsATb «HaUXYALUMIA criyyail» ycrnoBuid Ans cUnbl packpbiTUs (HanpumMep, Hanbonblnii 06bem kopnyca unu 06o-
FI0MKKW, MakcuMarnbHoe 3HadeHue cxartus). [pu Belbope ycTpoicTBa ANSA UCTIBITAHUSA CrefyeT y4uTbiBaTb BNUAHUE Auna-
MeTpa U ATMHbI YCTPOWCTBaA.

D.5.1.6.4 Buigepxka npu onpegerneHHbIX YCroBusix

Bblaepxka npu onpefeneHHbIX YCIOoBUSIX AOMKHaA COOTBETCTBOBaTL TpeboBaHuam D.3.

D.5.1.6.5 MeTog ucnbiTaHus

39



FOCT P UCO 25539-1—2012

Cnepyert paspaboTaTb METOA UCNLITaHUA Ha OCHOBE CreAyOLUX AEeHCTBUIA:

a) NoAroTaBNMBAaIOT 3HA0BACKYNAPHYIO cUCTEMY B cOOTBETCTBUM ¢ UMM,

b) BCTaBMAT 9HA0BACKYNAPHYIO CUCTEMY B aHATOMUYECKYIO MO ENb;

C) pasmeLLiatoT 3HA0BacKyNApHYIo CUCTEMY TakuM 0Bpa3oM, YTobbl OHa ocTaBanach CTaLuoHapHON BO BPEMSA UCTbITAHUS,

d) coefnHAT MexaHU3M pacKpbITUS ¢ 060pyAOBaHUEM, U3MEPSIIOLLIMM Harpy3Ky,;

€) AaloT ycTpoiicTBy cTabunuanposaTtbesa Npyu GU3UONOrNieckux TeMnepartypax;

f) HaumHatoT 1 3aBepLualoT packpbiTue B cootBeTcTBUM ¢ UMMM co cKOpoCTbIO, MOAENUPYIOLLEH KNMUHUYECKOe UC-
nonb3oBaHue, M3Mepssi cuny, HeobxoaMMyo A4S packpbiTUS UMMIAHTaTa;

g) oTMevaloT ntobble crnyyan HabnaeHus, oTnMyatoLmecs oT HopMbl (Hanpumep, obpasoBaHue Nepernba) AnsA kax-
Aoro ucneityemoro obpasua.

D.5.1.6.6 lNpeacTaBneHue pe3ynstaTtos

[ns kaxxgoro ucneiTyemoro obpasua AomkHO 6biITe 3aUKCMPOBaHO B HblOTOHaX (H) MakcuMarnbHoe yeunue Ha Kax-
[iOM aTane, HeobxoAUMoe AN PacKpbITUA UMNNaHTaTa. Takke AOMKHbI ObITb OTMEYEHb! BCe KpUTMYECKMe criyyamn Habnto-
AeHns (Hanpumep, obpasoBaHue nepernba) Ans Kaxgoro Ucneiryemoro obpasuya.

D.5.1.6.7 OTyeT No UcnbiTaHuto

OT4eT MO UCMbLITaHNIO [OMKEH COOTBETCTBOBaTb TpeboBaHuAM D.4 U BKNOYaTb MakCUMyM, MUHWUMYM, cpefHee
1 cTaHAapTHOE OTKIIOHEHUS! BENUYUHBI YCUNWS, HeoBXOAUMOTO A packpbITUA, U NtoBble KpUTUYeckue criyyan HabntopeHus.

D.5.2 Cucrema nocraBku

D.5.2.1 BpeMs HanonHeHna u cnycka 6annoHa (Usgenus, packpoisaeMele 6annoHoM unu ¢ nomouysto 6annoxa)

D.5.2.1.1 Uenb

Llenbto faHHOro UcnbITaHUA ABNAETCSA onpeaeneHue BpeMeHn, Heob6xoanMoro Ana HanonHeHus 6annoHa Ao Mak-
CMMarnbLHOro peKOMeHAyeMoro AasneHus, obbema Unu AuaMeTpa HanofNHeHNa, U U3MepeHue BpeMeHN, HeobxoaUMo-
ro gns cnycka 6annoHa. 3To ucneiTaHue npegocTaBnsieT MHPopMaUuUIo, KOTopas MOXET ObITb KNMUHUYECKU NONME3HON
npy NNaHUpoBaHUM NeYeHNa (HanpuMep, BEPOATHOE BPeMsl OKKNIO3UKM). CM. COOTBETCTBYIOLLUE NONOXKEHUA 7.2.2.

D.5.2.1.2 Matepuansl

D.5.2.1.2.1 Cucrema poctaBku Unu cootBeTcTByOWas Aocbopka Gannoxa.

D.5.2.1.2.2 PekoMeHAyeMbI i NPOBOMOYHbIA NPOBOAHUK UNU 3KBUBANEHT.

D.5.2.1.2.3 BogsiHasa 6aHa ¢ koHTponeM Temnepatyphl (37 + 2) °C.

D.5.2.1.2.4 KoHTpacTHas cpefia B COOTBETCTBMU C UHCTPYKUMEN no skcnnyatauyuun (UM3).

D.5.2.1.2.5 YcTpoilcTBO HanoONHEHUA, LINPUL, UNN SKBUBANEHT, CHabXeHHOe cpeAcTBaMU U3MEpPEHUS AaBreHUsi
Unm obbemMa ¢ TOYHOCTLIO * 5% 3adpUKCUPOBAHHOIO 3Ha4YeHUA U NOAAEPXKAHNS AaBNEHUS UNU 06beMa HanoNHEHWS.

D.5.2.1.2.6 XecTkas Tpybka, AnaMeTp KOTOPOI COOTBETCTBYET MakcUManbHOMY AUaMETpy NpoTesa Wiu cocyaa,
peKoMeHIyeMOMY N5t COOTBETCTBYIOLLErO UCMBITYyeMoro 6annoHa.

D.5.2.1.2.7 Taiimep ¢ TouHOCTBIO * 0,2 C.

D.5.2.1.3 Ot6op obpasLoB

Ot6op 06pasLoB crneayeT NpoBoAUTE B COOTBETCTBUM € TpeboBaHusMu D.2.

D.5.2.1.4 Bulgepka Npy onpefeneHHbIX YCRoBUSX

Bblgepxka npy onpeaeneHHbIX YCroBUAX JofKHa cooTBETCTBOBaTL TpeboBaHusaM D.3.

D.5.2.1.5 MeTop 1cnbiTaHus

Cnepyet paspaboTraTb MeTO UCMbITaHWUSA Ha OCHOBE CrefytowunX AeACTBUNA:

@) BCTaBMAKT COOTBETCTBYIOLLMIA NPOBONOYHBIA NPOBOLHWK B YCTPOWCTBO,

b) norpyxatot ycTpoiicTBO B BoAsHYt0 6aHI0 U BCTaBMNSAIOT B XeCTKyto TPyOKy, ecrnm NpUMEHUMO;

C) faloT eMy JOoCTUYb PaBHOBECUS MPK TeMnepaType UCTbITaHUS,

d) HanonHstoT 6annoH B cootBeTcTBUM ¢ UMMM, MoAenupysi KMMHUYECKOE UCTONb30BaHuE;

e) onpefenstT BpeMs HanonHeHua 6annoHa Ao MakcumarnbHoro AasneHus, obbema unu guaMeTpa HanonHeHus
B cooTBeTCTBMM ¢ AT,

f) cnyckatot 6annoH B cooteTcTBUM ¢ UMMM 1 onpefensatoT BpeMs cnycka GannoHa.

D.5.2.1.6 MNpeacTaBneHne pesynsraTtoB

BpeMsa HanonHeHus u cnycka 6anmnoHa JOomKHO BbiTb BbipaXeHbl B CeKyHAax.

D.5.2.1.7 OT4eT NO UCMbITAHMIO

OTYeT Mo WCNbITaHUIO AOMKEH COOTBETCTBOBaTb TpeboBaHWAM D.4 n BKoYaTb MakCUMyM, MUHUMYM, cpefHee
W CTaHAapTHOE OTKIIOHEHUS BPEMEHMW HanosHeHUs U cnycka bannoHa. Takke HeoOXoANMO 3adMKCMpPOBaTh ONpeaerneHne
KOHEYHbIX TOYEK HanonHeHWsa u cnycka.

D.5.2.2 HomnHanbHoe faBrneHune pa3pbiBa 6annoHa ans HegedopmupyemMblx 6annoHoB (M3genusi, packpbiBaeMble
6annoHoM Unu ¢ nomoLybto Gannoxa)

D.5.2.2.1 Uenb

Llenblo faHHOro ncnelTaHus ABNSETCA onpejerieHne HOMWHaNbHOro faBneHus paspbiea GannoHa, kotopoe onpe-
[leNsAeTCcA Ha OCHOBaHWK jaBneHus paspblBa, U3MEPEHHOro Npu UCNLITaHUAX, U BbIMUCIIEHUS COOTBETCTBYHIOLLErO KO3d-
du1LKneHTa 3anaca ¢ UCNonb3oBaHNEM CPefHEro U CTaHAapTHOrO OTKIOHEHWI (CM. COOTBETCTBYHOLLME NOMNOXeHNs 7.2.2).

D.5.2.2.2 MaTtepuansi

D.5.2.2.2.1 Cucrema goctaBku unm cooTBeTCTBYoLadA gocbopka bannoHa.

D.5.2.2.2.2 BogsiHas 6aHsa ¢ KoHTponeM Temnepatypbl (37 * 2) °C.
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D.5.2.2.2.3 XKugkocTb ANA HanosiHeHUs (Hanpumep, BoAa KOMHaTHOIR TeMnepaTyphl).

D.5.2.2.2.4 MexaHu3m onpefeneHuns yTedku (Hanpumep, Kkpacka B XUAKOCTU A5sl UCNbITaHUS, YCTPOWCTBO, KOHTPO-
nupyloLee najieHne AaeneHuns, yCTPOCTBO, KOHTPONMpYIOLLee CKOPOCTb MOTOKA).

D.5.2.2.2.5 YcTpoiCTBO HAMOMHEHUs], LUNPUL, UNTM SKBUBAJIEHT, CHabXeHHOe cpeACcTBaMU U3MEPEHWUS AaBneHus
unu obbemMa ¢ TOYHOCTHIO * 5% 3adUKCUPOBaHHOIO 3HAYEHUA U NoAAepXaHUS faBneHus unu obbeMa HarnonHeHUs.

D.5.2.2.2.6 TaliMep ¢ TOYHOCTbIO * 1 C.

D.5.2.2.3 Ot60p 06pa3uoB

OT160p 06pasLoB cnegyeT NPOBOAUTEL B COOTBETCTBUM C TpeboBaHusmmu D.2.

D.5.2.2.4 Buigepxka npu onpegeneHHbIX YyCrnoBusix

Bbigepxka npu onpefenelHbIX YyCroBusxX AoMKHa COOTBETCTBOBaTL TpebosaHuaM D.3.

D.5.2.2.5 Metoa ucnbiTaHua

Cnepyet paspaboTaTb METOA UCTILITAHUA Ha OCHOBE CrieAyIoLLMX AeCTBUIA:

a) Norpy>karoT yCTPOWCTBO B BOASIHYIO 6aHio;

b) patot ycTpoiicTBy AOCTMYL paBHOBECUSA NpU TeMnepaType UCMbITaHuS;

C) HanomnHsT 6anmnoH A0 3Ha4YeHUs1 MeHee, YeM OLEHEHHOE HOMUWHANbHOE AlaBfneHne pasphbiBa; BhliepXuBaloT
AaBrieHne HanofHeHUs NOCTOSAHHLIM B TedeHune 30 ¢ u ocmaTpuBatoT HannoH Ha NPefMeT yTeyeK Unu paspelBa;

d) ecrnin He OTMEYEHO yTeYeK, YBeNUYMBaloT aBfieHne Ha Lar yBernnmyeHusl, COOTBETCTBYIOLLMIA UCTILITyeMoMy Gan-
TIOHY, M BbiiepXuBaloT faBreHue B TeveHue 30 c;

e) noBTopsAOT aTan d), MoKa He BO3HMKHET yTe4yKa Unun paspbiB 6annoHa [nbas «ynopHaa» yTedka Unu CHUXeHue
AaBrieHuns, cBA3aHHbIE C NoBpeXAeHneM bannoHa, kopnyca, NPOKCMManbHON MK AUCTanbHOW U30NALMK, B paMKax AaH-
HOMO UCMBITAHUS CYUTAIOTCH OTKA30M («pa3pbiBOM»)]; (DUKCUPYIOT AaBleHWe pa3pbiBa M OMUCHIBAIOT MONOXEeHWe U BUA
oTKa3a (HanpuMep, yTeyka Yepes usonsauuio, paspbis 6annoHa, pasfeneHne Ha 4acTu).

D.5.2.2.6 lNpeacTaBneHune pesynsratoB

[asneHue pa3spbiBa 0mMKHO 6bITh BblpaXeHo B kunonackansx (KMa). Belancnsiot cpefHee U cTaHfapTHOE OTKIOHe-
HUS AaBnerus paspbiBa. [ns onpefeneHus HOMUHaNbLHOTO AaBneHUs paspbiBa HEO6X0AMMO MCMOMb30BaTb COOTBETCTBY-
foLMe napamMeTpbl AOCTOBEPHOCTU N HAf€XXHOCTH.

D.5.2.2.7 Ot4eT No UCNbITaHUIO

OT4YeT Mo MCMbITaHUIo0 AOIPKEH COOTBETCTBOBATL TpeboBaHusM D.4 n BkrtoyaTb cpefHee AaBreHne pas3pbiBa, Bbl-
YUCNEHHOE HOMWHanbHOEe [aBrneHne paspbiBa, MakCUMyM, MUHUMYM W CTaHAApTHOe OTKIOHEeHWe AaBneHWsa paspbiBa
1 Bce HabnogaeMble BUALI 0TKasa.

D.5.2.3 O6beM paspbiBa 6annoHa ana gedopmupyemMbix 6annoHos (M3genus, packpbiBaeMble 6annoHom unu ¢ no-
MoLLbto BannoHa)

D.5.2.3.1 Uenb

Liensto gaHHoro ucneiTaHUA SBNAETCA onpeaenexHne obvema, Tpebyemoro Ana paspeisa Heaedopmupyemoro ban-
NIoHa, W BbIMMUCMEHMe coOTBETCTBYIOWEro koadduumeHTa 6e3o0nacHoCTM o6bemMa HanoNHEeHUs (CM. COOTBETCTBYIOLLME
nonoxeHusa 7.2.2).

D.5.2.3.2 Matepuansl

D.5.2.3.2.1 Cucrema JocTaBKku Unmn cooTseTcTayoWan gocbopka 6annoHa.

D.5.2.3.2.2 BogsaHaa 6aHA ¢ KOHTponeM Temnepatypsl (37 * 2) °C.

D.5.2.3.2.3 XKnakocTb ANA HaMornHeHMa (HanpuMep, Boaa KOMHaTHOW TeMnepaTyphbl).

D.5.2.3.2.4 MexaHu3M onpegeneHna yTeuku (Hanpumep, Kpacka B XXUAKOCTU ANA UCNbITaHUS, YCTPOWUCTBO, KOHTPO-
nupylolee nageHne AaBneHuns], YCTPOKCTBO, KOHTPONUPYIOLEe CKOPOCTb NOTOKA).

D.5.2.3.2.5 YCTpoWCTBO HaMOMHEHUS, WNPUL, AN 3KBUBANEHT, CHabXXeHHOe cpeacTBaMu nsMepeHust obbema ¢ Tou-
HOCTbIO + 5% 3a(pMKCMPOBAHHOIO 3HAYEHUs U NoaAepXaHUA o6bemMa HanoNMHEHNS.

D.5.2.3.2.6 »KecTkas Tpybka, fuaMeTp KOTOPOW COOTBETCTBYET ANAMETPY NpOTe3a UMW cocyaa, PEKOMEHAYEMbIM
LNA COOTBETCTBYIOLLEro UCNBITYemoro 6anmnoHa.

D.5.2.3.2.7 TaiiMep ¢ TouHOCThLIO £ 1 C.

D.5.2.3.3 Ot6op obpasLoB

OT160p 06pasLoB crieqyeT NPOBOAUTL B COOTBETCTBUM C TpeboBaHuamu D.2.

D.5.2.3.4 Buigepxka npu onpegerneHHbIX YCnoBusx

Bolaepkka npu onpefeneHHbIX yCroBUsIX AOMKHa COOTBETCTBOBaTL TpebosaHuam D.3.

D.5.2.3.5 Metoa ucnbiTaHusi

Cnegyert paspaboTaTb METOA UCMbITAHUA HA OCHOBE CNeAYoWmnX 4eNCTBUIA:

a) norpyxatot ycTpoWCTBO B BOASHYI0 6aHI0 U BCTaBNAIOT B XeCTKyto TpyO6Ky;

b) AatoT yCcTpOWCTBY JOCTUYb paBHOBECUA NPU TeMNepaType UCNbITaHus,

C) MCMOSb3ysi CKOPOCTb HANOSTHEHUS, MOAENNPYIOLLYIO KNMHUYECKOS UCNONBb30BaHWE, HaMnomnHAKT 6annoH Ao Aua-
MeTpa Tpybku 1 BbiaepxuBaioT AnaMeTp B TedeHne 30 c; oTMevaroT o6bem V71,

d) ecnu He oTMeYEHO yTeueK, yBenuuneaioT 06beM Ha LWar yBenu4YeHns, COOTBETCTBYIOLLMIA MCNBITYyeMOMy 6anmnoHy,
W BblfiepXuMBaloT faBrneHune B TeveHue 30 c;

€) nosTopsitoT atan d) Ao Tex Nop, Noka He BO3HWUKHET yTeuka unu paspbie GannoHa [nobas «ynopHas» yTeuka
UMK CHUXEHUWE [aBrieHus, CBs3aHHbIE C NoBpeXaeHnem 6annoHa, kopnyca, NPOKCUManbHOW UMK AUCTarbHOW U3onsALUK,
B paMKax AaHHOro UCMbITaHUS1 CHUTAIOTCS OTKa3oM («pa3pbiBOM»)]; hUKCHpyIoT 06beM paspeiBa V2 u BUg oTkasa (Hanpu-
Mep, yTeuka Yepes usonsyuio, paspbiB bannoHa, pasgeneHue Ha 4acti),

f) BouMcnsAT koadduumeHT GezonacHocTu cneayowumM o6pasom: 72
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D.5.2.3.6 lNpeacraBneHne pesynsraTos

O6beM JOIKeH ObiThb BbipaxeH B MUNAUUTpax (Mn). KoadduumeHT 6e3onacHocTy BelpaxatoT B 6e3pa3mMepHOM BUaE.

D.5.2.3.7 OTYeT No UCNbITaHUIO

OT4YeT NO UCMbLITAHUIO AONXKEH cooTBETCTBOBaTh TpeboBaHusAM D.4 n BkNoYaTb MakCUMyM, MUHUMYM, cpefiHee
U cTaHAapTHOE OTKIOHeHUs1 o6beMa NMpu HeoBXoAUMOM AnameTpe, o6beM NpU oTkase U KoadduLMeHT BesonacHoCTu.
Takke He0BX04MMO BKIIOYUTE Habrnogaemble BUABI OTKa3a.

D.5.2.4 HoMuHanbHbli M3Hoc GansoHa (Msgenus, packpeiBaeMble 6annoHoM uim ¢ noMoLbio 6annoHa)

D.5.2.4.1 Uenb

Llenbto gaHHOro UcnbiTaHUs SBNsiETCA oLeHka cnocobHocTh GannoHa BblAEPXUBaTL MOBTOPSIOLUECH LKL Ha-
NONHEHNSA (CM. COOTBETCTBYIOLLMUE NOMNOXKEHUA 7.2.2).

D.5.2.4.2 MaTepuansl

D.5.2.4.2.1 Cuctema goctaBku unu cooTBeTCTBYOLas focbopka SannoHa.

D.5.2.4.2.2 BogsiHas 6aHs ¢ kKoHTpornem Temnepatypbl (37 + 2) °C.

D.5.2.4.2.3 XugKocTb ANs HaNoNHeHUA (HanpuMmep, BoAa KOMHaTHOW TemnepaTypsl).

D.5.2.4.2.4 MexaHun3M onpegerieHns yTeukn (Hanpumep, Kpacka B XULKOCTYU AN UCMbITaHWSA, YCTPONCTBO, KOHTPO-
nupyowee najeHne AaBneHus, yCTPoCTBO, KOHTPOMPYIOLLEE CKOPOCTL MOTOKA).

D.5.2.4.2.5 YcTpolCTBO HaMoMHEeHNs, WNpUL Un SKBMUBamneHT, cHabXeHHoe cpeAcTBamMun U3MepeHus aaene-
HUS UM o6beMa € TOYHOCTBIO = 5% 3adhMKCUPOBAHHOMO 3Ha4YeHNs, cnocobHoe noaaepxuBaTth AaBneHne unu obb-
€M HanosnHeHus.

D.5.2.4.2.6 XKecTkad TpyOKka, AMamMeTp KOTOPOW COOTBETCTBYET MaKkCMMarbHOMY AWaMeTpy npoTe3a Wnu cocyaa,
peKkOMeHLYeMOMY A1t COOTBETCTBYHOLLErO UCMbITyeMoro 6annoHa. Ansa ucnbiTaHust HegedopMupyeMblx NpoTe3oB TpyOka
He TpebyeTcs.

D.5.2.4.2.7 Taiimep ¢ TOMHOCTbIO * 1 C.

D.5.2.4.3 Ot60p obpasLoB

Ot6op 06pasLoB crnepyeT NpoBOLUTL B COOTBETCTBUM ¢ TpeboBaHWsaMU D.2.

D.5.2.4.4 Brifgep:ka npu onpegeneHHbIX yCrnoBusx

Bblgepxka npw onpeaeneHHbIX YCNoBUAX A0MMKHa COOTBETCTBOBaTL TpebosaHusaM D.3.

D.5.2.4.5 MeTog ucnbiTaHus

CnepyeT paspaboTaTb METOA UCMBITAHWUSA Ha OCHOBE CrEAYIoWNX AeACTBHNIA:

a) NorpyaroT yCTPOACTBO B BOASHYO 6aHio M BCTaBMAOT B XKECTKY0 TPyOKy, ecnu npUuMeHUMO;

b) AaloT ycTponcTBY AOCTUYL paBHOBECUS NPWU TeMMepaType UCMbITaHUS;

C) UCnonb3ys CKOPOCTb HamMOIHEHMUs, COOTBETCTBYHOLLYIO KIMHUYECKOMY WCNOSb30BaHWUIO, HanonHsaT GannoH
[0 MakcuMarnbsHoro aasneHus, obseMa unu guameTpa, Kak ykazaHo B UMMM, kak MUHUMYM, Ha 30 ¢ unu Bpems, ycTaHOB-
nexHoe B UMM.

MpumevyaHune — Ecnn B UMMM ycraHoBneH 6onee fnuTenbHeIi NPOMeXyTok BpeMeHu, Yem 30 ¢, ana uc-
MbiTaHWSA crefyeT NCNoMb3oBaTk onpefeneHHbI MPOMEXYTOK BpEMEHU, eCnNK He NpUBeeHO aaekBaTHOe 06ocHOBaHWe
MeHbLUeW NPOJOMKUTENBHOCTHY;

d) cnyckatoT 6annoH co CKOPOCTbIO, COOTBETCTBYIOLLEN KIMMHUYECKOMY MCNOSb30BaHUID,

€) NOBTOPSIOT 3Tansl ¢) U d) Takoe YMCIo LMKITOB, KOTOPOe HEOOXOAMMO AN YCTAHOBMEHUA COOTBETCTBYHIOLWENO KO-
apduymeHTa Ge3onacHoCcTn (HanpUMep, Kak MUHUMYM, B fBa pa3a bonbLue MakcMManbHOMo YMcna LUUKNoB, oXxuaaemMoro
npW KNMHUYECKOM MCMOSb30BaHUM);

f) ecnu Bo BpeMsA UCMbITAHWS BO3HUKAET NOCTOSHHAS yTeuka W nageHue JaeneHus unnm obbema, 3anucoiBaior
YNCNO LMKIIOB U BMA OTKa3a; nobasn nogobHas yTeuka wnv nageHvwe AaBreHns, cBA3aHHble ¢ 0TKa3oM GannoHa, NnoBpex-
JleHneM Kopnyca, MpoKcMMarnsHOi UK AUCTaNbHON M30NSALMK, B paMKaX 4aHHOMO UCTIbITaHUs CHATAOTCS OTKa3oM.

D.5.2.4.6 NpepcTaBneHne pesynsraTos

Mcnonb3oBaHHble MakcuMansHbIA AnameTp, AaBneHne unu o6beM HanoNHEHWs AOMXHbI GbiTb BbIpaXeHbl: gua-
MeTp B MUMNUMeTpax (MM), faBneHne B kunonackansx (kMa) unu munnuMeTpax pTyTHoro ctonba (MM pT. CT.) U 06bem
B MUNAUnuTpax (Mn).

D.5.2.4.7 OT4eT No ucnbiTaHuo

OTueT No UCTILITaHNIO JOTKEH COOTBETCTBOBATL TpeboaHnAM D.4 1 BKIKOYaTE YNCINO YCMELUHO 3aBEPLUEHHBIX -
KIoB, MakcumarnbHOe YUCMOo LMKIOB, OXUAAEeMoe NP KIMHUYECKOM UCMONb30BaHWMU, NOMNyYeHHbIA KoadduuneHT 6es-
onacHocTH, Nobble HabnogaeMble BUAbI 0Tkasa v MakcuManbHbI AMamMeTp, faBleHne unu o6beM HamnonHeH!s.

D.5.2.5 MNpoyHocTb coeanHeHus

D.5.2.5.1 Lenb

Llensto AaHHOro UCMLITAHUSA ABMAETCA onpefeneHne NPo4HOCT COEAUHEHUS LUAPHUPHBIX U/WUIW HEMOZBUXHBIX CO-
e[ MHEeHNA cucTeMbl OCTaBKM (CM. COOTBETCTBYOLWME NonoxeHus 7.2.1, 7.2.2, 7.2.3).

D.5.2.5.2 Matepuansl

D.5.2.5.2.1 Cuctema A0CTaBKN UMK COOTBETCTBYIOLME KOMMOHEHTLI C LWAPHUPHBIMU W/WUIM HENOABWXHBIMU CO-
efVHEHUAMMU.
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D.5.2.5.2.2 YHuBepcanbHas MexaHu4eckas UcnbeiTaTenbHas cuctema, obopynoBaHHas COOTBETCTBYIOLUMM AaT4yu-
KOM cunbl, CNOCOBHLIM U3MEPSATE CUITY € TOYHOCTbLIO = 5% 3adPMKCUPOBaHHOIO 3HAa4YEHUSA, C MOCTOAHHON CKOPOCTLIO CMe-
LEHWA U COOTBETCTBYIOLLMMU 3aXUMHBIMMK prKcaTopamu.

D.5.2.5.2.3 Cpepa c koHTponupyemoii Temnepatypoit (37 + 2) °C, ecrnvm npuMeHUMO.

D.5.2.5.3 Ot160p 06pasLoB

OT160p 06pa3sLoB cnegyeT NPOBOAUTL B COOTBETCTBUU ¢ TpeGoBaHuamu D.2.

D.5.2.5.4 Buipepxka npu onpefeneHHbIX YCnoBusax

Bblgepxka npu onpefeneHHbIX yCroBUsIX AOMKHA COOTBETCTBOBaTL TpeboBaHusm D.3.

D.5.2.5.5 Metop ucnbitaHus

CnepyeT paspaboTaTb METOA UCMbITAHUS HA OCHOBE CReAYoWMX 4eiCTBUIA:

M pumeyaHne—/[na coeanHeHnit, KOTopble NOABEPraloTCA BO3ENCTBUIO PU3NONOrM4ecknx Temneparyp, uc-
nbiTaHUA cneayeT NpoBoAUTL Npu Temnepartype (37 £ 2) °C.

a) UCNONb3ysi MEXaHWYECKyI0 UCNbITATENbHYIO CUCTEMY C COOTBETCTBYIOLLUEH CKOPOCTbIO CMELLEeHUs (Hanpumep,
200 MM/MUH), NpPUKNaAbIBalOT Harpy3Ky K COEAMHEHUIO A0 TeX NOp, NoKa He pa3spyLUMTCA COEAUHEHUE UMK HE HaPYLLMTCA
hyHKUMOHaNbHasA LLenoCcTHOCTh;

b) sanuckiBatoT NUKoBOE ycunue, Npu KOTOPOM NPOU3OLLIEN OTKAa3, W ONUCLIBAIOT TUN U NONOXEHWe OTKa3a.

D.5.2.5.6 MNpepcTaBneHmne pe3ynsTaToB

Cuna coepuHeHus gonmkHa 6biTb BelpaxeHa B HbloToHax (H).

D.5.2.5.7 OTyeT no ncnbiTaHuio

OTueT no UcnbITaHUIo A0MKeH cooTBeTCTBOBaTL Tpebosanuam D.4 v BkniovaTb TUN M NONOXEHUe 0TKa3a, U MaKCu-
MYM, MUHUMYM, CpefiHEE N CTaHAApTHOE OTKIMOHEHUSA CUNbI COEAUHEHUS.

MpumedaHune—/[ns gononHutensHoro pykosogcTtea cm. MCO 10555—1[9].

D.5.2.6 INpoyHOCTL cCoefUHEHNSA NPU KpyYEHUN

D.5.2.6.1 Uenb

Lienbto AaHHOro UCMbITaHMA ABNSAETCA onpefeneHne KpyTALEero MoMeHTa, HeobxoMMoro Ans Toro, YTobkl BbI3BaTb
0TKa3 coefUHEeHU KOMMOHEHTOB CUCTEMbI AOCTaBKU (CM. COOTBETCTBYIOLWME nonoxeHus 7.2.1, 7.2.2, 7.2.3).

D.5.2.6.2 Martepuansl

D.5.2.6.2.1 CucTema JOCTaBKA WKW COOTBETCTBYIOLUE KOMMNOHEHTLI C LUAPHUPHLIMU U/UNN HEMOABWKHLIMU CO-
€AVHEHUAMN.

D.5.2.6.2.2 PekoMeHAYyeMBbI NPOBOSIOYHbIA NPOBOAHUK UNU SKBUBASEHT, €CITU NPUMEHUMO.

D.5.2.6.2.3 UcnbiTaTeneHad cuctema Ha kpydeHue, obopyfoBaHHas COOTBETCTBYIOLUM AaTYUKOM, CMOCOOHBIM
NPOBOAUTbL U3MEPEHUS C TOMHOCTLIO £ 5 % 3adPUKCMPOBAHHOMO 3HAYEHUS.

D.5.2.6.2.4 Cpepa c KOHTponupyemMoi Temnepatypoii (37 + 2) °C, ecnu npuMeHUMO.

D.5.2.6.3 Ot60p obpasLioB

OT6op 06pasLoB cneayeT NPoBOLUTL B COOTBETCTBUU ¢ TpebosaHusamu D.2.

D.5.2.6.4 Buigepxka npu onpegeneHHbIX yCroBusx

Belgepikka npu onpegeneHHbIX yeroBusx JommKHa cooTBeTCTBOBaTh TpeboBaHuam D.3.

D.5.2.6.5 MeTog ucnbitaHus

CnepyeT pas3paboTaTh METOA UCMbITAHWSA Ha OCHOBE CreAyoWwnX 4edCTBHiA:

MpuMeyaHune—/[na coefMHEHNA, KOTOPbIE NOABEPraloTCs BO3AEHCTBUIO PUINONOrUHECKUX TEMMEpaTyp, Uc-
nblTaHWA cnegyeT NpoBogUTL Npu Temnepatype (37 + 2) °C.

@) BCTaBMAT MPOBOMNOYHbIA NPOBOAHWK B CUCTEMY JOCTaBKWU UK €€ KOMMOHEHTbI, €CIN NPUMEHUMO;

b) domKenpytoT oAUH koHeL, ucnelTyemoro obpasLa B 3axuMax annapara;

C) NOACOEAUHSAIOT APYroi KOHeL, McnbITyeMoro obpasiua K AaTunky KpyTALEro MOMeHTa;

d) npuknagblBalOT cuily CKpyYMBaHWUS C XapaKTepuCcTUMKamMu CKOPOCTW, UCMOMb3YEMBIMU MPU TUMUYHOM KIMHWYe-
CKOM PacKpbITUK, K OAHOMY KOHLYy obpa3sla fo TexX nop, Noka He pa3pyLUMTCA COEAUHEHUE UMKN He HapyLuMTcsa dYHKLMO-
HalbHas LenocTHOCTb;

€) 3anucbiBaloT 3Ha4YeHNe KPYTALLEro MOMEHTa, NPU KOTOPOM MPOW3OLLEN OTKas, U TUM U NOMOXEHNE OTKasa.

D.5.2.6.6 MNpeacTaBneHne pesynsratos

Cuna coefjMHeHUs Ha KpyYeHWe AomKHa ObiThb BelpaXeHa B HbloTOHaxX Ha MeTp (Hm).

D.5.2.6.7 OTYeT Nno ucnbITaHuo

OT4YeT No UcnbITaHUIo AOIMKEH cOOTBETCTBOBaTL TpeboBaHuAM D.4 1 BktoYaTe TUM M MOMOXeHUe oTkasda U MaKcu-
MYM, MUHUMYM, CPeiHee W CTaHJapTHOE OTKIOHEHUS CUIbl COEAUHEHNS Ha KpyYeHue.

D.5.2.7 Mpo4HoCTb TpyGOK NpU pacTspKeHUN

D.5.2.7.1 Uenb

Llenbro AaHHOro MCMbITaHUS ABMNSETCS ONpeAeneHne curbl pacTsaxeHus TpyOoK, UCMoNb3yeMbIX B CUCTEME AOCTaB-
Ku (CM. COOTBETCTBYIOLLME NONOXEHUA 7.2.2 1 7.2.3).

D.5.2.7.2 Marepuansl

D.5.2.7.2.1 O6pas3Lbl AN UCMbITAHWSA Ha pacTaXeHWe CUCTEMbI JOCTaBKM.

43



rOCT P UCO 25539-1—2012

D.5.2.7.2.2 YHuBepcanbHas MexaHudeckas MUcnbiTaTenbHas cuctema, obopyoBaHHas COOTBETCTBYIOWMUM AaTyn-
KOM CUMbl, CNOCOBHBIM M3MEPATL CUIY C TOYHOCTBLIO £ 5 % 3aPUKCMPOBAHHOMO 3HA4YeHUS], C MOCTOSHHON CKOPOCTbIO CMe-
LL{eHUS 1 COOTBETCTBYIOLLMMM 3aXUMHBLIMU (hruKcaTopamm.

D.5.2.7.2.3 Cpepa c koHTponupyemMoi Temnepatypoii (37 + 2) °C, ecnu npuMeHUMO.

D.5.2.7.3 Ot60p 0bpasuoB

Ot6op 06pasLioB creayeT NPOBOLUTL B COOTBETCTBUM ¢ TpeboBaHusmu D.2.

D.5.2.7.4 Buigepka npv onpegenerHbIX YCroBUsx

Bblgepxka npu onpeaeneHHbIX YCNoBUSX JOMKHaA COOTBETCTBOBaTh Tpebosaruam D.3.

D.5.2.7.5 MeToa ucnbITaHUs

Cnepyet pa3paboTtaTb MeTO[ UCMbITaHWUSA Ha OCHOBE CrefytoWwux AeNCTBUNA:

a) UCMonb3ya MEXaHUYECKYto UCTILITaTENbHYH0 CMCTEMY C COOTBETCTBYIOLLEA CKOPOCTBIO CMELLEHUS U AaT4yukamm
yANMHeHNA (06bl4HO ckopocTk Aedopmaumu oT 5 go 20 MM/MUH/MM), NPUKNaALIBaOT pacTarMBaroLlee yeunue Lo Tex
nop, noka He Byaet nopeaH obpasel, He ByaeT AOCTUrHYT npegen TekydecTyn (0,2 % rpaHuua yanuHeHus), He ByaeT fo-
CTUTHYTO U3OLITOYHOE pacTsXeHWe Unu gpyrue npegonpeerieHHsle YCroBus oTkasa;

b) dumKcnpytoT 3Ha4eHne NpUNoXEeHHON CUNbl Ha pacTHKEHUe, NPU KOTOPOI NpousoLLen oTKas.

Mpumevanne 1 — Ha pucyHke D.1 nokasaHa ocTaTtodHas gedopmaums 0,2 % Ha KpUBOI HanpsxKeHHo-aedopMu-
POBaHHOIO COCTOSIHUS.
Mpumevanune 2 — MeTofbl onpeaeneHna octatodHon gedopmauun 0,2 % onucaHsl B ASTM D638-03[25].

D.5.2.7.6 NpeacTaBneHne pesynsraTos
MpoyvHocTb Tpy6OK Ha pa3pbiB NpY PacTHKEHUU foMkHa ObITh BblpaxeHa B HbtoToHax (H).

MpuMedanne — B pamkax 4aHHOro UCMbITAHUA NPOYHOCTb TPYOOK NPU pacTsKEHUU BbIpaXaloT B e4UHULAX CUsbl
(H), a He B eauHULax MexaHW4Yeckoro HanpsbkeHus (Mra).

D.5.2.7.7 OT4YeT No UcnblTaHUto
OTYeT No UCNbITaHUIo JOMKEH COOTBETCTBOBaTL TpeboBaHuaM D.4 1 BkntoyaTh onpefeneHne oTkasa n MakCuMym,
MWHUMYM, CPEAHEE U CTaHAapTHOE OTKIOHEHMUS MPOYHOCTU TPYOOK NpU pacTsXEHUM.

YA
/
/
/
/
/
/
/
I >
0,2 X

X - pecbopmanms, % Y — MexaHuueckoe HanpsixeHue, MMa

PucyHok D.1 — OctarouHas gecdopmanus 0,2% rpaHuLbl yANIMHEHUsIHA KPUBOA HaNPsXXEeHHO-AePOPMUPOBAHHOMO COCTOAHUA

D.5.3 UmnnaHTaT (3HAOBaCKYNsIpHbLIA NpoTe3)

D.5.3.1 lNpoBepka pasmepoB

D.5.3.1.1 Uenb

Llenkbto faHHOMO MCMBITaHUs SIBMSIETCA ONpeferneHne BHELLHErO AnaMeTpa(oB), ANUH(bI) U, €CNU NPUMEHUMO, TON-
LMHBI CTEHKW(OK) 3HA0BaCKYNSPHOro npoTe3a B packpbiTOM COCTOSIHUK ANA BepuduKkaLmun cneunduKkaumn KOHCTPYKLUN
(cM. cooTBeTCTBYHOLLME NONOXeHUs 7.3.6).

MpumedaHu e 1— [ns nonHoii BepudukaLyMm pasmepoB HEKOTOPbIX UMMMIaHTaToOB MOryT noTpeboBaTbes Apy-
rme uamepeHus.

MpumevyaHune 2 — UcnbiTaHWe He NpefHa3HAYEHO ANs1 OLUEHKN BCEW CUCTEMBI, TEM HE MEHee cucTemMa no-
TpebyeTca AN packpbITUSA UCMLITYEMOro npoTeaa.

D.5.3.1.2 Matepuansl

D.5.3.1.2.1 OHpoBackynspHasa cuctema.

D.5.3.1.2.2 O6opyfoBaHWe ANA U3MepeHUs AUaMeTpoB (Hanpumep, MUKPOMETP, ONTUYECKUA NPOeKTop
npoduns, nasepHblii MUKPOMETP, KannbpoBaHHbIW LITAHIEHLMPKYNb), CNOCOBHOE BEINONHATL U3MEPEHUA C TOY-
HocTblo £ 0,1 MM.

D.5.3.1.2.3 O6opyznosaHue ANA U3MepeHUs TONWMH(bI) CTEHOK (HanpuMep, MUKPOCKON ¢ KanubpoBaHHbIM 3pu-
TENbHBIM CTEKIOM, TOMLMHOMEP, ONTUYECKUI NpoeKTop Npoduns, nasepHbIn MUKPOMETP), CNOCOBHOE BBINONHATL W3-
MepPEeHUA € TOYHOCTLIO * 5% 3apUKCUPOBAHHOIO 3HAYEHUS.
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D.5.3.1.2.4 O6opypoBaHue A5si U3MepPEHMUs ANIUHBI, CNOCOOHOE BBINOMHATL MU3MEPEHUS C TOYHOCTBIO £ 1 MM.

D.5.3.1.2.5 Cpefia ¢ koHTponupyemoi Temnepatypoil (37 + 2) °C ansa npoTe3oB, YYBCTBUTENbHLIX K pa3HuLe
cbrsnonornyeckoii Temneparypel U TeMnepaTypbl OKpyXatoLen cpeabl.

D.5.3.1.3 Ot6op obpa3suos

OT160p 06pasLoB crneayeT NPOBOAUTL B COOTBETCTBUU € TpeboBaHuamu D.2.

D.5.3.1.4 BuigepxKa npu onpegeneHHbIX YCroBusix

BrlgepxKka npu onpefeneHHbIX YCNoBUSAX A0MKHa COOTBETCTBOBaTbL TpeboaHusaM D.3 1 BknovaTb 3arpysky, Bbl-
AEepXKKY Npu onpefeneHHbIX YCNoBUsX U packpbIThe.

D.5.3.1.5 MeTog ucnbiTaHuA

Cnepyert pa3paboTtaTb METOA UCTbITAHUS HA OCHOBE CreAYoWUX AEHCTBUIA:

a) BHelwHuiA gnameTp(bl) AOmMKeH 6bITb U3MepeH B HECKONbKUX 0BnacTsX nocne packpbiTUS B COOTBETCTBUN C UH-
CTpYKLMeER No akcnnyaTauuu,

b) ansa AnuH(bl) ¥ TONWKMH(BI) CTEHOK UCTIBITAHMA NpOBOASAT B cooTBeTcTBUM ¢ MCO 7198, nogpasaensl 8.4 n 8.7
COOTBETCTBEHHO.

MpuMeyaHUe—[ns HEKPYMbIX YacTei JONYCTUMO U3MEPSATb M 3anucbiBaTb MakKCUManbHOE U MUHUMaSb-
HOE 3HaYeHusI.

D.5.3.1.6 NpeacTaBneHue pesyrnsraToB

[vameTpbl 1 TonwmMHa(bl) CTEHOK JOMXKHbI ObITh BhipaXXeHbl B MUNNUMeTpax (MM). [nuHa gomkHa 6biTb Belpaxe-
Ha B MUNNUMeTpax (MM) UNKn caHTUMeTpax (CM).

D.5.3.1.7 OTYeT No ucnulTaHuio

OT4eT No UCMBITaHUIO AOMKEH COOTBETCTBOBaTL TpeboBaHusAM D.4 u BknovyaTb MakCUMYM, MUHUMYM, cpefiHee
M cTaHAapTHOE OTKITOHEHUsI BCEX U3MEPEHHBIX U BBIMUCIIEHHBIX pa3MepoB.

MpumMeyaHune—/na gononHutensHoro pykosoacTtsa cM. ASTM F2081-01[28].

D.5.3.2 CooTHoLLIEeHUe AuaMeTpa MMNNaHTaTa 1 AaBneHus HanorHeHus 6annoHa

D.5.3.2.1 Uenb

Llenblo gaHHOro UcnbiTaHUA SABMSETCA ONpeAefieHNe COOTHOLLEHUS MeXay ANaMeTpoM MpoTe3a W JaBleHuem
HanonHeHwa 6annoHa ANS YCTPOWCTB, pacluunpsaeMblx 6annoHom. UcnbitaHne obecnevmsaet nonyvyeHne AaHHbIX, KO-
Topble MOTYT UMETb KIMHUYECKOE 3HaYeHUe NpU onpeaeneHun pasMepos yCTpOUCTBA W NNIAHUPOBAHUU NEYEHUA (CM.
COOTBETCTBYIOLWME nonoxeHus 7.3.6).

D.5.3.2.2 MaTtepuansl

D.5.3.2.2.1 3HAoBackynsApHLIA NpoTes.

D.5.3.2.2.2 bannoH ansa pacluMpeHus npotesa.

D.5.3.2.2.3 YcTpoMCTBO HaMoONHEHUsA, LUNPULL UK SKBUBAMEHT, cHabeHHoe cpeficTBaMU U3MEPEHUs1 JaBrieHus
€ TOYHOCTbIO * 5 % 3adhMKCUpPOBaHHOrO 3HaYeHUs1, cnocobHoe NnoaaepXKuUBaThL AaBreHUe HanonHeHUs.

D.5.3.2.2.4 XXuakocTb ANA HANONHeHMs (HanpUuMep, Boja KOMHaTHOW TeMnepaTtyphl).

D.5.3.2.2.5 O6opygoBaH1e ANA U3MEPEHUS fUaMeTpoB (HanpuMmep, MUKPOMETP, ONTUYECKUIA NpoekTop Npodu-
N8, NasepHbIi MUKPOMETP), CMOCOOHOE BhIMOMHATL U3MEPEHUS C TOYHOCThIO + 0,1 MM.

D.5.3.2.2.6 Cpega ¢ koHTponupyemoii Temnepatypoii (37 + 2) °C, ecnu npuMeHUMo.

D.5.3.2.3 Ot60op o6pasLoB

OT60p o6pasuoB criegyeT NpoBOAUTL B COOTBETCTBMU ¢ TpeboBaHusMu D.2.

D.5.3.2.4 Buligepxka npu onpefeneHHbIX YCNnoBUsx

BblaepxKa npu onpefeneHHbIX YCINOBUSX AOMMKHA coOTBETCTBOBaTh TpeboBaHuaAM D.3 u BkniovaTh 3arpy3ky W Bbl-
LepXKY NpuU onpefeneHHbIX YCroBUsIX.

D.5.3.2.5 MeTop ucnbiTaHMsA

Cnepyet paspaboTaTe METOA UCNBITAHUA HA OCHOBE CreAYIOLLMX [ eACTBUNA:

a) HavnHaloT packpelThe nNpoTesa, YTobbl caenaTb BO3MOXHBIM pacllupeHne YCTpONCTBa;

b) pacnonaratoT 6annoH BHyTpU NpoTesa;

C) CTyNeH4YaTo HanoNHAKT 6annoH, No3BonAsa cUCTEMe CTabnNU3MpoBaTLCA MexXAy STanamu HanoNHeHUN, faB-
TNeHUsA JOoMKHbI ObITE BEIOpaHbl Takum obpa3som, YTobbl onNpefenuTb JUamMeTp NpoTesa Yepe3 COOTBETCTBYOLUE UHTEp-
Bansl (Hanpumep, 1 atMocdepy unu 1 6ap) Bo BceM ykazaHHOM Aunana3oHe JNaMeTpos,

d) onpeaensioT cpeAHuWii BHELLHWIA AnaMeTp NpoTe3a Npu AaBleHNW Ha KaxAoM 3Tane B COOTBETCTBYIOLUX 06-
nacTsax nNo Bcel AMNUHE NpoTesa; 3T U3MepPeHUs AOMKHbI ObiTb NpoBefieHbl HeNOCPeACTBEHHO nocne ctabunusayum
(y4uTbIBas, YTO OPTOrOHarNbHLIE NPOEKLUUKU ogHO 06racTu MOryT nokasblBaTb pa3Hble pesynbraThl);

€) HanornHeHWe ocTaHaBNWBalOT, KOrfja AMaMeTp npoTesa AOCTUTHET MakCUMasibHOMO BHELWHEro AUaMeTpa, yka-
3aHHOrO Ha 3TUKETKE.

n puMeyaHune — WUcnbiTaHne fomkHO BbiTb npoeepeHo 6bICTp0 AN MUHUMU3aLUN BNUAHUA BA3KOYNPYrux
CBOWCTB 1 Ans ny4yulero MogenunpoBaHnuAa Metoga HanonHeHUsA, NCNOoNb3yeMoro KNUHUYeCKU.

D.5.3.2.6 NpeacTaBneHue pesynsraTtoB
HvameTp npoTesa gomkeH ObiTb BblpaXXeH B MUMIIMMETpax (MM), CBA3aHHOe AaBneHue B kunonackansx (kMa)
n/unun atMocdepax (atm).
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D.5.3.2.7 OT4YeT NO UCMbITaHUIO

OTYeT MO MCMNBITAHWUIO JOSMKEH COOTBETCTBOBATb NonoxeHusm D.4 u Bkro4aTb MakCUMyM, MUHUMYM, cpegHee
W CTaHAapTHOE OTKIOHEHUS U3MEPEHWIA AnaMeTpa SHA0BaCKyNSApHOro NpoTesa U COOTBETCTBEHHO 3HaYeHW AaBneHWi.
3Tu AaHHble MoryT GbITb NpefcTaBneHsl B Buge Tabnuupsl unu rpaduka.

D.5.3.3 CooTHOLWeEHWe ANWUHBI U JuamMeTpa uMnnaHTaTa

D.5.3.3.1 Uenb

Llenblo gaHHOro UcnbiTaHUA SBMSAETCH ONpeAeneHne COOTHOLUEHUA MexAy ANMHON SHAO0BacKyNsApHOro npotesa
U AMaMeTPOM SHAOBAaCKYNAPHOro MpoTesa MOCne packpbiTUS ANA Toro, YTobbl OLEHUTbL BEPOATHOCTbL YKOPOYEHUS (CM.
COOTBETCTBYIOLME NonoxXeHua 7.3.1 n 7.3.6).

[MpuMeyaHune—HcnbiTaHne He npejHasHa4eHo ANA OUEeHKN BCEW CUCTEMBI, TEM HE MEHEE CUCTEMa HEOOXO-
AnMa OAnAa packpblTUA UCMBITYEMOro npoTesa.

D.5.3.3.2 Matepuansi

D.5.3.3.2.1 DHpoBacKynspHas cuctema.

D.5.3.3.2.2 NamepuTensHoe obopyaoBaHue 4ns onpegeneHns ANWHbI, CNOCOBHOe BbIMOMHSATE U3MEPEHUS C TOY-
HOCTbIO & 1 MM.

D.5.3.3.2.3 Yucrasn xecTtkan TpybKa, BHyTPEHHMWIA AUaMeTp KOTOPOI COOTBETCTBYET MUHUMANbHOMY M MaKcuMarb-
HOMY AnaMeTpaM cocyaa (CM. MHCTPYKLMIO MO MPUMEHEHHUIO).

D.5.3.3.2.4 BcnomoraternbHble ycTpoicTBa, He0BX0AMMBIE 41A MOMOLLM NpK packpblTun B cootBeTcTBUM ¢ UMM,

D.5.3.3.2.5 Cpepa c KoHTponupyemoil Temnepatypoii (37 + 2) °C Ana npoTe3oBs, YyBCTBUTENbHLIX K pasHuLe duano-
JIOrMYECcKO TemMnepaTypbl U TeMNepaTypbl OKpyXatoLLei cpeabl.

D.5.3.3.3 Ot60p obpasuos

Ot6op obpasLoB cnegyeT NpoBOAUTb B COOTBETCTBUM ¢ TpeboBaHuamu D.2.

D.5.3.3.4 Beigepka npu onpegeneHHblxX yernoBusx

Bblgepxka npu onpeaeneHHbIX YCroBUAX AOMKHa COOTBETCTBOBaTb TpeboBaHuamM D.3.

D.5.3.3.5 MeTog ucnbiTaHus

Cnepyert paspaboTaTh METOL UCMbITAHWUS Ha OCHOBE CrEAYIOLLMX JeACTBUIA:

MpumedvaHwue1— [ns CTEHTOB, paclUUpeHUe KOTOPbIX C MOMOLLLIO GannoHa conpoBOX[aeTCH CYLLECTBEH-
HOI yNpyroil oTaavei, MOXeT OKasaTbCsA CMOXHBIM 06ecneYnTs COOTBETCTBYIOLLEE NPUIEraH1e nNpoTesa K cTeHkaM Tpyo-
kn. MoxeT noTpebosatbes NpuMeHeHWe/paspaboTka ansTepHaTUBHON METOAUKMU AN KOPPEKTHOW OLIEHKW CBOWCTB Mo-
LOGHBIX YCTPOMUCTB.

a) packpbiBatoT npotes B cooTBeTcTBUM ¢ UMM B *ecTkol TpyOke, UMetoLLielt MUHUManbHLIA Npearonaraemelil Juamerp,

b) n3mepstoT AnNuHY NpoTesa B Npeaenax Tpyoky,

C) MOBTOPSAIOT 3Tanbl @) U b) Npu MakcumMansHOM NpegnosniaraeMom AuameTpe.

MpumMeyvyaHue 2 — YCTPOACTBO MOXET ObITb UCMONB30BAHO NOBTOPHO, €CAW 3TO MPUMEHUMO U 060CHOBAHO.

MpumeyvyaHue 3 — HacooTHoLeHWE ANUHBI U AUAMETPA UMMIIAHTaTa MOTYT BAUATL YIAOBbLIE UCKPUBNEHUS.
HeobxoguWMo y4uThIBaTh JOMONMHUTENBHLIE UCTIBITAHWS U aHanu3bl ANA OLEHKN BAWAHWUA YIMOBbLIX UCKPUBNEHWIA Ha faH-
HbI NapameTp, ecrniv NPUMEHNMO.

D.5.3.3.6 MNpeacTaeneHue pe3ynsraToB

OnunHa npoTtesa gomkHa 6bIT BbipaXeHa B CaHTUMETPax (CM) UMK MUNNUMETpax (MM), AUameTp AoMmkeH ObiTb Bbl-
paxeH B MUNNUMeETpax (MM).

D.5.3.3.7 OT4eT Nno ncnbITaHuio

OT4yeT Mo UCMbITaHUIO JOSKEH COOTBETCTBOBaThL TpeboBaHuAM D.4 n BKMOYaTb MaKCUMYM, MUHUMYM, cpegHee
W CTaHAapTHOE OTKIIOHEHUS ANIWHbLI YCTPONCTBA NPU KaXKAOM COOTBETCTBYIOLEM ANaMmeTpe. OTU AaHHble JOMKHbI GbITb
npeacTasneHsl B BUuge Tabnuupbl.

D.5.3.4 Otgava (ans ycTpoicTB, pacluMpseMbix 6annoHom)

D.5.3.4.1 Uenb

Lienbto AaHHOro UcnbiTaHUs ABNSETCS onpefeneHne 3Ha4eHns YNpyroi otaadn Nocne packpbITUSA NpoTe3os, pac-
wmnpsembix 6annoHoM (CM. COOTBETCTBYIOLLME NMornoxeHus 7.3.6).

MpumMeyaHue—WenbiTaHue He NpefHasHa4YeHo AN1sl OLIGHKU BCE CMCTEMBI; TEM HE MEHee cUcTema noTpe-
ByeTca ANs packpbITUsi UCMBITYEeMOro npoTesa.

D.5.3.4.2 Matepuansl

D.5.3.4.2.1 OHpoBacKynsipHas cuctema.

D.5.3.4.2.2 BcnomorarternkeHble yCTpOACTBa, HeobxoauMble Ans obecneveHnss COOTBETCTBYIOLLIErO paclUMpeHUs npoTesa.

D.5.3.4.2.3 YcTpoCTBO HaMofHEHUS, LUNPUL, UKW SKBUBASIEHT, CHabXeHHoe cpeaAcTBaMU U3MEpEeHUn faBneHus
€ TOYHOCTbIO * 5 % 3abUKCMpPOBaHHOIO 3Ha4YeHUs1, cnocobHoe noAfepXuBaTh AaBrieHne HanoNHeHus.

D.5.3.4.2.4 2KnakocTb ANA HaNorHeHUs (HanpuMep, Boga KOMHaTHOW TeMnepaTypbl).

D.5.3.4.2.5 ObopynoBaHue Ansi U3aMepeHUs1 AUaMeTpoB (HanpuMmep, MUKPOMETpP, ONTUYECKUWIA NPOeKTop Npoduns,
nasepHbIl MUKPOMETP), CNMOCOBHOE BLIMOMHATL M3MEPEHUs C TOYHOCTLIO + 0,1 MM.

D.5.3.4.2.6 Cpepa c koHTponupyemoii Temneparypoii (37 + 2) °C ans npoTe30B, YyBCTBUTENbLHLIX K pasHuLe ¢dpusno-
Nornyeckoin TeMmnepartypbl U TeMnepaTypbl OKpyXatoLLei cpeabl.
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D.5.3.4.2.7 Taiimep c TOMHOCTBIO + 1 C.

D.5.3.4.3 Ot60p 06pa3uoB

OT160p 0bpa3LioB crefyeT NpOBOAMTL B COOTBETCTBUN ¢ TpeboBaHusaMu D.2.

D.5.3.4.4 Boigepxka nNpu onpefeneHHbIX yCnoBusix

Bblaepxka npu onpeAeneHHbIX YCIOBUSX AOMXKHa COOTBETCTBOBaTL TpeboBaHnam D.3 u Bkrovyats 3arpysky U Bbl-
AEPXKKY NpW ornpeaeneHHbIX YCIOBUSIX.

D.5.3.4.5 Metop ucnbitaHus

Cnepyer pa3paboTaTb METOA UCTILITAHUA HA OCHOBE CReayoWmnX 4eHCTBUIA:

a) HauMHaloT packpbITe NpoTe3a, YToObl caenaTb BO3MOXHBIM paclUMpeHne YCTPOCTRa;

b) HanonHAloT 6annoH AnA pacluMpeHnsa NpoTesa, UCNONb3YA peKOMEHAYyeMoe AaBrneHNe HamMoTHEHUS, U BbiflepXu-
BaloT AaBneHue, 4Tobbl AaTb 6annoHy u nporesy ctabunusupoBatbesa (NpubnusntensHo 30 c);

C) onpefensioT CpefHMiA BHELLHUIA AnaMeTp NpoTe3a B COOTBETCTBYOWMUX 06nacTsx no Bceil ANUHE.

MpuMeyaHue— MaMmepeHns OfHOIN NPOAONBHOW 0BNacTU NpU pasnUYHLIX YIIOBbLIX NOMOXEHUSX MOTYT Mo-
Ka3blBaTb pa3nuyHble pe3yrnsrarhl, U 3TO AOMKHO GbiTb YHTEHO NpU ONPeAeNeHn CPeqHEro BHELHEro AMameTpa;.

d) cnyckatoT 6annoH u yaansatot 6annoHHbIN kaTeTep,

€) patoT npotesy ctabunuaupoBarbes (npumepHo 30 c);

f) noBTOpSAIOT 3Tan c) B Tex xe obnacTsx;

g) BLIYUCHISIOT CpefiHUIA NPOLEHT OTAa4YM B KaXaoi NpoaonNbHON 06nacTu n/unu no Bcei AnNuHe npoTesa, ecriv Npu-
MEHWUMO; BLIMUCHISAIOT OTAaYy NpoTe3a cregytowmum obpasom:

namert — Hnamer i
% Otpava = (D- PranontenHoro 6annoxa a P6annona koHeuHbiii ) 100.

ﬂl'1aMeTpHaI'IOJ'IHeHHOI’O GannoHa
D.5.3.4.6 NpeacTtaBneHune pesynsratos
Otpaava npoTesa AofmkHa ObiTb BhipaxeHa B npoueHTax (%).
D.5.3.4.7 OT14eT No UcnbITaHUto
OTYeT Mo UCTIbITaHUIO JOMKEH COOTBETCTBOBATL TpebosaHNAM D.4 1 BkNto4aTb MaKCUMYM, MUHUMYM, CPEfiHee U CTaH-
[lapTHOe OTKIOHEHWUS U3MEePEHUIA 0TAauM B Kaxa oW NpogonbHoi obnactu u/unu no Bcei AnuHe npotesa, eCnn NpUMEHUMO.

MpuMeyaHune—/na gononHutensHoro pykosogctea cM. ASTM F2079-02 [27].

D.5.3.5 O6Lwas yTedka/npoHULaeMocTb ANa BoAbI

D.5.3.5.1 Uenb

Llenbto AaHHOro UCMLITaHKUA ABMAETCA onpeAeneHne CKOpoCTU YTEYKU BOALI Yepes BECh SHAOBACKYNSAPHLIA NpoTes,
BKIIOYas BCe MOAYIMbHbLIE KOMMOHEHTEI U pacluvpsiowUe yCTpoicTBa (HanpuMmep, MaHXeThbl, NoAB3A0LUHbIE pacluMpuTe-
nn), ecriv NPUMEHUMO, U He3aBUCUMbIE MOAYIbHLIE KOMMOHEHTHI. McnbiTaHne cobpaHHOro npotesa HeobxoAUMo ANsa no-
nyYeHns HdopMaLun, XapakTepusytoLien obLLyto yTeuky. HezaBucMMble UCTbITaHNS NpeHa3HayYeHbl ANsi NONyYeHUs
MHopMaLK 06 yTeukax oTAenbHO B 06nacTsax coefnHeHUs MOAYIbHBIX KOMMNOHEHTOB U MOTYT BbITb NoONe3HsLl Npu onpe-
JeneHnn obnact MakcUMarnbsHOW yTeYku, HanpuMep OTBEPCTUIA LUBa (CM. COOTBETCTBYIOLLME NONMOXEHUA 7.3.4).

D.5.3.5.2 Matepuansl

D.5.3.5.2.1 OHgoBackynsapHbIA NpoTes.

D.5.3.5.2.2 Matepuanbl, nepeuncrieHHble B MMICO 7198, noanyHkT 8.2.3.2, ecnv NpuMeHUMO.

D.5.3.5.2.3 CpegcTtBa cbopa 1 usaMepeHusi obLLel yTeYkn BOAbI Yepes aH40BaCKYNAPHLIA NpoTes.

D.5.3.5.3 Ot6op obpasLos

OT60p 06pasLioB cneayeT NPOBOAUTE B COOTBETCTBUM € TpeboBaHusMu D.2.

D.5.3.5.4 BelgepxKa npu onpefeneHHbIX YCrnoBUsix

BblgepxKa npu onpegeneHHbIX yCroBUSX JOMKHaA COOTBETCTBOBATL TpeboBaHuamM D.3.

D.5.3.5.5 Metog ucnbiTaHus

MenbiTaHus crnefyeT NpoBOAWUTH Ha MpoTe3ax B PacKpbITOM COCTOSHWM, BKIOY@s BCE MOAYIbHbIE KOMMOHEHTb
W YCTPONCTBO PacLUMPEHUs, U Ha KaXOoM OTAEMbHOM MOAYNBHOM KOMMOHEHTE B COOTBETCTBUM C METOAOM, ONUCAHHBLIM
B MCO 7198, nyHKT 8.2.3.

D.5.3.5.6 MNpeacTaBneHune peaynsraTtoB

HomkHa BbITb BblYWceHa Mowaib NOBEPXHOCTU NpoTe3a Unu nioLaab UCNbLITYeMoii NOBEPXHOCTH; obLwas npo-
HWL@eMocTb ANs BoAbl AorKHa ObiTh BepaXKeHa B MUNNUIUTPaX Ha KBajpaTHbIA CaHTUMETP B MUHYTY (MH/CM2/MMH)‘

D.5.3.5.7 OT4eT no ucnbiTaHuo

OTYeT No UCMBITAHUIO JOMKEH COOTBETCTBOBaTb TpeboBaHWAM D.4 1 BknovaTe MakCMMyM, MUHUMYM, CpefHee
W cTaHAapTHoe OTKNOHeHUs obLLeid yTeyukn/npoHnLaemMocTy ANs BoAbI UCMbITYyeMoro obpasua. [lomkHa 6biTk onpegeneHa
U 3acbuKenpoBaHa obnacTb CyLLEeCTBEHHOR yTeuku.

D.5.3.6 [JaBneHune npoxoxaeHus BoAbl

D.5.3.6.1 Llenb

Llenbto AgaHHOrO UCNbITaHUS ABMNAETCA ONpefeneHne AaBfieHNs BOAbl NPU ee NPOXOXAEHNM Yepe3 3HA0BaCKyNsp-
Hble NpoTesbl, BEINOMHEHHbIE U3 HETKaHbLIX MaTepuarnos (CM. COOTBETCTBYOLLUE NONOXeHNUs 7.3.4).

D.5.3.6.2 MaTepuansl

D.5.3.6.2.1 OHgoBackynsapHbI NpoTes.
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D.5.3.6.2.2 Matepuantl, nepeuncrieHHble B UCO 7198, noagnyHkT 8.4.4.2, ecnn NpUMEHUMO.

D.5.3.6.3 Ot60p o6pasLos

Ot6op 06pa3sLioB cneayeT NPoOBOAUTL B COOTBETCTBUM ¢ TpeboBaHuamu D.2.

D.5.3.6.4 Buiiepxka npu onpegeneHHbIX YCIoBUSIX

Bbigepxka npu onpeaeneHHbIX YCIOBUSX [LOIDKHa COOTBETCTBOBATL TpeboBaHuam D.3.

D.5.3.6.5 MeTop ucnbiTaHus

McnbiTaHus cneayeT NpoBoAgUTL B COOTBETCTBUM C METOA0M, onucaHHbeiM B UCO 7198, nyHkT 8.2.4.

D.5.3.6.6 NpeacTaBneHune pesynsraTtoB

[aBneHne Boabl AOMKHO BbITb BbIpaXKeHO B Kunonackansax (ka).

D.5.3.6.7 OT4eT NoO UcnbiTaHuto

OT4YeT Mo UCMbITAHUIO AOIMKEH COOTBETCTBOBaTh TpeboBaHuAM D.4 u BKNOYaTL MaKCUMYM, MUHUMYM, cpefHee
W CTaHfapTHOE OTKNOHEHUS AaBreHUsi BoAbl.

D.5.3.7 MNpoHuyaeMocTb ans Boabl

D.5.3.7.1 Uenb

Llenbto gaHHOro UcnbITaHWS ABMNSETCS onpegeneHne cKopocTU NPOHNKaHWUS BOAb! Yepes CTEHKN 3HA0BaCKYNAPHOro
npoTesa (CM. COOTBETCTBYIOLLME NoMnoxeHua 7.3.4).

D.5.3.7.2 MaTepuansi

D.5.3.7.2.1 OHaoBacKynspHbIiA NpoTes.

D.5.3.7.2.2 MaTepuanbl, nepeuncrieHHble B UCO 7198, noanyHkT 8.2.2.2, ecnn NpUMEHUMO.

D.5.3.7.3 Ot60p ob6pasLos

OT16op 06pasLoB crieayeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHusamu D.2.

D.5.3.7.4 Beigep>ka npu onpegeneHHblX YCroBUsix

BulaepxKa npu onpeaeneHHbIX YCroBMsX A0MMKHA COOTBETCTBOBaTL TpeboBaHuam D.3.

D.5.3.7.5 MeToa ucnbiTaHus

McenblTaHna cnegyeT NpoBOAUTL B COOTBETCTBUM C METOAOM, onucaHHbeiM B UCO 7198, nyHkT 8.2.2.

D.5.3.7.6 NpeacTaBneHne pesynsraTos

HonxHa BbITe BblMMCIeHa NoLajb NOBEPXHOCTM NpoTesa UK Nnowagb UCNbITYEMON NOBEPXHOCTY,; NpoHULae-
MOCTb AN BOALI AOMKHA ObITh BhIpaXXeHa B MUMITMIIUTPaX Ha KBafpaTHLIA CAHTUMETP B MUHYTY (MJ'I/CM2/MMH).

D.5.3.7.7 OT4eT NO UCMbITAHUIO

OT4yeT Mo UCMbITaHUIO JOMKEH COOTBETCTBOBaThH TpeboBaHWAM D.4 W BKMoMaTb MakCUMyM, MUHUMYM, cpeaHee
¥ CTaHAapTHOe OTKIMOHEHWSA U3MEPEHUI NPOHULI@EMOCTU AN BOAbI AN KaXA0ro UcrbiTyemoro obpasua.

D.5.3.8 MNpo4HOCTb Ha paspbiB/NPOYHOCTL B OKPYXXHOM HanpasneHuu

D.5.3.8.1 Uenb

Llensto AaHHOro UCMbITaHWS SBNSETCS OnNpeAeneHne NPOYHOCTU Ha pa3pbiB NPU BO3ASWCTBUM laBIeHNs UK Npoy-
HOCTU B OKPY>XHOM HanpaBfieHM COOTBETCTBYIOLLMX KOMNOHEHTOB UMNNaHTaTa (HanpuMep, Matepuana rpadTa). Moxer
TaKke notpeboBaTLCA OnpeaennuTb NPOYHOCTL Ha pa3spblB U3AENUA B cnydae, koraa o6paboTka MOXET CHUXaTb NPOYHOCTL
(cM. cooTBeTCTRYIOLWME NonoxeHust 7.3.3).

D.5.3.8.2 MaTepuansl

D.5.3.8.2.1 BHAoBackynsApHbIiA NpoTes.

D.5.3.8.2.2 MaTepuansl, nepedncnenHsle B UCO 7198, nognyHkT 8.3.3.3.2 unu 8.3.1.2, ecnu npumMeHnMo.

D.5.3.8.3 Ot60p o6pasuos

OT6op 06pa3sLioB crneayeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHuamu D.2.

D.5.3.8.4 Brifgep:xka npu onpeferneHHbIX YCroBUsix

BblgepxKka npu onpeAeneHHbIX YCNoBUsSX AOMKHA COOTBETCTBOBATL TpeboBaHnam D.3 n BKNoYaTb 3arpysky, Bbi-
L epXKy Npu onpefeneHHbIX YCNOBUSIX U packpbiThe.

D.5.3.8.5 MeTtop ucnbitTaHus

McnbiTaHust cnefyet NPoBOAUTL B COOTBETCTBUM C METOAOM, onnucaHHbIM B UCO 7198, nyHkT 8.3.3.3 unu nyHkT 8.3.1.

D.5.3.8.6 MNpeacTaeneHue pe3ynsraTtoB

MpovHOCTb Ha pa3pbiB Kaxgoro obpasua BeipaxartoT B kunonackansax (kMa). MpoYHOCTb B OKPYXKHOM HanpasneHun
AosmKHa 6bITh BblpaXeHa B KUITOHBIOTOHAX Ha MUIUMeTp (kH/MM).

D.5.3.8.7 OTyeT no ucnbiTaHuto

OT4YeT Mo UCMbLITaHUIO JOIMKEH COOTBETCTBOBaThL TpebosaHuaM D.4 n BknoMaTb MakCUMyM, MUHUMYM, cpeaHee
W CTaHAapTHOE OTKIMOHEHUS NPOYHOCTU Ha Pa3pbiB UM MPOYHOCTU B OKPYXXHOM HanpasneHuu.

D.5.3.9 YcTouMBOCTb K paspyLUeHUio

D.5.3.9.1 Uenb

Llenbto AaHHOIO UCNbITaHUS SBMSIETCA OnpeAeneHne yCUnus, nsMepeHHoro nepneHANKYNApHO K NpoAonbHOMA ocy,
Bbi3biBatoLLero obpasoBaHue gedopmaLymm NOCTOSHHOW BENMHYUHBI UK NOMHOMO pa3pyLUeHUA SHA0BACKYNAPHOro NpoTesa
(CM. COOTBETCTBYOLYMUE NONOXKEHUA 7.3.7).

MpumedaHne— HecMoTps Ha CXOXeECTb UCMbITAHUWA Ha BO3AENCTBME paspylUatowen Harpyskn, nokanbHoe
cXaTue U HarpyxeHue B pagnanbHOM HarnpaBneHUn, OHU OLIeHNBAIOT pasHble napaMeTpbl 3HAONpoTe3a:

- MPU UCNBITAHWA Ha YCTOMYUBOCTD K PaspyLLUEHUIO U3MePSIOT CNOCOBHOCTL NpoTesa BhlgepXuBaTe BO3SHUKHOBEHWE
NOCTOSIHHOW MO BENWYUHE OCTaTOMHOI AedopMaLum No Beel ANUHE YCTPOICTBa;
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- NpW UCMLITAHUM Ha NOKanbHOE CXaThe N3MepsIoT CnocoBHOCTL NpoTe3a NPOTUBOCTOATL 06pa3oBaHNIO OCTaTOM-
HoW AedopmaLum npu NokarnbHOW (HanpuMep, TOYEYHOR) Harpyske;,

- MpW UCMbITaHUKU Ha paaunanbHo HanpaBneHHoe Yeunue onpefensioT HarpysKky Ha cocya OT NpoTesa B packpbITOM
COCTOSIHUW.

D.5.3.9.2 Marepuansl

D.5.3.9.2.1 BHaoBacKynsApHLIA NpoTes.

D.5.3.9.2.2 YHuBepcanbHas MexaHudeckas UcnbltatensHas cucteMa, o6opyoBaHHasi COOTBETCTBYIOWUM AaTHUKOM
CUIbl, CMOCOBHBIM M3MEPSITh CUITY C TOYHOCTBLIO £ 5 % 3ahUKcMpOBaHHOMO 3HAYEHUS C NOCTOSIHHON CKOPOCTBIO CMELLIEHNS.

D.5.3.9.2.3 VcnbiTaTenbHble 3aXKUMbl, CNOcobHbIe 06ecneynTb NpUoXeHne HopMarbHbIX CUM THXKECTU, UMetoLLne
COOTBETCTBYIOLLYIO ATTUHY, LUMPUHY U paccTosiHUe Mexay dukcaTtopamu Ans KpenneHuin CoOOTBETCTBYIOLLEro No pasMepam
ucnelTyemoro obpasua.

D.5.3.9.2.4 Cpepa c KoHTponupyemoi Temnepatypoii (37 + 2) °C ans npoTe3oB, YyBCTBUTENbLHLIX K pasHuLe huano-
Tlormyeckoi TemnepaTypbl M TeMnepaTypbl OKpyXatoLei cpefbl.

D.5.3.9.3 Ot60p o6pasLoB

OT160p 06pasLioB crieqyeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHusamu D.2.

D.5.3.9.4 Brigepxka npu onpefeneHHblX yCnoBusix

BblgepxKka npu onpefeneHHeIX YCroBUAX AOIKHA COOTBETCTBOBATL TpeboBanmam D.3 u BknovaTb 3arpysky, Bbl-
JAepXKy Npu onpefeneHHbIX YCoBUsX U packpbIThe.

D.5.3.9.5 MeToa ucnblTaHus

CnepyeT pa3paboTaTb MeTOf UCMLITAHWSA Ha OCHOBE CrieAYIoLLMX AeHCTBUNA:

a) NoMeLLarT IHA0BaCKYNAPHbLIA NPpoTe3 Mexay ukcatopamu,

b) nsmepsaT AMMHY NCNBITYEMOTO CErMeHTa;

C) CKUMAIOT 3HAO0BACKYNAPHbIA NPOTE3 HENPEepbIBHO UMK CTYNEH4YaTo, UCNOMb3ysA MOCTOSAHHYIO CKOPOCTb CXaTus
(Hanpumep, 200 MM/MUH) [0 Tex NOp, NoKa He NOABUTCA ocTaTodHasl NnacTudeckan AedopMauus unu He npousonget
NofIHoe paspyLlueHue;

d) sanuceiBaloT cuny M COOTBETCTBYIOLLYIO AedopMaLinio, MPU KOTOPLIX NOABNSETCA nnacTudeckas (NOCTOsHHAs)
Aedopmanmsa Unn NPoUCXOAUT NONHoe paspyLLleHue.

MpumMeyaHune— MeTog onpegeneHus cunbl U gecopmaLi, NPU KOTOPLIX NMOSIBRSETCS NnacTudeckas aedop-
MaLus, He onpedeneH B HAcTOSLWeM CTaHAapTe, T. K. 3TOT MeTOA creLmcudeH AN KOHCTPYKLMK OLIEHUBAEMOTO YCTPOACTBA.

D.5.3.9.6 MNpepacTaBneHue pesynsratos

DUKCHPYIOT YCTONYUBOCTE 3HA0BACKYNSAPHOIO NpoTe3a K PaspyLUEHUIO KakK BENUYNHY YCUNNA Ha eAuHULY ASNWHBI
Mo OCU B HbKOTOHAX Ha MunnumeTp (H/MM) U cooTBeTCTBYIOLYIO AedopMaLMio B MUNIIUMETpax (MM), Npu KOTOPOW BO3-
HWKaeT ocTaTodHan nnacTudeckasa gedopManys Unu NPoOUCXoAUT papyLUeHUe.

D.5.3.9.7 OTt4yeT No UCNbITaHUIO

OTYeT No UCnbITaHNIO JOMKEeH cooTBeTCcTBOBaTL TpeboBaHuaM D.4 n BKoyaTh onucaHne MeToga, UCNoNb3yemMoro
ANA onpefeneHnsa yeunua u gedopmauuu, Nnpu KOTOpoi NosiBRsieTcs nractudeckas gedopmMauns. PUKCUPYIOT MaKCUMYM,
MUHUMYM, CpeaHee N CTaHfapTHOE OTKITOHEHUS YCTOWYUMBOCTU K pa3pyLUEHHUIO.

D.5.3.10 MNepekpy4nsaHue/nepernd

D.5.3.10.1 Uensb

Lienbto AaHHOro UCNbITaHMs SBMSIETCS onpefeneHne MUHUMarbHOToO paguyca, KoTophlid MOXET NPUHUMaTL 3HA0BA-
CKyNsipHbIl npoTe3 6e3 nepernba. [JomkHbl 6bITb OLIEHEHBI KaK 9HA0BaCKYNSAPHbLIA NpoTes, BKNOYas BCE MOAYIbHBIE KOM-
MOHEHTLI U YCTPOWCTBA pacluMpeHus (HanpuMep, MaHXeTbl, NOAB3AOLLIHbLIE paclUMpUTEnn), Tak U OTAeNbHbIE MOAYNbHLIE
KOMMOHEHTbLI, €CU NPUMEHUMO (CM. COOTBETCTBYIOLLME NornoxeHus 7.3.5 u 7.3.7).

D.5.3.10.2 Matepuansl

D.5.3.10.2.1 SHpoBacKynsipHbIA NpoTes.

D.5.3.10.2.2 MaTtepuansl, nepeuncneHHsle B UCO 7198, nogpasgen 8.9, ecrnim npUMeHUMO.

D.5.3.10.3 O160p 06pasLoB

Ot60p 06pa3Los cneayeT NpoBOAUTL B COOTBETCTBUM € TpeboBaHusAMU D.2.

D.5.3.10.4 Bulaepxka npu onpeaeneHHbIX YCroBusixX

Bbiaepxka npu onpefeneHHbIX YCNoBUsX AOIPKHa COOTBETCTBOBaTb TpeboBaHuam D.3 n BknioyaTb 3arpysky, Bbl-
AepXKy Npu onpeaeneHHbIX YCIOBUSX U pacKpbITHe.

D.5.3.10.5 MeToa ucnbiTaHus

UcnebiTaHna cnefyer NpoBoAUTbL Ha NpoTe3ax B packpbiTOM COCTOSHUM, BKITOMA@s BCE MOAYSbHBIE KOMMOHEHTHI
M YCTPOWCTBO PacLUMPEHUs], U Ha KaX[OM OTAENbHOM MOAYIIbHOM KOMMOHEHTE B COOTBETCTBUM C METOAOM, ONUCAHHLIM
B UCO 7198, nogpasaen 8.9.

MpumMeyaHne— CerMeHTH YCTPOHCTBA MO BCEl ANUHE MOMYT NOKa3bIBaTh PasfiMiHyIO CTOMKOCTL K nepernby.
MosToMy MOXeT NoTpeGoBaTLCA BLINOSIHEHNE HECKONBKUX M3MEPEHWIA AT MOSHOMO OMMUCaHWS XapaKTepUCTMK YCTPOACTBa.

D.5.3.10.6 MNpeacTaBneHue pesynsraTos
HuameTp/paguyc nepernba AormkeH ObITb BLIpaXKeH B MUNIMMETpax (MM).
D.5.3.10.7 OTy4eT no ucnelTaHnio
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OTYeT MO MCMBITAHUIO JOMKEH COOTBETCTBOBATL TpeboBaHusM D.4 u BKkMoMaTb MakcuMyM, MUHUMYM, cpefHee
W CTaHAapTHOe OTKMOHEHWS AuamMeTpal/paguyca nepernba ucnbityemoro obpasua.

D.5.3.11 JlokansHoe cxartune

D.5.3.11.1 Uenb

Llenbto AaHHOro UCMbITaHUA ABNAETCA onpefeneHne AedopMaLinn YCTPOWCTBa B OTBET Ha NoKanbHOE yeunune cxa-
TN, NPUIOXEHHOE NEPMNEHANKYAPHO K MPOLONBHONM ocK YCTPONCTBA (CM. COOTBETCTBYOLLME NONOXEHUA 7.3.2 1 7.3.7).

MpumeyaHune 1—HecMOTpA Ha CXOXECTb UCTILITAHUIA Ha BO3AEWCTBUE paspyLUatoLLiei Harpyaku, nokanbHoe
cxXartue 1 HarpyxeHve B paguansHOM HanpasneHnn, OHU OLeHWBaIOT pa3Hble NapaMeTpbl 3HAoMNpoTesa:

- NpY UCTIbITaHWUK Ha YCTOMYUBOCTL K PaspyLUEHNIO U3MEPSHOT CMOCOBHOCTL NpoTesa BblgepKWBaTh BO3SHUKHOBEHUE
NMOCTOSIHHOW NO BENWYMHE OCTaTOMHON fedopMaLivu Mo Beel ANMHe YCTPOUCTBA;

- MPW UCTIBITAHWK Ha NoKarbHOE CXaThe U3MEepSIoT CNoCcOBHOCTL NpoTe3a NPOTUBOCTONATL 06pa3soBaHmMio ocTaTou-
HOW fedopmMaLuu Mpu NokanbHON (Hanpumep, TO4EeYHON) Harpys3ke,

- MpW UCNbITaHUK Ha paguansHO HanpaBneHHoe yeunue onpefensatoT Harpysky Ha cocya OT NpoTesa B pacKpbTOM
COCTOSAHUM.

MpuMevyaHune 2—WcnblTaHne He NpefHa3Ha4YeHo ANs OLEHKN BCei CUCTEMBI; TEM HE MeHee cucTemMa notpeby-
eTca AN packpbITUS UCTBITYEMOro rnpoTtesa.

D.5.3.11.2 MaTepuansl

D.5.3.11.2.1 SHpoBackynsipHasa cucteMa.

D.5.3.11.2.2 YHuBepcanbHas MexaHudeckas WCnblTaTenbHan cucTemMa C BO3IMOXHOCTBIO NPUNOXEHWS Harpysku
cxaTusi, obopyaoBaHHasi COOTBETCTBYIOLLMM AaTYUKOM CUSbl, CMTOCOBHBIM N3MEPATL UCKOMOE YCUNNUE C TOHHOCTLIO + 5 %
3adhMKCUMPOBAHHOIO 3HAYEHWS, C MOCTOSHHOW CKOPOCTHIO CMELLIEHUS N COOTBETCTBYIOLUMU 3aKUMHBIMU (huKcaTopamu.

D.5.3.11.2.3 3oHA AnA NpUNoXeHWs cxumaroweil Harpysku. KoHCTpykuMa 3oHAa (Hanpumep, dopMa, nnowjaab
MOMNEepeYHOro CeYeHuns) AOMKHa COOTBETCTBOBATL KOHCTPYKLMU 3HAOBACKYNSIPHOro NpoTesa U BO3MOXHBLIM JTOKarnbHbLIM
YCUIUAM CXaTus in vivo.

D.5.3.11.2.4 ®ukcaTopbl, NpenATCTBYIOLWMUE NOMHOMY PacKpbITUIO CaMOpaCLLUPSAIOLLUXCA YCTPONCTB, €CN NPpU Kiu-
HWYECKOM MCcnosb3oBaHUW TpebyeTcs yBenuieHue pasmepos.

D.5.3.11.2.5 Cpepa ¢ koHTponupyeMon Temnepatypoit (37 + 2) °C ansa npoTe3oB, YyBCTBUTENbHLIX K pa3Hule du-
3MONOrMYECcKoil TeMnepaTtypel ¥ TeMNepaTypbl OKpYXatoLLen cpebl.

D.5.3.11.3 Ot6op obpasLoB

OT160p 06pa3LoB crneayeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHuamu D.2.

D.5.3.11.4 BelgepxKa npu onpeaeneHHbIX YyCrnoBusax

BblgepxKka npu onpegeneHHbIX YCHoBUAX AOMKHa coOTBETCTBOBATL TpeboBaHusaM D.3 n BkoYaTb 3arpysky U Bbi-
LlepXKy Npu onpeaeneHHbIX YCNoBuaAXx.

D.5.3.11.5 MeTog ucnelTaHus

CnepyeT paspaboTaTh METOL MCNBITAHUA HA OCHOBE CNeAYoWUX AeACTBUN:

a) pacKpblBatoT MOAYMbHbIE KOMMNOHEHTLI SHAOBACKYNAPHOro NpoTesa TakuM o6pasoM, 4Tobbl KOHUrypaLus uMu-
TUpoBana KIMHUYecKoe Ucronb3oBaHne (Hanpumep, ecnu TpebyeTcs yBennyeHne pasmepos, MOTyT noTpebosaTbesn huk-
caTopbl, NpefoTBpaLlatoLLMe NomHoe packpbiThe, AN afekBaTHOro MOAENUPOBaHNA NepBOHAYaNbHbLIX YCNOBUI CXaTWUS)
1 noasonsna NpUoXuTb YCUIWE cxxaTUa HENOCPEACTBEHHO K 3HA0BACKYNAPHOMY NpoTesy;

b) cxumaloT aHAOBaCKYNAPHLIA NPOTE3 HENPEPLIBHO UNWU CTYNEHYaTO, UCNONBb3YA MOCTOAHHYIO CKOPOCTL CXaTus
(Hanpumep, 200 MM/MUH), AO Tex Mop, NoKa He NosIBUTCA NNacTU4eckasa fgedopmayna unu He NPOU3oNAET NONHOE pas-
pyLieHue; HeobxoAnMO 3aduKeMpoBaTb 06NACTb NPUMOXEHWUSA HArpy3kn Ha npoTese;

C) 3anuchIBalOT CUMY U COOTBETCTBYIOLLYIO AedopMaLnio, MPU KOTOPLIX NOSBNAETCA NnacTuyeckas (NOCTOAHHAsN)
fedopMaLns U NPOUCXoauT NosiHoe paspyLUEeHue;

d) ecnn CTpyKTypa 3HAOBaCKYyNspHOro npoTesa HECUMMETPUYHA, MOBTOPSAIOT UCNbITAHWE ANSA COOTBETCTBYIOLLUX
obnacTell ycTpoiicTBa, UCNonb3ys HOBOE YCTPOIMCTBO, eCnin HeobXxoauMo.

MpuMedaHne— Meroa onpeaenenus ycunusa u aecdopmanum, Npu KOTOpbIX NOSBNAETCA NnacTU4eckan fe-
dopmauys, He onpefeneH B JaHHOM HacTosILeM CTaHAapTe, T. K. 3TOT MeToA cneuynduyeH Ana KOHCTPYKLUN oLeHuBae-
MOro yCTpONCTBa.

D.5.3.11.6 MNpegcTaBnexune pesynsraTtoB

Yeunue cxatus oKHO 6biTb U3MepeHo B HbloToHax (H), Aedopmayna — B MunnuMeTpax (Mm), nnowaab 3oHaa
ANS ©KaTUA — B KBaApaTHbIX MUNTMMeTpax (MM<).

D.5.3.11.7 OT4eT No UcneiTaHuio

OTYeT No UCMLITAHUIO LOMKEH cOOTBETCTBOBaThL TpeboBaHUAM D.4. DUKCUPYIOT MakCcMMyM, MUHUMYM, cpegHee
W CTaHAapTHOe OTKIMOHEHWS ycunus cxXaTus U gedopMauumn Ans Kaxaoi ucneityemoin obnactu, obnacte NpUnoxeHus
Harpysku U KOHCTPYKLWIO 30HAa (HanpumMep, dhopMy, nnoLyaab NonepeyHoro cedeHuns). Cneayer 060CHOBaTL KONUYECTBO
1 pacnonioXXeHne 30H NPUNOXEHUS Harpy3Ku.

D.5.3.12 MpoAaorbHas NPOYHOCTL Ha pacTskeHue

D.5.3.12.1 Uenb

Liensto gaHHOro UcnbiTaHWs SBNSETCA onpeAerneHne NPoAoNbHOW NMPOYHOCTU Ha paspbiB OTAENbHLIX MOAYMbHBIX
KOMMOHEHTOB SHAOBACKYNAPHOro NpoTesa (CM. COOTBETCTBYIOLME nonoxeHus 7.3.3.6).

D.5.3.12.2 Matepuansl
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D.5.3.12.2.1 SHAoBackynspHel NpoTes.

D.5.3.12.2.2 MaTepuansl, nepevncneHHsle B UCO 7198, noanyHkT 8.3.2.2, ecnn npUMeHUMO.

D.5.3.12.3 Ot60p obpasLoB

OT160p 06pa3uoB cregyeT NPOBOAUTL B COOTBETCTBMU ¢ TpeboBaHusamu D.2.

D.5.3.12.4 Buigepxka npu ornpeaeneHHbIX YCrnoBusax

Brelgepxka npu onpegeneHHbIX YCroBUAX JOMMKHA cOOTBETCTBOBaThL TpeboBaHusaM D.3 u BkniovaTb 3arpysky, Bbl-
LepXKy Npu onpeAeneHHbIX YCINOBUAX U packpbITUE.

D.5.3.12.5 MeTog ncnbiTaHus

WMcnblTaHua cnegyeT NpoBoAUTL B COOTBETCTBUM C MeTogoM, onucaHHbiM B UCO 7198, nyHkT 8.3.2. [Ina gaHHOro
UcnblTaHus formkHa bbITb onpefeneHa MUHUMMarnbHas Harpy3ka, Bbi3blBatoLLasi NOBPEXAEHUS, @ HE Harpyska npu nnacrtm-
Yeckoi AecdopmMaLum Unm paspyLleHum.

D.5.3.12.6 MNpepgcTaBneHune pesynsraToB

MpoaonbHas NPOYHOCTL Ha pacTsKeHWe JoMkHa ObITb BbipaXeHa B HbtoToHax (H).

D.5.3.12.7 OT4eT No ucnbiTaHuto

OTYeT Mo UCMBLITaHWUIO JOMKEH COOTBETCTBOBATL TpeboBaHuaM D.4 u BknouaTb MakKCUMYM, MUHUMYM, cpefiHee
W cTaHAapTHOE OTKIOHEHWUA NPOAONbHON NPOYHOCTU Ha pacTsKeHWe ANS Kau[oro MOAYNLHOro KOMMOHEHTa, NpoLues -
LIero UcnblTaHue.

D.5.3.13 YcTo4mMBOCTb K CMELLEHUI0

D.5.3.13.1 Llenb

Llenbto faHHOro UcnblTaHus SBASIETCSA ornpeAernerHune cubl, He06XoaMMOI ANsi CMeLLeHUs NpoTe3a BHYTPU Mozenu
apTepuu. 3TO UcnbITaHME NO3BONAET NMOMYYUTH OLIEHKY YCTOWYMBOCTU K CMELLEHNIO B COCYAMCTOM pycne, obecnevnsae-
MO/ MexaHW3aMaMu uKkcalmm npoTesa, HarnpuMep, HanmumueM cneuuanbHbiX pukcaTopoB, dpukcauuen paguansHon cu-
1O (CM. COOTBETCTBYIOLLME NONOXeHUA 7.3.2).

MpuMedaHune—[JaHHoe UCMbITaHWE He NpeAHa3HauYeHO ANS OLEHKU BCei cMCTEMBI; TEM He MeHee cucTeMa
noTpebyeTcs ANA pacKpbITUA UCTILITYEMOro NpoTesa.

D.5.3.13.2 Matepuankl

D.5.3.13.2.1 SHpoBackynsipHas cucteMa.

D.5.3.13.2.2 BcnomMoraTtenkbHble yCTpOWCTBa, HeobxoAuMbIe ANA NOMOLWM NPU PacKpLITUA B COOTBETCTBUU C UH-
CTPYKUMER NO sKcnnyaTauunu.

D.5.3.13.2.3 Mogenb apTepun unuM Mogens cocyfa AMaMeTpoM, ANNHOW U C MEXaHUYEeCKUMU CBOICTBaMM, COOT-
BETCTBYIOLMMMW KOHCTPYKLMM SHAOBACKYIAPHOro npotesa (Hanpumep, ANa COOTBETCTBUA WMnam/3alenam).

D.5.3.13.2.4 YHuBepcanbHas MexaHu4deckas UcneitatesibHasi cuctema, obopyfoBaHHasi COOTBETCTBYIOLLUM AaTyun-
KOM Harpysku unu curnoBbIM AaT4UKOM, CNOCOBHLIM U3MEPATL YCUMUA € TOYHOCTLIO 5 % 3aUKCUPOBaHHOIO 3HAYEHUS.

D.5.3.13.2.5 UcnbiTaTenbHble npucnocobneHns — cukcatopel, cnocobHble HafeXXHO UKCUpPOBaTbL MOAENL apTe-
pWA 1 NCMbITYEMBINA NpOTes.

D.5.3.13.2.6 Cpepa ¢ KoHTponupyemoi TeMnepatypoii (37 + 2) °C Ans npoTes3os, YyBCTBUTENbHLIX K pasHuue du-
310M0rMYecKoil TeMnepaTypbl M TeMMepaTypbl OKpyXatowen cpeabl.

D.5.3.13.3 OT60p 06pasuos

OT160p 06pa3LoB crieayeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHusamu D.2.

D.5.3.13.4 Brlgepxka npu onpefeneHHbIX ycnoBusax

Bblgepkka npy onpeaeneHHbIxX YCroBUAX A0MMKHa COOTBETCTBOBaTL TpeboBaHusamM D.3.

D.5.3.13.5 MeTog ucnbltaHus

CnepyeT paspaboTaTk METOL UCMLITAHUSA Ha OCHOBE CrieAyoLUX AeiACTBUIA:

a) packpblBaloT 9HAOBAaCKYNAPHLIA NpoTe3 B Mogenu aptepun B cootBeTcTBUM ¢ UNMTT Takum obpasom, 4Tobbl Anun-
Ha npoTe3a BHYTpU apTepuyn Gblna NnpuMepHO paBHa MUHUManbHOR pekomeHayemon B UMM anuHe (HanpuMep, Kak 30Ha
KpenneHus, AnNuHa Wwewn);

b) sakpennstoT o6pasel B UcnbiTareNbHOM NpucnocobneHun (pukcatopax),

C) UCMosb3ys NOCTOAHHYIO CKOPOCTb pacTsKeHUs (06bIYHO oT 50 fo 200 MM/MUH), BbIAEPrUBAIOT 3HA0BACKYNAPHLIN
npoTes3 U3 MoAENU apTepun U PUKCUPYIOT 3HAYEHNE MaKCUMArbHOro YCUnus.

MpHUMeyaHne—Ha ycToUMBOCTb K CMELLEHNIO MOTYT BIUSIT U3BUTOCTb U 3a6oneBaHns cocyaoB. [ns oueH-
KV BIIMAIHWA COCYANCTLIX haKTOPOB Ha yCTOMYMBOCTD K CMELLEHNIO MOTyT 6biTh NpoBeAEHb! AONONHUTENbHLIE UCNBITAHNUS
W UccnegoBaHns.

D.5.3.13.6 MpeacTaBreHve pesynsratos

Yeunue, xapakrtepusyroLlee yCTOWUMBOCTL NpoTe3a K CMeLLEHUo, CneayeT U3MepaTb B HbtoToHax (H). AnuHa npo-
Tesa BHYTPU MOAENN apTepumn AoMKHa ObITb BLIpaXeHa B MUITITUMETPax (MM).

D.5.3.13.7 OT4eT Mo ucneITaHnto

OT4YeT No WCNbITaHUIO AOMKeH cooTBeTcTBOBaThL TpeboBaHuAM D.4 u BkNYaTb MakCUMyM, MUHUMYM, cpefiHee
W CTaHJapTHOE OTKITOHEeHUS CUMbl, XapakTepu3sytowWwei yCTOWYMBOCTE K CMeLLeHuio. CneayeTt onpeaennTb ANUHY NpoTesa
BHYTPU MOAENUN apTepuu.

D.5.3.14 UcnbiTaHne Ha OTPLIB ANt MOAYSbHBIX KOMMOHEHTOB (MNWU NEPEKPLIBAIOLUXCA SHAONPOTE30B)

D.5.3.14.1 LUenb
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Llenbto AaHHOrO UCNbITaHUA ABNSIETCA ONpEAEreHne ycunus, HeobxoauMoro Ana oTAENEHUS MOAYNbHBIX KOMMO-
HEHTOB OT SHAOBACKYNAPHOIO NpoTe3a UMW AN pasfeneHus nepekpbisatowux Apyr gpyra SH4ONPOTE30B B packpbiTOM
COCTOSIHUM (CM. COOTBETCTBYIOLME NONoXeHus 7.3.5).

MpuMedaHune— [laHHoe UCTbITaHNE He NpefjHa3HaYeHo AN OLEHKN BCell CUCTEMBI, TEM He MeHee, cUcTema
noTpebyeTcsi ANA pacKpLITUS UCTILITYEMOrO NpoTesa.

D.5.3.14.2 Matepuansl

D.5.3.14.2.1 SHpgoBackynsipHas cuctema.

D.5.3.14.2.2 BcnoMoratenbHble YCTPOUCTBaA, HeobxoAumble ANS NOMOLUW NPU PacKpbiTUW B COOTBETCTBUU C WUH-
cTpykuuei no akcnnyartauyuu (UMM).

D.5.3.14.2.3 YHuBepcanbHasa MexaHuyeckas UcnbiTaternibHas cuctema, 060pyaoBaHHas cOOTBETCTBYIOWUM AaTHu-
KOM CUNbl ANSA U3MEPEHUSs YCUIUIA C TOUHOCTLIO + 5 % 3ahMKCUPOBAHHOIO 3HAYEHWUS, NOCTOAHHON CKOPOCTBLIO CMELLEHNS
M COOTBETCTBYIOLMMU 3a>KMMHBEIMW NPMCNOCOBneHnsMMm.

D.5.3.14.3 Ot60p obpasLoB

Ot6op 06pas3sLioB crieyeT NPOBOAUTL B COOTBETCTBUM ¢ TpebosaHuamu D.2.

D.5.3.14.4 Buigepxka npu onpeaeneHHbIX YCroBUsixX

Brlgepxka npu onpegeneHHbIX yCnoBusiX 0MKHa COOTBETCTBOBaTL TpebosaHuam D.3. [ina npoTesos ¢ maTepua-
namu, CBOWCTBA KOTOPbLIX YyBCTBUTENbHBI K pasHuLie pM3Monornyeckon TemnepaTypbl  TeMnepaTypbl OKpyxXatowen cpe-
Abl, cnefyeT UCNonb3oBaTh Cpefbl C KOHTPONUpyeMoid TeMnepaTypoi. McnbiTaHnUs cnegyeT NPoBOAUTL B XWUAKOW cpeae,
€Cfn 3T0 MOXET oKa3aTb BIIUSHWE Ha ycunne, HeobxoauMoe ANs OTAENESHNSA MOAYNbHBIX KOMNOHEHTOB.

D.5.3.14.5 Metop ucnbiTaHus

Cnegyert paspaboTaTb MeTOZ UCMbITaHUSA HA OCHOBE CrefyoWmnX AeUCTBUIA:

a) packpbiBatoT/cobupaloT MoAYIbHLIE KOMMOHEHTLI NMPOTE3a UNWU NepeKpbiBaloWNeca NpoTe3bl B COOTBETCTBUM
¢ UMM, AnWHa 30HbI NEpeKpLITUS MEXAY MOAYIbHEIMA KOMIMOHEHTAaMU UNU NPOTE3aMn A0SKHa ObiTb NPUBNU3UTENBHO
paBHa MUHUMarbHOW pekomeHgyemoit B UMMT.

MpumeyaHue— HeobxoguMo yuMTHIBaTL UCMONB3OBAHUE BHELLHWX OrpaHU{nUTEnNeil BOKPYr UNKU Ha MOAYnb-
HbIX COEMHEHUSIX UK 30HaX NEPEKPLITUS NPOTE30B, ECITM MPUMEHUMO (TaK, 06NacTb NEPEKPLITUA MOXET HAXOAUTLCA BHE
NpoTe3upyeMoi 30HbI aHEBPU3MbI). OrpaHUYUTENU He crielyeT UCTOoNb30BaTh, €CNU COeAUHEHUA MOAYNBHLIX KOMMNOHEH-
TOB UMM 30Ha NEPEKPLITUSA NPOTE30B pacnornoXeHbl B Npefenax o6nactm aHeBpU3MbI;

b) ncrnonb3ys NocToAHHYHO CKOPOCTL pacTskeHUs (06bIYHO oT 50 0 200 MM/MUH), PacCCOSANHAIOT MOAYNbHBLIE KOM-
MOHEHTBI 1 OMpefensatoT 3HaYeHne MakCMManbHOro yCunus,
C) NMOBTOPSAIOT UCMbITaHWE ANSA BCEX COefUHEHWUA MOAYNBHBIX KOMNOHEHTOB, BKIIOYas MaHXeThl U pacLUUpUTenu.

Mn pnMedaHne — Ha BEJTUHYUHY ycunua pasgeneHns Mo4yrbHbIX KOMNOHEHTOB WUITU NMPOTE30B MOryT BNUATb
W3BUTOCTM CcOCYAOB MexXAy KOMMoHeHTaMu. [Ansa oLeHKU BNUsHUA N3BUTOCTEN Ha BETMYUHY MCKOMOIO YCUINUA MOryT ObITb
npoBeAeHbl AONONMHUTENbHBIE NCNBITAHUA UKW UCCeaoBaHUA.

D.5.3.14.6 MNpegcTaBneHue pesynsraToB

Yeunue AomxkHo GbITb BblpaXeHo B HbtoToHax (H). CkopocTb pasgeneHns — B MUIUMETPpax B MUHYTY (MM/MWH).
OnuHa coefMHeHNA N NepekpeITUS — B MUNITMMETPax (MM).

D.5.3.14.7 OT4eT No UcnbITaHuo

OTYeT Mo UCMbITaHUIO AOSHKEH COOTBETCTBOBATL TpeboBaHuAM D.4 1 BKItouaTk MakcMMyM, MUHUMYM, CPEAHEe 1 CTaH-
[apTHOE OTKIIOHEHWS CUMbl, XapaKTepU3ytoLLeil yCTOWYMBOCTD K CMELLeHUIo. [nuHa npotesa BHYTPU MOLENbHON apTepum
JomKkHa BbITb N3MepeHa.

D.5.3.15 PagunansHoe ycunue

D.5.3.15.1 Lenb

Lienbto AaHHOTO UCMbITAHUA SBNSETCS onpefeneHne paguarnbHbiX YCUIWA, Bbl3BaHHbIX caMopacLUUpAOLUMACS
“MnnaHTatamu, B BUAe PyHKUMM OT AUaMeTpa UMNMaHTaTa npyu pacluMperinn 1 cxaTum nocneaHero (CM. COOTBETCTBYHO-
Lue nornoxeHusa 7.3.2 n 7.3.7).

MpumevaHune 1—HecMoTpsA Ha CXOXKECTb UCMNbITAHUIA Ha BO3AENCTBUE paspyLUaroLLe Harpysku, nokansHoe
cxartue v HarpyxeHve B paguanbHOM HanpaBeHn, OHU OLIEHWBAIOT pa3Hbie NapaMeTpbl 3HAoMNpoTesa:

- NpW UCTbITaHWUK Ha YCTONYNBOCTb K PaspyLUEHNIO U3MEPSIOT CMOCOBHOCTL NpoTe3a BblgepXKMBaTb BOSHUKHOBEHME
NMOCTOSAHHOW MO BENWYMHE OCTaTOMHOW JedopMaLiMi No BCel AnNnHe YCTPONCTBE;

- MpW MUCMbITAHUM Ha NOKanbHOE CXXaTue U3MEPAIOT CNOocoBHOCTL NPOTe3a NPOTUBOCTOATL OOPa30BaHUIO OCTATOY-
HOW fecopMaLMmn Npu NoKanbHOW (HanpuMep, TOYEYHOR) Harpyske;

- NPV UCMblTaHWW Ha paaunanbHO HanpaBneHHOe YCUrne onpefenstoT Harpyaky Ha cocyd OT npoTesa B pacKpbl-
TOM COCTOSHUM.

MpumedvyaHune 2 — VcnblTaHne He NpeAHa3Ha4YeHo 4MA OLEHKN BCEA CUCTEMBI; TEM HE MeHee cucTemMa no-
TpebyeTca ANs pacKpbITUSA UCMLITYEMOro npoTesa.

D.5.3.156.2 Matepuansl
D.5.3.156.2.1 SHpoBackynspHas cucrema.
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D.5.3.15.2.2 YHuBepcanbHasa MexaHu4Yeckas UcneiTatenibHas cucteMa, obopyaoBaHHas COOTBETCTBYIOLUM AaTyu-
KOM cUnbl, CNOCOBHBIM U3MEPSATL YCUNUA C TOMHOCTLIO + 5 % 3adMKCUPOBAHHOTO 3Ha4YeHUsi, C MOCTOSHHON CKOPOCTbLIO
CMelLieHNs 1 COOTBETCTBYHOLLIMMU 3aXUMHBIMU NpUCNocoBneHnaMm Ansa dukcaumm.

D.5.3.15.2.3 Pacwmpsiolime 1 cxumarome XoMyThl/UKcaTopbl B BUAE ABYXCTBOPYATLIX 32XUMHBIX YCTPOACTB,
V-o6pasHble Broku unu ycTporcTBa ANS HarpyXeHUs B OKPYXHOM HamnpaBfieHuu, Takue Kak XOMyTel Unu netnu. Oua-
MeTp/pasmepbl PUKCHUPYHOLLIMX NPUCNOCOBNEHNIA JOMKHBI COOTBETCTBOBATL pasMepam 1 hopMe UCTLITYEMOro UMNMaHTaTa.

D.5.3.15.2.4 Cpepa c koHTponupyemMoii TeMnepatypoit (37 + 2) °C ANs NpoTe3oB, YyBCTBUTENbHLIX K pasHuLe du-
31OMOrM4ecKon TeMnepaTyphbl M TeMnepaTypbl OKpYXKaroLel cpegbl.

D.5.3.156.3 Ot60p obpasLoB

OT160p 06pasLioB crieqyeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHusamu D.2.

D.5.3.15.4 Brigepxka npw onpeaeneHHbIX ycrnoBusix

Bblgepxka npu onpeAeneHHbIX YCroBUAX [OSKHa COOTBETCTBOBaTb TpeboBaHusaAM D.3 W BKMAYaTb BbIAEPKKY
npu onpegeneHHbIX yCrIoBMsX.

D.5.3.15.5 MeTog ucneitaHms

Cnepyet paspaboTaTb METOL UCMLITAHWUS Ha OCHOBE CriefyHoLnX 4eACTBUIA:

a) ucnelTaHne [OMKHO NMPOBOAWUTLCS B COOTBETCTBYHOLEN oBnacTu [HanpuMep, 3oHa(bl) hukcauun] 4na Kaxaoro
YCTPONCTBA,

b) packpblBatoT aHL0BaCKYNSAPHEIA NpoTes B dhukcaTopax TakumM o6pasoM, YTobbl HauasbHbli AnaMeTp 6bin MeHb-
L€ UM paBeH MUHUMarbHOMY fUaMeTpy Cocyaa, YKasaHHOMY B MHCTPYKLMUW MO NPUMEHEHWIO,

C) N3MepsIoT pagnanbHoe yeunue kak oyHKLMIo AnameTpa npu pacluvpeHn UMnnaHTaTa 40 MakcUManbHoro yka-
3aHHOro AnameTpa COCyAa; YMCIO HarpyXXeHuid U CKOPOCTb HarpyXeHUs LOSKHel ObiTb TakuMK, YTOOLI pesynsraThbl Obinu
CTaTUCTUYECKUN 3HAYUMBI;

d) usmepstoT paguaneHyto cUny kak yHKUUIO SuameTpa Npy CKaTu UMnnaHTata 40 MUHUMAaIbHOMo yKa3aHHOro
fLnameTpa cocyfa; YMCIO HarpyXeHuid U CKOPOCTb HarpyXeHUst JormKHbl 6bITb TakKUMKU, YTOBLI peaynbTaThl 6bInKu cTaTucTmu-
YeCcKN 3Ha4YUMBI.

D.5.3.15.6 MNpepcTaBneHune pesynsraToB

PaguanbHoe ycunue JOMKHO ObiTb BbIPaXXEHO B HBIOTOHAX Ha eauHULY ANWHbl B MunnumeTpax (H/mm). JomkHa
6bITb onpezeneHa AnvHa NpoTesa BHYTPU (OMKCaTOPOB.

D.5.3.15.7 OT4eT No ucnbiTaHuo

OT4eT No UcnbITaHMIo OMKEH cooTBETCTBOBaTL TpeboBaHuam D.4 u Bkno4aTe onMcaHue UCMbITaHHOTO MOTOXEHUS
(nonoxeHuid) NpoTesa, MUHUMYM, MGKCUMYM, CpeiHee U CTaHAapTHOe OTKNOHEHUA pagnuanbHON CUIbl NPU MUHUMaNbLHOM
¥ MakcuMarnbHOM AuameTpax ANs Kax[oro UCNbITAHHOro pasMepa ycTponcTea.

D.5.3.16 lMpo4HOCTE NP MHOFOKPaTHOM NpoKone (4NA apTePMOBEHO3HOro A0CTYyNa)

D.5.3.16.1 Lenb

Llenblo AaHHOro UCnbITaHUS ABMNAETCA onpeAereHne NPOYHOCTU SHAOBACKYNSPHOIO NpoTe3a Nocne MHOroKpaTHbLIX
NPOKOSIoB UrMON ANS Auanusa (CM. COOTBETCTBYOLLMUE NonoKeHus 7.3.3).

D.5.3.16.2 MaTepuansl

D.5.3.16.2.1 SHpoBackynapHLIA NpoTes.

D.5.3.16.2.2 MaTepuansl, nepe4ncneHHsle B MICO 7198, nognyHKT 8.3.4.2, ecnun npuMEHUMO.

D.5.3.16.3 Ot60p 06pasLios

OT160p 06pa3LioB crneayeT NpoBoAUTL B COOTBETCTBUU ¢ TpeboBaHusiMmu D.2.

D.5.3.16.4 Bblgepxka npuw onpeaeneHHbIX YCroBusiX

Bhigepxka npw onpeaeneHHbIX YCNoBUAX AOMMKHa COOTBETCTBOBATL TpebosaHusaM D.3.

D.5.3.16.5 MeTog ucnbiTaHus

MenblTaHuA cnedyeT NpoBOAWUTL B COOTBETCTBUM C METOLOM, onucaHHbiM B UCO 7198, nyHkT 8.3.4.

D.5.3.16.6 MNpepgcTaBneHne pesynsraToB

MpoYHOCTL A0 W NOCHe NPOKONOB AOMKHa ObITb BelpaXkeHa B eAuHuLax, onpegeneHHbix B MUCO 7198, nyHkT 8.3.4.

D.5.3.16.7 OTYeT No nUcCnbITaHUo

OT4YeT NO WCMbITAHUIO AOMKEH COOTBETCTBOBaThb TpeboBanuAM D.4 u BkniovyaTe MakCMMyM, MUHUMYM, cpefiHee
W CTaHJapTHOE OTKNOHEHUsI MPOYHOCTM [0 U Nocne Npokonos obpasla uMnnaHTara.

D.5.3.17 MpoYHOCTb CTeHTa/cUCTEMbI KpENSIEHWA NpU KpenreHnu rpadta

D.5.3.17.1 Lenb

Liensto AaHHOro UCNbITaHWUA ABNAETCS onpeAeneHne NPOYHOCTU PUKCaLMn UNW COEANHEHUA MeXAY MaTtepuanom
rpadpta v CTEHTOM UMK CUCTEMOIA KpenneHns (CM. COOTBETCTBYIOLLME NOMOXeHMs 7.3.3 HacTosILero cTaHgapTa).

D.5.3.17.2 MaTepuansl

D.5.3.17.2.1 SHAOBacKynNApHLIA NPOTE3 UMW y4aCcTOK MpoTe3a, OCHALLEHHBIA CUCTEMOW KpEMIEHUS, UCMONb3yeMOM
B UCMbLITYEMOM YCTPOWCTBE.

D.5.3.17.2.2 YHuBepcanbHas MexaHn4deckas ucnbitatenbHas cucteMa, obopyfoBaHHas COOTBETCTBYHOWUM AaT|HK-
KOM cunbl, COCOBHBIM U3MEPSAT YCUMUA C TOYHOCTLIO * 5 % 3adUKCUPOBAHHOTO 3Ha4YeHMUs, C MOCTOAHHON CKOPOCTLIO
CMeLLEeHNA U COOTBETCTBYHOLLIMMU 3aXUMHBIMU cpukcaTopami.

D.5.3.17.2.3 MexaHu3m durKcaLym, COOTBETCTBYIOLLUMIA MeToAy(aM) KpenneHns U BEpOATHEIM YCUITUAM in vivo.

D.5.3.17.2.4 Cpepa c koHTponupyemoi TemnepaTypoid (37 + 2) °C fna CoeAVHEHWA, YyBCTBUTEMBHLIX K TeMnepaType.

D.5.3.17.3 OT60p 0GpasLoB

OT60op 06pasLoB cnepyeT NPoOBOLUTL B COOTBETCTBUM ¢ TpebosaHusamu D.2.
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D.5.3.17.4 Beigep:Kka npu onpegeneHHbIX yCnoBusx

Bblgepxka npu onpeaeneHHbIX YCroBUSAX AOMKHa cooTBeTCcTBOBaTh TpeboaHnam D.3 u BknkovaThk 3arpyaky, Bbl-
LlepXKy Npu onpeaeneHHbIX YCNOBUAX U pacKpbIThe.

D.5.3.17.5 MeTog ncnblTaHus

Cnepyet pa3paboTtaTb MeTOf UCMbITAHWUSA Ha OCHOBE crefyolwunx AeNCTBUN:

a) cukeupytoT obpasel B UCTIbITATENIbHOM huKcaTope(ax);

b) NpuknageiBaloT Harpysky kK coeguHEHo, UCMOomb3ys MOCTOAHHYO CKOPOCTE CMeLLeHus (Hanpumep, 200 MM/MWH),
N pUKCUPYIOT yeunue, HeobxoanMoe AnNA Hadana OTAeNeHUss KOMNOHEHTOB, U 3HaYeHWe MakKCUMarbHOro ycunus, Heob-
XOAUMOr0 ASiA MOMHOro OTAENEHUss KOMMOHEHTOB; €CIU B KOHCTPYKLIMKM yCTpoiicTBa ncnonb3yeTcs 6oree ogHOro MeToaa
UK METOA KN KpenneHns, AoMmKHbI BbITb OLieHEHbI BCE METOALI.

D.5.3.17.6 MpeacTaBneHve pesynsraToB

Yeunus formkHbl ObiThb BeipaxeHsl B HbtoToHax (H). MoxeT okasaTbca Heo6xogMMeIM HOPMUPOBaTE pesynkTarT, Ha-
npuMep no nnowaau, AnuHe, YUcny Todek pukcaluu.

KauecTBEHHO OLeHMBALOT U PUKCUPYIOT BUE OTKasa (HanpuMep, paspbiB NOKPLITUA, 0OpPLIB HATU, pasfeneHue
CoeIUHEHUNA).

D.5.3.17.7 OT4eT No ucnelTaHuto

OT4eT Mo MCMbITaHWIO AOMKEH COOTBETCTBOBATh TpeboBaHuaM D.4 1 BKItoYaTk BUA OTKasa 1 MUHUMYM, MakCUMYM,
cpefHee n cTaHAapTHOe OTKIOHEHUs cunbl, HeoBxo4WMOW ANA Hadvana OTAENEeHUs KOMMNOHEHTOB, W MUKOBOrO YCUIUS,
HeoBX0AMMOr0 A1 NMOSHOTO OTAEMNEHUA KOMNOHEHTOB. OTUET MO UCTILITAHMIO JOMKEH TakKe BKNHOYaTh OLIEHKY BaXHOCTH
pe3ynsraTtoB AN LEeNoCcTHOCTW npoTesa.

D.5.3.18 OueHka Koppo3um

D.5.3.18.1 Uenb

Llenblo AaHHOA OLEeHKM ABNSAETCH OLeHKa NOABEPXEHHOCTU METaNUYecKUX KOMNOHEHTOB NpoTe3a KOPPO3UM B Mo-
fenvpyemon husnonornyeckoi cpefe B Te4eHue npegnonaraemMoin NnpofomKUTENbHOCTU UMMNNaHTaLUmW (CM. COOTBETCTBY-
toLme nonoxexus 7.3.3).

D.5.3.18.2 MaTepuansi

D.5.3.18.2.1 OHAoBacKynsApHLIA NPOTE3 UMM COOTBETCTBYIOLLME UCMbITaTENbHbIE 06pasLbl NpoTesa B BUAE, Hanpu-
Mep, CEerMeHTOB, Y3I10B, KOMMNOHEHTOB U Np.).

MpuMedaHue— UcnbiTaTenbHble 06pasLibl JOMKHEI COOTBETCTBOBATL BUAY OLEHUBAEMOI KOPPO3UMN (Hanpu-
Mep, KOHTaKTHasi, ToueuHasl, (PPETTUHr-KOPPO3US, ANEKTPOXUMUYECKES).

D.5.3.18.2.2 MaTtepuansbl, annapatypa ¥ yCroBUsi UCTILITaHWUA, onpegeneHHble B BbIBpaHHOM ANst AaHHON OLEHKM
MeTofe UCTbITaHMS.

D.5.3.18.2.3 CooTBeTCTBYOLME KOHTPONbHbLIE 06pas3Lpl.

D.5.3.18.3 OT60p 06pasLios

Ot6op 06pa3LioB creayeT NPOBOLUTL B COOTBETCTBUU ¢ TpeboBaHusmu D.2.

D.5.3.18.4 Buigepxkka npu onpeaeneHHbIX YCroBUsaX

BblgepxKa npu onpefeneHHbIX YCNoBusIX AOMKHa COOTBETCTBOBaTh TpebosaHuam D.3 u BknovaTb 3arpysky, Bbl-
LepXKy Mpu onpefeneHHbIX YCroBUSAX U packpbiTue. [ns ucnbitaternbHelX 06pa3sLoB U3 MeTanma oueHUuBaeMbli B, Me-
Tanna AoXeH NoaBepraTbcA BCeM BUaM NPOU3BOACTBEHHLIX M TEXHONOMMYECKUX BO3AEUCTBUIA, a Takke BO3feACTBUAM
Ha NOCTNPOW3BOACTBEHHOM 3Tarne, TakuM Kak OuMCTKa, NOMbIBKA, CyLUKa W p.

D.5.3.18.5 MeToa ucnbITaHus

CnepyeTt pa3paboTaTb METOA MCMBITAHUSA HA OCHOBE CMEAYOLMX AeACTBUNA:

a) OLEHMBaKT BCe MeTamnfMyeckne KOMMOHEHTb WMMNMaHTara, WCMomnb3ys COOTBETCTBYIOLWE METOAbI UCTIbITaHUS
N OLEHKW KOPPO3UW; B criydae ecni KIWHUYECKN BO3MOXEH KOHTaKT pa3fUYHbIX METarsoB, OHWU JOMKHbI HaXOAUTLCA B Ta-
KOM K€ KOHTaKTe Npu oLieHKe (Hanpumep, MeTarfMYecknii CTEHT MOXET ObITb pasMeLLieH BHYTPY 3HA0BACKYNAPHOro nporesa).

MpuMedaHune— OueHka KOPPO3UU BKITIOYAET, HO He OrpaHUYMBAETCS, OLEHKY pesynsTaToB UCnbITaHus, 06-
30p NUTEpaTypbl K Y4ET UCTOPUHECKM U3BECTHBLIX KIUMHUYECKUX XapaKTepucTMK OLiEHUBaEMLIX MaTepuanos. PykosogcTea
Mo OLeHKe KOPPO3UM MOXKHO HalTU B pa3nUYHbLIX UCTOMHUKaX (Hanpumep, Hay4Hoii nuTepatype, y4ebHUKax, cTaHaapTax,
HOPMaTUBHBIX PYKOBOASALLMX [OKYMeHTax). Bubnuorpadus BKIOYaET Takke CMUCOK CCINIOK, OTHOCALUUXCA K TEPMUHOIO-
run, oBopyaoBaHuio, UCTIbITaTeNbHLIM NPOLEAYPaM U METOaM OLIEHKU KOPPO3UK.

D.5.3.18.6 MNpeacraBneHne pesynsraTos

[aHHble ucnbiTaHWA AOMmMKHBI ObITb BbipaXeHbl B €4MHMLaX, COOTBETCTBYIOLMX BEIOpaHHOMY MeToay.

D.5.3.18.7 OTy4eT no ucneiTaHno

OT4eT Mo UCMbITaHWIO AOMKEH COOTBETCTBOBaTL TpeboBaHUAM D.4 1 BKNtoYaTh MOMHYIO OLYEHKY KOPPO3UK, BKITIoYast
CBOJKY BCEX aHHbIX NCMbITAHWA, aHanu3a U CChINTIOYHYI0 MHOpMaLMIo, CpaBHEHUE C MPUMEHUMBIMU YPOBHAMU KOHTPONS,
ntobble COOTBETCTBYHOLLME CpaBHEHUSA Mexay pabouuMmn xapakTepucTuKamu in vivo W in vitro n saknioveHune, kacatolyee-
CA OXWAAEMOro CONPOTUBIIEHUA KOPPO3NN SHAOBACKYNAPHOro npoTesa. [pn aHanuse KONMUYECTBEHHBIX AAHHbLIX AOMKHbI
6bITb BKIHOYEHBI MUHUMYM, MakCcUMyM, CPeAHee W CTaHJapTHOe OTKIOHEHUs. Taioke crneayeT yquTbiBaTb NPUMEHUMbIe
TpeboBaHWs, yKasaHHble B PyKOBOASLLMX AOKYMEHTaX, UCTOMNb3YeMbIX NMPW UCMBITaHUN.

D.5.3.19 UcnbiTaHne Ha ycTanocTHYO MPOYHOCTb M JONTOBEYHOCTb (MPW LIMKITMYECKOM HarpyXeHWn naenns)

D.5.3.19.1 Lenb

Llenblo gaHHOro ucnelTaHUs SBNSAETCHA OLEHKa MapaMeTpoB JONTOCPOYHOW LIeMOCTHOCTU SHA0BACKYNSPHOro Npo-
Te3a Npu BO3AeWCTBUM LIMKITMYECKON (MyNbCupyoLleit) paguansHoii Harpy3ku (CM. COOTBETCTBYIOLME NonoxeHus 7.3.3).
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BepoATHble BUAbI 0OTKasa, KOTopble MOXHO ONPeAenuTb B JaHHOM UCMBITaHWUK, BKIOYAIOT, HO He OrpaHW41BatoTCs,
criepyroLme BuAbl: paspyLleHue cTeHTa, 06ycrnoBneHHoe YCTanocTbio, 0TCOEAMHEHUE CTEHTA OT TKaHel, paspbiB UNu 4py-
rve BUALI OTKa3a TKaHeW, U3HOC MK abpas3mBHOe UCTUPaHWE MaTepuana Mexay oTAenbHbEIMU KOMMOHEHTaMM yCTpoCTBa.
[HaHHoe ucnblTaHne He NpefHa3Ha4YeHo AN NOMHOW OLEHKM BEPOSATHBIX OTKa30B, CBA3aHHLIX C Koppo3ueil, abpasunBHbIM
UCTUpaHneM Mexzay YCTPOCTBOM U apTepueil nnu cMelleHneM yCTpoicTaa. M3BeCcTHO, YTO 3TU BUALI OTKa3a MOryT BO3-
HWKHYTb BO BPEMS UCMBITAHWUSA, MO3TOMY criefyeT y4uTbIBaTb, YTO Takne HabniogeHns MoryT yKasbiBaTbk Ha MOBbILLEHHbIN
pWCK NposiBNieHns nofo6HOro BUaa oTkasa npu KIMHUYECKOM UCNoNb30BaHUu.

OTO UCMbITaHWe MOXET GblTb U3MEHEHO C TeM, YTOOLI BHIMOMHATL OLEHKY BO3MOXHOCTW OTAENEHUs MOZYMbHbBIX
YacTeil UNn Apyrux BMAOB OTKasa, Bbi3aBaHHbIX M3rnbom, npornbom, NoBOPOTOM, NoTepeit Nogaep KK (onopel) B aHEBpU3-
MaTU4eCKOM MeLLKe UNKU pa3BepThiBaHUEM YCTPONCTBA B U3BUTOW apTepun. Ons nonHoi oLeHKU BCeX BOSMOXHbIX BUAOB
oTKa3a MoryT noTpeboBaTbcsa Apyrue BuAbl UCMbITAHWSA UMW OLIEHKN YCTPOWCTBA MW ero OTAENbHbIX KOMMOHEHTOB.

Mpwn paspaboTke faHHOro MeTofa UCTLITaHUA CreayeT yYuThiBaTb pesynkTaTbl UCNbITaHA KOMMNOHEHTOB W npes-
BapUTENbHbLIX UCMbITaHUA.

MpuMeyaHUe— McnbiTaHue He NpeHasHaYeHo AN OLEHKU BCeil CUCTeMbI; TEM HE MeHee cucTeMa noTpe-
ByeTcs ANs pacKpbITUS UCMBITYeMOoro npoTesa.

D.5.3.19.2 MaTepuansl

D.5.3.19.2.1 BHpoBackynapHasa cucrema.

D.5.3.19.2.2 BcrnomMorarenbHble YCTpOWCTBa, HeoBxoguMble AMS MOMOLYM MpU packpbITUM B COOTBETCTBUU C WH-
cTpykyuen no akcnnyatayuu (UMMT).

D.5.3.19.2.3 Mogenb apTepuu ¢ reomeTpueit (Hanpumep, GudypkaLueit), anameTpamMu u CBONCTBaAMM, NOSXOAALLM-
MU ANSA MOAENMPOBaHNUA XyALLEro cryvast pacnpefeneHuns Harpysku n JuameTpoB, OXufaemblx 4MA yCTpoiicTBa B Npea-
rnonaraeMom MecTe UMMMaHTauuu.

MpuMeyaHune—[na obecneyeHns Toro, YTo MOAENb apTEPUN UMEET COOTBETCTBYIOLWIA AnameTp BO Bpemsi
UcnblTaHus, Npu onpefeneHnn anaMmeTpa Mofenu apTepun Heobxogumo y4uTbiBaTh pabodne gasneHus. Ecnu npume-
HUMO, NOAATNMBOCTL MOAENW apTepumn [oMxHa ObiTh ONPeAeneHa u usmepeHa MeTofamu, CXOLHBIMU C NPUBEAEHHBIMU
B MCO 7198, nogpasgen 8.10. [NogaTnuBoCcTb €CTECTBEHHON apTepun criefyeT yuuThiBaTh Npu pa3paboTke Mogenu apTe-
puu (Hanpumep, oT 5 % go 7 % Ha 100 MM pT. CT. ANS NOAATAMBOCTYU BPIOLLHONR aopThl).

D.5.3.19.2.4 YcTaHOoBKa LIMKITMHYECKOTO HarpyXeHWs AN UCMbITaHWA Ha ycTanocTb, cnocobHasa obecneyunTs LUMKIu-
Yecknil XxapakTep AeopMUPOBaHUS MOAENN apTepun C PackpbITbIM B Hel SHA0BACKYNAPHBEIM NPOTE30M.

MpuMeyaHune—MeneiTaTensHoe obopyaoBaH1e OMKHO BKIKOYAThL CpeAcTBa ANS NobbIX NPAMBIX U Henps-
MbIX U3MEPEHUI BHYTPEHHEro AnameTpa MoAenu apTepumn D;, YacToThl LIUKNUYECKOro HarpyXXeHUa npu ucnbitaHum, obe-
cnevyeHns NoCToAHCTBa husmonorudeckon Temnepatypol (37 + 2) °C 1 noacHeTa YUCNa LUMKNOB Harpy>XeHus.

D.5.3.19.2.5 CootBeTcTBYIOLEE 06OPYAOBAHUE ANA MHCNEKLMU (HAaNPUMEp, ONTUHECKUIA MUKPOCKON, NPOCBETNEH-
Hoe yBeNnM4YnTerlbHOe CTEKIO, CKaHWPYHOLWWIA SNEeKTPOHHbIA MUKPOCKON).

D.5.3.19.3 Ot60p 06pasLos

OT160p 06pasLoB criegyeT NPOBOAUTL B COOTBETCTBUM ¢ TpeboBaHusaMu D.2. Pasmep(bl) ycTpoicTBa AOMKEH(HbI)
6bITb BbIGpaH(bl) TakuM 06pa3om, 4To6bl NpeAcTaBNSATE HaUbOMbLLYIO BEPOATHOCTL ANA YCTANOCTHOrO OTKasa u Apyrux
OLieHUBaeMbIX BUAOB OTKa3a, OCHOBLIBAACH Ha UHXEHEPHOM MOAXOAE, TAKOM KaK aHanu3 HanpsxeHHo-gedopMuposaH-
HOFO COCTOSIHUS.

D.5.3.19.4 Bulaepxka npy onpeaeneHHbIX YCoBusx

Buigepxka npu onpeaeneHHbIX yCNoBuMsiX JOHKHa cooTBeTcTBOBaTh TpebosaHnam D.3. McnbiTaHnsa cnegyet nposo-
OUTb B COOTBETCTBYIOLLEM UCMbITAaTENbHOM pacTBOpe, TakoM, Harnpumep, kak hnu3nonoruieckuii pacteop ¢ ocdatHbIM
6ydepomM nnun akeuBaneHTHOM, ecnu He 06ocHOBaHO NpoBefieHUe UCTILITaHUI B ApYrol cpeae (Hanpumep, AUCTUNNNPO-
BaHHoI Boze). MNpoTesbl cneayeT BbigepXuBaTh Npu duanonorudeckoit Temnepartype (37 + 2) °C.

D.5.3.19.5 MeToa ucnbiTaHusa

Cnepyet paspaboraTb MeTOA UCMbITAHUA Ha OCHOBE CriefytoLux AeWCTBUNA:

a) OnpegensoT ycnoBus, NpU KOTOpbIX OyAyT UCMLITHIBATLECA 06pasuybl. 3TU yCnoBus BKItoHatoT BeIGop cucTeMbl
C Mofienblo apTepumn ANa UCNbITAaHUA, METOAA ONpeAerieHnst AMaMeTpa YCTPONCTBA U YaCTOThbl HarpyXeHWs.

MNpuMeyanne — Ha anameTp mMoAenu aprepum, TOMNLWUHY CTEHOK U NOAATAMBOCTL MOXET CYL|ECTBEHHO BAUATL
cuctema KpenneHus Tpy6ok.

1) Beibop cucTeMbl ¢ MOAENbIO apTepun

- UcnbiTaHns npoBogAT ¢ MCNonb3oBaHUEM MOAENU apTepuu, koTopas obecneunBaeT duanonorndeckyto gedop-
MaLMIo yCTPOCTBa BO BPEMSA UCMbITAHUSA.

lpumepnb!

1 Ucnbimarnusa moz2ym 6bimb npoeedeHbi C UCOJIb308aHUEM Modeniu apmepuu, yJyumsieatoujeli nodam-
nueocmb ecmecmeeHHol apmepuu. 9mom eud ucnbimaHusi Moxem 6bimb npoeedeH Npu ¢u3UOoI02UYECKUX
3HaqyeHusix AaesneHull Nymem YCKopeHHO20 HazpyxeHusi u3denusi, obecrneyueaioujezo oxudaemoe 3HavyeHue gu-
3uosnozuyeckoli degpopmayuu. Ecnu donycmumo, mo nodamnueocms D; Modenu apmepuu Moxem 6bimb Usme-
peHa Mmemodamu, cXoO0HbIMU ¢ npueedeHHbIMU 6 UCO 7198, nodpasdesn 8.10, Ao u nocsie packpuimusi;
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2 HUcnwimaHusi ycmpoliicmea mo2ym O6bimb npoeedeHbl Ha Modesniu apmepuu ¢ Heghu3suosio2uyeckoli rno-
damutueocmbio npu KoHmMpone degpopmayuu ycmpoiicmea 9551 eocnpouseedeHus ycnosul in vivo. [JaeneHus
u nodamnueocms e duara3oHe uchfibimamesibHbIX Yacmoim Koppekmupytomcsi 051 docmuxeHusi amoli de¢hop-
Mayuu u He o6s13amenbHO s1ensiiomcs1 ¢pusuosnoaudeckumu. [ins onpedeneHusi cpedHezo duamempa u deghop-
mayuil ycmpolicmea mo2ym 6bimb UC0/Ib308aHbl paboyue xapakmepucmuku ycmpolicmea e Modenu apme-
puu c dusuonozuyeckoli nodamnueocmbio Npu guauosoauyeckux ycnoeusix. Ecnu npumeHumo,
nodamnueocmb D; modenu apmepuu QosnkHa 6bImb U3MepeHa Memodamu, CXOOHbLIMU C NpueedeHHbIMU
e YCO 7198, nodpazden 8.10, Ao u nocse pacKpbImusi.

2) Belbop MeTofa onpefeneHnsa guameTpa ycTpoicTea
[na onpeaenenuns aegopmaumn unu noAatnmBocTu aAnameTp D; Mogenn apTepun He MOXET ObiTb BbIMUCIIEH NPO-

CTbiM BblYMTAHMEM YABOEHHOW TOMLLUMHL!I CTEHOK U3 3HaYeHUA BHelHero gnametpa Dy MoAenu apTepun, T.K. TONLWMUHA
CTEHOK MEeHSIeTCS NPU M3MeHeHun AnameTtpa. [inametp D; MOXeT 6biTb HENOCPEACTBEHHO U3MEPEH MIU BBIMUCIIEH NYTEM
nsMepeHus Dy ¢ Ucrnonb3oBaHNeM COOTBETCTBYIOLMX (DOPMYIT UK B3aUMOCBA3E, YKazaHHbIX B npunoxeHun E.

[Mpu noAroToBKe K USMEpPEHUIo AUaMeTpa aHanMTUYECKUM METOAOM UMK NYTEM HEMOCPECTBEHHBLIX U3MEPEHWIA
cnefyeT y4ecTb psifi AOMOMHUTENbHbLIX BONPOCOB.

[na aHanuTuyeckoro mMetofa onpeaeneHusa anametpa D; Ha OCHOBaHUW u3MepeHus Dy aTM BONpocbl MOryT

BKIIOYaTh, HO HE OrpaHUYMBaTLCS, cnepyoLlee:

- MOX€T NpUCyTCTBOBAaTL OlKNGKa B U3MepeHun Dy n3-3a kanubpoBku, paspelleHns), 4acToTkl U TOYHOCTH U3Me-
peHUs N3MepUTENLHON CUCTEMBI;

- HepaBHOMEPHOCTb paclUMpeHUs YCTpoicTBa U BapUabenbHOCTb KOHCTPYKLUMK YCTPOICTBA MO €ro AnuHe (Hanpu-
Mep, MNP HaNU4UKU CTEHTUPOBAHHBIX N HECTEHTUPOBAHHLIX YHACTKOB) AOMKHBI BbITb y4TeHb! NPy BbIGOpe obnacTu uaMepeHus;

- HeO[HO3HAYHOCTb peaKLUu yCTPONCTBa Ha YCNOBUA UCNLITAHUSA AONXHA GbiTb pacCCMOTPeHa U yuTeHa NpU Bbl-
6ope obnacTn naMepeHusi; HarNpumep, KOHLbI YCTPOCTBa MOTYT NokasbiBaTb 66nbLUylo gedopManuio, YeM Terno YCTpoi-
cTBa, U fecbopmaLusa YCTPOCTBa MOXET OTNUYATLCA NO €ro OKPYXXHOCTH,

- AOMyLUEeHWs], MPMHUMAaeMble NPU HarpyXXeHUU MoAenu apTepun, BAUSIOT Ha METOALI BLIYMCNEHNS, UCNONb3ye-
Mble NS onpeaeneHus anametpa D; Ha ocHoBaHWKU u3mepeHuii Dy (HanpuMep, NpofonbHOe HanpsXeHHOo-AedopMUpo-
BaHHOE COCTOSIHME, rPaHNYHbIE YCIOBUSA),

- TOMHOCTb OMpefeneHns HadanbHbIX pasmMepos Moaenn aptepui (T. e. D; n Dy) BANAET Ha TOMHOCTL BblMUCHeHnA D,

- HeobX04MMO YuMTbIBaTb BAUAHUE FEOMETPUM MOAENN apTepun Ha METOAbl BbIYUCNEHWUS, UCMONb3yemble
Ans onpefeneHns anameTpos D; Ha OCHOBaHWUK n3MepeHuii Dy (Hanpumep, HeKpyrnoe nonepevHoe cedeHune, Gudypkauus
1 reoMeTpua aHeBpU3MbI, U3MEHEHUA TOMLLMHBLI CTEHOK),

- TOYHOCTb OLIeHKM CBOWCTB Matepuara Mofenu apTepun MoxeT ObiTb BaxHa Npu BeluMcieHnn D; Ha ocHoBaHWK
nsmepeHuin Dy (Hanpumep, koadduLmeHT NyaccoHa u MoAyrb yNpyrocTu),

- UMNMaHTaT AOMXEH KOHTaKTMpoBaTk ¢ D; MoAenu apTepuu BO BpeMsl UCMBbITAHUA AS1s1 TOro, YToObl BbIMMCIIEH-
HbIl AnameTp D; MoAenu apTepun mMor 6bITk Ucronb3oBaH kak Dy ycTpoicTaa.

[ns npsAMbeIX U3MepeHuin D; mofenu apTepum unu AnameTpa ycTpoicTBa 3T BOMPOCH MOTYT BKITKO4aTh, HO He orpa-
HW4uBaTLCA, crnegytoLyee:

- MOXeT NpUCyTCTBOBaTbL OLIMBKa B U3MEPEHNUU [uameTpa 13-3a KanmbpoBKK, paspeLLeHUs], YacToThl U TOYHOCTH
N3MepeHUs N3MepUTENbHOW CUCTEMBI;

- HepaBHOMEPHOCTb pacLUMPEeHUss yCcTpoiicTBa M BapunabenbHOCTb KOHCTPYKLMM YCTpOACTBa MO ero AfNuHe
(NPV HaMM4YKUM CTEHTUPOBAHHBIX N HECTEHTUPOBAHHbLIX Y4aCTKOB) AOMKHEI ObITh y4TeHb! NpK Beibope obnacTu M3sMepeHus;

- HEOAHO3Ha4YHOCTb peaKLyn YCTPOCTBa Ha YCroBUs UCMbITAHUA AOMKHA ObITe pacCMOTpPeHa U y4TeHa Npy Bbl-
6ope 0bnacTu M3MepeHUs; Hanpumep, KOHLEBblE y4acTKM YCTPOWCTBa MOTYT MokaseiBaTb 66nbluyo gedopmauuio,
YeM Terno ycTpoiicTBa, U AetopmaLinsa yCTPOWCTBA MOXET OTIIMYATLCSA MO €ro OKPYXHOCTH;

- MOXET NpUCyTCTBOBaTL OLIMGKa B USMEPEHWUN fuaMeTpa U3-3a ONTUYECKUX UCKaXXEHWUN, CBA3AHHLIX C OMTUYe-
CKMMU CBOCTBAMMW MOLENU apTepumn (HanpumMep, HENMMHEWHOCTb, pedpakuus, AUcnepcus);

- MOXeT NpucyTCTBOBaTb oLMbKa B U3MEpeHUn AuameTpa U3-3a CMOXHOCTW OMNpeAerneHns rpaHuubl Moaenu
apTepun D; unn auameTtpa ycTponcTsa;

- rpu BeiGope MeToAa, UCMoNb3yemMoro Anst usMepeHus D; mogenn apTepun unn Dy ycTpoidcTBa, HeobxoauMo
YUYUTBIBATE FEOMETPUIO MOAENW apTepun (Hanpumep, HEKpyrioe nonepedHoe cedeHne, Budypkaumua n reoMeTpus aHes-
pW3Mbl, U3MEHEHUS TOMLLUHBLI CTEHOK);

- BO3[YX BHYTPMU UCMbITaTENbHOW CUCTEMBI MOXET BIIUATL Ha TOYHOCTL M3MEpEeHUs (Hanpumep, Ha onpeaeneHune
rpaHuLbl) U peakuyuro MOAENN apTepun Ha faBrieHne (Hanpumep, Ha NoAaTIMBOCTb),

- YCTPOACTBA KPernmneHna u pacrornioxeHne JaTynkoB U3MEPEHUa AunameTpa Ha Uiu B MOAEnu apTepun MoryT
BMUATL Ha fedopMaLMio MOAENU apTepun U/ unmu TOMHOCTL U3MEPEHWIA;

- UMNNaHTaT AOSMKeH KOHTaKTNpoBaTk ¢ D; MoAenu apTepuu BO BPeMs UCTIbITaHUS AS TOro, YToBbl BLIYUCNEH-
Hbl D; Mogenu apTepuu ncnonbsosancs Kak Dy ycTpoiicTsa:

- MNoAaTnMBOCTL, €Cru OHa NOAMNEXWT BbIYMCIIEHMIO, AOIMKHA ObITh BhipaXeHa KaK NPOLUEHT U3MEeHeHUs aname-
Tpa Ha 100 MM pT. CT. 1 onpegeneHa B cooteeTcTBUM ¢ UCO 71988, nyHkT 8.10.5:

(Dpz B DP‘1 ) 10

% MopgatnueocTb = ~————4——|
[Dp, (P2 - p1)]
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rae D, — BHYTPEHHWIA AUaMeTp Npu AaBrieHUN po;
P2 . P2
D, — BHYTPEHHWIA JuaMeTp NpU AaBNEHUA p;,
Py 1
P, — MakcumanbHoe 3HaueHue laBneHus (CUCTONNYECKoe), B MUNNUMETpax pTyTHOro ctonba;
Py — MWHMManbHOE 3HaYeHne AaBneHus (AnacTonuyeckoe), B MUNNUMeETpax pTyTHoro ctonta.

3) Beibop YacToThl Harpy»eHUs NMpyu UCTbITaHUK.

- YacroTa HarpyxeHus fornxHa 6blTb Takoi, YToObl cpefiHuUiA AuameTp u gedopManus yCTpoicTea B AUameTparib-
HOM HanpaBfieHWW ocTaBanucb B HeOBXOAUMBLIX Mpefenax Ha NPOTSKEHUW Bcero UcnbiTaHua. MakcuManbHas vactota
MOXeT 6bITb OrpaHMyYeHa BNUSHMEM CKOpPOCTH AedOpMUPOBaHMS Ha MeXaHW4eckne CBOMCTBa MaTepuanoB; Harnpumep,
NpyU BLICOKOW 4acTOTe YCTPOWCTBO MOXET He NOBTOPATH JedopMaLio MOAENU apTepuu Unum Moaenb apTepuu MOXET
He oTBeYaTb COOTBETCTBYIOLLMM 06pa3soM Ha u3MeHeHune faBneHus. HakoHew, YacToTa HarpyXeHUs MOXeT BbiTb orpaHu-
YeHa MOLHOCTLIO UCTIbITaTeNbHOro 060pyAoBaHuA.

- Mpun HekoTopbIX YacToTax MOryT Bo3ByXAaTbCsi BTOPUYHbIE rapMOHUKW. BeposTHOe BRMSHWE STUX rapMOHUK
Ha ycrnoBus UCNbITaHNS JOMKHO BbITb TWATENBHO OLEHEHO.

b) BuibupatoT o6opynoBaHue n NpoBOAAT NOArOTOBKY 06pasLioB K UCNLITAHUIO.

1) PackpbiBaloT aHAOBacCKynApHbIl NpoTe3 B MoAenu aptepuun, cnegya UMM. PacnonoxeHue ycTpoiicTBa
B MoJieNin apTepun AOIKHO BKITIOYaTh COOTBETCTBYIOLEE COBMELLEHNe BCEX MOAYNbHBIX KOMMOHEHTOB. Pacnonoxe-
HWe Mo OTHOLWEHUIO K Budypkaumn unu Apyrum MoaenupyeMbiM B MOAEeNNU apTepun aHaTOMUYECKUM 0COBEHHOCTAM
JOIMKHO GbITb CPaBHUMO C OXUAAeMbIM NPU KNUHUHECKOM UCNOMNb30BaHUU. BaxHo y6eanTbeA, YTO 93HA0BACKYNSAPHLIA
npoTe3 pacnonoxeH B obnactu, B koTopon TpebyeMblil cpefHUiA AnaMeTp U AnameTpanbHan aedopMauus u/unu no-
AaTNMBOCTb ABNSAOTCA BaNUAHLIMKU (T. €. Ha HUX HE BNUSIOT HUKaKNe KpaeBble 3P eKThl, XapakTepHble ANs UCMbITa-
HUA Ha yCTanocTb).

2) OcmaTpuBaloT packpblToe YCTPONCTBO, CNONBL3YA COOTBETCTBYIOLWME CPefiCTBA BU3yanu3aLun, U oTMeYatoT
pacrnosnoXeHne U TSXKECTb COCTOSHUS NoObIX OTKNOHEHWI (Hanpumep, Hanu4yue cknagok Ha MaTtepuarne rpadra, HeogHo-
poAHOe pacluMpeHune ycTpoilcTea).

¢) HauuHaloT ncnbitaHus:

1) YcTaHaBnNuBaloT YacToTy Ha ONPeAeneHHOe 3HaYeHNe U PEryNUpYIoT UCTIbITaTeNbHYIO CUCTEMY AN AOCTUXe-
HWA NpeanonaraeMoro 3Ha4eHua cpeaHero aAnaMeTpa u gecdopmalun B AnameTpansHOM HanpaeneHUn 3HA0BacKynspHO-
ro npoTesa. Mo OKOHYaHWKU PerysiMpoBKA 3amnycKaloT CHETUUK NOACHETa YACNA LIMKIOB MyNbcaLi.

2) MNpoBepsIoT 3HaYeHUA cpeaHero auametpa u aedopMaumn Yepes perynspHbie NPOMEXYTKU BPeMeEHU (Ha-
npuMep, exeHeaensHo) ANA NPOBEPKN TOro, YTO COXPaHAITCA onpeaeneHHble 3HaYeHus. PerynupyioT cucteMy no mepe
HeobXoAMMOCTU AN NOAAEPX)aHNA ONUCAHHOTO peXuMa paboThl; TakK, PerynpoBKa MOXET 3aKrtovaThCs B 3aMeHe Moae-
nn apTepuu, perynupoeke o6opyaoBaHUs U NOBTOPHOM PackpbiTUM ycTpoiicTBa. [NoTeHumansHoe BRUsSHUE perynupoBKn
Ha pesynbTaThl UCMbITaHUS JOMKHO ObITb PaCCMOTPEHO B OTYETE MO UCTIbITaHUI. MeToabl U3MepeHns guameTpa u gecdop-
MaLumn JormxkHbl ObITe onpegeneHbl  060CcHOBaHbI.

3) Ecnn npumeHnMo, TO UCNbITaHWE OCTaHaBNUBaIOT Yepes onpefeneHHbIe MHTEpBanbl BpeMeHU Ans ocMoTpa
ycTpoiicTaa.

MpuMedaHue— Ecnu ycTpoUCTBO yfansioT M3 MOAENN apTepun, TO CEAYET NPUHATL Mepbl MO BhIMOSHE-
HUIO NpoLeaypbl Y4aneHWs 1 NOBTOPHOMY PacKpbITUIO YCTPOWCTBA TakuM 06pasoM, YToGbl MUHUMWU3UPOBATL UX BRUSIHUE
Ha peaynbraTbl UCTbITaHuS;

4) MpoporkalT UcnbiTaHne [0 TexX Mnop, noka He ByAeT AOCTUIHYTO YMCHO LMKIOB, 3kBUBaneHTHoe 10 rogam
(no KpaiHelh Mepe He MeHee 380 MINH LIMKMOB) ANA KaXAoro yctpoictea. Ecnu npegnonaraeMblii Cpok cryx6bl yCTpoiA-
CTBa CoCcTaBnsieT MeHbLle 10 JeT, TO BO3MOXHa — Npu obocHoBaHUW — Gonee KOpOTKaa NpoAOIMKUTENBHOCTL UCNBbITAHUA
Ha yCTanoCTHYH NPOYHOCTb.

5) OcmaTpuBatoT Bce KOMMOHEHTHI YCTPOICTBA, Kak yka3aHO B NPOTOKONE UcnbitaHus. [Npexae Bcero Heobxoaumo
OCMOTPETL BCE YCTPONCTBO Ha Hanuyne Makpockonuyeckux nospexaeHui. bonee BHUMaTenbHLIA OCMOTP yCTpOCTBa MO-
XKeT BKIOMaTb MCMONb30BaHWe ONTUYECKOro MUKPOCKONA, CKaHUPYIOLWEro 3NEeKTPOHHOro MMKPOCKONa UMW peEHTTEHa C 0Co-
6bIM BHUMaHMeM Ha 0BnacTu BbICOKUX HaMpPsKEHUI, YCTAaHOBMEHHbIE NMyTeM pacyeTa HanpshkeHHO-AedOopMUPOBaHHOrO
COCTOAHUA UK ApYruMu BUAaMu adanuaa. JormkHel 6eiTb 3adpukeuposaHbl Ntobble HaWeHHBIE OTKMOHEHUS, Takue Kak Tpe-
LUUHBI UNW HagMoMel (M3NOMbl) MaTepuana, abpasvBHbIE NOBPEXAEHUA, SPO3US, Y4aCTKM NMOBEPXHOCTHU C OTCYTCTBUEM (Or0-
NeHneM) NOKpbLITUSA, paccroeHns Matepuana rpadTa U CTeHTa/CMCTeMbl KpenneHusi, nepdopaLyu, oTpbIBbl HATU U Mp.

D.5.3.19.6 MpeacTtaBneHwe pe3ynsraToB

YacToTa HarpyXeHus npu NcnbiTaHUW JofxkHa BbiTb BelpaxeHa B repyax (I'y).

Bcee sHaveHna fgaeneHns AomkHel ObIThb BbipaxkeHbl B Kunonackansix (k'1a) 1 MunnmMeTpax pryTHoro ctonba (MM pT. CT.).
Bce 3HaveHusa gnameTpos n aedopmaLn AomKHbI GbiTb BbipaXeHbl B MUMUMETPaXx (MM).

YBenuueHve guaMeTpa Bbllle 3Ha4eHWHA, NPesyCMOTPEHHbIX PEXUMOM UCTIBITAHUS, BbIPaXartoT Kak NPOLIEHTHOE U3-

MeHeHWe anameTpa (%) 1 BbMUCNAT No opmMyne: 100 AD

ANacToNUYecKuin

MopaTnMBOCTL BbIpaXatoT B MPOLEHTaX OT M3MeHeHWss auameTpa Ha 100 MWUANUMETPOB PTYTHOrO cTonGa

%
100 Mm pT.cT. )
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HornxHbl 66Tk 3adrKkeMpoBaHbl Takue pesynbratel HabnaeHus, Kak TpewuHbl, HaanoMel (U3NoMbl), abpasuBHble
MOBPEXAEeHUs:, 3p03uns, Y4acTKiN NOBEPXHOCTU C OTCYTCTBMEM NOKPLITURA, paccnamBaHue matepuana rpadta U cTeHTa/cu-
CTeMbl KpenneHus, nepdgopauns, oTpbiBbl HUTU 1 Mp. JJonmkHbI 6bITb 3adMKCMpoBaHbl Bce pe3ynsraTthl 0CMOTpa, BKIoHas
YWUCNO LMKIIOB, MPU KOTOPOM MPOBOAWIICS OCMOTP, U TOUHOE MECTOPaCcNONOXeHUe NMtobbiX 06HapYXEHHbIX HapYLUEHWA.

D.5.3.19.7 OT4eT No ucneITaHno

OT4eT No UcnbITaHWIo JOMKEH COOTBETCTBOBATL TpeboBaHuaM D.4. JomkHbl BbiTh 3acduKcMpoBaHbl Takue pesynb-
TaTbl HabnioAeHNs, KaK TPeLMHbl UMM HaanoMbl (M3MOMbI), aGpasuBHbIE NOBPEXAEHMUS, 3PO3Us], Y4acTKM MOBEpPXHOCTU
C OTCYTCTBUEM MOKPLITUA, paccrnanBaHne Matepuana rpadta U cTeHTa/cUcTeMbl KpenneHus, nepdopauys, OTpbIBbI HUTU
1 np. JomkHel 6biTb 3aduKcMpoBaHbl Bce pesyrnbraTbl OCMOTpPa, BKIKOYAA YMCAO LMKIOB, NPUM KOTOPOM MpPOBEAEeH Oc-
MOTP, U TOMHOE nonoXeHue Mobbix 0GHapYXeHHbIX OTKNOHEHUN. OTYET NO UCNLITAHUIO AOMMKEH BKIlo4aTbh 060cHOBaHue
KpuTepueB oTGopa HeraTUBHLIX HAX0[ 0K cpeAun apTedakToB UCMBbITAHWUSA U/UNU CHUKEHUS] UX KITMHUYECKOW 3HAYUMOCTH.
PesynTaTthl JomkHbI 6bITb pacCMOTPEHbl M MHTEPNPETUPOBaHLI B 3aBUCUMOCTU OT AaHHbLIX in Vivo.

D.5.3.20 AHanu3 HanpsxeHHO-4e(OPMUPOBaAHHOIO COCTOSHUS (HanpuMep, NpyU UCMONb30BaHUN METOAa KOHEYHBIX
3rEeMEHTOB)

D.5.3.20.1 Llenb

Llenblo faHHOro aHanusa siBNSETCA onpeferieHne y4yacTKOB PacnonoXeHUs U 3HaYeHUid MakcUMarnbHbIX Hanpsi-
XEeHW n/unu gedopMaun Ha nmnnaHTare, 06ycnoBNEHHbLIX TEXHONOrMEN U3roOTOBAEHNS, NPUBEAEHUEM €70 B pacKpbl-
TO€ COCTOSIHWE W Harpy3kamu in vivo. 3Ty uHdopmaLluio cnegyeT UCNonb3oBaTb ANsl OnpeferieHuss COOTBETCTBYIOLUX
KoadpuLmMeHTOB 3anaca ANSA KOHCTPYKLMK, a Taloke [ OnpeaeneHns COOTBETCTBYIOLMX YCIOBUI peXMMa UCNbITaHUS
Ha YCTanoCTHYI NPOYHOCTL U [ONTOBEYHOCTL (CM. COOTBETCTBYIOLLME NONOXEHWUA 7.3.3 HacTosILero cTaHgapTa).

D.5.3.20.2 Marepuansl

D.5.3.20.2.1 KoHCTpyKTMBHas hopma 3HAOBACKYNSIPHOrO NpoTesa.

D.5.3.20.2.2 CeoiicTBa BCcex UccrnefyeMbix MaTepuanos npotesa.

D.5.3.20.2.3 VHdopmaLuusa, HeobxoauMas AN onpeaeneHns rpaHuYHbIX YCNoBWIA, XapaKTepHbIX ANsi TEXHONOMM
M3roTOBIEHWS (HanpuMep, NpUBejeHe AuameTpa YCTPOWUCTBa B CXKaTOE COCTOSHUE ANSA 3arpy3ku NpoTe3a B CUCTeMy A0-
CTaBKW) W MPW packpbITUK (Hanpumep, AONYCTUMOE 3HaYeHne guaMeTpa paclumpeHHoro 6annoxa).

D.5.3.20.2.4 NHdopmaLuus, Heobxoaumas Ans onpeaeneHus rpaHUHHbIX YCROBUIA, XapakTepHbIX AN KIUHUYe-
CKOro Wcrnosnb3oBaHusa (HanpuMmep, napameTpbl FTeMOAMHAMUKKN, ANAaMeTP KPOBEHOCHBIX COCyAoB, AedopmaLusi, U3Bu-
TOCTb, KPUBU3HA).

D.5.3.20.2.5 CooTBeTcTBYOLWNE CpeACTBa MOAENMPOBAHUA HANPAXKEHHO-AeOPMUPOBAHHOTO COCTOAHUSA, Takue
Kak nporpammHoe obecneyeHne, peanuaytoLlee MeTof, KOHEYHBIX 3NEMEHTOB, U CUCTEMa aBTOMAaTU3NPOBAHHOMO NPOEKTK-
poBaHus A5 MOJEeNMPOBaHNsA SHA0BaCKYISIPHOro npoTesa.

D.5.3.20.3 O160p 06pasLos

AHanua cnegyeT nNpoBoAUTb Ha BCeX pa3mepax, KOHPUrypaLmsax U KOMMOHEHTax, AN KOTOPbIX BaXXHO NPOBEPUTH
LVanasoH XxapaKkTepucTuK HanpsxkeHus u/unu pecdopmayuu.

D.5.3.20.4 MeToauka aHanusa

CnepyeT pa3paboTaTb aHanua Ha OCHOBe CneaytoLero anroputMa AencTBuii:

a) OnpegeneHue CBOWCTB MaTtepuanos.

- CBOWCTBa Marepuaros, UCMONb3yeMble B JaHHOM aHanuae, AOMKHbI ObiTb NONyYeHbl MyTeM MexaHU4Yeckux uc-
nblTaHWA MaTepuarnoB TOro Xe cocTaBa U TaKOW Xe KOHe4HON bopMbl (Hanpumep, NpoBoA, Tpybka, nnacTuHa), 4To U mMa-
Tepuansl, MCrofb3yemMble NpU U3roToBMeHUN ycTpolcTea. Obpasubl ANA UCNbITaHUA AOMKHBI ObITb NOABEPrHyTHI BCEM
BO3J€NCTBUAM, XapakTepHbIM 1A NpoLeccoB U3roTOBMEHUA UccreayeMoro ycTpoicTea (HanpumMep, Tennosas obpabot-
Ka, MexaHu4YecKoe HarpyxeHue 1 np.). MicnelTaHna MaTepuanos criegyet NpoBoAUTL NpU PU3NoIorniyeckon Temneparype
(37 £ 2) °C, ecnu gonycTumo.

b) Onpegenexune rpaHUYHbLIX yCroBURA:

- OMNpeAensoT rpaHnYHbIE YCNOBUA ANA aHanu3a atana Npou3Bo/cTBa (HanpuMmep, oxaTblil AuameTp Ans 3arpyaku
npoTesa B CUCTEMY [OCTaBKW) U NPU packpbITUK (HanpuMep, AuaMeTp paclumpeHHoro b6annoxa);

- OMpeAensoT rpaHnYHbIe YCNoBUA ANA aHanusa atana in vivo (Hanpumep, AnaMeTp KpOBEHOCHLIX COCYA0B, fie-
dopmMaLms, cTeneHb KpUBN3HbLI, PU3NONOrMHEcKne 3HaYeHUA AaBrneHuns).

¢) BeinonHeHune aHanusa:

- AN Kaxgoro Habopa rpaHWdHbIX YCnoBuW AomkeH ObITb NpoBefeH aHanu3 Ans OnpeAeneHus MecT
pacnonoXeHus(i) N 3Ha4eHUs MakcMmarbHOro HanpsXKeHWA unu aedopmMavimi, ecrnm NpMMeHUMO;,

- ANSA KaXporo aHanusa in vivo Takke AOMKHLI GbITb onpeAeneHbl MakcUMansHoe, cpegHee U UMKNUYeckoe Ha-
NPpsHKEHUA u/unu gedopmanmu.

d) NHTepnpeTauus aHanusa:

AHanus gornxeH 6biTb MHTEPNPETUPOBaH B CBETE YCTaNOCTHLIX CBOWCTB MaTepuana (Hanpumep, BUAOU3MEHEHHasn
duarpamma lNyamara). MoryT notpeboBaTbes OUeHKa yCTanoCTHOW NPOYHOCTM MaTtepuana u/vwnu ycTpoictea Ansa onpe-
fleneHns YCTanoCTHLIX XapakTepucTuk Matepuana U KOHCTPYKTMBHBIX KoadduLMeHToB 3anaca.

D.5.3.20.5 MNpepgcTaBneHue pesynsraTtos

3HadeHue HanpsxXeHWs AomKHO ObITh BbipaxeHo B Meranackansx (MIMa), aecdbopmayun — B npoueHTax (%).

D.5.3.20.6 OT4eT no ucneiTaHno

OT4eT NO MUCNBITAHUIO JOMKEH COOTBETCTBOBATL TpeboBaHuaM D.4 u BkoYaTb CBOWCTBA MaTepUanos, NPUHATLIE
JONyLEHWs NpW aHannse, METOAMKU U pe3ynkTaTel UCNbITAHUIA, KOHCTPYKTUBHLIE KO3 ULMEHTHI 3anaca. JomkHbl 6biTb
060CHOBaHbI U 3aPUKCUPOBaHLI MPUHATLIE AONYLWEHUA NPU aHanuse in vivo, Mogenb Matepuana, 0Co6eHHOCTU MeToA0B
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onpeaeneHus CBONCTB MaTepuana u BLIMMCNEHNS KOHCTPYKTUBHBIX k0adduLmeHToB 3anaca. [pu ucnonb3oBaHuM MeTo-
[a KOHEYHbIX aNeMEHTOB cnegyer BbibpaTb NporpaMMHoe obecrneyeHure M BU UCNOoNb3yeMbIX ANIEMEHTOB.

3HavyeHUs MaKkcUMarnbHOro HanpsXeHua u/unu gedopmaumun JomkHbl BbITe NpeAcTaBneHbl NS KaXgoro aHanu-
3upyemoro Habopa ycrnoBuid. [Ins ycrnoBwii in vivo cnefyeTr oTMETUTb CPELHUE 3HauYeHWUs HanpsbkeHuid u gedopmadiuit
¥ amMnnnuTyay konebaHuini nx 3HaveHuin. ObnacTb(1) 3HaYEHWIA MakcuMarbHbIX HanpsXXeHWin u/unu gecdopmaLuini Ha uc-
cnegyemMoMm ycTpoiicTBe gomkHa(bl) 6bITb NpefcTaBneHa(bl) rpadpuyeckn 4NA Kaxaoro Buaa aHanusa.
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MpunoxeHue E (cnpaBouHoe)

DononHeHue k D.5.3.19. OueHKa yCTarnoCTHON U ANIUTENIbHON NPOYHOCTH
(B yCnoBMAX NyribCUPYHOLWEro NOTOKA): aHaNMMTUYECKU noaxon

E.1 O6wme nonoxeHusA

B pasgenax E.2 n E.3 npuBefeHbl NpUMepbl COOTHOLLEHWIA MeXAY BHYTPEHHUM U BHELUHUM fuameTpamu Tpyoku,
nosly4eHHble Ha OCHOBE MEXaHWUKU yNpyroro nNMHenHoro AeopmMmpoBaHua MaTepuanos.

MpumMeyaHue— MoryT ObiTb UCMOMB30BaHLl U ApyrMe ansTepHaTUBHLIE MOAXOALlI NPeACTaBNeHus AaHHbIX
COOTHOLLEHWNA.

E.2 YcnoBus HyneBoil npogonbHoi aecdopmauumn (NOCTOAHHOW ANUHDLI)

MpuUMepbl aHaNUTUYECKUX BblpaXeHU AN BEIMUCIIEHWS BHYTPEHHEro AnameTpa (Mnv paguyca) Ha OCHOBaHUM BHELL-
Hero gnametpa (Unv paguyca) 4ns yCrioBUiA HyreBoin NPoAoribHoW AedpopManyn (MOCTOSHHON ATTMHBI) NPUBELEHBI HUXE.

OTu hopMynbl OTpaxaloT B3aMOCBA3b MEXAY BHYTPEHHUM U BHELLHUM AUaMeTpaMu TpyOKU nNpu pasinyHelX co-
CTOSHUAX ee pacluMpeHus, HanpuMep 6e3 faBneHuns v nog AasneHneM (CUCTONNYECKUM U NacTONUYECKUM), U NOMyYeHsbl
C UCNOMb30BaHWEM CTaHA4aPTHbLIX UHXEHEPHbIX BbipaxeHui [21].

Tak, ecnu N3BecTHbI NepBOHaYanbHble 3HaYeHUss BHYTPEHHEro U BHELLHEro paguycoB MOAenu aptepum u Heobxo-
LVMO onpefenuTb M3MEHEHUe BHYTPEHHEro paguyca, obycnoBfeHHOe U3MEHEHWEM BHELLHEro paguyca, TO MOXHO UC-
nons3oBatb popmyny (E.4).

AHanorn4yHo, ecnu N3BeCTHbI HayanbHble BHYTPEHHUA U BHELLHWIA paguycsl Mogenu apTepumn, U Heobxogumo onpe-
LenuTb BHELLHWIA paguyc, CBA3aHHbIA ¢ Heo6XoaMMbIM BHYTPEHHUM paAuycoM, MOXHO Ucronb3oBaThb opmyny (E.2).

®opmyna (E.1) MOXeT 6bITb Ucnonb3oBaHa AN onpefeneHna nsMeHeHns Dy, ecnn u3BecTHoO uaMeHeHne D;. opmy-
na (E.3) MoxeT BbITb NpUMeHeHa 115 onpefeneHus nameHeHua D;, ecnu n3BecTHo naMeHeHue D).

2(1-v?
ADy =2 (-v7) a2l E.1)
a° a? b
T+ = -v(1-—+2v)
b b
2
Dy, =2|a+ 2(1-v7) a2l |. E2)
2 az az b
1+—2—v(1—b—2+2v)
2 2
[1+a—2—v(1—22+2v)J
AD; =2 - bﬁ); (E.3)
2(1-v9) a
2 2
1+ 2 va-2 1 2v)
b b Aa
D, =2| b+ > b— ||, (E.4)
2 2(1-v*) a
rme ADp, — W3MEeHeHWe BHeLIHero AuaMeTpa, CBA3aHHOe C nofjaveit AaBneHus;
v — koadpdpuymneHT MNyaccona;
a — HavanbHbIN BHELUHUIA pasiuyc (HanpUMep, Npy YCIOBUSIX OTCYTCTBMSI UMM HUKHETO 3Ha4YeHUs AaBrneHus);
Ab — n3MeHeHWe BHYTPEeHHEero paguyca, Bbl3aBaHHOE U3MEHeHWEM AaBrneHuns] = A?’;
b — nepBoHavanbHOe 3Ha4YeHWe BHYTPEHHeEro paguyca (HanpuMep, NpU YCrOBMSIX OTCYTCTBUS AaBrieHUs
UNKU NPU 3HaYeHUA faBNeHUA Ha HWKHER rpaHule),
Dy, — 3HaveHWe BHelHero guameTpa Noj AaBreHnem;
AD; — W3MeHeHWe BHYTPEHHero AuameTpa, Bbi3aBaHHOE Nnofadeii AaBneHus;
Aa — W3MEHeHWe BHELLHEro pajjuyca, BbI3BaHHOE M3MEHEHNEM [laBneHms = A —X;
D; — 3HaveHWe BHYTPeHHero Auametpa Noj AaBleHUEM. 2

MpumevaHune — B dopmynax (E.1) — (E.4) n onpepeneHnsax nepeMeHHbIX K HUIM CUMBON A He SiBnseTcs
ornepaLuoHHbIM.
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E.3 YcnoBus Hynesoro npoAornbHOro HanpshkeHns (cBo6oAHO| ANUHbI)

MpruMepbl aHANUTUYECKMX BbIPAXKEHWUI AN BbIMUCIIEHUA BHYTPEHHErO Aguamerpa (Mnu paguyca) Ha oc-
HOBAHMM BHELUHEro guamMerpa (Mnu paguyca) Ans YyCroBUA HYNeBOro NPoAOSfibHOr0 HanpsxkeHusi no AnuHe
pacyeTHoro Tpybuaroro aneMeHTa («CBOOOAHONY ANMHE) NPUBEAEHbI HUXE.

3TN HOpMYIbl OTPaXKaT B3aMMOCBA3b MEXAY BHYTPEHHUM U BHELUHUM AuaMeTpamu Tpybku npu pas-
MUYHbIX COCTOAHUAX ee paclumpeHus, Hanpumep, 6e3 agaBneHus u noa AasneHUeM (CUCTONUYECKUM U auna-
CTONMMYECKUM), U MOSyYEHbl C UCNOMb30BAHMEM CTaHAAPTHBLIX MHXXEHEPHbIX hopmMyn [22].

Tak, ecnu U3BeCTHbI MepBOHaYarnbHble 3Ha4YEHWUA BHYTPEHHEro U BHELLHErO pauycoB MOAENU apTepun
1 HeoBX0AMMO onpeaenuTb N3MEHEHNE BHYTPEHHETO paguyca, Bel3BaHHOE U3MEHEHUEM BHELLHErO paguyca,
MOXHO BOCMONb30BaTbcsa popmynoin (E.8).

AHanoru4yHo, ecrnv n3BeCTHbl NEPBOHAYarnbHble 3HAYEHUA BHYTPEHHETO U BHELUHErO paguycoB Mogenu
apTepun U HeoBxoaMMO ONpPeAenUTb BHELLHUI Pagnyc, CBA3AHHbIA C HEOOX0AMMbIM BHYTPEHHUM Pagnycom,
MOXHO BOCMOMb30BaTLCA popmynon (E.6).

dopmMyna (E.5) MoxeT ObITb UCMONb30oBaHa ANA ONpeaeneHns U3MeHeHusa Dy, eCnm U3BeCTHO U3MEHe-
Hue D;, dopmyna (E.7) — ana onpeaenesna M3MEeHeHns D;j, €Crin N3BECTHO U3MEHEHNe Dy.

2ab a%+ b2 )
AD, :2Ab{(az_b2j/{m+v]j|, (E.5)
2ab a% + b2 .
Dy, :2[a+Ab[mj/(m+v]], (E6)

a?+b? +v(32 —bz)
AD; =2Aa X (E.7)
2ab

az+b2+v(a2—b2)

2ab

D, =2|b+Aa . (E.8)

e CUMBOMbI COOTBETCTBYHOT TakoBbIM B popmynax (E.1) — (E.4).
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Npunoxenune A
(cnpaBouHoe)

CBeaeHus 0 COOTBETCTBUM CCbITOYHbIX MEXAYHAPOAHbIX CTAHAAPTOB HaUUOHASNbHBLIM CTaHAApTaM
Poccuickon ®epepaumnmn

Tabnuya AAA1

Obo3Ha4YeHne cobINOYHOro CTeneHb O603HayeHNe U HaMMeHOBaHWe COOTBETCTBYIOLLEro HaLMOHaNbLHOro
MeXayHapoaHoro ctaHgapTa COOTBETCTBUA CcTaHAaapTa
NCO 7198:1998 NEQ FOCT P 51566—2000 «[NpoTesbl kpoBeHOCHbIX cocyaos. O6-

wne TexHudeckue TpeboBaHnA. MeToabl UCMLITAHNA»

NCO 11134:1994 IDT FOCT P NCO 11134—2000 «CTtepunusayma MeanuLuHCKon
npoaykunnu. Tpe6oBaHWA K Banuaaunn n TeKywemy KOHTPOnIo.
MpoMbILLNEeHHasa cTepunusaLms BnaxHelM TENNOM»

MCO 11135:1994 IDT MOCT P MCO 11135—2000 «MeauuuHckue nsgenus. Banuaa-
LUSA W TEeKyLLMiA KOHTPONb CTEPUNM3aLMn OKCMAOM 3TUNEHa»
NCO 11137:1995 IDT MOCT P MCO 11137—2000 «CTtepunusaumsa MeauLMHCKOW Npo-
AyKuun. PaguaynoHHas ctepunusaymsa»
NCO 10993 IDT MOCT P UCO 10993 «U3penua meguumHckue. OueHka 6uono-
rdecKkoro AeicTBMA MEAULIMHCKNX N3AEeNnii»
NCO 11607:1997 IDT MOCT P UCO 11607—2003 «YnakoBKa ANa MEAULMUHCKUX U3ge-
N, NoaNexaLux puHULLHOW cTepunusaumn. Obwue TpeboBaHUA»
NCO 13485 IDT FOCT P UCO 13485—2004 «U3genuna meguumnHckue. Cucte-
Mbl MeHefAXMeHTa KadecTBa. CucteMHble TpeboBaHuUA ans uenein
peryrnivpoBaHusi»
NCO 13488:1996 — *
NCO 14155 IDT MOCT P UCO 14155-1—2008 «PykoBoAcTBO MO NpOBEAEHUIO
KNMUHUYECKUX UCMIbITaHUIA MEANLMHCKUX u3genunii. YacTb 1. O6wue
TpeboBaHus»

MOCT P UCO 14155-2—2008 «PykoBoACTBO NO NPOBEAEHUIO
KITMHUYECKUX UCNBITaHUIA MeANLUHCKUX usfenunii. YacTtb 2. MNnaxu-
pOBaHMe KIMHUYECKUX UCMBITAaHWA»

MCO 14160 IDT MOCT P UCO 14160—2003 «CTepunusauus oaHOpasoBbIX
MeMULMHCKMX M3[enuid, coaepxallux MaTepuansl XXUBOTHOO
npoucxoxaeHusi. Banuaauus v TekyLnii KOHTPONb CTepunu3aLum
C MOMOLLIbIO XXUAKNX CTEPUNU3YIOLLINX CPEACTBY

NCO 14630:1997 IDT MOCT P UCO 14630—99 «HeakTusHble xwgypmqecme nm-
nnaHTarel. ObLme TexHUYeckne TpeboBaHNs»

NCO 14937 IDT MOCT P UCO 14937—2012 «CTepunusanunsa MeguunHCKon
npogykumu. ObLme TpeboBaHUA K ONpeaeneHnto XapakTepucTuk
CTepunuaytoLero areHTa u k paspabotke, Banmgauum un Tekywemy
KOHTPOIIO NnpoLiecca CTepUnu3au MeauLMHCKUX U3AEnnity

NCO 14971:2000 IDT MOCT P UCO 14971—2006 «UN3penuna MenmuMHCKmeBI'Ipmme-
HEeHUue MeHeaAXXMeHTa pUcKa K MeauUUHCKUM nsgenmam» )

" OrmeneH. B Poccuiickoii depepauyuu geiictytor: FOCT P UCO 11137-1—2008, MOCT P NCO 11137-2—2008,
rOCT P UCO 11137-3—2008.

2 OTMmeHeH. B PO geitcteyet FOCT P UCO 14630—2011.

3 Otmenen. B Poccuiickoii deaepauun aeiictsyer FTOCT P UCO 14971—2009.
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O6osHaveHue ccblfoYHoro
MeXAyHapoaHoro cTaHhapTa

CTteneHb
COOTBETCTBUSA

Obo3HavyeHne U HaMMeHoBaHNe COOTBETCTBYIOLLEro HaluuoHanbHoro
cTaHgapTa

* COOTBETCTBYIOLWMWIA HaUMOHanbHbIA cTaHAapT oTCyTCTBYET. [lo ero yTBepXAEeHUs] PEKOMEHAYETCA NCMONb30-
BaTb NEPEBOA Ha PYCCKUI A3bIK AaHHOTO MEXAYHapOLHOro cTaHgapTa. MepeBoa JaHHOro MEXAYHapOAHOro cTaHAap-
Ta HaxoguTes B PefepanbHOM MHDOPMALIMOHHOM hoHAE TEXHUYECKUX PErNaMeHTOB U CTaHAapToB.

MpuMeyaHune—B HacTosALeit Tabnue UCNoNb3oBaHO criegyoLme ycroBHble 0603Ha4YeHNnsa cTenern co-

OTBETCTBUA CTaHAapPTOB!

- NEQ — HesKBMBaneHTHbIe CTaHaapThl;

- IDT — naeHTUYHble cTaHaapThl.

63



FOCT P UCO 25539-1—2012
BuSnuorpadus

[11 LOSSEF, 8.V, LUTZ, R. J.,, MUNDOREF, J. et al. Comparison of mechanical deformation properties of metallic stents
with use of stress-strain analysis. JVIR, 5, 1994, p. 341

[2] VILLARS, G., Atlas d’équilibres électrochimiques, Paris, 1963

[3] EEBEE, H. et al. Leaks after endovascular therapy for aneurysm: Detection and classification. J. Endovasc. Surg., 3,
1996; pp. 445—448

[4] VEITH, F. J. et al. Guidelines for the development and use of transluminally placed endovascular prosthetic grafts in
the arterial system. J. Vasc. Surg., 21, 1995, pp. 670—685

[6] WHITE, G., etal. Type lll and Type IV Endoleak: Toward a complete definition of blood flow in the sac after endoluminal
AAA Repair. J. Endovasc. Surg., 5, 1998, pp. 305—309

[6] 1SO 11070, Sterile single-use intravascular catheter introducers

[7] 1SO/TS 15539:2000, Cardiovascular implants — Endovascular prostheses

[8] ISO/IEC 17025:1999, General requirements for the competence of testing and calibration laboratories

[9] ISO 10555—1, Sterile, single-use intravascular catheters — Part 1: General requirements

[10] ISO 10555—1:1995/AMD 1, Sterile, single-use intravascular catheters — Part 1: General requirements, Amendment 1
[11] 1SO 10555—2:1996, Sterile, single-use intravascular catheters — Part 2: Angiographic catheters

[12] 1SO 10555—3:1996, Sterile, single-use intravascular catheters — Part 3: Central venous catheters

[13] 1SO 10555—4:1996, Sterile, single-use intravascular catheters — Part 4. Balloon dilatation catheters

[14] EN 550:1994, Sterilization of medical devices — Validation and routine control of ethylene oxide sterilization
[15] EN 552:1994, Sterilization of medical devices — Validation and routine control of sterilization by irradiation
[16] EN 554:1994, Sterilization of medical devices — Validation and routine control of sterilization by moist heat
[17] EN 5586, Sterilization of medical devices — Requirements for medical devices to be labelled «sterile»

[18] EN 868—1:1997, Packaging materials and systems for medical devices which are to be sterilized — Part 1: General
requirements and test methods

[19] EN 12006—3:1998, Non-active surgical implants — Particular requirements for cardiac and vascular implants — Part
3: Endovascular devices

[20] AAMI ST67, Sterilization of medical devices — Requirements for products labeled «sterile» (in preparation)
[21] Cook, R. and Young, W. C., Advanced mechanics of materials, 2nd Ed., 1999
[22] Young, W. C., Roark’s formulas for stress and strain. Case 1A, 6th edition, 1989

[23] ISO 17475, Corrosion of metals and alloys — Electrochemical test methods — Guidelines for conducting potentiostatic
and potentiodynamic polarization measurements

[24] ASTM B117-03, Standard practice for operating salt spray (fog) apparatus
[25] ASTM D638-03, Standard test method for tensile properties for plastics
[26] ASTM F746-04, Standard test method for pitting or crevice corrosion of metallic surgical implant materials

[27] ASTM F2079-02, Standard test method for measuring intrinsic elastic recoil of balloon-expandable stents

64



rOCT P NCO 25539-1—2012

[28] ASTM F2081-01, Standard guide for characterization and presentation of the dimensional attributes of vascular
stents

[29] ASTM F2129-04, Standard test method for conducting cyclic potentiodynamic polarization measurements to
determine the corrosion susceptibility of small implant devices

[30] ASTM G5-94 (2004), Standard reference test method for making potentiostatic and potentiodynamic anodic
polarization measurements

[31] ASTM G15-04, Standard terminology relating to corrosion and corrosion testing

[32] ASTM G81-86 (2003), Standard test method for conducting cyclic potentiodynamic polarization measurements for
localized corrosion susceptibility of iron-, nickel-, or cobalt-based alloys

[33] ASTM G102-89 (2004), Standard practice for calculation of corrosion rates and related information from
electrochemical measurements

65



FOCT P UCO 25539-1—2012

YK 616—089.843:006.354 OKC 11.040.40 P23

KnioyeBble crnoBa: cepaeyHo-CoOCYaMCTbIE UMMIAHTaTbl, BHYTPUCOCYAUCTbIE MMMNAHTaTbl, BHYTPUCOCYAUCTbIE
npoTesbl

66



Pegaktop O.A. CmosiHosckas
TexHuyeckuin pegaktop A.M. benos
Koppektop M.H. lanuk
KomnbtoTepHas BepcTka A.C. Lllanosanogol

CpaHo B Habop 23.12.2013. MoanucaHo B nevats 20.01.2014. dopmaT 60x84%. lapHuTypa Apuan.
Yen. ney. n. 7,91. Yuy.-u3g. n. 6,72. Tupax 55 aks. 3ak. 551.

HabpaHo B U3paTtenbckoM gome «BebeTepy
www.idvebster.ru project@idvebster.ru

MspaHo v otnevataHo Bo OrYM « CTAHOAPTUH®OPM», 123995 Mocksa, paHaTHbIl nep., 4.
www.gostinfo.ru info@gostinfo.ru


http://www.mosexp.ru#  
http://files.stroyinf.ru#  
http://www.mosexp.ru# 
http://www.mosexp.ru#  
http://files.stroyinf.ru/Index2/1/4293786/4293786183.htm

