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HAUMWOHANbHBIAN CTAHJOAPT POCCUMNCKOWU OGEJEPALUMN

UMMNNAHTATbI CEPOEYHO-COCYAUCTBIE
BHyTpucocyaucTtble MMNNaHTaTbl
YacTtb 2
CocyaucTble CTeHThI

Cardiovascular implants. Endovascular devices. Part 2. Vascular stents

DaTta BBegeHus — 2014—01—01

1 O6nacTb npyMeHeHusi

1.1 HacTosawwmii ctanaapT ycTaHaBnueaeT TpeboBaHUS K COCYANCTLIM CTEHTAM, OCHOBbLIBAACH Ha CoBpe-
MEHHbIX 3HaHUsIX B 0brnacT MmeauLIMHbI. B HeM npueeaeHsbl ToeboBaHUst K npeanonaraeMeiM pabovum xapakrepu-
CTUKaM, 0COBEHHOCTAIM An3aliHa KOHCTPYKLMK, MaTepuranam, oLeHKe KOHCTPYKLUK, MTPOU3BOACTBY, CTepunnsa-
LK, ynakoBke 1 MHdopmaLmm, npegocTasnsieMon usrotoeutenemM. CtaHgapT crieyeT paccMmaTpusaTh kak Aomnon-
HeHue Kk MCO 14630, B koTopoM onpeaeneHsl obLume TpeboraHWS pyHKLMOHUPOBAHUSI HEAKTUBHBIX XUpYprudec-
KUX UMMNI1aHTaTOoB.

[MpumeyaHune—Bcesa3m ¢ pazHoobpasnem KOHCTPYKLUIA UMMNIAHTATOB, OXBaTbIBAEMbIX HACTOAWMM CTaHAap-
TOM W, B HEKOTOPbIX CIy4asx, B CBA3N C OTHOCUTENBHO HefaBHel pa3paboTkoN MMMNaHTaToOB HOBLIX BUAOB (Hanpumep,
Broaerpagupyemble CTeHTbI, NONMUMEPHbLIE CTEHTHI) HE BCEraa AOCTYNHbLI NPUHATLHIE CTAHAAPTU3MPOBaHHbLIE UCMbITAHUA
in vitro n knuHW4eckue pesynetaTtel. Kak Tonbko 6yayT AOCTYNHbLI HOBblIE HAY4YHBIE U KNMHMYECKUE AaHHbIE, NOSABUTCA
Heo6xoaMMOoCTb B MEPECMOTPE HACTOSILWLEro ctaHaapTa.

1.2 O6nacTb NPUMEHEHUA HACTOSILLEro cTaHAapTa BKKOYaEeT COCYAUCTLIE CTEHTLI, UCMONb3yeMble ANA ne-
YEHWUA CoCyaAUCTbIX NMOBPEXAEHUIA UM CTEHO30B, UMW APYrMX COCYAUCTbIX aHOManui. 3TU YCTPOMUCTBA MOTYT
BKSHOYATB MW He BKoYaTe MoanduKaLumm NOBEPXHOCTU CTEHTA, Takne Kak HaHeceHWe NnekapcTBEHHbIX U/Unu
WHBIX NOKPBLITUIA. CTEHTLI, NOKPLITbIE MaTepuanamu, KOTOpbIe CYLLECTBEHHO U3MEHAOT UX NPOHULLAEMOCTL Mo cpaB-
HEHWIO C HeMnoKpLITbIMU CTEHTaMU, OTHOCATCA K obnactun aencteua NCO 25539-1. KOHCTpyKTUBHOE pelueHne
cTeHTa MoxeT noTpeboBaTb OLEHKU COOTBETCTBUA (bYHKUMOHANbHBIM TpebGoBaHUAM, NpuBeAeHHbIM Kak B
NCO 25539-1, Tak 1 B HacTosAILLLeM cTaHaapTe.

1.3 CucteMbl 4OCTaBKM BKIIHOUEHBI B 06nacTb AENCTBUS HACTOALLErO CTaHAapTa, ECAIM OHWU NPEACTABMSIOT
€060 HeOTbeMITEMbIE KOMMOHEHTbI packpbITUA COCYAUCTOrO CTEHTA.

1.4 Mpoueaypbl M ycTpocTBa AJ1st 6annoHHOM aHrMONNacTUKK He BXoAAT B 06nacTb AeCTBUSI HACTOALLETO
cTaHaapTa.

1.5 HekoTopble chapmakosniornieckue acnekTol NPUMEHEHU CTEHTOB C NIEKAPCTBEHHBLIM NOKPLITUEM paccMaT-
p1BaIOTCA B HACTOSILLIEM CTaHAAPTe, OAHAKO HACTOALLMIN CTaHAapT He SIBMSIETCS McHephbIBaoLLLMM Anst hapmako-
1NOrMYECKON OLIEHKU CTEHTOB.

1.6 Buogerpagaums n apyrme xapaktepucTuki Guogerpagupyembix 1 NOMMEPHbLIX CTEHTOB W MOKPLITUN He
paccMmaTpuBaloTCs B HACTOSALWEM cTaHaapTe.

1.7 3a ucknioyeHem MeTOA0B CTepUNU3aLLMM HACTOALLMIA cTaHAAPT He coaepXuT TpeboBaHuiA NO oLeHke
usaenui, cogepXaliyx TKaHW XXMBOTHOTO MPOUCXOXKAEHWUSA.

WUsnanme opnumnansHoe
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2 HopmMaTuBHbIe CCbINKK

B HacTosiLLeM cTaHaapTe UCNoNb30BaHbl HOPMATUBHBIE CCbITKM Ha criedytolwne cTaHaapTsl. Ons gatupo-
BaHHbIX CCbIIOK MPUMEHSIOT TOJIbKO YKasaHHbIe M3danHus. Ons HegaTupoBaHHbIX CCbINIOK MPUMEHSIKOT camble Noc-
negHue na3gaHus (Bkodas nobblie USMeHeHNs 1 Nonpasku).

MNCO 10993 (Bce yacTu) bruonornyeckas oueHka MeguumHekux nsgenuin [ISO 10993 (all parts), Biological
evaluation of medical devices]

NCO 11135-1 Ctepunusauus meguumHCKor npogykumm. 3tnneH okeug. YacTs 1. TpeboeaHus k paspaboTke,
BaNMAaLMm U TekyLLeMy KOHTPOIIO NpoLiecca ctepunmaaum meguunHeknx usgenuin (ISO 11135-1, Sterilization of
health care products — Ethylene oxide — Part 1: Requirements for development, validation and routine control of
a sterilization process for medical devices)

NCO 11137-1 Ctepunusaums meguumMHckoii npoaykumn. Pagnauus. TpebosaHus k paspaboTke, Bannaaumm
1 TEKyLLEMY KOHTPOIMO NpoLiecca cTepunmsaummn MeamumHekux nagenuii (ISO 11137-1, Sterilization of health care
products — Radiation — Part 1: Requirements for development, validation and routine control of a sterilization
process for medical devices)

NCO 11607 (Bce yacTu) Ynakoska 4151 MeQULIMHCKUX U3AENWIA, nognexallnx puHULLIHON cTepunmnsaumm
[ISO 11607 (all parts), Packaging for terminally sterilized medical devices]

NCO 14155 (Bce yacTu) KnnHnueckue ncnbiTaHns MeAULMHCKUX n3genuii ans nogeli [ISO 14155 (all parts),
Clinical investigation of medical devices for human subjects]

NCO 14160 Ctepununsauns oAHOPa30BbIX MeANUMHCKMX N3Aenuii, cogepXalunx matepuanbl JKMBOTHOMO
npouncxoxgeHus. Banmgaums n TekyLLMA KOHTPOSb CTEPUIM3ALMM C MOMOLLBHO XUOKUX CTEPUIN3YIOWNX CPEACTB
(1SO 14160, Sterilization of single-use medical devices incorporating materials of animal origin — Validation and
routine control of sterilization by liquid chemical sterilants)

NCO 14630 HeakTrBHbIE XUpyprudeckve nMmnnaHtaTel. O6wme Tpebosanua (ISO 14630, Non-active surgical
implants — General requirements )

NCO 14937 Ctepunusaums MeguumHckon npogykummn. Obwme TpebosaHWsa ANs onpeaeneHns xapakrepuc-
TUK CTEPUNU3YHOLLLEro areHTa v paspaboTku, BanMaaummn U TEKYLLLEro KOHTPOSA NPOLECCOB CTepUIA3aLM Meau-
unHeknx nagenuii (ISO 14937, Sterilization of health care products — General requirements for characterization of
a sterilizing agent and the development, validation and routine control of a sterilization process)

NCO 14971 Napenus meamumHckue. NpuMeHeHWe MeHeMKMeHTa PUCKOB K MeAUUUHCKUM U3aenusam
(1SO 14971, Medical devices — Application of risk management to medical devices)

NCO 17665-1 CTepunusaumns MeamumHckoi npogykuun. Ctepunuaauusi napom. TpebosaHus k paspaboTke,
Banuaaumm 1 TekyLLieMy KOHTpOSo npoLecca cTepunusaumum meguumHekux usgenuin (ISO 17665-1, Sterilization of
health care products — Moist heat — Part 1: Requirements for the development, validation and routine control of
a sterilization process for medical devices)

3 TepMuHbI M onpeaeneHns

B HacTosLLeM cTaHgapTe npumeHeHbl TepmyHbl o UCO 14630, a Tacke cneayowme TepMUHbI C COOTBET-
CTBYIOLLMMU onpegesieHnsiMn:

MpuMmedaHue— OnmcaHna CTEHAOBLIX UCTbITAHWIA M aHANTMTUYECKMX PACYETOB NPUBEAEHbLI B MPUNOXEHUN B.
MepeyeHb KIMHUYECKMX HeBnaronpusTHLIX COOLITUIA, noanexawmx permcTpaumm, npueeaeH B npunoxenun C.

3.1 packpbIiTue c nomoLlbio 6annoHa: Mcnonb3oBaHue 6annoHa ana o6ecneyeHVs NOMHOTbI PacKPbITUS
CTeHTa.

3.2 kpbinbyaTasn popma 6annoHa: MameHeHHas dopma nonepeyHoro ceveHus GannoHa nocne cnycka
BO34yXa, KOTopasi MOXeT 3aTPYAHWUTb ero yaaneHue.

MpumeyaHwue — Kpbinbvatas dopma H6annoHa MOXET Talke BblI3BaTb MUIPALMIO CTEHTA, MOBpeXAeHue
cocyaa unu 6annoHa u HeBO3MOXHOCTb yaaneHusi 6annoxa.

3.3 cuctema gocrtaBku: Cuctema v MexaHnam, UCron b3yeMble A4NA A0CTaBKU CTeHTa B NpeyCMOTpeH-
HYH Ana nMmnnaHTau no3nunto U Ana packpbITUA CTEHTA.

MpumeyaHune— Cuctemy AOCTaBkM yaansioT Nocne pasMelleHusi cTeHTa. CucTeMbl 4OCTaBKM BKNIOYAIOT B
cebs 6annoHHble KaTeTepbl UMM CUCTEMbI, MPUBOAVMbIE B AEWCTBME MEXaHWYECKM.

3.4 onpegenaTb: KonnmyecTBEHHO OLIEHBATL UM aHaNn3npoBaThb.

MpumedyaHune— Cwm. Takke 3.8.
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3.5 pacwunpeHue koHLieBbIX yYacTKoB 6annoHa: MaHTeneoobpasHas hopma 6annoHa, Habnogatowas-
Cs1 NpU PacKpbITUW CTEHTa, B criydae ecriv cBobogHble KOHLbI 6annoHa Npu pacluMpeHnm BLIXOAAT 3a npeaensl
AvaMeTpa packpbIBaeMOro CTEHTA.

3.6 nokpbiTue: OpraHnyeckuii UNM HeopraHMYeckUin MaTepuarn, OTSINYHBINA NO COCTaBY OT XKUBLIX KIETOK,
HaHOCUMbI NPW N3rOTOBNEHUW CTEHTA Ha ero OCHOBY.

n pumMmevaHne — nOKprTVIe MOXET CNY>XUTb NOCTOAHHO NN BPEMEHHO U MOXET 6bITb HAHECEHO Ha BHELLHIOW
nwvinm BHYTPEHHIOI NOBEPXHOCTbL CTEHTa.

3.7 copepxaHue nekapcTB: KonnuecTBo nekapcTs, coaepXKallumxca Ha NOBEPXHOCTHU (MOBEPXHOCTSAX) No-
KpbITUA, KaK COCTaBHas YacTb MOKPLITUS, IMG0 U3HYTPU CTeHTa.
3.8 oueHuBaTb: KauecTBeHHO OLIEHUBATL UM aHANN3UPOBAaTb.

Mpumeyanune— Cm. Takke 3.4.

3.9 cyxeHue npocBeTa: YMeEHbLLEHE gnaMeTpa NpOoXoAHOro oTBepCcTUA cTeHTa, Habnoaaemoe cpea-
cTBaMW BU3yanu3aumm.

3.10 xnuHuYeckoe cobbiTue, noanexailee perucrpauum: OcnoxHeHne, otkas, 06ycrnoBneHHbIe KOHCT-
pYyKUMen yCTpoicTBa, MMeloLLMe HebnaronpusTHble NOCNEACTBUA UK HeraTUBHOE BNUAHWE, Habnogaemble npu
KMUHUYECKOM MUCOb30BaHUN CTEHT-CUCTEM.

MpwumeyaHune— MNpumepbl BUAOB OCNOXHEHUI NpUBeaeHbl B Npunoxennn C. 3TM cobbiTUA MOTyT He UMETL
KNMMHNHECKOTO 3HAYeHUst U BbiTb He 0BYCNOBNEHb!I KOHCTPYKUMEN YCTPOMCTB.

3.11 koHduUrypauus cteHta: dopMa CTeHTa, Hanpumep, UMNnuHApUYecKas, KoHudeckasl, pacluMpeHHas,
cnuparnksHasi, cerMeHTUpOBaHHas!, pa3BeTBEeHHas.

3.12 BHeLHAA Nrowaab NOBEpPXHOCTU CTeHTa: [nowaab KoHTakTa CTeHTa ¢ CocyaoMm.

3.13 nnowaab noBepxHOCTU, CBOGOAHOM OT cTeHTa: Mnowaab NOBepXHOCTU LMNUHAPA B NpoLeHTaXx,
obpasoBaHHas TeNoM UMNIaHTaTa, Kotopasi He CoAepPXUT cOBCTBEHHO UMNIAHTUPYEMOro MaTepuana.

3.14 creHT-cucTteMa: CocyanCTbIN CTEHT U ero cucTema A0CTaBKU UMW COCYAUCTbIA CTEHT, yCTaHOBIEHHbIN
Ha 6annoH B COOTBETCTBUM C UHCTPYKLUMEN NO NPUMEHEHUIO.

3.15 cocyAUCTbIN CTEHT, CTEHT, UMNNAaHTaT: TpaHCNIOMUHANBHO pacnofnararWwmnica caMmopacKkpbiBato-
LLWIACA UNK pacLLnpsieMblil 6annoHoOM UMMNaHTaT, UCTonb3yeMbli 1Sl eYeHWUs COCYAUCTLIX NMOBPeXaeHUI nyTeM
Co3[aHUsi MEXaHWYeCcKo noaaep ki (onopbl) Anst obecneveHns UM coxpaHeHWs LLeriocTHOCTU cocyAaa.

MpumedvyaHune 1 — CTeHTbl MOTYT MMETb MOAUMMKALUW, HANPUMEP, B BUAE NEKAPCTBEHHLIX UNWU NOKPLITUNA
ApYrvX BUAOB.

MpumeyaHune 2— CTeHTbl HXeCNeayoWMX TUMOB OTHOCATCA K 06nacTn AeNCTBUS HacTOSILLEro ctaHaapTa.

3.15.1 MaTpUUHbIA cTeHT: CTEHT, CKOHCTPYMPOBAHHLINA U3 coeaUHEHHBLIX Mexay coboi cerMeHTOoB.
3.15.2 ronomeTannuyeckuit cteHT: CTeHT 6e3 NOKPbLITUS U 0600UKN.

MpumeyaHue— CreHT 63 NOKPLITUS UNN OBONOYKN MOXET GbiTb U3FOTOBMEH M3 OQHOMO UMM HECKOMBKMX
maTtepuanos.

3.15.3 buoperpagupyeMblii cTeHT: CTEHT, CKOHCTPYMPOBAHHbI Takum 06paszom, UToGbl CRYXWUTb onpeae-
NeHHbIA Nepuog BpemeHn 6e3 HeoBXxoAMMOCTY NocneayroLero yaaneHus (akernnaHTawmm).

3.15.4 cTeHT, paclwumpsiembii 6annoHom: CTEHT, Y KOTOPOro yBenvyeHne avameTpa packpbiTUs 4OCTU-
raeTcsi ¢ NOMOLLbo BanioHHOro KateTepa.

3.15.5 cTeHT ¢ nokpbITUeM: CTEHT C MOBEPXHOCTHLIM CI0EM AOMNONHUTENBHOrO MaTepuana (Matepuaros),
KOTOPBIN He CYXUT cylliecTBeHHON (T. e. bonee 5 %) OMOpPo CocyancTol CTEHKWN WU 3aMETHO He CHUXaeT
NMPOHULIAEMOCTb CTEHTA.

3.15.6 KOMNO3UTHBIN cTeHT: CTeHT, cocToALuiA U3 Bonee Yem ogHOro MaTeprana unu coeiMHeHWn maTte-
prnanos, obecrnevmBaroLLMX CyLLLECTBEHHYIO (T. €. bonee 5 %) onopy cocyaa Npu packpbITUK CTEHTA.

3.15.7 creHT-rpaddT: CTEeHT, MOKPbITbIA AOMOMHUTENBHBIM MaTepuanom (Matepuanamm), KOTopbli CyLLecTBeH-
HO CHWXaeT NPOoHWULAeMOCTb WK yMeHbLUIaeT nroLafb MoBEpXHOCTU rofoMeTanIMyeckoro cTeHTa.

MpwnMeyaHune— CreHT-rpadTsl nonagatot nog gevctene NCO 25539-1. Mpu KOHCTPYMPOBAHUM TAKUX CTEHTOB
TpebyeTcs yunTbiBaTh PyHKUMOHANBHbIE TpeboBaHws, npveegeHHbie B MCO 25539-1 n CO 25539-2.

3.15.8 cTeHT c nekapcTBeHHbIM NOKpbITUeM: CTeHT, BblAeNnALLMiA NekapCcTBeHHoe cpeacTso (cpen-
CTBa) B TeueHWe onpeaerieHHoro nepruoda BpeMeHu.
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3.15.9 camopackpbIBalOWUNACA CTeHT: CTeHT, y KOTOpOoro yBenuueHue amametpa gocturaercs 6e3 Hanon-
HeHus 6ansioHa unu gpyrov MexaHU4eCcKon NOMOLLM.

Mpunmeyanne— CamopackpbiBatowmecs CTeHTh nonagatot nog gevictene MCO 25539-1. MNpu koHCTpyUpo-
BaHWM Takoro CTeHTa cnegyeT y4nTeieaTh TpebosaHus, npueseaeHHble B UCO 25539-1 n NCO 25539-2.

4 O6wue TpeboBaHMA

4.1 Knaccudukauyums

B onucaHue cteHTa gomkHa BxoauTb ero kKoHdurypaums (cm. 3.11), Tun (cm. 3.15), MaTepurarnbl KOHCTPYKLUK
1 nmobble MoandukaLmm NOBEPXHOCTU, HANM4YUE NMOKPLITUI W/KUNKU cogepXaHue NeKkapcTBEHHbIX CPeACTB.

4.2 Pa3mep

Mpuv onncaHun pazmepa AosKHbI BbITh UCMOMNb30BaHbLI CREAYHOLLME XapaKTEPUCTUKN:
a) BHELWHWI anameTp;
1) camopaclnpALLMECs CTEHTbI:
- cB060AHbLIN BHELLHWI AMaMeTp yCTPOUCTBa, B MUNNIUMETpaX,;
- AnanasoH npejrnonaraeMbIxX AMaMmeTpoB NpPocBeTa cocyaa, B MUINTMMETpax;
2) cTeHThI, paclumMpsieMble 6annoHOM: AranasoH NpeanonaraeMbiX paclUMpPeHHbIX BHYTPEHHWUX AMaMeT-
pOB CTEHTa;
b) MUHMManbHas 1 MakcuManbHas nonesHble ANHLI, BbIpaXXeHHbIE B MUINTNMMETPaX UM CaHTUMETpax.

4.3 OnucaHue npeanonaraemMoro KNMHUYECcKoro UCNonb3oBaHUA

[Mpy KNMHUYECKOM UCMOSNb30BaHUW AOMKHO ObITb ykazaHo ogHO unu BorbLue cneayowmx HasHavYeHWiA:
a) bploLLHas aopTa;
b) apTepnoBeHo3Hoe LYHTUpOBaHWE Anst obecneyeHnst cCocyancToro AoCTyna;
C) COHHas apTepus;
d) KopoHapHas apTepus;
e) beapeHHas apTepusi;
f) noaR3goLWHas apTepuss;
g) nogKoneHHas apTepus;
h) noueyHas apTepus;
i) rpyaHas aopTa;
j) TopakoabaoMuHaneHas aopTa
k) 6onbLuebepLoBasi apTepus;
|) apTepumn apyrux Bnaos;
m) BeHbl ApYrvX BUOOB.

5 ®yHKUMOHaNbHbIE XapaKTepUCTUKU
TpeboBaHus K hyHKLIMOHAMNBHBIM XapakTepucTkam AomkHbI cooTeTcTBoBaTH MCO 14630.
6 OCO6eHHOCTM KOHCTPYKTUBHOrO peLueHus

6.1 O6LWmMe nonoXxxeHUs
Mpv paspaboTke KOHCTPYKTUBHOTO pelueHns credyeT npumMeHsaTs MCO 14630. Kpome Toro, A4oNOSHATENBHO
HeobXoanMOo yuMTbIBaTL credytoLue dakTopbl hyHKLMOHWPOBAHNA CTEHTA:
a) BO3MOXHOCTb OKUCTIEHWS1, BEPOSITHOCTbL KOHTAKTHOW KOPPO3MM, KOPPO3US HA YaCTsIX CTEHTa;
b) pa3suTHe ransBaHUYECKO, TOHEHHOR, PPETUHT-KOPPO3WK (MPU TPEHUN);
C) B3aMMOZEeNCTBUS MeXay UMMIaHTMPYEMbIM CTEHTOM Y OPraH13MOM:
1) npu comKcaLmm CTEHTa C NOMOLLLIO KPHOYKOB;
2) BO3BMOXHOCTb OTHOCUTESbHbBIX MepeMELLEHUA CTeHTa U TKaHu;
3) ypoBeHb ycunus, nepegasaeMoro CTEHTOM Ha OKpYXXatoLLe TKaHu;
4) ypoBeHb ycunus, Heobxogumoro ans aecdopmaLum CTEHTa;
d) oxvaaemoe BpacTaHue CTeHTa, NPoHWKaHUe B TKaHW, NepdoprpoBaHne TKaHel, CMeLLeHe 1 Murpaums
CTeHTa; BO3AeCTBUA CO CTOPOHbLI CUCTEM BBOAA 1 AOCTABKN.

4
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Mpunmeyanune— HasgaHHble JONONHUTENBHbIE NYHKTHI B3ATHI U3 EH 12006-3 [15), pasaen 5.

OcobeHHOCTU KOHCTPYKLMIA COCYAUCTLIX CTEHTOB (C cUcTemMol Unu 6e3 cUCTeMbl OCTaBKW) NPUBEAEHbI B
Tabnuue A.2 co cCbinikaMu Ha MeToAbl UCTILITAHWIA, KacatoLMECH OLIeHKW An3aiiHa KOHCTPYKLMK (CM. pasaen 8).
He Bce BuAbI UCMbITaHUA HeOBXoAUMbI ANs KAXA0ro CTeHTa U/unu cuctemMbl goctaesku. O6ocHoBaHWe Bbibopa
BMAA UCTIbITAHWS AOMKHO GbITb USNOXKEHO.

6.2 Cucrema [oCTaBKU U CTEHT-CUCTEMA

OcobeHHOCTUN KOHCTPYKLMU CTEHTA AOMKHbI COOTBETCTBOBATbL NpeaHasHaYeHHbIM paBoUnM XxapakTepucTy-
KaM cucTeMbl AOCTaBKU U y4UTLIBATB, MO KpakHe Mepe, cneayioLlee:

a) cnocobHOCTb cUCTeMbI 0becneunBaTh NocneaoBaTeNbHbIA, TOUHBIN 1 Ge3onacHbIi OCTYN B Npeanonara-
emyto obnacTb pasmeLLeHus;

b) cnocobHocTb cucTembl 0becneunBaTh NocnegoBaTensHoe, TouHoe U 6esonacHoe packpbITUE CTEHTA;

C) cnocobHOCTL cUCTeMbl obecneumBaTth nocnegoBaTtesibHoe 1 besonacHoe yaaneHue cMCTeMbl 40CTaBKY,

d) cooTBeTCTBME CUCTEMbI TPeBoBaHWsaM 6ruocosmecTmocTu no UCO 10993-1 1 cooTBETCTBYHOLWMM APYTUM
yactam cepuu ctaHgapTos UCO 10993;

€) cNocoBHOCTL CUCTEMbI MUHMMU3MPOBATL NMOTEPU KPOBU (remMocTas);

f) BU3yanusauuio cuctemMbl Npy peHTreHOCKONMUK UK APYrMx MeToaax KOHTPOSS.

6.3 UmnnanTar

6.3.1 CteHT

Mpu oueHKe COOTBETCTBUSI paBOUMUX XapaKTePUCTUK KOHCTPYKLIMM CTEHTA NpeaHa3HaueHHOMY NPUMEHEHUIo
cnepyeT y4uTbIBaTb, NO KpalHel Mepe, creayioLume napameTphbi:

a) cnocobHOCTL CTeHTa BbITh NocreAoBaTeNLHO, TOHHO U Be3onacHoO pacKpbIThIM;

b) cnocoBHocThL cTeHTa obecneunBaTh HagexHy duKcaLuio U NpUMbIKaHWe K NpeanonaraeMoMy MecTy
COCYANCTON CUCTEMBI;

C) CNOCOBHOCTb CTEHTa COXPaHSTL AOCTATOUHYHO LIENOCTHOCT;

d) cooTBETCTBME Pa3MepOB CTEHTA U €ro KOHCTPYKTUMBHOI hopMbI NSt UCMIONb30BaHUS B cocyaax onpeae-
NeHHbIX AMameTpoB;

e) crnocobHOoCTL CTeHTa obecneymBaTh ageKBaTHbIA NOTOK KPOBU HYepes NPOocBeT (MPOXoAUMOCTb);

f) coBMeCTUMOCTL CTeHTa ¢ AeiCTBMEM MarHUTHbIX Moner Npy MarHUTHO-pe3oHaHcHo Tomorpacumn (MPT);

g) cooTBeTCTBUE CTeHTa TpeboBaHuaM 6uocosMmecTumocTy no MCO 10993-1 n cooTBeTCTBYOLMM APYTUM
YyacTsM cepum cTaHgaptos MCO 10993;

h) BU3yanmsauus cTeHTa Npu peHTreHOCKONUM UK ApYriX MeTodax KOHTPOSS.

6.3.2 NokpbiTue

Mpw oLeHKe COOTBETCTBUSA NOKPLITUSA NpeAHa3HaYeHHOMY NPUMEHEHWIO cnedyeT AOMNONHUTENbHO YYUTbI-
BaTb, N0 KpalHel Mepe, cneaytoLine gakTopbi:

a) crnocoBHOCTL MOKPLITUSA COXPaHATL aAeKBaTHYHO LIENOCTHOCTbL C TeYEHUEM BPEMeHU B COOTBETCTBIM CO
crnieundukaLmeint KOHCTPYKLMU (HAaNpUMep, OTCYTCTBUE NPU3HAKOB 3HAYNMOr0 CYLLECTBEHHOro paccrnoeHWs no-
KPbITUS, OrONEHHbIX y4acTKOB);

b) obecneunBaTs B3auModencTBUE MexOY NOKPLITUEM M CTEHTOM (HanpuMep, ¢ Liesbio 3aluTel MaTepuana
CTEHTa OT KOpPO3WH);

C) cnocoBHOCTL NOKPLITUS 0BecneYvnBaTh afeKBaTHOE COMPOTUBMEHWE K HEMPEAYyCMOTPEHHOMY BbIAENEHWIO
yacTuL, MaTeprana cTeHTa;

d) cooTBETCTBME PasMEPOB 1 APYIX NapameTPOB NOKPLITUS (HanprUMep, MOPUCTOCTb, NIIOTHOCTb, pasMeLLe-
Hue) cneumdmKaLMn KOHCTPYKLMW;

e) enusiine MPT Ha cocTosiHWE MOKPbLITUS CTEHTOB (HanpyMep, Harpes CTeHTa).

6.3.3 JlekapcTBeHHbIe cpeacTBa

Mpw oLieHKe COOTBETCTBUA AW3aiiHa KOHCTPYKLMUU NpeAHa3HaueHHOMY NPUMEHEHUI0 CTEHTAa C MOKPLITUEM,
€CI1 MOKPLITUEM CIYXMT COBCTBEHHO NEKapCTBEHHOE CPEACTBO Ui TAKOBOE BXOAUT B COCTAB CTEHTA U MOKPbI-
TS, cnegyeTt AONOSHATENBHO YYMTbLIBATL, MO KpakHel mepe, crnegytoLlme hakTopbl:

a) cnoco6HOCTL BOCMPOM3BOANMO HaHOCUTL TPeByeMbIl BUA U KOSTMYECTBO JlekapcTBa Ha CTEeHT;

b) cnocobHoCTE BbIAENATL TPebyemoe kKoNMYeCcTBO f1ekapcTBa 3a ornpeaerneHHbI MPOMEeXYTOK BpeMeEHMW;

C) COOTBETCTBME OCTATOUHOIO KOSIMYeCTBa JIeKapcTBa crneumdmrKaLmmn KOHCTPYKLMK;

d) oTcyTcTBME BpeaHbIX MpUMecelt U Aerpafaunmn nekapcta(a) npy NPOU3BOACTBE U XpaHeHUW;
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€) BO3MOXHOCTb B3aMMOAENCTBUA MeXAy f1eKapCTBOM U MOKPLITUEM U/MMU CTEHTOM, Ha KOTOpPbIA HAHOCKT-
CA NekapcTBo;
f) Bnusinne MPT Ha nekapcTBa B COCTaBe MOKpbITUA CTEHTa (Hanpumep, Harpes).

7 MaTtepuansl

LonxHbl 6bITh cobnioaeHsl Tpeboeanus k MaTepuanam B cooteeTcTBUM ¢ UCO 14630. [omkHbl GbITh NpoBe-
AeHbl A0NONHUTENbHbIE UCMbITAHUS, YCTaHOBSIEHHbIE ANA onpedeneHHbIX MaTepuanos (HanpuMep, MeTasnsos,
MoSIMMEPOB, JIEKapCTBEHHBIX CPeCTB), C LeNbIo OLIEHKW WX NPUrOAHOCTU A5St UCMONb30BaHUS B KOHCTPYKLIMK.
Hanpumep, maTepuarbl Ha OCHOBE HATUHONA, 3aBUCSILLME OT CBOWCTB NaMATU (bOpMbI, CrieayeT UCTIbITbIBATL A1
OLIEHKW BO3MOXXHOCTU X TpaHccopmaumn. Kpome Toro, Ans CTEHTOB C SieKapCTBEHHbLIM MOKPLITUEM AOMMKHbI ObITb
npoBeAeHbl UCMbITAHUSA MO OLEHKe KavecTBa NIeKapCTBEHHOIo CPeACTBa, BKIouasa naeHTUdukaLmio npumecei u
JAerpagvpytowmx matepuanos (KOMNOHEHTOB). BO3MOXXHOCTU 3MEKTPOXUMUYECKUX peaKLMiA pasnyatoLLIMXCs Mexay
cobol MeTannoB (CTEHTOB, NPOBOAHWUKOB, NPOYUX BCMIOMOraTesbHbIX YCTPOWCTB) MOryT noTpeboBaTthk NpoBeaeHUst
ApYrvX BUAOB UCNbITAHUNA.

8 OueHka an3anHa KOHCTPYKUMH

8.1 O6wue nonoxeHus

CneayeT NnpuMeHsTL TpeboBaHUA K oLeHKe KOHCTpyKuuu B cooTBeTcTBUM ¢ UCO 14630. AHanus pucka
JomkeH 6bITb NpoBeaeH B COOTBETCTBUM ¢ TpebosaHuamu UCO 14971.
CnepyeT npusecTu 060CHOBaHWE TOro, YTO OLIEHKA HEKOTOPbIX CBOMCTB He Gbina NnposeaeHa.

Mpumeyvyanune 1 — He Bce BUALI UCNBITAHWI MOTYT NOAXOAUTL ANSA BCEX KOHCTPYKTUBHBIX PELUEHUIA CTEHT-
cucTem.

HeBO3MOXHO MPUHATL BO BHUMaHWE BCe TEXHONOMI, pa3BuBaloLLMECcH B HAaCTOsILLee BpeMsl, U TEXHOMNOMM
6yayLiero. CTeHT-cucTeMaM Ha OCHOBE MHHOBALMOHHBIX TEXHONOMWA A0MKHa ObITh AaHa OLEHKA B COOTBETCTBUM
€ OCHOBHLIMU TpeBoBaHUAMM HacTosiLero cTaHAapTa. MNpu oueHke acheKTUBHOCTU 3TUX CTEHT-CUCTEM MOTYT
noTpeboBaTbCA UCMbITAHNSA, BbIXoAsILLME 3a obnacTk AeCTBUS HacTosiwero ctaHaapTa. Mpu BbiGope cooTeeT-
CTBYIOLLMX UCTIbITAHWIA CNegyeT obpallaTe BHUMaHWE Ha BAbl OTKA30B CTEHT-CUCTEM U UX BMAHWE Ha paboTy
uMmnnaHTara.

Mpy BHECEHWW W3MEHEeHWI B MaTepwuanbl, KOHCTPYKLMIO, KOHdUrypaLuuo, metoabl 06paboTku cnegyeT
BbINOMNHATL COOTBETCTBYIOLWMIA aHanu3 noTeHuMansHOro BAUSIHWSA U3MEHEHWU Ha BUAbl 0TKasa U 3HauYeHWs
paboumx XapaKTepuUCTUK CTeHT-cUcTeMbl. Mpu HeobxoauMocTy criegyeT NpoBOAWTL COOTBETCTBYHOLLME UCMbI-
TaHus.

Heobxoammo ncnonb3oeaTh ornpegeneHHbIe KOHTPOIbHbIE pedhepeHTHbIE U3Aenst Ans CPaBHEHUS C Liesbto
OLIeHKW HEKOTOpbIX NMapameTPOB KOHCTPYKLMN.

Ecrnv npu KMMHWYECKOM UCMONb3OBaHNW BO3HMKAET CUTYaLMs, KOrda CTeHTbl «HaxoaaT» Apyr Ha gpyra
(Hanpvmep, NpU CTEHTUPOBAHWUW NMOBEPXHOCTHOW BeapeHHO, KopoHapHOI apTepuii), cneayeT OLeHUTb CoXpaHe-
HUWe LenoCTHOCTU U PYHKLMOHANBHOCTU UCTbITYyeMoro cTeHTa. Ecnim Bo3MOXXHOCTb NepeKpbITUS CTEHTOB NPUHWMa-
€TCs BO BHUMAHWe, TO UCTIbITAHUA JOMKHbI BKITHoYaTb COOTBETCTBYHOLLYHO OLIEHKY.

McnbiTaHrs no yctaHoBNeHUto cTpoka roqHoCcTU credyeT NPoBOAWTL NMyTeM NOBTOPEHNS COOTBETCTBYHOLLIMX
TecToB. [lomkHoO 6bITh NpuBeaeHo 060cHOBaHWe BeiGopa UCTbITaHUA. [1s1 CTEHTOB € NleKapCTBEHHbBIM MOKPLITUEM
ANs onpeAeneHns CBOMCTB NekapcTBa OTHOCUTENBHO CPOKa ero roAHOCTY AOSKHbI MPOBOANTLCS UCMbITAHWS B
peansHOM BpeMeHU 1 YCKOPEHHbIE UCTbITaHUS.

MpnmevaHune 2 — [JononHuTenbHble CBEOEHUS MO OLEHKE CTabUIBHOCTU NEKapPCTBEHHBIX CPEACTB MOXHO
HanTn B PyKOBOACTBaX MexAyHapoaHbIX KOHbepeHuuli no rapmoHnauum ctasaaptos [1], [35], [36], [37].

8.2 OT60p o6pasuoB

Mpv oT60ope 06pa3LioB cregyeT pyKOBOACTBOBATLCS MNSIAHOM 0TGOPA, rapaHTUPYIOLLMM, YTO 4NN KaX40ro
nsmepsiemoro napametpa byaeTt nonyveHa ageksaTHasi Bblbopka AaHHbIX. KOHCTPYKTUBHbIE XapaKTepUCTUKA CTEeHTa
(BKntoYasi nekapcTBa UKW NOKPLITURA), CUCTEMbI JOCTABKA U CTEHT- CUCTEMbI OSDKHBI BbITh BEPUULMPOBAHBLI Ha
npeaMeT TOro, YTO OHU SIBMSIIOTCS XapaKTepHbIMU Arsl YCTPOUCTB, BKITIOYEHHBIX B pacnpeaeneHne ¢ y4eToM Bcex
Tunopa3smMepos, hopM 1 Habopa KOMNOHEHTOB.

6
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B BbIGopke gomkeH bbITb NpeAcTaBneH BeCb AWanas3oH KOHCTPYKTUBHbIX peLleHniA yCTpoCTB, Mpy 3TOM
obsAsaTeNnbHOe UCMbITaHWe Kaaoro TUNopa3Mepa MOXeT He NnoTpeboBaThes. Pasmepbl cTeHTa, BbIGpaHHOro Ans
UCTbITaHWS, OOKHbI NPeACTaBNsATb CaMblil HeGnaronpUsATHLIN cnyyaii (cnydan) KomBbrHaumm anameTtpa v ANvHbI
AN KaXXO0ro UcnbiTaHus. [omkHo BbITe NprBeaeHo 06ocHoBaHMe oT6opa 06pasLios. MoxeT noTpeboBaThCs oLeHKa
onpegeneHuss pasmepa (pasmepoB)yCTPOWCTBA ANA naeHTUdukaumm nsgenms ¢ HanbosbLueh BEPOATHOCTLIO
oTKasa.

Brlbopka fomkHa obecneynBaTh agekBaTHOe NpeacTaBieHne oxmaaemol BapnabensHOCTV U3aenuia npu
WX N3rOTOBMEHNN.

Ona ucnbiTaHwii ¢ onpedeneHHbIMA NapamMeTpamym OOCTOBEPHOCTWM W HaAeXHOCTU 06beM BbIGOPKM
AOMKeH UMeTb cTaTucTh4eckoe ob6ocHoBaHMe. Yncno o6pasLoB AoMKHO BbITb 060CHOBAHO ANS UCTIbITAHWI BCexX
BWAOB.

8.3 CobnioaeHue ycnoBuit pa6oTbl 06pa3LoB Npu UCNbITaHUN

Bce o6pasLibl AoSHkHbI BbITh NoABEPrHyTHI CTEPUNM3ALIMK, BKITIOYas MHOMOKPATHYHO CTepUnsaLuio, ecnm
TakoBas gonyctuma. Micnons3oBaHne HecTepuIM3oBaHHbIX NPOAYKTOB AOMKHO 6bITe 060CHOBAHO.

Mpw paboTe c o6pasLamum crefdyeT BOCCO34aBaTh Te YCIIOBUS], KOTOPbIE BCTPEYAKTCS NMPY UX HOpMaribHOM
UCMONb30BaHUM 1 MOTYT MOBIUATL Ha pesynbTaThl UcnbiTaHus. CobriogeHune YCroBUi MOXET BKItoYaTh pasMelLie-
HWe CTeHTa Ha UNW B KaTeTepe Npu JOCTaBKe (B COOTBETCTBUM C PeKOMEHAALMSIMWA UHCTPYKLIMU MO NPUMEHEHNIO),
o4HOKpaTHOe UMM MHOTOKpaTHOEe MPOoXOXKAeHWe CTEHT-CUCTEMbI Yepes aHaToMUYeCKyo Mogenb 1 npo6Hoe pac-
KpbITWe CTeHTa.

Mpwy HeOGXOAYMOCTM crielyeT UCTIONb30BAaThL pabouyo dranonormdeckyto cpedy (Hanpumep, BoasHyto 6aHo
C KOHTpONEM TeMNepaTypbl).

8.4 CocTtaBneHue otyeTa

B pamkax HacTosiLLiero cTaHgapTa OTHET COCTABNSAETCS MO 3anpocy HALUMOHANbHBIX KOHTPOMMPYIOLLIMX Opra-
HOB WIN OpPraHoB, OTBETCTBEHHbIX 3@ OLLEHKY COOTBETCTBUS.

OT4eT Mo UCTLITaHUAM AN AOKTUHUYECKNX UCTbITaHWIA in Vitro A0MKeH BKoYaTb OTYET O BbIMONHEHUN BCEX
UcMbITaHWA. 3TOT OTYET AOSIKEH CoaepKaTb OnMcaHue UChbiTaHUA ¢ 060cHOBaAHWEM OTKasa OT NpoBeAeHUs
Kakoro-nu6o 1a UCnbITaHWUiA, NprBeaeHHbLIX B NpUNoxeHUU B, unu Buibopa ansrepHaTUBHLIX BUAOB UCTILITAHUIA.
WHdbopmaL s, npeaocTaBnsiemMas B KaXkaom oTyeTe Mo UCMbITaHUAM, AoSKHA ObiTh NpeacTaBneHa Ha OCHoBe
3apaHee onpegeneHHon hopMbl MPOTOKONA UCTIbITAHUS.

Ceogka pe3ynsTaTtoB A0oMKHA BKIOYATh KPUTEPUMN OLIEHKU U Mobble BeposiTHbIe KINMHUYECKUE 3HaYEeHUs!
pes3ysLTaToB UCMbITaHUIA; OHa MOXET GbITh NpeAcTaBneHa B Buae Tabnuubl. Mpy onpeaeneHum Kputepues criedyet
YYUTLIBATE aHaTOMUYECKKE, husnornornyeckme U Mopdorormieckue ycroBys NpearnoniaraeMoro UCToNb3oBaHNs
nsgenua. JomkHbl 6bITb NpUBeaeHbl 060CHOBAHWE U KNMHUYecKasl PUMEHUMOCTb KpUTEPUER OLIEHKM NS KaKao-
ro ucneiTaHua. OTYeT AOMKeH coaepXaTb OrnaBfeHne; BCe CTpaHULIbl TeKCTa A0MKHbI BbITh NocnefoBaTeNnsHO
NPOHYMEepPOBaHbI.

OT4eT no UcnbITaHUIO 4OSHKEH BKIHOUATh B cebs crieaytoLyo UHgopmaumio:

a) uesnb: onpeaeneHune Lenu UCnbiTaHUs B COOTBETCTBUM C HACTOSALLIMM CTaHOApTOM;

b) maTepuansl: nepeveHe BCex MaTepuarnos (HanpMMep, cTeHaoBble 06pasLibl ¢ HOMepPOM floTa/cepuitHbIM
HOMEPOM MW APYTMMU COOTBETCTBYHOLLMMU 3HaKamu Ans obecrneyeHnst oTCreXXMBAaeMOCTU KOMIIIEKTHOCTH),
1cnosb3yembix Npu NPoBeAeHUU UCTILITAHUS, C YKa3aHUEM PUCYHKOB U CXEM;

c¢) ot6op ob6pasuoB.: nnaH oT6opa obpasLos, Bkoyas obocHoBaHMe BbIBOPa U KONMYeCTBa UCTILITYEMbIX
o6pasuos;

d) kpuTepumM oLIEHKU: onpeaeneHre KpUTepUEB OLIEHKW Pe3yIILTaTOB UCTILITAHUS,

€) MeToA UcnbITaHUs: NoAPo6HOEe onUcaHe MeToAa UCTILITaHWSA, UCTONb3YEeMOro Npu NpoBeAeHUN UCTbITa-
HUA, BKNoYas npeasapuTenbHO pa3paboTaHHble NpoLeaypbl KOHTPONS U 3HAYEHUSI KPUTUYECKUX NapaMeTpoB
UCMbITAHNS,

f) oTKNOHEHUs OT NpoTOKONA: ONUCAHME NHOBLIX OTKIIOHEHWI Y UX BEPOSITHAs 3HAYMMOCTL 7151 UHTepnpeTa-
UMK pe3yneTaToB;

g) NpeacTaBNeHWe pe3ynsTaToB: ONUCAHWUE Pe3ynbTaToB UCTIbITAHWS, BbIpaXKEHHbIX B TEX eAMHULLAX U3Mmepe-
HUS, KOTOpble 06YCNoBNEeHb! 4aHHBIM METOAOM UCTILITAHMS;

h) 3aknioveHre, OCHOBaHHOE Ha CpaBHEHUM Pe3yILTATOB C KPUTEPUSIMUA OLIEHKM, BKITIOHYAS BEPOSATHYHO KNK-
HUYECKYH0 3HAUUMOCTb 3TUX Pe3ynLTaToB.
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8.5 Cucrema gocTtaBKU U CTEHT-CUCTEMA

8.5.1 BoamoxHoOCTb AocTyna

8.5.1.1 O6LLMe NonoxeHus

B HacTosweM pazgene oLeHnBaeTcs cnocobHOCTb cUcTeMbl o6ecneunsaTe NocrieqoBaTesbHbIA, TOUHbINA 1
6e3onacHblii 4OCTYN B Npegronaraemyto obnacts pasMeLLeHns UMNIaHTUPYEMOro Usaernusl.

[ns oLeHVBaeMbIX PUCKOB YUNTBLIBAIOT CriegytoLume Buabl ONacHOCTEW, HO He OrPaHUYMBAOTCS TOSTILKO UMMK:

a) NPOBOAHUK He BbIXoAWT 3a 06nacTb NopaxeHus;

b) MHTpoAaktocep U cucTema AOCTaBKU He NO3BONAT OCYLLECTBUTL AOCTYN K MECTY pasmeLLeHNs usgenusi
(BBMAY HECOOTBETCTBUS pa3MepoB);

d) cuctema goCTaBKMU HE MOXKET OCTUYL MECTA LIeNEeBOro pacronoXeHs;

e) smbonuaauusi, BKNoYasn razoBylo;

f) cmeLueHue (cagur) cteHTa.

OT1 onacHOCTM MOTYT NPUBECTU K Pa3BUTUIO NOANEXALLMX PEMUCTPALIMK HEraTUBHBIX KNMMHUYECKUX COBLITUIA,
BKIIOYas crnegytoLume Buabl COBLITUIA, HO He OrpaHUYMBaACH TONIBKO UMU:

- omnbka gocTyna;

- TpaBMa cocyaa;

- HeBporornyeckie paccTponcTea;

- Mwemus;

- CMUHarbHbIE HEBPONOrMYeckne pacCcTponCTBa;

- aMbonusauus;

- KpOBOTEUEHUS, 0BYCOBNEHHbBIE BLINOMHEHWEM NpoLieaypbl.

McnbiTaHns AomkHbI BbITh NPoBeAeHbI B COOTBETCTBUM € TpeboBaHusaimu 8.5.1.2 — 8.5.1.13, ecnu TakoBble
COOTBETCTBYIOT AU3aNHY KOHCTPYKLIMN CTEHT-CUCTEMBI.

8.5.1.2 Mpo4HocTb coeagnHeHna

OnpepgensioT NpoAosIbHOE Yeunue coeanHeHns Mexay oTAenbHLIMU YacTsIMU cUCTeMbl AoCTaBkW. Bee co-
efAHEeHUs AOMKHbI OCTaBaTbCA HENOBPEXAEHHBIMU NpU cOBNIOAEHUN PEKOMEHAYEMBIX YCIIOBUIA NPUMEHEHNS.
Pesynbratbl 40MKHBI 6bITb OLEHEeHBI N0 3HAYEHUSIM YCUNUIA, He0BX0AMMBIX 4711 JOCTaBKU CTEHTa B Npeanonarae-
Myto 06nacTb pasmeLLeHus!.

8.5.1.3 CoBMeCTMMOCTb pa3MepOoB KOMMOHEHTOB

OnpegensitoT pasmMepbl CTEHT-CUCTEMBI U NPOBEPAIOT HA COOTBETCTBUE pasMepam pekoMeHAyeMbIX NpuHag-
nexHocTel. Bce KOMMNOHeHTbI 40MKHbI 6bITb COBMECTUMBI MO pa3Mepam. HeobxoanMo yunTLIBaTb BO3MOXHOCTb
BBEAEHWUS KOHTPAaCTa Ans Toro, YTo6bl MPOBONOUYHbLIA NPOBOAHWUK UMW UHTPOALIOCEP BMECTE CO CTEHT-CUCTEMOIA
MOTIIV MPOWTY Yepes NpoCBET COCYAUCTOro pycna.

8.5.1.4 MNpoBepka pazmepos

MpoBepstoT pa3mepbl Ha COOTBETCTBUE CeLMbMKaLMM KOHCTPYKLIAM.

8.5.1.5 Ycunue otcoegunHeHns (MpeaBapuTenibHO cobpaHHble CTEHTLI, paclumMpsieMble 6anioHoM)

OnpegenstoT yeunue, Heobxognmoe Ans BbIBoAA NpeaBapuTesIbHO 3aKpPEenneHHOro CTeHTa U3 ckaToro rno-
NOXeHWs Ha HepacLuMpeHHoM 6annoHe ¥ AN NoSHOro OTCOeAMHEHNS CTEHTA OT HepacluMpeHHoro 6annoHa npu
KMUHUYECKOM UCMOSb30BaHNN.

8.5.1.6 Marnb/nepern6

OueHvBatoT CrnocoBHOCTb CTEHT-CUCTEMBI K U3rby Ha NpeaBapUTENbHO YCTAHOBNEHHOE 3HAYEHNe KNUHK-
Yecku 060CHOBaAHHOTO paguyca Unuv yrna uarnba, KoTopblii MoXeT NoTpeboBaTLCS Npy BINMONHEHWN 4OCTYNa U
AOCTaBKM.

8.5.1.7 OueHka npoduns/anameTpa

OnpegensoT MakcMmanbHbIA AMaMeTp ornpeaeneHHOro cerMeHTa CTeHT-CUCTEMBI.

8.5.1.8 BoaMOXXHOCTb NpoTankuBaHus

OueHVBaoT CNoCOBHOCTL CTEHT-CUCTEMBI K POTASIKMBAHWIO UMK pa3MeLLEeHo onepaTopoM 6es Hexena-
TenbHoro usrnba unv nepernba.

8.5.1.9 MogenunpoBaHue 1crnonb3oBaHus

OueHuBatoT paboTy CTEHT-CUCTEMbI, UCMONb3Ys Modenb (MOAenn), BOCTPOU3BoAsLLYto NpednonaraeMble
YCNOBWSA UCNONb30BaHWS.

8.5.1.10 BoaMoXXHOCTb BpaLlLleHUst

OueHuBaloT cnocobHOCTL CTeHT-CYCTEeMbI obecneunBaTh AocTaToOuHY0 cBoGoAy NoBopoTa AUCTaNbHOMO
oTAena Ans AOCTaBKU CTEHTa B COOTBETCTBYHOLLYIO aHAaTOMUYECKYHO MO3ULMIO.

8
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8.5.1.11 MNpo4HoCTb coegnHEHUS NpU KpyYeHUM

OnpeagensioT 3HaYeHWe KpYTSLLEro MOMeHTa, NPUBoAsiLLEE K paspyLLEHWNIO CoeaUHEHUA /NN maTepranos
B COOTBETCTBYHOLLMX KOMMOHEHTaX CUCTEMbI AOCTaBKM, ECMIN 3TO AOMYCTUMO AN NpeanonaraemMoro KImMHUYecko-
ro Ucrnonb3oBaHust. Peaynbratsl AoKHbI BbiTb OLEHEHbI MO 3HAYEHWHO KPYTSLLEro MOMEHTA.

8.5.1.12 Bo3aMOXXHOCTb NPOABWMKEHNS

OueHuMBatoT cnocobHOCTEL CTEHT-CUCTEMbI NPOABUIaTLCS MO cocydam Ao npeanonaraemor obnacTv pasme-
LLIeHWS1, UCNOMb3ysl COOTBETCTBYOLLME NpUHaanexHocT. OLeHNBaOT BEPOATHOCTL NepeMeLLeHii NPoBogHMKa
BO BPeMsI NPOABWKEHUS CTEHT-CUCTEMbI, ECIN 3TO HEOGXOAUMO AN KIMMHUYECKUX LieSei (HanpumMep, Npy HEBO3-
MOXHOCTY JOCTYNa B GOKOBbLIE OTBETBIEHWS COCyAa BO BPEMSI CTEHTUPOBAHNS).

8.5.1.13 Buayanusauus

OueH1BatoT BO3MOXHOCTb BU3yannsaLum CUCTeMbl JOCTaBKM U/ CTEHT-CUCTEMbI BO BPEMS! BbIMNOSTHEHNS
AocTyna C MOMOLLb0 peHTreHockonun. WcnonbsosaHue Apyrux MeToaWK Bu3yanu3auun OOMKHO ObiTb
obocHoBaHO.

8.5.2 CnocoGHOCTL K pacKpbITUIO

8.5.2.1 O6Lne nonoxeHus

B aTom pasgene oLeHnBaeTcs cnocoBHOCTbL cUcTeMbl obecrneunBaTth NocneaoBaTensHoe, ToUHoe 1 6e3o-
racHoe packpbITUe CTeHTa.

Ons oueHWBaeMbIX PUCKOB Y4YMTbIBAOT Credytolime BUabl ONaCcHOCTEN, HO HE OrpaHUYMBAOTCS TOSBbKO
UMu:

a) HeBO3MOXXHOCTb MOJTIHOTO M AOMKHOrO PaCKpbITUSI CTEHTa;

b) cmeLLeHWe Unx CABUTM CTEHTa;

C) 0TKa3 (paspyLueHre) 6ansioHa;

d) noBpexaeHne CTeHTa N CUCTEMbI JOCTaBKY,

€) HeKoppeKTHas BU3yanusauus;

f) o6pasoBaHue ambon.

OTW oNacHOCTU MOTYT MPUMBECTU K Nog/1exallm pernctpaumum HeraTMBHLIM KITMHUYECKUM COBbITUAM, BKITO-
varLWwum cregyroLne cobbITUs, HO HE OrpaHNUMBasIChL TONBKO MMU:

- 0TKa3 CUCTEMbI OCTaBKM;

- cboin packpbITuS;

- CMKHanbHbIE HEBPOMOrMYecKkMe paccTpoCTBa;

- HEBPOJSIOTMYECKNE PACCTPONCTBA;

- TpaBMa cocyaa;

- uwemus,

- 3mbonunsauus;

- NOBPEXAEHNS CTEHTa,

- KpOBOTEYUEHUSs1, 06YCIOBIEHHbIE BbINOSIHEHWEM NpoLeaypbI.

UcnbiTanusi 4omkHbl BbITh NPOBeAEHbI B COOTBETCTBUM € TpebGoaHusamu 8.5.2.2 — 8.5.2.13, ecnu TakoBble
COOTBETCTBYHOT AW3alHY KOHCTPYKLWMN CTEHT-CUCTEMBI.

8.5.2.2 MpoyHOCTL CoeauHEHMS

OnpegensitoT npogonbHOe ycunve coeauHeHUs Mexay 4actaMu cucTembl AocTasku. Bece coeauHeHus gon-
XHbI OCTaBaTLCA HeNnoBpeXaAeHHLIMU Npu cobrniogeHUN MHCTPYKLUK NO NpUMEHeHW0. PesynbTaTbl 40MKHbI ObiTh
OLeHEHbI Mo 3HAYEHMI0 YCUNUS, HeoBXoAUMOTO Anst packpbITUS CTEeHTA.

8.5.2.3 Bpems HanonHeHus 6annoHa (CTeHTbl, paclunpsieMble 6ansioHOM unu ¢ nomoLLbo GansoHa)

OnpegensiioT Bpems, Heobxoaumoe Anst HanonHeHna 6annoHa 4o MakCMManbHOro peKoOMeHAyeMoro aas-
neHws, o6bema unv guameTtpa HanonHeHus. [Npy UcnbiTaHWW cneayeT UCNONb30BaTh CTEHT-CUCTEMY, €CiK Npea-
nonaraeTcsi, UTO BO BpEMSA HarnonHeHUs CTEHT 3akpenreH Ha 6annoHe.

8.5.2.4 Bpems cnycka 6annoHa (CTeHTbl, paclumpsieMble 6anoHoM)

OnpepgensitoT Bpema, Heobxoavmoe ans crycka 6annoHa, u oLeHNBAOT BOSMOXHOCTb yAaneHWs CnyLueH-
Horo 6annoHa n3 0bNacTn CTeHTUPOBAHUA.

8.5.2.5 HomuHanbHoe AasneHne paspbiBa 6annoHa (CTeHTbl, paclumpsieMble 6annoHom)

OnpepgensioT 3HaveHne paspbisa 6annoHa ¢ cooTBeTCTBYOWMM koaddmumeHToM 3anaca. Mpu ucnel-
TaHUW cnegyeT UCNOMb30BaTb CTEHT-CUCTEMY, €CIU U3BECTHO, YTO BO BPEMS HANOMHEHUS CTEHT 3aKpensieH Ha
6annoxe.

PuKenpyloT MakcuManbHoe 3HaueHne pekoMeHAYeMoro AaBneHns HanonHeHns. OHo He AOSHKHO NpeBbI-
LWaTb HOMUHanNbHOEe 3HaYeHVe AaBneHusl paspbiea bannoHa.
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8.5.2.6 HomuHanbHbI 3Hoc 6annoHa (CTeHTsl, pacluvpsieMble 6annoHoM)

OueHuBatoT cnocobHocTb HannoHa BblgepXXUBaTh KITMHUYECKU 060CHOBAHHOE YUCO NOBTOPSIOLLNXCS
LUMKNOB HamnonHeHNA A0 AOCTUXEHWSI HOMUHANBLHOTO 3HaYeH sl AaBneHus paspbiea. Mpu ucneiTaHny cnegyet
NCNONb30BaTb CTEHT-CUCTEMY, ECINIA U3BECTHO, YTO BO BPEMSI HAMOMHEHWSA CTEHT 3akpenneH Ha 6annoHe.

PUKCUPYIOT MaKCMMabHOE PEKOMEHAYEMOE YACIO LIMKITOB HANOMHEHUS.

8.5.2.7 CoBMeCTUMOCTb pa3aMepoB KOMMOHEHTOB

OnpepensoT paamMepbl CTEHT-CUCTEMBbI M POBEPSIOT HA COOTBETCTBUE pasMepam pekoMeHAyeMbIX NpUHag-
nexHocten. Bce KOMMOHEHTbI 40MKHbI 6bITb COBMECTUMBI M0 pa3Mmepam. HeobxoanMo yunTsIBaTb BO3MOXHOCTb
BBEAEHWA KOHTpacTa Ans Toro, YTobbl NPOBOAHMWK UMM UHTPOALIOCEP CO CTEHT-CUCTEMOIN MOFNN NPONTU Yepes
npoceeT cocyaa.

8.5.2.8 MNpoeepka pasmepoB

MpoBepstoT pasMmepbl Ha COOTBETCTBUE CrielduKaLmMm KOHCTPYKLII.

8.5.2.9 Yeunue otcoeanHeHUs

OnpepensitoT yeunue, Heobxoaumoe Ans BeiBoAa NpeasapuTensHO 3aKpenneHHoro CTeHTa U3 cxaToro no-
NOXeHWA Ha HepacluMpeHHOM 6annoHe 1 4ns MofHOro oTAENEHUsI CTEHTa ¢ HepacluMpeHHoro 6annoHa Npy KNUHK-
4eCKOM UCNONb30BaHUM.

8.5.2.10 PaclumpeHue KOHLIOB (CTEHThI, paclunpsieMble 6arnioHoM)

OnpegensioT anameTp(bl) YacTu 6annoHa, BeIXOAsLLEN 3a Npedenbl CTEHTA, NPEBbLILLAOLLEA BHELWHWIA(e)
AvameTp(bl) CTeHTa NPYM MaKCUMarbHOM pEKOMEHyeMOM 3HaYeHUN 4aBNeHUS HANOMNHEHUS.

8.5.2.11 Yeunue, Heobxogumoe Anst packpbITUsi (CaMopacLUMPAOLLMECH CTEHTbI)

OnpegensitoT yeunue, HeobxoaMMoe Asi pacKpbITUS CTeHTA C CUCTEMOWN AOCTaBKU.

8.5.2.12 MogenupoBaHue paboTbl CTEHT-CUCTEMBI

OueHuBaloT paboTy CTEeHT-CUCTEMBI, UCNONbL3YS MOAENb, BOCNPOU3BOASALLYIO NpeanonaraeMble YCNoBus
€e 1CMNoMnb30BaHus.

8.5.2.13 Busyanusauus

OueHnBaloT BO3MOXHOCTL BM3yanusauuMu CTeHTa U CUCTeMbl AOCTaBKUM BO Bpemsl pasMeLLeHus U
packpbITUS C NOMOLLbIO peHTreHockonuu. WcnonbsoBaHue ApyrMx MeToAvK BU3yanusauuu JOSMKHO OblTb
o6ocHOBaHO.

8.5.3 BoaMoxHoCTb yaaneHus

8.5.3.1 O6Lume nonoxeHns

B aTom pasgene oueHuBaeTcs cnocoBHOCTbL cucTeMbl obecneunsaTh Ge3onacHoe 1 nocneaoBaTensHoe
yAaneHne cucTeMbl JOCTaBKN.

[ns oLeHVBaeMbIX PUCKOB YUMTLIBAIOT criegytoLLne BuAbl ONacHOCTEN, HO HE OrpaHNUMBAOTCS TOMBKO UMM:

a) HegocTaTouHbIV cnyck 6ansnoHa (Ans CTEeHTOB, pacluMpsieMbiX 6anioHoM);

b) 06pazoBaHuWe y 6annoHa «KpbinbeB» (AN CTEHTOB, pacLUMpsieMbIX 6annoHom);

C) HapyLUeHWe CTPYKTYPHOW LieNoCTHOCTY;

d) obpasosaHue ambon;

e) owwnbkKa B guameTpe;

f) cMeLLeHVe nnu caeur MNnaHTaTa;

g) NoBpexaeHne CTeHTa U CUCTEMbI JOCTaBKU;

h) sauenneHne unu NpUNUNaHne CUCTEMbI 4OCTABKU K CTEHTY;

i) HeKOppPEKTHas BU3yanu3aLus.

OTv onacHOCTK MOryT MPVBECTU K nodnexalium perncTpaumm HeraTMBHLIM KIMHUYECKUM COBLITUSIM, BKITHO-
varoLwum cnegyoLime cobblTus, HO He OrpaHNYUBasCL MMU:

- OTKa3 CUCTEMbI JOCTaBKU;

- cboii packpbITus;

- HEBPOOTMYECKME paccTpoCTBa;

- TpaBma cocyaa;

- Aemus;

- CMMHanbHbIE HEBPOMOrMYecKWe paccTpoiCTBa;

- ambonusauus;

- MOBPEXAEHWS CTEHTA;

- KPOBOTEYUEHMS1, 06YCOBNEHHbIE BeINOTHEHEM NpoLieayphbl.

McnblTaHmsa gomkHbl ObiTe NPoBeaeHbl B COOTBETCTBUM ¢ Tpebosarmammn 8.5.3.2 — 8.5.3.9, ecniv TakoBble
COOTBETCTBYHOT AN3aIHY KOHCTPYKLMW CTEHT-CUCTEMBI.

10
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8.5.3.2 MNpo4HocTb coeanHeHus

OnpeaensioT NpoaoneLHoOE yeunve coeauHeHUs Mexay YacTsMU CUCTEMbI AocTaBku. Bee coeguHeHus gon-
XHbl OCTaBaTbCA HEMOBPEXAESHHLIMU NPU peKOMEHAYEMbIX YCIIOBUSIX PUMEHeHWs. PeaynkraThl cnegyeT oLeHUTb
Mo 3HAYEHUI0 YCUINUS, HeobXxoauMOoro Ansa yaaneHns CUCTEMbI.

8.5.3.3 CoBMeCTUMOCTb pa3mepoB KOMMOHEHTOB

OnpenenstoT pasMepbl CTEHT-CUCTEMBI U NPOBEPSIIOT HA COOTBETCTBUE pasMepam pekoMeHayeMbIX NpuHaa-
nexHocteil. Bce koMnoHeHTbI 4oMKHbI 6bITb COBMECTUMBI Mo pa3mepam. Heo6xoanMo yunTsIBaTb BO3MOXHOCTb
BBEAEHWA KOHTpacTa Ans Toro, 4To6bl NPOBOAHUK MW MHTPOALIOCEP CO CTEHT-CUCTEMON MOTTIA MPONTK Yepes
npocBeT cocyaa.

8.5.3.4 NMposepka pazmepos

MpoBepsioT pasaMepbl Ha COOTBETCTBUE 3HAYEHUSIM, NPpUBEAEHHbIM B CrieLndmKaLmMmn KOHCTPYKLMN.

8.5.3.5 N3rnb/ neperné

OueHuBatloT crnocobHOCTL CTEHT-CUCTEMBI K U3r1by Ha NpeaBapUTENbHO YCTAHOBNEHHOE 3HAYEHUE KITUHN-
yecku 060CHOBAHHOIO paauyca Ui yrna uarnba, KoTopblid MOXeT noTpe6oBaTLCA NP BbINOSIHEHWK A0CTYNa U
AOCTaBKM.

8.5.3.6 MogenupoBaHuve paboTbl

OueHvBatoT paboune XxapakTepUCTUKN CTEHT-CUCTEMBI, UCMONb3YA MoAeNb, BOCTIPOU3BOASLLYIO Npeariona-
raemble yCroBWS UCMOSIb30BaHWs YCTPONCTBA.

8.5.3.7 MpouHoCTb coeguHEHNs NpK KpyYeHUn

OnpepgensioT 3HavyeHWe KpyTsLLero MoMeHTa/yrna noesopoTa, NpuBoasLLee K paspyLUeHuo coeguHeHui
Wnn maTepranos B COOTBETCTBYIOLLMX KOMMOHEHTaxX cUCTEMbI 4OCTaBKW. Pe3ynbrarbl 4omkHbI ObITb OLEHEeHbI Mo
3HAYEHUIO KPYTALLLEro MOMeHTa, HeoBXoaMMOro AN yaaneHus cUcTeMsl.

8.5.3.8 MpoyHoCTb TPYGOK NpY pacTskeHUN

OnpeaenstoT NPOYHOCTb TPYBOK, MCMONb3yeMbIX B cUCTEMe AOCTaBKK1, C YY4ETOM MX MaTepuana.

8.5.3.9 Busyanusauusi

OueHuBaloT BOSMOXHOCTL BU3yanu3auymn cucTeMbl 4OCTABKU BO BPEMA yaaneHus, UCMoNb3ys peHTreHo-
ckonuio. Micnonb3oBaHne Apyriux MeToavK Busyanuaauum 4omkHO 6biTe 060CcHOBaHO.

8.5.4 BuocoBMecTUMOCTb

BrocoBmecTMOCTL crefyeT oLeHMBaThL B cooTBETCTBUM ¢ TpebosaHmaMmu UCO 10993-1 n cooTBeTCTBEHHO
apyrnx vacte cepumn crtangaptoB MCO 10993. Ans oueHkn maTteprana U BblAeNseMblX BELWEeCTB CTEHTbI
cnegyeT UCMbITbIBATL OTAENBHO OT CUCTEMBI AOCTABKMU.

8.5.5NemocTas

8.5.5.1 ObLme nonoxeHus

B atom pasgene oueHnBaeTcs CNocoBHOCTb CUCTEMbI MUHUMU3MPOBATL NOTEPU KPOBU.

[ns oueHVBaeMbIX PUCKOB Yy4YUTLIBAIOT CriedytoLlime BUAbl ONAcCHOCTEN, HO He OrPaHNYNBAIOTCS TOSBKO
UMM

a) HecoBrMageHne KOMNOHEHTOB Mo pasMepam (MUCM3TY pa3MepoB);

b) HegocTaTouHast NNOTHOCTL repMeTU3aLmy;

C) Apyrue yTeuku.

OTV 0NAacHOCTU MOTYT MPUBECTM K MoA/1eXXallMm perucTpaLmum HeraTUBHLIM KITMHUYECKUM COBLITUSIM, BKITO-
YatoLLMM cregytoLue cobbITUs, HO He OrpaHUYNBAasiCb TONbKO UMU:

- KOOBOTEYEHMWE BO BpEMS MPOBeAEeHNs NpoLeayphbl;

- remMaToMbl.

UcnbiTaHns 4omkHbl GbITb NpoBeaeHbl B COOTBETCTBUM ¢ Tpe6oBaHusiMu 8.5.5.2 — 8.5.5.4, ecniu TakoBble
COOTBETCTBYHOT AN3aHY KOHCTPYKLIMN CTEHT-CUCTEMBI.

8.5.5.2 CoBMECTMMOCTb pa3MepoB KOMNOHEHTOB

OueHMBaOT COBMECTUMOCTb Pa3mMepoB CTEHT-CUCTEMbI C pasmepamiu pekoMeHAYeMbIX NPUHAAMNEXHOCTEN.
Bce KoMMnoHeHTbl AOMKHBI BbITb COBMECTVMBI N0 pa3mepam.

8.5.5.3 Nposepka pasamepos

MpoBepsIoT COOTBETCTBYOLLME pa3Mepbl Ha COOTBETCTBUE crieLMduKaLm KOHCTPYKLWM.

8.5.5.4 OueHka remocTasa

OueHurBatoT crnoCoBHOCTE BCEX YNOTHEHWIA MIK KIanaHOB CUCTEMbI JOCTaBKW 0b6ecneunsaTh 4OCTaTOMHOE
KpoBeocTaHaBMMBatoLLlee AeWCTBME NPU UCNONb30BAHWUM C COOTBETCTBYIOLLIMMU BCMIOMOraTeNbHbIMU YCTPO-
cTBaMu.

1"
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8.6 CteHT

8.6.1 Cnoco6GHOCTb K TOYHOMY PaCKpPbITUIO

8.6.1.1 O6Lme nonoxeHus

B aTom pasaene oueHUBaeTca cnocobHOCTL cucTeMbl 06ecneunsaTth nocneaosartenbHoe, TouHoe U 6e3o-
nacHoe pacKpbITUe CTeHTa B Npeanonaraemoil obnacTtu nospexaeHusl.

[ns oLeHMBaeMbIX PUCKOB YUUTLIBAKOT criefytoLime BUabl ONMacHOCTEN, HO He OrpaHNYMBaOTCS TOSBKO UMM:

a) HeTo4HOe pa3sMelLieHWe UMW OpUeHTaLMS;

b) HekoppeKTHas KoHpUrypaLms packpbITUS;

C) HEMoIHOE PaCKPbITUE;

d) HeKkoppeKTHas Bu3yanusaums.

OTuW onacHOCTM MOTyT MPUBECTU K NOANEXKALLMM PErMcTpaumm HeraTMBHbIM KNMMHUHECKUM COBLITUAM, BKITHO-
vawLwum cnegytowimne cobbiThsl, HO He orpaHUIMBasACH UMMU:

- OKKNIO31s1 OTBETBIEHUIA cocyaa;

- OTKa3 cUCTEMbI IOCTaBKY;

- cbol packpbITuUs;

- MUrpaLusl CTeHTa;

- MHTpanpoLeaypHas OKKITI031A cocyaa;

- nwemust;

- TpaBMa cocyaa.

McnbiTaHus 4omKkHbI BbITb NpoBeAeHbl B COOTBETCTBUM € TpeboBaHusaMn 8.6.1.2 — 8.6.1.5, ecnm oHM COOT-
BETCTBYIOT AN3aliHY KOHCTPYKLIMW CTEHT-CUCTEMBI.

8.6.1.2 CooTHoOLLEHWUe ANWHBbI U AnaMeTpa CTeHTa

OnpegensitoT COOTHOLLEHWUE AUTUHBLI U AnaMeTpa PacKpbITOro CTeHTa.

8.6.1.3 BnusiHue npodpuns/paclumpenue (CTeHThl, paclumpsiemble GannioHom)

OnpegensiioT UsMeHeHNe paccToAHWUA MeXAy BHELLHAM AUaMeTpoM CTeHTa U BHELUHUM AUameTpom 6anno-
Ha nocrie NPOXoXAeHUsi N0 U3BUTLIM y4acTKaM.

8.6.1.4 MogenvpoBaHue paboThbl

OueHuBatoT paboure xapaKTepUCTUKN CTEHTA, UCNOSb3ys MOAENb, BOCMPOU3BOAALLYIO Npeanonaraemble
YCMOBUSI NCTIONb30BaHUS.

8.6.1.5 Buayanusauus

OueHuBaloT Ka4ecTBO 1 BO3MOXHOCTb BU3yanusaLiMm CTeHTa BO BpEMs PackpbITUS! U NOche yaaneHUa cuc-
TEMbI JOCTaBKW, UCMONb3ysl peHTreHockonuio. Micnonb3oBaHue Apyrux MeTOAUK [OSKHO BbITb 060CHOBaHO.

8.6.2 3cpchekTUBHOCTL hUKcauum

8.6.2.1 O6LLMe NonoXeHWs

B aToM pasgene oLeHBaeTCA CNOcOBHOCTL CTEHTA OCTABATLCA B €r0 PACKPLITOM NONOXEHUU.

[ns oLleHMBaeMbIX PUCKOB YYUTLIBAIOT crieAytoLLiMe BUabl ONAacHOCTEN, HO He OrpaHUUMBAOTCS TOSNIbKO UMM:

a) HeroJsHoe NMpuneraHue K cTeHKaM cocyaa;

b) upeamepHas N HEKOPPEKTHAsA BHELLHSISI paguanbHas cuna.

OTu onacHOCT MOTyT NPUBECTU K NOANEXaLLUM perucTpaLy HeraTuBHbLIM KNUHUHYECKUM COBLITUAM, BKNO-
YyarLMM cneaytoLine cobbiTus, HO He OrpaHUYMBAasICb UMMU:

- MUrpaums CTeHTa;

- 06CTpyKLMS NPOCBETA;

- UHTpanpoLeaypHas OKKN3MA cocyaa;

- TpaBMa cocyaa;

- TpaBMa NpunerarLLnX CTPYKTYp;

- OKKIH03MS OTBETBIEHWIA cocyaa.

McnbiTaHnsa gomkHbl ObITb NpoBeAeHbI B COOTBETCTBUU € TpeboBaHuamu 8.6.2.2 — 8.6.2.8, ecnu TakoBble
COOTBETCTBYIOT AM3aAHY KOHCTPYKLMWN CTEHT-CUCTEMDI.

MpwnMedaHue— Hmke nepevyncneHsl YeTbipe BUAA UCNbITaHUNA, B KOTOPLIX OLEHMBAIOTCSA YCUNUs, NpUBoAsiLime
K gecdopmaumm cteHTa. HecMoTps Ha UX CXOXECTb, NPU UCNBbITAHUAX HA YCTONHMBOCTb K Pa3pyLUeHWIO NPy paanarbHO
NpuKnagsiBaeMoln Harpy3ke, Ha YCTONYMBOCTb K PaspyLUEeHWIO NPy NnockonapannenbHON Harpyske, Ha fiokanbHoe cxa-
TME 1 paguanbHOe yCunve OLEHUBAaIOT pasHble napaMeTpbl CTEHTA, 8 UMEHHO:

- B UCMbITAHUM HA YCTOMYMBOCTb K paspyLieHnto Npyu paguanbHo NpuKnaabIBaemMoil Harpy3ke OLeHUBaloT cnoco6-
HOCTb CTEHTa, PaclUMPSIOLLErocs ¢ NoMowblo 6annoHa, BulAepXUBaTh NOCTOSAHHYIO Aedopmaumio Npyu Bo3AenCTBUN
KPYroBovi OQHOPOAHOW paauanbHOW Harpysku,
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- B UCMbITAHUU HA YCTOWYMBOCTb K Pa3pyLUEHMIO NPU NockonapannenbHoW Harpyske OLeHMBAIOT CnocobHOCTL
CTeHTa BbiAepXMBaTh NOCTOSIHHYIO AeopMaLmIo No BCEN ANUHE YCTPOUCTBA NPW BO3AENCTBUN OJHOPOAHON Harpysku,
npuknagbiBaeMon No BCeW AnnHe yCTPOUCTBA;

- B UCNbITAHUW HA NOKArNbHOE CXXaTUe OLEHMBAIOT CNOCOBHOCTL CTEHTA BbiAEPXKMBATL MOCTOSAHHYIO AehopMaLunio
npy NokKanbHOW (Hanpumep, TOYEYHOWN) Harpy3ske;

- B UCNbITAHUW Ha paguarnbHOE YCUMe OLIEHMBAIOT yeunue, NpuknagsiBaeMoe CamopaclumMpsiioMMCa CTEHTOM Ha
cocyAl B packpbiTOM COCTOSIHUM BO BPEMS PacCLUMPEHUsT U CXKaTusl.

8.6.2.2 KoHTaKT ¢ cocyaUCTON CTEHKOWN

OueHuBaloT cnocobHocTb cTeHTa obecneunBaTb AOCTATOYHLIA KOHTAKT CO CTEHKaMW cocyda npu
pacKpbITUW.

8.6.2.3 YCTONUMBOCTbL K paspyLLeHuIo Npu paanarnbHo NpuknaabiBaeMoin Harpyske (CTEHThI, paclunpsieMble
6annoHom)

OnpepgensiioT xapaKkTepUCcTUKK HarpyxxeHusi/aedopmaLm CTeHTa B OKPY>XHOM HanpasneHun npu Bo3aei-
CTBWUM OAHOPOAHOW paananbHOK Harpy3Ku.

8.6.2.4 YcToMumMBOCTb K pa3pyLUEHWIO Npy rriockonapanniensHon Harpyske

OnpepensitoT Harpysky, HeobxoarMyto st Toro, YTobbl BbI3BaTb KNMHUYECKN 3HAa4YUMbIN M3rub, gocTurato-
LI no KpaitHelr mepe 50 % n3HauyanbHOro pacCTosHUA MeXAy CTEHKaMW CTEHTaA, U Harpy3Ky, Heobxoaumyto anst
MocTosIHHOW AedbopMaLMK UK MOSTHOTO Pa3pyLLEHUsi CTeHTa. ITO UCTbITaHWe TpebyeTcs ANsi CTEHTOB, KOTOpble
MOTYT noABepraTbCsl CKATUIO NMPU KNMUHUYECKOM UCMONb30BaHUN.

8.6.2.5 lokanbHoe cxatue

OnpegensiioT xapakTepucTUku Harpysku/aedopmMaumn cTeHTa B OTBET Ha fIoKanbHOe cxaTue, NpUnoXkeHHoe
nepnexanKynsipHo K NpoAonbHON OCU YCTPOWCTBA, U CNOCOBHOCTL CTEHTA BOCCTaHaBNMBATL UCXOAHYIO reoMeT-
puto. CMelLieHne CTEHOK A0MKHO BbITb CHUXEHO No kpalrHen mepe Ao 50 % B 30He KoHTakTa. OTO UCNbITaHWe
TpebyeTcs Ansi CTEHTOB, ANs AM3aliHa KOHCTPYKLMW KOTOPbLIX XapaKTepHa BEPOSTHOCTb APYroi peakuuy Ha fo-
KanbHoe ckaTue No cpaBHEHUIO C paguarnbHbIM HanpaeneHUeM NPUIOKEHUS CKUMALOLLLEN Harpy3ku Unu NNOCKo-
napannensHor CXeMOW Harpy>XeHus!, U Anst KOTOPbIX 3TOT BUA UCNbITAHUS KITMHUYECKN 3HAYNM.

8.6.2.6 PagnanbHoe ycunve

OnpegensioT ycunuve (pacluMpeHus U oxaTua), Bbi3BaHHOE CaMOPaCLUMPAOLLMMCA CTEHTOM Kak (pyHKLMIO
OT AnaMeTpa CTeHTa.

8.6.2.7 Otpayva (cTeHTbl, pacluupsemMble 6annoHom)

OnpegensitoT B NpoLieHTax M3MeHeHWe BHeLLHero AnamMeTpa CTeHTa OT MakCUMarbHOMo 3HaUeHWs! BHELWHero
avametpa, nony4yeHHoro npu HanonHeHHoM 6arnnoHe, 40 KOHEYHOTo BHELLHEro AMamMeTpa nocrne yaaneHus 6an-
noHa. PekomeHayemas cxema onpeaeneHus pasmMepa cTeHTa JoMmkHa YyUUThLIBaTb 3Ty oTaady.

8.6.2.8 MogenupoBaHue paboThbl

OueHuBatoT pabouyne xapakTepUCTUKN CTEHTa, UCToNb3Yst MoAerb, BOCNPOU3BOASILLYHO Npeanonaraemble
ycnoBusi paboThl ycTpoicTBa.

8.6.3 LlenocTHOCTL cTeHTa

8.6.3.1 O6LuMe nonoxeHns

B HacTosieM pasgene oueHNBaeTCs CrocobHOCTL CTeHTa MPOTUBOCTOSITL Pa3pyLLEHUHO.

s oLeHMBaeMbIX PUCKOB yUUTLIBAIOT CreytoLLme BUabl ONacHOCTEN, HO He OrpaHNYUBAaOTCS TONBKO UMU:

a) paspyLUeHne KOHCTPYKLMIM CTEHTA, BKIoUas MOKPbLITUE, eCriv MPUMEHNMO;

b) HapyLLeHWe NONHOTLI NpUeraHns K CTeHkam cocyaa;

C) U3NULLHAA HenpedycMOoTpeHHaa HepPaBHOMEPHOCTb pacllpeHUst CTeHTa.

OTW oNacHOCTM MOTYT MPUBECTU K NoANexaLlM perMcTpaumm HeraTUBHbLIM KITMHUHYECKUM COBLITUAM, BKITHO-
YaloLWwmnm cnegytoLne cobblTvs, HO HEe OrpaHNYNBAACE UMU:

- paspyLLeHue CTeHTa;

- OCTaTOMYHbIN CTEHO3;

- PECTEHO3 B CErMEHTE CTeHTa;

- PECTEHO3 B CTEHTE;

- OKKITH03KS MpOoCcBEeTa BO BpeMsl BbINONHEHUs Nnpoueaypb!;

- OKKITH031s1 MpOCcBEeTa nocre npoueaypel;

- OKKNIO3KS MPOCBETa B OTAANIEHHbIE CPOKY;

- MUrpaLua CTeHTa;

- TpaBMa cocyaa;

- MeMus, BbIdBaHHas ambonumen unu TpomboobpasoBaHMeM Ha CTEHTE;

- MoBpexXAeHune npunexallnx CTPYKTyp.
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McnblTaHus AomkHbl OblTe NpoBeaeHbl B COOTBETCTBUM ¢ Tpebosarmammn 8.6.3.2 — 8.6.3.6, ecniv TakoBble
COOTBETCTBYHOT AW3aIHY KOHCTPYKLMN CTEHT-CUCTEMBI.

8.6.3.2 LlenocTHOCTb NOKPLITHSA

OueHuBatoT Ntobble NoBpeXaeHWs MOKPLITHS, BbI3BAHHbBIE HArPY3KOi, NepeMeLLeHNeM, pacKpbITUeM U yaa-
NeHNeM CUCTEMbI LOCTaBKM.

8.6.3.3 Paamepbl MOKPLITUS 1 ApYyre napameTpbl MOKPLITUS (Hanpumep, NOpUCTOCTb, pacrnpeaerieHune nnoT-
HOCTW)

OnpenensitoT COOTBETCTRYIOLLME pa3Mepbl MOKPLITUSI CTEHTA U OLLEeHUBAKOT UX COOTBETCTBME creLudunkaLim
KOHCTPYKLWU.

8.6.3.4 Kopposus

OueHMBatoT NOABEPKEHHOCTL CTEHTa KOPPO3WK B peasibHoM i pabodei MogennpyemMoli cpege. Koppoaunsi
MOXeT BK/1I0HaTb pasnvyHble BUAbl, B TOM YACHE KOHTAKTHYH U 3NIEKTPOXUMUYECKYHO KOPPO3WIO.

ApTedaKTbl MOKPLITHS 1 NPOLIECChHI NPOU3BOACTBA MOKPLITUSI MOTYT BMIUSITL HA MOTEHLMAN KOPPO3UW KOHEYHO-
ro NpoayKTa v AOMKHbI YYUThIBATLCA.

8.6.3.5 Jonrose4HocTb

8.6.3.5.1 O6LLme nonoxeHns

HonxHa BbITb BeIMONHEHa oLeHKa AnUTeNbHOM NPOYHOCTY NPU 0XnaaeMbix hU3NoIornYeckmx YCroBUsX.
Ecnv oLeHke nogeepraroTcs He BCce TUnopasmepbl U KOHUrypawmm, To UcrbITyeMble TnopasmMepsl U KoHdurypa-
LM OOJTKHbI BbITh BbIOpaHbI Takum 06pasom, 4Tobbl He TOMbKO MPeACTaBNSATL HaMbONbLLYH BEPOSITHOCTL OTKA3a
BCIeACTBUE YCTanocTu, Ho U 4Tobbl MOXHO BbINo caenaTh 3aknioveHne, Kacarolleecs NporHo3a AoNroBeYHOCTH
AN APYruX, He UCTbITYEMbIX TUMOPa3MepoB 1 KoHdUrypaumin. PesynbtaTel UCTbITAHWS 1 peaynbTaThl aHanuaa
OLIeHKN JONTOBEYHOCTU CTEHTA SIBMSIFOTCS AOMONHSIFOLLMMMW APYT Apyra U AOMKHbI MHTEPrpeTUpoBaThLCs Kak No
OTAENbHOCTU, TaK U B KOMBMHALMN.

lMpv oLeHKe JONrOBEYHOCTM credyeT yunTelBaTh criegyroLme dakTopbl:

- HanoXeHWe CTEHTOB OAWH Ha APYroiA;

- BepOosITHbIE BMAbLI OTKa3a, Takue kak 06pasoBaHue TpeLLnH, U3HOC, Hanuuue NocTosiHHOM Agedopmaumu,
HapyLLeHWe LLeNTOCTHOCTU NOKPLITUS (Hanpumep, B BUAE PacCrioeHUin U np.);

- HarpysKku in vivo Ha COOTBETCTBYOLLYI0 06nacTb UMNNaHTauun (M3rmbHas, paguanbHas, oceBast Harpyski,
KpyTALMIA MOMEHT, paspyLuatoLlee HarpyxxeHue);

- OrpaHNYeHUs NpY NPOBEAEHUN UCTBITAHUS! U CBA3AHHbIE C 3TUM BO3MOXHbIEe apTedaKkTbl.

B HacTosiLLee BpeMsi He CTaHAaPTM3NPOBaHbI METOAbI UCTIbITAHWA ANSA OLEHKU BANSHUA (DU3NONOTUHECKUX
BWOB HArpy3ku, kpome paananbHoW cunbl. [ns oNHOTLI OLEHKW BCeX (DU3UONOTMYECKUX Harpy3oK 1 BEPOATHBLIX
BMJOB OTKa3a MOryT noTpeboBaThCs UCNbITaHUS U/MNn aHanus, AONOSHALLME NepevncneHHble Huxke. Mpu onpe-
AerfeHUN COOTBETCTBYOLLUX rPAHNYHbBIX YCIIOBWIA At UCMbITaHUS: WWNW aHan3a HeobXxoaMMO yYUTLIBaTL aHaTo-
MU4eckyto BapnabenbHOCTbL U Mopdoriormieckue U3ameHeHus nocre UMNAaHTauum.

8.6.3.5.2 AHanu3 HanpsbkeHHo-AebOPMMPOBAHHOIO COCTOSIHUSA

OnpeaensoT KpUTUYEckre HanpsbkeHUs uunn gecdopmaumm Ha CTeHTe, CBA3aHHbIe C NPON3BOACTBOM, Ha-
rpy3kow kaTeTepa, AOCTaBKOW, pacKpbITUEM W HArpy3kamu in vivo, UICNosb3ya COOTBETCTBYOLME MeTOoAbIl, Takue
KaK MeToA KOHEYHbIX a1eMeHToB. CBOCTBA MaTepyaioB A0SKHbI ObiTb NOA0GpaHbI TakKUM 06pasom, 4TOObI COOT-
BETCTBOBATb ONpeAeneHHOMY aHanu3upyemMomy atary Npou3BoACTBA U PACKPbITUA. PeaynsraTsl AaHHOTO aHanun-
3a HanpskeHHO-4eopMUPOBAHHOIO COCTOSIHUSI MOTYT UCMONb30BaTLCA ANs onpeAeneHUs COOTBETCTBYOLLNX
koacbprumeHToB 6e30MacHOCTU KOHCTPYKLIUKU CTEHTA, 151 yCTAHOBIIEHUSI COOTBETCTBYHOLLMX YCIOBUIA UCTILITAHUSA
1 Ansa BbIGopa COOTBETCTRYIOLLMX NAapaMeTPOB UCTILITAHWS (HAaNpUMep, pasMepoB CTEHTA) NPY UCMbITAHUK Ha AOM-
roBeYHOCTb.

8.6.3.5.3 Onpegenenue koaduLmMeHTa 3anaca ycTarocTHON NpoYHOCTU

MpoBoaaT cooTBeTCTBYIOLWMIA aHanu3 yctanocTi. OueHka koadpmumeHTa 3anaca ycTanocTHON NPOYHOCTH
CTeHTa TpebyeT UHXeHepHOro NoAxoaa, TAKoro Kak aHanva ycTanocTHON NPOYHOCTU B 3aBUCUMOCTU OT YPOBHSI
Aecbopmaumnin Wvnnu yposHst HanpsbkeHWid. O6bIMHO [OMKHBI BbITb NpoaHaNU3npoBaHbl BCE TUMopa3mepbl U KOHGW-
rypauuu, ecnu HeT 060CHOBaHMUS TOTO, UTO CYLLECTBYET HAaUXyALWMWiA cnydai. AHanus yeTanocTHON NpOYHOCTY B
3aBUCUMOCTU OT YPOBHSA AedopmaLiMii W/unu ypoBHSI HanpsbkeHWi TpebyeT onpeaeneHnsi cpegHUX U MUKOBbIX
3HaYeHUI HanpsHKeHU Unu aedopmaumm ¢ UCNoNbL30BaHUEM aHanM3a HanpstkeHHo-AedopMUPOBAHHOMO COCTOS-
HUA U CpaBHEHWA C COOTBETCTRYIOLLIMMW CBOCTBaMU MaTepuana (Hanpumep, npeaensHas 1 yctanoctHas aedop-
Mauma unu HanpsxkeHne). KoadbduumeHT 6ezonacHoCTn MOXKeT BbITb NOMyYeH, UCXOAS U3 3HAYEHUIA HaNpPsDKEeHWs,
Aedopmaum nnu cpoka crykobl 4o HACTYIUIEHUS! YCTAINIOCTHOTO paspyLLEHKS!.
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8.6.3.5.4 UcnbiTaHne Ha ycTanoCcTHY NPOYHOCTb

OueHuBaloT AONTOCPOHHYIO KOHCTPYKTUBHYHO LLENOCTHOCTL CTEHTA NP NPUSIOKEHUW HAUXYALIEro cryyas
cdmanonormdeckoro HarpyxeHus. MNpoYHOCTL AoMKHA BbITb OLleHeHa ANA BCeX COOTBETCTBYIOLLMX PEXXUMOB yCTa-
JIOCTHOIO Harpy>XeHusl Ha OCHOBe NpeAnoaraeMoro KNMHUYECKOro UCNob3oBaHUS (NOSIOKEHWUA UMNaHTaTa) U
yCnoBuii ero paboTbl (HanpumMep, pacluMpeHue, HanoXxeHU cTeHToB). cnbiTaHus cTeHTa Ha YCTanocTb AOMKHbI
BKNOYATL in Vitro UCNbITaHWA NPOAOIIKUTENBHOCTLIO, MO KpaviHel Mepe, A0 TeX Nnop, noka He 6yaeT AOCTUTHYTO
YXCII0 LUMKIOB, 3KBUBAINIEHTHOE AECATU roaam paboTbl 4nsa Kaxaoro cnbiTyemoro cTeHTa. Ecnu npegnonaraemblii
cpok paboTbl CTEHTa COCTaBNSAET MeHee AeCATU NET, TO MOXHO NpuberHyTh K 6onee KopoTKoi NPOACMKUTENIbHOCTH
UCMbITaHWA Ha YCTarnocTb, YTO AOSMKHO BbITb 060CHOBaHO. HacToTa HarpyXeHus npu ucnbiTaHUM 4oskHa bbiTe
Takow, 4To6bl AedpopmaLma UCNBITYEMOro cTeHTa bbina He MeHee YeM aedopMauus cTeHTa B onpeaeneHHbIX
chmanonorudecknx ycrnosusix. UcnbiTaHa Ha ycTanocTb cneayeT NpoBOAUTL B COOTBETCTBYHOLWMUX paboumnx cpe-
Aax, Takux, Hanpumep, Kak douanonormieckuii pacteop ¢ poctatHbiM Bydepom, ecnu He MoxeT GbITb 060CHOBaHO
ucnbiTaHWe C UCNorb3oBaHWEM ApYrnx cped, Takux kak ANCTUNNMpoBaHHas Boga. McneltaHus cnegyeT Nnposo-
AUTb NPU HopMAarbLHOM (hrsnonoruyeckon Temnepartype, eCnu He NpeaycMoTPeHO Hoe.

Ycnosust ucnbiTaHus AOMKHBI BbITh 3adhMKkcMpoBaHbl U 060CHOBaHBI M AOMKHBI BKITHOYATb YMCNo 06pasLos,
pa3Mepbl UCTIbITYEMBIX CTEHTOB, HaCTOTY Harpy>XeHWs 1 Apyrue napameTpbl, UCMOSb3yeMble NPY MOAENUPOBAHUN
chmanonoruyeckunx ycriouid. Buabl u saHaueHus HarpyxxeHus/aedopmanmm 1 TpebyemMoe YCNo LMKNOB Harpyxe-
HWA AO0MKHBI BbIT 060CHOBaHLI COOTBETCTBYOLLMMUN hrU3nonormieckumMmm mogensimm v pacdetamu. Tunopasme-
p(bl) ¥ KOHUrYpaLIMSA UCTIBITYEMBIX CTEHTOB A0STKHbI 6bITh BbIBpaHbl TakuM 06pasom, UTobbl gocTUranack Hau-
GonbLuas BeposITHOCTL OTKa3a BCNEACTBUE YCTANOCTH U UTo6bl MOXHO BbLTo caenaTh 4OCTOBEPHbIE 3aKMHOHeHNS,
KacaroLmecst 4oNTOBEYHOCTU APYIUX He UCTIbITAaHHbIX TUMOPa3MepPOoB U KOHAUIYpaLUuil U3aenuii.

8.6.3.5.5 [lonroBe4HOCTb NOKPbLITUS

OueHuBaloT cnocoBHOCTb NOKPLITUS CONPOTUBNATLCS PACCIIOEHUIO (HarnpuMep, YaCTUYHO NPUKPENeHHbIe
Y4aCTKW MOKPbLITUS, OrOfIEHHbIE YHACTKW) MPU YCIOBUSIX MOAENMPOBaHWS HauxXyaLuero crnyyas hyanonornyeckoro
Harpy»xeHus, cXoaHoro ¢ npuseaeHHLIM B 8.6.3.5.4.

HagnexuTt npoBecTv uccriegosaHne NOKPLITUSI B YCKOPEHHbIX YCIIOBUSIX UCTIbITAHWIA. Pe3ynsraTel KOHTPOnst
[AO0IKHbI BbITE CONOCTaBMNEHbI C OCHOBHLIMW XapaKTepucTukaMmu anst onpeaeneHuns addekTMBHOro cpoka criyX6bl
yCTpoicTBa. Pe3ynbraTsl A0MKHbBI 6bITb NPpoaHaNM3MpoBaHbl C yH4ETOM AOCTYMHbLIX OKITUHUYECKUX in ViV U KIIWHW-
YeckUX AaHHbIX 0 pabourx XxapakrepucTukax.

Heobxoarnmo nposoanTE UCCreaoBaHUA C yHETOM 3apaHee YCTaHOBMNEHHbIX MHTEPBasIoB BPEMEHW.

8.6.3.5.6 O6pasoBaHWe YacTuL, NOKPLITUSA

OueHunBatoT pazMepbl 1 YACIIO0 YacTUL, OTAESNMBLUErocs MaTepuana nokpbITUSA NPU UCNLITaHUAX B MOAENUPY-
eMbIX YCoBUSIX in vivo.

8.6.3.6 BusyanbHbli ocMOTp

CTeHT fomkeH cooTBeTCTBOBATL TpeboBaHWAM creumdmKaLmmn U3roToBUTENS1 B OTHOLWEHUW AedbeKToB NoBep-
XHOCTW Y 3arpsisHeHus. Ha cTeHTe He omkHO GbiTb AeheKToB, KOTOPbIE AeNaloT ero HenpurogHebiM AN npeanona-
raemoro 1cnonbL3oBaHUs.

8.6.4 OnpefneneHune paamepos

8.6.4.1 O6Lne nonoxeHus

B HacTosiwemM pasgene oleHMBaeTca cCNOCOBHOCTb CTEHTa OCTaBaThCsl B TOM NOMOXEHUW, B KOTOPOM ero
pasMecTunu, B Nnpegenax cocyamcToro pycra, 3a cHeT KoppekTHO BbIBpaHHbLIX pa3Mepos.

[ns oleHnBaeMbIX pUCKOB paccmaTpuBaeMble ONacHOCTU BKIIOYAIOT crieaytoLme hakTopbl, HO He orpaHu-
uMBaOTCH UMK:

a) HeKOPPEKTHbIE pasMepbl.

OTV ONacHOCTU MOTYT MPUBECTU K Nog/1eXxalLnMm permucTpaumm HeraTBHLIM KITMHUYECKUM COBLITUAM, BKITIO-
yaroLWwumM cregyroLime Buabl, HO He orpaHUYNBAACH UMU:

- MUrpaLusi CTeHTa;

- Tpom603 CTeHTa,;

- OKKIHO3US1 OTBETBNEHWI cocyaa;

- TpaBma cocyaa;

- NOBpeXAEHME NpunexaLuux CTpykTyp;

- 0CTaTOUHbIN CTEHO3;

- pecTeHo3 B CErMeHTe;

- PecTeHo3 B CTEHTE,
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- OKKINIO31S NPOCBETa B TeYEHWe NpoLeaypbl;

- OKKII03US1 IPOCBEeTa Nocse npoleaypsl;

- 0TAaneHHas OKKM3Ws NpocBeTa;

- Uemus.

Mpu ucnbiTaHuu cneayeT yunTeiBaTh NonoxeHust 8.6.4.2 — 8.6.4.6, ecnu TakoBble COOTBETCTBYIOT KOHCT-
PYKUUM CTEHTa.

8.6.4.2 MNMposepka pasmepoB

MposepsoT pasMepbl Ha COOTBETCTBUE cneundmKaLmMmM KOHCTPYKLIMM.

8.6.4.3 CooTHoLeHWe avameTpa 1 AaBfeHnst HarnonHeHWs 6annioHa (CTeHTbI, paclunpsieMble 6an10HOM)

Ona cTteHTOB, pacwupsieMbix 6anfnoHOM, onpeaensitoT COOTHOLIEHWE MeXay AUaMeTpoM CTeHTa W’
AaBneHuem HanonHeHns Gannoxa.

8.6.4.4 Otaava (CTeHTbI, paclumpsiemMblie GannoHoM)

OnpeaensaoT UsMeHeHUe BHELLHero naMmeTpa CTeHTa B NpoLeHTaxX 0T MaKCUManbHOro BHeLWHero AvameT-
pa, NONYYEHHOro NPW HanonHeHHOM 6annoHe, 40 KOHEeYHOro BHELLHEro AnaMeTpa nocne yaaneHus bannoxa.
Cxema onpeaeneHunsa pasmepa CTeHTa, pekoMeHayemasti B UHCTPYKLIMM MO NPUMEHEHWIO, A0MKHa YUUTLIBATL 3TY
otaavy.

8.6.4.5 MogenvposaHue Ncnonb3oBaHuA

OueHuBatoT paboune xapaKTepucTUKU CTEHTa, UCNOMb3Yys KaKyro-nnbo Mogens, BOCMPOU3BOASILLYIO Npea-
nonaraemMble ycnoBusi ero paGoTl.

8.6.4.6 CooTHOLLEeHNe ANWHbI U AnaMeTpa CTeHTa

OnpeaensaoT COOTHOLLIEHWE MeXAY ANVHOW CTEHTA U AuaMeTPOM B pacLUMPEHHOM COCTOSIHUM.

8.6.5 NMpoxogumocTtb

8.6.5.1 O6Lme nonoxeHus

B HacTosieM pasgene oueHuBaeTcsi cNocoBHOCTL CTeHTa NoaaepkuBaTh MPOCBET B OTKPLITOM COCTOSIHUM.

[ns oLeH1BaeMbIX PUCKOB paccMaTprBaeMble ONAcHOCTU BKOUAKOT clieaylolime Buabl, HO He orpaHu4un-
BalOTCHA UMK:

a) nepervo;

b) nepekpyunBaHue;

C) HETOYHOE pPacKpbITUE;

d) pedbopmauims, BKoYas 3aKkpbITUE CTEHTA;

e) obpaszoBaHune TpoMBGOB.

ATV onacHOCTV MOTYT NPUBECTU K NOANEXAaLLMM PErUCTpaLmn HeraTUBHbIM KIMHUYECKUM COBLITUSIM, BKITHO-
YaloLWwum cregytoLme Buabl, HO He OrpaHUYUBASICL UMMK:

- TpomMB03 CTEHTa;

- OCTaTOMHbIN CTEHO3;

- pecTeHo3 B CEerMeHTe;

- PECTEHO3 B CTEHTE;

- pecTeHos;

- OKKJI031151 MPOCBETa BO Bpemsi npoLeaypbl;

- OKKITH031S NpocBeTa Nocne BbIMOSIHEHUSI MPOLEaAypbI;

- 0TAaNeHHas OKKI031sA NPOCBETA;

- cTeHoKapaus;

- peLanB NopTanbHOK rMnepTeH3uu;

- UHbaPKT MUokapaa;

- ULIemMust;

- obpasoBaHue ambon;

- HEBPOIOrMYECcKUe pacCcTPOUCTRA.

Mpu ncnbiTaHWu cnegyeT yurThIBaThL NoNoXxeHWa 8.6.5.2 — 8.6.5.8, ecnu TakoBble COOTBETCTBYHOT KOHCT-
PYKLUUM CTEHTA.

MpumeyaHue— B nepeuncrneHHbIX HUXE YeTbipex BUAax UCMbITaHWUS ONpeaensioT yeunua, NpusBoasime K
Aecdopmauum creHTa. [pun BCeit CXOXECTU UCNBITAHUIN HA YCTOWYMBOCTB K Pa3pyLUEHNIO NPY paavanbHO AeUCTBYIOWEN
Harpy3ke, Ha yCTOMYMBOCTb K pa3pyLUeHUIO NPW CXaTuu CTEeHTa Mexay napannenbHbiMU MIacTuHaMm, Ha flokanbHoe
cKaTve U paguanbHOe YCUIIME OHU OLIEHUBAIOT pasHble NapameTpbl CTEeHTa, @ UMEHHO:

- MPU UCMbITAHUN HA YCTOMYMBOCTb K PaspylieHnto Npu pagvanbHO NpUKIaabiBaEMON Harpyske onpegensiot
CNocoBHOCTb CTEHTA, PaCLLUMPSIOLLENOCS C MOMOWBI0 6annoHa, BblAEPXMBATE NOCTOAHHYIO AedopMaumio Npyu Bo3agen-
CTBUM KPYrOBOW OAHOPOAHON paauaribHON Harpysku,
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- MPU UCTbITAHUU HA YCTOWYMBOCTL K PA3PYLUEHUIO MPU CKaTUM CTEHTA NaparnmnernbHO PacronoXeHHbIMU NnacTu-
HaMK onpeaensiioT CnocobBHOCTL CTeHTa BblaepXUBAaTb NMOCTOSIHHYIO AechopmaLmio No BCeW AnvHe yCTPOMCTBA NMpU BO3-
OeCTBMN OHOPOAHON HArpy3KW, NpUKNagsIBaemMon No BCEN ANMHE YCTPONCTBA;

- MPY UCNbITAHMKN Ha NOKanNbHOE CXaTue onpeaensoT cnocobHOCTb CTEHTa BbIEPXKMBATL MOCTOAHHYIO AedopMa-
LUMIO NPpY NOKanNbHOW (HaNpuMep, TOYEYHOW) Harpyake;

- MpY UCNBITAHUWN HA paguanbHoOe YCUNWe U3MEPSIOT YCUNne, NpuKNagbiBaeMoe CaMmopaciumMpsIIoLLMMCH CTEHTOM
Ha cocy[, B PACKPbLITOM COCTOSHWM BO BPEMS pPaclIMPEHUs U CKaTUs.

8.6.5.2 YcTOM4nBOCTL K paspyLUeHUIo Npy paavansHO NpUKnagsbiBaeMoi Harpyake (CTEHTHI, paclunpsieMsle
6ansioHom)

OnpenensroT Harpysky, HeoGxoaMMYHo ANsl TOro, YTOBbI BbI3BATH KIMTMHUYECKU 3HAYUMbIA nepernb unv ymeHb-
LWweHWe guameTpa cTeHTa nNo KpanHen mepe Ha 50 %.

8.6.5.3 YCTONYMBOCTL K paspyLUeHUIo NPU cXaTUui Mexxay napasnsenbHbIMA niacTuHamy

OnpegensaoT Harpy3ky, Heobxoanmyro Ans Toro, YTo6bl BbI3BATh KIMHUYECKU 3HAUMMBIA nepernd nnv ge-
chopMaLmio, 3KBUBATIEHTHYIO YMEHbLUEHWUI0 anameTpa (YMeHbLIeHWe NpocBeTa) Mo KpainHeh Mepe, Ha 50 % u
Harpysky, HeobxoavMmylo Ans NOCToAHHOW AedopMauuyM Unv MosHoro paspyLleHUsl cTeHTa. JTo UcnbiTaHue
TpebyeTca OANsl CTEHTOB, KOTOpbIE NPU KITMHUYECKOM UCNOMb30BaHUM MOTYT UCMbITbIBATL HenocpecTBEHHOe
cxatue.

8.6.5.4 Nepernb/ckpyunsaHue

OnpegensitoT MUHUMASTbHBIA paguryc Usrmba, KoTopbI MOXET BbidepKMBaTh CTEHT Be3 nepermba unm ymeHo-
LWeHus guameTpa (ymeHbLueHWe npocseTa) bonee yem Ha 50 Y% npuv ycrnoBuW, YTO CTEHT BOCCTAHABMBAET CBOK
nepBOHaYasibHYI0 FeOMETPUIO MOCNE UCTbITAHUS.

8.6.5.5 lokanbHoe cxaTue

OnpegensitoT gecdbopMaLio CTeHTa B OTBET Ha JTOKArbHOE YCUINE CXaTus, NPUIIOKEHHOE NepneHauKyNsipHO
K MPOAOSIBHON OCK YCTPOMCTBA. JTO UCTbITaHUe TpebyeTcs AN CTEHTOB, A5l KOHCTPYKLIMU KOTOPbIX €CTb BEPOSAT-
HOCTb PYroro oTBeTa Ha JlokaibHoe CXaTue Mo CpaBHEHMIO C paguarbHbIM UMK NiockonapanfenbHbIM yeunvem
cKaTusl U Anst KOTOPbIX 3TO UCTMbITAHWE COOTBETCTBYET KITMHWYECKON NpakTUKe.

8.6.5.6 PagnanbHasi cuna

OnpegensitoT yeunve, Bbl3BaHHOE CaMopacLLUMPSIOLLIAMCS] CTEHTOM Kak pyHKLIMIO BHELLHEro AuameTpa CTeHTa.

8.6.5.7 MogenupoBaH/e UCNob3oBaHus

OueHuBatoT paboune xapakTepUCTUKN CTEeHTa, NCMIoNb3YS Kakyto-nMbo Mogdenb, BOCNPON3BoasLLYyo Npea-
nonaraembie ycroBusi UCMOSb30BaHUS.

8.6.5.8 Mnowags cBobogHOW OT CTEHTa MOBEPXHOCTMW U NoLLaAb BHELLHEA MOBEPXHOCTU CTeHTa

OnpegenstoT nnoLwlaab NOBEPXHOCTU, OTKPLITOR UMM cBOBOAHOM OT CTEHTA, kKak byHKUMIO OT AnameTpa
CTeHTa W NioLLaan KOHTAKTHOW 30HbI MeXay CTEHTOM W COCYA0M.

8.6.6 BesonacHOCTb U COBMECTMMOCTb C MarHUTHO-pe3oHaHCHoW ToMorpaduen (MPT)

OueHunBatoT 6e30MacHOCTb U COBMECTUMOCTL CTEHTA NpW 1UcnonbaosaHu MPT.

Ans oueHMBaeMbIX PUCKOB paccMaTprBaeMble OMacHOCTW BKITOYAIOT crieayroLme dakTopbl, HO HE orpaHm-
YMBAKOTCA UMU:

a) MHAYLMPOBaHHbIE MarHUTHbLIM MONEM YCUMNS CMEeLLEHWS!, CKpYYMBaHWUSA CTEHTA W paguanbHble YCUnus,
BbI3BaHHbIE HArPEBOM CTEHTA;

b) H13Koe KavecTBO U30BpakeHNs (apTedakTsl M30BpakeHNs).

MpumevaHune 1— [nsa pononHUTENBLHOIO PYKOBOACTBA MO OLEHKE MArHUTHO - MHAYLMPOBAHHOTO CMeLLEHUS],
Kpy4YeHusi, NOBOPOTA, pagnanbHOW Harpysku OT HarpeBa U no aptedaktam uaobpaxeHus cm. ASTM F2052 [21], ASTM
F2213 [27], ASTM F2182 [26] n ASTM F2119 [24].

OTK ONacHOCTM MOryT MPUBECTU K NOANEXalmMM PerncTpaumm HeraTtMBHbIM KIMHUYECKUM COBbITUAM, BKIHOYalo-
LWUM criegyrowme Buapl, HO He OrpaHNYMBasICb MMU:

- TpaBma cocyaa;

- MUIPaLusA CTEHTA.

MpumedaHune 2— Habnogaembie apTedakTsl Y CTEHTOB HEKOTOPLIX BUAOB MOrYT OrPaHNYMBaTL UCTIONb30Ba-
Hne MPT y naumeHToB € 3TUMKM BUOAMW MMININAHTUPYEMBIX U3OENUN.

8.6.7 BuocoBmecTuMocCTb

BuocoBMecTUMOCTb HaneXuT oLeHUBaTL B COOTBETCTBUM ¢ TpebosaHusammn MCO 10993-1 n gpyrmmm yac-
TAMU cepun ctangapTos MCO 10993. ns cTeHTOB, BbiAENAOLLMX ekapcTBa, MoryT noTpe6oBaTsCa AONONHK-
TenbHble UCTNbITaHWUA Ha TOKCUYHOCTL fIeKapCTBEHHLIX CPeACTB U KOMMOHEHTOB NOKPLITUA. NS ncnbiTaHUi no
OLeHKe BblAensieMblX BELLECTB CTEHTbI 4OSKHbI ObITb UCMbITAHbI OTAENBHO OT CUCTEMbI AOCTABKU.
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8.6.8 BbigeneHue nekapcTs

8.6.8.1 ObLumMe nonoxeHust

B atom pasgene oLeHMBaeTCs cnocoBHOCTL CTEHTa BbAENAThL NlekapcTBa CornacHo cneLmdukasnm KoHCT-
PYKUMMW NPY NPON3BOACTBE U XPaHEHUN.

Ons oueHWBaEMbIX PUCKOB paccMaTpUBaeMble ONacHOCTU BKIOYAKT creaytollme Buapl, HO He orpaHuyu-
BaOTCS UMU:

a) n3bbITOYHOE BblAeneHne nekapcTea;

b) HeageksaTHOE BbiAeneHVe NekapcTea,;

C) HenmpeaycMoTpeHHasi BapuabenbHOCTb SToKanbHOro BblAENeHNs ekapcTea.

OTW ONacHOCTU MOTYT NPUBECTU K NOANEXKALLUM PErMCTpaLy HeraTUBHBIM KIMHUYECKAM COBLITUSIM, BKIHO-
valLM cnegyoLine Buabl, HO He orpaHUYnBasics UMK:

- HeXXenaTenbHble 6Uonormyeckme peakLmnm (TOKCUYHOCTb);

- aHeBpM3Ma CTEHOK cocyaa Unn HeKpo3 (Npu aHOManbHOM MOJIOXKEHUN CTEHTA);

- OCTaTOYHbIN CTEHO3;

- PEeCTeHO03 B CerMeHTe;

- PECTEHO3 B CTEHTE;

- pecTeHos;

- OKKITHO31S1 MpOCBeTa BO BPeMs npoLieaypsl;

- OKKNIO3MSA NPpocBeTa Nnocre BbIMNoNHeHWsA npoLeaypsbl;

- 0TAaneHHas OKKNo3Us NpoCcBeTa;

- 06pazoBaHue ambor;

- Aemust;

- Tpoom603 cTeHTa.

Mpwn venbiTaHun cnegyeT yuuTbiBaTb NonoxeHws 8.6.8.2 — 8.6.8.4, ecnivi TakoBble COOTBETCTBYHOT KOHCT-
PYKLMWK CTEHTA.

8.6.8.2 CogepxaHue/konn4yecTso fiekapctaa

OnpegensitoT KONMYECTBO NleKapcTBa Ha CTEHTE.

8.6.8.3 VIHTeHCMBHOCTL BblAENeHNs

OnpepensiioT KONMYECTBO NekapcTaa, BblAENsIeMOoro 3a onpeaeneHHbIii nepruoa BpeMeHu.

8.6.8.4 neHTUdbUKaLms nekapcTea

MaeHTudmUmpyoT TUN K OMNpeaensoT YACTOTY NekapcTBa U ONUCLIBAOT BUA M CTENeHb Aerpagauim KOMno-
HEHTOB JlekapCTBEHHOro CPeACTBa.

8.7 loknuHUYecKas oueHKa in vivo

8.71 Uenb

Llenbto AOKNUHUYECKUX in ViVo UCTbITaHWIA SIBNSIETCS OLEHKa A0CTaBKM U PacKpbITUS CTEHTa WU yaaneHus
cUCTeMbl JOCTaBKW B COOTBETCTBUM C MHCTPYKLIMEN NO 3KcnyaTaumm, onpegeneHne oTBETOB Kak NauneHTa, Tak 1
cTeHTa. B yacTHoCTH, JOKINMHUYECKUE UCTIbITaHUsA OOMKHbI 06ecneunBaTth NonyveHue gaHHbIX, Kacalowmxcs Ge-
3onacHocTu. McnbiTaHe A0MKHO OLeHWBaTL COOTBETCTBUE CTEHTA NpeanonaraeMomMy UCrorb30BaHWIO NPU KIn-
HUYECKOM OLEHKe.

8.7.2 CneuunanbHble Uenu

[omkHel BbITh YCTAHOBMEHbI CeuuanbHble Lenu uccneaoBaHus, BkoYas cneayloluee:

a) oLieHKa BO3MOXHOCTU AOCTYNa B NpegnonaraeMyto 06nacTb ¢ UCNONb30BaHUEM CUCTEMBI IOCTABKU;

b) oueHka obCcnyXu1BaHUa U BU3yanusaumm cuCTEMbI JOCTABKN U BU3YanuU3aLMn CTEHTA;

C) NpoBepka TOUHOCTU U 3¢hPEKTUBHOCTU PaCKPLITUS;

d) onvcaHwe BO3MOXHOCTU yAaneHUsa CUCTEMbI OCTaBKW;

) olieHKa NPUMEHUMOCTU onpeaeneHnsi pasMepoB CTEHTA;

f) oueHka cpyHKLMOHANBHOIO reMocTasa CUCTEMbI JOCTaBKMY;

g) oLeHKa MonoXXeHWsl, LieSIOCTHOCTU U (bYHKLIMOHAIBHOCTU CTEHTA,;

h) ana cteHTOB, BLIAENSOLWMX NEKapCTBa, OLleHKa NPUCYTCTBUA NekapcTBa B KpOBU, B 06pabaTbisBaeMom
cocyae 1 Apyrux COOTBETCTBYIOLLMX TKAHAX B TEYEHWUE BPEMEHMU,

i) oueHka 6uonornyeckoro oteeTa (Hanpumep, o6pasoBaHue TPoMGOB, pasapaxeHue, sHAOTeNusaLus, He-
Kpo3, 06pa3oBaH/ue aHEBPU3MbI), BAUAHUA Ha TKAHWU, PACTONOXeHHbIe HUXKe Mo TeYEHMUIO, U CUCTEMHBIX 3dbdeKToB
(Hanpumep, o6pasoBaHue ambor, MHapKT) 3a CHET OLIEHKM MUCTONOTW U NMATONOMMM 3KCITAHTATOB M COOTBETCTBY-
FOLLIMX TKaHeW/opraHoB;

j) perncTpaums HebnaronpPUATHLIX KNMUHUYECKUX COBLITUI 1 BEPOATHBIX AeCTBYOLLMX dhakTopoB (Hanpumep,
CTEHT UNM cucTemMa JoCTaBKu).
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MpumedvaHne —[na gOCTUXKEHMA BCEX CrneumanbHbIX Lenein moxeT noTpeGoBaTbCsi He OQHO MCCre-
OoBaHue.

8.7.3 NMpoTtokon

CTeHT-cucTeMa Kaxaoro Tuna AosmkHa 6biTb UCTbITAaHA UMMNNAHTaLMEN CTeHTa B npeanonaraeMyto unm
aHanorvyHyo obnactb cocyaa y 060cHOBaHHOMo Yucna nabopatopHbIX XKUBOTHBIX MO KpalHew Mepe B TedeHue
26 Heaenb ANA KAXA0ro U3 XUBOTHLIX, €CNK He NpuBeaeHo obocHoBaHWe Ana 6onee KOPOTKOro nepuoda Habno-
AeHnin. HagnexuT onpeaennts U 060CHOBaTL TUN U MHTEPBanbI Nepuogudeckux HabnoaeHWi. Ana oueHKM MHHO-
BaLMOHHbIX TEXHOMOMI MOrYT OKa3aTbCA AoKa3aTenbHbIMU OCTPbIE YCITOBUSI MPOBEAEHUS SKCNEpUMEHTa, a Takke
6onee anuTenbHble ccneaosaHwA. [iNA uccnegoBaHUsi CTEHTOB, BbIAENAOLMX NekapcTBa, Npu yCTaHOBNEHNM
NPOAOIIKUTENLHOCTU CPOKOB HabNoAeHNA (MMNNaHTaLUMmu) HeobX0AMMO YUNTLIBATb KWHETUKY AOCTABKM NekapcTs
1 BpeMsl UX BbiBeAeHUA U3 TKaHel. B Tolh cTeneHn, koTopasi AOCTWKUMA, YUUTBIBAA OrpaHUYeHUs XKUBOTHOM Moae-
N, BCE UCNONb3yeMble YCTPONCTBA A0MKHBI UMETb KITMHUYECKOE KAaYecTBO, pa3Mepbl U KOHCTPYKLMIO, NpeaHas-
HaYeHHble ANA KNUMHUYECKOro UCNONb30BaHUSA.

OueHka 6e30MacHOCTU CTEHTOB, BbIASNAIOLLMX SIEKApCTBO, AO/DKHbI BKIOYATb OLEHKY A0303aBUCUMbIX
acpbekToB, BKNOUAA BNUAHUE Nepeao3uUPOBKU (Hanpumep, OTCYTCTBUE NiekapcTBa, HOMWHanNbHas 4o3a nekap-
CTBa, TpexkpaTHasa nepeaosunposka). Heo6xoaumo oLeHUBaTe MECTHYIO, perMoHanbHYo (HUKe No KPOBOTOKY) U
CUCTEMHYIO TOKCUHMHOCTW.

[na cTeHTOoB ¢ NekapcTBEHHLIM NOKPLITUEM, MO KpaliHel Mepe, B 04HOM UccneaoBaHUK HeobXoauMOo U3me-
PATb YpOBEHb coaepXXaHua AeUCTRYIOLLEro BelllecTBa B Nia3Me, a Takke oLeHUBaTb YpOBEHb NekapcTea B Tka-
HAX B TeYeHWe onpeaeneHHoro nepmoaa BpeMeHu.

MHTepnpeTaums pe3ynbTaToB UCCNefoBaHUS HA JKMBOTHBIX MOXKET BbITh NpoBeAeHa ¢ UCMoNb3oBaHWeM, Mo
KpaliHei mepe, HeboNbLIOro YAcna KOHTPOSbHLIX YCTPOUCTB C Lenbio cpaBHeHUs. Ecnu B uccnegoBaHum He
UCMOnNb3YTCA KOHTPOSbHBLIE YCTPONCTBA, [OSKHO BbITh NpMBeaeHo obocHoBaHWe. [INs CTEHTOB, BbiAENAOLLIMX
INeKapcTBOo, B Ka4ecTBe KOHTPoNbHOIro obpasua AoMKHbI UCNONb30BaTLCS Kak rofnble MeTannmyeckue CTeHTsl, Tak
W NpK BO3MOXHOCTW CTEHTbI C MOKpbITMEM (6e3 fiekapcTea).

Bcex XMBOTHbIX, yHaCTBYHOLLIMX B UCCMedoBaHUW, criedyeT perynsipHo obcnenosath. Bee XXUBOTHbIE A0MK-
Hbl ObITb MOABEPIHYThI MOCMEPTHOMY 06CreA0BaHMIO, BKIOYAst MOrMbLUIMX 40 OKOHYaHUSA Npeanonaraemoro cpo-
Ka uccneaoBaHWs. HagnexuT pernctpupoBathb NPUYMHBI rnbenu unu 60nesHU U cTeneHb NPUYACTHOCTU K 3TOMY
cobcTBeHHO MMNaHTaTa. JomkHa OblTb poBeaeHa rMCToNorMyeckas 1 natonorndeckas oueHKa aKCnnaHTaToB U
COOTBETCTBYIOLLMX TKAHE N 1 OpraHoB.

Hagnexut paspaboTaTb NpoeKT NposeaeHNs AOKNTUHUYECKUX UCTIbITaHWIA in vivo, BKITHOYAA NPOTOKOSbI 3KC-
nepuMeHTOB, MeToAbl N3MEepPeHUs U aHanu3 gaHHbIX. JononHUTeIbHO B COOTBETCTBUN C LIENAMN nccneaoBaHus
donkeH 6bITb 060CHOBaH BbIGOP XKMBOTHOW MOAENU C YYETOM TaK/X NapamMeTpoB, Kak pasHOBUOHOCTb KUBOTHBIX,
non, Bo3pacT 1 HeoBXoaNUMOCTb MOAENMPOBAHUA NaToONOrK.

MmnnaHTaums Ao/mkHa CooTBETCTBOBaTL pEKOMEHAYeMbIM UHCTPYKLMAM NO KIMHUYECKOMY UCTONL30BaHNI0
B TOW CTeneHu, Kotopas AOCTUXKMMA C YH4ETOM OrpaHUYeHWiA, MPUCYLLUX XMBOTHOW MOAENK, BKMoYas npu Boa-
MOXHOCTUN U HAXOXOEHWe CTEHTOB OAWH Ha APYroi NPy UMNNaHTauuu.

MpnmevaHune—Cm MCO/M3IK 17025 [13] B kauecTBe pykOBOACTBA NO HaAnexaluel nabopaTtopHON NpakTuke.

8.7.4 C60p AaHHbIX
Ons kaxaoro nabopaTopHOro XXKMBOTHOMO C MMMIAHTUPOBAHHBLIM CTEHTOM A0MMKHbI BbITh coBpaHbl, Kak MUHK-
MyM, criegytoline gaHHble:
a) AaHHble naeHTUdUKaLMM XXUBOTHOTO:
1) NponcxoxaeHWe XXMBOTHOTO;
2) ngeHTUdKKaLWA XUBOTHOrO;
3) non;
4) Bo3pacT;
5) macca Tena;
b) npegonepaunoHHbIe AaHHble:
1) NpoBepKa COCTOSIHWNS 340POBbLS, BKIHOYAS COOTBETCTRYHOLLME NCCIeA0BaHUS KPOBMU,
2) HasHaueHWe NnekapcTBEHHbIX BeLLecTB (Hanpumep, npodunakTuka aHTMonoTukamm);
C) onepaLoHHbIe AaHHbIE:
1) AaTa BbINONHEHWA Npoueayphbl;
2) UMs N, BbIMOMHMBLLEro npoLieaypy;

19



FOCT P UCO 25539-2—2012

3) onucaHue npoueaypbl UMNIaHTaLKUK, BKtoYas:
- MABHTUPUKALMIO CTEHT-CUCTEMBI M BCTIOMOraTe bHbIX YCTPOUCTB;
- NAEHTUPMKALMOHHBIA HOMEP CTEHTa;
- ANWHa 1 gnameTp cTeHTa in situ;
- AnameTp(bl) COCya0B, B KOTOpbIE Npov3BeaeHa UMNaHTaLus;
- UCMONb30BaHME aHTUTPOMBOLIMTapHON Tepanuu;
- XMPYPrYecKnii Noaxoa;
- NOSIOXKEeHWe UMMIaHTaTa;
4) oueHka NapaMeTpoB, COAEPXKALLMXCH B IPOTOKONE, TaknX Kak:
- TOYHOCTb 1 3¢hPEKTUBHOCTL BBOAA CUCTEMbI JOCTABKN U PACKPLITUS CTEHTA;
- nopsiAoK obpalleHWs ¢ cucTeMolt 4OCTaBKu1, BU3yanusaLms CUCTEMbI 4OCTABKW U CTEHTA;
- 3bpeKkTUBHOCTL YAaneH s CUCTEMbI JOCTaBKY;
- yao6cTBO onpefeneHnst pasmepoB 1 CXEMbl PA3MEPOB;
- 06bEM NOTEPM KPOBU 1 NTOKANM3aLIMS KPOBOTEYEHUS,
- NONOXeHue, LenoCTHOCTb U hYHKUMOHANBHOCTE UMMIaHTaTa;
- HebraronpusTHele coBbLITHSI BO BPEMS onepaLum;

d) gaHHbIe nocneonepaLloHHbIX HabrnoaeHui:

1) NpogoMKUTENBHOCTL NOCIeonepaUuoHHOro HabnroaeHUs;
2) HasHaveHVe NeKkapCTBEHHbLIX BELLECTB, B T. Y. BUSIOWMUX Ha Koarynauuio;
3) ucnonb3yemble MeToAbI U pe3ynbTaThl OLEHOK, MpedycMOTPEeHHbIX B MPOTOKOSE, Tak1e Kak:
- coXpaHeHe LieNoCTHOCTU, PYHKLMOHaNBbHOM adhdheKTUBHOCTU U MONOXEHUS UMNaHTaTa B CoCyauc-

TOM pycne;

Kony.

- HeBnaronpuaTHble cobbITUS, AaTa BOSHUKHOBEHWS, Tepanus 1 NocneacTBus;
- ANsA CTeHTOB, BbIAENSAOLLMX NTeKapcTBa, YPoBeHb CoaepXKaHns fiekapcTea B KPoBH,
- ecnv aTo TpebyeTcs NPOTOKOMNOM;

4) nto6ble CyLLEeCTBEHHbIE OTKIIOHEHUSA OT NPOTOKONA;

e) AaHHble Ha MOMEHT OKOHYaHUA 3KCnepumMmeHTa:

1) aata cmepTy;

2) npuyrHa 6onee paHHero oKoHYaHWs! 3KCNepUMEHTa UM CMepTH, CIIM NMPUMEHUMO;

3) oLleHKW, NpeayCcMOTPEHHbIE MPOTOKONOM (HaMpUMep, coXpaHeHWe LenocTHOCTY, hyHKLMOHANLHOM
athheKTUBHOCTH, NPOXOAMMOCTU U NOSOXKEHUS UMMNITaHTaTa);

4) TwartensHoe o6cneaoBaHne 3KCNNaHTUPOBAHHOIO CTEHTA U OKPYXKatoLLMX TKaHe;

5) naTonoroaHaToMmyeckasl oLieHKa COOTBETCTBYIOLLMX TkaHel W/unu opraHoB, ecnu 31o TpebyeTca no
NpoToKory,

6) 419 CTEHTOB, BbIAENSAOLLMX FIEKapCTBa, YPOBEHb JIeKapCTBa B TKAHAX, €Cnu aTo TpebyeTcs no npoTo-

8.7.5 OTyeT 06 UCNLITAHUAX U AONONHUTENbLHaA MHOpMaLUs
Pesynsratbl 411 BCEX )KMBOTHBIX, BHECEHHbIX B MPOTOKOS UCMbITAHUIA, A0MKHbI GbITb 3aperncTpupoBaHsb! U

3anucatHbl, Aaxe ecrin >KUBOTHbIe UCKITIoYEHbI U3 KOHEeYHOIro aHanu3a.
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OTyeT 06 UcnbITaHUAX AOIKEH BKIOUAThL creaytoLlee:
a) NpoTOKOI UCCreJoBaHNS,
b) o6ocHoBaHue BbIGoOpa:

1) BUAOA XKMBOTHOTO;

2) obnact UMnnaHTaumu;

3) nepvoga MMnNaHTauuu;

4) MmeTOa OLIEHKY;

5) Tna n MHTEPBANoB NPOMEXKYTOUYHOW OLIEHKU;

6) o6bema BbIBOPKM (T. €. YUCMO XKMBOTHBLIX U UMNAaHTaToB);
7) KOHTpONS1, €Criv NPUMEHNMO;

C) NPWYUHbBI 0TKA3a OT UCTIONb30BAHWUS KOHTPOBLHOW rpynMbl, €CAN NPUMEHUMO;
d) pesynbrathbl:

1) y4eT XMUBOTHBbIX, BKIOYAs MPUYUHBI UCKITIOYEHUS psiga AaHHbIX;

2) cBoAKa HEBNAronNpPUAITHLIX COBLITUIA;

3) cBOAKa AAHHBIX O Cry4asix paHHel cMepTU UMK OCTPOro NpepbIBaHWS 3KCepUMEHTa, CrpynnupoBaH-
HbIX MO NpUYMHaM;
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4) 3Ha4yvMble W/nnm obycrnoBneHHbIe XO40M UCTbITaHWUS OTKITOHEH WS OT MPOTOKONa;

5) cBogka pesynsTaToB, 06CyXaeHWA 1 3aKNouYeHW AN KaXaon oTAenbHO Lenn nccneqosaHus;

6) naTonoroaHaToMU4ecKas oLieHKa COOTBETCTBYIOLLMX TKaHew W/MnW opraHoB, BKNtodas doTonsobpa-
XXEHWSI U MUKPOCHUMKWM, eciv TpebyeTcs No NpoToKony;

7) cBodKa OaHHbIX O npoleaypax obecrnedeHns KavecTsa U ayauTa AaHHbIX, BKoYasl NOSOXEHWS,
KacaloLLMecs OLeHKN COOTBETCTBMSI HOPMATMBHBLIM OKYMEHTaM (cTaHgapTam).

8.8 KnuHu4yeckas oueHka

8.8.1 Lenb

Lienbto KNMMHUYECKoN OLEeHKIN SIBNeTCA obecneyeHne 4OCTATOMHOMO YPOBHS yBEPEHHOCTM B 6e3onacHoCTy
1 acppeKTUBHOCTU CTEHT-CcUCTeMbI. KnuHuyeckune nccnegoBaHms 4oKHbl 6bITb NpoBeaeHb! A4ns Nto6ol CTeHT-
CUCTEMbI C XapaKTepUCTMKaMy KOHCTPYKLMMW, AN KOTOPLIX A0 3TOr0 He Bkl MPoAEeMOHCTpUpoBaHbl 6esonac-
HOCTb U adhdbekTUBHOCTL. MiccneaoBanusi criedyeT npoBoAnTh € ydeToM TpebosaHuii MICO 14155, npuHumasi Bo
BHMMaHWe crieunduyHbIe acnekTbl COCYANCTbIX CTEHTOB, NepeqmceHHble Hke. CTEeHTbI AOIMKHbI YAOBNETBOPSATH
BCEM MPUMEHVMBIM TPeBOBaHUAM AOKITMHUYECKUX UCTILITAHWUIA NO HACTOSILLEMY CTaHAAPTY Nepe Ha4yarnom KnmHu-
YeCcKWX UccnegoBaHuii.

MpunmeuaHue— B cepun mexayHapogHbix ctaHgaapToB MCO 14155 npueeaeHsl TpeGoBaHus, kacaowmecst
npoBedeHus1 KNIMHUYECKUX uccnegoBanvin. B Hmkecneayowmx nogpasgenax npyeeaeHs noapobHble cBeaeHUs], Kacalo-
LMecs KIMHUYECKUX UCCNeaoBaHUin COCYAUCTBIX CTEHTOB.

8.8.2 CneuuncuUHble Uenun
HagnexuT onpegenvTs cneuyduyHble Lenu nccnefoBaHus; OHU MOTyT BKIHOYaTL NO BO3MOXHOCTU criefyto-
wue:
a) oLleHKa BO3MOXHOCTM AOCTYNa B Npegnonaraemyto o61acTb ¢ UCNONb30BaHUEM CUCTEMbI JOCTaBKY;
b) oueHka obcnyXuBaHUsi U BU3yanusaunm CUCTEMbI 4OCTaBKU Y BU3yanusauuy CTeHTa;
C) MpoBepka TOYHOCTU 1 3pHEKTUBHOCTU PACKPLITUS;
d) onucaHve BO3MOXHOCTU yaaneHUa cUcTembl 4OCTaBKU;
€) oLleHKa NPMMEHUMOCTU onpeaeneHns pasmepoB CTEHTA;
f) oLieHKa TOYHOCTY U MOCTOAHCTBA NONOXKEHUA, LIENOCTHOCTU KOHCTPYKUUK 1 3chheKTUBHOCTU (PYHKLMOHUPO-
BaHWs;
g) KOHTPOS1b XapakKTepUCTUK NOBPEXAEHNUS U NMONOXEHWUs CTEHTA (B TeYEeHUe BpeMeHN);
h) oLeHka Bcex aKcnnaHTaToB;
i) oLeHka NaToM3NoNOrMmn BCEX COOTBETCTBYHOLLIMX TKAHEW/OpraHoB;
j) 3anmncb KNMHUYECKNX COBLITUIA, Nognexalux perucTpauun.

8.8.3 MNnaH KNUHUYecKUX uccnegoBaHUMA

JormkHbl 66ITe NPoBeAeHbI MHOTOLIEHTPOBLIE UcCreoBaHUs (Kak MUHUMYM, B TPEX UccneaoBaTelbCKMX
LeHTpax). [omnkHo 6bITs NpuBeaeHO 060CHOBAHUE YMCa UCCeqoBaTeNnbCKUX LIEHTPOB. Takke A0MKHO BbIiTb Npu-
BeJeHO cTaTUcTuyYeckoe 060CHOBaHVE Ycna NaLUeHTOoB Ansl MccneoBaHUs HA OCHOBE KIMHUYECKUX Npeanono-
»XeHwi. Mpu onpeaeneHnn YMcna naLMeHToB B rpynne Heo6XoAMMO YUUTLIBATL BUSIHAE CONYTCTBYIOLLWX 3abore-
BaHW/ Y NALMEHTOB Ha OXXNMAAEMYHO MPOAOIMKUTENBHOCTb MX KU3HMU.

MpogomkuTenbHOCTE HabrnoaeHUs 3a nauueHTamMm gormkHa 6bITb onpeaerieHa Ucxoas U3 Lenu KIMHUYecKo-
ro nccnegoBaHusa. Bee naupeHTbl, KOTopbIM UMMIaHTUPOBAH NGO UCTILITYEMBIA, IGO0 KOHTPONBHBIA CTEHT, BKIIO-
Yas NaLMeHTOR, UCKITIOYEHHBIX 13 3aKITHYUTENBHOMO aHanmaa, 4oMKHbI ObITb 3adhMKCUpoBaHbI U 3anucaHbl. 3ak-
TYNTENbHbIA 0TYET AOMKeH coAepXaThb TeKyLUne AaHHbIe HabnoaeHuin Bcex NauneHToB ¢ y4eTOM AaHHbIX Ha-
6roaeHnid, NPOAOMKUTENBHOCTbL KOTOPLIX YCTAHORMEHA MIaHOM KITMHWYECKUX UCCIied0BaHMIA, BISIOTb 4O nocre-
AHero 3aperncTpupoBaHHoro nauueHTa. iHTepeansl HabnogeHUst NaLMeHTOB AOMKHbI BKNHOYATL, KaK MUHUMYM,
OLeHKY NpW BbINUCKE 1 MPY 3aBepLUEHNUI KITMHUYECKUX HabrnogeHwii. Tpebyetcst 060CHOBaTbL MPOACIKNTENBHOCTb
WHTepBanos HabnoaeHWs.

Ecnv Hagnexaluuii KoHTPONb He onpeaerneH U He MoXeT BbITb onpeadeneH, a napannenbHblid KOHTPONb
npeacTaBnseTcs U3MWHUM, 3apaHee HaanexuT onpeaeniTb 1 060CHOBATL METOA OLEHKM KMUHUYECKUX JaHHbIX.
KoHTponb AomkeH COOTBETCTBOBATL 3a4avam UccriedoBaHus.

Mepen Havanom nccnegoBaHWs 4OMKHa 6bITe chopMynMpoBaHa ogHa cneuudviHas 3agada unm psg sa-
Aad. DT 3agaum AoSMKHbI 0XBaTbIBATb HEOGXOAUMbIE KOHEYHbIE TOYKM MCCIeAoBaHUS Y coaepXkaTb onpeaeneHus
KpUTEpUEB ycriexa 1 oTkasa Ans Kaxkaol KoHeUHo Toukn. KpuTepnmn ycrnexa 1 oTkasa AoMKHbI COAepXaTh Konu-
YeCcTBEHHbIe MapameTpbl, COBMECTUMbIE C METOAAMU 0TOBPaXKeHUs1 pe3ynsTaToB unu NGeiMu ApYrMMK MeToaa-
MW MX OLLEHKU, NCTI0Nb3YEeMbIMU B UCCeAoBaHUN.
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Ansi KNMHUYECKUX UCMIbITAHUIA CTEHTOB, BbIAEMSIOLLMX NeKapcTBa, 40 Havana KNMHUYeCKUX nccreoBaHui
MoryT noTpeboBaThCs NpeasapuTeNnbHbIE UccregoBaHWS Mo onpeaeneHunto 6e3onacHOCTV nekapcTea Npy UCronb-
30BaHWM y HYeroBeka.

[ormkHbl ObITh YETKO YCTAHOBNEHbI KPUTEPUU BKITIOUYEHUS U UCKMIOYeHNS nauneHToB. Kputepum AomKHbI
onpeaensitb LieneByo nonynsuuio (Tex, Ans Koro npeaHasHavyeH CTeHT) U AoNYCTUMYHO NONynsiLuio (TeX, KTo
cornaceH NpMHWMAaTL yyacTue B UccnegoBaHusix). HagnexuT ncnonb3osatb COOTBETCTBYHOLWNIA 3NMMOAEMUOIIOMM-
yeckui noaxon Npy otbope nauneHToB ANt MUHUMU3aLMU OTKMOHEHWUIA.

8.8.4 C60p faHHLIX BO BpeMSA KIIMHUYECKUX uccneaoBaHuin

[Ans kaxgoro nauueHTa B uccnegoBaHuy criedyeT cobpatb, kak MUHUMYM, crefytoLive AaHHbIe:

MepeyeHb NCKMIOYEHUIA NS KOHTPOSLHOW FPYNMbl NPUBEAEH HUXKeE:

a) gaHHble naeHTUdnkaumu:

1) naeHTUbMKaLMs NALWEHTa;

2) non;

3) nata poxaeHus:;

4) (bamunust  tHULManel uccrnegoBsarens;
5) HaumeHOBaHUE UHCTUTYTA;

b) npeaonepaLloHHbIe AaHHbIE:

1) chakTopbl prcka, Takue Kak runeptoHudeckast 6onesHb, gnabert, runepnunuaemMmns, KypeHue, oxXupeHue,
PVCKN anneprmyecknx peakuuii npu aHectesuu, niobble gpyrie caktopbl pucka cepaevHo-CocyancToro reHesa,
oLleHKa py1cKa NPOBOAMMOrO NIeYeHNs;
2) cBodka AaHHbIX O NpeablayLLnX cepaeYHO-COCYAUCTLIX BMeLLaTeNbCTBax, BKIOYasa Hexnpyprudec-
Kue BMeLlaTenbCcTBa, AaHHble O Hanuuuy MMNIaHTUPOBaHHbLIX CEPAEUHO-COCYAUCTLIX YCTPONCTB;
3) HeOTNOXHOCTL BMeLLaTeNLCTBA (T. €. 3KCTPEHHOE, HEOTNOXHOE UMW NNaHoBoe);
4) AnarHocTuiecKkme KpUTepun:
- KNMHUYecKas OLeHKa;
- 06beKTVBHAs OLieHKa NaTonoru, oLeHka AoCTyna k cocyaam v apyrue gaktopbl (pasmepbl, CTeneHb
KanbLWHO3a, Hanuume N3BUTOCTEN, U3rMba B NpUMbIKAaeMbIX K 06nacTy pasMeLleHns yCTPoMCTBa cocyaax v np.);
C) onepaLyoHHble AaHHbIE!
1) chbaMunms n nHMLMansl BpaYa, BeIMOMHABLLEro UMNNaHTaLUIo;
2) paTaBMellaTensLCTBa;
3) AaHHble naeHTUrKaumM cTeHTa(oB), Bkouast Homep MoAenu, Hanuune CTUKepoB Anst obecrneyeHust
OTCNEXWBAEMOCTU CTEHTA, ero pasMepbl U KoHUrypaums;
4) nogpobHocTU NpoLieaypsl, BkoYas Nobble AonosiHUTeNbHbIE MPoBOAUMbIE MpoLeaypbl Ha cocyaax;
5) npuMeHsiBLLAsACS MeaNKaMeHTO3Haa Tepanus;
6) oLieHKa BLINONHEH WS Npoueaypbl, BU3yanusauumu, packpbiTUS U yaaneHus:;
7) oLieHKa NPOXoAMMOCTHU, pa3MeLLEeHNs U LeNOCTHOCTU CTEHTA;
8) KnuHWYeckne cobbiTUA, noanexalume peructpaumm (CM. npunoxkexue C);
- TSDKECTb, NPpeaAnpUHATLIE ASNCTBUS, MOCNEACTBUST;
- CBE[EHUS O CTENEHU BOBNEYEHUSI CTEHT-CUCTEMbI (T. €. 3aTPOHYIIV NN OCTIOKHEHUS CTEHT-CUCTEMY);
- CBElEHMS O BEPOATHLIX NPUYMHAX OCIIOXKHEHUS (T. €. BbI3BAHO JIN OCIOXKHEHWE CTEHT-CUCTEMON,
dakTopamu, CBA3AHHLIMU C NALMEHTOM, TEXHUYECKUMM NPUYUHAMU WU ApYTUM);
9) cpaBHeHWe MnaHMpyeMoro 1 pearnbHOro pacnosioXKeHUs! CTEHTA;
10) amameTp NpoceeTa CTEHTa;
11) noaTBEpPXAEHWE HaanNeXallero pa3meLleHUsl CTeHTa B COCyae;
12) pata BbINUCKU NAUUEHTa;
d) nocneonepauMoHHble AaHHbIe:
1) aaTa Kaxxgoro BU3WTa NauyeHTa Anga HabnogeHus;
2) cBoAKa AaHHbIX O cepAeqHO-COCYaUCThLIX BMeLLaTeNbCTBaxX C MOMeHTa nocneaHero HabnaeHus;
3) KnNMHUYecKkasn oueHKa (NPOTOKOS OLEHKU MOXET OTNIMYATLCS AN KOHTPOMLHOW rpynnbl U pabouer
rpynnbi):
- KNHM4YecKast OLEHKa;
- 06bekTuBHas oueHka pyHKUMOHUPOBAHMUSI CTEHTA (CMeLLEeHWe, MPOXOAUMOCTb, NPOLEHT yMeHbLUe-
HWS AnameTpa, LeNOCTHOCTb CTEHTA);
- 06 beKTUBHAS OLleHKa XapaKTepUCTUK UMEIOLLLErocsi MOBPEXAEHUSI COCYAA U pacnoNOXEHUS CTeHTa;
- A1 CTEHTOB, BbiAENSIOLNX IeKapCTBO, He0BXx0AMMO onpeaennTb YPoBEHb COAEPXKaHWUA NekapcTea
B KPOBM NaLMEHTOB C TEYEHUEM BPEMEHU;
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4) cooTBeTCTBYIOLLAsi MeAUKaMeHTO3Hasl Tepanusi Npy CTEHTUPOBAHWUK, Takasa KakK aHTUKOArynsiHTbl Ui
aHTUOUOTUKM;

5) KNMUHWYECKUe cobbITUsA, Nognexalue perucTpaumu:

- cobbITUe, gaTa NPOUCLLECTBUSA, TSHKECTb, NPEanPUHATLIE ASACTBUA, MOCNeaCcTBUS;
- chukcauua cteneHn BOBIEYEHUS CTEHTa;
- uKcaumsi BOSMOXKHbIX (haKTOPOB, MOCAY>KUBLUUX MPUYUHOW (T. €. BbI3BAHO SN OCNOXHEHWE CaMUM
CTeHTOM, haKkTopamu, CBSAA3aHHbLIMU C NALUEHTOM, TEXHAYECKUMU NPUYUHAMM UMK ApYrUMuN);
€) BblBeJeHUe NaLveHTa u3 uccreoBaHust:

1) pata;

2) NpoAoNXKMTENbHOCTL 3aBepLUeHHbIX HabrnioaeHUn B MecsLax;

3) NpyurHbI BbiBeAeHWs (0TKa3 naLMeHTa oT HabrniogeHuin, neTansHbIA ucxopn).

8.8.5 3akmouuTenbHbIA OTYET

3akniounTenbHbIN OTYET AOSMKEH coaepXaThb criefyloLLme CBeAeHUST:
a) NpoToKoN UccneoBaHus;

b) onpeaeneHus knMHUYECKNX cobLITUN, MoAMNEXaLLUX perucTpauum;
¢) obocHoBaHue Bbibopa:

1) obbema nccnegoBaHus;

2) Bbibopa criocoba KOHTpons;

3) MeToa0B U3MepeHus;

4) MeTOQiAa CTATUCTUYECKOTO aHaNM13a;

5) MHTepBanoB HabMAeHUs NALUEHTOB;

d) npoueaypHble AaHHbIE U AaHHbIe HabnogeHus cpasy nocne npoueaypsbl (30 cyTok nocne onepauun nnum
paHblle) 1 oTAaneHHble (6onee yem vyepes 30 cyTok nocne npoueaypbl):

1) yueT naumeHToB, BKNtovas 060cHOBaHWE UCKIIOUEHUSI aHHbIX;

2) cyLLLeCTBEHHbIE U/WK OTHOCUTESbHBLIE OTKIIOHEHWS! OT MPOTOKONNA;

3) cBoAKa AaHHbIX O NaUMeHTax, He 3aBepLUMBLLUX UCCneaoBaHUe (T.e. OTKazaBLMXCA OT HabnogeHus
U yMepLUIKX);

4) cBOAKA AaHHbIX O KITMHUYECKUX COBBLITMAX, Nognexalumx perucTpauun:

- 10 TUNYy cobbITus, BKItoYast BpeMsi coGbITUSA OTHOCUTENBHO NpoLieayphl (T. €. BO BpeMsA npoueaypbl,
rocne npoLeaypbl ¥ B TEHEHWE KaXaoro MHTepBasa HabnioaeHus);
- Mo nauueHTam, Bk/oYas BpeMsi CoObITUS;

5) cBogka gaHHbIX 0 paboumx xapakTepucTMKax CUCTEMbI JOCTaBKY;

6) cBoAka AaHHbIX 0 paboyunX XapaKTepUCTUKAX CTEHTA B TEHEHWe BpeMeHU (HanpumMep, Murpaums, npo-
XOAUMOCTb, LIeNIOCTHOCTL CTEHTA, N3MeHeHUst opMbl);

7) ANs CTEHTOB, BbIAENSAOLWMX NekapcTa, ecnn TpebyeTcs NPOTOKONOM, CBOAKA YPOBHE coaepXaHust
nekapcTBa B KPOBW B TEHEHNE BpEMEHU;

8) cBoAKa AaHHbIX O XapakTepuUCTUKax NoBPeXAeHUs1, KacatoLnxcs pabovmx xapakTepucTuK cTeHTa B
TeYeHue BpeMeHu;

9) cBoAKa AaHHbIX O NpoLieypHbIX, AONONHUTENbHBLIX U NOCNeayoLLUX NOBTOPHLIX BMeLlaTenbCTBax
(Hanpumep, aTepoKTOMuWM, MocneayoLLeM pacluMpeHun cocyaa), HeobxoanMMbIX Nocrne CTeHTUPOBAHUS, eCru
Kakune-nmbo 13 HAX cnyxart Lenu ynydlleHusl pesynsraTa;

10) cBoAKa AaHHbLIX O Nepexoae K OTKPbITON XUpypruu;

11) cBOAKA AaHHLIX O NpoLieaypHoii 1 Bonee No3gHeR NeTanbLHOCTK;

12) cBoaKka AaHHbIX 0 NaTodU3noNIorum, ecrnv NPUMEHUMO, BKItovas XapakTepHble doTorpadum n MUKpo-
CHUMKW;

13) conocTaBneHve pesynsTaToB UCMbITYEMOW U KOHTPOMBHON rpynm;

14) 3aKntoYeHns No Kaxxaow crneunansHon Lenu nccnegoBaHums.

9 MapKkeTuHr

HonxHbl BbITb NpegycMOTpPeHbl cUCTEMaTUYecKUe NpoLeaypbl KOHTPOA AaHHLIX NPOAAX U KUHUYECKMX
pesynsTaToB, MNONyYeHHbIX AN UMNNaHTaToB, C UCNOMb3oBaHWEM MpUHLIMNOB, NpuseaeHHbIX B UCO 14630 n
NCO 14971.
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10 MNMpounsBoacTBoO

CTeHT-cncTeMbl A0MKHbI BbITb U3rOTOBMEHbI TAKNM 06pa30M, yTOGbI AOCTUrANNCH cneundmyeckme ocobeH-
HOCTUW AnsaliHa KOHCTPYKLMIN. Tpe6OBaHI/Iﬂ onpefesieHbl 1 B Apyrux MexayHapogHbIX CTaHaapTax.

MpumeyaHue—MoryT npumeHaTbea TpeboBanmna NCO 13485 [10].
11 Ctepunusaums

11.1 Usgenus, nocTaBnsieMble CTEpPUNbHbLIMU

11.1.1 CTeHTbI W/1nn cTeHT-cucTeMbl, MapknposaHHble « CTEPUINBHO», AomkHbLI COOTBETCTBOBATL MEXdY-
HapOoAHbLIM, HAUNOHABHLIM UMK perMoHanbHbIM cTaHgapTam. CTeHTbl U/UK CTEHT-CUCTEMbI, MapKUPOBaHHbIe
«CTEPUMBHO», AOMKHLI MMETb YpoBeHb obecnederns ctepunbHocTh 1076,

11.1.2 lMpoLecchl cTepUnusaLmmn 4oMKHbI ObITb BaNUAMpoBaHbI 1 KOHTPOIMPOBATLCA B TEKYLLEM PEXMME
criegytoLmm obpasom:

a) ecnu CTeHTbI W/UNKU CTEHT-CUCTEMbI CTEPUNNBYIOT 3TUNEH OKCMAoM, NpumeHsitoT cTanaapTt MCO 11135-1;

b) ecnu cTeHTbI U/MNK CTeHT-cUcTEMbI CTepunuaytoT napom — MICO 17665-1;

C) €CIN CTeHTbI U/UNK CTEHT-CUCTEMbI CTEpUnUaytoT paguaumein — NCO 11137-1;

d) ecrnv ogHopa3oBbie CTEHTHI U/UIN CTEHT-CUCTEMBI, COAEPXKALLME MaTepHarbl XKMBOTHOTO NPONCXOXAe-
HUs1, CTepUnUaytoT B Xunakux cpegax — NCO 14160-1;

€) ecnv CTeHTbI WU CTEHT-CUCTEMbI CTEPUNU3YIOT f110bbIM ApYrM MeTodoM cTepunmaaumm — NCO 14937.

11.2 U3penusa, noctaBnsieMble HeCTePUNbHLIMU
MpumeHsitoT TpebosaHus MCO 14630.

11.3 OcTaTouHble BelwecTBa Nocne cTepunu3auum
MpumeHstoT TpebosaHua CO 14630.

12 YnakoBka

12.1 3awmTa oT NoBpeXAESHUIA NPU XpaHEHUU U TPaHCNOPTUPOBAHUMU

12.1.1 O6wme nonoxeHus

MpumeHsitoT TpebosaHus MCO 14630.

12.1.2 UHauBuAyanbHbIA KOHTENHep

Kaxaplli CTEHT Wnnu cTeHT-cucTema A4oSKeH ObITh ynakoBaH B UHANBUAYanbHbIN KOHTeHep, obecneuvsa-
OLLMIA CTepunbHbIi 6apbep, ecnv Heobxoammo. JomkHo 6bITb ICHO BUAHO, ECNWN UHAVBMAYANbHbIA KOHTERHEP
OblI1 BCKPBLIT.

12.1.3 BHelWHMIA KOHTeWHep

Kaxablii nHaMBMAYanbHbIA KOHTERHEP AOMKeH BbITh YakoBaH BO BHELUHWA KOHTENHEP. OTOT BHELUHWA KOH-
TeliHep JoIKeH bbITb paspaboTaH Takum 06pa3om, 4TobbI 3aLlMLLaTbL UHAVBUAYAbHbIA KOHTEAHEp OT NOBpeXae-
HWI NPY XpaHeHUN.

12.1.4 TpaHCNOPTHbLINA KOHTENHEP

Kaxkablid BHELLHWUIA KOHTEMHEP MM HECKOTBbKO BHELLHUX KOHTENHepoB Heobs3aTeNbHO 0AHOMo TUMNAa AOMKHbI
ObITb YrakoBaHbl B TPAHCTIOPTHbINA KOHTEHEP, pa3paboTaHHbI Takum 06pasom, UTobbI 3alLmLLaTL cogepKuMoe
npy HOpMarnbHbIX YCNOBUSIX 0BCNYXKMBaHUS, TPAHCMOPTUPOBAHUS U XpPaHEHUSI.

12.1.5 NopaepxkaHue CTepUNbLHOCTU NPU TPaHCNOPTUPOBAHUMN

Onsa cTeHTOB W/WNKU CTEHT-CUCTEM, MOCTaBSIEMbIX B CTEPUBLHOM BUAE, UHANBWUAYANbHbIA KOHTEAHep A0S1-
»eH BbITb pa3paboTaH TakmM 06pa3om, UTOOLI NoAAEPKUBATL CTEPUNBHOCTL CTEHTA U/UMNKU CTEHT-CUCTEMBbI MPK
HOPMaribHbIX YCOBUAX 0B CYXXNBAHWS, TPAHCMOPTUPOBAHKS U XpaHeHNs 1 obecneumBaTh U3BMEYeHUe Coaep -
MOTO acenTUYECKUM MyTEM.

YnakoBKa AoimkHa cooTBeTCTBOBaTL Tpebosarmsam MCO 11607.

12.2 MapkupoBKa

12.2.1 3TUKeTKa KOHTelHepa
Kaxablil CTEHT W/ CTEHT-cUCTEMA A0SMKHBI CHaBXaTbCs 3TUKETKOW(aMM1) Ha COOTBETCTBYIOLLIEM KOHTEAHE-
pe(ax).
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12.2.2 CTeHTbI 63 cUCTeMbl 4OCTaBKU

Mo kpaliHeln Mepe cneaytoLlas nHdopMaumsa gomkHa bblTb NpeacTaBeHa B Buae Cros, hpas, CMBONOB
UNW pUCYHKOB Ha 3TUKeTKe(ax):

- onucaHwe U/Mnu cNMCoK cCoaepXKMMOro ynakoBKY;

- HaMeHoBaHWe Wy ToproBoe HarMeHoBaHWe, aapec Y KOHTaKTHas MHOpMaLLUS M3roTOBUTENS;

- HavMeHoBaHWe ycTponcTea (eCrv NPUMEHNMO);

- HOMep MoAenn/CCbINOYHbIA HOMED;

- HoMep noTa/cepuiiHbIi HOMep;

- MeTod cTepunusauum n npeaynpexaeHne « CTEPUNbHO», ecn npyMeHUMOo;

- NpegynpexaeHne o6 0gHOPa3oBOM NCMONL30BAHUM;

- CPOK rogHoCTW/AaTa OKOHYaHWS CpoKa roAHOCTHK,

- NpedynpexaeHue nnu ykasaHue npodmTaTte MHCTPYKLMIO (CUMBON);

- pa3mepsbl: ANWHa W BHELWHWA AnaMeTp (cBOOOAHLIN BHELLUHWA gnaMeTp 1 AManasoH AMamMeTpoB, eciu
NpYMEHUMO) NOcIe PacLLNpPeHns;

- pekoMeHZaun N3roToBUTENS MO XPaHEHWHO, €CIN NMPUMEHNMO;

- XMUYeckas npupoga nobbix KOHCEPBaHTOB B MHAMBMAYaANbHOM KOHTEHepe, € MiobbIM/ COOTBETCTBYIO-
LMK NpedynpexaeHnsiMu o6 onacHoCTy.

12.2.3 CTeHT-cUCTeMbI (CTEHTbI C CUCTEMOW [OCTaBKU)

Mo kpaiiHel Mepe cneaytowas nHdopMaLmsa gomkHa ObITe NpeacTaBneHa B Buae cros, dpas, CUMBONOB
WU PUCYHKOB Ha 3TUKETKe (3TUKETKaX):

a) uHdpopmaums, NpreegeHHas B 12.2.2;

b) nHdbopMaLumsa no cucteme 4OCTaBKM, KaK MUHUMYM:

- pasMepbl: MUHUManNbHbIV TpebyeMblii pasmep UHTpoablocepa (BHYTPEHHWUIA AnameTp), MakCUManbHbIN
pa3amep MPoBOMOYHOro HanpaemTens u acddpekTBHas ANMHa KaTeTepa;
- HOMUHaIbHOE AAaBMNeHNe paspbiBa 1 MakCcUManbHOe peKoMeHayeMoe AaBfeHWe HaMoIHeHUS.

12.2.4 CTukepsbl

Kaxaplii CTEHT W/Mnn cTeHT-cucTema AomkHbI 6bITb CHaBXeHbI KNEeNKUMU 3TUKETKAMU y4eTa 1 oTCnexvBae-
MOCTU W3Jenusi — cTUKepamun, HeobXxoauMbIMUA ANsl NPUKPENneHUs K ucTopumn 6onesHu 1 ApyruM 3annucsam
nauveHTa, KOTOpoMY UMMNaHTUPOoBaH cTeHT. CTuKep AosKeH coaepXaTb ceayoLLyo MHOopMaLio:

a) naeHTmKaLns N3roTOBUTENS;

b) HaumeHoBaHWe NpoayKTa;

C) HOMep NapTun NPy NPOU3BOACTBE U/UNK NloTa NPU CTEpUIM3aLnK;

d) HoMep napTuK UN Mogeny (HoOMep Mo KaTanory U3rotToBUTenNs).

12.3 UHdopmauusa, npegocTaBnsemMas U3rotoBuTenem

12.3.1 O6wue nonoxeHus

MpumensioT TpebosaHus MCO 14630. Bonee noapobHas uHdopmauma npeactaeneHa B opme Tabnuu, B
npuioxeHU A 1 MoxeT BbITb BKIHOYEHa B HpopMaLio, NpedocTaBnseMyto U3rotosutenem. BiroyaioT Takke 1
cneumduyeckyo MHopMaLIUio AN CTEHTOB U CTEHT-CUCTEM.

12.3.2 UHcbopMaLmsi U UHCTPYKLUA NO UCNOSIb3OBaHUIO

Kaxablin nHanBmnayansHbI KOHTEAHEP Ui BHELUHWA KOHTEAHEP C NAEHTUYHbIM cCoAePKUMbIM AOIMKEH ObITb
CHabXeH UHCTPYKLMEeR Mo UCToNb3oBaHWo CTeHTa. MIHCTPYKLWS AOMKHa BKIlOYATbL crieaytoLlee:

- moKasaHuWs K UICToNb30BaHuH;

- MPOTWMBOMNOKA3aHUS, NPeAOCTEPEXEHNS U NPEAYNPEXAEHNS;

- ANS CTEHTOB, BbIAENSIIOLWMX NekapcTBa, — BEPOSATHOCTb B3aMOAENCTBUS NekapcTs, nonyvyaembix naum-
€HTOM, C TAKOBbIMM, BblAENSAEMbIMU CTEHTOM;

- pekomMeHaaLmKM No onpeaeneHnto pasMmepa CTeHTa, y4UTbIBas AnameTpbl COCYA0B, AIMHY MOBPEXAEHUS 1
AnameTp CTeHTa Kak oyHKLWIO OT AaBMeHWs HanoHeHWs, eCru MPUMEHUMO;

- BEpOsiTHble HebnaronpusaTHbIe CoBbITUS,

- AaHHbIe KIMHNYEeCKNX UCCregoBaHui, ecnv NprMeHNMO;

- pekomeHdyemble MeToAbl acenTUYecKoro AoCTyna W noAroTOBKM CTEHTA U CUCTEMbI JOCTABKM;

- pekoMeHayeMble MeToAbl NOAroTOBKW COCcyaa, TaKUe Kak npeasapuTenbHoe paclumpenmne, u MeTogbl 4oc-
Tyna, AOCTaBKW CTEHTA 1 yAaNEeHWUs CUCTEMbI 4OCTaBKM,;

- BblgeneHHble nponucHsiMK Byksamu Hagnueun « CTEPUNBHO — HE CTEPUNU3OBATL MOBTOPHO —
TONbKO OOHOPA3OBOE UCIMONb30OBAHUE», ecnv npMMeHMMO;
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- UHOPMaLMA NO NOBTOPHOW CTEPUNN3ALIMK, €CAN NPUMEHUMO;

- yBeoMIIeHue o AobaBKax U/MNn BeIMbIBAEMbIX KOMMOHEHTAX, €CIN NPUMEHUMO;

- pekoMeHAaLuMm No XpaHeHuWo, ecrii NPUMEHUMO;

- AaHHbIE UMK CCbiNKa Ha HUX, KacatoLmecsl NyGrnvkaummn TekcTa, NnokasblBaroLime, ecnu TekcT bbin nepe-
CMOTpEH;

- pekomMeHaaLMm Mo BU3yanusaumu;

- uHdopmauma no 6ezonacHocTM u coBmecTumocTy ¢ MPT.

MpwumedaHune— PekomeHgaumm no atuketkam, kacawowmmes MPT, cm. 8 ASTM F2503 [30];

- MaTepuarbl KOHCTPYKLUMN CTEHTA;
- uaeHTUMKaLMA MaTepuana (MaTepuanos) NOKPLITUSA, ecrniv NPUMEHUMO;

- MaeHTUUKaLMA KonuyecTea SiekapcTe(a), ecrv NPUMEHVMO;

- TUN KOHCTPYKLMW CTEHTA (CaMOpaCLUMPAIOLLIMIACS UMW pacLLMpsieMblil GanioHom).

26



MpunoxeHne A
(cnpaBoy4HoOe)

rOCT P UCO 25539-2—2012

CBoWcTBa 3HAOBACKYNAPHbIX yCTPONUCcTB. CocyAUCTbIE CTEHTDI.
TexHU4ecKkue U KNMHUYecKue BONpocChl

B Tabnmuax A.1 — A.3 B Norn4eckon nocnegoBaTenbHOCTU COAEPXKUTCH UAESHTUMUKALUA CEPUM UCTIbITAHUIA Ha
BUOCOBMECTUMOCTb, CTEHAOBbIX UCMbITAHWUM, NCMBbITAHWUIA HA XMBOTHBIX U KITMHUYECKUX UCMbITAaHUIA NS OUEHKM paboymx
XapakTepucTuK ycTporicTea. B npunoxernnu B B hopmate Tabnuubl npuBeaeH nepeyeHb CTEHA0BbIX NCMbITaHWUI ¢ onuca-
HUEM Lenu KaXxgoro u3 ucnbiTaHuin B npunoxeHmn C npuBegeHbl onpegeneHns BUAOB OCMOXHEHUIA U OTKa30B, nogre-
Xawpmx peructpaumm.

3aronoBky Tabnuubl U UX pazbsiCHEHWE NpuBedeHbl B Tabnuue A.1. B gononHeHne npuBegeHa opma, Nomorai-
wasi obecneynTb COOTBETCTBYIOLWMIA KOHTEKCT AN uHdopMaLum, cogepxalleinca B Tabnuue.

Tabnwuuya A1 — 3aronosku Tabnuubl n Nx o6bACHEHNE

Homep 3aronoBok OGbscHeHUe KoHTekeT
KONMOHKU

1 CBolicTBO CneuvanbeHble 3agavn pas3paboTku ViMnnaHTat [ofmkeH uMeTb aaekBaT-
wmnnantara/ Ou3anHa KOHCTPYKUWK HbIN (konoHka 7)
npoueaypbl

2 Mpobnema(bl) CnOXHOCTH, C KOTOPbIMWU MOXHO CTOI- Ecnv  wumnnadvtat He obnapgaet

KHYTbCH U KOTOpble MOTYT HE MPUBECTU K | aAeKBaTHbIM (konoHka 1), npu4u-
OOCTUXKEHWIO cneumarnbHbIX 3afad KOHCT- | HOM MoryT 6biTb Npobnemsl ¢ (ko-
pyvpoBaHus noHka 2)

KnnHunyeckue OcCnoXHeHus1 unu OTKasbl, KOTOPbIE Ecnu npobnema ¢ (konoHka 2),

3 cobbITMA, noane- | moryT Habnogatbca Npy  KINMHWYECKOM (konoHka 3) MOXeT BO3HUKHYTb U
Xawme peructpa- | ucnonb3oBaHuM, ecnyM BO3HMKaeT Npob- | gomkeH ObiTb 3admkeupoBaH
ummn nema

4 CTteHaoBbIE UC- Cnucok ucnbiTaHui, 3a UCKIIOYEeHneM Cnepyowme ucnbiTaHust MoryT 6biTb
NblITAHWA U aHanu- | UCNbITAHWIA HA XMBOTHBIX, U KIMHUYECKMX | NpoBeAeHbl ANA OUEHKN afeKBaTHOCTU
TUYeCKMe pacyeTbl | UCnbITaHui, KoTopble MOryT ObiTb NpoBe- (kononka 17): {konoHka 4)

AeHbl 4ns Banugaumm cneumarnbHblX 3a-
pad paspaboTtku

5 NcecnegoBanus CneuvanbHble Uenu nccrnegoBaHum [Ons Toro 4tob6bl OUEHUTb agekBaT-
Ha nabopaTopHbIX | Ha XMBOTHLIX AN Banugauum u Bepudmn- | HOCTb (konoHka 1) B cpepe in vivo,
KMBOTHbIX Kauum crneumanbHbiX 3agad pa3paboTky | AOMKHbI NPOBOAWNTLCA UCCeA0oBaHUSI Ha

KOHCTPYKTMBHOIO peLueHus KUBOTHbIX (konoHka 5)

6 KnuHnyeckune CneumanbHble Uenn KIMHUYECKNX UC- Onsa Toro 4tobbl OLUEHUTH aaekBaT-

ncenegoBaHus crnegoBaHui ansa Bepudukaumm cneum- | HocTb (konoHka 1) B KIMHWYECKON
anbHbIX 3agay paspaboTkn ausarnHa cpefe, AOMKHbI NPOBOAUTLCA KITMHUYEC-
Kue nccnegoBaHus (konoHka 6)

7 WHdopmauums, MHdopmauums, npegocTaensiemas ns- Ons MuHMMM3aUMKM pucka (ko-
npegocTaensie- rOTOBUTENEM C LENbio MUHUMU3AuuKn Be- | NIOHKa 2) unu {konoHka 3) naroto-
mMas N3roToBunTe- POATHOCTU TOrO, 4TO ﬂpOVISOVI,D,GT c6on BUTEINEmM AOoINKHa npenocTaBnATbCA
nem (konoHka 7)
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Tab6nuuya A.2 — CsoiicTBa 3HAOBaCKYNAPHBIX YCTPocTB. CoCyamncTble CTeHThI. TEXHUHECKME 1 KITMHUYECKUe akTopsbl
OLEHKN CUCTEMbl JOCTaBKM

Cuctema pocraBku

TW.

HOCTb CrieaoBa-

1 2 3 4 5 6 7
CBolicTBO Mpobnema KnuHuudeckue CteHpoBble DoknuHuveckne | KnuHunueckue NHpopmaums,
ycTponcTea/ (npoBnemsl) cobbITuS, ucnbITaHUA n ucenenosaHus | vccnenoBaHuA | mpepoctaBnsaemMas
npouenypsbl noanexawue aHannTnyeckune n vivo N3roToButTeENEM

perucrpayum pacyeTsl
Boamox- Mposonoy- Owwnbka CoemecTy- OueHka OueHka Bo3- | [lpodune unm-
HOCTb AOCTYNa |HbIM NPOBOA- | gocTynA. MOCTb pa3me-| BO3MOXHOCTU [ MOXHOCTM JO- |nnaHTaTa, pas-
HUK He nepek-| Tpaema pOB KOMMOHEH-| gocTyna. cryna. Mepbl NPOBOSOY-
pbiBaeT 06- COCynoB. TOB. OueHka 06-| OueHka 06- |HOro HanpaeuTe-
nactb nopaxe-| Hespono- Mepernt/ CNYXVBaHWS1 W |CNY>XWBaHWA W |NAA, COBMECTHU-
HUS. rmyeckme CKpy4MBaHve. |Bu3yanusa- BU3yanusauun. |Mble ¢ CUCTEMOW
Cuctema pacctponcTsa. Mpo4HOCTL | UmK. OueHka knu- [ goCTaBKu.
BBegeHusa u| Wwewmus. coeguHeHus OueHka He-|Huyeckux co- | PekomeHga-
OOCTaBKkM  He CnuHHO- npu Kpy4eHuu. |BnaronpusaTtHblx [GbITUIA, Noane- |uMu no onpeae-
pocturaet 06- | MO3roBble Mpoy4HOCTb | COBLITUIA COCO- |KalmMX perncT- [NeHmnto  pasme-
nactu pgoctyna | HeBponoru- coeavHeHusi. |6eHHbIM BHU- [ pauun poB.
(T. e. owmbka B |veckme Boamox- MaHueM K Ona wmnnax-
pasmepax). paccTponcTBa. [HOCTb Bpawe-|cobbiTusam, ne- TaToB, yCTAHABNW-
Cucrtema Ombonusa- |Hus. peYncrieHHbIM BaeMbIX
OOCTaBKM  He | uus Boamox- B KONoHke 3 nonb3oBaTenem,
npogsuvraeTtcs HOCTb MpoTan- MHopmauus,
Ao npegnona- KMBaHMWSI. npegocTaense-
raemon obnac- Boamox- Masi U3roToBUTE-

nem, AormkHa

paspbiBa 6Gan-
noHa.

O6pasoea- HUA. BKIMIOYaTb PEKo-
Hue amborn. Mopenwvpo- MeHZauuum unu
CwmeLlLeHune BaHWE UCMOSb- cneuundurkauuio
CTeHTa 30BaHUA. KOMMOHEHTOB
MpoBepka [OCTaBKMU.
pasmepoB. WNudpopmauna
Mpodunne/ DONMXHa BKNIO-
avameTp. 4YaTb pekomeHaa-
Buayanuaa- unMn uMnu cneum-
Lus. ¢dukaummn BCnNoO-
Cuna ortco- MoraTtenbHbIX
eauHeHus yCTPOWCTB
Boamox- HeBo3amox- Otkas cucre-| CoBmecTu- MpoBepka MpoBepka Ona wmnnan-
HOCTb pacKpbl- |HOCTb Mbl PaCKpPbITUS. |MOCTb  pasme-| achdekTneHoC- | achdekTMBHOC- |TaToB, YyCTaHae-
TUS: paclum-  |akTueauum CnnHHO-MO03- | poB KOMMO-| TM PackpbITUA. |TU PackpbITUA. |NUBaAEMbIX
psiemble MexaHunama roBble HEBPO- [ HEHTOB. OueHka 06-| OueHka 06- |nonb3opatenem,
B6annoHom packpbITUA. noruyeckue MPOYHOCTE | CNYXMBaHWUA W | CNyXUBaHUA U [uHbopmauus,
HecooTeeT- |paccTpoicTBa. |coeauHeHWs. |Buayanvaauuu. | Buayanusaumu. |npegoctaense-
cTByOWMe pas-| Hesponoru- Mogenupo- OueHka He-| OueHka kKnu- |Man U3roToBUTe-
Mepbl U CBOW-|4YeCkne pac-|BaHuWe WCnomnb-| BnaronpusTHbIX [ HUHECKUX CO- |nem, AonmkHa
CTBa, Takue Kak | CTpOMCTBa. 30BaHUA. cobbITUIA € OCO- | BbITUIA, NoAne- |BKMOYaTh PeKo-
COOTBETCTBUE Tpaemacocy-| [lpoBepka GEeHHBIM BHMU- | KalLMX pernct- | MeHgaumm wnm
6annoHa v gas- | OOB. pasmepoe. MaHWeM K Cco-|pauuu cneuundukaumio
nexHus paspbl-| Ombonusa- Cnyck 6anno-| 6biTuam, nepe- KOMMOHEHTOB
Ba, 6annoxa no | uus. Ha. YUCMNEHHbIM B [OCTaBKM.
oTHoweHuw k| [loBpexae- HomuHanb- |konoHke 3
cocyay. HWe CTeHTa Hoe pJaeneHve
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Cuctema nocrtaBku

1 2 3 4 5 6 7
Csolncteo Mpotnema Knunuyeckne CTteHpoBble HoknuHnveckne | KnuHudeckue NHcbopmauus,
ycTpouicTsa/ (npobnemsl) cobbITus, UCNbITAHUA U ucenefoBaHusa | uccnenosaHua | npefocrasnfemasn
npoueaypsl noanexatumne aHanuTu4eckne in vivo n3roToBuUTENEM

peructpauuu pacuyeTbl
CmelleHune HomuHanb- MHudopmaums
CTeHTa. HBIA U3HOC Gan- OOMmKHa  BKJIKO-
Otkasz 6Gan- noHa. yaTb pekoMeHaa-
IoHa. Bpemsa Ha- uun mnn cneuun-
Moepexae- nonHexuws 6Gan- dukaumm  BCno-
HWe CTeHTa unm noHa. MoraTternbHbIX
CUCTEMBbI  JOC- Buayanusa- yCTpONCTB
TaBkn (Hanpw- uus.
Mep, Apyrumu Pacwwpenne
KOMIMOHEeHTa- KOHLIOB.
Mu). Cwvna orcoe-
Hekoppekr- OVHeHusA
Has Bu3yanu-
3aums.
O6pasoea-
Hue ambon
Boamox- HeBo3amox- Otka3s cucte-| CoBmecTu- MpoBepka MpoBepka Ona  wmnnaw-
HOCTb pacKphbl- [ HOCTb aKTUBA- | Mbl PACKPLITUSA. [MOCTE pa3ame-| achdpektuBHoC- |achdhekTMBHOC- | TaToB, ycTaHaBNU-
TUS: caMmopac- | UMM mMexaHu3-| HeBponorum- |poB KOMMOHEH-| TW pPacKpbITHS. | TM packpbITUsl. |BaemMbIX NOMNb30-
LWMPAIOWMECs | Ma pacKpbITUA. | veckne pac- | ToB. OueHka 06-| OueHka 06- |Batenem, uHcop-
HecooTBeT- |cTponcrea. MpoyHOCTb | CNYXMBaHUA M |CNyXMBaHUS U |Mauusl, Nnpeaoc-
ctBue pasme-| TpaBmacocy-|coeguHenna. |Busyanusauwu. | Busyanusaumu. | TaBnaeMas usro-
poB «moaenu- | nos.. Moagenupo- OueHka HeO-| OueHka knu- | ToBUTENEM, QOMX-
pyowero» 6an-| CnNWHHOMO3-|BaHWe UCNONb-| NAroNPUATHLIX |HWUYEeCKMX CO- |Ha BKNO4YaTb pe-
NOoHa No OTHO- |roBble  HEBPO- | 30BaHMA. cobbITUI ¢ 0CO- | ObITUI, Nogne- |KomeHgauumn nnu
LWEHNIO K nornueckue Mpoeepka 6eHHbIM  BHU- | Xawmx pernct- | cneundukaumio
umnnanTary/ paccTpoWcTBa. | pa3Mmepos. MaHuem K Co-|paummn KOMNOHEHTOB
cocyay. Omb6onusa- Busyanusa- | 6biTuam, nepe- [OCTaBKu.
Moepexpe- |ums. ums. YUCNEHHbIM B Uudopmauus
Hue cteHTaurm| [loBpexae- Cuna pac-|konoHke 3 JOoMXHa  BKMIO-
CUCTEMBbI [0C- | HME CcTeHTa KpbITUA yaTb peKkoMmeHaa-
TaBkM (Hanpwm- UMM Unu cneum-
Mep, ApYyrvuMu dukaumm  BCMo-
KOMMOHEHTa- MoraTterbHbIX
MK). YCTPOUCTB
HekoppekT-
Haa Bu3yanu-
3auusi.
O6pasoBa-
Hue ambor.
CwmelleHne
CTeHTa
Boamox- Hekoppekr- Otka3 cucre-| [lpoyHocTb Mposepka Mpoeepka Uudopmauums
HOCTb yAane- | Hblli cryck 6an- | Mbl goctaeku. | Tpy6ok npu pa-| acdhdektusHoc- |addekTneHOC- | AomkHa  BKNto-
HWA:  pacwm- [ noHa. Heeponoru- |crsikeHum. TV yaaneHus. |TW ypaneHusa. [4atb  pEeKOMeH-
psiemble 6Gan-| O6pasoBa- |uveckue pac-| CoBmecTu- OueHka 06-| OueHka 06- |gaunu vnu cne-
NOHOM Hue y Gannona | cTponcTea. MOCTb  pa3me-| CNyXXUBaHUA U |CnyxmBaHua u |uundukaumm
KpPbINbeB. Tpaema cocy- |poB KOMMOHEH-| BU3yanusauuu. | Bu3yanusaumu. |[Bcnomoratens-
O6pa3oBa- |pos. TOB. HbIX YCTPONCTB
Hue amborn.
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lMpodomkernue mabnuybi A.2

Cuctema paocrasku

1 2 3 4 5 6 7
CBONCTBO Mpobnema KnuHuueckue CreHpoBble [oknunuueckne | KnuHuueckue Undopmauus,
yctpoucrsa/ (npoGnemsbl) cobbiTuA, UCNbITAHUA 1 uccnenosaHus | UccnefosaHus | npefocrasBnsemas
npouenypbl noanexauwwue aHanuTu4veckue n vivo U3roToButTenem

perucrpauuu pacyeTsl
HecooTtBeT- Nwemnsa. MpoyHoCTb OueHka HebO-| OueHka knu-
ctBue guamet-| CnuHHO- coeauHeHusa | naronpusiTHbIX |HAYECKUX CO-
pa. MO3roBble npu kpy4eHunn. | cobbiTuii ¢ oco- | BbiTUIA, noane-
CmelieHne | HeBpoOnoru- MpoYHOCTL |BEHHBIM  BHM- | KalWMX pEerucT-
MMnnaHTara. |deckue pac-|coeguHeHusi. [ maHuem Kk co-|pauuu
MoBpexpae- |crponcTea. Moagenuposa-| 6b1TusIM, nepe-
Hue cTeHTaunm| 3Ombonusa- |HWE UCNOoNb30-|YNCNEHHBIM B
cucTeMbl  JocC- | ums. BaHWA. KOJNOHke 3
TaBkm (Hanpu-| [MoBpexae- Mpoeepka
Mep, ApPYMMM | HUe CTeHTa pa3mepos.
KOMIMOHEHTa- Mepern6/
MM). CKpy4MBaHue.
3auennexvne Busyanusa-
cUcTeMbl  oC- uus
TaBKM 00 CTEHT.
HekoppekT-
Hasi Bu3yanu-
3auus
Boamox- HecootBeT- Otka3 cucre-| [MpoyHOCTb MpoBepka MpoBepka Uudopmauus
HOCTb yAane- |CTBUe Auamet- |Mbl AocTaBku. |Tpybok npu pa-| achdektmBHoc- |adhdeKTUBHOC- | AONXKHA  BKIIO-
HUsi: camopac- | pa. HeBponorm- |cTsbkeHun. TW yaaneHwsl. |Tu yaaneHus. |4aTtb pPeKoMeH-
lwmpsioLmnecs HapyweHnwve [ueckue  pac-| CoemecTtu- OueHka 06-| OueHka 06- | pauvm unu cne-
CTPYKTYPHOM CTpoOMKCTBa. MOCTb pa3sMme-|cnyxuBaHua w|cnyxueaHusa v | undukaumm
LenoCTHOCTH. TpaBma cocy- | poB KOMMOHEH-| BU3yanusauwu. | Bu3yanusaumn. | Bcnomorarens-
O6pasoBa- |aoB. TOB. OueHka Heb-| OueHka Knu- | HbiX yCTPOWCTB
Hue amborn. Nwemns. MpoYyHOCTE | NaronpuATHBLIX |HUYECKUX Co-
CwmeweHune CNnHHOMO3- | coeguHeHns cobbITuiA ¢ oco- | GbITUI, noane-
CTeHTa. roBble HEeBPO- |NpU KpydeHuUn. | GEHHBIM BHM- | XXawmx perncr-
MoBpexae- |norndveckue lMpoOYHOCTL |MaHueM K co-|pauuun
HWe CTeHTa Unu | paccTponCcTBa. |coeauHeHnst. | BbiTuaM, nepe-
cuctembl  goc-| 3Ombonuaa- MopgenvpoBa-| YNCNEHHbIM B
TaBkn (Hanpw- | uusi. HWEe Mcnonb3o-| konoHke 3
mMep, gpyrumun| [loBpexge- |BaHus.
KOMMOHEHTa- |HWe CTeHTa MpoBepka
Mu). pasmepos.
HekoppekT- Mepernd/
Has Buayanu- CKpy4mnBaHue.
3auusa Buayanuaa-
Lus
Brvocoemec- | Hapywenne OcnoxHe- Cepusi Cepus OueHka H/M
TUMOCTb COOTBETCTBYIO- |HMSA, npueBogs-|(MCO 10993 NCO 10993. | KnMHUYECKUX
wen 6mocos- | Wwme K HapyLle- CootBeTtcT- | cobbiTuin, noa-
MECTMMOCTHU HWIO  BKMOCOB- BylOWME nexalumx perv-
MECTUMOCTH rmcTonoru- cTpauum
yeckne
M natounano-
noruveckme
nccneoBaHust
3KCMNaHTaToB.
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Cucrema [oCTaBKu

1 2 3 4 5 6 7
CgolicTBO MNpoGnema KnuHuyeckue CteHpoBble OoknuHudyeckne | KnuHudeckue WHdopmauus
yctponcTa/ (npo6nembl) cobbiTuA, UCTbITAHWSA U uccnefoBaHusa | uccneaoBaHua | npefocrasnsaemMas
npouenypsl nognexawiune aHanunTuvyeckue in vivo NU3roToBUTENEM

perucTpauumn pac4yeTsl
OueHka Heb-
NaronpuATHbIX
cobbITUI ¢ OoCco-
GEHHbIM BHMU-
MaHveMm K co-
6bITuAM, Nepe-
YNCNEHHbLIM B
KONoHke 3
Crepunb- Hectepunb- MHdekumns HapexHocTtb| H/T OueHka CooTtBetcT-
HOCTb HbI  MPOAYKT cTepunusaumm KIMHUYECKMX | Bylowine  UHCT-
cobbITMI, nog- | pykumn no  o06-
nexawmx perv- | CnyXnBaHuio.
cTpauum AsnsieTcs nu
n3genuem ogHo-
pasoBoro  unu
MHOTFOKPaTHOTo
MCNONb30BaHUSA
lemocTas HecooTBetct-| [emaTombl. Ouenka re-| OueHkacoor-| OueHka Pekomenpa-
Bue pasmepor| [lpoueayp MOCTa3sa. BETCTBUA pa3-|cooTBETCTBUA | UMM no BbiboOpy
KOMMOHEHTOB |[Hble kpoBoTe-| [MpoBepka MepOB. pa3mMepoB. pa3MepoB.
(ownbka B pas-| yeHwus. pa3mepoB. OueHka no-| OueHka no- Cneuunduka-
mepax). Mocnenpo- CoBmecTn- | Tepb KpoBW. Tepb KPOBM. Lus HA BCMOMO-
HepocTatou- | ueaypHble kpo-[mocTe pasme-| Ouenka HebB-| OueHka knu- | ratensHoe 060-
HOCTb KJlanaHa| BoTe4YeHus POB KOMMOHEH-| NAaronpuATHbLIX | HUYECKUX CO- | pyaoBaHue
remocrasa. TOB cobbiTUi ¢ oco- | 6biTui, noane-
YTeuka 6eHHbIM  BHU- | Xawwmx perncr-

MaHnem K Co-
O6bITHAM, nepe-
YUNCNEeHHbIM B
KOMnoHke 3

pauun
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Tab6nwuuya A.3 — CsoiicTBa d3HZ0BaCKyNAPHbLIX yCTPOWCTB. CocyancTble CTEHTBI. TEXHUYECKME U KNnHUYeckne akTopbl

OLEHKN CTEHTOB

CteHT
1 2 3 4 5 6 7
CsolicTBO Mpo6nema Knunuyeckune CrenpoBble Joknunuueckue |  Knunudeckne WUndopmauus,
yctpouncTeal (npo6nemst) cobbiTus, ncnbiTaHuA uccnenoBaHua | uccnefosaHusa | npefocraBnsieMas
npoueaypbl noagnexawue n vivo n3roTtoBurenem
perucrpauum
Boamox- HeTtouHoe Okknioaus MogenupoBa-| Ouenka Bu-| OueHka Bu-| Pacnonoxe-
HOCTb TOYHOrO | pacnonoXeHne| oTBETBNEHUI A | HUE UCMONb30-| 3yanu3auunu. 3yanusauuu. |HuMe u onmcaHue
packpbiTus unu opueHTa-| cocypa. BaHwusl. MpoBepka MNpoeepka |OTMETOK KOHTpa-
ums. Otka3 cucte-| CooTHOWeE- |TOYHOCTU U 3h- | TOHHOCTM U 3b- [CTHBIM  Belle-
HecootBeT- | Mbl goctaeku. |Hue ANnHbI| PEeKTMBHOCTU | PEKTUBHOCTU |CTBOM NMpU UX Ha-
cTByowWan koH-| CwmelleHne |[cTeHTa K ero|packpbiTus. packpbITus. nuumMm
curypaumsa CTeHTAa. avamerpy. OueHka Heb- OueHka knu-
packpbITUs. O6cTpyKumst Buayanusa- |naronpuaTtHbIX | HUMECKMX CO-
HenonHoe | npoceerta. ums. cobbiTui ¢ oco- | 6biITvN, noane-
packpbiTHe. TpaBmacocy-| BnusiHue 6EHHBIM  BHU- | Xawmx perncr-
HekoppekT- | oos. npodwmns/ MaHuWem K Cco-| pauum
Haa Bwuayanu-| Wwemus pacwmpenus |GbiTMaM, nepe-
3auus YMCNEHHBIM B
KONOHKe 3
O hekTuB- Henonxoe CwmelleHune Pagnanb- OueHka no- OueHka no-| VYkasaHusa, Ka-
HOCTb (pUKCa- | npuneraHne K| cTeHTa. Has cuna. noxeHus, ue-| noxeHus,, ue- |cawowmecs orpa-
Lun cTeHkam cocy-| O6cTpykums Yctonum- NOCTHOCTM W | NOCTHOCTM U |HUYEHWI n Tpebo-
aa. npoceerta. BOCTb K paspy-|yHKunoHanb- | pyHKUMOHamNb- [BaHUIA K OLEHKe
HekoppekT- TpaBma cocy- | WeHuto. HOCTW. HOCTMW. COOTBETCTBUA
Hasi N 4pes-| OoB. Otpava. CooteeTct- KoHTponb dukcauum
MepHasa pagu-| [loepexae- JlokanbHoe |Bylowme ructo-| mopconornm
anbHasl cuna |Hue npunexa-| cxarue. norvyeckme WU | noppexaeHus.
LMX CTPYKTYP. CootBeT- naroguaunorno- CootBeTcr-
Okknto3ns CTBME CTEHKaMm|ruyeckue WcC-| ByIOWMWE TUCTO-
OTBETBMEHUN | cocyaa. CnefoBaHnst 3K- | nornyeckue wm
cocyga Mogenupo- |cnnantaTos. narodusnono-
BaHve wucnonb-| OueHka HeB- | rmyeckne wuc-
30BaHuA naronpusiTHbIX | cnegoBaHusA
coObITUIA C 0CO- | 3KCNNaHTaToB.,
6€eHHbIM BHW-| €CNK OHW BO3-
MaHWeM K CO- | HMKaIOT.
6biTusAM, nepe-| OueHka
YUCMNEHHBLIM B | KNUHUYECKNX
KOINMoHKe 3 cobbiTun, nop-
nexawmx pem-
cTpauum
Uenocrt- Paspywenune| Paspywenue| VYctanoctb u| OueHka no-| OueHka no-| H/M
HOCTb CTEHTa |KOHCTPYKUMWU | CTeHTa. MPOYHOCTb. NnoxeHusl, ue-| noxenns, ue-
cTeHTa, BKMo-| Tpombo3 WcecnepoBa- | nocTHOCTH n| NOCTHOCTU M
4aa noKpbiTHE,| CTeHTa. Hue Hanps-| PyHKLMOHaNb- | PpyHKUNOHANb-
ecnu npumenHu-| CwmeweHne |xeHHO-Aedop-|HocTu. HOCTM.
MO. CTeHTa. MMPOBAHHOIO CoortBeTcT- CootBeTcT-
HapyweHue YTeuka  co|cocTosiHuS. BYIOLLME TUCTO- | ByIOLLME MUCTO-
NOMNHOro nNpu-| ctopoHbl kpen-| Koppo3usa. |normueckwe w| normueckne un
NeraHuna K CTeH-| nexumsa. MpoaonbHas|natoduanono- | natodmanono-
Kam cocyga TpaBma cocy- | NPOYHOCTb  HAa|IMYeckue  WC- | TMYeckue uc-
aa. pacTskeHue. | cnegoBaHus cnepoBaHust
3KCMNNaHTaToB. | 3KCI1aHTaTOoB,
€ecrnu OHWU BO3-
HUKaIOT.
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pauuu

CreHt
1 2 3 4 5 6 7
Cponcteo Mpobnema KnuHuveckue Crtenposble DoknuHnyeckne | KnuHuveckue WHdopmauusn,
ycTponctea/ (npo6nemor) cobbiTusA, UCnbITaHWA uccnepoBaHua | uccnegosaHusa | npefocrasnsemas
npouenypbl noanexawwue n vivo U3roTosutTenem
perucrpauuu
Paspywenne| O6ctpykumsa BuayanbHbifi| OueHka He6-| OueHka knu-
KOHCTPYKUMM | npoceeTa. OCMOTP. NaronpuATHBLIX |HUYECKUX CO-
cteHTa, BKMo-| [MoBpexae- OTtcrnoeHne | coBbITUIA € 0Co- | BbITUI, noane-
Yaa noKpbITME, | HMe npuneraiw- | NoKpbITUS. GEeHHbIM BHU- | KalUWX perncr-
€CNMN NPUMEHMU- | LLIMX CTPYKTYP. Pasmepbl MaHMeM K Co-|pauuu
MO. Nwemwms. NOKPbITUS. 6bITMAM, Nepe-
Hapywenwne O6pasoBa- LlenocTHOCTb| YMCNEHHBIM B
NONHOro npwu-|Hue ambGon NOKPbITUS KOmnoHke 3
neraHus K CTeH-
Kam cocyaa
CooTBeTCT- Hekoppekr- CwmelweHune Mogenvposa-| [poBepka OueHka knu- PekomeH-
BME€  pasme- |Hble pasMepsbl |CTeHTa. HUEe WCMNoNb30-| CXeMbl OMpe- |HWYeckux Cco- (gaumm no onpe-
pos TpombGo3 BaHwus. JerneHun s pas- [ 6bITUIA, noane- |genenuo pasme-
CTeHTa. CooTHowe- | mepos. XKawmx pe- pos
Okkno3us Hue anuHbl n| OueHka Heb- [rmcTpauun
OTBETBMEHMIA |AnameTpa naronpusATHbIX
cocyga. cTeHTa. cobbITHI € 0Co-
TpaBmacocy-| Orgava. GEHHbIM ~ BHK-
aa. MpoBepka MaHVEM K CO-
MoBpexpe- |[pasmepos. 6bITUSIM, nepe-
Hue npunexa-| CooTHowWwe- |u4nCneHHbIM B
WMX CTPYKTYP. |HWE pAuameTpalkonoHke 3
O6eTpyKkumMst | cTeHTa U gae-
npoceerTa. neHust Hanon-
Nwemusn HeHust 6annoHa
Mpoxoau- Mepern®. TpombGo3 Pagnanb- Ouenka no-| OueHka no- H/N
MOCTb Mepekpy4n- |cTeHTa. Hasi cuna. NOXEeHWUA, Le- | NoXeHus, ue-
BaHwve. O6eTpyKumsn Yetonum- NOCTHOCTU W |MOCTHOCTM U
Heto4Hoe npoceerta. BOCTb K pa3spy-| pyHKunoHanb- | byHKLMOHarnb-
packpeiTune. PecTeHos. LLUEHNIO. HOCTW. HOCTMW.
Hedopma- BHesanHoe MogenuvpoBa-| CooTteeTcT- KoHTponb
uus. NOBTOPHOE 3a-|HWe WCnonb3o-| BylOWME MCTo- | Mopdonorum
O6pasoBa- |kynopuBaHue. |BaHus. norndeckne 1| NOBpeXAEHUs.
Hue TpomboB CTteHokap- Mrowaapk no-| natoduanorno- CooTBeT-
avs, BEPXHOCTM, CBO-| TMYECKMe  UC- | CTBYIOLME TUC-
Peunaue 6ogHo OT| cnegoBaHus TOMorMyeckne
nopTansHONn CTeHTa. SKCMMNaHTaTOB. (M naToduano-
TMNepTeH3nn. IlokanbHoe nornveckue mnc-
WHdpapkr cxatwve. OueHka Heb- | cnegoBaHus
Muokapga. Mepern6/ naronpusATHbIX | skcnnaHTaToB,
Nwemwms. CKpy4mBaHve |cobbITWUi C OCO- |ecnu OHU BO3-
O6pasoBa- GEHHbIM  BHU- | HUKAIOT.
Hue ambor. mMaHneMm K co-| OueHka Knu-
Hesponoru- ObITMAM, Mepe- |HUYeckux co-
yeckue pac- YMCNEeHHbIM B [ BbITMI, nogne-
CTpoONCTBa KONOHKe 3 XKawmx permct-

33




rOCTP UCO 25539-2—2012

OkonyaHue mabnuusi A.3

CreHt
1 2 3 4 5 6 7
CsolicTBO MNpoGnema Knunudeckune CTteHpoBblie HoknuHuyeckne | KnuHu4eckue Uncbopmauus,
ycTponctea/ (npoBnemsi) cobbiTus, UCMbITAHUA nccnefoBsaHus | uccnegoBaHua | npepocrasnaemasn
npouenypsbl nognexatwiue in vivo nU3rotoButTENeMm
perucrpauum
CoBmecTu- Huskoe «ka-| Tpaewma cocy-| CoBmecTu- H/M OueHka knu- |  Ommcanne 6Ge-
MOCTb C Mar- |4ecTBo u306-|pa. mocte ¢ MPT HUYEeCKUX CO- | 30NacHOCTU MpwU
HUTO-pe30- paxeHus (ap-| CwmelweHne 6biTi, nogne- | MPT wu coBmec-
HACHOWN TOMOT- | TedhaKTbl). cTeHTa XKalmX perncT- | TMMoCTM  yCTpOn-
paduer (MPT) | CwmeweHne pauum CcTBa
unm HarpeB
CTeHTa
Buocoemec- | [MoTeps Hexena- Cepus Cepua OueHka Cnucok uc-
TUMOCTb COOTBETCTBYIO- | TenbHble Buo- | MCO 10993 NCO 10993. KITMHUYECKUX | NONb3yembix Ma-
wern 6nocoB- | nornyeckme CootBeT- cobblTuK, Noa- | repuanoe
MECTUMOCTU peakuyumn (6no- CTBYIOLNE TUC- | NEXALLUX PEMU-
TOKCUYHOCTb) Tonorn4eckue |ctpaumm
M nartotuano-
nornyeckue
uccnegosanus
3KCMMaHTaToB
Crepunb- Hectepunb- WHdpekuns OGecneve- H/N Ouenka knu- | CooTtBeTCTBYIO-
HOCTb HbIM NPOAYKT HUe cTepunb- HUYECKNX CO- | me MHCTPYKUMK
HOCTU 6biTuN, noane- (no  obcnyxuea-
Xawmx permcT- | Huo.
pauum fABnsietca  nu
n3genuem OgHo-
pasoBoro wunm
MHOropasoBoro
MCNONb30BaHNA
Boigene- MNanuwHasa Hexena- Copaepxa- OueHka Heb-| OueHka knu- HaumeHoea-
HWEe NekapcTB |aocTaBka ne-|tenbHble 6uMo-|HUE/konNuYe- | NaronpUATHBLIX | HUMECKMX CO- | HME nekapcTea.
KapcTB. niormyeckue CTBO nekap-| cobbiTun ¢ oco- | 6eiITnK, nogne- Cneumansb-
HekoppexT- |peakuum (6uo-|crBa. GeHHbIM  BHU- | Xawmx pernct- |Hole TpeboBaHus
Hasi [0CTaBKa | TOKCUYHOCTD). Mpodune MaHWeM K Co-|pauun. K obcrnyxuBaHuio
TNekapcTB. AHeBpuama |BbigeneHna 6biTuam, nepe-| OueHka M XpaHEeHMIo ne-
Henpegyc- CTEHOK cocyaa YUCNEHHbIM B |NpUCyTCTBMA KapcTBa (Hanpwu-
MOTpEHHas! MNn  HEeKpo3 KOMoHkKe 3. nekapctBa B |Mep, [AunanasoH
Bapuabernb- (HenpaBwuIb- CooTtBeTCT- |KpPOBUM B Teue- | TemnepaTtyp Ans
HOCTb MECTHOW |HOe pacnono- BYIOLWME TUCTO- [HWE BPEMEHMU | XpaHEHUs), XUMU-
JOCTaBKn XeHue  CTeH- norndeckue mu yeckast unm buo-
nekapcTB Ta). natoun3nono- nornyeckas
PecteHos. rmdeckue  wuc- npupoaa nekap-
O6pa3soBa- cnenoBaHunA cTBa (MexaHu3m
Hue amborn. 3KCNNaHTaTos. AencTeus).
Nwemns. OueHka npu- NMobbie cooT-
O6cTpykuums CyTCTBUA  ne- BETCTBYIOLLME
npoceera. KapcTBa B Kpo- npeaynpexae-
Tpomb6o3 BU U TKaHAX B Hua o6 onacHo-
CTeHTa TeYyeHne Bpe- cn.
MEHMU. Obwee
Matocuano- cogepxaHue/
nornyeckas KONU4YeCTBO
OUEeHKa CooT- BelluecTea.
BETCTBYIOLLMX [o3a Ha eguHu-
TKaHen n/wnn uy nnowaam
opraHoB
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Tab6nwnuya B.1— CreHgoBble UCMbITAHWS U aHANWTUYECKUE pacueTbl
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CTeHOOBLIe UCNbITAHUSA U aHANUTUYECKUE pac4yeTbl

MOCTU

cootBeTcTBMM ¢ MCO 10993-1 1 cooTBeTCTBYIOWM-
MW OPYrYIMUW HYacTSIMKU CEPUN MEXZYHapOaHbIX CTaH-
aaptoe CO 10993

AcnbiTaHusa Onucanve uenbitanua u TpebosaHui Bup oueHKM KOHCTpyKUMK
MonHasa LeNoCTHOCTh OueHnBaloT cnocobHOCTE NOKPLITUST BbIAEPKU- 8.6.3 LlenocTHoCTb CTeHTa
NOKpbITHS BaTb MOBPEXAEHNSA, CBA3AHHbIE C 3arpy3kon, Npo-
XOXOEHUEM, PacKpbITUEM U yAaneHnem cucTemsl
[OCTaBKu
OueHka OuocoBmMecTU- BuocoBmecTMoCTb gonmxHa OblTb OLEeHeHa B 8.5.4 BMOCOBMECTUMOCTb

OueHka remocTasa

OueHnBaloT cnNocobHOCTE BCeW U30nauun unu
KnanaHoB CMCTEMbl JOCTaBKM NoaAepXkuBaTh [OC-
TaTOYHYIO rEMOCTaTUYECKYIO M30NALMIO NPU NCNOSb-
30BaHVK C COOTBETCTBYIOLLMMU BCMIOMOTATENbHBIMU
ycTpoincTBamm

8.5.5 NemocTtas

Bpewms cnycka 6annoHa

OueHunBatoT Bpems, Heobxogumoe ans cnycka
6annoHa, 1 BO3MOXHOCTb YAaNeHust CNyweHHOro
fannoHa

8.5.2 CnocobHoCTb
™™IO

K packpbi-

Bpems
6annoHa

HanonHeHusA

OnpegensioT Bpems, Heobxogumoe ans Hanos-
HeHust 6annoHa A0 MaKCUMasbHOro pekomeHaye-
MOro AaBnenus, obbema unu guameTpa HanonHe-
HUA

8.5.2 CnocobHoCTb
™o

K packKpbl-

CpeaHee paBneHue pas-
pbiBa GannoHa

OnpeensioT cpegHee OaBneHne paspbiea

8.5.2 CnocobHoOCTb
TAKO

K packpbi-

HomuHanbHoe  paBne-
HWe paspbiBa GannoHa

Onpepensiior HOMMHANBHOE AABIEHVe pa3spbl-
Ba C COOTBETCTBYIOLMM KO3D(UUMEHTOM 3anaca,
YyYuThIBasi NapameTpbl HAAEXHOCTU GannoHa npu
UCIONb30BaHUU CO CTEHTOM

8.5.2 CnocobHoOCTb
TAKO

K packpbi-

HoMWHanbHbIN KM3HOC
6annoHa

OueHuBaloT cnocobHOCTL GannoHa BblgepXu-
BaTb KNUHWYECKN 06OCHOBAHHOE YMCIO NOBTOPSIO-
LLMXCH LUMKINOB HaMNONHEHUs 40 HOMMHANBHOIO AaB-
neHus1 paspbiBa

8.5.2 CnocobHoOCTb
T

K packpbi-

MpoYHOCTL coegnHeHns

OnpeaensioT NpoaonbHY0 CUIYy COEAUHEHUSI
MeXay YacTsaMu CUCTEMbl 4OCTaBkW. Bce coeguHe-
HUSI JOMXHbI OCTABaTbCA HEMNOBPEXAEHHbIMK NpU
pPEKOMEHAYEMbIX YCIOBUAX SKCMnyaTaumm

8.5.1 Bo3amoxHOCTb
8.5.2 CnocobHOCTb
MO

8.5.3 B0O3MOXHOCTb yaaneHus

gocrtyna
K packpbi-

Paamepbl NokpbITHSA

OnpenensioT COOTBETCTBYIOWME PasMepbl Mo-
KPbITUSI CTEHTA 1 OLEHMBAIOT UX COOTBETCTBUE Cre-
LUMUKALMN KOHCTPYKLWK

8.6.3 LlenocTHOCTb CTEHTa

HdonroBeyHoCcTb MOKpbI-
™A

OueHuBaloT cnoCoBHOCTb NMOKPLITUSI COMPOTHB-
nATbCSA paccrnoeHuo (Hanpumep, cBobodHbIE KyC-
KM TKAHW W OTONEHHbIE YYaCTKM) MPW BO3OeiCTBUM
MOZENnMPYyeMoro XyaLero cryyas (ou3nonoru4ecko-
ro HarpyxeHusi

8.6.3 LlenocTtHOCTb CTEHTa

O6paszoBaHue
NOKP bITUS

vyacTtuy

OueHnBaloT pasmep M YUCO YacTuu, BblgeneH-
HbIX U3 NOKPLITUSI NPY BO3AEWCTBUU MOAENUPYEMBIX
YyCnoBuWn in vivo

8.6.3 LlenocTtHOCTb CTeHTa
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B MOZEnupyemMon usmnonorndeckon cpeae

NeneiTanua Onucanue ucnbitaHua u TpeboBaHui Bup oueHkn KOHCTpyKUMM
COBMECTMMOCTb pas- Onpegensitotr pasMepbl CUCTEMbl  AOCTaBKU 8.5.1 Bo3amoxHOCTb gocTyna
MEPOB KOMMOHEHTOB CTEHTa U MPOBEPAIT HA COOTBETCTBUE pasMepam 8.5.2 CnocobHOCTb K pacKpbl-
pekomeHayembIX akceccyapoe. Bce KOMNOHeHTH | Tuio

JOMXHbl ObITb COBMECTUMbBI MO pasmepam 8.5.3 BO3MOXHOCTb yganenus
8.5.5 lNemocras
CooTBeTtcTBUE CTeH- OuenmnBatoT cnocobHOCTL MNNaHTaTa noaaep- 8.6.2 OdhdexTuBHOCTL umKkca-
Kam cocyaa XMBaTb AOCTATOYHBIA KOHTaKT — MpuneraHne co | umm
CTEeHKamu cocypa
Koppo3aus OueHnBaloT NOABEPKEHHOCTb CTEHTA KOPPO3UKN 8.6.3 UenoctHoCTb CcTeHTa

OnutencHasa Npo4HOCTb
npu cxaTun mexagy AByMs
napannenbHO PacrnofloXeH-
HbIMW MacTMHamu

OnpepensioT Harpy3ky, HeobxoauMyto Ans Toro,
4TOObI BbI3BBATE KIMHUYECKU 3HAYMMbIN nepernt
UM CMeLLeHVe, SKBUBANEHTHOe YMEHbLWEHUIO aun-
ametpa no kpavHen mepe Ha 50 %, n Harpysky, He-
ob6xoaumMyo anst NOCTOAHHOW gedopmauun unu
MOMNHOrO PaspyLueHusi CTeHTa

8.6.2 3cbdhekTnBHOCTL hurkca-
uum
8.6.5 MpoxogumocTtb

OnvTenbHass npoYHOCTb
npyv pagvanbHO NpuKnagbl-
BaeMOWN Harpyske

OnpepensiloT  XapakTepucTukn  HarpyxeHus/
JedopMaumm gns cTeHTa Npy BO3AENCTBUN KPYro-
BON OAHOPOOHON pagwnanbHON Harpy3ku

8.6.2 3cbdbekTnBHOCTL hurkca-
uumn
8.6.5 MpoxogumocTtb

lMpoBepka pasmepoB

MpoBepsilOT COOTBETCTBYIOWME pasmepbl Ha
COOTBETCTBME CrieumnduKaumm KOHCTPYKLNU

8.5.1 Bo3amoxHOCTbL gocTyna

8.5.2 CnocobHOCTb K pacKpbl-
TUKO

8.5.3 Bo3amoxHOCTb yaaneHms

8.5.5 lNemocras

8.6.4 OnpegeneHne pa3MmepoB

Cuna oTcoeanHeHus

OnpegensioT cuny, HeobxoaMmylo 4ns BbiBOga
CTEHTA M3 UCXOAHONO CXKATOrO MOSIOXKEHUS W MON-
HOro OTAENEeHUs CTeHTa C HepaclumMpeHHoro 6an-
FIoHa MpU MOAENVUPOBAHNMN YCITOBUIA KITMHUYECKOTO
MCMONb30BaHUS

8.5.1 BoamoxHoCTb gocTyna

8.5.2 Cnoco6GHOCTb K pacKpbl-
™IO

8.5.3 BoamoXHOCTb yaaneHus

PacwmnpeHne koHLOB

OnpegensaloT gnameTp BbIXogsiWEN 3a npeae-
INbl CTEHTA YacTn 6annoHa, NPeBbLILAIoLWEN BHELL-
HUA AnameTp CTeHTAa Npu MakCUMarbHOM PeKo-
MEHYyEMOM OABNEHUN HAMOITHEHWsI

8.5.2 CnocobHOCTL K packKpbl-
T™MIO

CopepxaHune/konm4yecT-
BO INekapcTBa

OnpegensoTt
CTeHTe

KONn4ecTtBO nexkapcrtBa Ha

8.6.8 BblaeneHne nekapciB

NpoeHtndukauus
KapcTBa

ne-

OnpegensoT TMN U YUCTOTY JNIeKapcTBa M ONu-
CbIBAIOT TUN W BENWYMHY Aerpagaumm rpu rnpoms-
BOACTBE W XPaHEHWUM

8.6.8 BblaeneHne nekapciB

MHTeHenBHOCTDL Bblgerne-
HuA

OnpegensoT KONWYeCTBO NeKapcTBa, B bige-
NAEeMOoro 3a onpeaeneHHbLIn Nepuog, BpEMeEHU

8.6.8 BblaeneHne nekapciB

MUcnbiTanne Ha ycTanocT-
HYIO NPOYHOCTB

OueHnBalOT AONTOCPOUHYIO PA3MEPHYIO M CTPYK-
TYPHYIO LeNOCTHOCTb CTEHTA U NMOKPLITUSE

8.6.3 UenoctHocTb cTeHTa

Mepernb/ckpyunBanne

OueHnBaloT CNOCOBHOCTL CTEHT-CUCTEMBI K U3-
rmby Ha 3apaHee onpeaeneHHbIn KIMHMYeckn 060-
CHOBaHHBIN Paguyc Unu yror, KOTOpPbIiA MOXET Mo-
TpeboBaTLCA BO BpeMsA AOCTYNa U JOCTaBKU

Take onpegensloT MUHUMAarbHbBIA paguyc n3-
mba, K KOTOPOMY MOXET MPUCNOCOBUTLCA CTEHT
6e3 nepernba

8.5.1 Bo3amoxHocTb gocrtyna
8.5.3 BoamoxHoCTb yaaneHmst
8.6.5 Mpoxogumoctb
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AcnbiTaHusa

OnucaHue ucnbiTaHUAa U TpeGoBaHuit

Bup oueHkn KOHCTpyKUuun

Cuna, Heobxoaumas
ONs packpbiTUsA

Onpegensiot cuny, HeoGXoaUMYIO Ansi Packpbi-
TUSI CTEHTA U3 CUCTEMbBI JOCTABKM

8.5.2 CnocoBHOCTL K pacKpbl-
T™IO

INlokanbHoe cxaTue

OnpepensiioT  gechopmMaumnioc creHta B OTBET
Ha NOKAmNbHOE YCUMIME CXKAaTWA, NEepPneHanKynsapHO
NpUINoXEHHOE K NPOAONbHON OCK yCTPOWCTBA, €CNU
CTEHT BOCCTAaHABNMBAET NCXOAHYIO rEOMETPUIO Noc-
ne ncnbITaHus

8.6.2 9hdhekTMBHOCTL hukca-
uum
8.6.5 lNpoxogumocTtb

BesonacHocTb M
mectumocTtb ¢ MPT

COB-

OueHuBaloT 6e30NacHOCTb U COBMECTUMOCTb C
MPT

8.6.6 besonacHocTb M coB-
mectumocTtb ¢ MPT

Mpoduns/gnameTtp OnpegensiioT MakcumanbHbI AnameTp cpeau 8.5.1 BoamoxHocTb gocTtyna
BCEX CEKUMWA CTEHT-CUCTEMBI
Bnnsnwe OnpenensoT nsMeHeHne PaccTosiHUsl Mexay 8.6.1 CnocobHOCTb K TOUHOMY
npoduns/paclumpeHve BHELLHUM ANAMETPOM CTEHTA U BHELLHUM AuameT- | pacKkpbiTUIo

pom 6annoHa nocne NPOXoXaeHWs Mo N3BUIMNUCTLIM
nyTsiM

Bo3moxHOCTb npoTanku-
BaHUsA

OnpepensiloT  cnoco6HOCTE  NpoTaNKMBaHWUSA
CTEHT-CMCTEMbI MNW €€ pasMeLLEHUsT onepaTopoM
6e3 cywiecTBeHHOro n3rnba unu nepernba

8.5.1 BoamoxHoCcTb gocTtyna

Papgnanbhas cuna

Cwuna, BO3AENCTBYIOWAS Ha camopaclmpsiio-
LMECH CTEHTHI, AOMKHA ObITb M3MepeHa kak yHK-
umsl OT guameTpa CTeHTa

8.6.2 3dpdektnBHOCTL DUKCa-
Lum
8.6.5 lNMpoxogumocTtb

Otpava Onpepgensiiot -
il pen NPOLEHTHOE M3MEHEHNE BHELLHE 8.6.2 DbchEKTMBHOCTb UKCa-
rO AMaMeTpa CTEHTa OT MAKCHMAIILHOTO BHEWHero | |\
nameTtpa, NosiyyeHHOro Npyu HanonHeHHom 6an-
A p y P 8.6.4 OnpepeneHne pasmepos
NOHE, A0 KOHEYHOro BHELWHero gvamerpa nocne
yaanenns 6annoHa. PekomeHgyemas B UM3 cxe-
Ma onpeaeneHus pasmepa CTeHTa AONKHA YYMThI-
BaTh Ty OTAAYY
MopenupoBaHue ue- OuenuBaloT paboune xapakTepucTUKM CTEeHT- 8.5.1 BoamOXHOCTb gocTyna
Monb30BaHus CUCTEMbI, UCMOINb3Ysl MOAESb, BOCNPON3BOAALLYIO 8.5.2 CnocobHOCTb K packpbil-

npeanonaraemMmble yCrioBus UCronb30BaHUA

T™IO
8.5.3 Bo3MOXHOCTb yaAareHust
8.6.1 CrnocobHOCTb K TOUHOMY
packpbITUIO
8.6.2 3dhdekTmBHOCTL hUKCa-
unm
8.6.4 OnpepgeneHue pasmepoB
8.6.5 lNMpoxoaumocTtb

CooTHoWweHve guameTtpa
M [aBNeHWs  HanolHeHus
6annoHa

[na cTeHTOB, pacwupsaemMbix 6annoHom, onpe-
JEnsiloT COOTHOLWEHWE MeXay AMaMeTpoM CTeHTa
M OaBneHWeM HanonHeHust 6annoHa

8.6.4 OnpepgeneHue pasmepos

Mnowaab NOBEPXHOCTY,
¢cB06OAHON OT CTEHTa, U NIo-
LWaab BHELHEN NOBEPXHOCTHU
CTeHTa

OnpegensioT nnow,aab NOBEPXHOCTU, OTKPLITON
unu cBoboOJHONM OT CTeHTa, Kak YyHKUMIO OT aua-
MeTpa CTEHTa W Niowaab KOHTaKTa Mexay CTeH-
TOM U COCYAOM

8.6.5 lNpoxoaumocTtb

CoOTHOWEeHNe AMUHBI U
avameTtpa cTeHTa

OnpepgensloT COOTHOWEHNE Mexay ANTMHOWM
CTeHTa U AMameTpPoM B PaclUMPEHHOM COCTOSIHUM

8.6.1 CnocobHOCTb K TOUHOMY
packpbITUI0
8.6.4 OnpepgeneHne pasmepos

WceneposaHue Han-
pPsXEeHHO-AeOPMUPOBAH-
HOro COCTOSIHUSA (Hanpumep,
METOAOM KOHEYHbIX 3reMeH-
TOB)

OnpegensioT KpUTUHECKME HAaMNPSHKEHNUS n/unu
AedopmMaunm Ha CTeHTe, CBA3aHHbIE C NPOU3BOA-
CTBOM, 3arpy3ko kateTepa, 4OCTaBKOW, pacKpbITH-
€M W Harpy3kamu in vivo, ncrnornb3ys COOTBETCTBYIO-
e mMeToabl, TAKUE Kak MeTO, KOHEYHbIX 3reMeH-
ToB (Finite Element Analysis, FEA)

8.6.3 LUenoctHocTb cTeHTa
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MenbiTaHun

OnucaHve ucnbITaHus U TpeboBaHUiA

Bug ouUEHKU KOHCTPYyKLMU

Bo3moOXHOCTb BpaLLeHusl

OueHunBaloT CnocobHOCTL CTEHT-CUCTEMBI 06ec-
neYunBaTh JOCTATOYHbIV MOBOPOT AUCTANBHOIO (Be-
OYLWEero) OKOHYaHWs CTeHTa /151 JOCTaBKU CTEHTA C
y4eTOM aHaToOMuK

8.5.1 Bo3amOXHOCTb AoCTyna

[MpoyHOCTbL coeanHeHus

npu Kpy4eHun

OnpegensiloT KpyTALWMKA MOMEHT/Yron noBOpo-
Ta, HeoOXoOAUMBIN ANsl pa3pyLleHUs COeaUHEHUN
n/vnm matepranoB B COOTBETCTBYHOLLMX KOMIMOHEH-
Tax CUCTEMbI JOCTaBKU

8.5.1 Bo3amOXHOCTb goCTyna

8.5.2 CnocoBbHOCTb K packpbi-
IO

8.5.3 Bo3aMOXHOCTb yaaneHus

Bo3amoxHOCTbL cnegoBa-

HUA

OueHnBaloT cnocoBHOCTb CTEHT-CUCTEMbI Crie-
JoBaTb MO cocyaam B npeanonaraemyio obrnactb,
MCMNOMNb3ys PEKOMEHAYEMbIE MPUHAANEXHOCTH.

OueHnBaIOT BEPOSITHOCTL CMELLEHNS NMPOBOSOoY-
HOro HanpaBWTENs € ero NPeaycMOTPEHHOro Nomo-
KEeHUs1 BO BpeMmsi NPOABWXEHUSI CTEHT-CUCTEMBI,
€CNMW 3TO MPUMEHUMO Ans Npeanonaraemoro uc-
NnonbL30BaHWA CTEHTa

8.5.1 Bo3aMOXHOCTb AOCTyNna

MpouvHocTb TPYyGOK npm

OnpedensioT NPOYHOCTb TPYGOK, MCNONb3yeMbIX

8.5.3 B03MOXHOCTb yaarneHust

TeMbl JOCTaBkM WWUNWN CTEHT-CUCTEMbI BO Bpems
AoCTyna, Ucnonb3ya PeHTreHOCKONUIO UnNnu  MeTo-
Abl BU3yanu3aumm, onpegeneHHble B WHCTPYKLUK
no ucnone3oBaHuto. Micnonb3oBaHue apyrmx MeTo-
AVK BU3yanusaumm gormkHo 6biTe 060cHOBaHO

pacTseHnn B CUCTEME JOCTaBKY, C y4eTOM ux marepunana (MCO
10551-1 nnun 6nuskue)
BugumocTb OueHVBaloT BO3MOXHOCTL BU3yanusauum cuc- 8.5.1 Bo3aMOXHOCTb gocTyna

8.5.2 CnocobHOCTL K packpbl-
TUIO

8.5.3 Bo3MOXHOCTb yaarneHust

8.6.1 CnocobHOCTb K TOUHOMY
packpbITUIO

BuayanbHeIi ocmMoTp

OueHMBAaIOT BO3MOXHOCTb CTEHTA COOTBETCTBO-
BaTb creunduKauusam NponaBoamTenst OTHOCUTENb-
HO MOBEPXHOCTHLIX Ae(EKTOB U 3arpA3HEHUs], KO-
TOpble AenaKT CTEHT HeNPUIoAHbIM ANsl ero npeg-
nonaraeMoro UCnorb30BaHust

8.6.3 LlenocTHocTb cTeHTa
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Mpunoxexne C
(cnpaBouHoOe)

OnpeaeneHusa KNMHUYECKUX cobBbITUI, Nognexalwux perucTpauum

B gaHHOM MpunoxeHWW NpvBedeH nepeqeHb KMUMHWYEeCKUX coObITUI, nognexawmx perncrpaumm (nepedeHb mo-

XeT ObITb He MOIMHbIM).

Tabnwuuya C.1— OnpegeneHus KNUHUYECKUX COBBLITUI, MOANEXAaLLUMX perncTpaumm

CobbiTue

Onpegenexue

Owwnbka goctyna

C6oli npu OOCTUXEHUM CTEHTOM Mpegnonaraemon obnactn pasmelleHus,
06YyCnoBnNeHHbI MexaHn4eckum cboem unu aHaTtoMuHeckuMmn ocobeHHOCTAMYU
nagymeHrta

OTkas
yCTPONCTBa

BCNoOMoOraTtenbHoro

HeBO3MOXHOCTE MCMONb30BaHUSI BCMOMOraTenbHOro yCTponcTea No HasHa-
YEHUIO U3-3a MeXaHWu4ecKoro c6os MNM aHaTOMUYeCcKUX 0COBGEHHOCTEN NauneHTa.
OnpegensioT, sBUNUCL N 06CTOsITENBCTBA NPUYMHOWN HEYAAYHOTO PaCKPbITUSI
mMnnaHTara

He6naronpustHasa 6uonoru-
yeckas peakums (TOKCUYHOCThL)
Ha MOKpbITWE CTeHTa WNW Bbl-
JeneHwe nekapcTe (ecnv npu-
MEHUMO)

MecTHasi, nokanbHaa U/MnNu cucTemMHasl Tokeu4Yeckas peakuns, obycrnoeneH-
Hasi NMOKPLITUEM CTEHTa UMW BbIAENEHWEM MeKapcTB. TUM peakumn JorkeH ObiTb
3amKcMpoBaH

AHeBpu3ama

Onsi UCTUHHBLIX aHEBPU3M: paclUMpEeHWe BCEro WIM CTEHTMPOBAHHON YacTu
cocyda B ABa pasa OTHOCUTENbHO UCXOQHOTO AMameTpa nocne npouenypsl; pac-
WMpeHVe MeHee YeM B ABa pa3a OTHOCUMTENbHO AuameTtpa nocrne npoieayphb
TaKKe AOMMKHO OblTb 3aMKCUPOBAHO.

Ans noxHbiX (nceBgo)aHeBpu3m: AomkHo ObiTh 3admkenporaHo nwboe pac-
lWMpeHne cocyaa.

B nobom cnyuae gormkHbl 6bITb onpeaeneHsl pa3mepsl U cnocobel BU3yanu-
3aunn aHeBpun3mMbl

CreHokapausa

Bonb, cBsA3aHHAst C OCTPbIM CHWXEHWEM KOPOHAPHOTO KPOBOTOKA M BO3HM-
Kallwas 3a rpyamHon unm B obnactax mppaguaumm

Aputmus

Pa3BnTue 4acTbiXx €AMHWYHBIX W PYNMNOBbLIX MNpeAcepAHbIX U XKenya04YKOBbIX
akcTpacucTonuii B TedeHme 30 cyT nocrne npoueaypsbl, Tpebyowmx nekapcTBeHHOM
UIMN 3MNeKTPOUMIMYBCHOW Tepanuu

ATenektas/NnHeBMOHUA

ATenekras unu NHeBMOHWs, NOATBEPXKAEHHbIE UCCNEAOBAHUEM C MOMOLLLIO
peHTreHa, B TedeHune 30 cyT nocre npoueaypsl u Tpebyolwme neyveHnst aHTMGMoTu-
Kamu, uHransuusmu, uHtybaumen unu otcacbiBaHnem. Hagnexut sadumkcupo-
BaTb BUA HeO6X0AMMOro neveHust

Okkno3nss GOKOBLIX OTBeT-
BIEHUN

KnnHnyeckn 3Haunmoe, HesannaHUpoOBaHHOE WCKIIOYEeHWE OCHOBHbLIX GOKO-
BbIX OTBETBNEHUN

Koarynonatus

Pa3BuTe HEKOHTPONMPYEMOro KPOBOTEYEHWs!, 3ahMKCMpoOBaHHOe COOTBET-
CcTByOWUMK NabopaTopHbIMK NcCrneaoBaHusaMU B TedeHue 30 cyT nocne npoueay-
pbl. Heo6xogumo Takke 0TMETUTE HanNu4yue cneunduyecknx CUHAPOMOB u nabo-
paTopHbIX NOKasaTenew KpoBu

OcTpas cepaevHast HegocTa-
TOYHOCTb

Pa3BnTue nNpuctyna oCTporo CHUXeHWUs1 cepae4Horo Belopoca Unu BHe3anHoe
ycyrybrieHme XpoHUYECKM CHWXEHHOIO cepaevHoro Bbibpoca ¢ pasBuTUeM oTeka
nerkmx v gmctaneHbiMy oTekamu. CnegyeT OUKCUPOBATL HaYano, TMN NeYeHus,
NPOaOIMKNTENBHOCTE U 3P HEKTUBHOCTD

MoBpexaeHne CTeHTa

MoBpexaeHve cTeHTa, Bbi3BaHHOE BCnomMoratenbHbiM 06opyaoBaHuem mnu
CUCTEMOWN A0CTaBKN
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lMpodomkeHue mabnuusr C.1

CobbiTne

OnpepeneHue

Tpom603 rny6okux BeH

Tpom603 rny6okmx BeH, 3aOUKCUPOBAHHBIA OYMNIEKCHbIM CKaHWPOBaHUEM,
cneborpadven unu gpyrMMm metTogamy Buayanvaaumm

C6oli  packpblTva  (oTka3 HeBO3MOXHOCTb MOMHOMO PAacKpbITUSA CTeHTa B npeanonaraemoin obnactu
CUCTEMbI PACKPbITHSA) n/vnu yganeHms CUCTeMbl AOCTaBKW, CBA3aHHAsA ¢ MeXxaHnyeckum cboem unm aHa-
ToMUYECKUMU 0cOBeHHOCTSIMU naumeHTa. JomxHo 6biTe 3athmkcnpoBaHo, ycneL-
HO M NPOU3OLLIIO PaCKPbITUE CTEHTA
Ombonusauus. MepemelleHre B NPOCBETE COCYAOB MHOPOAHLIX BELLECTB, CONPOBOXAAEMOE
O6paszoBaHue amGon KIIMHUYECKMMU MPOSIBIIEHNAMU. ITO KaTeropwvsi, nognexaluas perncrpauum, mo-
KeT OXBaTbiBaTb AWArHOCTMYECKUE W NnedvebHble meponpusTusi, 3acdmkeupoBaH-
Hble B APYIMX KATErOPUsIX
lemaTtoma Pasentne rematom, obycrnoBneHHoe sHAOBACKYNsIPHON Npoueaypomn, Tpebyio-
Liee XMpYpru4eckoro BMeLaTenbCTBa, yaaneHus coaepXnmoro u/mnm nepenvea-
Husi kpoeu. Ecnn naumeHTy TpebyeTcs nepenveaHue, Heobxoanmo 3adukcupo-
BaTb 06beM 3amelueHHOW kpoBW. Ecnu TpebyeTcsa xupyprmueckoe BMmellaTerb-
CTBO, 3TO TakkKe AOMKHO ObiTb 3adMKCMPOBaHO
MeveHouHasi 3HUedanona- HeBponoruyeckue HapyweHusi, CBsi3aHHbIe C HeaAekBaTHbEIM MeTabonnamom
™S neyveHm
[MnoteH3us Hu3koe kpoBsiHOe AaeneHuve
WUmnoteHums Cy6beKkTUBHbIE 3asiBNEHUSI O HEBO3MOXXHOCTU BEPHYTBCA K YPOBHIO CEKCyanb-

HOM aKTMBHOCTM, 3ahUKCUPOBAHHOW OO onepauumn, B Te4YeHne 6 mMec nocne npo-
uenypsl

PecteHo3 B cermeHTe

CyLwecTBEHHOE yMEeHbLWEHNe auameTpa npoceeTa B nmobon Touke no gnuxHe
CTEHTa B AONONHEHWE K NIOBOMY CHUXEHWIO anameTpa NpocBeTa B npegenax He-
CTEHTUPOBAHHOIO NPUNEraloLWEro y4acTka cocya no CPaBHEHUIO C KOHTPOMbHbLIM
anaMeTpom nocrie npoueaypbl. [lomkHbl ObITh onpeaeneHsbl CTeneHb CyXXeHusl u
MeTof Bu3yanusauum

WHbekuma B obnactn Bee-
Aenus, rnybokas

MHdekuma obnactn YpeckoXHOro MNM XUPYPrudeckoro gocryna, notpebo-
BaBLIasA Xupypruyeckoi o6paboTkn paHbl UM BOCCTAHOBMEHUS COCyAa U NPo-
saBMBLLAscA B Tedenne 30 cyT nocne npoueaypsbl

MHbekumns B obnacTtu BBege-
HUs1, NOBEPXHOCTHAsA

MHdbekumsa obnactn YpeckoxXHOro Unu Xmpyprudeckoro 4octyna, He BKNoualo-
Wasa CcocyA, Yepe3 KOTOpbIM OCYLeCTBAANCA AocTyn unm rmy6okue mblwubl 1
nposiBuBLLascs B Tedenmne 30 cyT nocne npoueaypsbl

PecTteHo3 B cTeHTe

CylleCTBEHHOE YMeHblUeHMe guamMeTpa npoceeTa B MoboN Touke no anuHe
CTEHTa MO CPABHEHWIO C KOHTPOMbHBIM OMameTpom nocre npoueayps!. [JomkHb
6biTh ONpegeneHsl CTeNeHb CYXXEeHUA U METoq BM3yanuaauum

Nwemuns

PasBuTtrne KMMHWMYECKOWN KapTUHbI OCTPON MMM XPOHUYECKON MLIEMWM B Tede-
Hue 30 cyT nocne npouedypbl. [NpuunHa nwemun gonxkHa GblTe onpegenexHa u
3admkenpoBaHa (T. e. ambonusauusi, Tpom603 unu paccnoenue). NMpumepbl BKMO-
4aloT, HO HE OrPaHM4YMBAIOTCSH, ULWEMMUIO KOHEYHOCTEN, GpbiKENkM, nodek

O6cTpykums npoceeTa

HenpeagycmoTpeHHasi 06CTPyKUMSA NMOTOKA yepes NpoceeT cocyaa uUa-3a nepe-
mba unu ckpyuMBaHWs NpoTesa, HeMPaBUITBHOTO pasMepa, HAPYLUEHUS MOMHOro
OTKPLITUS UMMNMAHTATA UMW APYroN MPUHKHBGI

OTtaaneHHas neTanbHOCTb

CwmepTb, HacTynueas bonee vem vepes 30 cyT nocrne npoueaypsbl, 06ycrnoe-
NeHHasi CTEHTOM

KuctosHaa  numdcaHrmoma/
numdaTtudeckas couctyna

KncTo3Hoe Hakonnenvwe numdbl UK HapyLWEHWe OPEeHUPOBaHMS paHbl, BO3-
HyKaloLlwee B 06nacTn paspesa. JIlobble BMeLaTenbCTBa ¢ Lerbio yryylleHns gpe-
HUPOBaHWS paHbl

HenpaeunbHoe pacnonoxe-
HUe CTeHTa

CyllecTBeHHas YacTb CTEHTa HE HAaXO0AWTCSl B MPSIMOM KOHTAKTE CO CTEHKaMM
cocypa. OTMewvaloT BpemMsi C MOMEHTa BbINOMHEHWS NpoLeayphbl
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CobbiTne

OnpepeneHue

MHdbapkt Muokapaa

Mudapkt mmnokapga, noaTBepXOEHHbIA KIMHUYECKK, aneKTpokapguorpadcdu-
vecku (OKIN) un no copgepxanuio chepmeHTOB B KpoBu B TeueHune 30 cyT nocne npo-
ueaypbl. KnuHnyeckne cumntomMbl U gaHHble 3K Heobxoaumo dmkcmposatb

Haa netanbHOCTb

Heeponoruyeckune pac- Paseutne npexogswmx nnm nOCTOAHHLIX HEBPOMOMMYECKMX PaCCTPONCTB, BO3-

cTponcTea HUkawmx n dukenpyemoix B Tevenmne 30 cyT nocne npouenypbl. Hapywenns gu-
arHoctupytotcs ckanmpoBaHveM KT n MPT Ha doHe knMHuueckux npossneHnn

MpoueaypHasa  rocrmtane- CmepTb OT NMobbIX NpUyMH, HacTynuBLLas B TedeHune 30 cyT nocne npoueaypsl

MocTonepaunoHHOEe KpOBO-
TedeHne

KpoBoTeueHue, cBsizdaHHOe C Mnpoueaypoi, Tpebylollee nepenveaHusa KpPoBm,
BO3HUKLLEE MOCINE TOro, KaK NauueHT MoKUHyn onepaumoHHyo. Heo6xogumo 3a-
¢bukcupoBaTb 06bEM 3aMeLLEHHOIN KPOBM, UCTOUHUK KPOBOTEYEHUs1 n notpe6oBa-
NOCb UIMK HET XMPYPIrudeckoe BMeLLAaTEeNbCTBO A1 OCTAHOBKM KPOBOTEYEHUS

OnepaunoHHOEe KpoBOTEYe-
Hue

Mobasi noteps KpOBM, CBA3aHHAsA C XMPYpPrUYeckum BmelwarenscteomM. Heo6-
X0AWMO onpegeniTb 06beM KPOBOMOTEPU BO BpeMsi npoueaypbl HA OCHOBaHUU
oTtyeTa 06 onepaumn. Heobxoaumo 3adumkcnpoBats HEO6XOAUMOCTL Nepenuea-
HUA U UCTOYHKK (BaHK KPOBM, ayTorormyeckasl Unm ayToTpaHcdy3MoHHas) nepe-
NUBaeMon KpoBU

NeroyHasa am6onusa

KnuHuueckne cBumgetenbcTBa nerovyHon am6onum, nogreepxaeHHsle Bl cka-
HUpoBaHueM nnu aHrmorpadueit, Bosuukwme B TedeHmne 30 cyT nocne npoueaypsl

Peunave noptanbHon runep-
TEH3UK

MoBTOpHOE pPa3BUTUE BLICOKOIO KPOBSHOTO AABMNEHUSI B CUCTEME MOPTANbHbLIX
BeH

OTKkas novek

PocT kpeaTuHvHa 6onee yem Ha 50 % Bblwe AOONEPALNOHHOIO YPOBHA U BEp-
XHel rpaHuubl HOpMbl, He BOCCTAHaBMNMBAICLWMNCH CMOHTAHHO CaMOCTOATENbHO.
Heobxoanmo Takke 3atVKCMpOBaTh HEOOXOAMMOCTb M NPOAOITKUTENBHOCTL AN-
anuaa

OcTaToYHbIl CTEHO3

CyxeHune npoceeTta 6onee 30 % Mo CpaBHEHWIO C HOPMAaNbHLIM AWAMETPOM
cocyfa cpasy nocne 3aBeplUeHusi npoLeaypbl CTeHTUpOBaHuA. OnpedensiioT cTe-
NeHb CyXXeHWs 1 MeTod Buayanusaumm

OTKkas nerkux

HeobxoamMmocTb MCKYCCTBEHHOW BEHTUISILMKM Yepe3 CyTKM Nocne npouenypei
1 Heo6X0AUMOCTbL MOBTOPHOW MHTYBALMKN € UCKYCCTBEHHOW BEHTUNSALUEN Nerkvx B
noboe Bpemsl OT nepebiX cyTok Ao 30 cyT mocne onepaunm (3a UCKIIOYEHUEM
NaLWeHTOB, 3aBUCUMbIX OT UCKYCCTBEHHOW BEHTWISILMU NErKMX, NPU BKITIOYEHUN B
uccnegoBaHue). HeobxoanmMo 3adpmKCHpoBaTh NPOAOIMKUTENBHOCTE UCKYCCTBEH-
HOW BEHTUMSILMM NErknx

PecTteHo3

CyLLeCTBEHHOE CHUXEHWEe AMameTpa MpocBeTa OTHOCUTENBHO KOHTPOMbHOMO
AvameTpa nocne npoueaypsl. Onpeaenensior CTeneHb CYXeHNs1 1 MeTod Buaya-
nusaumm

CNUHHOMO3roBble HEBpPOIo-
rmyeckue paccTponcTea

HeBponorvyeckne paccTpocTBa, CBA3aHHbIE C MWEeMUEeN CMUHHOIO MO3ra,
paseuBlKnecs B TedeHne 30 cyT nocne npoueaypsl

PaspylweHne cTeHTa

Pasnom Ha vactu unm paspywenue noboi YacTn cTeHTa

WHouumnpoBaHne cTeHTa

PasBuTne xpoHu4eckon MHEeKUUN Ha cTeHTe, Npousoweawee B noboe Bpe-
Msl nocne pasmelleHns cteHTa. CrnegyeT 3aUKCUMpPOBaTb 3TUOMOTNIO (CTEPUb-
HOCTb YCTPOWCTBA, S3HAOKaPAUTLI U T. A.)

CmelleHne cTeHTa

[MpogonbHOE CMeLLeHMe BCEeX YacTel CTeHTa, NpUBOAALWEe K KIMHWYECKUM
cuMnToMam

Tpomb0o3 cTeHTa

lemogmHamunyeckn 3Haummoe obpaszoBaHue TPOMOOB B NMPOCBETE CTEHTA, Cry-
ynBLWeecs B nioboe Bpemsa nocne pasmellenust cteHta. Onpenensilot creneHb
CYXeHusl, BpeMsl Ha4ana Tpomboo6pa3oBaHWsl OTHOCUTENBHO BPEMEHU BbIMOM-
HeHVs1 mpouedypbl U MeTod Bu3yanuaaumm
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OkonyaHue mabnuusi C.1

CobbiTne

OnpepeneHue

MoBpexageHue npunexalwmx
CTPYKTYp

MNoepexaeHne npunexalumx CTPYKTyp, CBA3aHHOe ¢ TPaBMOW cocyaa (CM. on-
pegenexHve Huxe)

Tpaewma cocyna

MoBpexaeHue COCyQoOB B pe3ynbTaTe SHOOBACKYNAPHbLIX MpoUeayp, BKMoYas
oTCeYeHVe Unu Nepdopaumio, NOXHbIE U UCTUHHbIE aHeBPM3Mbl, OnpeaeneHHoe
MeCTO UM UCTOYHMK MOBPEXAEHNS, a TaKKe KIIMHWYECKNE OCITOXHEHUS JOIKHbI
6bITb 3acdmkcMpoBaHbl. Heobxoammo Takke 3adukeupoBaTh BCe HEOBXOaUMbIE
XVUPYPruYeckme Unv WHble BMelLaTenbCTBa, Heobxoammble O/s BOCCTaHOBIIEHUS
NoBpeXaeHnA

MpensTcTBMe KPOBOTOKY. MoxeT ObiTb Bbl3BAHO Nepernbom Wnu CKpyunea-

nypHas

Okkniosmsa  cocyaa, npo-
LeaypHas HUEeM cTeHTa, c60eM MOMHOro pacKpbITUSl CTEHTA, paccrnoeHueM Unu nbsiMu
ApyriMu npudmHamu. OnpegensitoT MeTod Buayanvsaumm
Okkniosna cocyga, oTaa- Okkno3ns NOTOKa, cry4mBLasics Yepes 6onee yem 30 cyT nocne npoueaypbl.
NeHHas MoxeT 6bITb Bbl3BaHa NepernboM Unm CKpyuMBaHWMEM CTEHTa, rMnepnnasnei uH-
TUMbI, paccrnoeHMem uUnu nbsiMK ApyruMKu NpudmHamu. OnpegensioT Bpems
OKKIIO3MM U MeTOA BM3yanuaaumm
Okknoanst  cocypa, npoue- Okkno3ns NoToka B Npegenax LeneBoro unu gpyroro cocyaa, anst KoToporo

npeaBapuTenbHO 3adUKCUpOBaHa MPOXOAMMOCTb, Cry4YMBLUAsICI B TeyeHwe
30 cyT nocne npouedypbl. MoxeT GbITb Bhi3BaHa nepermbom unm CkpyYmBaHUem
CTeHTa, paccrnoeHnem unv nbeimy apyrumm npuumHamu. Onpegensiot Bpems
OKKIIO3VN U MeToA Bu3yanusauuu
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Mpunoxeune D
(cnpaBouHoe)

MeToAbl UCNbITAHUIA

D.1 O6wune nonoxeHms

Mudopmaums, BKIIOYEHHAsI B IaHHOE NPUIOXeHWe, NpeHa3HaveHa Ansa PykoBOACTBA MO AOKNUHUYECKUM UCTIbI-
TaHWAM in vitro, BbINONHAIEMbIM Ansi BepuUKaUNN KOHCTPYKUMW CTEHT-CUCTEMBI, U ocopmneHuto oTHeTa. ObenpuaHa-
HO, UTO HEe BCE UCNbITAHUSA, NPUBEAEHHbIE B AaHHOM MPUNOXEHUN, NMPUMEHUMbBI KO BCEM KOHCTPYKUUAM CTEHT-CUCTEM.
Kpome Toro, ucnblTaHusi, NpeHa3Ha4YeHHbIe 4ns NPOBEPKU TOro, YTO YCTPOICTBO COOTBETCTBYET TpeboBaHMAM HacTos-
Wwero ctaHgapTa npy Npou3BoACTBE, MONyT GbITb NPOBEAEHbl HE B COOTBETCTBUM C AeTansmMm, NPUBEAEHHBIMU B JAHHOM
NPUNOXEHUN.

Ona obecneveHunst cornacoBaHHOCTU NPW UCNbITAHUW YCTPOWCTBA PEKOMEHZYeTCA UCNONb3oBaThb METOAbl, PEKo-
MeHAyeMble B AaHHOM NpunoxeHun. Ecnnm ncnonb3ytotca ansTepHaTMBHbIE METOAbI, UX cnegyeT o6ocHOBaTD.

B HekoTOpbIX criydasix oavH unu 6onee MeTOAOB UCNLITAHWIA, NMPUBEAEHHbLIE B TEKCTE HACTOALWEro cTtaHaapTa,
o6beauHeHbl B ogauH MeToa. NMpu pa3paboTke AaHHbIX METOAOB UCTbITAHUA ObINO BbISIBNEHO, YTO uX cnegyeT o6beau-
HUTb ONA OTpaXkeHusi cnocoba, KOTopbIM OGbLIMHO NPOBOAATCA AAHHbIE UCTbITaHUs. Takke ObINO BbISIBIEHO, YTO AOMON-
HUTEeNbHblIE METOAbI MOTYT BbiTb 06bEANHEHDI, €CNK NPOBOAATCH UCMbITAHUA crneundUUHbIX YCTPOMCTB. [ina ncnsItTaHun,
NPOBOOUMBIX OAHOBPEMEHHO, OTYET [AOIDKEeH BKNOYATb OTAENbHbIE pe3yrnbrarhl UCMbITAHWS OISl KaXKO0ro UCNbITaHUS,
NPUBEOEHHOTO B TEKCTE HACTOSILEro ctaHgapTa.

HekoTopble 13 TpeboBaHWii B TEKCTE HACTOSILWLEro cTaHAapTa He CBsi3aHbl C METOAAMW UCMLITAHUA B JAAaHHOM
NPUNOXEHUU: NN He CTaHAApTU3MPOBaHa MeToauka, NMOO OHWM paccMmaTpuBaloTCsl APYIMMKM CTaHAapTaMmu (Hanpumep,
coemecTUMOCTb ¢ MPT, chapMakokMHeTUka gnsa CTEHTOR, BblAENsItoWmMX NeKkapcTea).

MNcnone3oeanue rnarona «AO0IMKeH» yKa3blBaeT Ha TO, 4TO TpGGOBaHMﬂ AOJDKHbI CTPOro BbIMONHATLCH NPU OLEHKe
COOTBETCTBUA PEKOMEHAYEMOMY METOAY MCNbITaHUS.

D.2 O160p obpa3uoB

HornxeH 6bITb NpvMeHeH NnaH oTbopa o6pasuoB, rapaHTUPYIOWWIA, YTO AN KaXA0ro U3MepsAeMoro napameTpa
OygeT nonydveHa koppekTHasi Belbopka gaHHbIX. KOHCTPYKTUBHbBIE XapakTepUCTUKM McnbiTaTenbHoro obpasua AOMKHbI
6bITe NPOBEPEHbI HA TO, YTO OHU SIBIMAIOTCA XapakTePHLIMU NSl YCTPOUCTB € Yy4EeTOM BCEX pa3MepoB, koHGUIypaumm u
KOMMOHEHTOB.

Beibopka gomnxHa npeacTaBnATh BECb AMANa30H KOHCTPYKUUIA YCTPOMCTB U He obsizaTenbHo TpebyeT ucnbiTaHus
Kaxxgoro pasvepa. Paamepbl cTeHTa, BbIGPaHHOrO A UCMbITAHUA, AOMKHbI NPEACTaBNATbL XyAWWIA cnydyai (cnydam)
KOMOVMHauun guameTpa U AnvHbl Ans Kaxkgoro mcnoitanms. JomkHo ObiTb npuBegeHo o6ocHoBaHWe oT6opa 06pa3LoB.
MoxeT noTpeboBaTbcs NpoBedeHVe aHanuaa Anst naeHTuukaumm pasmepa(oe) yCTpoMCTB ¢ HaubonbLiein BeposATHOC-
TbIO OTKasa.

Beibopka gonxkHa obecrnevmBaTh KOPPEKTHOE MPeAcTaBrneHne oxumaaemon sapmabenbHOCTU MpU M3roTOBNEHUM
YCTPOWCTB.

Ans veneiTaHuii ¢ onpeaeneHHbIMK napameTpamMy JOCTOBEPHOCTM M HAAEXKHOCTU 00beM BbIOOPKM [OIMKEH UMETb
cTatuctudeckoe obocHoBaHue. [Ins Bcex McnbiTaHUM Yncno o6pasuoB 4OMKHO 6biTb 060CHOBAHO.

HononHuTenbHble pekomeHgauum no oT6opy 06pa3LoB BKIOYEHbI B KaXAbIA METOA, UCTIbITaHWUA, eCNU 3TO HEo6-
XOAUMO.

D.3 Bo3aencTBMe onpegeneHHbIX yCNOBUIA HA UCNbITyeMble 06pa3ubl

Bce o6pasubl 4ormkHbl 66T NOABEPTHYTEI CTEPUNM3ALNM, BKIIOYAnA MHOTOKPaTHYIO CTEPUNM3aLMIo, ecnv npumMe-
HMMO, €Cnu He NpuBeaeHo 06OCHOBAHUE UCTMONb30BAHUA HECTEPUITM3OBAHHLIX NPOOYKTOB.

O6pasubl criegyeT NnoaBeprHyTh YCMNOBUSIM, KOTOPbIE BCTPEYAKOTCA MPW HOPMAarnbHOM UCMOMb3OBaHUM U MOTYT
NOBNUATbL Ha pesynbratbl UchbiTaHus. BosgenicTBue yCnoBWMn MOXET BKIOYaTb 3arpy3ky CTeHTa Ha WNW B kateTep Ans
JOCTaBKW, NpeaBapuTenbHoe BO3AENCTBUE YCIOBUWA HA CTEHT-CUCTEMY B COOTBETCTBUM C PEKOMEHAALMSIMU B UHCTPYK-
umMm no npumeHenuto (UMM), ogHOKpaTHOE MM MHOTOKPATHOE MPOXOXAEHWE NO aHATOMWYECKOW MOAEnu U packpbiTue
CTeHTa.

Ecnu HeoBxoaumo, criegyeT MCMONb30BaTh UCKYCCTBEHHYIO hManonoryeckyio cpedy (Hanpumep, sogsHas 6ams ¢
TeMnepaTypHbIM KOHTpOnem).

D.4 CocTtaBneHue oT4eTa

B pamkax OaHHOro npunoxewust COCTABINEHUE OT4eTa onpeaerneHo TpeGoBaHUAMM HALMOHANBbHbLIX KOHTPOIMU-
PYIOLLMX OPraHoB.
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OT4eT no ncnblTaHWaM AN AOKITMHWYECKMX UCTbITAHWUIA in vitro gomKkeH BKMoYaTth B cebsl pe3toMe BbIMONTHEHHbIX
ucnbiTaHWA. Pe3iome [JOMKHO copepXaTb ONMUCaHWE WCMbITaHUn ¢ OBOCHOBaHMEM npOonycka kakoro-nmbo ua
UCMbITAHWKA, onpedeneHHoro B npunoxeHun B, wnu Bbibopa anbrepHaTWBHBIX MCMbITaHWA. WHopmaums, coagep-
KalaAacAa B KaXAOM OTYeTe MO MCMbITaHWsM, JAOMmKHA 6a3MpoBaTbCsl HA 3apaHee COornacoBaHHON hopMe NpoTokona
UCMbITaHUA.

HomkHa GbITb cocTaBneHa CBOAKa PesynbTaToB C KPUTEPUSIMU NMPUEMKU U TTOOLIMKU BEPOSITHBIMU KITMHUYECKUMM
3HAYEHUsIMM Pe3ynbTaToB; OHAa MOXeET OblTb NpeacTaBneHa B Buae Tabnuubl. [py onpegeneHun kputepues NpUeMKM
cregyeT yunTbiBaTb aHaToOMUYeckne, umanonorndeckne n mopdonornyeckme ycnoBusi NpeanonaraeMoro Uernonbs3oea-
Hus. JomKkHbl GbITh NpuMBeAeHbl 0GOCHOBaHME W KITMHWYECKAs MPUMEHUMOCTL KPUTEPUER NMPUEeMKM Arsl KaXAoro npoeo-
AVMOro ucnbiTanms. JomkHo ObiTb NPUBEAEHO coAaepKaHue, CTpaHuLbl AOMKHbI ObITh NMOcregoBaTelbHO NMPOHYMEpPO-
BaHbl.

OTAenbHbIV OTYET MO UCMBITAHUIO JODKEH BKITOYaTh Creayowyo MHhopMauuio:

a) uenb: onpeaeneHne Lenu UCNbITaHns B COOTBETCTBMM C HACTOSILLMM CTaH4apTOM;

b) matepunankl; nepeveHb BCEX MatepuanosB (HanpuMep, CTeHAOBLIE 06pa3sLbl C HOMEPOM noTa/CepuUiHbEIM HOMe-
poM MW ApYrMMU COOTBETCTBYIOLLMMU CPeacTBaMun NpocnexnBaemocTu, o6opyaoBaHve), NpUMeHsiemMble Npu npoBege-
HWUW UCTILITAHWIA C UCMOMNb30BaHUEM PUCYHKOB M CXEM, €Cnn Heo6Xxoaumo;

¢) oT60p 06pasLoB: onpeaeneHne nnaHa ot6opa 06pasLoB, BKNoYas 060CHOBaHWE BbiGopa v UNCIO UCTILITYEMBIX
06pa3uoB.; BbIGOp cTeHAoBLIX 06pa3LoB cregyeT ob6ocHOBaTL (HanpyuMmep, No pasMmepam, COCTOSIHUIO);

d) kpuTEpUM NPUEMKU: OMnpederieHne KpUTEPUEB NPUEMKN Pe3ynbTaToB UCMbITAHUS;

€) MeToA UCMbITaHus: NoAPOBHOe ONMMCaHUe METOAA WCMbITAHWS, UCMONb3yemMoro Npu NPOBEAEHUM UCTIbITAHUS,
BKINIOYasA Nobble NpeaBapuTenbHO onpeAeneHHble Npoueaypbl MHCNEKUMM M 0GOCHOBaHWE KPUTUYECKMX NapaMeTpoB
MCMbITaHUS;

f) oTknoHeHMa OT npoTokona: onucaHue MGLIX OTKIMOHEHUIA N UX BEPOATHAA 3HAYMMOCTb NPU MHTEpNpeTauum
pesyneraTos;

g) NpeAcTaBrneHne pe3ynbLTaToB: ONUcaHne pesynbTaToB UCMbITaHusl, BbIPaXXEHHbIX B eauHMLAX, NoryYaembix npu
OaHHOM MeToAe UCMbITaHus;

h) 3aknioueHue: 3aknioveHne, OCHOBAHHOE Ha CPaBHEHUM PE3YMNLTaToB C KPUTEPUAMU NPUEMKM, YUNTLIBas Ntobyio
BEPOSATHYIO KITMHUYECKYIO 3HAa4YMMOCTb 3TUX PEe3yNbTaToB.

D.5 MeToabl ucnbitaHnn

MpumeyaHune— B koHTekcTe D.5 rnaron «gonkeH» nokasbiBaeT, YTo TpeboBaHWs AOMKHbI BbITb CTPOIO
BbINOMHEHbI A/151 COOTBETCTBUA PEKOMEHAYEMOMY METOdy MCMbITaHUs.

D.5.1 CteHT-cCCTEMa

D.5.1.1 lMpoBepka pasmepoB M COBMECTMMOCTM KOMIMOHEHTOB NO pa3Mmepam

D.5.1.1.1 Uenb

Llenbto gaHHOro MCMbITaHWA ABMAETCA ONpefeneHne pasmepoB CTEHT-CUCTEMbI, BKIIOYAsl, HO He OrPaHUYMBasCh,
BHELHWIA AnameTp, AuameTp NpocBeTa NPOBOOHUKA U ero Heobxogumylo anvHy, ans Bepudmkaumm cneuudmkaumum
KOHCTPYKLMW U AN OLEHKW COBMECTMMOCTU MO pasmepam Mexay CTEHT-CUCTEMON U PEKOMEHZYEMbLIMU BCIOMOraTterib-
HbIMK ycTponcTBamu, nepeduncnenHsivmm B UMM, Mpu oueHke gu3anHa KOHCTPYKUMU crieflyeT YuuMTbiBaTh MONOXEHWSs]
8.5.1,8.5.2,8.5.3, 8.5.5.

D.5.1.1.2 MaTepvansl

D.5.1.1.2.1 CreHT-CcHCTEMA.

D.5.1.1.2.2 BcnomoratenbHble YCTpoicTBa, HeobxoauMble A4ns BbINONMHEHWUS packpbiTUsi B COOTBETCTBUM ¢ UMM.

D.5.1.1.2.3 OGopygoeaHve Ans MaMepeHusi AuameTpoB (HanpuMep, MUKPOMETP, ONTUYECKUI NMPOEKTOP Npodu-
nsl, NasepHeli MUKPOMETP, COOTBETCTBYIOWME Kanubpbl npoduns), cnocobHOe BLINOMHATE U3MEPEHUS C TOYHOCTBLIO A0
10 % onpepeneHHoro gonycka unu go 1 % namepeHHoro 3HadveHus. Ecnu onpepeneH gonyck, cnegyet UCMonb30BaTh
MEHbLLEE W3 MOMy4YeHHbIX B NMPOLEHTax 3Ha4YeHWN.

D.5.1.1.2.4 O6opygoBaHve gns UamepeHust 4nunHbl, cnocobHoe BLINOMHATL M3MepeHUst ¢ ToUHOCThI0 10 % onpe-
AeneHHoro gonycka unn 1 % wnamepeHHoro 3HadeHus. Ecrm onpegeneH gonyck, crieqyer UCMONb30BaTb MEHbLUEE U3
NosyYeHHbIX B NPOLEHTax 3HaYeHWH.

D.5.1.1.2.5 MpoBonoYHbIN cepaeYHUK/KOHLEBOW kanubp, (Ans BHYTPEeHHero NpocBeTa CUCTEMbl JOCTaBKM), Cro-
COBHbLIN BBIMONHATL M3MepPeHns ¢ TouHocThio Ao 10 % onpeaeneHHoro gonycka unv Ao 1 % U3MepeHHOro 3HaueHusl.
Ecnu onpeaeneH gonyck, To cnegyeT UCMOMNb30BaTh MEHbLUEE U3 NONYYEHHbIX B MPOLEHTAX 3HAYEHUHA.

D.5.1.1.3 Ot60p obpasuoB

OT160p 06pasLoB criegyeT NPOBOANTL B COOTBETCTBUM C nonoxeHuamu D.2.

D.5.1.1.4 MoaroToBka 06pasLOB K UCMLITAHUAM

MopgrotoBka 06pa3uUoOB K UCMbITAHUSIM AOMKHA COOTBETCTBOBATL NonoxeHusam D.3.

D.5.1.1.5 MeTog ucnbiTaHuni

CnegyeT pa3paboTaTe MeTOA UCMbITAHUS HA OCHOBE Criedytowmx npoueayp:
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a) BCTABMAOT COOTBETCTBYIOLMI NMPOBOMOYHLINA HanpaBuTeNb WM COOTBETCTBYIOWMIA MO pasMepy CepaeyHuK B
NPOCBET CTEHT-CUCTEMbI Al NPOBEPKM AnameTpa NpocBeTa M COBMECTUMOCTU MPOBOMOYHOIO HanpaBuTens;

b) namepsioT MakcumanbHbIV BHELWWHUIA gMaMeTp CTEHT-CUCTEMbI, UCMONb3ysl COOTBETCTBYIOLLNE N3MEPUTENBbHbIE
MHCTPYMEHTbI, MMM MNPOBEPSIIOT COOTBETCTBME BHELLUHEro gvameTpa kanubpy npoduns COOTBETCTBYIOLWErO pasMepa;
HeoBX0aMMO M3MEPUTL TONBKO Ty 06GNacTb CTEHT-CUCTEMBI, KOTOPas OOIKHA NPOXOAUTL HYepes onpegerneHHyo 060moy-
Ky UIHTPOABIOCepa, 1 criedyeT yUnTbIBaTh BO3MOXHYIO aCCUMETPWIO;

C) U3MepSIIoT ANIMHY CTEHT-CUCTEMbI; HEOOXOAUMO U3MepPUTb TOMNMbKO Ty 00nacTe CTEHT-CUCTEMBI, KOTOPAst 4OIKHA
npoxoauTh Yepes onpeaeneHHylo 060NoYKy MHTpoOboCepa;

d) uamepsioT Bce gpyrne Heobxoammble pasMeps;

€) NpoBepsitoT COBMECTUMOCTb C PEKOMEHOYEMbIMM BCMIOMOraTeslbHbIMU KOMIMOHEHTaMN BCEX TUMOB.

D.5.1.1.6 MNpeacTtaBneHue pe3ynsraToB

AnvHa gomxHa ObiTb BbipaxeHa B caHTUMeTpax. [pyrve pazmepbl AOMKHbI OblTh BbipaXeHbl B MUNNMMETpaX.
JomxkHbl GbITb 3athukCMpoBaHbl pesynbTaTthl, KacallMecs COBMECTMMOCTM pPeKOMEHOYEeMbIX BCROMOrarerbHbIX
YCTPOWCTB, W pe3yrnbraThl NPOBEPKM AnamMeTpa NPOCBETa U BHELLHEro AnamMertpa, ecnu npuMeHumMo.

D.5.1.1.7 O14eT 0 NpoBeAeHNN UCTbITAHWIA

OT4eT No UCMbITaHUIO AOMKEH COOTBETCTBOBATh NonoxeHusim D.4 n BkniouaTb MaKCMMYM, MUHUMYM, CpeaHee un
CTaHOapTHOE OTKIOHEHWS1 BCEX U3MEPEHHbIX pa3mMepoB, peaynbTaThl NloOLIX NPOBEPOK pa3MEPOB M pe3yrnbraTbl Habrnio-
OEeHUsi COBMECTMMOCTU BCMOMOraTerbHbIX YCTPOWCTB.

MpunmeyaHwue— [dna gononHutenesHoro pykosoactea cm. ASTM F2081-01 [23].

D.5.1.2 NcnbiTanue npodunsi/anametpa

D.5.1.2.1 Uenb

Llenblo pgaHHOro wucnbiTaHWsl SBNSAETCA OnpeaeneHne mMakcumanbHOro AuameTpa Cpeau BCEX YacTell CTeHT-
CNCTEMBIl ANA OLEHKM COBMECTMMOCTM MO pasMepam Mexay CTEHT-CUCTEMOW M cocyaamu, Bkriovasi obpabartbiBaemyto
obnacTb noepexaerusi. Mpy oLEHKe KOHCTPYKUMM YYMTHIBAIOT nonoxenns 8.5.1.

D.5.1.2.2 Matepuanbl

D.5.1.2.2.1 CteHT-CcMCcTEMA.

D.5.1.2.2.2 O6opygoBaHve ans n3mMepeHus anameTpoe (Hanpumep, MUKPOMETP, ONTUYECKUIA NMPOEKTOP Npodu-
nfa, NasepHbIi MUKPOMETP), CNnocobHoe BbINONHATE M3MepeHus ¢ TouHocTbio 10 % onpeaeneHHoro gonycka unu 1 %
n3aMepeHHoro 3HadeHus. Ecnn onpegeneH gonyck, cnegyeTt UCNONb30BaTb MEHLLLEE U3 MOMYYEHHbIX 3HAYEHWH B Mpo-
LieHTax.

D.5.1.2.2.3 PekomeHayeMbli TUN NPOBOAHWKA UMW €0 3KBUBAIEHT, €CNin NMPUMEHNUMO.

D.5.1.2.3 O160p 06pa3suos

OT160p 06pa3LoB AoMmKeH NPOBOAUTLCA B COOTBETCTBUM € nonoxeHnammn D.2.

D.5.1.2.4 Mopgrotoeka 06pasuUoB K UCTbLITAHUSIM

MopgrotoBka 06pa3LOB K UCMbITAHWSIM AOMMKHA COOTBETCTBOBATL nonoxeHuam D.3.

D.5.1.2.5 MeTtog vcnblTaHui

JomxeH 6biTb paspabotaH MeTod UCMBITAHUIA HA OCHOBE CNeayWnX AeNCTBIIA:

a) ecnv NPUMMEHUMO, BCTABMSAOT COOTBETCTRYIOWMIA MPOBOSIOYHLIA HANPABUTENb B CTEHT-CUCTEMY TaK, 4TOGbI OH
BbIXOAWIT 32 OKOHYaHWe CTEHT-CUCTEMbI;

b) namepsioT MakcMManbHbIN BHEWHUI OUaMeTp CTeHT-cucTembl. CnegyeT o6paTtuTb BHUMaHUE Ha BO3MOXHOCTb
acMmMeTpuK; Heobxoammo namepuTb 06racTb, koTopasi JOIKHA NPOXoaUTE MO cocyay uunu Yepes o6nacTb noBpexae-
HWsA, M 0BnacTb, codepXKallyto CTEHT.

D.5.1.2.6 MNpepacTtaeneHne pe3ynsraToB

MamepeHHble gnameTpbl AOMKHbI ObITh BbIPaXKEHbI B MUMIMMETpax.

D.5.1.2.7 OT4eT 0 NpoBeAeHUN UCTbITAHUA

OT4eT Mo UCMbITaHUIO JOIMKEH COOTBETCTBOBATL NnonoxeHusim D.4 u BkNoYaTe MakCUMyM, MUHUMYM, cpeaHee U
CTaHAapTHOE OTKIOHEHUs1 N3MEPEHHOIO BHELLHEro AnamMeTpa CTEHT-CUCTEMbIl M AnameTpa obnacTu, cogepKallen CTeHT
Ka)XKOOro UCMbITyeMoro pasmepa.

MpwumeyaHwne— [nsa gononHutensHoro pykosogcTtea cm. ASTM F2081-01 [23].

D.5.1.3 MogenupoBaHne ncnonb3oBaHusl

D.5.1.3.1 Uenb

Llenblo gaHHOro wucnelTaHusa sIBNseTCsl oueHka pabounx XapakTepUCTUK CTEHT-CUCTEMbl C UCMONb3OBaHWEM
mopgenu(en), KoTopas MogenupyeT YCroBusl NpeanonaraeMoro UCnonb3oBaHus. VcnbiTaHue kacaeTcs TpeboBaHUM K
Ka4yeCTBEHHOW OLeHKe MOAEenMpoBaHUs UCMONb30BaHus, nepernba/nepekpyymBanns, BO3MOXHOCTU MPOTankuBaHus,
BO3MOXHOCTN KPY4YEeHWUS1 U BO3MOXHOCTM CrefoBaHWs CTEHT-CMCTeMbl. Takke AomkHa OblTb OLeHeHa COBMECTMMOCTb
packKpbITOro CTeéHTa €O CTeHkamu cocyaa. pn OueHKe KOHCTPYKUMKM yYuThIBAOT nonoxeHust 8.5.1, 8.5.2, 8.5.3, 8.6.1,
8.6.2,8.6.41n8.6.5.

D.5.1.3.2 Matepuansl

D.5.1.3.2.1 CteHT-cucTEMA.

D.5.1.3.2.2 BcnomorarenbHble YCTPOWUCTBa, HeoOXoaMMble Anst BbINMOMHEHWs packpbiTua B cooTBeTcTBumM ¢ UMM,
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D.5.1.3.2.3 AnHaTomuyeckasi Mogenb, KOToOpas BKMOYaeT MyTU JOCTaBKM U MECTO packpbitws. Mpu paspaboTke
moaenu HeobxoauMo yuMTbiBaTb UCKPUBMEHHOCTb U U3BUTOCTbL NpeanonaraeMon o6nactu pasmelLeHUsa CTeHTa u nyTen
Aoctaekn. Heobxoaumo yumtbiBaTb UCMONb3oBaHue AedOpMUPYEMON Moaenm.

D.5.1.3.2.4 KoHTyp ¢ BO3MOXHOCTbIO MoAayum BoAbl, CrocobHbIl nogaBaTte BOAY UNU COOTBETCTBYIOLLYIO XUAKOCTb
npu cdusnonornyeckon Temneparype (37 + 2) °C ¢ nynbCUpyIOWUM JaBNEeHWEM, C aHTerpagHbLIM UM peTporpagHbiM
NOTOKOM, €Cnu NPUMEHUMO.

D.5.1.3.3 Ot60p 0ob6pa3uoB

Ot60p o6pasuoB criegyeT NPpOBOANTL B COOTBETCTBUM C nonoxennsamu D.2.

D.5.1.3.4 MNMoarotoBka 06pa3LoB K UCNbITAHUSM

MoaroTtoeka 06pa3UOB K UCMBITAHUSIM AOMXKHA COOTBETCTBOBATb nonoxeHuam D.3.

D.5.1.3.5 MeToa ucnbiTaHum

CnegyeTt pa3pabotaTb MeTO[ UCTbITAHWI HA OCHOBE CNeAyoWmX AeUCTBUIA:

a) NoACOeAUHSIIOT aHATOMUYECKYIO MOAENb K KOHTYPY C BOAOW U NO3BONAIOT UCMbITAaTESIbHOW cCUCTEME CTabunNnan-
poBaTtbCa (Hanpumep, No Temnepartype, AaBNeHuIo);

b) BCTaBNsIOT COOTBETCTBYIOWME BCNOMOraTeNlbHble YCTPOUCTBA (Hanpumep, NPOBOSIOYHbLIA HanpaBuTenb, Teno
MHTPOAbIOCEpPa) B KOHTYP;

¢) nenonbayior UMMM, BBOAAT, AOCTABNAIOT W PACKPLIBAKOT CTEHT B MOAENN M yAAMNSIOT CUCTEMY OCTaBKMK;

d) oLeHMBaIOT NerkocTb MPOABUXEHUSI CUCTEMbI AOCTABKU B MOAENWU (BO3MOXHOCTb MPOTANKMBAHMUS), BO3MOX-
HOCTb Mepegayn NoBOpoOTa C NPOKCUMANbHOIO Ha AUCTanNbHLIN KOHEL kaTteTepa (BO3MOXHOCTb NMOBOPOTA), €CNn Npume-
HMMO, U BO3MOXHOCTb CUCTEMbl JOCTaBKM CreAoBaTh Mo NPOBOAHWKY BO Bpemsi BBEAeHus1 B obnactym uarmboe mogenm
(BO3MOXHOCTb CriegoBaHus);

e) 0TMeuvaloT MNobble OTKIIOHEHUsI OT HOPMbI, TakMe Kak NepekpyYnBaHne unn nepernb cucTembl, HEBO3MOXHOCTb
MONHOIO M TOYHOTO PacKpbITUSA CTEHTA, CMEWEeHNe CTEeHTa BO BpEMS yAaneHus CUCTeMbl JOCTABKM U Miobble apyrve
COOTBETCTBYOLWME HabnogeHvs;

f) ocmaTprBaloT packpbITbI CTEHT B aHATOMUYECKON MOAENU; OTMEYaloT COOTBETCTBUE CTEHKAM COCcyAa Moaenu,
TOYHOCTb pasmelleHnsl, nepekpyumBaHune, nepernb, HenpeaycMOTPeHHbIN N3rmb, upeamepHoe HenpeaycMoTpeHHoe
HEeOoAHOPOJHOE pacluMpeHne CTeHTa, OTAeNeHWe KOMMNOHEHTOB, Niobble NOBpexaAeHUst U nobble ApyMe KpuTudeckue
HabnaeHus;

g) ocMaTpuvBaloT cUCTEMY AOCTaBKMW, OTME4aIOT NMtobGble NoBpexaeHus u nioboie agpyrme KpUTUHECKMe HabnaeHus;

h) ons oueHkM OOCTaBKM M PACKPLITUSA COCTABHBIX CTEHTOB NOBTOPAIOT 3Tanbl C) — g) C AOMONMHUTENBHBIMW CTEHT-
cucTtemamu.

D.5.1.3.6 MpeacTaBnexHne pesynsratoB

Ons kaxxgoro ucnbliTaHnsa JOMKHbI BbiTh 3ahMKCepoBaHbl BCE KpUTUYeckue HabniogeHua u napameTpbl BO3MOX-
HOCTU JOCTYNa, PaCKPbITUA U yOaneHUsl CTEHT-CUCTEMBI.

D.5.1.3.7 O14eT 0 npoBeageHUN UCTILITAHUIA

OT4eT MO MCMBITaHWIO AOIDKEH COOTBETCTBOBATH NMornoxeHusim D.4 n BkntovaTtb B ceba BCe Kputudeckne Habrioae-
HUA U napameTpbl BO3MOXHOCTU AOCTYNa, PackpbiTUS U yaaneHust CTeHT-cuctembl. [lomkHbl GbiTb 3addMKCUPOBAaHbI
KpuTMyeckue HabniogeHna, Kacarowmecs COCTaBHbIX UM HaXOOAWMX APYT Ha Apyra CTEHTOB Npu HeobxogaumocTu. [lomk-
Ha ObITb onpeaeneHa ucnbiTatenbHast XUAKOCTb. [OmKkHbI BbiTb OTAENBHO 3adhUKCUPOBaHbI pe3ynbTaTel A4ns nepermba/
NepeKkpyYMBaHna, BO3MOXHOCTM NPOTaNKMBaHWsl, BO3MOXHOCTM KPYYeHUs (€CNU NPUMEHUMO) U BO3SMOXHOCTU crepo-
BaHUA CTEHT-CUCTEMBI, A TaKKe COOTBETCTBUE CTEHTA CTeHKam cocyda. OT4HeT AOMKEH cogepxaTb ONUCaHNE UCTIONb3Y-
€MON aHaTOMMYECKOW Mogenw, BKIoYasi reOMeTpUIo U maTepuarnsl KOHCTPYKUMN.

D.5.1.4 Busyanusauus

D.5.1.4.1 Uenb

Llenbio AaHHOro wucnbiTaHusi SIBASIETCS1 OLIEHKa BO3MOXHOCTU BU3yanu3auumn CTEHT-CUCTEMbl W/WNW CTeHTa C
UCNONbL30BaHMEM METOAOB Mony4veHust usobpaxenus, onpegenerHolx B8 UMM. MNpn oueHke KOHCTPYKUWUW YUUTLIBAIOT
nonoxenun 8.5.1, 8.5.2, 8.5.3 n 8.6.1.

D.5.1.4.2 Matepuansi

D.5.1.4.2.1 CreHT-cucTema.

D.5.1.4.2.2 ®aHTOM Kak Mofernb TKaHel Unv 3KBUBAIEHT, C COOTBETCTBYIOWMMMN BCNIOMOraTenbHbIMU YCTPOMCTBA-
MKW, TAKUMW KaK paiMoM30TONHbLIE MapKepbl U NUHENKa.

D.5.1.4.2.3 Cucrema Busyanu3aumm, cnocobHas pabotate Ha YPOBHAX 3HEPTUN, COOTBETCTBYIOWMX KITMHUYECKOMY
WUCNOMb30BaHWUIO.

MpwumedyaHune— Busyanusaumsi CywecTBEHHO 3aBMCUT OT Pa3nNUUHOrO 06OpyAOBaHUA U NapameTpoB
HacTpoviku. [Npu BeiGope 060pyaoBaHUsl, UCNONb3yeMOro Ans 4aHHOM OUEHKWN, CneayeT yunThiBaTb 3Ty BapmabenbHOCTb.

D.5.1.4.2.4 BcnomorarenbHble YCTPOWCTBA, HeobXxoaMble AN BbINOMHEHWS packpbiTus B cooTBeTcTBumn ¢ UIMM.
D.5.1.4.3 O160p 0bGpa3uoB

O160p 06pasuoB criefgyeT NPOBOAUTL B COOTBETCTBUM C Nonoxennsamm D.2.

D.5.1.4.4 MNMoarotoBka 06pa3uoB K UCNbITAHUSM

MoarotoBka 06pa3yOB K UCMbITAHUAAM [OIDKHA COOTBETCTBOBATL nornoxewusam D.3.
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D.5.1.4.5 MeToa ncnbiTaHUn

Cnepnyet pa3spaborarb MeTo UCMLITAHWA HA OCHOBE CIeAyHOLLEro anroputma gencTenn:

a) pacnonaralT CTEHT-CUCTEMY M MOZENbHbIN PaHTOM TKaHu Tak, 4ToObl MOAENMPOBaTh KIMHUYECKME YCIOBUS;

b) ncnonb3ytoT cucteMy BM3yanusaumu 4ns BU3yanusauum CTEHT-CUCTEMBI U NIOGbIX Paanon3oTONHbIX MapKepoB.;

C) KAYeCTBEHHO OLEHUBAIOT YPOBEHb BUOMMOCTN U300pakeHus; HanpyuMep, CTeneHb BUAMMOCTU MOXHO OLEHUTb
Nno pacroNioXEHUD YEeTKUX KOHLOB, OPUEHTAUMW KPUTUYECKUX TOYEK W/MMK YacTel CTeHT-CUCTEMbI; arnbTepHaTMBHO,
cTeneHb BUAUMOCTU MOXHO CPaBHWTb C OMNpedenieHHbIM KOHTPONbHbIM YCTPONCTBOM;

d) NoBTOPAIKOT 3Tanel @) — C) Ansl CTeHTa BO BpeMsi PacKpbITUSi U NOCNe YAaneHWsa CUCTeMbl JOCTaBKM.

D.5.1.4.6 lNpegcTaBnenne pesynsraTos

OT10 KavecTBeHHas oueHka. Cneayet 3adumkcupoBaTh CTeNeHb BUAUMMOCTU BCEX MPUMEHUMbIX KOMIMOHEHTOB Ha
pasnUYHbIX 3Tanax McrbiTaHust U Nniobble CpaBHEHWs!, NPOBEAEHHbIE NMPU ONpeaenieHHOM KOHTpore.

D.5.1.4.7 OT4eT 0 NpoBeAEHNN UCTbITAHWI

OTyeT MO WMCMBITAHWIO JOIKEH COOTBETCTBOBaThH Monoxenusim D.4 u BkiouaTte B cebs OLeHKY BUAUMOCTU U
BM3yanbHble pesyneraTtel (Hanpumep, xapakTepHble dnooporpaduyeckne n3obpaxenus). OTYET MO MUCNbITAHWAM
JOIKEH Takke BKMOYaTh Mapky M mogenb obopyaoBaHus Ans Bu3yanusauuu, napameTpbl HacTpoek u nogpobHoe
onvcaHue MoAernbHOro HaHToMa TKaHW.

D.5.1.5 Yennne packpbiTusi

D.5.1.5.1 Uenb

Llenbio AaHHOIO MCMbITaHWs SIBMSieTCA onpeaereHne curbl, HeoOXoaMMOW ANS PacKpbITUA CaMOPaCLLUMPSOLLNXCS
CcTeHTOB. [JonxXHbl ObiTb OLEHEHBI BCE NPUMEHUMbIE 3Tanbl Npouecca packpbiTust. [py OUeHKe KOHCTPYKUMW YHUTBIBAIOT
nonoxenusa 8.5.2.

D.5.1.5.2 MaTtepunansi

D.5.1.5.2.1 CreHT-cucTema.

D.5.1.5.2.2 BcnomoratenbHble YyCTPOWCTBa, He0OXoAnMbIe Anst BbINOMHEHWUNA packpbiTus B cootBeTcTeuu ¢ UMM.

D.5.1.5.2.3 AnaTomnyeckasa mofenb, koTopas BKITIOYaeT NyTu A4OCTaBKM U MECTO packpbitus. Mpu paspabotke
mMogenu HeobxoOvMO YUMThIBaTb UCKPUBIIEHHOCTb U U3BUTOCTL NpeanonaraeMon obnactu pasmeLweHuns CTeHTa u nyTen
OOCTaBKM.

D.5.1.5.2.4 YctpowicTBa [N M3MEPEHUs Cunbl (Hanpumep, AaTyvKWM Cunbl, YHMBEPCanbHas MexaHu4eckas
ucnblTaTenbHasi cucrtema), CnocobHble W3MepsATb CUNYy C TOYHOCTBIO A0 + 5% NONy4YeHHOro (M3MEepPEHHOro)
3Ha4eHus.

D.5.1.5.2.5 3axumHon cukcartop.

D.5.1.5.2.6 Cpepa ¢ koHTponupyemon temnepatypomn (37 + 2) °C.

D.5.1.5.3 OT160p 06pasLoB

OT160p 06pasuoB criegyeT NPOBOAUTL B COOTBETCTBMU C norioxeHnsimu D.2. UcnbiTyeMble YCTPOWCTBA AOIDKHbI
NpeacTaenATb XyAwWwWWn criydan yecnoBuin ans cunbl packpbiTus (Hanpumep, Hanbonblumin o6beM 060MoYKU UM NOKPbI-
TUA, MaKCMManbHOE 3HaueHue cxatnsa). MNpu BeIGOpe ycTpoiicTBa At UCNbITAHWA CrefyeT yYuTbiBaTh ANAMETP U ATIUHY
yCTpONCTRA.

D.5.1.5.4 MNogrotoBka 06pa3uLoOB K UCNbITAHUSIM

MopgroToBka 06pa3LOB K UCMbLITAHWAM AOMKHA COOTBETCTBOBATL NonoxeHusim D.3.

D.5.1.5.5 Metop, ncnbitaHus

Cnegyet paspaborarb MeTo UCMbITAHUA HA OCHOBE CIielylolLero anroputma AenCcTBuii:

a) NoAroTaBnMBaloT CTEHT-CUCTEMY B cooTBeTCTBUM ¢ UNMT;

b) BCTaBNAIOT CTEHT-CUCTEMY B aHATOMUYECKYIO MOZETb;

C) PUKCUPYIOT LIEHTP UNK NPOKCUMArbHBIA KOHEL, CTEHT-CUCTEMbI Takum 06pa3om, uTobbl OHa ocTaBanach craum-
OHapPHON BO BPEMsl UCMbITAHWS;

d) coeauHsII0T MEXaHU3M packpbiTUSl ¢ 060PYAOBaHWMEM, U3MEPSIIOLMM HArPY3KY;

€) AaloT YCTPOUCTBY CTAabMNU3MpoBaTbCsl NpU hr3nonormyecknx Temnepartypax;

f) HauHaloT 1 3aBeplialoT packpbiTe B cooTBeTCTBUM ¢ UMM CO CKOPOCTLIO, MOAENUPYIOLWLEN KITMHUYECKOE UC-
none30BaHne, U3Mepsisi cuny, HeoGxoaUMYIO Ainsi PackpbiTUsl CAMOPAaCLUMPAIOLWLETOCS CTEHTa;

g) hukcupytoT nobble OTKNOHsIOWMECS OT HOPMbI HabrnogeHus (Hanpumep, nepernb) Ans KaXaoro UCnbiTaTenb-
Horo obpaaua.

D.5.1.5.6 MNpeacraBneHue pesynsraTtoB

MakcvmanbHas cuna Ha kaxaom atane, Heobxoaumas Ons packpbiTUA CTeHTa, JoIKHA ObiTb 3acdhMkeupoBaHa B
HBIOTOHax. Takke UKCUPYIOT BCce kpuTudeckue HabniopgeHust (Hanpumep, nepernb) Anst KaXaoro MCrbiTaHHOTO
o6pasua.

D.5.1.5.7 OTueT 0 NpoBeAeHUN UCTbITAHUA

OT4eT NO MCNbITAHUSIM JOKEH COOTBETCTBOBATHL NnonoxeHusm D.4 n BkoyaTb MakcuMmym, MUHUMYM, cpeHee U
CTaHOapPTHOE OTKMOHEHUsI CUIbl, HeOBXOAMMOW AN packpbIThA, U Mobble KpUTUYECKUe HabniogeHusl.

47



rOCT P UCO 25539-2—2012

D.5.1.6 Bpems HanonHeHnA N cnycka 6annoHa (CTeHTbl, paclinpsieMblie 6annoHOM NNK ¢ NoMoLLbIo 6annoxa)

D.5.1.6.1 Uenb

Lenbio paHHOro UCNbITaHWUA ABNAETCA onpeaeneHne BpemMeHu, Heobxoaumoro Ans HamonHeHust 6annoHa Ao
MaKCMMaIbHOTO PekoMeHAZyeMoro Aaenenus, obbema unu avameTpa HarnonHeHus, 1 U3MepeHue BpeMeHun, Heobxoau-
MOro ansa cnycka 6annoHa. 310 ucnbITaHne NpeaocTaenseT MHMOPMALMIO, KOTOPas MOXET ObiTb KIMHUYECKW NONEe3HON
npy NNaHUPOBAHUN NEYEHNs (HanpUMep, BEPOATHOE BPeMs OKKMIo3um). [py oLieHke KOHCTPYKUMM YYUTLIBAOT NONOXe-
HuAa 8.5.2.

NMpumMeyaHue— ITo UCNbITAHNE TaKKe MOXET BbiTb BaXKHbIM NPW OLIEHKE BO3MOXHOCTU yAANEeHus.

D.5.1.6.2 MaTtepwmansl

D.5.1.6.2.1 CreHT-cnuctema.

D.5.1.6.2.2 PekomeHayeMblli NPOBONOYHLIM HanpaBuTENb UNN SKBUBASEHT.

D.5.1.6.2.3 BogsaHasa 6aHs ¢ koHTponem Temnepatypbl (37 2) °C.

D.5.1.6.2.4 KoHTpacTHas cpeaa B COOTBETCTBUM C MHCTpYKUMen no akcnnyatauum (UMMM).

D.5.1.6.2.5 YcTpoMCTBO HanoNHEHUs, WNPUL UKW 3KBUBANEHT, CHaGeHHOe cpeAcTBaMyW U3MEpPEeHUs NABNEHUSA
unnm o6bema c TOUHOCTBIO A0 * 5 % NONYYEHHOro 3HaYeHWA U nogaepKaHusa AaBneHust unu obbema HarnonHeHus.

D.5.1.6.2.6 XKecTtkasa Tpybka, anameTp KOTOPON COOTBETCTBYET MaKCUMAlbHOMY AMAMETPY CTEHTa WM cocyaa,
pekoMeHayeMbIM OISl COOTBETCTBYIOLWEro ucnbityemoro 6annona. Tpy6ok He TpebyeTcst Npu UcnbiTaHuM nony- U Hege-
copmMupyembix H6annoHos.

D.5.1.6.2.7 Tanmep ¢ To4HOCTbIO A0 + 0,2 c.

D.5.1.6.3 Ot60p 0obpa3suoe

O160p 06pa3uoB criegyeT NPOBOAUTL B COOTBETCTBUM C nonoxeHuamu D.2.

D.5.1.6.4 MNMogroTtoBka 06pasuUoOB K UCMNbITAHUAM

MoaroTtoBka 06pa3LOB K UCNLITAHUAM JOMKHA COOTBETCTBOBaThL nonoxeHusim D.3.

D.5.1.6.5 MeTtog ucnbiTaHum

CnepyeT pa3paboTaTe MeTOA UCNbITAaHWI Ha OCHOBE CNEAYIOWEro anropuTMa AenCTBUA:

a) NoAroTaBnNUBalOT CTEHT-CUCTEMY;

b) BCTaBNAIOT COOTBETCTBYIOWMIF NPOBOAHUK B YCTPOWCTEO;

C) MOPYyKaloT yCTPOWUCTBO B BOAAHYIO 6aHIO W BCTaBNSAIOT B XECTKYIO TPYOKy, €Crn NpMmMeHnmo;

d) galoT eMy fOCTUYL paBHOBECUS NPU TeMNepaType UCMbITaHUs;

e) HanonHsoT 6annoH B cootBeTcTBUM B UMM ¢ onpeaeneHHoM CKOPOCTHIO, MOAENUPYS KITMHUYECKYIO NPaKTUKY
MCNOINb30BaHUS;

f) onpepenstoT Bpemsi HanonHeHua 6annoHa A0 MakCUMAaribHOTO AaBrieHus, o6bema unu anameTpa HanonHeHUs
B cooTBeTcTBUM ¢ UIMMT;

g) cnyckatoT 6annoH B cootBeTcTBUM ¢ UIMT 1 onpegensioT Bpems crycka 6annowHa.

D.5.1.6.6 MNpepcTaBneHne pesynsraToB

Bpems HanonHeHwst n cnycka GannoHa AOMKHO ObITh BbIPpaXXEHO B CeKyHAaX.

D.5.1.6.7 OTuyeT 0 NpoBeAeHUN UCTbITAHWUIA

OT4eT NO UCMBITaHUIO AOMKEH COOTBETCTBOBATL NonoxeHusMm D.4 n Bknovatb MaKCUMYM, MUHUMYM, CpegHee u
CTaHAapTHOE OTKITOHEHUSI BPEMEHW HarornHeHus u cnycka 6annoHa. Takke HeoOXoaMmo 3adukcupoBaTh onpegene-
H/ME KOHEYHbIX TOYEK HamnonHeHus u cnycka. JormkHbl ObiTb 3ahMKCUpOBaHbI XUAKOCTb, UCTIONb3yemMas ansi HanonHe-
HWS, OABNEHME U CKOPOCTb HanornHeHusl. JomkHbl ObiTh 3adMKCeUpOBaHb! NMobble OTKITOHEHWS.

D.5.1.7 HomnHanbHOe AaBneHWe pa3pbiBa 6annoHa (CTeHTbl, pacKpbliBaeMble GanfnoHOM UM C NOMOLLbIO
6annoHa)

D.5.1.7.1 Uenb

Llenbio 4aHHOro UchbiTaHus SIBNSIETCA OnpeaeneHne HOMUHANbHOro AaBneHus paspbiea 6anmnoHa npu ucnonb-
30BaHMKM €O CTEHTOM. [py OLEHKE KOHCTPYKUMKM YYUThIBAIOT NONoxeHusa 8.5.2.

D.5.1.7.2 MaTepuansl

D.5.1.7.2.1 CreHT-cuctema.

D.5.1.7.2.2 BoasHas 6aHsa ¢ koHTponem Temnepatypsl (37 £ 2) °C.

D.5.1.7.2.3 XKnakocTb Ans HanornHeHwsl, Hanpumep, Boga KOMHATHOW Temneparypsi.

D.5.1.7.2.4 MexaHn3m onpegeneHus yTeuku, HanprumMep, Kpacka B KUAKOCTW Asl UCTbITaHWsA, YCTPONCTBO, KOHTPO-
nupylowee nageHve gaeneHnsl, yCTpONCTBO, KOHTPONMPYIOLLee CKOPOCTb MOTOKA.

D.5.1.7.2.5 YcTpoWicTBO HaMNoNMHEeHUs1, WNpWL, UKW 3KBUBAIeHT, CHabXeHHOe cpecTBaMM M3MEPEHWs JaBreHns ¢
TOYHOCTBIO 0 = 5 % MOny4YeHHOro 3Ha4YeHUs1 U NOAAEPXKAHWA OABMEHWUST HAMOITHEHUS.

D.5.1.7.2.6 Tarimep ¢ TouHOCTbIO A0 + 1 C.

D.5.1.7.3 O160p 0b6pasuoB

OT160p 06pasLoB criegyeT NPOBOAUTL B COOTBETCTBUM € NonoxeHusivm D.2.

D.5.1.7.4 NogrotoBka 06pasUoOB K UCMbLITAHWSM

MopgrotoBka 06pa3uoOB K UCMbITAHUAM AOIKHA COOTBETCTBOBAThL MonoxeHusam D.3.
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D.5.1.7.5 MeTtog ucnbiTaHus

Cnegayet paspaboTaTe MeTod UCMbITAHUA Ha OCHOBE CredyloWwero anroputma aeicTBum:

a) NoAroTaBNUBAKOT CTEHT-CUCTEMY;

b) norpyxatoT ycTponcTBO B BOAsIHYIO 6aHio;

C) galoT emMy AOCTMYb PaBHOBECUS NPW TeMnepaType UCMbITaHus;

d) HanonHsioT 6annoH ¢ HageTbIM CTEHTOM MNK B NMpegenax CoOTBETCTBYIOLWEro CTeHTa Arns packpbITUs ¢ NOMo-
Wwhto 6annoHa 4o 3Ha4YeHWst MeHee YeM OLEeHEeHHOe HOMMHAaNbHOe AaBreHue paspbiBa; BblAePXKMBAKOT JaBreHve Ha-
NorHeHWst MOCTOsIHHBIM B Te4eHne He MeHee 10 ¢ 1 ocmaTtpuBatoT 6annoH Ha NpegmeT yTevek unu paspbiea;

€) ecrnm He OTMEUYEHO yTeueK, YBEeMUMBAIOT AaBIEHVE Ha Luar yBeNMYeHusi, COOTBETCTBYIOLMIA UCNbITyeMomy G6an-
TNIOHY, 1 B blaepXuBaloT gaenexHve B teveHve 10 c;

f) noBTOpSIOT 3Tan €), Noka He BO3HUKHET yTeuka unu paspbis; Nnobas ycTonumBas yTeuka unv CHUxXeHvwe aasne-
HWs1, CBSA3aHHbIE C MOBpexaeHneM 6annoHa, kopryca, NPOKCUManbHOW Unv gucTanbHOW U3onsauuv, B paMkax gaHHoro
UCMbITaHWSA OOMKHbI CHUTATBCA OTKA30M («paspbiBOM»); (UKCUPYIOT AaBMNeHve paspbiBa U ONUCLIBAIOT NOMOXEeHWe U
BWA OTKa3a (Hanpumep, yTeuka 4epes M3onsaumio, paspoi 6annoHa, pasgeneHne Ha vactu);

g) NOBTOPSIIOT 3TO UCMbITAHWE C AOCTATOYHBIM YMCIIOM 06pa3LioB;

h) BbIUMCNAT HOMUHaNBHOE AaBNeHWe Pa3pbiBa; A4Sl CTEHTOB, paclumpseMbix 6annoHOM, HOMUHaNbHOe AaBne-
HVe paspbiBa OCHOBLIBAETCS HA pesynbTaTax 4aHHOro NCMbiTaHWUsl, KOTOPOEe CTaTUCTUYECKW MOKa3biBaeT, YTo C AOCTOBEp-
HOCTbIO MO KpaliHel mepe 95 % 99,9 % 6annoHoB He pasopByTCA MNPV AAHHOM 3HAYEHUW OABINEHUSI MU HUXE.

HomuHanbHoe pgaBneHwe RBP paspbiBa MOXeT OblTb BbIUMCIEHO criedylowmum obpasom.

Ncnonb3ytoT 0gHOCTOPOHHUMA KPUTEPUI 3HAYMMOCTW ANS HOpManbHOro pacnpegeneHus:

RBP = X — K(SD),

me K — koah®uUuNEHT OOHOCTOPOHHErO KPUTEPUSI 3HAUYMMOCTU ANl HOpMarnbHOro pacnpeaenenus (K Haxogutest no
cratuctudeckum tabnmuam n 3asueut ot P, C n N);
P =10,999 (99,9 %);
C = 0,95 (95 % [OCTOBEPHOCTD);
N — yucno veneiTaHHbIX 6annoHoB;
X — cpegHee gaeneHue paspbiBa 6annoHa;
SD — cTtaHgapTHOe OTKINOHeHWe AaBrneHus paspeiBa GannoHa.
[ns cTeHTOB, packpbiBaeMbIX C NOMOLWELI BannoHa, MOXHO OBOMTUCH MEHbLUEN HAAEXHOCTHIO.
D.5.1.7.6 lNMpegcraenexHne pesynsraTtos
OTaenbHble gaBreHns paspbiBa U HOMMHArNBHOE AaBreHre paspbiBa A0MKHbI GbiTb BbIpaXXeHbl B KMMOMNackarnsx.
BblumcnswT cpegHee 1 cTaHdapTHOE OTKIIOHEHWUs! AaBreHust paspbiBa. [nsa onpegeneHns HOMWHANBHOIO OABreHUs
paspbiBa H606X0,D,VIMO UCNonNb30BaTb COOTBETCTBYHOLWME NapamMeTpbl AOCTOBEPHOCTU N HAAEXKHOCTH.
D.5.1.7.7 OtueTt 0 NpoBeAEHUN UCTIbITAHUIA
D.5.1.7.8 OtueT No ucnbiTaHUIO AOIMKEH COOTBETCTBOBaTh nonoxexnusam D.4 n sknovaTte B ceba cpegHee naene-
HWe pa3pbiBa, BbIYNCNEHHOE HOMUHANBHOE AABMEeHWe paspbiBa, MAKCUMYM, MUHUMYM W CTaHQAPTHOE OTKIOHEHWe
AaBnNeHus paspbiBa U Bce Habnogaemble BUAbl OTkasa. Ecnin onpegeneHbl MeHbWwne napameTpbl HAAEXKHOCTH, [OMKHO
6bITb NpuBeaeHo 0b6ocHOBaHWE BLIGOpA 3TUX NapameTpoB.

MpwnmeyaHune— [JononHutenbHble pykoBogCcTBa MOXHO Hantn B MCO 10555-4 [5].

D.5.1.8 HoMuHanbHbLIA N3HOC 6annoHa (CTeHTbI, pacluMpsieMble 6ANNOHOM NN ¢ NOMOLWLIO 6annoHa)

D.5.1.8.1 Uenb

Llensto gaHHOro UcnbITaHusi IBNSIETCS onpegeneHne cnocobHocTn 6annoHa BeigepXUBaTh NOBTOPSIOWNECS LIMK-
nbl HanonHeHus. MNMpu oueHKe KOHCTPYKUUM YYUTHIBAIOT nonoxenus 8.5.2.

n pUMeEYaHmne— I3TO UCTIbITAHUE TAKKE MOXET ObITb BaXXHBIM npun oueHke BO3MOXHOCTU yaaneHus.

D.5.1.8.2 Matepuansi

D.5.1.8.2.1 CteHT-cuctema.

D.5.1.8.2.2 BogaHas 6aHs ¢ koHTponem Temnepartypbl (37 + 2) °C.

D.5.1.8.2.3 XKugkocTb AN HanonHeHus, HaNpPUMep, BoAa KOMHATHOW Temnepartypbl.

D.5.1.8.2.4 Mexann3m onpegeneHust yTeuku, HanpMmep Kpacka B XXMAKOCTU AN UCTIbITaHUSA, YCTPONCTBO, KOHTPO-
nupylowee nageHne AaeneHusl, yCTPOMCTBO, KOHTPONUPYIOLLEE CKOPOCTb NOTOKA.

D.5.1.8.2.5 YCTpOWCTBO HaMornHeHus, WNpUL, UM 3KBUBANeHT, CHabXeHHOoe cpeaCcTBaMy U3MepeHUs OaeneHust ¢
TOYHOCTHIO A0 = 5 % W3MepeHHOro 3Ha4yeHusl, CrnocobHoe noaaepXuBaTb SABNEHUE HAMOIHEHWS!.

D.5.1.8.2.6 NMogaTtnueas Tpy6ka (C COOTBETCTBYIOLLEN KITMHUYECKON NOAATNMBOCTLIO), AUaMETP KOTOPOW COOTBET-
CTBYET MaKCUMansHOMY ANaMeTpy UCTILITYEMOIN CTEHT-CUCTEMbI AAnsl TOFO, YTODbI yAepXMBaTh CTEHT OT USNULIHErO Nepe-
MeLeHUs1 BO BPeMA UMKIA HaNOMHEHWA.

D.5.1.8.2.7 Tanmep ¢ ToMHOCTbIO + 1 C.

D.5.1.8.3 O160p 06pasuoe

OT160p 06pa3uoB cnegyeT NPoBOAUTL B COOTBETCTBUM C NMonoxennsimn D.2.
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D.5.1.8.4 MogroToBka 06pa3suoB K UCNLITAHNAM

MoarotoBka 06pa3LOB K UCNbITAHUAM AOMKHA COOTBETCTBOBAaTL nonoxenuam D.3.

D.5.1.8.5 MeTtog ucnbiTaHumn

CnepyeTt pa3pabotaTb MeETOA UCMbITAHWI HA OCHOBE Cneayowmx AeWCTBUN;

a) NnoAroTaBNMBaloT CTEHT-CUCTEMY;

b) norpyatoT yCTpoicTBO B BOAAHYI0 6aHIO U BCTABNAIOT B NOAATNNBYIO TPYOKY;

C) [aloT eMy JOCTMYb PaBHOBECUA NPU TEMNEpaType UCNbITAHUS;

d) ncnonb3ysi CKOPOCTb HAMNONHEHUS!, COOTBETCTBYIOLLYIO KNUHUYECKOMY UCMONB30BaHWIO, HANONHAKT 6annoH Ao
MaKCUMarbHOro gaenexusi, obbema unu guameTtpa, kak ykasaro B UMM, kak MuHumym, Ha 30 ¢ unu Ha Bpems, yCTaHOB-
nenHoe B UMMM

MpumeuyuaHnwune— Ecnn e UMM yctaHoBneH 6onee anutenbHbli NPOMEXyTok Bpemenn, dem 30 ¢, ansa
UCMbITAHWS JOIKEH UCMONb30BaTLCA ONpeaeneHHbIN NPOMEXYTOK BPEMEHWU, eCnU He NpuBeaeHO agekBaTHOe 0BOCHO-
BaHWE MeHbLlUeW NPOAOIKNUTENbHOCTH;

€) cnyckaloT 6annoH, Ncnonb3ys CKOPOCTb, COOTBETCTBYIOLLYIO KITMHUYECKOMY UCNONb30BaHWIO;

f) noTopsioT aTankl d) u e) gna 6annoHa BHYTPU CTEHTA MUHUMYM 10 UMKNOB;

g) ecrnv BO BPEMS UCTbITAHNS BO3HUKAET MNOCTOSIHHAA yTeYka Unu nageHve AasneHns unu o6vema, 3anucoiBaloT
4UCNO LMKITOB M BUA OTKa3a; mobas nogobHan yTevka unuv nageHue aaeneHusl, cBadaHHbIe ¢ 0Tka3om BannoHa, kopny-
ca, MPOKCUMarbHOW UINN AUCTanbHOW U30NAUMKM, B PaMKax AHHOTO UCNbITAHNA AOKHbI CHUTATLCA OTKA3OM.

D.5.1.8.6 lNpeacraBnexne pesyneratoe

Mcnonb3oBaHHbIN MakCUManbHbIN guameTp UnNu AasBneHne HanonHeHWs AOMKHbI 6biTb BbipaXeHbl: guameTp —
B MUNNMMETpaXx, AaBlneHne — B Kunonackansax unu atmocdepax.

D.5.1.8.7 OtyeT 0 npoBeaeHUN UCNbITAHUI

OT4eT No MCMbITAHUIO AOINKEH COOTBETCTBOBATb MonoxeHuam D.4 n BkNOYaTb YUCNO YCMEWHO 3aBepeHHbIX
LUMKIOB, MakCUMarnbHOE YMCIO LWKNOB, OXWAAeMoe NPU KNNHUYECKOM UCNonb3oBaHuu, niobele Habnogaemsie BUabI
OTKasa n MakcMmarnbHbIi AuameTp WnNu QasBneHne HanonHeHWsA.

Mpwnwmeyanwne—[Ana gononHutenbHoro pykosogctea cm. MCO 10555-4 [5].

D.5.2 Cuctema oocraBkun

D.5.2.1 MNpo4yHOCTE CoeanHEHUS

D.5.2.1.1 Uenb

Llenbio gaHHOro ucnblTaHWA ABNAETCS onpeaeneHne NPOYHOCTU COEAUHEHUs1 WAPHUPHBIX W/WNU HEMOABWXHbBIX
COeAUHEeHUI cucTembl goctaBku. [py oueHKe KOHCTPYKUMKM yuuThIBaloT nonoxeHust 8.5.1, 8.5.2 n 8.5.3.

D.5.2.1.2 MaTepwnanei

D.5.2.1.2.1 Cuctema p[OCTaBKM WM COOTBETCTBYIOWMUE KOMIMOHEHTHI C LUAPHUPHBIMWU M/MNN HENOABWXHBLIMW
COeANHEHNSAMM.

D.5.2.1.2.2 YHuBepcanbHasi MexaHW4Yeckasi ucneitatensHasi cuctema, o6opygoBaHHas COOTBETCTBYIOWMM AaTuyn-
KOM CWIbl, CMNOCOOHBIM M3MEPATb CUIY C TOMHOCTbIO A0 * 5 % M3MEepPeHHOro 3Ha4YeHusA, C NOCTOAHHOW CKOPOCTbIO
nepeMeLLeHnsi TpaBepchbl M COOTBETCTBYIOWMMU 32KUMHBIMU huKcaTopamu.

D.5.2.1.2.3 Cpeaa ¢ koHTponupyemon Temnepatypon (37 + 2) °C, ecnu npumeH1UMo.

D.5.2.1.3 Ot60p obpasuoB

OT160p 06pasuoB criegyeT NPOBOAUTL B COOTBETCTBUM C NOnoXeHusamu D.2.

D.5.2.1.4 lMogroToBka 06pa3sLOB K UCMLITAHUSAM

MoarotoBka 06pa3uOB K UCMbITAHUAAM [OIDKHA COOTBETCTBOBAaTL nonoxenusim D.3.

D.5.2.1.5 MeToa ucnbiTaHun

[ns coeguHeHuin, nogBepraembix BO3AENCTBUIO (PU3NONOMMUYECKMX TEMIepaTyp, UCNbiTaHWe cneayeTt NpoBOAUTL
npu Temnepatype (37  2) °C unu cpasy nocne BbigepXXk1 Npu gaHHOW TemnepaType.

CnegayeT pa3pabotaTb MeTO[ UCTbITAHUIA HA OCHOBE CreAyIoWmX AEWCTBUNA:

a) UCnornb3ysl MEXaHUYECKYIO UCTbITAaTeSIbHYIO CUCTEMY C COOTBETCTBYIOLLEN CKOPOCTBIO NepemeLLeHns Tpasepcbl
(3axeartoB), Hanpumep, 200 MM/MUWH, NpunaraloT HarpPy3Ky K COEAMHEHUIO A0 TEX NOP, MOKa He PaspyLIMTCa coeanHeHne
WY He HapylwmnTcsa YHKLMOHANbHAA LEeOCTHOCTD;

b) 3anucbIBalOT NUMKOBOE ycunue, Npy KOTOPOM MPOU3OLLEN OTKA3, U ONUCLIBAIOT BUA U PaCcMonoXeHne oTkasa.

D.5.2.1.6 lNpeacrtaBnexnve pesynsratoB

Cwuna coeanHeHusA AaormkHa BbITb Bblpa>eHa B HbIOTOHaXx.

D.5.2.1.7 OtyeTt 0 NnpoBeAEHUN UCTILITAHUIA

OT4eT No UCNbLITAHUIO AOIDKEH COOTBETCTBOBATL NonoxeHusim D.4 u BKNOYaTh TUN U NOMOXEHWEe OTKa3a, Makcu-
MyM, MUHUMYM, CpPeHEEe U CTaHJAPTHOE OTKMOHEHUSI CUIbl COEUHEHUSI.

Mpwumeyanue— [Ana gononuutensHoro pykoeogactea cm. MCO 10555-1 [2].

D.5.2.2 MNpoyHOCTb CoeAMHEHUS NPU KPYHEHWM

D.5.2.2.1 Uenb

Llenbio gaHHOro ucnbiTaHUs ABMSIETCA OnpeaeneHne NpoYHOCTU COEANHEHUS NPU KPYYEHWUM LUAPHUPHBIX W/WMNn
HEMOABWXHbIX COEAVUHEHUI CUCTEMbI JocTaBku. Mpu oLeHke KOHCTPYKUUM yuuTbiBaloT nonoxenns 8.5.1 n 8.5.3.
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D.5.2.2.2 Matepuansl

D.5.2.2.2.1 Cuctema poCTaBkm WNM COOTBETCTBYIOWME KOMMOHEHTHI C WAPHUPHBIMU U/MNN HENOABWKHBIMM
COEAUHEHUSIMUN.

D.5.2.2.2.2 PexomeHAyeMbili NPOBOMNOYHLIA NPOBOAHUK UMW 3KBUBANEHT, €CN NPUMEHNMO.

D.5.2.2.2.3 UcnuiTatenbHasa cuctema Ha kpydeHue, obopyaoBaHHas COOTBETCTBYIOWMM AAaTHMKOM, CMOCOBHBIM
NPoOBOAUTE U3MEPEHUS C TOUHOCTBLIO A0 * 5 % U3MEPEHHOro 3Ha4eHus.

D.5.2.2.2.4 Cpepa ¢ koHTpOnupyemon temneparypon (37 £ 2) °C, ecnv npumeHnmo.

D.5.2.2.3 O160p 06pa3uoB

OT160p 06pa3LoB criegyeT NPOBOAUTL B COOTBETCTBUMN C NonoxeHuamm D.2.

D.5.2.2.4 MopgroTtoBka 06pa3uLoOB K UCTLITAHUAM

MoaroToBka 0Opa3LOB K UCMbLITAHMAM OOMKHA COOTBETCTBOBaTL Nonoxennam D.3.

D.5.2.2.5 MeTtoa ncnbitaHumn

Ina coeguHeHnin, KOTOPbIE NMOABEPralOTCA BO3AEUCTBUIO (PUINONOTMYECKMX TeMNepaTyp, UCNLITAHUA JOMXKHbI
npoBogutbes npu (37 + 2) °C.

CnepyeT pa3paboTaTe MeTOZ, UCMbITAHUI HA OCHOBE CNEAYIOWMX AeUCTBUIA;

a) BCTaBMsIOT NPOBOAHWK B CUCTEMY [OCTABKM UM €e KOMMNOHEHTLI, ecnu NPUMEHNMO;

b) dukcupyloT oauH koHeL, UcnbiTyemoro o6pasua B 3axumax annapara;

C) NopcoeAVHSIIOT APYron KOHeL, UcnbiTyemoro obpasua K AaT4umky KpyTALWero MoMeHTa;

d) NnpyknagbiBaloT KPYTAWMIA MOMEHT (CUNY CKPYHYMBaHWUA) C XapaKTEPUCTUKAMK CKOPOCTU, UCMONb3yeMbIMU NPU
TUNUYHOM KIMMHWUYECKOM PacKpbiTUK, K OJHOMY KOHUy ofpasua Ao Tex nop, noka He Crnomaertcsa coeguHeHue n/mnu
cvcTeMa OOCTaBKU MITM HEe HapylmTest OyHKUWOHANbHAA UEeNOCTHOCTD;

€) 3anncbiBaloT 3HAYE€HNE KPYTSALLEro MOMEHTa, NPU KOTOPOM Npounsollen OTKas, BUg U pacnonoXeHne oTkasa.

D.5.2.2.6 lNpencraBneHne pesynsratos

Cvna coeauHeHust Ha KpyYeHne OOImKHa ObiTb BbipaXeHa B HBIOTOHAX Ha METP.

D.5.2.2.7 OT4yeT 0 NpoOBEAEHUN UCTMILITAHUA

OT4eT No UCNBITaHWIO OOIDKEH COOTBETCTBOBATL NONOXeHMAM D.4 u BKNOYaTe TMN U NONOXEHUE OTKa3a, MakCcu-
MYM, MVHUMYM, Cp€AHEe U CTaHZAPTHOE OTKIMOHEHUS CUNbl COEAWHEHUS HA KPyYeHue.

D.5.3CteHT

D.5.3.1 CooTHOWeEHNe gnameTpa CTeHTa W AaBneHus HanonHeHus 6annoHa

D.5.3.1.1 Uenb

Llenbio gaHHOro MCMbITAHUA SIBNSIETCA onpefierieHne COOTHOLIEHUS] MeXAy AWaMeTpPOM CTEHTa U OaBlEHUEM
HanonHeHWs BannoHa Ans CTEeHTOB, pacluMpsieMbixX 6annoHoM. [pyu oLeHKe KOHCTPYKLMM YUUTLIBAIOT NomnoxeHus 8.6.4.

D.5.3.1.2 Marepuansl

D.5.3.1.2.1 CteHT-CcHCTEMA.

MpumedaHwue— McnbiTaHne He NpegHa3HauYeHo A1l OLEHKU BCEW CUCTEMBbI; cucTema TpebyeTcs nuwb gns
pacKpbITUA UCNBITYEMOro CTeHTa.

D.5.3.1.2.2 YCTpOWCTBO HAaMonHeHusl, LWNPUL, UM 3KBUBArNEHT, cHabXeHHoe cpeAcTBaMu U3MEPEHUs1 AaBrneHusl ¢
TOYHOCTBIO A0 * 5 % M3MepeHHOro 3HaueHusi, cnocobHoe NoAnepKMBaTh AABMEHUE HAMOIHEHUS.

D.5.3.1.2.3 2KnakocTb ANsl HANOJIHEHUsI, HANPUMeEpP, BOAA KOMHATHOW TeMneparypbl.

D.5.3.1.2.4 O6Gopygoeanue gnsa MamepeHust AMameTpoB (Hanpumep, MMKPOMETP, ONTUYECKUIA NMPOEKTOP Npochu-
s, NasepHblil MUKPOMETP), CNOCOBHOE BLINOMHATL M3MEPEHUs ¢ TOYHOCTLIO A0 10 % onpeAeneHHoro Aomnycka unu ao
1 % namepeHHoOro 3HaqeHus. Ecnu onpepeneH gonyck, crnefyeT UCMONb30BaTh MEHbLUEE M3 MOJTYYEHHbIX 3HAYEHUIA B
NpoLUeHTax.

D.5.3.1.2.5 Cpepna ¢ koHTponupyemon Temneparypoi (37 + 2) °C, ecnv npMmeH1Mmo.

D.5.3.1.3 O160p 06pasuos

OT60p 06pa3uoB cneagyeT NPoBoAUTL B COOTBETCTBUM C NMornoxeHusimm D.2.

D.5.3.1.4 NogroTtoeka 06pa3uLoB K UCTbLITAHUSIM

MoarotoBka o06pa3uoB K UCMBITAHUAM JOMXHA COOTBETCTBOBATb NnonoxeHusim D.3 v BknouaTb HarpyxeHue,
BbIAEPXKKY NOA HArpy3KonW U pacKpbiTHe.

D.5.3.1.5 MeTtog ncnbiTaHui

Cnegyet paspabotarbe MeTo UCMbITAHUA HA OCHOBE CIieflyloLLero anroputma AeiCTBui:

a) HaMONHAT cTyneHdYato 6annoH, no3eonsisi cucTteme CTabUNU3NPOBAaTBLCSI MEXZY 3Tanamyu HarnoJIHEHUST;
AaBneHna AgomkHbl ObITb BbIOpaHbl Takum obpa3oM, 4ToObl onpeaenuTb AMaMeTp CTeHTa Yepe3 COOTBETCTBYIOLME
uHTepBans! (Hanpumep, 1 atmoccepy unu 1 6ap) Bo BCEM yKasaHHOM [Mana3oHe AMameTpoB;

b) onpeaensloT CcpegHUn BHELWHWIA auMameTp CTeHTa NPU AaBIeHWM Ha KaXKOOM 3Tane B COOTBETCTBYIOLMX
obnacTtax no Bcen anvHe CTEHTa; 3TM U3MEPEHUs crieyeT NpoBoAUTb HEMOCPEACTBEHHO Nocne crabunusaumy;

C) HanonHeHne cnegyeT OCTAHOBUTL, koraa 6arnnoH AOCTUIHET HOMUHAINBHOIO AABMNEHUs1 Pa3pbiBa.

Bce ucnbiTanne cnegyet npoBoguth GLICTPO ANsi MUHUMW3AUMKW BITUSIHUA BSI3KOYMNPYIMX CBOWMCTB U AS Ny4llero
MOAENUPOBaHUA METOAA HAMOITHEHUS!, UCMONb3YEMOrO KITMHUYECKMN.
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D.5.3.1.6 MNpepcTaBneHne pe3yrnsraToB

HdvnameTp cTeHTa pomkeH 6biTb BblpaXeH B MUNNUMETpaXxX, a CBA3aHHOe [aBfeHue — B Kunonackansix uw/vunm
aTtmocoepax.

D.5.3.1.7 OTueT 0 NpoBeAeHUUN UCTILITAHWUIA

OT4eT No UCMbITaHUIO JOMKEH COOTBETCTBOBATL Nonoxenusam D.4 n BkNo4aTe MakCMMyM, MUHUMYM, CpeHee U
CTaHOAPTHOE OTKIMOHEHWSl M3MEpeHUit AnameTpa CTeHTa (BHYTPEHHEro UNWU BHELWHEro) U CBA3aHHLIX AABNEHUA. JTu
OaHHble MOryT ObiTb NpeacTaBneHbl B BUAE Tabnuubl Unu KpUBLIX.

D.5.3.2 MNpoBepka pasmepoB U COOTHOLIEHUE AfIMHBI U AMameTpa cTeHTa

D.5.3.2.1 Uenb

Llenbto gaHHOro ucneiTaHust ABNSETCA onpefeneHne COOTHOWEHUA Mexay ANVHOW U AuaMeTpoM CTEHTa U CBO-
604HOV ONWHbI CAMOPACLUMPSIIOWErOCsl CTEHTA U TOMWMHBLI CTEHOK CTEHTa (CM. COOTBETCTBYIOWME norioxeHns 8.6.1 n
8.6.4).

[na nonHow NpoBepkn pa3mepoB KOHKPETHBIX CTEHTOB MOXET NoTpeboBaTbCa NpoBeAeHUe APYrMx UamepeHui.

D.5.3.2.2 MaTepuansl

D.5.3.2.2.1 CteHT-cucTema.

MpwumeyaHune— McneiTaHme He NpegHasHavYeHo ANs OUEHKU BCEW CUCTEeMBbI; cucTema Tpebyetcst nuwb anst
pacKpbITUA UCNBITYEMOrO CTEHTA.

D.5.3.2.2.2 O6opygosaHvie Anst M3mMepeHust AMameTpoB (Hanpumep, MUKPOMETP, ONTUYECKUI NMPOEKTOP Npodu-
A, NasepHell MUKPOMETP, WTaHIeHUMPKYNb), CocobHOe BbINONHATL U3MEPEHUsI C TOHHOCTBIO A0 10 % onpeaeneHHo-
ro gonycka unv go 1 % namepeHHoro 3aHadyeHusl. Ecnv onpegenex gonyck, cneayeT UCNoNb3oBaTh MEHbLUEE U3 MOMyYeH-
HbIX 3Ha4YeHW B NPOLEHTAax.

D.5.3.2.2.3 O6opyaoBaHne Ansi U3MEpPEHUs1 TONWWMH(bI) CTEHOK (HanpUMep, MUKPOCKON C KanMbpoBaHHLIM 3pu-
TeNbHbIM CTEKNOM, TOMWUHOMEP, ONTUYECKUA MPOEKTOP Npodunsa, NasepHbii MUKPOMETP), CNOCOBHOE BLINOMHATH
M3MePEHUA C TOYHOCTBIO A0 * 5 % M3MEpPEHHOrO 3Ha4eHus.

D.5.3.2.2.4 N3mepuTtensHoe obopyaoBaHve ans onpeaeneHns anuHbl, CnocobHoe BbINONHATL U3MEPEHUs C TOM-
HocTblo Ao 10 % onpeaeneHHoro gonycka wnu 8o 1 % mu3mepeHHoro 3Hadenusn. Ecnu onpegeneH aonyck, criegyet
MCMNONb30BaTh MEHbLUEE M3 MONYYEHHbIX 3HAYEHUI B NPOUEHTAaX.

D.5.3.2.2.5 Yucras xectkas Tpybka, BHyTPEHHUI AnameTp KOTOPON COOTBETCTBYET MUHUMANbHOMY W MakCUMarib-
HOMY AnameTpam cocyaa, ykasanHsiMm B VMM Ana kaxgoro pasmepa UCNbITyeMoro CTeHTa.

D.5.3.2.2.6 BcnomorateneHsle yCTPONCTBA, Heo6xoauMble Anst packpbitus B cootBeTcTBum ¢ UMMM,

D.5.3.2.2.7 Cpepa ¢ koHTponupyemon temnepatypoi (37 £ 2) °C gns CTEHTOB pa3Mepamu, YyBCTBUTENbHLIMU K
pasHuue huanonornyeckor TemnepaTypbl U TemnepaTypbl OKpyXalowein cpeasi.

D.5.3.2.3 O160p 06pasuos

OT160p 06pasuoB criegyeT NPOBOAUTL B COOTBETCTBUM C MonoxeHusimu D.2.

D.5.3.2.4 Buigepxka npy onpegernenHbIX YCroBusixX

Bblaepxka npu onpegeneHHbIX YCNOBUSIX AOMKHA COOTBETCTBOBAaThH nonoxeHusm D.3.

D.5.3.2.5 MeTtog ucneiTaHun

CnegyeT paspaboTaTb METOA UCMbITAHUI HAa OCHOBE CINeAyloLMX AeWCTBUNA:

MpumeyaHne 1—[Ons CTeHTOB, paclmpsaeMbliX 6annoHoOM, C OLWYTUMOR oTaauYer MOXET ObiTb CNOXHO
nony4mTe COOTBETCTBYIOLLEE MpUNeraHme creHTa k cteHkam Tpybku. MoxeT notpeGoBatbesi pa3paboTka ansrepHaTue-
HOM MeTOOMKU AN KOPPEKTHOWM OLEHKM CBOWCTB NOgOOHbLIX YCTPONCTB.

a) U3MepSAIOT ANWHY CTEHTa B CNOXEHHOM COCTOSIHUW;

b) packpbiBatoT cTeHT B cooTBeTCTBUM ¢ UM B XXecTkow Tpybke, NpeacTaBnsiowen MUHUMAarbHbIA HOMUHANbHLIN
AvameTp Ansa Kaxgon koHdurypauum cteHTa, cneays WIMMT;

C) N3MepsIIoT AMMHY CTeHTa B npeaenax Tpybku.

MpumedaHune 2— lpn HEOOXOAUMOCTM MOXHO U3MEPSTb ANUHY CTEHTOB, pacluMpsieMblX H6annoHoM, npu
HanonHeHHoOM GannoHe;

d) noeTopsioT atansl b) u ¢), ncnonb3ys xecTkyo TPYOKY, NPeACTaBNSIOLLYI0 MaKCUMarbHbIi HOMUHANbBHBIN aua-
MeTp ANA KaxOoW KOHUrypaummn CTeHTa; Ansl cCamopaclMPSIOLLMXCS CTEHTOB TaKKe PacKPbIBAKOT CTEHT, HE OrpaHU4m-
Bas gvameTp, U M3MepAIoT BHeWHui(e) auameTp(bl) U ANWHY; BHewHwii(e) gnameTp(bl) AOMKHbI ObiTb N3MepeHbl Ha
0boux KOHUax CTeHTa M B cepeayHe CTeHTa B ABYX B3aUMO-NMeprneHaAMKYNsIPHbIX HAMPaBMNEHUsIX Mocrne packpbiTUA B
cooteetcTBuM ¢ UMMT.

MpumedyaHwune 3— [na cedeHnii HeKPYrnon HOpMbl MOXeT noTpeboBaTbCA U3MEPSATb U HUKCUPOBATL
MakcumarbHOe U MUHMMarnbHOE 3HaYeHwus;

€) ANs CTEHTOB, pacwmpsaemblx GannoHoM, yAAnsAlT CTEHT N3 KEeCTKOW TPYOKN MaKCUMarnbHOIo auamerpa;
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) ansa cteHToB 060MX TUMOB U3MEPSIIOT TONWMHY (TOMNWMHBI) CTEHOK CBOBOAHOIO CTEHTA B pasHbix 06nacTsx no ocu
M NO OKPYXHOCTW; €Cnn TONWMHA CTEHOK HEOAHOPOAHA COrMacHO KOHCTPYKLUMM, JOMKHa 6biTb M3MepeHa TonlMHa
CTEHOK KaXOO0N XapakTepHOW obnactu CTeHTa, u pesynbratbl Anst Kaxaon obnactu gomkHel 6biTb 3acdmkcupoBaHhbl
OTAENbLHO.

MpnmevaHune 4— YCTPONCTBO MOXKET UCMOMNb3OBATLCA NMOBTOPHO, €CINU 3TO NPUMEHUMO U 0GOCHOBAHO.

Ha cooTHOwWweHne AnvHbl n gnameTpa CTeHTa MOTyT BrUSITb YITIOBble UckpuBneHus. Heobxoaumo yuutbiBaTh A0-
NOMHUTENbHLIE UCTIBITAHUA U aHanNU3bl ANA OUEHKU BAWSAHUS YIMOBbLIX UCKPUBITEHWIA HA AaHHBIN NapameTp, ecriv npume-
HUMO.

D.5.3.2.6 NpeacraBnenne pesynsraTtoB

HnuHa cTeHTa, AMameTp 1 TonwuHa CTeHOK AOMXKHLI ObITh BhipaXkeHbl B MunnumeTpax. Kpome Toro, Bce nameHe-
HWUSA ANWHbI, NONYyYEHHbIE NOCMNE PacKpPbITUA, AOMMKHbI ObITh 3athMKCUpPOBaHbI B NMPOLEHTAX OT HEPACKPLITOW [UHbI.

D.5.3.2.7 OTtueT 0 NpoBeAEHUN UCNbITAHUA

OT4eT Mo MCNBITaHNIo AOMKEH COOTBETCTBOBATL NONOXeHMsAM D.4 n BKMoYaTh MakCUMyMm, MUHUMYM, CpEHEE U
CTaHAApPTHOE OTKNOHEHUS BCEX U3MEPEHHBIX U BbIMMCNEHHBLIX 3Ha4YeHuin. COOTHOWEHWE ANWHBI U AnameTpa AOIKHO
6biTb NpeAcTaBNeHo B Buge Tabnuubl, BKNOYan kak abconioTHble 3HaYeHUs, Tak U OTHOCUTENbHbIE B NPOLEHTAX.

Mpwumeyanne— [na gpononHutensHoro pykosoacTtea cm. ASTM F2081 [23].

D.5.3.3 Otgava

D.5.3.3.1 Uenb

Llenbio gaHHoro ucnbitaHusa ABnNsAeTca onpeaeneHne 3HavyeHns ynpyron otaaqm nocne packpbiTusl CTEHTOB, pac-
lMpsieMbiX 6anNoHOM, Npu OTCYTCTBUW BHELWHEN Harpy3ku Ans onpeaeneHns guameTpa CTeHTa B PacKpbITOM COCTOs-
HuK. [py OLEHKe KOHCTPYKUMKM cnegyeT yqnTbiBaTe nonoxeHus 8.6.2 n 8.6.4.

D.5.3.3.2 Marepmansi

D.5.3.3.2.1 CreHT-cucrema.

MprvmMmeuaHune—WcnbiTaHne He NpeaHa3Ha4YeHO ANA OLUEHKU BCEN CMCTEMbI; TEM HE MeHee cuctema
TpebyeTcsl Ans pacKpbITUSI UCNBITYEMOrO CTEeHTA.

D.5.3.3.2.2 BenomorartenbHble yCTpoWcTBa, Heobxoaumble ana obecneveHns COOTBETCTBYIOWENO pacluMpeHust
CTeHTa.

D.5.3.3.2.3 YcTpOWCTBO HANONMHEHUs, LWINPUL, UMW SKBUBANEHT, CHABXEHHOEe CPEeACTBaMU M3MEPEHUS! AABMNEHNs C
TOYHOCTBIO A0 + 5 % WM3MEPEHHOro 3Ha4YeHus1, cnocobHoe noaaepXuBaTb AABNEHUE HaMOINHEHUS.

D.5.3.3.2.4 XKnakocTb ANsi HANOJIHEHUsI, HANPUMEP, BOAA KOMHATHOW TeMneparypbl.

D.5.3.3.2.5 O6opyaoeaHue gnsa MamepeHust AMameTpoB (Hanpumep, MMKPOMETP, ONTUYECKUIA NMPOEKTOP Npodhu-
Nsl, NasepHbI MUKPOMETP), CNocoBHOE BLIMOSHATE U3MEPEHUsI C TOYHOCTLIO A0 10 % onpeaeneHHoOro Aornycka unu Ao
1 % namepeHHoro 3HaueHusi. Ecnu onpepeneH gonyck, crielyeT UCMonb30BaTh MEHbLIEE U3 MOJTyYEeHHbIX 3HAYEHUIN B
npoueHTax.

D.5.3.3.2.6 Cpepa c koHTponupyemon Temnepatypoit (37 + 2) °C ansi CTEHTOB C MaTepuarnamu, CBOICTBA KOTOPbIX
YYBCTBUTENMbHbI K pasHuLe hM3NONOMMUecKor TEMNeEpPaTypbl M TEMNEPaTypbl OKPYXalowen cpeabl.

D.5.3.3.2.7 Tanmep TOYHOCTBLIO £ 1 C.

D.5.3.3.3 O160p 06pa3suos

OT160p 06pasuUoB criegyeT NPOBOAUTL B COOTBETCTBUM C NonoXxeHusimm D.2.

D.5.3.3.4 Mopgrotoeka 06pa3uUoB K UCTbLITAHUSIM

MoaroToBka 06pa3LOB K UCMbITAHUAM AOMMKHA COOTBETCTBOBaThH nornoxennam D.3 v BkniovyaTk HarpyxeHwe, Bbl-
OEPXKY NMoA Harpy3koW U packpbiTHe.

D.5.3.3.5 MeTog vicnbiTaHui

Cnegyet paspa6orarb MeTo[ UCMbITAHUA HA OCHOBE CrNeaylowero anroputma AeuCTBuii:

a) HanomnHaT 6annoH AnsA pacluMpeHusl CTEHTa, UCNONb3YSA pekoMeHayeMoe AaBnNEHUe HamnorHeHusl, U Bbiaep-
XKMBAKOT gaenexuve, 4Tobbl AaTb 6annoHy u creHTy ctabunuanposatecs (npumepHo B TedeHune 30 c);

b) onpegenstoT cpeaHWii BHELWHWIA AMaMeTp CTEHTa B COOTBETCTBYIOWMX oBNacTsax nNo BCeW ANMHE; BHELIHMIA(e)
avamveTp(bl) gomkeH(bl) 6biTb M3MepeH(bl) Ha 06OMX KOHUaX CTeHTa U B CcepeauHe CTeHTa B ABYX NeprneHaMKynsipHbIX
HanpaBNeHUsIX NOCne packpbiTusa B cootBeTcTBUM ¢ UIMM;

C) cnyckaloT W yaansioT 6annoHHbIN kaTeTep;

d) paioT cTeHTy ctabunuanpoBartbes (NpumepHo B TeveHne 30 c);

€) NOBTOPSIIOT WAr ¢) B Tex e obnacrsix;

f) BBIMMCIIAIOT CpegHUI NPOLEHT oTAaum B Kaxaow npoaonsHon obnactu w/vnu no Bcel ANWHE CTeHTa, ecnu
NPUMEHUMO; BLIMMCAAIOT OTAAYy CTEHTa No creayiowen dhopmyne:

o (OMameTp BHELLH. anonuennuit Gannon — AMAMETP BHEWH. o euumi)
% OTpaqa cteHTa = 100.
Jil

JuameTp BHELWH. yanonuennsin 6annon
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D.5.3.3.6 MNpencraBneHne pe3ynsraToe

Otpava cteHTa gormkHa 6biTb BolpaxkeHa B npoueHTax (%).

D.5.3.3.7 OTueT 0 NnpoBeAeHUUN UCTILITAHUA

OT4eT NO MUCNbITAaHUIO AOMKEeH COOTBETCTBOBATL NonoxeHusim D.4 n Bknioyatb MakcUMyM, MUHUMYM, CpegHee u
CTaHAapTHOE OTKIMNOHEHWs! NMPOLEHTOB OTAa4YM B KaXA0W NpoaonbHON obrnactu u/vnuv no Beei ArvHe CTeHTa, ecnv npu-
MEHUMO.

Mpwumeyanune—[nsa gononHurensHoro pykosoactea cm. ASTM F2079-02 [22].

D.5.3.4 YCTOMYMBOCTL K pa3spyLIEHNIO NPU paanansHOM HarpyxeHun

D.5.3.4.1 Uenb

Llenblo AaHHOrO wWcnbITaHUA SBNSIETCA onpeaeneHne XxapakTepucTUK HarpyxeHusi/aedopmauumn CTeHTa npm
BO30EWUCTBUM KPYrOBON OQHOPOAHON pagnansHon Harpysku. Mpu oueHke au3anHa KOHCTPYKLMM YYUTLIBAKOT NONOXEHNS
8.6.2.

MpumedaHune— HecmoTpsa Ha CXOXKeCTb UCNbITAHUA HA YCTOMYMBOCTb K PaspyLUEHUIO NPpU pagnanbHoO
NpUKNagsiBaeMol Harpyske, Ha YCTOMHYMBOCTL K paspyweHuo Npy nnockonapannenbHoW Harpy3ke, Ha MecTHoe (no-
KanbHoOe) cxaTue u paguanbHoe ycunue, OHW OLEHMBAIOT pasHble NapameTpbl CTEHTa, 8 UMEHHO:

- B UCNbITAHWN HA YCTOWYMBOCTL K Pa3pyLleHnIo Npy paguasibHO NPUKNaAbIBAEMON Harpyske U3MepsioT cnocob-
HOCTb CTEHTa, pacluMpSIOWerocs ¢ nomowblo 6annoHa, BbigepXmnBaTb NOCTOSAHHYIO AecdopMaumio NPU BO3QENCTBUM
KPYrOBOW OOHOPOAHOW pagnanbHOW Harpysku;

- B UCNbITAHUWN Ha YCTOWYMBOCTL K paspyLUEeHWIO NMpU NnockonapannenbHoW Harpy3ke U3Mepsitot cnocobHocTb
CTeHTa BblAepXuUBaTb NOCTOSIHHYIO AedopmMaLuio No BCeW ANWHE YCTPOWCTBA NpU BO3AENCTBUM OOHOPOAHOW Harpysim,
npvKNagsIBaeMon No BCew AnuHe yCTPOWUCTBA;

- B UCMbITaHUW HA NOKaNbHOE CXXaTue U3MepsitoT CNOCOBHOCTbL CTeHTa BblAEPKUBATL NOCTOsSIHHYIO AedopMaLuio
npy nokansHOW (Hanpumep, COCPEeAOTOYEHHON) Harpy3ke;

- B UCMbITAHUM Ha pagnanbHoe ycunue M3mMepsioT ycunue, Bbl3biBaemMoe BO3AEWCTBMEM CaMOPacCLLUMPSIOLLLErocs]
CTEHTa Ha CTeHKy CoCyda B PacKpbiTOM COCTOSIHUW BO BPeMsi pacluMpeHnus U cxaTusl.

D.5.3.4.2 MaTepwansl
D.5.3.4.2.1 CteHT-cnucTema.

MpumedyaHune—WcnbiTaHne He nNpegHa3HAYeHO ANS OLEHKN BCEW CUCTEMbl; TEM HE MeHee cucTema
noTpebyeTcsa AN packpbITUA UCMLITYEMOro CTEHTa.

D.5.3.4.2.2 YHuBepcanbHas mexaHWdecKkasi ucnbitatenbHas cuctema, o60pyaoBaHHas COOTBETCTBYIOWMM OATHKU-
KOM CWIbl, CMOCOBHBIM U3MEPSATL YCUnne ¢ TOYHOCTBIO 40 + 5 % MONyYEeHHOro 3Ha4eHWsl, C NOCTOSIHHON CKOPOCTBIO
nepemeLLeHnsi 1 COOTBETCTBYIOWMMMN (DUKCHUPYIOWMMM 323KMMaMN U YCTPONCTBAMW ANA PACTAXEHWNA B OKPY>KHOM Har-
paeneHuun (Hanpumep, ckoba, netns).

D.5.3.4.2.3 YHuBepcanbHasi MexaHudeckas WCMbiTaTenbHas cucTemMa paguanbHOrO HarpyKeHust (Hanpumep,
«MPUCOBOE» UCMbITaTeNbHOE YCTPOWCTBO), 060pyAoBaHHasi COOTBETCTBYIOLMM AAaTYUMKOM CUIbl, CMOCOBHBIM M3MepsaThb
ycunve wnv OaBfieHne € TOYHOCTBIO A0 = 5 % Mony4YeHHOro 3HaveHusi, ¢ NOCTOSIHHOW CKOPOCTbIO MepemeLlLeHus
3aXBaToB.

D.5.3.4.2.4 Cpepa ¢ KoHTponupyemow Temnepatypon (37 + 2) °C ansi CTEHTOB U3 MaTepuanoB, CBONCTBA KOTOPbIX
YyBCTBUTENbHbI K pasHuLUe Mexady hu3nonorm4eckon TemMmnepartypor u TemMnepaTypomn OKpyXarowen cpeasbi.

D.5.3.4.3 O160p 0Opa3uos

OT160p 06pasuoB crnedyeT NPOBOAUTL B COOTBETCTBUM C NOMoxeHusimm D.2.

D.5.3.4.4 MoaroToeka 06pasLOB K UCMbITAHUAM

MoaroToBka 06pa3LOB K UCMbITAHUSIM AOMKHA COOTBETCTBOBATL Nnonoxenusam D.3, BKNoYas HarpyxeHue, Bbiaep-
KKy Nog Harpy3kon u packpbiTue.

D.5.3.4.5 MeTtog ucneiTaHun

CnegyeT pa3paboTaTb MeTo4 UCMNbITAHWI Ha OCHOBE ClNeAylowWwero anroputma AefcTeuni:

a) NoOMeLL AT CTEHT B UCMblTaTenbHble UKCATOPbI;

b) cXMMalOT CTEHT, MCMOMb3ys NOCTOAHHYIO CKOPOCTb CXAaTWS; HAYMHAIOT C AMaMeTpa, paBHOrO MaKCUMarnbHOMY
yKasaHHOMY AnameTpy cocyaa;

C) 3anncbIBaIOT CUNY M COOTBETCTBYIOWMI ANaMeTp BO BPEMS CKATUSA CTEHTA, NMOKA He BO3HWKHET CYLLECTBEHHOE
CHWDKEHWE CUMbl UNWU He NOSIBUTCA CYXeHue anameTpa no KpariHen mepe Ha 50 %;

d) NOBTOPAOT 4aHHOe UCMbITaHWe, UCMOMNb3ysl MUHWMAaNbHBIA HOMUHANBHLIA YKa3aHHbIA gvaMeTp cocyda Ans
KaXXgow koHdurypaumm CTeHTa.

D.5.3.4.6 MNpepcTaenexHne peaynsraToB

BelpaxaloT Harpysky (4aBneHue unu ycunue) Ha eguHuLy AnNvHbl B KMNonackanax Ha MUNIMMETP UK HbloTOHaX
Ha MUIIIUMETP, KaK NPYMEHMMO, U AMaMeTpbl B MUITTIMMETpaX.
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D.5.3.4.7 OT4ueT 0 NpoBeAEHUN UCTbITAHUA

OT4eT No UCNbITAHWIO AOIMKEH COOTBETCTBOBATL NonoxeHnam D.4 v BknyaTe onvcaHve meToaa, Nenornb3yemoro
Ans onpegenexHust cunel U gnaMeTpa. PUKCMPYIOT MakCUMyM, MUHUMYM, CpeAHee 1 CTaHAAPTHOE OTKIOHEHUS NMMKOBON
Harpysku 1 guameTpa npu NUKOBOW Harpy3ke. PUKCUPYIOT AMWHY NCTNBITYEMOIO CErMeHTa CTeHTa. [laHHble Takke [OMKHbI
6bITb NpeAcTaBneHbl B BUAE KPUBOW HarpyXeHusi B 3aBMCMMOCTM OT avameTpa obpasuoB B AuanasoHe MCMblTaHHbIX
3HaYeHUNn.

D.5.3.5 YcToNuMBOCTE K paspyLLUEHUIo MPU HarpyXeHun ¢ NnomoLLbio napannernbHO pacnonoXeHHbIX MrnacTuH

D.5.3.5.1 Uenb

Llenblo gaHHOro mcnbiTaHUsl SIBNSIRTCA ONpeaeneHne Harpysku, HeobxoaMMon Anst Toro, YTobbl BbI3BATh KITMHW-
YeCkU 3Ha4YMMBIN Nepernb unu gedopMaumio, SKBUBANEHTHYIO YMEHBLLEHWNIO AnameTpa no kpavHen mepe o 50 %, u
Harpysku, HeobxoauMoli Ansi NOsIBNEHUsl ocTaTouHOM AedopMauumn nnu NONHOro paspylenus cteHTa. Llenso gaHHoro
WCMbITaHWS ABMSIETCA TaKkKe onpegeneHne Toro, BOCCTAHABMMBAET N CTEHT UCXOQHYI0 rE€OMETPUIO NMOCNe UCMbITaHUs.
Mpy OUEHKe KOHCTPYKUMK YYMTbIBAIOT nonoxerus 8.6.2 n 8.6.5.

MpuMmeyaHUNe— HecMoTpa Ha CXOXECTb UCMbITAHUIA HA YCTOWUMBOCTb K PaspyLUeHWIo Npu pagnansHoM
Harpy>XeHuu, Npu Harpy>XeHun mexgy napannenbHbiX NNacTuH, Ha NoKanbHOe cxXaTue W paguanbHoe ycunue, OHU
OLEHVBAIOT pa3Hble NapameTpbl CTEHTa, UCXOAA U3 CrneaytoLero:

- B UCMbITAHUU Ha YCTOMYMBOCTb K Pa3pyLUEeHVIO NpY paguarnbHo NpYKnageiBaeMol Harpyske n3mepsoT cnocob-
HOCTb CTEHTa, PacluMpsIOLEerocsl ¢ noMowpelo 6annoHa, BblAepXMBaTe NOCTOSHHYIO Aechopmaumio npy Bo3gencTBum
OQHOPOAHOW paavarnbHOW Harpy3ku B HarpaeleHWn Mo OKPYXHOCTH;

- B UCMbITAHUM HA YCTOWYMBOCTb K Pa3pyLLUEHMWIO MpU NiockonapannensHoW Harpy3ke MamepsioT cnocobHOCTb
CTeHTa BblAepXMBaTh MOCTOSHHYIO AedopMaLmio Mo BCeN AnNUHEe YCTpocTBa Npy BO3G4eNCTBUM OAHOPOAHON Harpysku,
NpvKNagbIBaeMon No BCcen anvHe yCTPOWCTEa;

- B UCMbITAHWM Ha NOKanbHOE CXKaTne U3MEpPAIOT CNOCOBHOCTb CTEHTa BblAEPXMBaTh MOCTOSHHYIO AedopMaumio
npy nokanbHOW (Hanpumep, cocpeaoTOMEHHON) Harpyake;

- B UCMbITAHUM Ha paguanbHoe yCunve n3mMepsiioT ycunme, BbidbiBaeMoe camopaclLuMpsiioMMCsl CTEHTOM Ha cocya
B PacKpbITOM COCTOSIHUM BO BPEMS PacLUMPEHWs U CKaTusl.

D.5.3.5.2 Marepuansl
D.5.3.5.2.1 CteHT-CcncTema.

MpuvmeuaHue—NcnbiTaHMe He NpeaHa3HaYeHoO Ans OLEHKU BCEW CUMCTEMbl; TEM He MeHee cuctema
TpebyeTcsl Ans packpbiTUA UCMBITYEMOrO CTEHTA.

D.5.3.5.2.2 YHuBepcanbHas MexaHudeckas UcrbiTatenbHas cucrema, o6opygoBaHHasi COOTBETCTBYIOWMM aTuu-
KOM CWIbl, CNOCOBHBIM M3MEPSITE CUIY C TOYHOCTBLIO A0 + 5 % Mony4YeHHOro 3Ha4eHus, C MNOCTOSIHHOWM CKOPOCTHIO Nnepe-
MELLEHUS] TPaBepChbl U COOTBETCTBYIOLUMU NapasnsenbHO pacrnono)XeHHbIMU ukcaTopamm (1. €. AnMHa KoTopbix 6orb-
Wwe AnvHbl UCnbelTatensHoro obpasua).

D.5.3.5.2.3 Cpepga ¢ koHTponupyeMoli Temnepatypoi (37 + 2) °C ansi CTEHTOB U3 MaTepuarnoB, CBOWCTBA KOTOPbIX
YyBCTBMTENbHbI K pasHuUe pr3nonorMyeckor TemMnepaTypbl M TEMNepaTypbl OKPY>KaloLWEN cpeabl.

D.5.3.5.3 O160p 06pasuos

OT160p 06pasuUoB crnegyeT NPOBOAUTL B COOTBETCTBUM C NONoXeHusimm D.2.

D.5.3.5.4 Moarotoeka 06pa3sLoB K UCMbITAHWUAM

MoaroToBka 06pa3LOB K UCMNbITaHWSAM AOMKHA COOTBETCTBOBATL Nonoxenusam D.3, Bkriouasi HarpyxeHue, Bolaep-
KKy MOf, Harpy3kon n packpbeiTue.

D.5.3.5.5 MeTog vcnbiTanui

CnegyeT paspaboTaTe MeToA UCNbITaHWI Ha OCHOBE CNEAYIOWEro anroputma AeWcTBUN:

a) NoMeLaloT CTEHT B UCMbITaTeNbHbIe hUKCATOpPbI, pacrnonarasi ero Takum 06pasom, UTobbl OH NPeANONOXNUTENb-
HO ObiN HanMeHee YCTOMYMBBLIM K pPaspyLUeHMIO;

b) cxumaloT cTeHT, NCnonb3ays NOCTOSIHHYIO CKOPOCTb CXKaTusl; Ansl CTEHTOB, paclumpsaeMbiX 6anmnoHOM, Ha4YMHAIOT
C guameTpa, PaBHOrO MaKCMMarnbHOMY yKa3aHHOMY AMaMeTpy cocyaa; Anst CaMmopacLlUMPSIIOLLMXCSl CTEHTOB HAYMHAIOT C
AvamveTpa cBo6OAHO pacMPEHHOrO CTEHTa;

C) 3anMCbiBaOT 3HAYEHWS HArpy3kn M COOTBETCTBYIOWEN AedopMaLuy BO BPEMSI CKaTUsl CTEHTa A0 TEX Mop, Noka
He BO3HWKHET KIMHUYECKU 3HAYMMbIA M3rmb unu gedopmalmsi, IKBUBANEeHTHasA YMEHbLUEHWIO AuamMeTpa no KpawHen
mepe a0 50 %; onpegensioT Harpysky, HeoOXOAMMYIO Arisi OCTATOYHON AedhopMaL M Unu NorHOro pa3pyLleHust CTEHTa;

d) pasrpyatoT CTeHT U OUKCUPYIOT, BOCCTaHABMMBAET NN OH CBOIO UCXOAHYIO reOMETpUIO;

e) ANsl CTEHTOB, paclupseMbix 6anmoHOM, PACKPLIBAIOT CTEHT A0 MWHMMANbHOTO HOMMHANBHOIO YKa3aHHOro
AvameTpa cocyaa Ons Kaxaon KOHUrypauum CTeHTa 1 NoBTOPSIIOT 3Tansl a) — d).

MpwumedaHune—Metog onpeaenerns yeunus u gecopmavmm, Npy KOTOPbLIX MOSIBISAETCA OCTaTOYHAs NnacTyu-
yeckasn gedpopmauus, He onpedeneH B HacTosILLEM CTaHAapTe, T. K. 9TOT MeToA onpedenseTcs KOHCTPYKTUBHOW hopMON
UCMbITYEMOro yCTPONCTBA.
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D.5.3.5.6 lMpeacTaBnenne pe3ynsraToB

BelpaxatoT Harpysky (cuny) Ha eauMHuLy ANUHbBI B HBIOTOHAX Ha MUANUMETP, Kak NPpUMEHUMO, U aedopmaumio
(BKNIOYas SKBUBaNEHTHbIVM AvameTp) B MUNIUMeTpax.

D.5.3.5.7 OT4eT 0 NpoBedeHNM NCNbITAHUNA

OT4eT MO UCMbITaHWIO JOKEH COOTBETCTBOBATL NonoxeHwsm D.4 n BknovaTe onucaHwe meToaa, MCNonb3yemoro
Ans onpegenenus ycunusi n gedopmauun (amameTtpa). PUKCUPYIOT MakCUMYM, MUHUMYM, cpegHee WU CTaHQapTHOe
OTKIOHEHWS Harpy3kn 1 aedopmMaumm, HeobxoauMbIX Anst 06pa3oBaHWA KNMHMYECKU 3HaUMmMoro uarnba unu gecdopma-
LMK, 3KBUBANEHTHON YMEHbLUEHWIO guameTpa no kpanHen mepe go 50 %, a Tawke Harpysky u gedopmaumio, Heobxoau-
Mble Ana NOSIBMEeHNs OCTaTOMHOW MOCTOSHHON AechopManmn Unu NorHoro paspyweHnsa cteHTa. Pukcupyot, BOCCTaHaB-
NMBAET UNWN HET CTEHT CBOIO MCXOAHYIO reOMeTPUIO Nocne ucnbiTaHws. JaHHble nenbiTaHui Takke AoMKHL! 6biTe Npea-
CTaBreHbl B BUAE KPUBOW HarpyXeHusl B 3aBUCUMOCTU OT gedropmaumnn. flomkHa 6biTe 060CcHOBaHa cxema pacnonoxe-
HWS1 CTEHTa BO BPEMSs Harpy»XeHusi.

D.5.3.6 MepekpyymBaHue/nepernd

D.5.3.6.1 Uenb

Llenbto gaHHOrO UCMbITaHWA sIBNsieTcs onpegeneHne MUHUMANbHOTO paauyca, Ha KOTOPbIN MOXET 6biTb W3OrHYT
packpbITeIli cTeHT 6e3 nepernba unu ymeHblueHusi guameTpa 6onee vYem Ha 50 % npu ycnoeum, UTo CTEHT BOCCTAHABRNN-
BaeT CBOK reoMeTpuIo nocrne ucnbiTaHusa. Ecnv npy KNMMHMYECKOM UCMONb30OBaHMKU OXMAAETCH HaNoXeHWe CTEHTOB
OOVH Ha ApyroW (Hanpumep, NPy CTEHTUPOBaHUWM MOBEPXHOCTHOW GedpeHHon apTepwuun), TO cneayeT OUeHWUTb paguyc
narmba nccrnegyemoro cteHTa B KOHturypaumm npegnonaraemoro HanoxeHus. B Hactoawem ctaHgapTe npueBeaeHbl
ABa anbTepHaTUBHbIX MeToda ucnbiTaHus (Metod A n meTtog B), koTopble MOryT GbiTb NPUMEHEHBI B 32BUCUMOCTU OT
KOHCTPYKTUBHON hOpMbl YCTPONCTBA. [Mpyn OLEHKEe KOHCTPYKUMU YUUTLIBAIOT nonoxexHns 8.6.5.

D.5.3.6.2 MaTepuansl

D.5.3.6.2.1 CteHT-cucrema.

MpumedyaHne—McnbiTaHne He NpegHa3HAYeHO ANS OUEHKN BCEW CUCTEMbl; TEM He MeHee cucTema
TpebyeTcs MWW ANsl PacKPbITUS UCMBITYEMOrO CTEHTA.

D.5.3.6.2.2 BcnomoraTenbHble YyCTPOWCTBa, Heobxoammele AN NOMOLWM NPU packpeiTum B cooteeTcTBum ¢ UMM,

D.5.3.6.2.3 Ynpyrue Tpybku, AuameTp KOTOPbIX NpeacTaBnNsAeT HauMEHbLMIA N HANOONbLWNIA pPeKOMeHAYEMbIE Au-
ameTpbl COCYOOB, KaK MPUMEHUMO, AN UCTbITYEeMOro cteHta. MpuMeHnMo Toneko gna metopa A.

D.5.3.6.2.4 UunuHgpryeckme kanubpbl ¢ MOCTENEHHO yBENWYMBAIOWMMCA paguycom. MNpuUMeHUMo Tonbko Ansi
meToda A.

D.5.3.6.2.5 XecTtkass mogene n3rmba, npegcraensiowasi cCobo HaMMeHbWUIA M HambonbWWi pekoMeHayeMble
AvameTpbl COCYOB, Kak NMPUMEHMMO, NI UCMbITYEMOrO CTEHTa C MOCTENEHHO YBENMUYMBAIOWMMCA paguycom narmba.
MpuMeHumo Tonbko anst metoaa B.

McnbiTatensHoe YyCTPOMCTBO ANt MOAENUPOBaHUs U3rmba AormkHO ObiTh BLINOMHEHO M3 NPO3pPaYHOro martepuana
ANs BO3MOXHOCTM HabniogeHust 3a M3rmboMm CTeHTa/MpoTpy3vei pacnopku Unm onopbl U JOMKHO COCTOSITb M3 ABYX
NOMOBMHOK MIMT UMK NONMOBUMHOK 060mouek, kKoTopbie MOryT BbiTb pa3obpaHbl Anst yaaneHusi CTeHTa Nocrie packpbiTus,
C TeéM 4TOObl MOXHO ObINO OLEHUTH BOCCTAHOBIEHME CTEHTA [I0 NMepBOHaYaribHbiX hopMbl U pa3mepa.

D.5.3.6.3 O160p 00Opa3uoB

O160p 06pa3uoB criegyeT NPOBOAUTL B COOTBETCTBUM C nornoxeHusimm D.2.

D.5.3.6.4 MogrotoBka 06pa3uUoOB K UCMLITAHWUSIM

MoaroTtoBka o6pa3LOB K UCMbITAHMAAM AOIDKHA COOTBETCTBOBaThL nonoxennsam D.3 n BkniovaTe HarpyxeHue o06-
Pa3sLOB U BbIAEPXKKY MO HArpy3koi.

D.5.3.6.5 MeTtop ncnbitanHus A

a) packpbIBalOT OTAENbHO B3ATHIN CTEHT B MPSAMONUHENHON TPybke AMameTpoMm, paBHEIM MUHUMANbHOMY HOMW-
HanNbHOMY 3HAYEHUIO QUaMeTpa cocyga Ans KBKOoW KoHdUrypaumm cTeHToB B cooteeTcTeum ¢ UMM,

b) pacnonaratot CTeHT, 3arpy>eHHblli B Tpy6Ky, Ha LMNMHAPUYECKOM Kanubpe; UCMbITLIBAIOT HauXyaWwuin cnydvan
OpPUEHTaALMUN CTEHTa;

C) n3rmbaloT CTEHT, 3arpyXeHHbIl B TpybKy, BOKpYT kanubpa Tak, YTobbl CTeHT KOHTAaKTUpOBan ¢ kanmbpom no Bcen
AnvHe, unu makcumym Ha 180°;

d) dmKecHpyloT pagnyc; OTMeYaloT: UMeeTCs NM Nepermd NN 3HaunTenbHOe Cy>KEHWe.

MpuMeyaHune— Paguyc BeMUCTISIIOT CyMMUPOBaHWEM TOMLWMHBI CTEHKWN TPYBKM ¢ pagnycom kanubpa;

€) 3anucbIBaloT Harpysky, NPUKNagbIBaemMyio K CTEHTY, U OTMEYAIOT, BOCCTaHaBNWBAETCA NN UCXOAHAs reomeTpust
CTEHTAQ,

) noBTOpsIOT 3Tankl ¢) ¥ d), NCNoNb3ysA NOCTENEHHO YMEHbLIAIOWMECH PaanyChl YCTPOMCTBA, NOKa He NOABUTCS
nepern6 unum ymeHsweHne gnametpa CTeHTa no kpaviHen mepe Ha 50 %;

g) NOBTOPSIIOT 3Tanbl a) — f) Ans pa3anuuHbIX NONOXEHUI MO AfIMHE CTEHTA, €CNU NPUMEHUMO;

h) noBTopsiOT 3Tanbl a) — g), UCNonNb3ys yNpyrylo TpybKy mMakcMmManbHOr0 HOMWHANBLHOIO onpeaeneHHoro ana-
MeTpa CoCcyfoB;

i) noBTOPAIOT 3Tanbl a) — h), UCNonb3ys CTeHTbI B KOHUIYPaLWUM HANOXEHUS, €CNU NPUMEHUMO.
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D.5.3.6.6 MeToa ucnbiTanus B

a) pacKpblBalOT OTAENbHbLIN CTEHT B Modenu usrnba MMHMManbHOrO HOMMHANbBHOMO ONpeAeneHHoro guameTpa
COCYAOB ANSA KaXKAOoW KOHMWrypaumm CTeHToB B cooTtBeTcTBuM ¢ UMM, neneiTeiBaloT HAMXydwui cnyYam opueHTaumm
CTEHTa;

b) sanuceiBaloT paguyc usrmba n oTMevarT Hanuure nepermba unu 3HaYUTENBHOTO CYXXEHUS;

C) yAansitoT CTEHT 13 Mogenu narmba u 3anvcbiBatoT, BOCCTAHABNMBAET M CTEHT UCXOQHYIO reOMeTpUIO;

d) NoOBTOPSAOT 3Tanbl a) — C), UCMOMNb3ysl NOCTENEHHO YMEHbLLAIOWMECHA 3HAa4YeHUs1 pagumycoB Marmba, noka He
nosiIBUTCA Nepermd unu ymMeHblleHne anameTpa CTEeHTa He JOCTUIHET no kKpaiHen mepe 50 %;

€) NOBTOPSIOT aTansbl a) — d) AN pasnuyHbIX NMOMOXEHWUIN NO ANUHE CTEHTa, eClN NPUMEHNMO;

f) noBTOPAOT 3Tanbl a) — e), MCNonb3ys Mogdenb M3Mba MakCMManbHOrO HOMWHAINBHOFO OMNpedeneHHoro gua-
MeTpa COCyA0B;

g) NoBTOPSIOT aTansbl a) — f), MCNonb3ys CTEHTLI B KOHDUIypaLuy HaNoXeHWs1, eCrnin NPUMEHUMO.

D.5.3.6.7 lNpegcTaBnenne pesynsraToB

Paanyc nepermba gonxeH ObiTb BbIpaXXeH B MUIIIMMETPAX.

D.5.3.6.8 OTuet 0 NnpoBeaeHNN UCMNbITAHWI

OT4eT MO UCMBITAHUIO JAOIMKEH COOTBETCTBOBATL NnonoxeHusm D.4 u BknovaTe MakCUMyM, MUHUMYM, cpeaHee u
cTaHgapTHOe OTKMOHEHUS HaMMEHBLLEro pagnyca, Npy KOTopbIX He Habniogaetca HW nepernba, HU YMEHbLIEHNA aua-
MeTpa CTeHTa no kpanHen mepe Ha 50 % Ana Kaxgbix yCrioBUW UCMBITAHMA (T.€. MUHUMANbHOTO U MAKCUMAanbHOIoO
avnameTpoB Tpybku, C HaxXoXg4eHWeM CTEHTOB OAMH Ha Apyron unu 6e3 HaxoxaeHus). 3anucbiBaloT MakcumanbHbIN
paguyc 1 NonoXeHwe CTeHTa, Npu KOTOpoM HabnogaeTcs nepemb unu ymeHbleHne ero anameTpa. Pukcupyiot, Habnio-
Jaetcsa nu octatovHas gedopmauusi, U OUKCUPYIOT 3HaYeHue paguyca, Npu KOTOpom HabngaeTcs NOCTOsSIHHAA
ocTatouHas gedopmauus. PernctpupytoT Bce HeobbluHble HabnogeHust (Hanpumep, pasaeneHne HanoXeHHbIX Apyr Ha
Apyra CTEHTOB, pasnoMbl, BbIX0A4 ONop B NPOCBET cocyaa u np.). O60CHOBLIBAOT TN UCNONb3yEMbIX YNpyrux Tpy6ok npu
HEeoBX0AMMOCTH.

D.5.3.7 MecTHoe (nokanbHoe) cxartue

D.5.3.7.1 Uenb

Llensto gaHHOro wucnelTaHms siBnsieTcs onpegeneHve gedopmauum ycTpowcTBa, B OTBET HAa MECTHOe ycunuve
CcXKaTusl, NpUKNagbiBaemoe NepneHguKynsipHo K NMpPoAoSibHOW OCU YCTPONCTBA, W orpeferieHne Toro, BOCCTaHaBNUBaeT
TN CTEHT CBOK UCXOAHYIO reOMETPUIO MOCIE UCMbITaHUs. OTO UcnbiTaHue TpebyeTcst Ansi CTEHTOB, NSl KOHCTPYKLMIA
KOTOpbIX €CTb BEPOSATHOCTb APYroro OTBETa HA MECTHOE CXKaTue Mo CPaBHEHUIO C paanarnbHbIM UK Mrlockonapannerib-
HbIM CXATMeM W ON1A KOTOPbIX 3TO UCTbITAHME KITMHUYECKN 3HAYMMO.

Mpu oueHKe KOHCTPYKUMK yHUTBIBAKOT nonoxeHus 8.6.2 n 8.6.5.

MpumeuaHUe— HecMOTpA Ha CXOXECTb UCNBITAHUI HA YCTOWYMBOCTB K PaspyLUeHWIO Npu pagnansHo
npuKnageiBaeMoi Harpyske, Npu HarpyxeHun mexay napannenbHO PacnofioeHHbIX NAWT, Ha NoKanbHOe (MEeCTHOe)
oKaTue U paguanbHoe ycunuve, OHM OLEHMBAIOT pasHble NapaMeTpbl CTEHTA, @ UMEHHO:

- B UCNbITAHWKN Ha YCTOWUMBOCTL K paspyWweHunio NpY paauantHo NPUKNaabiBaeMoit Harpyske oueHBaloT cnoco6-
HOCTb CTEHTa, PacLUMPSIOLWLEroca ¢ NoMowblo 6annoHa, BolAEpXUBATL NOCTOAHHYIO Aedopmaumio NpU BO3QencTBUM
0QHOPOAHON paananbHON Harpy3ku B OKPYXXHOM HanpaeneHwuw;

- B UCMbITAHUM Ha YCTOWUMBOCTb K Pa3pyLleHWio NpU nNnockonapannenbHon Harpyske (Mexay nnuT) oueHuBaioT
CNocoBHOCTL CTEHTa BblAEPXMBaTb NOCTOSAHHYIO Aedopmaumio No BCel ANWHe YCTPOMCTBa NpU BO3AENCTBUM OAHOPOA-
HOWM Harpy3ku, NpUKNagsiBaemoit no BCe AnuHe yCTPONCTBA;

- B UCMbITAHUM Ha NokarnbHoe (MEeCcTHOe) cxaTue OUEHWBAOT CNOCOBHOCTb CTEHTa BblAEPXUBATb NOCTOSHHYIO
AedopMaunio Npu NOKanbHOW (Hanpumep, COCPEeAOTOYEHHON) Harpyske;

- B UCMbITAHUM Ha paguarnbHOe yeunvwe u3MepsioT ycunve, NpuknagsieaeMoe Camopaclunpsaowmmcs CTEHTOM Ha
cocyq B pacKkpbiTOM COCTOAIHUM BO BPEMST PaclUMpPeHns U cxaTus.

D.5.3.7.2 Marepuansi
D.5.3.7.2.1 CTteHT-CcHCcTEMA.

MprvmMeuyaHUe—VcnbiTaHne He NpeaHasHa4YeHoO ANs OUEHKU BCEW CMCTEMbBI; TEM HE MeHee cucTema
TpebyeTcs NMWLWb ANsl PacKPbLITUS UCTBITYEMOrO CTEHTA.

D.5.3.7.2.2 YHuBepcanbHas MexaHW4Yeckasl NCrbiTaTenbHas cucTeMa ¢ BO3MOXKHOCTBIO Cxkatus, obopyaosaHHas
COOTBETCTBYIOLLMM JATUMKOM CUITbl, CMOCOBHBIM U3MEPATL CUMY C TOYHOCTBIO A0 + 5 % M3MEePEHHOro 3Ha4eHus1, C NOCTO-
SIHHON CKOPOCTbIO NEepeMeLLeHusl TpaBepcbl M COOTBETCTBYIOWMMMN 32XXKMMHbIMU (DUKCaTOpaMMU.

D.5.3.7.2.3 30oHA a4ns npunoXxeHus curbl oxatusi. KOHCTpyKuma 3oHaa (Hanpvmep, dhopma, nnowage nonepeyvHo-
ro CeYeHus) AomKHa COOTBETCTBOBATb KOHCTPYKLUM CTEHTA M BO3MOXHbLIM NOKaNbHbLIM CUlam cxatus in vivo.

D.5.3.7.2.4 Cpepa ¢ koHTponupyemon Temnepatypor (37 £ 2) °C gns CTEHTOB U3 Matepuarnos, CBOWCTBA KOTOPbIX
YYBCTBUTEMbHbI K pasHuLe hU3NONoriueckon TeMnepaTtypbl U TeMnepaTypbl OKpyxaloLeln cpegbl.

D.5.3.7.3 O160p 06pasuos

OT160p 06pasUoB criegyeT NPOBOAUTL B COOTBETCTBUM C NONOXeHusMM D.2.
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D.5.3.7.4 MogroToBka 06pa3UoOB K UCNbITAHUAM

MoaroTtoBka 06pa3LoB K UCNBITAHWUAM AOMKHA COOTBETCTBOBATL nonoxeHuam D.3 n gonxHa BkNoYaTh Harpyxe-
HUe, BbIAEPXKKY Mof, Harpy3koW 1 packpbiTue.

D.5.3.7.5 MeTtoa ucnbitTaHui

CnepyeT pa3paboTaTe MeTOA UCNbITAaHWI Ha OCHOBE CNEAYIOWEro anropuTMa AencTBUN:

a) U3MepSIoT BHELLHWI AnaMeTp CTEHTa;

b) cxumaloT CTeHT, UCNONb3ysl MOCTOSIHHYIO CKOPOCTb CXKaTUA A0 TeX Nop, Noka He nosBUTCa AedopMaums, 3Keu-
BalieHTHasl YMEHbLUEHUIO anameTpa no kpanHen mepe ao 50 %; nNpunoxeHue HarpyskM JOMKHO OCYLWECTBINATLCA B
npepenax obnactm Ha cTeHTe, cunTawencs Hambonee noaesepXXeHHoOW AedopMaunn NpU NpUNoxeHun HokanbHON
Harpysku;

C) pasrpyxaloT CTEHT U U3MEPSIIOT MUHUMAanbHbLIM AnaMmeTp CTEeHTa Nocfe MCNbITaHus.

D.5.3.7.6 lNpencraBnenne pesynsraTos

HOuameTtpbl A0mkHbI ObiTh BbIpaXXEHbI B MUNNUMETPaX.

D.5.3.7.7 OTueT 0 NpoBeAEHUN UCNbITAHWUI

OT4yeT NO UCTLITAHUIO [OIKEH COOTBETCTBOBATL NpunoxeHnsam D.4 n BknoqaTb HaAYarnbHble U KOHEYHbIE M3Me-
peHHble AnameTpbl U 060CHOBaHWA MCMbITYEMON obnacTn cTeHTa.

D.5.3.8 PagwanbHas cuna

D.5.3.8.1 Lenb

Llenbio AaHHOro uCnbITaHusi SIBMSIETCS OnpefieneHne Cunbl, BbiI3BaHHOW CaMOpacLUMPSIIOLLMMUCH CTEHTaMU, Kak
OYyHKUUM OT guamMeTpa CTEHTA, NPU YCITOBUSIX paclumpeHunst u cxatus. MNMpu oueHke KOHCTPYKLMK YUUTBLIBAIOT NOMNOXEHUs!
8.6.21n 8.6.5.

MpwmeyaHwne— HecmoTpa Ha CXOXKECTb UCMBITAHUN HA YCTOMHYMBOCTB K PaspyLUEHUIO MPU pagnanbHO
NPVKNagsLIBAEMON  Harpy3ke, Ha YCTOMYMBOCTb K PaspyleHuio Npu CXaTum Mexay MIuT, Ha NnokarnbHoe cxXarue u
pagnaneHOe yCunmue CXoXw, OHU OLEHUBAIOT pa3Hble NapameTpbl CTEHTA, a UMEHHO:

- B UCMbITAHWM HAa YCTOMYMBOCTb K Pa3pyLUEHMIO NPU pagnanbHO NPUKNAabLIBAEMON Harpy3ke M3amepsiioT crocob-
HOCTb CTEHTa, paclUMPSIIOLWErocsl C NoMoLbIo 6annoHa, BoiAEpXUBATh NOCTOAHHYIO Aedopmaumio Npy BO3OencTBUM
KPYroBOW OOHOPOAHOW pagvanbHOW Harpy3ku;

- B UCMbITAHWM HA YCTOMYMBOCTb K pa3spyLUEHWIO Npy NnockonapannenbHOW Harpy3ke uM3mepsiloT crocobHoCTb
CTEHTa BblAEPXMBATL NOCTOSHHYIO AedOopMaLmIo No BCEN ANMHE YCTPONCTBA NPU BO3AEWCTBMM OQHOPOAHON HArpys3ku,
NpVKNaabIBaeMON No BCEW AnvHe yCTPOWUCTBa;

- B UCMBITAHWM Ha NOKaInbHOE CXXaTue U3MEPSIOT CNOCOOHOCTL CTeHTa BbiAEPXUBATE NOCTOAHHYIO AedopMaumio
npy NOKanbHOW (Hampumep, TOYEYHOW) Harpyske;

- B UCMbITAHUW Ha paguancHoe yCunue u3MepsioT yeunue, NpuknagsiBaemoe camopaclimpsiiowmmcs CTEHTOM Ha
COCy[ B pacKpbITOM COCTOSIHUM BO BPEMSA PaCLUMPEHUS U CXATUA.

D.5.3.8.2 MaTepuansl
D.5.3.8.2.1 CteHT-cucrema.

MpumedyaHMune—McnbiTaHne He NpegHasHAYeHO ANA OUEHKN BCEW CUCTEMbl; TEM He MeHee cuctema
TpebyeTcsl ANs PacKpbITUSI UCTLITYEMOTO CTEHTA.

D.5.3.8.2.2 YHuBepcanbHas mexaHW4eckas ucneitatenbHas cucrema, o6opyaoBaHHas COOTBETCTBYIOLMM OATHK-
KOM CWIbl, CNOCOGHBIM U3MEPSITb CUNY C TOUMHOCTBIO A0 * 5 % W3MEpPEHHOro 3Ha4YeHusl, ¢ NOCTOSIHHOW CKOPOCTbIO
CMELEHNs1 U COOTBETCTBYIOWMMMN 3DKUMHBIMU chUKCaTopamm.

D.5.3.8.2.3 Pacwwupsiiowme n cxmmaiowme XomyTel/(buKcaTophbl, TaKMe Kak ABYXCTBOPHATOE 3aKMMHOE YCTPONCTBO,
V-06pasHblil BMOK MU YCTPOWCTBO KONBbLEBOW Harpy3ku, Takoe kak XoMyT unu netns. Ouametp/pa3mepbl dukcaropa
AOMXHblI COOTBETCTBOBATL MCIMBITYEMOMY CTEHTY.

D.5.3.8.2.4 Cpepa ¢ koHTponupyemown Temnepatypon (37 + 2) °C ana CTEHTOB U3 MatepuaroB, CBOMCTBA KOTOPbIX
YYBCTBUTENMbHbI K pasHuLe hr3nonor1eckon TeMnepaTypbl 1 TeMnepaTypbl OKpyxatowen cpegbl.

MpumeyaHune—Tlpu BuIGOpe HUKCATOPOB ANA UCMbITAHWA cnedyeT obpalaTb BHUMaHWE HA UCCNeqyemyio
WHWPUHY MNW Nowaab, BAUSIHWE TPEHWUS U BAUSIHWE reomMeTpun (OUKCATOPOB Ha M3MepUTENbHbIE AATHYMKN.

D.5.3.8.3 O160p 06pa3suos

OT160p 06pasuoB criegyeT NPOBOAUTL B COOTBETCTBUM C NonoxeHuamu D.2.

D.5.3.8.4 MogrotoBka 06pa3suUoB K UCNbITAHUAM

MoaroToBka 06pasUoB k UCMBITAHWUAM AOMKHA COOTBETCTBOBATL Nonoxennsam D.3 n gonxHa BKOYaTh Harpyxe-
HVE W BblAEPXKY NOA Harpyakomn.

D.5.3.8.5 MeTtog ucnbiTaHui

CnegyeT pa3paboTaTb MeTO4 UCNbITAHUI HA OCHOBE CNEAYIOWEro anropuTMa AenCTBUA:

a) pacKpbIBalOT CTEHT B (hukcaTopax Takum ob6pasom, 4Tobbl HauanbHeI AgnaMeTp Obin MeHbLIEe UNW PaBeH MUHW-
ManbHOMY AvameTpy cocyaa, ykazaHHomy B UMM,
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b) namepsoT paguarnbsHyto cuny Kak (hyHKLMIO AMameTpa Npyu paclimpeHnn CTEHTa 40 MAKCMMAIbHOTO yKa3aHHOIo
AvameTtpa COCyAa; CKOPOCTb UCMbITaHUS JoMmkHa 6biTb Takon, 4To6blI pesynsTartbl NPeAcTaensnuM crarTucTuyeckue ycno-
BUSI;

C) N3MepSIT pagnarnbHyIo cury kak hyHKUMIO AMaMeTpa Npy CXaTtum CTeHTa A0 MMHMMArbHOIO yKa3aHHOro ava-
MeTpa cocyAa; CKOPOCTb UCMbITAHUA JOMKHA ObiTb TakoW, YTo6bl pe3ynbTatel NPeACTaenAanNyu cTaTuCTUYECKUe yCnoBus;

d) BbMMCIIAOT paguarnbHOe JaBreHne, OCHOBLIBAsICh HA U3MEPEHHON CUMEe U NMOWaaun UCTbITYEMOro LunuHapa.

D.5.3.8.6 lNpeacraBneHne pesynsratoB

PagnanbHasa cuna gomxkHa 6biTb BblpaXeHa B HbIOTOHAX HA eAuHUUY ANWHBI B MunnumeTpax. [lnuHa gomxHa
6bITb ONpeeneHa Kak AnuHa cTeHTa BHYTpY hukcaTopoB. PaguanbHoe gaBneHne AomkHO ObiTb BbIpaXeHo B Kunonac-
Kansx.

D.5.3.8.7 OtueTt 0 NnpoBeAeHUN UCTIbITAHWIA

OTyeT MO WCMBLITAHMIO [JOIDKEH COOTBETCTBOBAaTb MonoxeHnsim D.4 v BkmouaTb onucaHue UCMbITaHHOMO
NONOXEHUS (MOSNOXEHUIN) CTEHTA, MMHUMYM, MaKCUMyM, CpPEeIHEE W CTaHAAPTHOE OTKITOHEHWsI paguarnbHOW CUnbl K1
pagvanbHOro AaBreHusi Npyv  MUHUMANbHOM UM MakKCUManbHOM guameTpax AJIl KaXOoro UCTbITAHHOIO pasmepa
ycTpoicTea. [omnkHbl ObiTh 3ahMKCMPOBaHbI Pe3yrnbTaThl Kak Arnst pacluMpeHust, Tak U Arsi CXaTusi C COOTBETCTBYIOLLUMUN
MCMONb3yeMbIMU MPU UCTILITAHUU CKOPOCTSIMM.

D.5.3.9 OueHka KOPPO3NOHHOM CTOWKOCTU

D.5.3.9.1 Uenb

Llenbio gaHHON OUEHKU SIBISIETCSl OLEHKA NOABEPXEHHOCTU METarIMyeckux KOMMOHEHTOB CTEHTA KOPpO3uMn B
mModenupyemon pruamonormyeckor cpege B TeUeHue npeanonaraemMmon NpogornkMTENbHOCTU CTEHTUPOBaHUA. [Npu oueHke
KOHCTPYKLUMW YYMTBIBAIOT nonoxexus 8.6.3.

D.5.3.9.2 Matepunansol

D.5.3.9.2.1 CTeHT unn cOOTBETCTBYIOLLME UCTIbITATYEMble 06pa3ubl CTeHTa (Harpumep, CErMeHTbl, CeKUMUK, KOMIO-
HEeHTbI, B TOM YiChe 4acTMYHO cobpaHHble). VcnbiTaTenbHble 06pas3ubl AOMKHEI COOTBETCTBOBATL TUMY OLEHUBAEMOMN
KOppPO3uKn (Hanprvmep, KOHTaKTHas!, ToueuHasl, PPETTUHI-KOPPO3Us], ANEKTPOXUMUYECKast).

D.5.3.9.2.2 Matepwuansi, annapartypa U yCrnoBUsi UCTbITaHWsI, onpeferieHHble B BbIOpaHHOM N 4aHHON OLIEHKM
MEeToAe UCMbITaHUS.

D.5.3.9.2.3 MNogxogsiwume KOHTpOrnbHble 006pa3ubl.

D.5.3.9.3 O160p 06pasuoB

OT160p 06pa3uoB criegyeT NPOBOAUTL B COOTBETCTBUM C NMornoxeHusimm D.2.

D.5.3.9.4 Mopgrotoeka 06pa3uUoB K UCTbLITAHUSIM

MoarotoBka 06pPasUOB K WCALITAHWAM AOMKHA COOTBETCTBOBaTb nonoxeHusaMm D.3 u Bkniouatb Harpysky,
BbIOEPXKKY MOA Harpy3kon u packpbitne. OueHuBaemble matepuansl cnegyeTt NogBeprHyTb BCEM NPOU3BOLACTBEHHBIM,
abpuyHbIM U KOHEYHbIM MpoLeccam, a Takke NOCTNPOWU3BOACTBEHHBLIM 3Tanam, TakKMM Kak YucTKa. [lns cTeHToB ¢
NMOKPBITUEM 4YaCTb OCHOBaHUsl, HaxXOASALWAACA HWXe, AOMKHA 6bITb OTKpbLITA ANA UCMbLITAHWUS Ansl MOAENMPOBAHWUS
BEPOSATHOIO KITMHUYECKOro BO3AENCTBUSA B Te4eHWe BpemeHn. CneayeT ObiTh akkypaTHbIM, YTOObI HE NOBPeAUTb OCHOBA-
HVe, HaxoasIeecs Hxe, BO BPEMS BbiAePXKKW NpW onpeaeneHHbIX yCnoBusiX. [1ns CTEHTOB € NOKPLITUEM MOTYT noTpebo-
BaTbCA OOMOMHWUTENbHbIE 3Tanbl NpegsapuTeNibHON BbIAEPXKKA MPU ONpefeneHHbIX YCroBUsiX.

D.5.3.9.5 MeTtog vcnblTaHui

CnegyeT pa3paboTaTb METOZ, UCMbITAHUIA HA OCHOBE CNeayloWwmX AeACTBUIA;

a) OUEHMBAalOT BCE MeTannmMyeckne KOMMOHEHTLI CTEHTa, UCMONb3ysl COOTBETCTBYIOLME METOAbI UCTBITAHUS U
OUEHKN Koppo3un. B cnyvae ecnvm BO3MOXEH KOHTaKT pasnuuyHbiX MeTannoB K3-3a 0COBEHHOCTEN KOHCTPYKUMU WUIK
cornacHo UMM, oHn JOMXKHbI HaXOAUTLCS B TAKOM €& KOHTaKTe BO BPEMS OLEHKM (Hanpumep, paanon3oTonHbie Mapke-
pbl). B cny4ae ecnu KOHCTPYKUMSI CTEHTA MNO3BONSAET OXMAATb HANMMYME OTHOCUTENBHBIX MUKPOCMELLEHUIA MeXay KOMMo-
HEHTaMW, TaKMMKN KaK MPOBOJSIOYHAS CETKa, UMW MPU HANOXEHWN CTEHTOB OAWMH Ha APYroi Nnpu KIMHUYECKOM WCMonb3o-
BaHUU (Hanpumep, NpW CTEHTUPOBaHUU MOBEPXHOCTHOW BedpeHHON apTepuu, KOPOHAPHBIX apTepuii), AoMXHa ObiTh
oleHeHa BepOATHOCTb 0Bpa3oBaHust hPeTTUHI-KOPPO3uK;

b) oueHKa kKOpPO3UKM BKIIOYAET, HO HE OFPaHUYMBAETCS, OLEHKY Pe3ynbTaToB UCMbITaHUs,, NPOCMOTP NUTEPATYPLI U
YHET UCTOPUYECKN M3BECTHBIX KITMHUYECKUX XapaKTepUCTUK OLeHMBaeMbIX MaTepuarnoB. PykoBoAcTBa MO OUEHKe KOppo-
3UM MOXHO HaWTU B PA3NUYHbIX UCTOYHUKAX (HanpuMmep, nutepatype, y4ebHuKax, cTaHaapTax, HOpMaTUBHbIX JOKYMEH-
Tax). bubnuorpadusa cogepuT YacTHbLIN CIMCOK CChINOK, OTHOCSILLMXCS K TepMUHONOrMM, 060pyaoBaHuUIo, UchbiTaTerb-
HbIM MpoueaypaMm U MeToam OLEHKW KOPPO3MOHHOWM CTOWMKOCTM.

MpumedaHwune— [ns AononHUTENBHOMO pykoBoacTBa cMm. MCO 17475 [14]; ASTM B117 [18], ASTM F746 [20],
ASTM F2129 [25], ASTM G5 [31], ASTM G15 [32], ASTM G61 [33]n ASTM G102 [34].

D.5.3.9.6 MNpeacrtaBneHue pe3ynsraToB

HaHHble ncnbiTaHna QOMKHbl ObiTh BbIpaXKeHbl B e4uHULIAX, COOTBETCTBYIOWMX BbIGpaHHOMY MeToAY.

D.5.3.9.7 OT4yeT 0 NpoBeAeHUN UCTbITAHUA

OT4eT Mo UCMbITAHUIO AOMKEH COOTBETCTBOBATh Nonoxenusam D.4 u BknoYaTe NOMHYIO OLEHKY KOppO3nW, BKITHO-
Yas CBOAKY BCEX AaHHbIX UCMbITaHWs, aHanu3 U CCbINOYHY MHpOpMaLulo, cpaBHEHWE C NPUMEHUMbLIMU YPOBHAMM
KOHTpOns, Nobble COOTBETCTBYIOLLME CPABHEHUSI MeXAY pabounMKn XxapakTepucTukamu in vivo w in vitro v 3aknioveHve,

59



FOCT P UCO 25539-2—2012

KacawLeecs OXnaaemMon yYCTOMYMBOCTM KOPPO3UKM CTeHTa. [Ns KONMMYECTBEHHbIX AaHHbIX AOMXKHbI ObiTb BKMOYEHbI
MUHUMYM, MakCUMyM, CpedHee U CTaHgapTHOe OTKITOHeHUs!. Takke J0mKHbl ObiTh BKITIOYEHbI CyLLeCcTByoWmMe Tpebosa-
HWS, YKa3aHHble B PYKOBOAALWMX AOKYMEHTAX, UCMONb3YEMbIX MPU UCTbITAHWM.

D.5.3.10 UcnbiTaHne Ha ycTanocTHY NPOYHOCTb

D.5.3.10.1 Uenb

Llenbto gaHHOro MCNbITAHUA SIBNSIETCS OLEHKA NapamMeTpoB AONTOCPOYHOW LIENOCTHOCTM CTEHTa U BCEX MOKPbITUIA
npu YCNOBUSAX LIMKNWYECKOW paguarnbHOl Harpy3ku. Ecnv npy KNMMHWYECKOM UCMONb30BaHUWM OXUOAETCA HaxoXaeHue
CTEHTOB OZIMH Ha Apyron (Hanpumep, Npy CTEHTMPOBAHUUN NMOBEPXHOCTHOW BeapeHHON apTepun, KOPOHAPHbLIX apTepui),
Heo6x0aMMO OLEHUTb LENOCTHOCTL UCCIIEAYEMOrO CTEHTA NMPU KOHMUIYpaUmmn NpeanonaraeMoro HaxoxaeHusl CTEHTOR,
€cnun He MoxeT ObiTb NprMBeeHO 060CHOBAHUS UCTIbITAHUSI OTAENBHBIX CTEHTOB. [1pn OLEHKe KOHCTPYKLUMU YYUTbIBAKOT
nonoxeHus 8.6.3, 8.6.3.5, 8.6.3.5.4 n 8.6.3.5.5.

BeposTHble BUAbl 0TKa3a, KOTOPblE MOXHO OMNpPeAenuTb B AaHHOM WUCMbITAHWU, BKIIOYAIOT Criegylowme, HO He
OrPaHUYMBAIOTCS UMKW: PaspyLLEeHe CTEHTa, CBSA3AHHOE C YCTanocThio, U UCTUPaHUE U abpasnBHOE UCTUPAHUE Mexay
cTeHTamu. BeposiTHbIe BUAbI OTKa3a NOKPbITUS, KOTOPbIE MOXHO ONpeAenvTb B JAaHHOM MCMbITaHUK, BKIHOYAKOT pa3py-
LWEeHWe MOKPbITUS, TAakoe KakK paccroeHve, o6pasoBaHue pa3spbiBOB M OrONEHHbIX YYacTKoB M 06pa3oBaHWe TPeLuH.
JaHHoe ucnblTaHue He npegHasHavYeHo Ansi MOSMHOW OUEHKM BEpPOSITHbIX OTKA30B, CBA3AHHLIX C KOppo3uen, abpasue-
HbIM UCTUPaAHUEM MEXOY CTEHTOM W apTepren unu cMmelleHnem cTeHTa. 3BecTHo, UTo STU BUAbI OTKasa MOryT Habnio-
[aTbCsl BO BPEMSI UCTbITAHUSA, CredyeT yunTbIBaTbh, YTO Takne HabnogeHns ykasbiBaloT Ha YBEIMUYEHHbIN PUCK NOSIBIEHUSI
TaKOro BUAa OTKasa npv KIMHWYECKOM WCMONb30BaAHUMN.

OT0 ucnbiTaHne MoxeT OblTb U3MEHEHO Tak, YTOObI BKIIOYATL OLEHKY BUAOB OTKa3a, Bbi3BaHHbIX M3rnGOM, Nporu-
60M, NOBOPOTOM, HArPYKEHWEM, CKATUEM UMW PACKPbITUEM B M3BMTON apTepun. Kpome TOro, UcnbiTaHne MoXeT BbiTb
M3MEHEHO A5 OUEHKU BblOeNeHns YacTuy nokpbiTueM. [nsi NONHOW OUEeHKM BCEX BO3MOXHbIX BMOOB OTkasa byayt
HeobXxoaMMbI Apyrue TUMbl UCTMbITAHWS MW OLEHKW YCTPOWUCTBA UITM KOMIMOHEHTOB.

Mpu paspaboTke AaHHOrO METOAA WUCMbITAHUA CriedyeT yuuTbIBaTh pe3yrnbratsl UCMbITaHUI KOMNOHEHTOB U npen-
BapUTENbHbIX UCTLITAHWUNA.

D.5.3.10.2 MaTepumansl

D.5.3.10.2.1 CreHT-cucrema.

MpwumedaHune—WcneiTaHne He NpegHasHaAYeHO AN OLEHKU BCEN CMCTEMbI; TEM HE MEHEee cuctema
TpebyeTcs Anst pacKpbITUS UCMBITYEMOrO CTEHTA.

D.5.3.10.2.2 BcrniomoraTenbHble YCTPOWCTBA, HeoGxoaumble Ans MOMOWM Npu packpeitum B cooteeTctBum ¢ UMM,

D.5.3.10.2.3 Mogenb apTepun, ¢ reoMeTpuen, guameTpamMmm U CBOMCTBAMM, NOAXOAALMMM ANl MOAENMPOBAHUS
XygLWero criy4as pacnpegeneHus Curn u guaMeTpoB, OXXuaaeMslx ans yCTpoiucTBa B NpeanonaraeMomM Mecte UMNnaHTa-
umu. ns obecneveHns TOro, YTo Mogdenb apTepun UMEET COOTBETCTBYIOLMIA AMaMeTp BO BPEMSI UCMbITaHUs!, MpW onpe-
JeneHnn gvameTtpa Mogenu apTepum Heobxoaumo y4dutbiBaTh paboqune paenenusi. Ecnv npumeHumo, nogatnvmeocTb
MOZEenu apTepumn gornxHa 6biTh onpegeneHa n uamepeHa MeTogamm, CXoaHbIMK ¢ NpuesegeHHbiMu B MCO 7198. MNoaar-
TNMBOCTb €CTECTBEHHOW apTepumn JOMKHa y4UTHIBATLCA Npu pa3paboTke moaenu aptepuu. [ns oLeHKM NokpbiTUsi HEO6-
XOAMMO YYUTBIBATE apTehakTbl, CBA3AHHBIE C TPEHMEM.

D.5.3.10.2.4 MNMynbcupylowasl ycTaHOBKA ANA UCTIbITAHUIA HA YCTarnocTb, CNnocobHas NpuKNagbiBaTh LIMKITUYECKYIO
Jedopmaunio Moaenu apTepum ¢ packpbiTbiM CTeHTOM. UcnbiTatenbHoe o6opyaoBaHMe OOMKHO BKIOYaTh CPeACcTBa
Ans NioBbiX NPSMBIX U HENPSAMBIX U3MEPEHUI BHYTPEHHEro AuameTpa Mogenu aptepumn D;, npy ucnbiTatenbHol YacTtoTe
noaaepxanusi comamnoriornyeckoii Temnepatypsl (37 £ 2) °C ucnbitatensHo cOopky v nogcyeTa umcna LMKIOB.

D.5.3.10.2.5 CootBeTcTByIOWEEe 06OpyAOBaHWE Ansl MHCMEKUUK (Hanpumep, ONTUYECKUIA MUKPOCKOM, NpocBeT-
NEHHOEe YBEenuuUTErnbHOE CTEKITO, CKaHUPYIOWWI 3NEKTPOHHbLIA MUKpPOCKON).

D.5.3.10.3 O160p 06pa3suoB

OT160p 00pa3uoB cnegyeT NpoBOAUTL B COOTBETCTBUM C nonoxeHusimm D.2. Paamep(bl) ycTpoicTBa AOMKeH ObITh
BbibpaH Tak, 4To6bl NPeAcTaBnATbL HaMboNbLWYIO BEPOSITHOCTL KAXKAOIO OLEHMBAEMOro BUAa OTKAa3a, OCHOBLIBAsICb Ha
COOTBETCTBYIOLLEM MHXEHEPHOM aHarnu3e, TakOM KaK aHarnu3 HanpsbkeHHO-AeOPMUPOBAHHOIO COCTOSIHUSA.

Ins ncnbiTaHus AONTOBEYHOCTU MOKPLITUA MOTYT noTpeboBaThesl pa3nuyHble obpasibl NSl MHCTEKUMW pasnuy-
HbIX BPEMEHHbLIX MHTEPBAJIOB.

D.5.3.10.4 MNMoagrotoBka 06pa3UoOB K UCMbITAHUSIM

MopgroToBka 06pa3sLOB K UCMLITAHUSIM JOIMKHA COOTBETCTBOBaThb nonoxeHusim D.3. UcnbiTaHus cneagyeT npoBo-
OVUTb B COOTBETCTBYIOLLEM UCTLITATENBHOM PACcTBOpPe, TAaKOM Kak dhmanonormueckuii pacteop ¢ docdartHeim Gycdepom
WNU 3KBMBAINEHTHOM, ecru He 0DOCHOBaHO NpPOBeAEHME UCMbITAaHUA B APYroW cpede (Hanpumep, AMCTUNNMPOBAHHOM
Boge). CteHT criegyeT nopaepxuBats npu dusnonomyeckonn Temneparype (37 + 2) °C. [lo ucnbiTaHusi Ha ycTanoctb
BOITKHO BbITb BLIMOMHEHO MOAENMPOBaHUE N3BUTOCTU U YIIIOBATOCTU, 06YCNOBNEHHbIX HEOBXOAMMOCTLIO 10CTABKM CTEHTA
B npeanonaraeMyto obnacts MmnnaHTauum.

D.5.3.10.5 MeTtoa ucnbiTaHun

Cnepnyet paspaboratb METOA UCMLITAHUA HA OCHOBE CNEyoLWero anroputma AeicTBUN:

MpumeyaHune—Moxer notpeboeatbCa oOnpeAeneHne pasnUuHbIX METOAO0B WUCTLITAHWA AN OLEHKU
LieNMOCTHOCTU MOKPLITUSI CTEHTA W LeNIOCTHOCTH CTEHTA.
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a) onpeaensiloT yCrnoBwsi, NPW KOTOPbIX ByAyT WCMbITbIBATBCA 06pasLbl. ITW YCNOBUS BKIKOYAKT onpeferieHue
CUCTEMbI C MOZEIbIO apTepun ANs UCNbITaHWs, METOA, onpeAeneHnsl AuaMeTpa yCTPOMCTBa U YaCTOTbI HArpyXeHWs Npw
UcnbITaHUW.

MpumeyaHue — HagnameTp Mogenu apTepum, TOMWMHY CTEHOK M NOAATIMBOCTb MOXET CYLLLECTBEHHO BMUSATE
paboTa cucTembl KpenneHust Tpyobok.

1) OnpepensitoT cUCTEMY C MOZENBI0 apTEPUN.
McnbiTaHns NpoBOAsiT C UCMONb30BaHWEM MOAENW apTepuu, koTopasi obecneunBaeT huanonornyeckyo aegop-
MaLMIo YCTPONCTBA BO BPEMSI UCTIbITAHUSA.

TMpumepsbi

1 UcnbimaHusi Mo2ym 6bimb npogedeHbi ¢ ucnonb3iogaHuem Modesiu apmepuu, Modenupyrouleli nodamiu-
eocmb ecmecmeeHHOU apmepuu. dmom mun ucnbimaHusi Moxem 6bimb nposedeH npu ¢huzuonozuveckux dae-
JIGHUSIX C yaemuv4eHHol cKkopocmbio, o6ecnevugaroweli noddepkaHue oxudaemol ¢puzuonozuyveckoll degpopma-
yuu. Ecnu npumenumo, nodamnusocmse D; modenu apmepuu domkHa 6bimb usmepeHa MemodamMu, CXOOHbIMU C
npueedeHHbIiMu 8 UCO 7198, do u nocne pacKkpsIimusi;

2 Ucnbimarusi mo2ym 6bimb npoeedeHsbl ¢ UcNoNb308aHUeM MOOesTu apmepuu ¢ Hegbu3luonozuveckol no-
damnueocmbio Npu KOHMpoisie dechopmayuu ycmpolicmea dnst eocnpouseedeHus ycnogul in vivo. [Jaenenust u
nodamnueocms Npu ucnbimamesbHOU Yacmome KOppeKmupyromcs: 07151 docmueHus1 amoi de¢hopmayuu u He
o6s13amernbHO s18sII0MCs1 husuonozuyeckumu. [ins onpedenenus cpedHezo duamempa u deghopmayuu ycmpou-
cmea npu ucnbimaduu mo2ym 6bimb Ucnob308aHbl pabovyue xapakmepucmuku ycmpolicmea e Mmodenu apme-
puu ¢ ¢usuonozuyeckoll nodamaueocmsio Npu ¢huzuonozuveckux ycrnosusix. CpedHuii Guamemp U usMeHeHue
duamempa no dnuHe cmeHma Go/mkKHbI 0OCMasanbcs 8 3apaHee onpedesieHHbIx npedesiax Ha NPOMSIXeHUU 8ce20
ucnbimanus. Ecnu npumeHumo, nodamnueocms D; modenu apmepuu domkHa 6bimb usmepeHa Memodamu, cxo0-
HbIMU ¢ npugedeHHbiMu 8 UCO 7198, do u nocrie packpbimusi.

2) OnpegensioT MeToq onpeaeneHusl NoAaTNMBOCTU MOAENW apTepun UNu guameTpa CTeHTa.

Onsa onpegenenns gedopmauun gnametp D; mogenu aptepum He MOXET ObiTb BbIMUCNEH NPOCTHIM BblYUTAHUEM
YOBOEHHOW TONWWMHBI CTEHOK M3 BHELWIHero gnametpa D, Mogenu aptepuu, T. K. TOMLWWHA CTEHOK MEHSIETCA B pe3ynkrate
u3MeHeHus1 guamertpa. D; moxeT 6blTb HENOCPEACTBEHHO W3MEPEH UMK, anbTEPHATUBHO, BbIYMCNEH Ha OCHOBAHUM
namepeHus D, ¢ MCNONb30BaHWEM COOTBETCTBYIOLMX BbIPaXXEHUW UMK B3aMMOCBA3EN, TakMX Kak yka3aHbl B NPUMoXe-
Hun E.

HekoTopble BONPOCHI AOMKHLI ObITh YYTEHbl NPU NOArOTOBKE K onpeAeneHuio anametpa nubo aHanuTuuecky,
nmbo nyTem HemnocpeACTBEHHbIX U3MEPEHUN.

Ons aHanuTudeckoro onpeaenenust D; Ha 0OCHOBaHWKM U3mepeHust D, 3TU BONPOCHI MOTYT BKIIOYaTb, HO HE OrpaHu-
umMBaTbhCs, crnegytowee:

- MOXET NpUCYTCTBOBaTh OLLIMGKa B namepeHun D, n3-3a kKannbpoBKW, paspeLLeHnst, YacTOTbl U TOUHOCTU U3Mepe-
HUS U3BMEPUTENBHOW CUCTEMBI;

- HEpaBHOMEPHOCTb PacLLUMPeHUsl YCTPOMCTBA U BapuabenbHOCTb KOHCTPYKLMW YCTPOWCTBA MO ero A4nuHe AOMKHbI
ObITb yuTEHbI MpY BbIGOpe 06nactn namepeHus;

- HEepaBHOMEPHOCTb peaKLMu yCTPOCTBa HA UCTILITATENbHbIE YCMOBUS AOIKHA GbiTh paccMOTpeHa U y4TeHa Npu
BbiGope 06nacTu M3amMepeHusl; HanpuMep, KOHLbI YCTPOWCTBA MOFYT NokasbiBaTb 60nbwyto gecdopmaumio, Yem Teno
YCTPOWCTBA, 1 AehopMaLms MOXET OTNMYATLCH NO OKPYXHOCTU YCTPOWCTBA;

- QONYLWEHWA NpK Harpy3ke MO4enu apTepum BNUsIOT Ha METOAB! BbIYMCNEHUA, UCNONb3yeMble AN onpeaeneHus
D; na ocHoBanun namepenuin D, (Hanpumep, NPoAonbHOE HanpsKeHHO-AehOPMUPOBaAHHOE COCTOAHWE, FPaHUYHbIE
ycroewms);

- TOYHOCTb Ha4arnbHbIX pa3MepoB mogenu aptepun (1. €. D; u D,) BNUSIET HA TOYMHOCTL BbluMcnenus D;;

- Heo6XoaMMO Y4MTHIBATL BMUSIHWE FEOMETPUN MOZENU apTepun Ha MeTodbl BbIMUCNEHWUS, UCNoSb3yemble Ans
onpeaenenvsa D; Ha ocHoBaHWM uamepenuin D, (Hanpyvmep, HeKpyrnoe nonepe4Hoe cevexne, Gudypkaums, N3mMeHeHus
TOMLWMHBI CTEHOK);

- TOYHOCTb CBOWCTB MaTepuana Mogenu aptepun MoxeT ObiTe BaXHOW Npu BbluMCieHun D; Ha OCHOBaHUW Uame-
penun D, (Hanpumep, koadduumeHT NyaccoHa u Mogyne ynpyroctu);

- CTEHT OOMKEeH 0CTaBaTbCsl B KOHTAKTE C BHYTPEHHEN NMOBEPXHOCTBIO MOAENM apTepun BO BPEMS UCNbITaHWA Ans
TOro, YTo6bl BLIYMCMEHHBIW D; Mogenu apTepum ncrnonb3oBancs kak D, ycTpoiicTea.

Ansa npameix namepenunii D; mogenv apTepun nnu guameTpa yCTPOWCTBA 3TW BOMPOCHI MOrYT BKMOYaTb, HO He
orpaHu4MBaThCH, cregytowee:

- MOXeT NpUCyTCTBOBaThL OWMbBKa B U3MepeHun gnameTpa n3-3a kanmbpoBkW, paspeLleHunsl, YacToTbl U TOMHOCTU
M3MepeHus U3MepuUTernbHON CUCTEMBI;

- HEpPaBHOMEPHOCTb paclUMpeHns YCTponcTBa U BapnabenbHOCTE KOHCTPYKUMM YCTPOMCTBA NO ero AfIMHE AOMKHbI
6bITb yuTEHbI MpY BbIGOpe 06nactTn namepeHus;

- HEpPaBHOMEPHOCTb peakuMy yCTPOWCTBA Ha UCMbITATeNbHbIE YCNOBUSA AOMKHA BbiTh pacCMOTPEHa U yuTeHa npu
BbiGope 06nactu U3mMepeHus; Hanpumep, KOHUbI YCTPOWCTBA MOMYT MokasbiBaTb 6OMbwylo gedopmaumio, Yem Teno
yCTpoOWcTBa, U gedhopmaumst MOXET OTNINYATBECS MO OKPYXXHOCTW YCTPOWMCTBA;
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- MOXeT NPUCYTCTBOBATh OWMBKa B M3MepeHun guameTpa us-3a ONTUHECKUX NCKaXKEHWIN, CBA3AHHbIX C ONTUYECKN-
MW CBOWCTBaMMW Mogenu aptepuu (Hampumep, HenMHeMHOCTb, pedpakuusi, gucnepeus);

- MOXeT NPUCYTCTBOBaTb OWMbKa B M3MepeHWM amameTtpa U3-3a CMOXHOCTW OonpeaeneHusl rpaHvubl Mogenu
aptepumn D;unun gnameTpa yCTpoWCTRa;

- npu BbiBope mMeToda, UCMonb3yeMoro ans mamepenus D; mopgenun aptepum unu D, ycTpolcTBa, Heobxoanmo
yunTblBaTb FeOMETPUI0 MOZENU apTepun (HanpyuMep, HeKpyrroe nonepevHoe cevenve, Gudypkaums 1 reomeTpus aHes-
pY3Mbl, UBMEHEHUST TOMLWMWHbBI CTEHOK);

- BO34yX BHYTPMW WCMbITATENBHOW CUCTEMbBI MOXET BITUATL HA TOYHOCTb M3MEPEHUs (HanpyuMep, Ha onpegeneHne
rpaHnubl) U peakumio Mogenu apTepuu Ha JaBneHue (Hanpumep, Ha NoAATNNBOCTD);

- YCTPOWCTBA KPENMNeHWs U pacnonoXeHve AaT4MKOB M3MEPEHWs AMamMeTpa Ha unu B Mogenu apTepum MoryT
BNMSATbL HA gedopMauunio Mogeny apTepum nunm TOHHOCTb U3MEPEHUI;

- CTEHT AOIMKEH OCTaBaTbCA B KOHTAKTE C BHYTPEHHEN MOBEPXHOCTBIO MOAENN apTepun BO BPEMS UCTbITAHWSA, ars
TOro 4To6bl BeIMMCIEHHEIR D; mogenu aptepumn ucnonb3osarncs kak D, ycTponcTsa.

MopatnueoCTb, €cnu ee  BbMUCASIOT, AOoMmkHAa ObiTb BblpaXeHa Kak MPOLEHT M3MeHeHWs auameTpa Ha
100 mm pT. CT. 1 onpedeneHa B cooTBeTcTBUM ¢ MCO 71988.

D, -D, )-10*
% MogaTnmBocTb = M,
[Dp, (P2—p1)]
e D,, — BHYTPeHHUi AameTp Npu AaeneHnm po;
D, — BHYTPEHHWUI aMameTp Mpu AaBIEHUN Pq;
[ Yy 1
Py — MakcumanbHoe 3HaueHue OAaBneHnst (CUCTOMMYECKOE), MM PT. CT.;
P4 — MUHMMAanbHOE 3HaYeHWe OAaBIIeHUA (QMacTONUYECKoe), MM pT. CT.

Ecrnv npu ucnonb3oBaHun mogenu aptepum ¢ M3NONorM4eckol noaaTiMBOCTbIO OQHOPOAHOCTL paclunpeHns/
noAaTiMBOCTU MOZENU apTepun Mo AnvHe, Mo OKPY>XHOCTU 1M B TEYEHME NMeproga pacluMpeHnst CoXpaHseTcs npu pac-
KpbITUM CTEHTa, AomkHa 6biTe NpoBepeHa NoAaTNMBOCTb NPU YacToTe HarpyXeHusl.

3) OnpegensitoT 4YacTOTy HarpyXeHusl.

WcneiTaTeneHas yactoTa gomnxHa 6biTe Takomn, 4ToOb! CpegHuit anameTp u anameTpanbHan gecdopMaumns ycTpon-
CTBa WIW NoaaTnMBOCTb MOAENW apTepun OcTaBanucbk B HEOOXoAMMBIX npegenax Ha NPOTSKEHWUM BCEro MCNbITaHWs.
MakcumaneHas Yactota MoxeT ObliTb OrpaHnyHeHa BVSIHUEM CKOPOCTW AehOPMUPOBaHNA HA MeXaHUYeckne CBOMCTBA
martepvanos. Hanpumep, npu BbICOKON YacToTe YCTPOWCTBO MOXET He MOBTOPSATh AedopMaumio MOAENN apTepun unm
mMogenb apTepunm MOXeT He OTBe4YaTb COOTBETCTBYIOWMM 0O6pa3oM Ha AaBnenue. Kpome Toro, 4acrtota HarpyxeHus
MoxeT OblTb OrpaHuyYeHa ucnbiTaTenbHbiM 060pyAOBaHUEM.

Mpyn HEKOTOPLIX HacTOTaxX MOryT BO3HMKaThL BO3OYXAEHUA BTOPUUHbLIX rAPMOHUK. BeposiTHoe BnusiHWe 3Tux rapMmo-
HVK Ha YCNOBUSI UCMbITAHWA AOIMKHO ObITh TWATENBHO OLEHEHO.

b) OnpepaensioT 06opyaoBaHne n NOAroToBKy 006pa3uUOB K UCTLITAHUIO.

1) PackpbiBaloT CTEHT B Mogenu aptepum, kak onmcaHo B UMMM, PacnonoxeHue ycTpoiicTBa B MOgenu aptepun
[JOIKHO BKIIOYaTh COOTBETCTBYIOWEE HaNoXeHne, ecnu NpumeHnmo. PacnonoxeHune no oTHowWeHMIo K Gudypkauym nnm
APYIVM MOAENnupyeMbiM B MOAENWU apTepuy aHaTOMUYECKUM OCOBEHHOCTSIM AOIMKHO GbiTb CPaBHUMO C OXWUAAEeMbIM
npu KNMHUYECKOM Ucnonb3osaHun. BaxHo ybeanTbes, UTo CTEHT HaxoamTcesl B obnactu, B kKoTopon Tpebyembiii cpegHui
AvameTp u gnametpanbHas gedopmaums nwnu noaatMBoCTb SIBMSIIOTCA BaNUAHbIMK (T. €. HA HUX He BNUSIIOT HUKaKue
KpaeBble adekTbl, XapakTepHble ANA UCNBLITAHUA Ha ycTanoctb). [lomkHo ObiTb onpegeneHo HavanbHOe NOsoXeHue
CTeHTa B npefenax mogenu aptepum ana obecneveHnsi BO3MOXHOCTU KOHTPOMsi BO BPEMsi UCNbITAHUSA.

2) OcmaTpuyBaloT PackpbiTOe YCTPONCTBO, UCMONb3Ys COOTBETCTBYIOLIME BU3yanbHble CPEACTBa, U 3anNUCLIBAIOT
NONOXeHNe N TSHKECTb NIOOLIX OTKNOHEHWN (HanpUMep, HEOAHOPOAHOE paclIMPEeHUe YCTPOMCTBA).

¢) Hauano ucneitanus.

1) YcraHaBnuBalOT 4acToTy Ha onpeeneHHoe 3HAUYEHUE U PEryNUPYIOT UCTIbITATENIbHYIO CUCTEMY ANA AOCTUXE-
HUA MpeanonaraeMoro cpegHero gvameTpa v guametpanbHon gedopmauum creHTa. Korga BbiNoNHeHa OKOH4YaTenb-
Hasl perynvpoBka, 3aryckaroT NOACHeT Yncna LMKIOB Nynbcauum.

2) MNposepsioT cpepHuii gnameTp, aecdopmaLmIo U NMONMOXKEHUE CTEHTa B MOAENN apTepun Yepes perynsapHble
NPOMEXKYTKM BpPEMeHu (HanpuMmep, exeHeaenbHO) Ans MPOBEPKM TOro, UTO NOAAEPXKMBAIOTCA OonpeaesieHHble
3HaveHus. Perynupylot cuctemy no mepe HeobxoaMMocTU ANsl nogAepKaHusi onucaHHoro patodvero ananasoHa. Ha-
npumep, PeryrnmpoBKa MOXET BKNIOYaTh 3aMeHy MOAENV apTepun, perynmpoBky o60pyaoBaHus 1 NOBTOPHOE packpbiTue
ycTpoiictea. lMoteHumansHoe BnusiHMe AaHHOW PEryrnupoBKU Ha pesynbraTtbl UCTIbITaHUS OOMKHO ObiTb pacCMOTPEHO B
oTyeTe Mo ucnbiTanumio. MNonoxeHne n metoa uamepeHuss guameTpa u aedopmauumn aommkHel GbiTb onpeaeneHsl n
060CHOBaHbI.

3) Ecnu npumeHnMo, ocTaHaBNUBAIOT UCMbITAHWE Yepe3 ONPeAENeHHbIE MHTEPBAasbl BPEMEHU ANl MHCNEKLIMK
YCTPOWCTBA, UCMNOMb3ys ONMpefeneHHbI NPOTOKON, MUHUMU3NUPYIOLWWIA NOBpEXAeHNA Npu obcnyxuBaHumn (Hanpumep,
ONMTUYECKUIA [aTUMK, YMCTbIE TPYOKN, PEHTIEH UNK yaaneHue yCcTpomcTBa U3 UCTIbITaTeNbHOW CUCTEMDI).
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Ecnn npegycmoTpeHo yaaneHwe ycTponcTBa M3 MOZenu apTepun, cnegyeTt NpUHATH Mepbl Mo yaaneHuto u
NOBTOPHOMY PacCKpbITUIO TakuMm 06pasom, 4Tobbl MMHUMU3NMPOBaTL BNUAHWE Ha Pe3ynbTaTbl UCTLITAHUS.
4) MNpopgonxaloT ucneiTaHne go Tex nop, noka He ByAeT BbINONHEHO YWUCNO UMKNoB, akBuBareHTHoe 10 rogam
(no kpanHen mepe, 380 MNH LMKNOB) ANA KaXXOO0ro ycTpolcTea. Ecnu npegnonaraembiit cpok cnyx0bl ycTpolcTBa MeHb-
we 10 net, moxeT 6bITb 060cHOBaHa Gonee kopoTkasi NPOAOIPKUTENBHOCTE UCMbITAHUA Ha ycTanocTb. [ns cTeHToB ¢
noKpbITUEM MOTYT noTpeboBaTbCA KpPaTKOBPEMEHHOE UCTIbITAaHWE Ha YCTanocTb MW WHCNEKUWS Yepe3 KOpoTkue npome-
XKYTKA BPEMEHU ANSi OLEHKN YCTONHMBOCTU MOKPbITUS.
5) OcmaTtpuBaloT BCe KOMMOHEHTHI YCTPOWCTBA, KaK onpefeneHo B npoTokone ucneitaHus. O6bivHo Heobxoam-
MO OCMOTPETb BCE YCTPOMUCTBO HA HaNu4ne MakpoCKONUYecknx noepexaeHun. JanbHenwmnii oCMOTp YCTPOIMCTBA MOXET
BKNIOYaTh MCNOMNBb3OBAHWE OMNTUHECKOTO MUKPOCKONA, CKAHMPYIOLLETO 3NEKTPOHHOMO MMUKPOCKONa UM peHTIEHOBCKOrO
annapara ¢ ocobbiM BHUMaHUEM Ha O6NAcTU BbICOKOIO HAMNPsDKEHWS!, NPeACcKa3aHHble aHanu3oM HanpsbkeHHO-aedop-
MMPOBaHHOIO COCTOSIHWUA UMK ApYrMKn Buaamu aHanm3aa. [lomkHbl 6biTb 3acdmkenpoBaHbl Nobbie HaAEHHbIE OTKINOHe-
HUA, TaKne KakK TPELMHbI UNKU N3NOMBbI, abpasnBHbIE NMOBPEXAEHUSI CTEHTA U pa3pyLWweHns NoObIX NOKPLITUA, B TOM Ynucne
paccnaveanue, o6paszoBaHne paspbiBOB UMK OFONEHHbIX YYacTKOB U 06pa3oBaHue TpewmH.
D.5.3.10.6 MNpepctaBneHne pesynsratoB
YactoTta HarpyxeHusa gonxHa 6biTb BoipaxeHa B LMKIIax B CeKyHAy.
Bce paBnenns pgonxHbl 6biTh BoipaXeHbl B KMIONackansix U MUNAMMeTpax pTyTHoro cronba.
Bce anametpsl n gedopmaummn AormkHbl ObiTh BbipaXKeHbl B MUNNUMETPax.
YBenuyeHne gnameTtpa Bblle UCMbITATENbBHOIO AMana3oHa BbipaXalT Kak NPOUEHTHOE U3MEHEeHWe auameTpa
(%) v BbIMMCHAIOT NO hopmyne

100520
Doyacrmommeckuis ™
MopatnueoCcTL (NpW YacToTe) BbipaXaeTcs B NMPOLEHTaX OT u3MmeHeHus anametpa Ha 100 Mm pT. CT.
HomxHel 661Tb 3adMKCMPoBaHbI OTKITOHEHWS!, TAKUE KaK TPELMHbI, U3NOMbl NN abpa3vBHbIE NOBPEXAEHUS CTEH-
Ta u paspyweHusa nboro NokpbITUsl, B TOM yucne obpaszoBaHue paspbiBOB MMM OrOfIEHHbIX Y4acTkoB U 06pa3oBaHue
TpewuH. JomkHbl ObiThb 3ahMKCUpPOBaHbLI BCE pe3ynbratbl OCMOTPA, BKNOYAsA YMCNO LMKNOB, NPU KOTOPOM MNpoBeaeH
OCMOTP, W YUCIO W TOUHOE NOroXeHue NMobbiX 0BHAPYKEHHbIX OTKITOHEHWUN.
D.5.3.10.7 OT4yeT 0 NPOBEAEHUUN UCTILITAHWIA
OT4eT NO UCMbITAHWIO JOIKEH COOTBETCTBOBATL nonoxeHusim D.4. JomkHel 6biTb 3acdmkecnpoBaHbl HabnoaeHus,
TaKne kak TpellMHbl, U3NOMbl UnM abpasvBHble NOBpeXxaeHus, 06paszoBaHne paspbIBOB UMK OFOIEHHbIX YYaCTKOB U
obpaszoBaHue TpewmH. JonxHel 6blTe 3adMKCMPOBaHbI BCe pe3ynbraTbl OCMOTPAa, BKMOHAA YMCIO LMKITOB, NPU KOTOPOM
NpoBeAeH OCMOTP, U YMCIIO U TOYHOE MOoNoXKeHne NioBbiX 0BHapYXXEHHbIX OTKMOHEHUH. OTYET MO UCMBITAHWUIO JOIKEH
BKOYaTh 0BOCHOBaHWE pacCMOTPEHWA HEeraTMBHbIX HAXOAO0K cpean apTedakToB UCTLITAHUS UMMKU CHWKEHUSI UX KITMHW-
YeCKOWM 3Ha4YMMOCTH, eCrnv NPUMEHUMO. PesynbraTel AOMKHbI ObiTb PACCMOTPEHBI U UHTEPMPETUPOBAHEI B 3aBUCMMOCTH
OT NPUMEHUMBIX OAHHbIX in Vivo.

MpwumedyaHwne— [ns gononHutensHoro pykosoactea cM. ASTM F2477 [29].

D.5.3.11 AHanmn3 HanpsixeHHO-0ePOPMUPOBAHHOIO COCTOAHUA (Hanpumep, aHanM3 MeTOO4OM KOHEYHbIX
3MeMeHTOB)

D.5.3.11.1 Uenb

Llenbto gaHHOro aHanusa sIBMsieTCA OonpefeneHne MNosioXeHUA U 3HAYEeHUs] KPUTUYECKOrO HanpskeHus u/unu
Aedopmaunm Ha CTeHTe, CBA3AHHOIO C NMPOM3BOACTBOM, PACKPLITUEM U Harpy3kamu in vivo. 3Ty nHdopmaumio criegyet
MCMONb30BaTh OJ1A OnpeaeneHnsi COOTBETCTBYIOLLMX KOSMHMULMEHTOB 3anaca Ans KOHCTPYKUMKM W Ans onpeperneHus
COOTBETCTBRYIOLLMX UCTMBITATENBHBIX YCITOBUIA ANsl UCNBITAHUA HA YCTANOCTb U AONTOBEYHOCTL. [1py OLEHKe KOHCTPYKUMK
y4UTBIBAIOT nonoxexus 8.6.3.

D.5.3.11.2 Marepwuansl

D.5.3.11.2.1 CtpykTypHasa cxema (Hanpumep, dain cucTemsl aBTOMaTU3MPOBAHHOIO NMPOEKTMPOBAHUS) CTEHTA.

D.5.3.11.2.2 Ceo¥icTBa MaTepnanoB, COOTBETCTRYIOLLME KAXAOMY 3Tany aHanvaa ansi Bcex MaTepuanos.

D.5.3.11.2.3 UHdbopmauusi, Heobxogumasn Ansi onpeaeneHunsl rpaHWyYHbIX YCrOBUIA, XapakTepHbIX NpyU NPou3eoa-
cTBe (HampuMep, CxXaTblli guaMeTp Ans 3arpy3kv CTeHTa B CUCTEMY AOCTaBKW) M MPW PacKkpbITUK (Hanpumep, anameTp
pacwmpeHHoro 6annoHa).

D.5.3.11.2.4 WHdbopmauusi, Heobxogumasi ansi onpegeneHns rpaHnyHbIX YCroBWIM, XapakTepHelX Npy npeanona-
raemMoOM KIIMHUYECKOM WCMONb30BaHWK (HANpuMmep, AvaMeTp COCYAORB, gedopmaumns, pruanonormieckne gaBneHus,
M3BUTOCTb, KPUBU3HA).

D.5.3.11.2.5 CooTBeTCTRYIOWME CpeacTBa MOZeNnMpoBaHusl, Takue Kak nporpammHoe obecneqeHune, peanusyio-
Lee MeToA KOHEYHbIX 3IEMEHTOB, U CUCTEMa aBTOMATU3MPOBAHHOIO MPOEKTUPOBAHWA ANsl MOAENUPOBAHUS CTEHTA.

D.5.3.11.3 OT60p 06pa3uoB

AHanus cnegyet NpoBOOAUTb Ha BCEX pasmepax, KOHUIrypaumsax u KOMNOHEHTaX, 418 KOTOPbIX BAXHO NPOBEpUTL
nonHoe pacnpegeneHve xapakTepucTuK HaNPsbKeHWa nwnm aecopmaumm CTeHTa.

D.5.3.11.4 Metogvka aHanusa

Cnepnyet pa3spaboraTb aHanM3 Ha OCHOBE CreayloLero anroputmMa gencTBui:
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a) OnpegeneHve CBOMCTB MaTepuanoB

1) CeoiicTBa MaTepnanoB A0KHbI ObiTb BbIBpaHbl Tak, YToGLI COOTBETCTBOBATL ONPEAENeHHbIM aHanuanpye-
MbIM 3Tanam NMpPoW3BOACTBA M PACKPbITUSA, T. €. OTPaxaTb BCe NpepLUecTBYIOWME BNUSIHUS TEMNEPATYPHbIX UMW MeXaHu-
Yeckux npoueccor. CBONCTBA MaTepuUarnor, UCNOMb3yeMbiX B AaHHOM aHanmae, A0rmkHbl ObiTb Mory4eHbl HA OCHOBaHUN
MEXaHUYeCKMX UCMbITAHWIA MaTepuarioB TOTO Xe COCTaBa W TakOW ke KOHeYHOWN dhopmbl (Hanpumep, npoBon, TpyOka,
INCT), YTO U MaTepuans!, UCNoNb3yemele 4151 CO34aHWA YCTpoCcTBa. McnbiTaHus MaTepuarnos crnegyet NPOBOAUTL Mpu
tmanonorudeckon Temnepatype (37 £ 2) °C, ecnn nNpumMeHMmo.

b) OnpeaeneHune rpaHUYHbIX YCrOBUIA

1) OnpegensitioT rpaHWYHbIE YCINIOBUA A5 reOMETPUN KOHCTPYKLMKW CTEHTa.

2) OnpegensioT rpaHnyYHbIe YCNOBUA ANA aHanv3a NPoM3BOACTBA (HanpuMMep, CKaTbl AMameTp Ans 3arpy3km
npoTesa B CUCTEMY JOCTABKM) U MNPV packpeiTMK (HanpuMep, AvameTp paclumpeHHoro 6annoxa).

3) OnpegensioT rpaHUYHbIE YCNOBWS ONA aHanusa in vivo (Hanpumep, guaMeTp cocyaoB, aecdopmauusl, cTe-
neHb KPUBU3HLI, OU3NONOTMYECKNe OABIEHUS).

¢) BeinonHeHve avanuaa

1) Ans kaxxpgoro Habopa rpaHuYHbIX YCIOBUIA JormkeH ObiTb NPOBEAEH aHanva anst onpeaeneHusi NnornoXxeHns
(NonoXxeHUn) N 3Ha4YeHUs1 MAKCUMAarnbHOIO HANPSXXEHUA unn gedopmauun, ecnv NPUMEHNMO;

2) Onsa kaxgoro aHanusa in vivo Takke OOIMKHbI ObiTb onpeAeneHbl KpUTUYECKoe cpeHee U UMKNnYeckoe
HanpsbxeHne n/unu gedopmavmm.

d) WHTepnpeTtaums aHanusa

1) AHanu3 gomkeH 6bITb MHTEPNPETUPOBAH B CBETE YCTanoCTHbIX CBOMCTB Marepuana (Hanpumep, BUaon3me-
HeHHas guarpamma lNyamana). MoryT notTpeboBaTbCa UCNbITaHWA ycTanocTu marepuana w/unm yctponctea ans onpege-
TIEHUST 3TUX YCTaNOCTHBIX XapaKkTepUCTUK, a TakKe KOHCTPYKTUBHbLIX KO3(hhMLUMEHTOB 3anaca.

2) Mpw nHTepnpeTaumMm aHanusa crieqyeT yuMTbiBaTh CYLWECTBEHHbIE pasnuuns mMexay HabnogaemsiMm u Mo-
JenvpyembiMn gedopMaumsiMmn, Hanpumep, ecnv HabnogaeTcs N3NUWHAS HEPaBHOMEPHOCTb PaCLUMPEHUst CTEeHTA, HO
MOZEnupyeTCcs paBHOMEPHOE pacLLMpeHne CTeHTa, HeOOXOAMMO BbISICHUTL OFpaHWYeHust aHanmsa n o6patute ocoboe
BHUMaHWE Ha Apyrme cpeacTBa obecneqeHusi LenoCTHOCTU CTeHTA.

D.5.3.11.5 lNpegcTtaBnenne pesynsraToB

HanpsikeHne gormkHo 6biTb BhlpaxeHo B meranackansx. [Jedopmaums aornxkHa ObiTh BblpaXeHa B NpoueHTax
(%). KoadbcbuumeHT(bl) 3anaca KOHCTPYKUMM AOMKHbl ObiTb BblpaXeHbl B YNCNEHHOM BMAE, OCHOBBLIBAsACH HA HanpsKe-
HUKW, Aedopmaumnn Unu cpoke crnyxbbl 0 YCTANOCTHOIO paspyLUeHUsl.

D.5.3.11.6 OTueT 0 NpoOBEASHUN UCMbITAHWUM

OT4eT MO UCMBITAHUIO OOIMKEH COOTBETCTBOBATh nonoxeHussim D.4 n gormkeH BkoYaTb CBOMNCTBA MaTepuarios,
onucaHve OONyWEeHUA aHanv3a, MeTOOUKU U pe3ynbTaToB U KOHCTPYKTUBHBIE kO3thduumeHT(bl) 3anaca. [lonmkHo 6biTb
3acmKCUpoOBaHO 0BOCHOBaHWE AOMYLUEeHWUI YCMOBWIA in vivo, ncnonb3yemor Mogenu martepuarna, npouecca onpegene-
HWA CBOWCTB MaTtepuana v BblMUCIIEHUS KOHCTPYKTUBHBIX kO3thdrumeHToB 3anaca. [py ncnonb3oBaHWM aHanu3a MeTo-
AOM KOHEYHbIX 31eMEeHTOB A0SKHbI BbiTh onpeaeneHsl NporpammHoe obecneyeHre 1 TUMbl UCNOSb3YEMbIX 3NTEMEHTOB.

Kputudyeckoe HanpsixkeHve u/vunv gedopmaums AoMkHbl 6biTh NpeacTaBneHbl ANs KaXAoro aHanMaupyemoro
Habopa ycrnoeui. [ns ycnoBwi in vivo [AOMKHO ObiTb 3adMKCUPOBAHO 3HAYEHWE W MOMOXEHUE MUHUMAIBHOIO
ycTanocTHoro koadduumneHTa 3anaca. Obnactb(M) Ha YCTPOWCTBE C KPUTUUECKMM HampsbkeHnem uiunu gedopmaumen
gornxHa(el) 6bITe NPeAcTaBNeHbl rpacduyecky Ans KaXxaoro aHanmaa.

D.5.3.12 Cuna oTcoeguHeHuss (NpegBapuTenbHO 3akpenneHHble CTeHThI, pacwmpsieMmble 6annoHom)

D.5.3.12.1 Uenb

Llenbio paHHOro ucneiTaHua ABNSETCA OnpegerneHve cunbl, HeobXoaUMOW AN BbIBOAA CTEHTA M3 UCXOAHOIO
CKaTOro MONOXEHWSA W MONTHOro OTAENEeHUs CTeHTa ¢ HepacwupeHHoro 6annoHa Npy MoAeNMPOBaHUM YCITOBUIA KITMHU-
YECKOro UCnob30BaHMA.

Mpu oUEHKe KOHCTPYKLUM yunTbIBaKOT nonoxenus 8.5.1, 8.5.2 n 8.5.3.

D.5.3.12.2 Marepwuansi

D.5.3.12.2.1 CteHT-cucTema.

D.5.3.12.2.2 YHuBepcanbHas mMexaHn4yeckas ucnbitatenbHas cuctema, 06opynoBaHHasi COOTBETCTBYIOMM AaT-
UMKOM CUIMbl, CMOCOBHBIM M3MepsITb CUIY C TOYMHOCTBIO A0 = 5 % 3aduKCUPOBAHHOTO 3HAYEHUs!, C MOCTOAAHHOW CKOPOC-
ThIO CMELLEHWSA 1 COOTBETCTBYIOWUMM 32XKMMHBIMU DUKCaTopamu At 6GannoHHOro karetepa.

D.5.3.12.2.3 CooTBeTcTByIOWME 32KUMHbIE DUKCATOPbl ANl CTEHTa, YAEPXMBaOWME CTEHT, MWUHUMWU3UPYSI
paguanbHoe ycunve 1 noseonsst 6annoHy BeITAMMBaTbCA M3 06nacTu cTeHTa, Takue Kak:

a) cmKcaTopbl, BKIOYAIOWME MEXaHUYeCKyo hMKCauMIo CTeHTa, KOTOpble MOTYT ObiTb MCMOMNb30BaHbI AN NPUIo-
KEHUS OCEBOIo YCUIus;

b) cmkcaTopsl, BKOYaloWwme cKnenBaHne Ans KpenneHws CTeHTa, KoTopble MOryT 6biTb UCMONb30BaHbl ANA NpU-
TNIOXXEHWSA OCEBOro YCUMus;

C) AUCK C OTBEPCTUEM, CXOAHbIM MO AMamMeTpy C HeHamnonHEeHHbIM GannoOHOM, HO MEHbLUMM, YeM BHELWHWN
AnamMeTp CKaToro CTeHTa, KOTOPbLIN NO3BONSIET BbICKONB3HYTh 6anmoHy ¢ MUHUMAanbHLIMKY NMOMEXamu, HO He NO3BONsIET
CTEHTY NPONTK Yepes Hero.
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MpumeyaHune— Bubop dukcatopoB fomkeH OGbiTb OCHOBaH Ha MOAENUPYEMOM KIMHUYECKOM CLEeHapum
(ranpumep, yaaneHne eegylero katetepa, nNepecekas CTeHo3).

D.5.3.12.2.4 BcnomoraTteneHble YCTPONCTBA, Heobxogumble AnA BLINONHEHUA packpeiTus B cootBeTcTBUM ¢ UMM,

D.5.3.12.2.5 AHaToMun4eckas Moaenb, KOTOpas BKMIOYAET NyTU AOCTaBKU U MeCTO packpbitua. Mpu paspaboTtke
MoAenu HeobxoauMo yuNTbIBaTb UCKPUBNEHHOCTb U U3BUTOCTL Npeanonaraemon obnactu pasmelleHns cTeHTa u nyTen
OOCTaBKU.

D.5.3.12.2.6 Cpepa ¢ koHTponupyemon temnepartypou (37 £ 2) °C gna CTeHT-cucTem ¢ matepvanamu, CBONCTBA
KOTOPbIX YyBCTBUTENbHLI K pasHuue hr3nonorMyeckon TemnepaTypbl U TeMnepaTypbl OKpyxatoweln cpeap.

D.5.3.12.3 OT160p 06pasuos

OT160p 06pa3uoe cnegyeT NPOBOAUTL B COOTBETCTBUM € nonoxeHnsamu D.2. Pazmepbl CTEHTOB, BbIOpaHHbIX Ans
UCMbITaHWA, AOMKHbI NPEACTaBNATb HaMXyAWwun criydan komBuHaumm guameTpa w gnuHbl (MUKW ApYrMxX napameTpos,
TaKMX KaK MTMOKOCTb CTEHT-CUCTEMBI) AN CUnbl OTCoeAnHEeHUA. [N NpokCUMansHOro UNK AWCTanbHOrO OTCoeANHEHUS
HauxyAwWwuMm cnydaem mMoryT ObiTb pasnuyHble pasmepbl CTEHT-CUCTEMBI.

D.5.3.12.4 MNogrotoeka 06pasuoB K UCNbITAHUSM

MoaroTtoBka 06pa3LOB K UCNbITAHWUSAM AOMKHA COOTBETCTBOBaTL NonoxeHnam D.3 n gomkHa BKNoYaTh BbIAEPXKKY
noA, Harpy3koi Npu onpeaeneHHbIX YCNOBUSX U NMPOABUXKEHWE NO U3BUTON aHAaTOMUYECKON MOAENM, NCNONb3Ysl COOTBET-
CTByIOLLME BCIIOMOraTenbHble YCTPOUCTBA (Hanpumep, HTpoasiocep). McnbiTaHnsa cnegyeT NpoBOAUTL B XUAKOW cpeae,
ecnu aTa cpefa MOXET BNUATL Ha CUNy, HeoBXoauMylo AnA OTCOEAUHEHNA CTEHTa.

D.5.3.12.5 Metog ncnoiTaHun

CnepgyeT pa3spaboTaTe METOA UCNbITAHUI HA OCHOBE CNEAYIOWMX AeUCTBUI;

a) (OMKCUPYIOT CTEHT B 3aXKMMHbIX (hMKCaTOpax CTeHTa;

b) NpyvkpennsiloT KOHYMK UNK OKOHYaHWe CUCTEMBI AOCTaBKW K APYrOMY 32)XKMMY MCMbITATENBHOW CUCTEMBI;

C) aKTUBUPYIOT UCMbITATENBHYIO CUCTEMY HA OTCOEAWHEHWE W NONHOE OTAENeHWe CTeHTa OT CUCTEMbI AOCTaBKMW,
MCMNOMNb3ys NMOCTOSIHHYIO CKOPOCTb CMelweHus (Hanpumep, 200 mm/mMuH);

d) dumkeupyioT cuny, HeobxoaMMYI0 ANa Havana oTCoeaNHEHUS;

e) MKCHpyIoT NMKOBOE yeunue, Heobxoaumoe Ans nonHoro oTaeneHns cTeHTa oT CUCTeMbl 4OCTaBKW;

f) noeTOpsIlOT 3Tanbl @) — e), ucnonb3ya HOBLINM Obpasel, U3MEHMB HaNpaeneHWe NPUNOXEHUA Harpysku (1. e.
OLEHMBAIOT MPOKCMMAIbHYIO U OUCTaSIbHYIO CUITY OTCOeaUHEHUS).

D.5.3.12.6 MNpegcTtaBneHvne pe3ynsraToB

Cuna AOIMKHa OblTb BblpaXeHa B HblOTOHAaX.

D.5.3.12.7 OT4eT 0 NPOBEAEHUN UCMbITaHWUN

OT4eT No UCMbITAHUIO AOImKeH COOTBETCTBOBATL MONTOXXEHUSAM D.4 n BxmoyaTb MWHUMYM, MakCUMyM, cpegHee U
CTaHdapTHOE OTKIOHEHWS CUIbl Havana oTCcoeaAVHEHUs1 U NMUKOBOTO YCUINUSI KaK MPOKCUMArbHOTO, Tak U AUCTaIbHOIO
OTCOEAVHEHUSA.

D.5.3.13 PaclwmpeHne KOHUOB (CTeHThI, paclumpsieMble GannoHom)

D.5.3.13.1 Uenb

Llenbto gaHHOro mcrbiTaHusi ABNSETCA onpedeneHne pasHuubl B gvaveTpe 6annoHa AocTaBkv NMpWU MakcuMarb-
HOM PEKOMEHOYeMOM A3BMNEHUW HAMOMHEHWA U PaCLUMPEHHOIO CTeHTa. 3TO MCMbITAHUE NMpeocTaBnseT uHdopMaLmio
no BO3MOXHOMY NMOBPEXAeHWI0 cocyaa 3a npegenamu cteHTa. [Mpu oueHKe KOHCTPYKLMU YYUTLIBAIOT Nosoxenust 8.5.2.

D.5.3.13.2 Marepwuansi

D.5.3.13.2.1 CreHT-CMCTEMA.

D.5.3.13.2.2 Cpepga ¢ koHTponupyemown temneparypoli (37 + 2) °C, ecnu npumMeHumo.

D.5.3.13.2.3 PekoMeHayeMbli MPOBOAHUK MIN 3KBUBANEHT, €CNN MPUMEHUMO.

D.5.3.13.2.4 O6opygoBaHne Ans MW3MepeHWs AUaMeTpoB (Hampumep, MUKPOMETP, OMNTUYECKUW MPOEKTOp
npoduns, nasepHbli MWKPOMETP, COOTBETCTBYIOWME Kanubpbl npodwunsa), cnocobHoe BbIMOMHATL U3MEPEHUS C
TouHocThio 10 % onpegeneHHoro gonycka unu 1 % wamepeHHoro aHadeHus. Ecnu onpegeneH gonyck, crnegyet ucnorb-
30BaTb MeHbLUee U3 MONy4YeHHbIX 3HAYeHU B NPOLEHTaXx.

D.5.3.13.2.5 >KugkocTb ONsA HaNONHeHWs, HanpumMep, Boda KOMHATHOW TemMnepaTypsl.

D.5.3.13.2.6 YcTpOWCTBO HaMOMHEHUs, WNPWL, UMW 3KBUBAIEHT, CHabXXeHHOe cpeacTBamMmmu U3MepeHnsl gaBneHns
unn obbema ¢ TOYHOCTBIO 40 * 5 % M3MEepeHHOro 3HajYeHust U nogaepXaHvsa gaBneHust unu obbema HanoNHeHus!.

D.5.3.13.3 Ot6op 06pasuos

OT160p 06pasuUoB cregyeT NPOBOAUTL B COOTBETCTBUM C NonoXeHusimu D.2,

D.5.3.13.4 MogrotoBka 06pa3LoB K UCMbITAHWUAM

MoarotoBka 06pa3LOB K UCMbITAHUAM JOSKHA COOTBETCTBOBaTh MonoxeHusim D.3.

D.5.3.13.5 MeTog ncnbiTaHun

Cnegyet pa3paboTaTe MeTOA UCMbITAHWI Ha OCHOBE CNEeAyWero anroputma AencTeumi:

a) NoAroTaBnMBaleT CTEHT-CUCTEMY;

b) BCTaBNAT COOTBETCTBYIOLLMIA MPOBOMOYHLIN NPOBOAHMK B YCTPOWCTBO, Kak NPUMEHNMO B cooTeeTcTBMM ¢ UMD;

C) MOrpy>KatoT YCTPOWCTBO B Cpedy C KOHTPONMPYEMOI TeMMnepaTypoil;

d) paloT yCTPOWCTBY AOCTUYL PaBHOBECUS MpuW TemnepaType UCMbITaHus;
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€) HanonHsIT 6annoH, NCMoMb3ysl CKOPOCTb, COOTBETCTBYIOLLYIO KNMHUYECKOMY MCNONBb3OBaHUIO, 40 MakCUMarlb-
HOro pasnexHus, ykasanHoro B UMM, muHnmym Ha 30 ¢ nnn Ha NpoOMEXyTOK BpeMeHn, ycTaHoBmneHHbIin B UMMM,

NMpumeyanune— Ecnn B UMM yctaHoBneH NPOMexyTok BpeMeHW, npeblwatowmin 30 ¢, Ansa A4aHHOIO
MCNbITaHNA cneayeT WCMonb30BaTb YCTAHOBNEHHbLIN NMPOMEXYTOK, €Cnu He NpUBEeaeHO agekeatHoe obocHoBaHue 6o-
nee KOPOTKOro NpoOMEXYTKa BPEMEHM;

f) noka 6annoH HaxoguTCA NPU MaKCMManbHOM PeKOMEHAYEMOM AaBNEeHWM HaNOMHEHWs, ONpeaensioT Makcu-
ManbHbLIN BHEWHWH avameTp GannoHa Ha oBomx KOHUAX; ANS KaXAOro KOHUA CTeHTa U3MepsloT BHELWHWA auameTp
CTeHTa B ABYX NEPNeHAMKYISIPHbIX HAaNPaBneHWsAX U oNpeaensioT cpeaHee, 3aTeM BbIMUCNAIOT Pa3HULY MEXOY BHELIHU-
MU gnameTpamu cTeHTa U 6annoHa Ansi kaxxgoro KoHua.

D.5.3.13.6 lNpencraBneHne pe3ynsraToB

PasHuua mexay BHeWIHUMM AnameTpaMmn cTeHTa u GannoHa gomkHa 6biTb BblpaxeHa B MUNNMMeTpax.

D.5.3.13.7 OtueT 0 NpoBeAeHUN UCTbITAHWIA

OT4eT NO MCNbITAHUIO JONXEH COOTBETCTBOBATL NONoxeHwam D.4 u Bknovate B ceb6 MUHUMYM, MakCUMyM,
cpegHee n CTaHgapTHOE OTKIIOHEHUS U3MEPEHHOW pasHULUbl AMaMeTpoB Ha KoHuax GannoHa. [lormkHo ObiTb onpeaene-
HO MakCMManbHOE AABIIEHWE HArOITHEHUA, NPU KOTOPOM BLINOMHSAIOT U3MEpeHus.

D.5.3.14 Bnusinne npoduns/paciumpermne

D.5.3.14.1 Uenb

Llensio paHHOro wucnbiTaHus sIBNAETCA onpegeneHne paccTosHUs MexXAy BHEWHUM AMameTpoM CTeHTa U
BHEWHUM guameTpom 6annoHa, A0 U Nocne NPOXOXAEHNUA U3BUTON YacTU KPOBEHOCHOTO cocyaa. MNpu oueHke KOHCTPYK-
uuM yunTbiBalOT nonoxexus 8.6.1.

D.5.3.14.2 Matepwmanbi

D.5.3.14.2.1 CreHT-cnuctema.

D.5.3.14.2.2 AHaToMuueckast MoAenb, KOTOpas BKNIOYAeT NyTW AOCTaBKW W MeCTO packpbitus. Mpu paspaboTtke
mogenn HeobxoguMo yunTbIBaTb UCKPUBNEHHOCTb U U3BUTOCTL Npeanonaraemon obnactu pasmelLeHusl CTeHTa U nyTen
gocTtaekn. Heobxoaumo yunTbiBaTh MCMNONb30BaHWe NOAATIIMBOW MOAENM.

D.5.3.14.2.3 ObopypoBaHne pAns W3MepeHWa AuameTpoB (Hanpumep, MWKPOMETP, OMNTUUYECKUIA NMPOEKTOp
npoduns, nasepHbli MUKPOMETP, COOTBETCTBYIOWME Kanubpbl npocduna), cnocobHoe BLINOMHATE U3MEPEHUS C
TouHOCThIO Ao 10 % onpeaeneHHoro gonycka unu o 1 % namepeHHoro 3HaqeHus. Ecnv onpegeneH gonyck, cneayet
MCMONb30BaTh MEHbLUEE M3 MONYYEHHbIX 3HAYEHUI B NPOUEHTaXx.

D.5.3.14.2.4 BcnomoraTenkeHble yCTPONCTBA, HeoOXoaAMMbIe Ans BLINONHEHUs1 packpbitusi B cootBeTcTBum ¢ UMM,

D.5.3.14.2.5 Cpepa c koHTponmpyemoli Temnepartypon (37 + 2) °C ans CTEeHTOB C maTepuanamu, CBOMCTBa KOTO-
pbIX YYBCTBUTEMbHBLI K pasHuue husnonormyeckon TemnepaTypbl 1 TEMNepaTypbl OKpYXalolen cpegp.

D.5.3.14.2.6 CooTBeTCcTBYIOWEE 006OPYAOBaHME AJ1 OCMOTPA, HANpuMep, ONTUYECKUIA MUKPOCKON C Kamepomn.

D.5.3.14.3 Ot60p 06Opa3uos

OT160p 06pasuoB cregyeT NPOBOAUTL B COOTBETCTBUM C NonoxeHusimu D.2.

D.5.3.14.4 MoarotoBka 06pasLOB K UCMbITAHUAM

MoparoToBka 06pa3LoB K UCNBITAHUAM OOIKHA COOTBETCTBOBATL NonoxeHusim D.3 n gomxHa BKNOYaTh Harpyxe-
HVe kaTeTepa (He3aKpenneHHble CTEHTHI) U BblAEPXKKY NPV ONpeaeneHHbIX YCroBusX.

D.5.3.14.5 MeTtog vcnblTaHUK

CnegyeT pa3paboTaTb MeTo4 WUCMNbITAaHWI Ha OCHOBE CMNeAyloLWero anroputma AeicTBui:

a) U3MepsIloT BHELWHWI AnameTp CTEHTa, 3aKpenneHHoro Ha GannoHe, Ha NPOKCUMAanbHOM U AMCTanbHOM OKOH-
YaHWAX M BHEWHWI gnameTp HesanofHeHHOro GannoHa Ha NPOKCUMAanbHOM UM AUCTANbHOM OKOHYaHWUSX CTEHTa, UC-
nonb3ysl COOTBETCTBYIOWME NO pasmMepam U3MeEPUTENbHbIE MHCTPYMEHTbI; u3MepeHre nNpoduna OMKHO ObiTb Nonyve-
HO MOBOPOTOM CTEHT-CUCTEMbI 4O TeX MOp, Noka He BydeT nonyvyeH MakcMManbHbIN guameTp;

b) 3anuckiBaloT namepeHusi NPoduns U BbIMUCISIOT pasnuumne Mexay AnaMmeTpoM CTeHTa U AvameTpom GannoHa
(NMpokeuManeHbIM U gUCTanbHBIM) AN KaXA0ro YCTPONCTBA;

C) BCTABNSIIOT  COOTBETCTBYIOWME BCMOMOrateribHble YCTPOWCTBA (Hanpumep, MPOBOMNOYHLIA  MPOBOAHWUK,
MHTpOAbIOCEP) B aHATOMMYECKYD MOZenkb;

d) NnpoBOAAT CTEHT-CUCTEMY MO aHATOMMYECKOW Modenw, ydansioT CUCTEMY Yeped MOAenupyemble narubbl u
MOBTOPSAIIOT 3Ty NpoLeaypy 060CHOBAaHHOE YMCIO LMKOB;

€) NOBTOPSIIOT 3Tanbl @) U b) 1 BLIUMCIISIOT M3MEHEHNA U3MEPEHUIA A0 U NOCHe NPOXOXAEHUS;

f) nomelLaloT CTEHT-CUCTEMY HA KPUBYHO M3BECTHOrO (0BOCHOBaHHOIO) pagnyca u U3MEpPSIIoT PacCToHUE MexXay
BHEWHUM AMaMeTpOM CTEHTa M BHELWHWM AMaMeTpOM HeHanomHeHHOro GannoHa Ha NMPOKCUMAanbHOM U AWCTanbHOM
OKOHYaHMWAX CTEHTa;

g) ukeupyloT niobble OTKMOHSIOWMECs OT HOPMbI HabnogeHus (HanpuMep, nepernd, oTcoeanHeHNe) ansA Kaxao-
ro ucnelTyemoro obpasua.

D.5.3.14.6 lNpepcraeneHne pesynbraToB

OdnameTpbl, paccToAHUs N pagnycbl AOMKHbI BbITe BbIPaXXeHbl B MUMNMMETPAXx.

66



roCT P UCO 25539-2—2012

D.5.3.14.7 OtyeT 0 NpoBeAEHUN UCMbITAHUIA

OT4yeT MO MCNbITAHWIO JOMXEH COOTBETCTBOBaThH MONOXeHusam D.4 1 BkMouaTe KpUTUHECKME pasmMepbl W3BUTON
aHaTOMWYECKOW MOAENN N MUHUMYM, MakCUMyM, CpedHee M CTaHAapTHOE OTKITOHEHWS BCEX U3MEPEHHbIX U BbIYWCIIEH-
HbIX 3Ha4eHui. JormkHbl O6biTh 3ahMKCMpOBaHbl Nobble HabMAeHUs, OTKITOHSIOWMUECH OT HOPMbI.

D.5.3.15 Mnowaab NoBepXHOCTU, CBOGOAHAA OT CTEHTA, U BHELLHSS Mowaab NOBEPXHOCTU CTEHTa

D.5.3.15.1 Uenb

Llensto gaHHOro wvcnbiTaHus sBRAsSIeTCA OnpegeneHne NpoueHTa KOHTaKTUMPYIOWEN U HEeKOHTaKTUPYIOLWEN
nnowaan no pAnuHe CTeHTa MPU YKa3aHHOM AvaMeTpe UMMMaHTaTa OTHOCWUTENbHO LUUMUHAPUYECKON MOBEPXHOCTY,
06pa3oBaHHON PaCLLUMPEHHBIM CTEHTOM. [1pW OLEHKE KOHCTPYKUMM YYUTLIBAIOT nonoxenust 8.6.5.

D.5.3.15.2 Marepwuansl

D.5.3.15.2.1 CipyktypHass cxema [Hanpumep, daln cucTeMbl aBTOMaTU3MPOBAHHOIO NpoekTupoBanua (All)]
CTeHTa.

D.5.3.15.3 Ot6op 0b6pa3uos

AHanu3a cnegyeT NPoBOAWTE Ha BCEX pasmepax U KoHuUrypaumsx, Heobxognmeix ans obecrneveHunsi NONHoro npea-
CTaBIMNeHWs1 XapakTepUCTUK Nowaan NnoBepxHoCcTu.

D.5.3.15.4 MeTog vucnbiTaHuim

Cnegyet pa3paboTaTb METOA, UCMbITAHUM HA OCHOBE CMNeAyloLWwyX AeNCTBUIA:

a) BbIUUCIIAIOT MPOEKTUPYEMYIO BHELLIHIOW Mfowadb MNOBEPXHOCTU CTEeHTa HEMoCPeACTBEHHO Ha OCHOBAaHWK
AaHHbIX O KOHCTPYKUMK (Hanpumep, AaHHbIX o reomeTpun Al);

b) BbluMCOAIOT NPOUEHT Mnowaan NOBEPXHOCTU COCYAA, KOHTaKTUPYIOWEW ¢ MaTepuanoM CTeHTa, pasgenvs
NPOEKTHble AaHHble O BHELLHeW Mnowaan NMoBepxXHOCTU CTEHTa Ha O6LYI0 LUNMHAPUYECKYIO NMowaab NOBEpPXHOCTU
CTEHTUPOBAHHOIO cocyaa u yMHOXMB Ha 100 Ansa nonyyYeHusi NPOUEHTOB;

C) BbIYMCIAOT NPOUEHT Mrowaan NoBepxHOCTU, cBOOOAHONW OT CTEHTa, BbIUTA MPOLEHT MNowaan NoBepxHOCTH,
KOHTaKTUpYylolWen ¢ marepuanom cteHTa, us 100 npoueHToB.

D.5.3.15.5 lNpepctaenenne pesynsraTos

Mnowaab NOBEPXHOCTU AOMKHa OblTh BblpaXkeHa B NMPOLEHTaXx.

D.5.3.15.6 OT4yeT 0 NPOBEAEHUN VCMbITAHUN

OT4yeT No MCnbITaHUIO AOMKEH COOTBETCTBOBATb MONOXeHWsiM D.4 1 BKNOYaTh NPOUEHT NNowaaun NnoBepxHOCTH,
cBOBOAHONM OT CTEHTA, AN KaXA0ro AvaMeTpa CTeHTa U Nnowaab BHEWHEW NOBEPXHOCTU CTEHTA.

MpwumeyaHwne— [Ons gononHmtensHoro pykosoacTteo cm. ASTM F2081 [23].

D.5.3.16 lMonHas UenoCTHOCTb MNOKPLITUSA

D.5.3.16.1 Uenb

Llenblo pgaHHOro wcnbiTaHusi sIBMSieTCA onpefeneHne crnocobHOCTU MOKPLITUSI ObiTb YCTOMYMBLIM K MOBPEX-
OeHWsAM, CBA3AHHBIM C 3arpy3kol, cregoBaHUEM, pacKpbITUEM U yAaneHUeM CUCTEMbI AOCTaBkU. py OLeHKe KOHCTPYK-
LMK YYMTBIBAKOT NonoxexHns 8.6.3.

D.5.3.16.2 Marepuansoi

D.5.3.16.2.1 CteHT-cuctema.

MpumedaHu e— UcnbiTaHne He NpegHasHayeHo ANs OLEHKU BCEW CUMCTEMbl; TEM He MeHee cucTema
notpebyeTca AnNA packpbITUA UCTILITYEMOFO CTEHTA.

D.5.3.16.2.2 BcnomoraTernbHble yCTPONCTBA, HEOOX0AMMbIE AMns MOMOLLM Npu packpbitun B cootBeTcTBUM ¢ UL

D.5.3.16.2.3 CootBeTcTByIOWEe 060pynOBaHMe AAnsi OCMOTPa C Kamepoi AN HabnwaeHus NoOBPEXAEHWIN MOKPbI-
™A (Hanpumep, ONTUYECKUA MMKPOCKON, NMPOCBETIIEHHOE YBENUYUTENbHOE CTEKINO, CKAHUPYIOWMIA 3MeKTPOHHbLIA MUK-
pockon).

D.5.3.16.2.4 Ob6opyaoBaHue ANsi M3amepeHust ANvHbl U nnowaam (Hanpumep, MUKPOMETP, ONMTUYECKUIA MPOEKTOP
npoduns, nasepHsIn MUKPOMETP), CNocobHOE BLIMNOMNHATL U3MepeHusi ¢ TouHocTbio 10 % onpepeneHHOro Aonycka unm
1 % vnamepeHHoro sHaqeHus. Ecnu onpeaeneH gonyck, cnegyeTt UCMONb30BaTb MEHbLUEE 3HAYEHME COOTBETCTBYIOLMX
NpoLUEHTOB.

D.5.3.16.2.5 AHaToMun4eckasi Mof€ernb, KOTOpas BKIMIOYAET MyTU AOCTABKU U MecTo packpbitusi. Mpu paspabotke
Mogenyu HeobxoanMO yUnThIBaTb UCKPUBIIEHHOCTb U M3BUTOCTL Npearonaraemor o6nactu pasmelLeHnst CTeHTa U nyTemn
poctaekn. Heobxoaumo yumTbIBaTh Mcnonb3oBaHne AedopMUpyeMon Moaernm.

D.5.3.16.2.6 BogaHasa 6aHs ¢ koHTponem TemnepaTypsbl (37 + 2) °C.

D.5.3.16.3 OT160p 06pasuoB

OT60p 06pa3uoB cneagyer NPoBoAUTb B COOTBETCTBUM C MornoxeHusimm D.2.

D.5.3.16.4 MNogrotoeka 06pa3uUoOB K UCMbITAHUSIM

MogrotoBka 06pa3LOB K UCMbITAHWSIM [OIDKHA COOTBETCTBOBATL MornoxeHusim D.3.

D.5.3.16.5 Metoa ncnbiTaHuin

Cnegyet paspaborarb MeTo[ UCNbITAHUA HA OCHOBE CIieflyIoLLero anroputma AenCTBun:

a) NorpyxaioT aHaTOMWUYeCKyl0 Moaenb B BOAsHYI0 6aHI0O U AaloT ucnbiTatenbHol cucteme ctabunuaupoBatb
Temneparypy;
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b) BCTaBNAIOT COOTBETCTRYIOWME BCMOMOraTerbHble YCTPOUCTBa (HanpmMmep, NPOBONOYHbIA NPOBOAHUK, MHTPOObL-
locep) B aHAaTOMMYECKYIO MOZErb;

C) NpOBOASAT CUCTEMY AOCTaBKW MO Moaenu;

d) packpbiBalOT CTEHT B ydacTke Tpybku, anameTp KOTOPOW npeacTaBnseT HauMeHbLM anameTp obpabaTbiBae-
Moro cocyaa B cooteetcTeum ¢ UNMMM; tpybka gonxHa 6biTb CKOHCTPyMpoBaHa Takum o6pa3om, 4Tobbl ee MOXHO Gbino
yaanuTb M3 aHaTOMUYECKON moaenu.

MpumeuaHue— CnegyeT yunTbiBaTb paclumpeHne yctponctsa GannoHOM Nocne packpbiTUs, €CNn OHO
COOTBETCTBYET KITMHUYECKON MPaKTUKe;

e) yaansiot c6opky cTeHTa u Tpy6ku;

f) ocmaTpuBaloT BHYTPEHHIOW NOBEPXHOCTb CTEHTA Ha NpeaMeT NOSABMBLUMXCA U3MEHEHWI;

g )NOBTOPSIIOT UCMbITaHWe, PacKpbIB APYrol CTEHT 3a npegenammn Tpybku; ans CTeHToR, pacwmpsemblx 6annoHom,
packpbiBaloT A0 Hanbonblero OXugaemMoro yBenuyeHus guameTtpa, Ans camopacllvpsItoWMXCA CTEHTOB PacKpbIBaIOT
cB060OHO;

h) ocmaTpuBalOT BHYTPEHHIOK M HaPYXHYIO NOBEPXHOCTW CTEHTa U (OUKCUPYIOT Niobble NOsSIBUBLLMECS] M3MEHEHWS.

D.5.3.16.6 lNpencraenenne peaynsraTtos

HormxHbl 6bITb 3ahMKCUPOBaHbI BCE KPUTUYECKMe HabnogeHus.

D.5.3.16.7 OT4eT 0 NpoBegeHWM UCNbITaHWM

OT4eT Mo UCMbITAHUIO JOMKEH COOTBETCTBOBATL NonoxeHusam D.4 1 BkniovaTb onucaHne MeToda, Ucrosb3yemoro
Onst OCMOTpa MOBEPXHOCTU, MOMNOXEHWe OCMOTPa CTeHTa U Niobble NOSIBUBLUMECS N3MEHEHWS MOKPbITUSA. JomxHa ObiTb
onpegeneHa ucnbiTaTenbHas xugkocTb. OTHET OOMKeH coaepXaTb ONMcaHne MCMNorb3yeMor aHaTOMWYEeCcKon mone-
v, BKINIOYas reoMeTPUIo U MaTepmarbl KOHCTPYKLMK.
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Mpwunoxenne E
(cnpaBoyHoe)

HononHeHue k aHanunuTu4eckomMy noaxony
npu UCNbITaHUU HA YCTANOCTHYHO NPO4YHOCTb

MpumedyaHwue 1—B cnegywux pasgenax npveegeHbl NPUMepPbl COOTHOLWEHUN MeXQy BHYTPEHHUM U
BHELWHUM AnameTpammn TpyOkM Ha OCHOBE MeXaHuKu ynpyron nuHenHon aedopmauun. MoryT ObiTe NPUMEHMMbI U arnb-
TEPHATUBHbIE METOAbI ONNCaHNA B3aNMOCBSA3EN.

MpumedyaHwune 2—Pe3ynbrartbl, NOMy4YeHHbIE C UCMOMb30BaHUEM CrEAYIOLWEro aHanMTU4eckoro nogxoaa,
MOTYT OTNMYaTBLCS OT JAHHBIX M3MEPEHUM K3-32 BO3MOXHOW HETOYHOCTU Npu onpeaenenmm koadduumenTa NyaccoHa.
AHanuTudeckne meTodbl AOMKHbI OblTb CKOPPEKTUPOBAHbI 3KCNEPUMEHTANIbHBIMY OAHHBIMU.

E.1 YcnoBusa HyneBo# npoaonbHon aecdopmaumm (NOCTOAHHON AnNWHbI). MpuMepbl hopMynbl BHyTPEeHHero
AnameTpa (Unu pagvyca) Ha OCHOBaHUM BHeLLHero guameTpa (Mnu paguyca) Ans YCNoBvUn HyneBoW NpoaonbHON
Aedopmaunm (NOCTOAHHON ANUHbI)

dopmynbl (E.1) — (E.4) npeacTaensiioT B3aMMOCBS3b MEXAY BHYTPEHHWM U BHELLHUM AvameTpamu TpyOku npu
pasnuyHbIX COCTOSIHMSIX paclumpeHus (Hanpvmep, 6e3 AaBneHusl v nog AaBNeHNeM, CUCTONMYECKMM M AnacTtonuyec-
KMM). 3T hopmMynbl MOTYT ObITb NOMYyYEHbl C MCMONb30BAHMEM CTaHOAPTHBLIX UHXEHEPHbIX hopmyn, Takmx kak Cook u
Young [70] . Hanpumep, ecnu U3BeCTHbI Ha4arnbHble BHYTPEHHWIA M BHELHWUI paguycbl MOOENW apTepumn n Heobxoaumo
onpegenntb NSMeHeHne BHyTpeHHEero paguyca, cBaA3aHHoe C NISMEHEHWEM BHELLHEro pagnyca, MoXxeT UCNoJib3oBaTbCsA
topmyna (E.4). AHanorm4yHo, ecrnv M3BeCTHbI HavarnbHble BHYTPEHHWUIA U BHELWHWUIA paguychl Mogeny apTepum u Heobxo-
OVIMO onpeAenuTb BHELWHUA paguyc, CBsI3aHHbIN C HEOOXOAMMBIM BHYTPEHHUM PaguycoM, MOXHO MCMONb3oBaTh hop-
myny (E.2). ®opmyna (E.1) moxeT ObITb MCMONb30BaHa 4N onpeaeneHns nameHenus D,, ecnv n3BecTHO nameHeHune D,
dopmyna (E.3) moxeT ObiITb NpUMeHeHa Ansa onpegeneHnst nameHenus D, ecnv u3BecTHO nameHenue D,

AD, = 2 2(1-v) (a%b); (E.1)
(1+Z—2—v(1—2—z+2v))
2
AD,, =2 |a+——202Y) (a42])]: (E-2)
(1+Z—2—v(1—2—2+2v))
2 2
1+ 2 —v(1-25+2v)
b? b? A
AD; = 2 . b_a) ; (E:3)
2(1-v9) a

2 2
a—z—v(1—Z—2+2v))

(1+
AD;, =2|b+ (b%) : (E.4)

2(1-v?)

rae AD, — n3ameHeHvne BHeWHEero AMaMeTpa, CBA3aHHoe C nogavel AaBrexHvs;

a — HavanbHbIi BHELWHWUI pagnyc (Hanpumep, Npu YCNoBUSX OTCYTCTBUSL UMM HUXKHENO 3HAYEHUSI AaBMNEHUS);
b — HavarnbHbIV BHYTPEHHUI pagnyc (HanprMep, Npy YCIOBUSIX OTCYTCTBUS UMM HUXKHETO 3HAYEHWs1 JaBrneHusl);
v — ko3 duumeHT NyaccoHa;
D;
Ab — u3MeHeHWe BHYTPEHHEro paguyca, CBsI3aHHOe C M3MEHEHWEM [aBreHust = A7 ;
DO
Aa — N3MeHeHue BHELLHEero pagnyca, CBA3aHHOE C USBMEHEHNEM OaBlieHusa = AT;

AD; — v3meHeHVe BHYTPEHHEro auameTpa, CBs3aHHOe C nojadeli AaBneHus;

— BHYTPEHHUII guameTp nog OaBneHuew;
— BHELHWI agnaMeTp noa AaBrneHnem.
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E.2 YcnoBus HyneBoro npoAonbLHOro HanpsixeHns (cBo6ogaHon agnuvHbi). Mpnmepsl hopmMyn ANA BbIMMCAEHUA
BHyTpeHHero AmameTpa (unu pagvyca) Ha OCHOBaHWM BHELHEro gnamMeTtpa (wnv paguyca) ans ycrnoBun HyneBoro
NpoAoNLHOro HanpshkeHus (CBO60AHON ANKWHbI)

Cneaytowme chopMyrbl NpeACcTaBnsAoT B3aUMOCBA3b MEXAY BHYTPEHHUM U BHEWHWM avametpamu Tpybku npu
Pa3mnUYHbIX COCTOSIHWSIX paclumpeHust (Hanpumep, 6e3 AaBneHnsa u Nog AaeneHUeM, CUCTONUYECKMM W Anactonuyec-
KUM). 3TN BbipakeHUsi MOryT 6bITb Nony4yeHbl C UCMONIL30BAHMEM CTAHAAPTHBIX MHXEHEPHbIX (DOPMYI, TakMX Kak B
pabote Young [22] ans cnyyas 1a (UnuHAp ¢ OAHOPOAHLIM BHYTPEHHUM pagnanbHbiM AABNEHUEM C HYNEeBbIM NPOAOnb-
HbIM AaBrieHnemM Unu c6anaHCMpOBaHHLIM 3@ CYET BHELUHETO HamnpshkeHWs NPOAONbHLIM AABNEHWEM).

Hanpumep, ecnu n3BeCTHbI HauarnbHbIe BHYTPEHHUIA U BHELLHWI paguycbl MOAENU apTepum u Heobxogumo onpe-
AennTb U3MeHeHUe BHYTPEHHEro paauyca, CBSI3aHHOE C U3MEHEHWEM BHELWHero paguyca, MoxeT 6biTb NpUMeHeHa
copmyna (E.8).

AHarorm4Ho, ecrnv U3BeCTHbl HavasribHbIE BHYTPEHHUIA M BHELLHWIA paguycel MOogenu aptepum n Heobxogmmo onpe-
OernuTb BHELWHWIA PagMyc, CBSI3aHHbIA ¢ HeO6X0aUMbIM BHYTPEHHUM paauycoM, MOXeT ObiTb npumeHeHa dopmyna (E.6).

dopmyna (E.5) moxer ObiTb npumeHeHa Ans onpegeneHust uameHenma D, ecnn M3BecTHO usmeHexune D,
®opmyna E.7 moxeT ucnonb3oBaTtbesl AN onpeaeneHus nameHenus D;, ecnu ussectHo uameHenmne D,

2, 12
AD, = 24b || -2ab__| [l 2 +E° |1 (E5)
a“-b a - -b
2 p2
D02 =2|a+Ab %‘;2 (%+v ; (E.6)
a“— a‘ -
2,42 2 42
AD; = 2Ag | BT V@ —b7) |, ET)
2ab
2,42 2 42
_ a“+b°+v(a“-b)
D;, =2 |b+Aa 5ab , (E.8)
rge AD, — n3mMeHeHVe BHeWHero guameTpa, CBsi3aHHOe C nogadeit AaBneHus;
a8 — HavanbHblil BHELWHWIA paguyc (HanpuMep, NpW YCNOBUSAX OTCYTCTBUSI UMM HUXXKHENO 3HAYEHUst JaBneHus);
b — HavanbHbIA BHYTPEHHWI paguyc (HanpuMep, NpU YCNOBUAX OTCYTCTBUSI UNM HUXHErO 3HAYEHUs JaBrneHus);
v — koadduumeHT MNyaccoHa;

Ab — v3MeHeHne BHYTpEHHEero paguyca, CBA3aHHOE C M3MEHEeHWeM OaBIleHns =A7’ ;

D,
Aa — W3MEHEeHWe BHELWHero paguyca, CBA3aHHOEe C M3MEHEHNEM JaBfeHns = AT;
AD; — vaveHeHve BHYTpPeHHero AnamMeTpa, CBsI3aHHOe C nogaven AaBneHus;

D,'2 — BHYTPEHHMWIA AnaMeTp nod AaBleHueM;

Doz— BHELLHWI avameTp nod AaBleHueMm.
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Mpunoxenne A
(cnpaBouHoe)

CBefeHUs1 0 COOTBETCTBUM CChINMIOYHbIX MeXAYHapoAHbIX CTaHAApTOB
HaLUOHanbHbLIM cTaHaapTaMm Poccuitickon Pegepauvu

Ta6bnvua A1

O6o3HaueHue CCbiNOYHOro CrteneHb O603HaYeHUe U HAMMEHOBAHUE COOTBETCTBYIOLLETO
MEXAYHAPOAHOro cOoOTBET- HaUMOHAaNLHOroO craHgapra
craHpgapTa CTBUA

NCO 10993 IDT FOCT P NCO 10993 — 2009 «MNanennsa meamumHckmne. OueHka buo-
TNOMMYECKOro AeNCTBUS MEAULIMHCKUX U31eNUn»

nco 11135-1 IDT [OCT P NCO 11135 — 2000 «MeanuuHckme nanenusi. Banngauus u
TEKYLUMIA KOHTPOSb CTEpUNU3aumMm OKCUOM 3TUreHay

MNCO 11137-1 IDT MOCT P MCO 11137-1 — 2008 «Crtepunuaaumsi MEAUUNHCKOW Npo-
Aykumun. PagnaumonHas ctepunu3aums. Yacte 1. TpeboBanusa k paspa-
60Tke, BanuaauMmM 1 TeKyleMy KOHTPOIIO npouecca cTepunusaumm me-
OULUMHCKUX U3enumy»

NCO 11607 IDT FOCT P NCO 11607 — 2003 «YnakoBka anst MeOUUUHCKUX U30eNun,
noanexawmx uHuiHoK ctepunuaaumn. O6wme TpebosaHnn»

NCO 14155 IDT FOCT P UCO 14155-1 — 2008 «PykoBoacTBO NO NPOBEAEHNIO KIMHU-
YECKMX UCNbITaHUN MeauumHCKMX nsgenun. Yacte 1. Obwme Tpebosa-
HUSAY

MCO 14160 IDT FOCT P NCO 14160 — 2003 «Crepunusaumsi 0gHOPa30BbIX Mean-
UMHCKMX U3OEeNuii, coaepKallmx MaTepuarbl JXMBOTHOTO MPOUCXOXAEHUS.
Banugaums v Tekywmi KOHTPOIb CTEPUNU3ALIMK C NMOMOLLBIO XXUAKUX CTe-
PUNN3YIOLLIMX CPEaACTB»

NCO 14630 IDT FOCT P UCO 14630 — 2011 «MmnnaHTaTbl Xupypruieckne HeakTuB-
Hble. O6wme TpeboBaHus»

MCO 14937 IDT FOCT P NCO 14937 — 2012 «Crepunusaums MeAULMHCKON NpoAykK-
umn. O6bwme TpeboBaHUA K ONpPeaeneHnto XapakTepucTuK CTEpUnn3yio-
wero areHTa u K pa3paboTtke, Banugaumm u TekyLemy KOHTPOno npouec-
ca cTepunMsauum MeauuMHCKUX M3Oenuviny

MNCO 14971 IDT FOCT P NCO 14971 — 2009 «M3genus meanumHckve. MpumerHenne
MEHEeMKMEHTA PUCKA K MEOULMHCKUM U3OENusiM»

MNCO 17665-1 IDT FMOCT P UCO 11134 — 2000 «Crepunusaumsi MEAULMHCKOW NPOAYK-
umn. TpeboBaHusi K Banuaauum u Tekylwemy KoHTponto. MNpomeinerHHasn
CTEpUNU3aLusl BraXXHbIM TErnromM»

MNCO 17665-1 — *

* COOTBETCTBYIOLMI HAUMOHANbLHLIN CTAHAAPT OTCYTCTBYET. [lo €ero yTBepXAeHUs pekoMeHayeTCsl UCTIONb30-
BaTb MNepeBoj Ha PYCCKUI SI3bIK JAaHHOTO MeXAayHapoAaHoro craHpapra. lepesoa AaHHOro MexayHapoaHOro CraH-
hapta Haxoautcsl B PegepanbHOM UHGHOPMAaUMOHHOM (hoHAE TEXHUYECKUX PEernameHToB U CTaHAapToB.

MpumeyaHue — B HacToAwen Tabnuue MCNonb3oBaHO criefywee ycnopHoe o603HaveHne crenexm
COOTBETCTBUA CTaHOAPTOB:
- IDT — naeHTMuHbIE CTAaHOAPTHI.
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