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HAUMWOHANBbHBIN CTAHOAPT POCCUNCKOWN GEREPALUMN

MMmnnaHTaThl 4ns cepaeyHo-CoCyaUCTON CUCTEMBI
TPYBYATBIE COCYAUCTDLIE NPOTE3bI

Cardiovascular implants — Tubular vascular prostheses

Dara BBeaeHus — 2015—03—01

1 O6nacTb npuMeHeHus

1.1 B nacrosiyem crangapte ycraHoBneHbl TpeOOBaHUS K NPOBEAEHMIO UCMbITAHWNA, YNAaKOBKe,
MapKupoBke, a TaKke onpeaerneHbl TEPMUHbI, OTHOCALLMECA K NpoTe3aMm KpPoBeHOCHbIX cocyaoB (IMKC),
npegHasHa4YeHHbIM ANs 3aMelueHus, 00BeAeHUsI MU CO34aHUA LUYHTA MEXay CerMeHTaMmu COCyAMCTOM
CUCTEMbI YeSioBeKa.

Hacroswmii  ctaHgapt npumenum K MKC, u3rotoBneHHbIM u3 MarepuanoB GMONOrMyeckoro
NPOUCXOXAEHUA, CUHTETUYECKUX TKAHEW U CUHTETUYECKUX HETEKCTUMbHBLIX MaTepuanos. Takke NpuBeaeHo
PYKOBOACTBO MO OMUCAHUIO COCTABHbLIX U KOMOMHUPOBAHHLIX NPOTE30B. CTaHAapT coaepXuT TpeboBaHua K
0003HaYeHui0 matepuanoB U KOHCTpykumu MKC, a Takke Kk 0603HAYEHMIO XapaKTEPHbIX M rabapuUTHbIX
pasmepos MKC. CtaHaapTt Takke BKNIOYAET CCbiNku HA TpeboBaHusi K BMOCOBMECTUMOCTU MaTepuanos u
KOHCTPYKUMI, u3rotoBneHHbix NKC ¢ yueTtom cooTtBeTcTBYyOWMX Yyacten MCO 10993.

B HacTosiLleM cTaHaapTe Takke onpeaeneHbl MexaHudeckue xapakrepuctuku NKC v ycTaHOBREHbI
METOAbl M3MEepeHus W BepudMKauuM pasmepoB U MEXaHUYECKMX XapakTepUCTUK, OnpeAerneHHbIX
usrotoputenem. CraHaapT BKMO4YaeT acnekTol crepunu3auun [KC u onpepensier TtpeboBaHus K
MapKUPOBKE U YNaKoBKe.

1.2 B HacrosweMm craHgapte onpegeneHbl He BCE 9IKCMyaTauUOHHbIE XapakTepUCTUKUM M
xapaktepHole pasmepbl [MKC, HO ycTaHOBREHbl [0CTaTOYHble MeToAbl Bepudukauum TOro, u4TO
HOMMHAmbHbIE 3HAYEHWA, ONPEeAEeSIeHHbIe W3rOTOBUTENEM, HaAXoAATCA B AONYCTUMBLIX — nNpeaenax.
B0O3MOXHO, 4TO [JaHHble MeToAbl A0JDKHbI OblTb AONOMHEHbI APYrUMM MeTogamu npu (GOpMUPOBAHUU
nporpaMmMbl UCNbITAHWUIA ANSt U3LENNIA KOHKPETHLIX TUNOB.

Hacroawwuin craHgapt He npumenHum K MKC w3 TkaHen 4venoseka-goHopa, TakuMm kak MKC ¢
KpuokoHcepBauuein. Takke u3 obnactu AeWCTBMA HACTOALLEro CTaHAApPTa WUCKMIOYEHbl COCYAUCTbIE
3annarbl, TAMMOHbI U CTEHTLI.

2 HopmaTtuBHbIe CCbINTKU

B HacTosiLleM craHgapTe MCnonb30BaHbl HOPMATUBHLIE CCbIIKM HA Cneaylowme MeXxayHapoaHble
cTaHaaptbl. [nA AaTMPOBaHHLIX CCbINOK MPUMEHSIIOT TOMbKO yKa3aHHble usaanua. [inAa HepaTUpOBaHHBLIX
CCbINOK NPUMEHSIIOT CaMble NOCNEAHNE U3aaHus (BKNoyas modblie U3MEHEHUA 1 NONPaBK).

MNCO 472:1998 Mnacrtmaccel. Cnosapb (1ISO 472:1998, Plastics — Vocabulary)

MCO 2076:1989 TkaHu. MIckycCTBEHHbIE BONOKHA. PoaoBbie HaumeHoBanua (ISO 2076:1989, Textiles
— Man-made fibres — Generic names)

MCO 2859-1:1989 MMpoueaypbl oTOOpa 0OpasuUOB AN KOHTPONb NO Xapakrepuctukam. Yacrtb 1.
CxeMbl 0TOOpa 06pasLoB, ANs KOTOPLIX yka3aH NpUeMnemsblit ypoBeHb KavyecTBa AnNA NocneaoBaTefnbHOro
koHTpona naptuit (ISO 2859-1:1989, Sampling procedures for inspection by attributes — Part 1: Sampling
plans indexed by acceptable quality level (AQL) for lot-by-lot inspection)

MCO 2859-2:1985 MMpoueaypbl oT6opa 06pa3suoB AnNA KOHTPOSb NO XapakTepucTukam. Yacrtb 2.
CxeMbl oTOOpa 00pasLoB, AN KOTOPLIX yka3aH NpeaenbHblil YPOBEHb KAYeCTBa ANA KOHTPONSA OTAENbHbIX
naptuin (ISO 2859-2:1985, Sampling procedures for inspection by attributes — Part 2: Sampling plans
indexed by limiting quality (LQ) for isolated lot inspection)

NCO 2960:1974 Tkauu. OnpeaeneHne NPOYHOCTU HA PpPa3pbiB M PACTHKEHUA MNpU  paspbiBe.
IOuadparmansHbiit Mmetog (ISO 2960:1974, Textiles — Determination of bursting strength and bursting
distension — Diaphragm method)

U3panue opuumansHoe
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NCO 5081:1977 Tkanu. TkaHble maTepuanbl. OnpeaeneHue npeaena npoYHOCTU U yanuHeHua (Metoa
nonoc) [(ISO 5081:1977, Textiles — Woven fabrics — Determination of breaking strength and elongation
(Strip method)]

NCO 5084:1977 Tkanu. OnpeaeneHue TOMLWMHBLI TKAHbIX U TPUKOTAXHBIX MaTepuanos (KPOME TKaHbIX
HanonbHbIX NOKPbITUI) [(ISO 5084:1977, Textiles — Determination of thickness of woven and knitted fabrics
(other than textile floor coverings)]

MNCO 10993-1:1997 Buonornyeckas oueHka mMeauuMHCKUX usgenunin. Yactb 1. OueHka u ucnbiTaHuA
(ISO 10993-1:1997, Biological evaluation of medical devices — Part 1: Evaluation and testing)

MNCO 14155:1996 KnuHuueckas oueHka meauumHckmux uspgenui (ISO 14155:1996, Clinical investigation
of medical devices)

ASTM D 76-93 Cneumdpukaumm paspbiBHbIX MalwmH ana TkaHen (ASTM D 76-93, Specification for
tensile testing machines for textiles)

ASTM D 123-94 TepmuHosnorus, kacawwasca tkaHen (ASTM D 123-94, Terminology relating to
textiles)

3 TepMmuHbI U onpeaeneHust

B Hactosiwem craHgapte npuMeHeHbl TepmuHbl no ASTM D 76-93, ASTM D 123-94, a Takke
crneayoLme TepMUHbI C COOTBETCTBYIOLLMMU ONpeaeneHNsaAMM:

3.1 annoTtpaHcnnaHTar: MIMnNnaHTupyemblini matepuarn, nosly4eHHbI U3 TKaHen XXMBOTHOIO TOro e
BMaa.

3.2 oundypkauma: Mecto pasgeneHus eauMHOro COCyaucToro pycna (Topca unu BCero Tena cocyaa)
Ha ABa OTBETBNEHUS (KOHEYHOCTH).

3.3 Ouonornyeckuit Martepuan: Matepuan >KMBOTHOIO MMM PACTUTENBHOTO MPOUCXOXKAEHMUS,
KOTOPbIi MOXET ObiTb U3MEHEeH unu 0bpaboTaH C MOMOLLLID XMMUYECKUX MPOLIECCOB, 38 WUCKIIOYEHUEM
noBbIx UCKONaeMblx MaTepranos 6U0NOrMYeckoro NPOUCXoKAeHUs (Hanpumep, HedTH).

3.4 6unoctabunbHoCTL: CNOCOOHOCTE MaTepuana noaaepXXuBaTb CBOK PU3UIECKYIO U XUMUYECKYIO
LeNOCTHOCTb MOCME UMMNAHTALMMU B XKMBbIE TKAHU.

3.5 nokpbiThe: JioGOK OpraHMYEcKuit WM HEOPraHWYeCKuit matepuarn, KpPOMEe D>KUBbIX KIETOK,
cnewunanbHO HaHOCUMbIN U3rOTOBUTENEM HA OCHOBY NpOTE3a.

MpumevyaHue — Takoe MOKPLITUE MOXET GbiTb NPEAYCMOTPEHO KakK MOCTOAHHOE UMW Kak BPEMEHHOE; OHO
MOXeT GbITb HAaHECEHO Ha BHELLHUE W/Uni BHYTPEHHWE NOBEPXHOCTU W/Uni GbiTb BBEAEHO B CTPYKTYPY OCHOBSI.

3.6 nogatnuBocTb: CnOCOBHOCTL NpoTe3a ynpyro paclMpATbLCA U CKUMATLCSA NO OKPY>XHOCTU B
OTBET Ha NYNbCUPYIOLLEE UBMEHEHNE AAaBIEHUS.

3.7 koMnoHeHT: MaTepuan, ucnonbL3yembiit BO BpeMA NPOU3BOACTBA, HE3aBMCUMO OT TOrO, AOSMKEH
NN OH OCTAaTbCA KaK COOTBETCTBYIOLLMI ANEMEHT U3aenus.

3.8 coctaBHOW npoTte3: COCyaANUCTLIM NPOTE3, KOHCTPYKUUS Wunu matepuanbl KOHCTPYKLUUU KOTOPOTo
MEHSAIOTCH OT CerMEHTAa K CerMEHTY Ha NPOTAXEeHUU ANWHLI NpoTesa (cpasHute 3.9).

Mpumep — [Ipome3s, nNpokcumMasibHas 4YacmMb KOMOPO20 6bINOJIHeHa U3 MPUKOMAKHO20
noJsiomHa € eumbiMU HUMSAMU, a ducmanpbHasa 4Yacmb U3 KPOB8EHOCHO20 cocyda JKUB8OIMHO0R20,
obpabomaHH020 anb0e2udom.

3.9 KOMOMHUPOBAHHbIA NpoTe3: OAHOPOAHLIN MO ANWHE COCYAUCTLIN MNPOTE3, CTEHKU KOTOpOro
BbIMOMHEHbI U3 HECKOSbKMX MaTepuanos (cpasHute 3.8).

3.10 koHdurypauus: leomeTtpuyeckan popma, KoHdurypauusa nporesa.

TMpumep — Mpamoli, 6uypKayUuOHHbIU, KOHUYeCKUL.

3.11 KOHCTPYKUMA: TuUn OCHOBLI NpOTe3a.

Tpumep — TpukomaxHbill, MKaHbIl, HeMKaHbIld, U3 NOPUCINO20 NMoNuUMepa.

3.12 rodpupoBanue: CosaaHne Ha npoTese cknagok unn u3rmbos ana obecnevyeHna BOSMOXKHOCTH
YANUHEHUS N CHIDKEHUSI BEPOSITHOCTM nepernba.

3.13 BonokHO: HuTb mMaTepuana, BbIXOAAWAA M3 0gHOrO unu Gonee ysna M 3akaH4MBaKOLWIAsCA B
oaHOM unu Bonee yane.



rocTP UCO 7198—2013

3.14 peuunueHT: JIML0, KOTOPOMY UMNNAHTUPYETCA NPOTES.

3.15 cocTofiHMe roTOBHOCTM K UMnnaHTauuu: CoCTosiHME NpoTe3a, KOTOPbIN nepea uMnnaHTaumen
Obln NOArOTOBIEH B COOTBETCTBUU C UHCTPYKLUMSAMU M3TOTOBUTENS, a TaKXKe COCTOSIHME maTepuana nporesa,
KOTOPLIN Gbln NOABEPrHYT COOTBETCTBYIOLLMM NPOLIECCaM CTEPUNU3aLMmM M/Mnu UHOM NOATrOTOBKM.

MpumedvyaHune - logroToBka He BKMKOYaeT npoueaypbl NpeaBapuTensHOW koarynauuu (cM. 3.20), Ho
BKMovaeT ntobble pekoMeHaoBaHHble METOA4 bl NPOMbLIBKU UMK BbIMa4YuBaHUA.

3.16 o6wana npoHuuaemMocTb Ana Boabl: O6bem YUCTON (PUNBbTPOBAHHON XUAKOCTU (C BSISKOCTLIO,
COOTBETCTBYIOLLEW BA3KOCTU BOABI), KOTOPLIA NPOXOANT Yepes3 CTEHKU NpoTe3a 3a onpeaeneHHoe Bpems npu
onpeaeneHHoOM JaBneHuu.

3.17 yTeuka: O6bem 4UnCTONn PUNBLTPOBAHHON XMAKOCTU (C BA3KOCTbIO, COOTBETCTBYIOLLEW BSI3KOCTU
BO/Ibl), KOTOPLIA NPOXOAUT Yepes 3a30pbl BOAOHENPOHULIAEMOro COCYAUCTOro NpoTesa 3a OnpeerieHHbIN
NPOMEXXYTOK BPEMEHW NPKU ONPEAENEHHOM JaBleHUn.

MpumMedaHUe — YTeyka MOXET NPOUCXOAUTE NMBO Yepes Menkue AedekTbl CTEHOK HenpepbIBHOW TPyGKu,
nmbo Yepes aHaCTOMO3, NPEAYCMOTPEHHEI N3rOTOBUTENEM.

3.18 ysen: TeBepaas obnacte Ha marepuane, ¢ KOTOPOW HA4MHAIOTCA U B KOTOpOM coGupalotcs
BOJIOKHA.

3.19 nopucTocTb: 3Ha4yeHuMe OTHOoweHuas ofbbeMa NnycToT B Matepuane k obuwemy obbemy,
3aHUMaeMOMy MaTepuanom, BKNoYas nycroTbl.

M pnMedaHWNe 1 - |_|0pI/ICTOCTb MOXeT ObITb BblpaXeHa KakK nNpoyeHTHOoe OTHOoWeHue obvema nycToT K
06u.|,eMy 06b9My MaTtepuana Ha ,El,aHHOI7I nnowaau, Kak cpegHee pacCctoaHue Mexay y3namu, Unum Kak Cpe,qHVIIZ AnameTp
nop.bl.

P MpumevaHue 2 — MopucToCTb — He TO XKe caMoe, YTO yTeuka (M. 3.17) unu npoHuuaemocTs Ans soabl (cM. 3.34).

3.20 npepBapuTenbHas MNpPONUTKA KpPoBbH: [lpoueaypa, B x04e KOTOPOW oOcyliecTsnsaeTcs
NPOXOXOEHME KPOBW Yepe3 CTEHKU MpoTe3a U CBEepPTbiBaHME KPOBW UNU OTAENbHBLIX €€ (pakumii B nopax
npoTesa ANns CHUXEHUS NPOHULIAEMOCTU CTEHKW.

3.21 nepBUYHbLIA KOMMOHEHT: BellecTBO, BKNIOYEHHOE B W3rOTOBMEHHLIW NpoTe3, aoGasneHue
KOTOPOro NpeaycMOTPEHO U3roTOBMTENEM ANA ynydlweHua xapakrepuctuk MNKC.

3.22 npote3s: Moboe usgenue, 3aMeHslOLEE UNKU 3aMeLlaloOLLiee aHATOMUYECKYIO CTPYKTYPY WNnu
nedekT B Hen.

3.23 ocTaTouHbI MaTepuan: BewecTtBo, KOTOpPOEe UCMONb3yeTCs NPU W3rOTOBIIEHUM NMPOTE3a, HO
AN KOTOPOro NPeayCMOTPEHO yAarneHne Unu Hanuyme KoOToporo He TpebyeTcs B M3roTOBMEHHOM NpoTe3e.

3.24 BTOPUYHbLIA KOMMOHEHT: BeluecTBO, KOTOPOE MOXET ObiTb BKIIOYEHO B WU3rOTOBIIEHHbIN
npoTe3, HO KOTOPOE HE ONpeaenaeT OCHOBHbIE PYHKUMOHAaNbHbLIE xapakTepuctuku MNMKC.

3.25 ocHoBa npotesa: COCyaUCTbIN NPOTE3, HA KOTOPLIN HAHOCUTCH MOKPbITUE, COOTBETCTBYIOLLEE
onpeaeneHuto 3.5.

3.26 cuHTeTMYecKur MaTepuan: BewectBo HeGMONOrMYECKOro NPOUCXOXAEHMUS, KOTopoe
M3rotToBnsaeTca u/unm nonuMmepusyeTca ¢ NoOMOLLbIO XUMUYECKUX NN q:msmqecmx cpeacrs.

[l punMedaHne - XUMUYECKN WN3MEHEHHbIE MaTepuansl, nNonyyvyeHHble U3 UCKOMaeMbIX 6uonoruyeckoro
npoucxoxgeHua, Hanpumep, n3 HedJTVI, CHUTaAKTCA CUHTETUHECKUMN.

3.27 CMHTETUYECKUA He TeKCTUNbHbIN npote3: COCyaUCTbIN NPOTE3, W3rOTOBMEHHLIN C
UCMOSb30BaHUEM HE TEKCTUNbHbIX MaTEPUanos.

Mpumep — [Ipome3bl, U320MOGJIEHHbIE U3 3KCMPyOuUPO8aHHO20 MoJluUMepa, Mopucimo20
nonumepa.

3.28 cMHTeTMYECKMA TEKCTUNbHbLIW npoTte3: CoCyaAUCTbI NPOTE3, W3rOTOBMEHHLIA U3
CUHTETUYECKUX HUTEW C NPUMEHEHWEM TEXHOMOIMIN TEKCTUIBHOrO NPOU3BOACTBA.

lpumep - [lpome3bl, U320MO6MEHHbIE C MNOMOWbIO 6s3aHUS, MKaHbA, nN/emeHus
cuHMemu4ecKux Humeu.

3.29 ucnonb3yemaa panuHa: [nuHa npoTtesa, rotoBOro K WMMNNaHTauuu, W3MepeHHaa npu
onpeaeneHHon PUKCUPOBAHHON Harpyske.

MpumeyaHue —/[na HEKOTOPLIX NPOTE30B Harpyska MoXeT BbITb HyNeBoN.

3.30 cocyaucTbiit npoTes, cocyaucTbin rpadT: MpoTes, ucnonb3yemblit Ans 3ameHbl, 00X0XAeHUs
UK Co3aaHuA LUYHTa MeXay CermeHTamu COCyauCTON CUCTEMBI.

3.31 Bentop: TkaHb C OTPE3HLIM UMK NETIEBLIM BOPCOM UM C BOPCOBAHHOW NOBEPXHOCTLIO.

3.32 nycToTbl: YacTb CTEHKM WNM COCYAMCTOro MnpoTe3a, HEe 3aHATas marepuanom KOHCTPYKUMK
(cpaBHute 3.19).
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MpumedaHue —ITO HEYTO UHOE, HEXENU NMYCTOTHI B BA3AHHON UITM TKAHOM CTPYKTYpe.

3.33 paBnenve npocaumBaHua BoAbl: [laBneHne, noj KOTOPbIM BOAA MNPOHUKAET CO CTOPOHbI
BHYTPEHHEN CTEHKU HA BHELLHIOID CTEHKY COCYAMCTOro npoTtesa.

3.34 npoHMuaemMocTb AnA BOAbl, NOPUCTOCTb ANA BoAbl: O6LEM UMCTON (PDUNBLTPOBAHHOW BOAbI,
npoxoafLWen 3a onpeaeneHHbIn Nepuoj BPEMEHM Yepes eauHuLly nrowiaav Mmarepuana npotesa nog
onpeaeneHHbIM AaBNEeHUeM.

MpumMmeyaHue 1 — lMpoHUyaeMocTb ANs Bofbl 0BLIMHO ONpeAensieTcs Kak MIT-CM>MUH ' npu NPUNOXEHUN
AasneHna 16 kMa (120 MM pT. cT.).

MpumedvaHue 2-TpoHnUaemMocTb AN BOALI 3TO He TO Xe camoe, YTo U nopucrocTb (cM. 3.19).

3.35 ceHoTpaHcnnaHTaT, reteporTpaHcnnaHTar: MmnnaHTupyembiii mMatepuan, BbIMONIHEHHbIN U3
TKaHeMn XXMBOTHOrO BMAA, OTIIMYHOTO OT PELMNMEHTA.

4 O6wwue TpeboBaHusA

Cneaylowpme TpeboBaHMS NPUMEHUMbI KO BCEM COCYAUCTBIM NpPOTE3aM, HE3aBUCUMMO OT Buaa
maTepuana.

41 O603Ha4YeHmne KOHUrypauum n pasmepos

KoHdurypauusi cocyaucTbiX NpOTE30B AOIMKHA ONpeaenaTbCA ero reoMeTpuyecKon CTPYKTYPOW,
HanpuMep, NPAMON, BUMYPKALIMOHHBIV NN KOHUYECKUN.

MpumeyaHune —HekoTopkle NpoTe3bl MOTYT ObITb M3roTOBNEHBI ANS CNELWUanbHOTO NPUMEHEHUs, Hanpumep,
6udypkaLynoHHbIil aopTo-6eapeHHbI NpoTes. Takue npoTeskl cnegyeT 06o3HavaTh C ykasaHWeM UX npeanosiaraemMoro
KINMHUYECKOro UCMONMb30BaHUA, @ He NPOCTO KaK «budypKaLmMoHHbIe».

4.1.1MpaAmMble cocyaucTbie NPoTe3bl MOCTOSAHHOIO CeYeHUs

Pasmepbl NpsAMbIX COCYAUCTBIX NPOTE30B MOCTOSAHHOrO CEYEHUS AOMKHBI ONPEAENATLCA CNeayloWwmMMn
XapakrepucTukamu:

a) HOMUHAnbHBIA BHYTPEHHUIA AnAMETP U3AENUA B HEHArpy>XeHHOM COCTOSIHWM, BbIPAXEHHLIN B
MUMUMETpPaX;

b) HOMUHanNbHbIAN BHYTPeHHUI anametp MNMKC noa gaeBneHMeM, BbipaXKeHHbI B MUINNMMETPAx, npu
BHYTPEHHEM AaBneHuun no KpavHei mepe 16 kMa (120 mm pT. CT.), €CNK AAHHbIA AUaMETP U3MEHSIETCS NoA
naeneHmem 6onee yem Ha 10 % (cm. 5.6);

C) MUHMMAarbHasA UCNosib3yemMasi AJIMHA, BbIpaXXeHHas B CaHTUMETpax.

4.1.2 BudypkaunMoHHbIe COCYAUCTbIE NPOTE3bl MOCTOAHHOIO CeYeHUA

Pasmepbl 6udypKaLUOHHbLIX COCYAUCTBIX NPOTE30B MOCTOSIHHOTO CEeYeHUs [LOIMKHbl OnpefensiTbCs
3HaYeHWeM HOMMHANbLHOIO BHYTPEHHEr0 AMamMeTpa M3genusi B HeHarpy>eHHOM COCTOSIHUM U MUHUMArnbHOM
ucnonb3yemon obLiein ANWHON OCHOBHOIW TpybBuaToi 4acTu npoTesa U ee OTBETBIIEHWN, BbIPAXKEHHBLIX B
caHTumeTpax. Npu HeobxoaumOCTM AOMKEH ObiTb Takke ykaszaH BHYTPEHHWIA AuamMeTp u3genus nog
JasneHuem [cMm. 4.1.1, nepedncnenue b)].

4.1.3 KoHuveckue cocyaucTblie NpoTesbl

Pasmep KOHMYECKMX COCYAUCTbIX NPOTE30B [OJHKHbI ONPeAensaTbCs HOMUHANbHbIMWA BHYTPEHHUMMU
AuameTpaMu €ro KOHLOB B HEHarpy>XeHHOM COCTOSHUM U MWUHUMAnNbHOW MCNONb3YEMOW AMUHOMN,
BbIP&XXEHHbIMU B caHTUMmeTpax. [pu HeobxoaAMMOCTM [OMKeH ObiTb TakkKe ykasaH HOMMHAIbHbIN
BHYTPEHHWUI AnaMeTp usgenus nod aasneHuem [cMm. 4.1.1, nepeuncnenue b)].

4.1.4 [pyrue KoHdurypauum

Ona apyrux KOHMUrypauuin [AOMmkHbl OblTb ykasaHbl OCHOBHAas AfMHA (ONWMHBI), HOMMHAIbHbIN
BHYTPEHHUM aunameTp(bl) B HEHarpy>XeHHOM COCTOSIHUM, HOMUHAnNbHbIA BHYTPEHHU auameTp(bl) noa
AaBneHWeM, BblpaXKeHHble, NPM HEoBX0AUMOCTU B MURNIMMETPAX UIIM CAaHTUMETPaX.

4.2 YKasaHue npegnosiaraeéMoro KiMHU4YeCcKOro npMMeHeHUs

Mpeanonaraemoe KIMHUYECKOE MPUMEHEHUE AOMKHO OblTb CCHOPMYNMPOBAHO C YKa3aHUEM OAHOro
UIIN HECKOMNBKUX MYHKTOB U3 CreayoLmux nepevmcneHuii:

a) ANA rpygHoro oTaena aopTbl U/Mnu TopakanbHO-abao0MUHANBHbIN;

b) ans abgomuHanbHOro oTAENa aopThl U/MNK NOAB3AOLLHON apTepum, n/unu 6eapeHHol apTepuu;

C) ANA nepudepudeckux apTepuit, BKNOYas AOMOSHUTENLHbIE K aHaTOMMYeCKum (Hanpumep,
noaB3a0LWHO-6eapeHHas apTepus);

d) ANA KOPOHAPHbLIX apTEPUIt;

€) ANA apTepuoOBEHO3HOrO LUYHTUPOBAHWUA AN COCYAUCTOro A0CTYNa;

f) npouune cocyasbl.
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4.3 MaTtepuanbl U KOHCTPYKLUA

4.3.1 Knaccudpukauma

MpoTesbl knaccuuUuMpyIoT NyTEM OTHECEHUS K OAHOW M3 CrneayloLmx rpynn:

a) TKaHbI CUHTETUYECKUI (HAanpuMep, TPUKOTaXHbIW, TKAHbIN);

b) HEeTKaHbIi CUHTETUYECKUIn (HanpuMep, NOMYYEHHbIM U3 SKCTPYAUPOBAHHOIO NOMMMepa, NOPUCTOro
nonumMepa);

¢) Guonornueckuii (Hanpumep, annNOTPaHCNNAHTAT, KCEHOTPAHCNNAHTAT);

d) cocTaBHOMW;

€) KOMOUHUPOBAHHBIMN.

4.3.2 HomeHknartypa

4.3.2.1 CunTeTMYECKNEe MaTepmanl

OnucaHne CUHTETUYECKUX MaTepUanoB A0SMKHO BKMIOYATL cCrieayioLlee:

a) poaoBoe unu XMMMYECKoe HaumeHoBaHue B cooTBeTcTBuM ¢ MCO 472 unu NCO 2076;

b) npupogy ux xumu4deckon o6paboTkm unu mogudukaLmm.

4.3.2.2Bbuonornveckne marepuansl

OnucaHue 6UONOrMHECKUX MaTEPUANOB AOSMKHO BKNOYaTh B ce0sa cneayioLyio MHopMauuio:

a) npoucxoxaeHue marepuana, T.e. pof XMBOTHOrO-4OHOPA;

b) TMIN M MecTO pacnonoXeHua TKaHW (HanpuMep, NyNOYHAA BEHA; COHHas aprepus) uUnu Tun
marepuana (Hanpumep, konnareH, anboymuH);

C) 06LMIA TN XUMUYECKON 06paboTKu nu xumuyeckon moaucdukaumum matepuana;

d) cneynanbHble XapakTepuctuku niobbix Guonormyeckux martepuanos (Hampumep, CTeneHb
0Bpa3oBaHNs NONEPEYHbIX CBA3EN — «CLUMBKUY).

4.3.2.3TokpbITHSA

Ona noKpbITUI 4OMKHbI ObITb ONpeaeneHbl nx 06bem, CTOMKOCTb U OAHOPOAHOCTb.

OnucaHne NOKPbITUI AOIMKHO BKMIOYATh B Ce6A cneayioLLyo uHGopMaumio, €Cnm NpUMMeHUMO:

a) HOMeHKNaTypy NMoBbIX CUHTETUYECKMX KOMMNOHEHTOB B COOTBETCTBUMN C 4.3.2.1;

b) HomeHknaTypy noGbIX GUONOrMYECKMX KOMMNOHEHTOB B COOTBETCTBUM C 4.3.2.2.

4.3.2.45XKnaKkoctu Ansi XxpaHeHus

OnucaHne X1WaKOCTU AN XpaHeHMsA AOMKHO BKMOYaTh B ceba cneayioLlyio MHopMaLmio:

a) po4oBOE UMM XUMUYECKOE HAMMEHOBAHNE OCHOBHbLIX KOMMOHEHTOB;

b) npupoay n TMN BO3MOXXHbIX TOKCUYECKUX BO3AENCTBUN.

4.3.2.50cTaTouHble XUMUYECKNE BELLIECTBA

MpuMedaHue — OcTaTOMHBIMU XUMUYECKUMW BELLECTBAMW CHUTAIOTCA TE XUAKOCTM Ans obpaboTkn wunu
XpaHeHUA NpoTe3oB UMK UX NPOU3BOAHBIE, KOTOpbIe MOryT ObITb BblAeneHbl ¢ NpoTe3a B COCTOAHUU €ro roOTOBHOCTU K
uMnnaHTauuu (cm. 3.15).

OnucaHne oCTaTOYHbIX XMMMYECKUX BELUECTB JOIPKHO BKMIOYATh MX cheyuasnbHble XMMUYeckue
HauMeHOBaHUA, eCrin 3TO BO3MOXXHO; B NPOTUMBHOM Cryvae crieayeT UCnonb3oBatb Mx obliee xummyeckoe
HauMeHOBaHMe.

4.4 BuocoBmMecTUMOCTL M BUMOCTAOUNBHOCTL

441 BuocoBmecTUMOCTb

Matepuanbl, U3 KOTOPbIX M3roTOBMEHbI NPOTE3bl, AOMKHbI ObiTb OLEHEHbl HA GMOCOBMECTUMOCTb B
COCTOSIHMM FOTOBHOCTM NPOTE3a K uMnnaHTayumn nubo otaensHo, NMbo kak 4acTb U3roTOBIEHHOIO NpoTe3a B
COOTBETCTBMM C NpUHLUMUMAMU U MeTOoAaMU, peKoOMeHAoBaHHbIMU B CO 10993-1.

Mpu namMeHeHUM matepuanoB WU/MNM OCHOBHbLIX METOAOB 00paboTKM crieayeT NPOBOAUTL MOBTOPHYIO
oueHky MNMKC Ha BMOCOBMECTUMOCTD.

4.4.2 BuoctabunbHOCTb

Ecnu KOHCTpyKUMs npoTesa M ero npeanonaraemMoe MUCMonb3oBaHWe B KayecTBe MNOCTOSIHHOrO
umnnaxitTata TpebytoT, 4ToObl MPOTE3 MOAAEPXKVBAN HEKOTOPbI MUHUMArbHbIA YPOBEHb (DU3UYECKOW U
XUMUYECKON LeNOCTHOCTU MOCMEe MMMNaHTauuMu B >XMBble TKAHUM B TeYeHUe ONpPeAeneHHoro nepuoaa
BPEMEHU, MaTepuarssl, U3 KOTOPbIX BbINOMHEH NPOTE3, AOJKHLI OblTh UCMbITAHLI HA BMOCTABUNBHOCTL MK
OTAENbHO, NMBO0 B COCTaBe U3roTOBEHHOTO NpoTe3a.

O6ocHOBaHME METOAOB UCNbITAHUS U NOMYYEHHbIX 3HAUYEHUI BUOCTabUNBbHOCTU MOXKET BKMHOYaTb:

Q) OL|eHKY JOSrOBEYHOCTW MaTepuarnos, UCMONb3yeMbIX B HACTOsILLEE BPEMS MPU AAHHbIX NOKa3aHUsX;

b) npoaoMKUTENLHOCTL  OXMAAEMOTO BpeMeHu paboTbl NpoTesa npu  [aHHbIX MOKa3aHUAX K
MCMONb30BAHUIO C YYETOM (DYHKLMOHANbHBIX M KMMHUYECKUX XapakTEPUCTUK APYrMX MPOTE30B U Apyrux
BMZAOB JIeYEHUA, AOCTYNHbIX B HACTOALLEE BPEMS AN UCTIONb30BaHUSA NMPU AaHHLIX NOKa3aHUsX.

B HekoTOpbIX Cryyasix 3TM BONPOCHl LOMKHbI BblTb PACCMOTPEHbI NMPU aHanu3e COOTHOLLEHUA pucka u
NOMb3bl NPUMEHEHUSI U3AENUA.
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4.5 CTepunbHOCTb

MpoTesbl cnegyet NOCTaBNsATL B CTEPUIBHOM BUAE.

MpumedaHue — pu Banugaumn NpoLeccoB cTepunn3aLmu HeobXoAUMO NpUHUMaTL BO BHUMaHNE PUCKH,
06yCJ'IOBJ'IeHHI=Ie NnepeHOCOM NaToreHoB NpoTe3amMun, U3rotToBneHHbIMAU U3 TKaHeWn JKUBOTHbIX, BKIKOYad Yyenoseka.

4.6 O6wasn nHopmMauma U MHCTPYKLUA NO NPUMEHEHUIO

Kaxkabll MHAMBMAYaNbHbIA KOHTEMHEP MM obLliasi ynakoBKa, COAEPXUMOE KOTOPbIX OAHOPOAHO,
[JOIMKHbI COMPOBOXAATLCA MHCTPYKLUMEN MO NPUMEHEHMIO npote3a. MHCTPYyKUMs MO MPUMEHEHUI0 AOMKHA
BKIOYATb CrieayioLlee:

a) NokasaHWA K NPUMEHEHMUIO;

b) npoTuBONOKa3aHus, npeaynpexaeHns U NPeAoCTEePEXEHNUS N0 NPUMEHEHMIO;

C) PEKOMEHAYEMble METOAbl acenTU4Yeckoi oOpaboTKM M MOATOTOBKM MpOTE3a K WMMANaHTauuu,
Bkniovas niobble BuAbl NpeaBapuTenbHOW 00paboTku, Takue Kak npeaBapuTEnbHYIO NPOMbIBKY,
npeaBapuTENbHYIO KOarynauuto Wmunm meToabl MMNNaHTauum, ecnv npuMeHUMOo;

d) BoiaeneHHoe yreepxkaeHne «CTEPUIbHO. HE CTEPUITM3OBATL NMOBTOPHO. TONMBKO ANA
OOHOKPATHOIO NMPUMEHEHWNA», ecnv npumeHUmo;

€) MHOPMAaLMIO NO NOBTOPHON CTEpUNU3aLmmn, €Cnm NPUMMEHUMO;

f) npegynpexzaeHue 0 HanUMYUM KOHCEPBAHTOB W/WUIKU BbIMBIBAEMbIX KOMMNOHEHTOB, €CINU NMPUMEHUMO;

g) PEKOMEHAALIMU NO XPaHEHUIO, €CNU NPUMEHUMO;

h) aaty nyGnukauum unu HomMep peaakLum MHCTPYKLMKM, OTPaKAIOLLEN U3MEHEHUS.

4.7 YnakoBka

4.71 WupguBupyanbHasi ynakoBka

Kaxxgblii npoTes fo/mkeH OblTb YNakoBaH B WMHAMBMAYamNbHYIO yNakoBKy. MHAuBMAyarbHas ynakoeka
JOMmkHa ObITb CKOHCTPYMpPOBaHa Takum 06pa3om, YToObl ObINO YeTko BUAHO, Obina nu ynakoska korga-nubo
paHee BCKpbITa.

MuavBmayanbHas ynakoBka AOMKHa ObiTb CKOHCTpyMpoBaHa Takum obpasom, 4tobbl obecneumBarb
COXpaHeHWe CTEPUIIBHOCTM MNpoTesa MNpu HOPMaribHLIX YCMOBUSIX OOpalleHusi, TPaHCNOPTUPOBAaHUSA M
XpaHeHus n obecneynBaTb U3BNEYEHNE COAEPKMMOTO aCeNTUYECKUM MYTEM.

4.7.2 BHelWwHAA ynakoBKa

Kaxxgas nHamBuayanbHas ynakoBka AoSkHa ObiTb YNOXEHa BO BHELLHION YNAKOBKY, KOTOPasi AOMMKHA
obecneunBaTh 3aLMTY BHYTPEHHEN YNAKOBKM OT NMOBPEXAEHUI NPU XPAHEHUMN.

4.7.3 TpaHCcnopTHaA ynakoBKa

Ka)kaasi BHELUHAS ynakoBKa UIM HECKOMbKO BHELUHMX YNakoOBOK, HE0DA3aTenbHO OAHOr0 TUNa, MoryT
ObITb YNAKOBaHbI B TPAHCMOPTHYIO YNAKOBKY AN 3aLUMTbl COAEPKUMOro OT NOBPEXAEHUIH NPU HOPMAaNbHBLIX
YCNoBUAX 06paLLeHusi, TPaHCNOPTUPOBAHUSA U XPaAHEHUA.

4.8 MapkupoBka

4.8.1 3TUKeTKa ynakoBKU

Kaxkabll NpoTes AOMKEH COMPOBOXAATLCA STUKETKOW (STUKETKamMK) Ha COOTBETCTBYIOLLEN ynakoBke
(ynakoBkax). Ha aTuketke (9TukeTkax) AOmkHA ObITb MNpUBEAEHa, NO MeHbLUen Mepe, cneaylowas
UHGOpMaLUSA:

a) HauMeHoBaHue, aapec U/unu ToproBoe HauMeHOBaHWe U3roTOBUTENS;

b) MaTtepuan KOHCTPYKLUW U TUN KOHCTPYKUMK (CM. 4.3);

c) KoHcurypaumsa (cm. 4.1). BMECTO NMUCbMEHHOTO ONUCaHWsi NpoTe3a MOXET ObiTb MCNONbL30BaH

cumBon (Hanpumep, | = NPAMOWN, A= BUdYpPKaLMOHHBIN, |-= noaB3a0LWHO-6eApEHHBI NPoTe3);

d) HOMWHanbHas ucnonb3yemas anuHa (cm. 5.4);

e) HOMWHAnMbHbLIA BHYTPEHHUI AnamMeTp(bl) B HEHArpy>eHHOM COCTOSIHUK (CM. 5.5);

f) €Ccnv NPMMEHNMO, HOMUHATbHbIVA BHYTPEHHUI AnaMeTp(bl) noa AasneHuem (cM. 5.6);

Q) ecnu NpUMEHUMO, MOPUCTOCTb, CPEAHAS MPOHWULAEMOCTb ANA BOAbl, 06LWAA NPOHULIAEMOCTb
OnA BOAI/YTEYKN /UK faBneHne npocavyuBaHns Boabl (CM. 5.2);

h) BblaeneHHoe yteepxaeHue «CTEPUNBHO. HE CTEPUIMM3OBATL MOBTOPHO. TOJBKO
ANA OQHOKPATHOIO NPUMEHEHWA» nnu skBuBaneHTHble ppasbl UM CUMBOSbI, €CIU NPUMEHUMO (CM.
4.5);

i HOMep MapTUM UMK Cepun B CUCTEME U3FOTOBUTENS;

)] HOMEp NapTuu cTepunusauum;

MpumedyaHue — Ecnu HOMep NapTWM UMM Cepun B CUCTEMe W3roToBuTens, [nepeduncrnieHve i)l, u Homep
napTuu cTepunuialum, [nepedncrnenme j)], ykasbiBaloT Ha OAHY U Ty e MHOpMaLmMio, AONYCKaeTCA yKasbiBaTk TONBKO
OOWH HOMep.

K) Jaty ctepunusanuy co CPOKOM XPaHEHMUS U1 CPOK roAHOCTY;
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)] npeasocTepexxeHne oT UCNONb30BAHMS YCTPOWCTBA NPU BCKPLITOW UM NOBPEXAEHHON YNaKOBKe;

m)  peKkoMmeHAauuu U3roToBUTENS MO XPaHEHWIO, eCNU NMPUMEHUMO;

n) XUMUYECKME CBOMCTBA BCEX >XUAKOCTEN ANs XpPaHeHUs B WHAUBMAYanbHOW YMNakoOBKe C
COOTBETCTBYIOLLMMU NpeaynpexgeHnsimm 06 onacHocTy;

0) ecnu NPUMEHNMO, BbIJENEHHOE YTBEPXKAEHWe, kacaloLleecsi TpeGoBaHMiA UMM OrpaHUYEHNin No
npeaBapuTENbHON Koarynsiuuu.

48.2 CTukepbl ANA UCTopuM GonesHn naumeHTa

Kaxxgas ynakoBka npoTesa [OSbKHa coAepxaTb, MO MeHbLUEN Mepe, TPU I3TUKETKW-CTMKepa Ans
BKNEUBAHMS B UCTOPMIO OGOMEe3HW nauueHTa, MonyyuBlUErO MMMMaHTaT. CTUKep AOMMKEH BKMoYaTb
creayoLyto MHpopMaLmio:

a) HauMeHOBaHWe U agpec U3roTOBUTENS;

b) HaumeHoBaHWe NPoAYKTa;

C) HOMEp NapTUM B CUCTEME U3FOTOBUTENS U CEPUIIHBLIA HOMEp CTepUnM3aumMm [cM.NpuMeYyaHu e
k 4.8.3, nepeuncnenue j)l;

d) pedbepeHTHBIN HOMEP MOAENKU NPOTE3a (HOMEP MO KaTanory M3roToBUTEns);

4.9 OTyeTbl 06 UCNbITaHUAX
MpumedaHue —[nNA HEKOTOPLIX UCTIbITAHMIA OTYET He TpebyeTcs.
4.9.1 OO6lmMe nonoxeHus

B otueTe 06 ncnbiTaHMAxX 4OMmKHA ObITb NPUBEAEHA, MO MEHbLUEN Mepe, cneayoLwasn uHdopmauus:

a) HaMMeHOBaHue U3roToBMTENA UMK ANCTPUBLIOTOPA;

b) MECTO M AaTta NpoBeAEHUA UCMbITAHUN;

C) HOMEP NapTUX UMM cepUHbLIN HOMEP;

d) cneyuukaLmmn n3roToBUTENs U/unu AUCTpUbLIOTOPA;

e) pesynbTaTbl UCMbITAHWU;

f) YTBEPXKOEHUE O COOTBETCTBMM UIIM HECOOTBETCTBMU METOAAM WCMbITAHWA, ONPeAENeHHbIM B
COOTBETCTBYIOLLMX pasfenax HacTosALWEero ctaHaapra.

4.9.2 [NononHutenbHasa uHdopmauunsa

B pononHeHue K oT4eTy 00 UCMbITAHUSIX B NPOTOKON CreAyeT BHECTU CneAyIoLLy0 MHOPMaLmIO:

a) matepuar(bl) U3roTOBMEHNUA B COOTBETCTBUM C 4.3;

b) kOHGUrypauuo n Tun KOHCTPYKLUMKM NpOTe3a;

C) pasmMepsbl NpoTe3a B COOTBETCTBUM € 4.1,4.1.2,4.1.3,4.1.4;

d) yTBepaeHue, ykasbiBaioLiee Ha 10, Obin nu kaxaelii o6pasel npoTe3a CTEPUNU3OBAH UMK HET, W,
ecrnu NPUMEHUMO, UCNOJIb30BaHHbIA METOA CTepunusauuu;

€) meToa(bl) MCNLITAHUSI B COOTBETCTBUU C COZlepXaHUEM pa3aenoB HACTOALLEro CTaHAApTa;

f) ycnoBus, Bkno4as cpefHue 3HAYEHUA U AONYCKU ANA KOHTPONMUPYEMbIX cpefl, B KOTOPbIX
BblAEPXMBANCA U/MNU NCNbITLIBANCA NpoTes;

g) yucno obpasuoB 1 pe3ynbTaTbl A4nA Kaxaoro o6pasua;

h) MMHUMAanbHbIE U MaKkCUMarbHbIe 3apPerucTPUPOBaHHbIE 3HAYEHUA.
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5 TpeboBaHUA K U3roTOBJIEHHbLIM NMPOTE3aMm

MpumedaHue — B Tabnuue 1 npuBefeHbl pekoMeHAaUMn K obbemam KBanMUKALMOHHBIX UCMLITAHWMA,
nenblTaHuia npu BbI60p0HHOM M CNJIOLLHOM KOHTpOJe Ka4yecTBa.
Tabnuuya 1 — PekoMeHayeMble BUAbI UCTILITAHWUW ANS OLEHKU COOTBETCTBUSA

KBanudukaumoHHble MNpuemo-caaToYHbIE Mpuemo-caaToYHbIe
Bua ncnbitaHus . K
UCMbITaHUA UCNbITAHUSA: UCMbITAHUS:
BbLIOOPKU Usgenun KaXkaoro usaenusa
KayecTBo NOBEPXHOCTH X X
MopucTocTb
MpoHMUL2eMOCTb AN BOAbI
Soﬁ,qufﬂ MPOHNLAEMOCTD AN B 3aBucumocTu ot B 3aBucumoctu ot
KOHKkpeTHoro Tuna NKC KOHKpeTHoro tuna MNKC
YTeuka
[aeneHue npocavyneaHua
BOAbI
[MPOYHOCTb NOCNE HAHECEHUs X _
MHOTOKpaTHbIX NPOKOJI0B
MPOYHOCTb NPU PaCTSXKEHUN X B 3aBucumocTu ot B 3asncumoc ot
MpoYHOCTb NpK paspbise X koHkpeTHoro tuna MNKC KOHer[IIT((gO Tvna
Mcnonb3yemas agnuHa X X
BHyTpeHHuii guameTp B x N
HEeHarpy>XeHHOM COCTOSHWUM
BHyTpeHHMI gnameTp nog X _
JaBreHnem
TonwuHa CTEHOK X —
[MPOYHOCTb YAEPKaHUS HUTEN X _

CTEHKOI npoTesa

ConpoTueneHne nepernby X -

il puMmedyaHune — 3HaK «X» 03Ha4yaeT 0643aTENbHOCTL BLINOTHEHUS Tpe6OBaHVIF| nposejeHna UCNbliTaHUA.

MeToAbl UCMLITAHUSA MOTYT ObITb NPUMEHUMBI HE KO BCEM KOHCTPYKLUMAM NPOTE30B (CM. NpUMEYaHue
1 B pasaene 8).

HdomkHo ObiTb NpuBeAeHO 0BOCHOBaHME ANA UCKMIOMEHMA U3 OLEHKM COOTBETCTBUS OTAENbHbLIX
csoucTB NMKC npu onucaHum nx xapakrepucTuk.

[na onucaHus xapakTepucTMK HOBbIX NPOTE30B Ha OCHOBE Pa3BUBAIOLLMXCA TEXHOMOIUN MOTYT TakKe
notpeboBaTbCA MCMbITAHMS,, BbixoAsAWMEe 3a 00nacTb nNpUMEHeHus Hacroswero cranaapra. [Mpu
onpeaernieHnun COOTBETCTBYIOLLMX MCMLITAHWI HEOOXOAUMO YYWUTHIBATH PEXMMbI 0TKa3a npoTte3a M ux
BNusiHMe Ha (YHKUMOHanNbHble xapakrepuctuku MKC. Ons KOMOMHMPOBAHHBIX MPOTE30B, HECMOTPSA Ha
BO3MOXXHOCTb NMPOBEAEHUS HEKOTOPbIX UCMLITAHUIN OTAENbHO HA KOMMOHEHTax npoTes3a, NPUBEAEHHbIX B
HacTosillem cTaHgapTte, Takke TpebyeTrca wucnbiTaHue wusgenus uenukom. Kpome Toro, ecnu
KOMOMHMPOBAHHLIM NpPOTE3 4YaCcTU4YHO COCTOMUT K3 BuoaerpagupyembiX KOMMOHEHTOB, 6GuoctabunbHas
(Heperpaavpyemasl) 4acTb U3enusi Takke J0JMkHA ObITb UCMLITAHA, KaK U U3JENUe B LENOM.

[omkeH ObITb UCMBITAH KaXAbIi CErMEHT COCTaBHOro npotesa. Kpome TOro, nioGoi BbINOMAHEHHLIN
aHaCTOMO3 AOJDKEH YAOBNETBOPATL TpeGoBaHUAM HACTOAWEro craHgapta, kacawowmxcs yteuku (5.2.3) u
NPOYHOCTM aHacTomo3a (8.3.2 unm 8.3.3.3).

Mpu CyLLIECTBEHHBLIX UBMEHEHUSIX MATEPUANoB, KOHCTPYKUUKN, KOH(UrypaLum, METO0B NMPUMEHEHUS U
006paboTku AOMKHbI ObITb NPOBEAEHbI NOBTOPHLIE KBaANUIMKaLMOHHbIE ucnbitaHus MKC.

MeToabl MCMbITAHUS,, OMNpefdeneHHble B HACTOALEM CTaHgapTe, AOSKHbI MPUMEHSITbCA BO BCEX
cryyasix, Kpome Cry4yaeB, Korga KOHCTpykuus npotesa TpebyeT WCMONb30BaHWUS ApYIMX METOA0B
UCMbITAHWIA. ANbTEpHaTUBHbIE METOAbI AOSMKHbI ObITb BaNMAMPOBaHbI U ONUCaHbI U3rOTOBUTENEM NPOTE30B
¢ obocHoBaHueM BbibOpa MeToaa.

5.1 OueHka BHellHero Buaa

MpoTe3bl He AOMKHbI MUMETb Pa3pbiBOB B KOHCTPYKLMM, A TaKke He [AOMKHO UMETb 3arpsisHEeHWM,
NATEH, CNEAOB TPABMNEHUs, 3pO3MKU UNu Apyrux AedekTos, NPUBOAALLMX K TOMY, YTO NpOTE3 CTAHOBUTCA
HENPUIoAHbLIM AN CBOET0 NPEANoNaraemMoro UCNoNb30BaHUA.

WcnbiTaHua cneayeTt NpoBOAUTbL B COOTBETCTBUM € 8.1.
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5.2 [MopuctocTb, NPOHULAEMOCTb AN BOAbl, OOWAA NPOHMLAEMOCTbL ANA BoAblIyTeuka,
AaBrieHue npocavymBaHus BoAbl

MopncToCTb, NPOHULIAEMOCTb ANA BOALI, 00LLAs NPOHMLAEMOCTb AN BOAbl/yTeuka w/unu gasneHue
npocaynMBaHus BOAbl AOMKHbI ObITb OLEHEHbI, €CNM 9TO HEOOXOAMMO ANna AAHHOrO usaenus. JomkHo 6biTh
npuBeaeHo 060CHOBaHME BbIGOpa NPOBEPSAEMbIX XapaKTEPUCTUKM (UK).

5.21 Mopucroctb

CpegHee 3Ha4eHWe MopucTocTu obpasua npoTe3a AOIPKHO ObiTb OLIEHEHO C MOMOLLbIO OAHOFO U3
MeToA0B, NpUBEAEHHbIX B 8.2.1.

CpeaHee 3HadeHue nopuctocTu obpasua npoTesa AOIDKHO HAxXOAMTBCA B Mpeaenax auvanasoHa
3HAYeHUN, onpeaeneHHbIX M3roTOBUTENEM.

5.2.2 MpoHuuaeMocTb Ons BoAbl

CpeaHee 3HayeHWe NPOHMLAEMOCTU ANA BoAbl 06pa3sua npoTesa AOMKHO ObiTb OLIEHEHO C NOMOLLbIO
04HOro U3 MeToaoB, NPMBEAEHHbIX B 8.2.2.

M punMedYyaHne - Ecrun NPUMEHNMO, U3roTOBUTENb AOIMKEH NMPUBECTU pekoMeHpaLlun no ToMy, MOXeT nu
npoHUUaeMoCTk 4NA BOAbI OblTb CHUXEHa C NOMOLLbHO I'Ipe,D,BapVITeJ'IbHOVI Koarynauguu.

CpeagHee 3Ha4yeHMe MpPOHMUAEMOCTM Ans  BoAbl obpa3uya npote3a  JOMKHO ObiTb MeEHee
MaKCUManbHOrO 3Ha4YEHUs!, YKa3aHHOro U3roTOBUTENEM, UM HAXOAUTLCA B Npeaenax AManasoHa 3HauYeHui,
onpeaeneHHbIX N3roTOBUTENEM.

5.2.3 OOwas npoHMUaeMocTb AnA BoAbl

CpeaHee 3HayeHue oOLle NPOHMLAEMOCTUM Ans BOAbI/YTEUKM W/MNWM YTEYKM 4Yepe3 aHacToMo3
o6pasua npoTesa AOMKHO BbITh OLLEHEHO C MOMOLLIbIO OAHOIO U3 METOA0B, NPUBEAEHHbIX B 8.2.3.

O6wan npoHnLaemMocTb Ansa Boabl/yTedka obpasua nporesa He AOIDKHA MPEBbILLATL MAaKCUMAnNbHOTO
3HAYEHMUS, YKa3aHHOrO U3roTOBUTENEM.

5.24 DaeneHue npocauynBaHus BoAbl

CpeaHee 3Ha4yeHue JaBreHusa NpocaynBaHus BoAbl AnA obpasua nporesa AOMKHO ObiTb OLEHEHO ¢
MOMOLLIbIO OAHOTO U3 METOA0B, NPUBEAEHHBIX B 8.2.4.

[aBneHune npocadynBaHusi BOAbI AnA 06pa3sua npoTesa AOIDKHO NMPEBbLILATb MUHUMANbLHOE 3HAYEeHUe,
yKazaHHOe U3roToBUTENEeM, WM HaxoAWTbCA B nNpeaenax AuanasoHa 3HAYeHuUM, onpeaeneHHbIX
N3roTOBUTENEM.

5.3 [MpoyHoCTb

Obpasey, npotesa [JosbkeH ObiTb WCMbITAH HA NPOAOSIbHYI0O NPOYHOCTb NPU  PAaCTSKEHUM B
cooTBeTCTBUM C 8.3.2, HA NPOYHOCTL NPKU paspbiBe — B COOTBETCTBUM C 8.3.3 U HA NPOYHOCTL aHacTomMo3a —
B coorsetcTBuM ¢ 8.3.2 unm 8.3.3.3, ecnu npumeHumo. FPOYHOCTL B OKPY>XHOM HanpasneHuu npu
pactsxkeHun (cm. 8.3.1) TpebyeTcsa onpedensTb TONMbKO B TOM Cly4ae, eCnv NPOYHOCTb HA pPaspbiB HENb3A
OLEHUTb HaAEXHbIM MYyTEM.

3HaYeHUs NPOYHOCTU NPW PACTSXKEHUU, NPOYHOCTU NPU pa3pbiBe U NPOYHOCTU AHACTOMO3A AOSMKHbLI
NPeBbILATL MUHUMArbHbIE 3HAYEHUSA, ONPEAENEHHbIE U3TOTOBUTENEM.

MpumedaHue — HecMoTpa Ha To, YTO MeToAbl UCTIbITaHWiA, NpuBeAeHHble B 8.3.3.1 1 8.3.3.2, MoryT 6biTb B
paBHOVI cTeneHn npurogHelMuU AnA |.|,ene17| KOHTpONA Ka4vecCcTBa, OHU He ABNAKTCA 3KBUBANEHTHLIMU. ,D,I'lFl npoTe3os
MHOMMX BUWAOB 3aBUCUMOCTb ,qetbopmaqmm OT HanpsaXeHuA pasnuyaeTca AnNA OQHOOCHOro U ABYXOCHOIo pexumMos
HarpyXeHus.

[ns cocyaMCTbIX NPOTE30B C yKa3aHHbIM NpeanonaraeMbiM KIMHUYECKMM NPUMEHEHUEM AOMKHA ObITb
ornpegernieHa NPOYHOCTL MpPOTE3a MPW HanmMyum npoOKOSIoB. 3Ha4YeHWe MPOYHOCTU MOCNE HaHEeCeHUA
MHOTOKpaTHbIX MPOKONoB oBpasua npoTesa AOMMKHO ObITb YCTAHOBIEHO M3rOTOBUTENEM.

5.4 OnuHa

Wcrnonb3yemass gnuHa gomkHa ObiTe M3MepeHa u npusedeHa. Mcnonb3yemas AnuHa npoTte3a He
JOMKHA ObITb MEHEE 3HAYEHWI, YKA3aHHbIX M3rOTOBUTENEM.

McnbiTaHusa cneayeT NpoBOAUTL B COOTBETCTBUM C 8.4,

55 BHyTpeHHUI AnaMeTp B HEHArpy>XeHHOM COCTOSIHUU

YCTaHOBMNEHHbIE M3rOTOBUTENIEM MNpedenbl OTKMOHEHUA Npu  OLEHKe COOTBETCTBUA npoTesa
BHYTPEHHEMY AUAMETPY AOSIKHBI HAXOAWUTLCA B CeayoLmMX npeaenax:

a) Ana NpoTe30B C HOMUHASBbHLIM BHYTPEHHUM AUAMETPOM B HEHArpy>XeHHOM COCTOSiHMU, paBHbIM 10
MM MU MEHee, W3MEPEHHbI BHYTPEHHWII OWaMeTp B HEHAarpy>XeHHOM COCTOSiIHUM AOMKeH ObiTb paBeH
HOMWHANbLHOMY BHYTPEHHEMY AWaMETPY B HEHArpy>XeHHOM COCTOSIHUM, YKa3aHHOMY MW3roToBUTENEM, C
aonyckom = 0,5 mm;

b) Ana NpoTe30B C HOMUHAaNbHLIM BHYTPEHHUM AMAMETPOM B HEHArpy>XeHHOM COCTOSIHUK paBHbiM 20
MM WUMKM MeHee, HO He MeHee 10 MM, W3MEPEHHbIN BHYTPEHHUA OAUAMETP B HEHarpy>XeHHOM COCTOSIHUM



roCTP UCO 7198—2013

AomkeH ObiTb paBeH HOMUHANbLHOMY BHYTPEHHEMY AUAMETPY B HEHArpy>X€HHOM COCTOSIHUM, YyKa3aHHOMY
n3rotosutenem, ¢ gonyckom = 1,0 mm;

C) AN NpPOTe30B C HOMMHANIbHBIM BHYTPEHHUM JOUWAMETPOM B HEHarpy>€HHOM COCTOSIHUM,
npeBbIwaoWMmM 20 MM, U3MEPEHHLIN BHYTPEHHUI AMAMETP B HEHArpy>eHHOM COCTOSIHUM AOSDKEH ObITb
paBeH HOMUHANbLHOMY BHYTPEHHEMY AUAMETPY B HEHArPYXXEHHOM COCTOSIHWUM, YKa3aHHOMY M3roTOBUTESNIEM,
¢ aonyckom £ 5 %.

WHble npeaensl COOTBETCTBUA A0MKHbI ObITb 0G0CHOBAHDI.

WcnbiTaHua cneayeTt npoBoauTb B COOTBETCTBUM C 8.5.

5.6 BHyTpeHHUI AMaMeTp nog AaBNeHueM

Ecnu BHYTpeHHWW AuaMeTp noa AaBNEHMEM NPEBLILWAET HOMMHAMbHLIA BHYTPEHHWIT AuaMeTp B
HeHarpy>X€HHOM COCTOSIHUM, YKa3aHHbI usrotoputenem, 6onee yem Ha 10 %, HOMUHANLHLIA BHYTPEHHUN
AvnameTp noa AaBneHWeM J0IkeH ObiTb yCTaHOBNEH usrotosutenem [cm. 4.8.1, nepeuncnenue f)].

McnbiTaHna cneayeT NpoBOAUTL B COOTBETCTBUM C 8.6.

5.7 TonuwuHa CTeHOK

TOnNWWHY CTeHOK cneayeT usMepsiTb B COOTBETCTBUM € 8.7.

TonwmHa CTEHOK AOIMKHA ObITh B Npeaenax AONYCKOB, YKa3aHHbIX M3rOTOBUTENEM.

5.8 MpoYHOCTbL yAepXaHUA HUTEN

MpOYHOCTb yAepKaHUsi LLOBHbIX HUTEN CTEHKOW npoTe3a crneayeT U3MepaTb B COOTBETCTBUM C 8.8.
Mpu 9TOM MPOYHOCTb yAEPKAHUA HUTEN AOSDKHA NPEeBbiaTb MUHUMANbHOE 3HAYeHWe, YCTaHOBMEHHOEe
U3roTOBUTENEM.

5.9 OuameTtp/paguyc nepernba

Ouametp/paguyc nepernba coCcyaucToro npote3a pJoskeH ObiTb W3MEPEH U YCTAHOBMEH
U3roTOBUTENEM.

McnbiTaHna cnegyeT NPoBOAUTL B COOTBETCTBUM C 8.9.

[l pnMedYaHne — ﬂaHHoe UCNbITaHUE MOXET ObiTb He NPUMEHUMO K COCYAUCTBIM NpoTe3aM HEKOTOPLIX BUAOB
(Hanpumep, K rodpmMpoBaHHBEIM TEKCTUNBHBIM NPOTE3aM).

5.10 MopaTnuBOCTbL
MoaaTnuBOCTL AOMMKHA ObITb M3MEpPEHa U yka3aHa TaK, Kak 9TO NPUHATO ANs AAHHOMO U3Jenus U B
cootBeTcTBUM C 8.10.

6 TpeboBaHus K in vivo BOKITMHUYECKON U KITMHUYECKON OLIeHKaM

LOoKNMHUYeckasa U KNMHMYECKasa OLEHKM in vivo MOryT 0Ka3aTbCsa HeobxoaumbiMu, ecnm 6e30nacHOCTb
1 9ODEKTUBHOCTL HE MOTYT ObITh NOATBEPXKAEHBI NPU iN VIfro CTILITAHUSX.

n pumMedYaHne — VlHHOBaLWIOHHble nporeasbl wvnnun npoTe3bl cneyuanbHOro HasHavYeHwsa, BKIOYadA HOBLIE
BUAbl KITMHUYECKOrO NPUMEHEHUA, MOryT I'IOTpeGOBaTb 6onbllero yncna MCI‘IbITaHMVI, BKNO4Yaa aHanus BuA0OB OTKa3sa U
OLIEHKY KOHCTPYKTUBHOrO perueHmns MNMKC.

6.1 In vivo ooKnMHUYecKue ucnbIiTaHuAa

Lienbio AOKNUHUYECKUX iN VIVO UCTIbITAHUI SBNISIETCH OLIEHKA KPATKOCPOYHOro OTBETA U NPOXOAUMOCTH
npoTesa, peakuun OKPYXAIoLMX TKaHeN NOCrne UMNNaHTauuu B COCYAUCTYIO CUCTEMY U NIOOBLIX 3HAUUMbIX
M3MEHEHUN (PU3NYECKUX, XUMUIECKUX U Bruonormyeckmx CBOWCTB MaTepuana (matepuanos) MNKC, skniovas
NOKPLITUA, €CrMU NPUMEHMMO. [laHHbLIE WCMbLITAHMS HE NpeAHa3Ha4YeHbl AnA OLUEHKU AO0NrOCPOUHbLIX
PYHKUMOHANBHbIX XapaKTepUCTUK npoTesa.

Kaxabin TUN NpoTe3a UCMLITLIBAIOT MMMIAHTaUuel B Npeanonaraembii MU aHanoOrMYHbIA y4acToK
COCYAUCTOro pycna, no MeHbLUen Mepe, Ha LUECTU XMBOTHbIX Ha CPOK He MeHee 20 Heaenb ANA KaXaoro
XXMBOTHOTO, ecnu He npuBedeHO obocHoBaHuWe Oomnee KOPOTKOro cpoka HabnoaeHusa. [omkHbl ObiTb
MCNONb30BaHbI COOTBETCTBYIOLUME KOHTPOJSIbHbIE JOKIMHMYECKUE UCCMEAOBAHUA in Vivo ANa nonyyeHus
CPaBHUTENbHLIX AaHHbIX, €cnu He OOOCHOBAHO OTCYTCTBME KOHTPONbHOW rpynnbl. COCTOSIHME
NPOXOAUMOCTM KaXAOro npoTe3a JAOMKHO ObiTb MPOKOHTPONUPOBAHO C MNOMOLLUBIO MEepuoanvecku
NPOBOAUMLIX HAaGNIOAEHUI (Hanpumep, C MOMOLLBIO aHrnorpaduun, fonnep uccneaoBaHui), pesynbTaThl
DOMKHbI  OblTb  3aNPOTOKONMPOBAHLI. HapylueHne npoxoAuMMOCTU [0 OKOHYaHUS MpPeayCMOTPEHHOTO
nepuoga uccneaoBaHUst He 00A3aTenbHO  UCKIIOYMAeT XMBOTHOE U3 uccregyemol  Monynsiuuu,
MCNONb3YeMON ANA OLUEHKM NpOTE3a M peakuuu OKpYXaloWuxX TKaHew. Bce >KMBOTHble, KOTOPbIM Obin
MMNNAHTUPOBAH UCNBLITYEMbIW WUIIM KOHTPOMbHBIA NPOTE3, BKMOYAA MUCKNIOYMEHHLIX U3 MTOrOBOrO aHamnu3a,
AOMKHBI ObITb YYTEHBI U BKITIOYEHBI B OTYET.

MpoTesbl He cneayeT UCNLITLIBATb HA XXMBOTHBIX TEX BUAOB, U3 KOTOPLIX OHU GbiNK NONyYEHbI, ECNN HE
060CHOBaAHO MHOE.

10
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PesynbTaTbl WCNbITAHWI NPOTE30B  AOMKHbI  MOATBEPXAaTb, YTO NpPOTE3bl COOTBETCTBYIOT
TpeboBaHUsAM CBOEro MpeanonaraemMoro MNPUMEHEHUS, OCHOBLIBAsiCb HAa [aHHbIX, MPUBEAEHHBLIX |
0B0CHOBAHHbIX B NPOTOKOSIE NO AOKMMHUYECKUM UCNbITAHUAM in vivo (cm. 9.1.2).

UcnbiTaHua cnegyer npoBoauTb B COOTBETCTBMM C 9.1 UM B COOTBETCTBUM C  UHBIMW
BanNUAMPOBAHHLIMW METOAAMW WCMbITAHWMIA, KOTOPble AOMKHbI ObiTb yKa3aHbl M3roTOBUTENEM npoTe3a.
Mopsaaok npoBeAeHUs AOKIMHUYECKUX MCNLITAHWUNI in vivo A0MmKeH ObiTb 060CHOBAH, B 4aCTHOCTU, chopma
NpoOTOKOMA 9KCMEepUMEHTa, MEeTOAbl U3MEpPeHMA W aHanu3 AaHHbiX. Mpu 060ocHOBaHUM HeoBXxoaumo
YUYMTLIBATb Lienn MCCrnegoBaHus.

6.2 KnuHunyeckas oueHka

Llenbto KMMHMYECKOW OLEHKN SABNSIETCA OLEHKa KPaTKOCPOYHON (MUHUMYM OAMH roa) 6e30nacHOCTU U
3 PeKTUBHOCTM COCYAMCTOro NPOTEe3a NPU KMMHUYECKOM NpuMeHeHun. JJaHHas OueHka He npeaHa3HaveHa
ANA OLEeHKM JONTOCPOYHBLIX (PDYHKLMOHAMbHBIX XapakTepUCTUK NpoTesa.

McecnepoBaHus AOSKHbI ObITb NPOBEAEHb! AN KAKAO0r0 HOBOro NpoTesa WUAW HOBOMO KSIMHWYECKOro
NpUMEHeHUs NpoTesa A0 BbifyCcka U3AENUA HA PbIHOK, UCNONbL3YS NPUHLMUNDLI, yCTaHOBMNEHHbIe B UCO 14155
WUNW 9KBMBANEHTHbIX nNybnukaumax. Ha MOMEHT Havana KIWHMYECKOW OLUEHKM npoTe3bl AOMKHbI
COOTBETCTBOBATb BCEM NPUMEHMMbIM TpeboBaHuaM pasaenos 4, 5 n 6.1 HacTosAwWwero ctaHaapra.

MpuMmevyaHune 1 — KinHudeckas oueHka, nposogumas B obnacTu MMNNaHTauuW, COOTBETCTBYHOLWEN
rpyoHoMy oTtaeny aopThl, MOXET OblTb UCMONb30BaHa AanAa obocHoBaHUA NPUMEHeHUA B NPpAMOM CerMeHTe 6pl-OLUHOI'O
oTAena aopThl.

KnuHuyeckas oueHka AomkHa ObITh NpoBeAeHA NO MEHbLUEW Mepe B TPEX YUPEXKAEHUAX, B KAKAOM U3
KOTOpPbIX Crieayet UMNNaHTMPOBaTh He MeHee 10 NpoTe30B. B KNMHUYECKYIO OLEHKY HEO6X0AUMO BKAIOYUTL
NpoTe3 HauMeHbLUEero AMameTpa, a Takke NpeacTaBUTENbCKUMI oOpaseuy Ana BCeX ApyrMx AUaMeTpos,
BbIMYCKaeMbIX A5 COOTBETCTBYIOLLET0 KNMHUYECKOrO NPUMEHEHUS (CM. NPUMEYaHuUs).

[ns npoTe3oB, KOTOPbIE PeAKO MCMONb3YIOTCA, AOMKHA ObiTb NPOBEAEHA KNMHMYECKas OUEHKa Kak
MUHUMYM B TPEX YUPEXAEHUAX C UCNONb30BAHUEM COOTBETCTBEHHO MEHBLLUEro YMcna naumeHToB. [JOMmKHO
ObITb NpMBEAEHO 0OOCHOBaHUE 0O beMa UCCNEAOBAHWIA.

I pnmeydyaHune 2 - PaCUJVIPEHVIe Anana3oHa gnaMeTpoB NpoTe3oB ANA TOro Xe KMUHUYEeCKOro NnpuMeHeHua
MOXeT noTpeboBaTh JONONHUTENBHOW KITMHUYECKON OLEHKN.

MpumMmeyaHune 3 — /NS NPoTe3oB KOMBUHUPOBAHHBIX BUAOB, COCTOAWMX U3 GUONOTUYECKN AerpagnpyeMblX
KOMMNOHEHTOB U UX OCHOBBbI (B Buae, Hanpumep, TPUKOTaXKHOro UNWU TKaHOro BOJ'IOKHa), y>XXe U3BECTHbIX Ha TEKyLI.lMIZ
MOMEHT BpeMeHW Ha pPblHKe, HauMeHbLUKW AuaMeTp npoTe3a MOXHO He BKM4YaTb B KIUHUYECKYHO OLIEeHKY, €Cnu
rapaHTUpOBaHoO, YTO OCHOBA 3TOrO AUaMeTpa npeficTaBrneHa Ha phiHKe.

KnMHUYeCKylo OLIEHKY crieayeT npoAospkaTbh B TeYEHUEe NO MEHbLUEn mepe 12 MecsiueB AN Kakaoro
nauueHta. HapyleHue nNpoOXOAMMOCTM [0  OKOHYaHUA  NpeanonaraemMoi  MpPOAOIDKMTENbHOCTU
uccneaoBaHust He 06A3aTenbHO UCKMIOYAeT NauueHTa U3 MccrieyeMmoil momynsiyuu, Ucnonb3yemon ans
oLeHKM dyHKUMM npoTesa. Bce nauueHTbl, KOTOPbIM MMNAAHTUPOBAH UCCMEAYEMbIA WM KOHTPOSbHbIN
npoTes, BKMIOYas UCKMIOYEHHbIX U3 UTOTOBOrO aHanu3a, AOMKHbI ObITb YUTEHbI U BKIIOYEHbI B OTYET.

MpumevyaHune 4 —PekomeHayeTca npogomnxkaTe HabnogeHue Ao 24 Mec. nocre nocnegHen UMNNaHTayum
nporeasa.

Il pumMmedyaHune 5 - ,D,J'IH HOBbIX MPOTE30B, BbINOJIHEHHbLIX U3 Buonornyecku AerpagnpyemMbiX KOMMOHEHTOB C
Mcnonb3oBaHUEM NPOTE3OB, yXe NpeacTaBneHHbIX B TeKyLLWII7I MOMEHT BpEMEHU Ha pblHKe, U pa3finyHbIX OCHOB, TakKke
M3BECTHLIX Ha PbBIHKE, MOXeT ObITb AOCTaTO4YHO NPOAOINKUTENIbHOCTU MCCHeAOBaHMVIG MecC.

HormkHbl ObITb MONy4YeHbl OOBLEKTUBHbIE CBUAETENbCTBA Ge30nacHOCTU M 3(pEeKTUBHOCTU. ITU
AaHHble HeoOX0AMMO CpaBHWUTb C AaHHLIMKU, CODOPaHHLIMU M MPOAHANU3UPOBAHHLIMU JKBUBANEHTHbLIM
obpa3omM ANns nauueHToB, NONyYaLyX NPUHATOE B HACTOSLLEE BPEMSA MEAULIMHCKOE U/UIN XMpYpruyeckoe
neyeHue (KOHTPONbHOW rpynnon). JomkHO ObiTb NpuBeAeHO 060CHOBaHWE BbiOOpa KOHTPOMbLHOW rpymnnmbl,
MeToAa U3MEPEHUI U UCMOMb3yeMbIX METOAOB CTAaTUCTUYECKOTO aHanm3a.

KnuHuyeckne paHHble A0MKHbI ObITb  COOpaHbl, NPOaHanNUM3UpOBaHbl M 3aperucTpupoBaHbl B
COOTBETCTBMU C 9.2 UNU B COOTBETCTBUM C MHBLIMW BanUAMPOBAHHLIMM METOAaMMW UCMLITAHUA, ONMUCAHWE
KOTOPbIX AOSMKHO ObITb NPEACTaBNEHO N3rOTOBUTESIEM.

MopsaaoK KIMMHUYECKOW OLEHKM A0mkeH ObiTb 000CHOBAH: o6LWiee 4ucno nauueHToB, KOTOPbIM
UMMMaHTUpOBaH NpoTe3, hopmMa NPOTOKONa, MEeTOAbl M3MEPEHUW W aHaNU3 AaHHbIX B COOTBETCTBUM CO
CTaTUCTUYECKUMMU MeToAaMU ux 06paboTku. Mpu aTOM cneayer yuntbiBaTb LENU UCCNEA0BaAHUA.
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7 OT160p obpasuos

Mpu paspabotke MKC cneayetr ucnonb3oBaTb Mopsiiok oTbopa o6pa3suoB, rapaHTUPYIOLLUIA, YTO
pesynbTaTthbl, NONy4yaembie ANs KaXKAOro OLEHMBAEMOro napameTpa, afekBaTHO NPeACTaBnsIoT AAHHbIN
napameTp MKC.

71 OT60p 06pasLOB ANA ONMCAHUS XapaKTePUCTUK

XapakTepucTUku KOHCTPYKUMM COCYAUCTBLIX NPOTE30B AO0MMKHbI ObiTb BEpUUUUPOBAHbI TakKUM
06pa3oM, 4ToObl NONyYeHHbIe pesynbTarhl ObiNM NpeacTaBUTENbHBIMU ANA BCEX TUNOPA3MEPOB M3Aenuin,
0TOGpaHHbLIX ANsl UCNbITaHUA. [Nsi OLEeHKM XapakTepuCTUK He06X0AUMO UCMONb30BaTh KAK MUHUMYM MO TPU
cnyyaiiHo BbiGpaHHbIx 06pasua no KaXaoi M3 Tpex CryyaHO BbIOpaHHbIX NApTUii MOCTABKU UMW CEPUM.

7.2 OT60Op 06pasLoB AN KOHTPONS KayecTBa

7.21 CnyyaiiHbi oTOOp 06pasuoB

Ecnu npoTesbl M3rotaBnMBalT NyTEM MPEPbLIBAIOMXCA UMW OTAErNbHbIX MpoLeccoB (T.e. ecnu
NpPOLEeCcCOM U3roToBrieHnss 06eCneynBaeTCcs BbIMyCK CEPUN UNU NapTUM U3AENui), cryvanHble (0TOOpaHHbIE
«BCreny») 06pasubl AOMKHbI ObITb B3SIThbI U3 KQXKI0W CEpUX UNKU NapTUN.

7.2.2 OT60p 06pa3LoB Yepes onpeaerneHHbI MHTEPBaN BPeMeHU

Ecnu npoTesbl M3roTaBnuBalT B XOAE€ HENpEpbLIBHOTO Mpouecca, TO NapTusi MOXeT ObiTb
chopMMUpOBaHA Ha OCHOBE Y& MPOMAEHHOI0 WHTEepBana BPEMEHW nytem oTbopa o6pasuoB 4epes
PMKCMPOBaHHbLIE MPOMEXYTKM BPEMEHU B XOA€ NPOM3BOACTBA.

7.23 KonuyectBO 06pasuos

Unucno o6pa3uos, 0TOBpaHHbIX ANS UCMLITAHMSA, OIDKHO COOTBETCTBOBATL TpebosaHuam MCO 2859-1
n NCO 2859-2 ¢ y4eTOM 3asIBNEHHOrO npeAena cpeaHero ypoBHS BbIXOAHOro kavectsa — AOQL (Average
Outgoing Quality Limit) n yncna nsgenuin B napTum unu cepum (CM. NpUMEYaHus).

nl pnMedvaHNe 1 — B uHbIX cnydasdax MOXET OKasaTbCA npeanodTuTernibHee UCNonb3oBaTb YPOBEHb
npuemnemoro ka4yectsa — AQL (Acceptance Quality Level) BmecTo AOQL.

MpumedaHue 2 - Jltoboe nHoe yncno obpasLoB MOXET ObITb ONpeAeneHO U3roToBUTENeM, ecrnu nnaH
oTbopa o6pasloB OCHOBaH Ha BanWAWPOBaHHLIX Mpoueccax C JAaHHbIMWM PETPOCTEKTUBHLIX UCCreAoBaHuUi,
cBupeTenbCTBYRWNUMNM O NTPUMEHUMOCTU AaHHOro nopaaka 0T60pa oGpaaqos.

8 MeToAabl UCMbITAHMA COCYAUCTLIX NPOTE30B

MpuMevyaHue 1 — MeToabl UCTBITAHUS MOTYT GbiTb NPUMEHUMbI HE KO BCEM KOHCTPYKLMSM MPOTE30B.
Koabl, MPUBEAEHHbIE HIXKe, YKa3bIBaloT Ha TO, Kakne METOAb! ABNSIOTCH NPUMEHUMBIMU:

A npoTesbl BCEX TUNOB;

B 6uonoruyeckuii;

C ¢ noKpbITUEM;

N HeTKaHbIi CUHTETUYECKUIA;
T TKaHbIN CUHTETUYECKUIA;

MpuMedaHue 2 — CocTaBHble WU KOMBUHUPOBAHHLIE MPOTE3LI MOTYT BXOAMUTL B OAHY U Bonee KaTeropuii,
MNepeYncCeHHbIX BhiLLe.

8.1 OcMOTp BHeWwHero Buaa (nporesbl kateropum A)

8.11 MpuHuun ocMoTpa

MpoTesbl BU3yanbLHO MCCReayoTCA Ha HanMuue aedeKToB.

8.1.2 CpeacrtBa

Mcnonb3yemble cpeacTBa AOIKHBI BKIOYATb:

a) KOHTPONUPYEMYIO BO3AYLLIHYIO Cpeay, HanpuMep, YMCTYI0 KOMHATY MU KabuHerT;

b) NUCTOYHUK AN PY3HOro 3aaHEro OCBELUEHUs1 U/Mn NPSIMOro OCBELLEHUS.

813 OT160p o6pasuoB

Bbibopka aomiHa coctaensatb 100 %.

814 Mopsaaok ucnbiTaHumn

MpoTes uccneaylor C NOMOLLLIO CPEACTB Budyanu3auuum 6e3 yBenuueHuss U AONOSTHUTENbHOrO
OCBELUEHMA HA HanuuMe paspbiBOB WM APYIMX HapPYLUEHWH LENOCTHOCTM MMM NPOU3BOACTBEHHBIX
AedeKToB, a TaKKe Ha HanMuMe 3arpAsHeHHbIX, 3anayvkaHHbIX 00nacTen, NATeH, CNeaoB TPaBMeHusl, NoTepb
yacTuly marepuana unv apyrux AedekroB, KOTOpble NPUBOAAT K TOMY, 4YTO NpPOTE3 CTAHOBUTCH
HENpPUroAHbLIM ANS CBOETO NPEANONaraeMoro UCNOMb30BaHUSI.

8.15 MpeacraBneHue pesysnbTaToB

J0mKHO ObITb 3aNMCaHO YUCTIO NMPUHATBLIX U OTOPAKOBAHHBLIX EAUHULL N3AENWA.
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8.1.6 OTy4yeT 00 UCNBITAHUAX U JONONHUTENbLHAA UH(opMmaLma

Otyet 06 ucnbiTaHmsax obbIMHO He TpebyeTca (CM. npuMmeyaHue B 4.9).

8.2 OnpeageneHne NOpPUCTOCTU, NPOHULIAEMOCTU ANA BOAbl, OOWEd NPOHMLAEeMOCTU ANA
BOAbl/yTe4YKU U JAaBMNEeHUs NpocayMBaHusa BoAbI

8.2.1 OnpegeneHue NOpUCTocTH (NpoTe3sbl kateropun N)

CneayeT ucnonb30BaTb OAWH U3 CNeAYIOLMX METOA0B:

a) MeToA NIIaHMMETPUYECKOn NOPUCTOCTH;

b) meToa rpaBUMMETPUYECKON NOPUCTOCTH;

C) METOA MUKPOCKOMMYECKON MOPUCTOCTHU.

MpuMeyvyaHue — T[naHUMeTpUUecKUd U rpaBUMETPUYECKUA MeToAbl NpeAcTaBnsAloT coboit npsmoe
U3MepeHne nopucTocTu, a MI/IKpOCKOHM‘-IeCKMﬁ MeTo[ no3sonAeT onpeaenutb UHAEKC MOPUCTOCTU B TepMUHaX
pPacCTOAHNUA MeXAy y3rnaMn unu cpegHero guameTpa nop.

MoryT ucnonb3oBaTbCA WHbIE, anbTEpHATUBHbLIE, METOAbl, €CNU NPUBEAEHO [AOKYMEHTanbHOe
noareepxaeHue Toro, YTo OHM IKBUBANEHTHbI.

8.2.1.1 MnaHumeTpuyeckoe onpeaeneHme NOpUcCToCcTu

8.2.1.1.1 MpuHUMn

[aHHOoe ucnbiTaHue npeaHasHa4YeHo Ans onpeaeneHnsa NnowaauM nycroT W/unu nnowaam matepuana
obpasuya npore3a C NOMOLLBIO U3MEPEHUI, BLINOMHAEMbIX HA MMKPOCHUMKAX, MOMYYEHHbIX C MOMOLLBIO
CKaHMPYIOWEero 3MNeKTPOHHOro MUKPOCKOMNA Wi OMNTUYECKOro MuKpockona. Ecnu cywiectByeTt pasnuuue
MeXay BHYTPEHHEW W BHELUHEW MOBEPXHOCTSIMU, AOIKHbLI ObiTh OMMCAHbI 06€ NOBEPXHOCTU, €CAU He
npuBeaeHo 060CHOBaHUE BbIOOpa NOBEPXHOCTHU, HA KOTOPOI NPOBOAAT M3MEPEHUS.

82112 Annaparypa

Mcnonb3yemas annapartypa AOMkHA BKMIOYATh:

a) obopyaoBaHue AN NONy4YEHWS MMKPOCHMMKOB y4vacTka npoTe3a C MOMOLLBIO CKaHMpYIoLero
3MEKTPOHHOTO MMKPOCKOMA Ui ONTUYECKOr0 MUKPOCKONA;

b) YCTPONCTBO, TAKOE Kak MMKPONNAHUMETP, MUKPOMETP UIN CTOS C KOMMBLIOTEPHON OLUAPOBKON C
MOrpeLUHOCTbIO n3mepeHus He Bonee £ 1 % cpeaHero AuameTpa nop, onpeaeneHHoOro n3roToBUTenNem, Unu
paccTOsAHMA MeXay y3namu.

8.21.1.3 Ot60op 06pasuos

OT160p 06pasuoB crnegyeT NPOBOAUTL B COOTBETCTBUU C pa3aenom 7.

82114 Mopsaaok ucnbITaHum

Ans kaxgoro obpasuya npotesa nubo

a) roTOBAT MWUKPOCHUMOK (MUKPOCHWMKM), MONYYEHHbIA C NOMOLLBLID CKAHUPYIOLLETO 3MeKTPOHHOIO
MUKpockona nmbo

b) rotoBaT dotorpacpuo (potorpadmmu) Ans ONTUYECKOrO WCCNEAOBAHUSA MOBEPXHOCTU obpasua
(cM. npumeyaHue). JomkHa ObITh 3anMcaHa uccneayemas NOBEPXHOCTb (BHELLHSIA UMM BHYTPEHHSAS).

MpumeyaHue — CTeneHb yBenu4eHUs 3aBucuT oT BUAa obpasLia n JOCTYMHOW 3MEpUTENbHOW annapaTtyphbl
(cM. 8.2.1.1.2).

Mceneaytor MUKPOCHUMKM, MOMNYYEHHbIE C MOMOLLBbIO CKAHMPYIOLLEro SNEeKTPOHHOTO MMKPOCKONa, umnm
doTorpaduu, McnoneL3ysa M3MepuTenbHYIO annapatypy (cM. 8.2.1.1.2) n onpeaensiot pasMep nycroT, YMCrno
NyCTOT Ha KBaApaTHbIA MUIMUMETP U Nnowaab matepuana.

8.21.1.5 MpeacraeneHue pes3ynbTaToB

MopucTocTe AomkHa ObiTb BbIpaKEHA B MpOLEHTax. BbMMCNAT M 3anucbiBaloT nopuctocte P, %
KaXKOoro UcrnbiTaternibHOro obpasua ¢ NoMoLLbio hopMyribi:

oBlan nnowaaes nycToT

obwan nnowaab nyctoT + obwana nnowass Matepuana

BbluncnsaioT u 3anucbiBaloT cpeHeKBaapaTUYHOE OTKITOHEHME NOPUCTOCTH.

8.21.1.6 OTyeT 06 ucnbITaHUAX U AONONHUTENbHAsE MHpOpMaL s

OtyeT 06 uCMbITAHMSIX [OIDKEH BKMOYaTb MCCNEAyeMble MOBEPXHOCTU, UX pasMepbl, cpeaHee
3HayeHue U cTaHfapTHOe OTKMOHEHME NOpUCTOCTM 06pasLOB NPOTE30B, a TakKe AaHHble COrnacHo 4.9.1.

[ononHutenbHas uHpopMaumsa aomkHa ObITh 3anMcaHa B COOTBETCTBUM C 4.9.2.

8.21.2 paBuMeETpUYECKOE OnpeaeneHme NopucTocTu

8.21.21 MpuHumn

MamepeHHylo maccy Ha eauHuuly nnowaau obpasua npoTe3a CPaBHUBAIOT C MMOTHOCTLIO MPOAYKTA U
TOMNLWMHOW CTEeHOK obpasua.

8.21.2.2 CpeactBa

Mcnonb3yemble cpeacTBa JOIMKHBI BKIHOYATD:

a) BECbl NOrpeLUHOCTbIO n3MmepeHus He 6onee £ 0,1 % cpeaHein maccel obpasua;

P =100 x
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b) obopynoBaHue Ans M3MEepPEHNs NNOLaaM NoBEPXHOCTH oBpasLa NorpeLlHoCTbi0 N3MEPEHNUS HE
Gonee £ 2 % uccneayemon nnowaan noBepPXHOCTH;

MpuMeyaHue — 3HadeHWe NnoLlaan MoXeT BbITb NONMYYEHO C MOMOLLbIO OTAENBHOTO onpeAeneHns ANHbL U
fnameTpa, kak orvcaHo B 8.4 u 8.5 wunu 8.6, anbTepHaTMBHO MOryT ObiTb MCMOMb30BaHbl Bblpe3aHHbIE MIOCKUE
obpasubl. CrefyeT Ucnonb3oBaTh TOMLKO BHYTPEHHUIA AUaMeTp nof AaBneHWeM, eCl OH yKasaH B COOTBETCTBUM C 5.6.

c) obopynoBaHue 4nA M3MepPEHNUsA TONLLMHbI CTEHOK, Kak ONMcaHo B 8.7;

d) obopyznoBaHue 4N ONpeaeneHnst USMEHEHUS NIOTHOCTHU.

8.21.2.3 Ot60op o6pasuoB

Ot60p 06pa3yoB cneayeTt NpOBOAUTL B COOTBETCTBUM C pasaenom 7.

8.2.1.2.4 Mopsaok UcnbITaHuin

OnnHa kaxxgoro o6pasua aomxkHa O6biTb He MeHee 100 mm. OnpeaensioT cneaylouee:

a) o6wylo maccy M, B rpammax;

b) o6wyio nnowaab NOBEPXHOCTU A, B KBaAPaTHbIX MUNNMMETPAX,;

MpumeyaHue — Ecnin ncnonbsyemas AnuHa L U BHYTPeHHWUI anameTp D n3mMepsioT No oTAenbHoCT, TOA =T D L.

C) TOMNLMHY CTEHOK { 060Mx 06pasLoB, B MUNNMMETpAXx, UCTONb3YA METOA, NPUBEAESHHbIN B 8.7;

d) NNOTHOCTL P BOMOKHUCTBLIX MW NOMAMMEPHBLIX MaTepuanos B Kaxaom obpasue, B rpamMmax Ha
KyOM4YEeCKU CAHTUMETP, C NOMOLLbIO NOAXOASALLEro MeToAa onpeaeneHns NIOTHOCTY.

8.21.2.5 MpeacrasneHue pes3ynbTaTos

MopuctocTb A0MKHA ObiTb BblpaXXeHa B NPOLEHTaX.

BblMMCNSAIOT M 3aNUCLIBAIOT NOPUCTOCTL P, %, kaxaoro obpasuya ¢ NOMOoLbIO hOpMyIbi:

P = 100 x [1-1900M)
= X _W

BbIUMCHISIOT ¥ 3aNUCLIBAIOT CpeHee 3HaYeHUe U CTaHAAPTHOE OTKIIOHEHUE MOPUCTOCTH.

8.21.2.6 OT4eT 06 ucnbITaHNAX U AONONHUTENBbHAA UHDOPMaUMA

OtyeT 06 UCnbITaHUAX AOIMKEH BKNIOYATL CPeAHEE 3HAYEHUE U CTAHAAPTHOE OTKIIOHEHME NOPUCTOCTH
06pasLoB NPOTE30B, a TaKkKe AaHHbIE COrnacHo 4.9.1.

[ononHutensHasa uHgopmauma AomkHa ObiTb 3anUcaHa B COOTBETCTBUM € 4.9.2.

8213 Mukpockonuyeckoe onpeaeneHue nopucroctm

8.2.1.31 MpuHumMn

,D,aHHOG ncnbiTaHne npeaHasHa4yeHo Angd onpeneneHnAa OCHOBHOIoO paccrtoaHuda Mexay y3namu B
n3genusx, Nomnyv4eHHbIX C MOMOLLBIO PACTANMBAHUSA UMW PACLULMPEHUSI NONIMMEPOB, UM CPEeAHEro gnamerpa
nop U Yucna nop Ha KBaApaTHbI MUNMMMETP B U3AENUSAX, NONYYEHHbIX NIMTLEM MOMUMEPOB, C NOMOLLBIO
U3MEPEHUI, BbIMOJSIHEHHBIX HA MWKPOCHUMKAX, MOMYYEHHbIX C MOMOLLLIO CKAHUPYIOLLEro 35IEKTPOHHOIro
MMKPOCKOMa unu OnTUYecKoro mukpockona. Ecnu cywiecrsyer pasnuuume Mexay BHYTPEHHEN U BHEeLUHEeW
NOBEPXHOCTbIO, AOIMKHLI ObITb OnNMcCaHbl 06e MOBEPXHOCTM, €Cnu He npuBeseHo 0BOCHOBaHME BbiGOpa
NOBEPXHOCTU, HA KOTOPOW NPOBOAATCA U3MEPEHUA.

[l pnmMedYyaHne — B XoAe AaHHOro UucneltaHUA onpefenaloT UHAEKC MOPUCTOCTU, a HE U3MePAI0T NOPUCTOCTL
HanpsiMyto.

8.21.3.2 Annapartypa

Mcnonb3yemasn annapartypa AOMMKHA BKIOYATb:

a) obopyaoBaHue AN NOJIyYeHWST MMKPOCHMMKA Y4yacTka npoTe3a C MOMOLUBbI0O CKaHUPYIOLLEro
3MEeKTPOHHOr0 MUKPOCKONa MMM ONTUYECKOro MUMKPOCKONA;

b) YCTPOWCTBO, TaKO€ Kak CTanbHaa fMHenKa, MUKPOMETP, USMEPUTESIbHOE CTEKIO0 UMM CTOoA C
KOMMbIOTEPHON OLMPOBKO C MOTPELUHOCTbI0 M3MepeHust He Gonee + 1 % cpeaHero avameTpa nop,
onpeaeneHHOro U3roToBUMTENEM, UMM PACCTOAHUSA MEXAY Y3namu.

8.21.33 Ot60p 06pasLos

Ot60p 06pasyoB cnegyeTt NpoOBOAUTbL B COOTBETCTBUM C pa3aesioM 7.

8.21.34 Mopagok ucnbiTaHuin

FOTOBAT MMKPOCHUMOK y4acTka UCMbITAaTeNbHOro obpasua ¢ NOMOLLBLIO CKAHUPYIOLWWEro 3reKTPOHHOIo
MUKPOCKOMa WU ucCneaylT u dortorpadupylor uccneayemMbii y4aCcTOK C  MOMOLLBIO  OMTUYECKOTO
MUKpOCKONa.

MpumedaHue 1 — CTeneHb yBenWYeHWs 3aBUCUT OT BUWAa obpasya W [OCTYMHOW W3MepUTENBHO
annapatypsl (8.2.1.3.2).

OnpeaensoT pacCTOAHNE MEXOY BHYTPEHHUMU KPOMKaMM COCEAHUX MYCTOT B HamnpaefEHWN HUTEN
UMW BOMOKOH. BLINOMHAIOT AaHHOE U3MEPEHNE MO KPanHER Mepe B LUECTU 06NacTsaX Kaaoro MMKPOCHUMKA.
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AnbTepHaTUBHO onpeaenaloT avameTp nop. MNoBTOPAIOT AaHHOE M3MEepeHWe No KpanHen mepe Ans
LUIECTU XapaKTepHbIX NOP Ha KaXXaoM MUKPOCHUMKE. [oaCYMTLIBAIOT YMCO MOp B 06mactu ¢ U3BECTHON
nnowaabio.

MpumeyaHune 2 - PacctosHne mexay ysnamu 5 MKM WNU MeHee He CYMTaeTCA pasfiefieHueM ysnos, T.e.
Heo6Xx0AUMO 3anucbiBaTb TONbKO PacCcTosHNE Mexay y3namu 6 mkm unu Gonee.

8.21.3.5 MNpeacTasneHne pesynbLTaTos

CpefiHee 3Ha4YeHUe U CTaHaapTHOE OTKNOHEHME PaCCTOAHMA MEXAy y3namu Unn cpegHee 3HayeHue u
CTaHAapTHOE OTKIOHEHUE AnameTpa nop A0MkKHbI ObITb BbIPAXEHbI B MUKPOMETPaX (MKM).

BbluMCRSIOT U 3anUCLIBAIOT CpeAHee 3HA4YeHWe W CTaHAApTHOE OTKIOHEHWE pPacCTOSHUA MexXay
y3namu WUNU cpegHee 3Ha4YeHue U CTaHaapTHOE OTKIIOHEHWE JuaMeTpa nop, M YUCNO MOp Ha eauHUyY
nnowiaau.

8.21.36 OT14eT 06 ucnbITaHUAX U A0NONHUTENBbHAA UHOPMaLUSA

OtyeTr 06 WUCMBITAHUSIX [OOIDKEH BKNKOYMATb ONUCAHME MNOBEPXHOCTU, AN KOTOPOW NPOBOAUNM
uccriefoBaHue, pasMepbl MNOBEPXHOCTU, a TaKkke CcpeaHee 3HA4YeHMe U CTaHAApTHOE OTKIOHEHuE
paccTosHus Mexay ysnamum B ofpasue npoTe30B UNM CpedHee 3HayeHue M CTaHAapTHOE OTKIOHEHue
anameTtpa nop B o6pasyax NpoTe30B, a TakKe AaHHble cornacHo 4.9.1.

HononHutenbHass MHAOPMaUUA, BKNIOYasi, €Cnu NPUMMEHUMO, CpEeAHEee 3HA4YeHMe W CTaHfapTHoe
OTKIOHEHWE YKCna Nop Ha eauHMLY nnowaan, 4omkHa GbiTh 3anmMcaHa B COOTBETCTBUM C 4.9.2. Ecnn nopel
He Kpyrnble, O0MXHO ObITb MPUBEAEHO ONUCAHUE U3MEPSIEMOrO AuameTpa.

8.2.2 OnpepgeneHue NPOHULAEMOCTU ANA BoAbl (NpoTe3bl kateropum T, C)

8.2.2.1 MpuHUmMN

[aHHOe wucMbITaHWe npeaHa3sHa4YeHoO ANsi U3MEPEHUs NOTOKa BOAbI YEepe3 3ajaHHylo nnowaab
obpasua nporesa npu 3agaHHOM rMAPOCTATUYECKOM AaBIEHUU.

8222 Annaparypa

Mcnonb3yemas annapatypa 4OMDKHA BKOYaTh:

a) YCTPOWCTBO AN U3MEPEHMA MOTOKA, TaKOe Kak MHTErparnbHbii pacxoAoMep MMM pacxoaomep ¢
NPUEMHOI eMKOCTbIO U3BECTHOrO 06bema, cnocobHoe obecnednBaTh nMokasaHus B npegenax 2 % nomHoro
AnanasoHa n UMeLLEE TOYHOCTb £ 2 % MOMHOro Ananas3oHa nokasaHum.

MpumedaHne - [NA NOKPLITUS BCEro AuanasoHa CKOPOCTEN MNOTOKa, BCTPEYaloWEeroca BO Bpems
UcnbITaHuin, MoxeT noTpeboBaTbCA Gonee ofHOro yCTPOCTBa;

b) ycTpoiicTBO AnA nM3MepeHus AaBneHusi, Takoe Kak AAaT4uK AaBnNeHusl, MaHOMETP WNWU Nbe3OMeT,
cnocobHoe U3MepsTb ruapocrarudeckoe gasnexHue ao 19 kMa (140 mm pr. CT.) € TOYHOCTLIO + 0,3 KMa (£ 2 MM
pT. CT.);

)] YCTpOiicTBO Ans chukcauum obpasua, paspaboTaHHoe TakuMm o6pa3om, YTobbI:

1) nnowaaes anepTypbl cukcupytoLlero ycrpoicrea 6eina ot 0,5 go 1,0 oM’ npu uM3mMepeHun ¢
TOYHOCTbIO £ 1 %;

2) anepTypa 6bina Kpyrnon (Cm. npumMeyaHume).

MpuMedaHue - Ecnu ucnbiTeiBaloT y3kuid obpasel, anepTypa MoxeT 6biTb npsamoyronbHoi. Ecnu
MCNONb3YKT anepTypy Takoro Buaa, 3To AOJMKHO ObITb OTMEYEHO B oT4eTe, a TakKe yKasaHbl pasMmepbl, NONy4YEHHbIE C
TOYHOCTBIO = 1 %. Takke HeobxoaMMo OTMETUTL OpueHTaLmio obpasua;

3) He ObIno M3rnboB UM M3MEHEHUS AnamMeTpa Ha NYTU NOTOKA HA PaCCTOAHWUN LWEeCTN AnamMeTpoB
ucnblTaTenbHOM obnacTu ot ucnblTyemoro obpasua;

4) He Habnaanoch yredek BOKpyr obpasua.
MpumedyaHune —lpuMepbl COOTBETCTBYIOLUX PUKCUPYIOLLNX YCTPONCTB NpuBeAeHbl Ha PucyHkax 1,2 n 3,

C) cpeacTBa NOAAYM 4UCTOM (PUNBLTPOBAHHOM BOAbLI KOMHATHOW TeMnepaTtypbl Ha YCTPOMCTBO ANS
dukcayun o6pasua nog aasneHunem 16,0 klMa (120 Mm pT. CT.) B TEYEHME BCErO UCNLITAHUSA.
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1. Brynka
PucyHok 1 — YcTpoiicTBa ANt UCNbITAHUSA Ha NPOHULLAEMOCTb [151 BOALI.YCTPOUCTBO A1 huKcaumm
obpasuya(npumep 1)

1- Waii6a
PucyHOK 2 — YcTpoiicTBa A5 UCTIbITaHUA Ha NPOHWLAEeMOCTb /1t BOAbI.YCTPOWCTBO Ans dmkcauum
obpasua (npumep 2)
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a) OTkpbITas No3nymsa b) 3akpbiTas nosnymsa

1 - HaTSHyTble MPYXWHbI; 2 - OTKPbITLIA NpoMexyTok 0,5 cM umn 0, 798 cm B gnameTpe; 3 - cxaTtble
NPYXWHbI; 4 - UCNbITyemMas TKaHb

PucyHok 3 — YcTpolicTBa 4151 UCMbiTaHWs Ha NPOHULLAEMOCTb A1 BOZbl.
YcTpoiictBo ansa chmkcaunn obpasua (npumep 3). OcHoBHas cbopka

8.2.2.3 OT16op 0bpasLos

OT60p 06pa3LoB cnegyeT NPOBOAMTL B COOTBETCTBUN C pasfesiom 7.

8.2.24 MopsifoK UcnbITaHui

Ona cmaunBaHusi obpasua nepej ucnbiTaHnem obpasel, npotesa MOXeT ObiTb MOrpyXeH B YMCTYHO
huNbTPOBaHHY BOAY MpW KOMHATHOW Temneparype.

3akpennswT obpasel B yCTpoicTBe Ans dukcaumym obpasua, AOCTATOMHO pacTsHyB ob6pasel, 6e3
Jedhopmauun maTepuana.

MpumeuyaHune - PacTsXeHMe MOXeT 06ecrneuvBaTbCs C MOMOLLBI 32KVMOB Y FPy30B WM C MOMOLLBHO
BblpaBHVBaHMS1 06pasua y3kum wnarenem. [laHHoe HaTsbkeHne ob6pasua [O/MKHO MPYMEPHO COOTBETCTBOBATb

YC/IOBYSIM, COOTBETCTBYIOLLMM UCMOSb3yeMoin fivHe (cM. 8.4) 1, B Crlyyae rohpupoBaHHON KOHCTPYKLMM, AO0/MKHO
yAQSTb GOMbLLYIO YacTb CKIAAOK.

BknoyaloT cuctemy nofauu  BOAbl U perynupylot  gasneHve Ao yposHA (16,0 +0,3) kMa
[(120 +2) mm pT. CT.] cornacHo noka3aHvWsM yCcTpoicTBa A5 M3MepPeHus AaBfieHus. VI3MepsioT CKOpoCTb
noToka Bofpl, NpoxoAslleii yepes obpasel, B TedeHne (60 + 1) c, B TeUyeHne KOTOPbIX cuctema paboTtaeT B
YC/OBUSAX CTaLMOHAPHOTO NoToKa (CTaluMoHapHOe COCTosHME).

8.2.25 MpepcrasneHne pesynbTaTtoB

MpoHnuaemMocTb AN BOAbl [O/MKHA ObiTb BblpaXeHa B MWINUAWTPAX Ha KBagpaTHbI CaHTUMEeTp B
MUHYTY (M/T CM"2 MUH]).

BbIunCNSI0T ¥ 3anucbiBaOT NPOHULAEMOCTb A1 BOAbl HA OCHOBaHUK cnegytoLiein hopmybi:

MpoHuyaemocTb ansa Bogbl = Q/A,
rge Q- cKkopocTb NOTOKa Yepes3 obpasel, B MUMIMANTPaX B MUHYTY;
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A — nnowaab MNONepevyHOro CceyeHus anepTypbl yCTpoucTBa Ans dwukcaumm obpasua, B

KBaZpaTHbIX CAHTUMETpaXx.

3anucbiBaloT NNoLwaab 1, eCrvm NPUMEHMMO, pa3mepbl anepTypsbl.

8.226 OT4eT 00 MCMbITaHUSX U AONONHUTENbHAA UHopMaLUA

OtyeT 06 UCMLITAHUSIX AOMMKEH BKMOYATb CPEAHEE 3HAYEHUE U CTAHAAPTHOE OTKIIOHEHWE U3MEPEHHON
NPOHMLIAEMOCTN BOAbI ANa 00pa3LoB NpOTE30B, pasMepbl anepTypbl, €CnM OHAa NPSIMOYrofbHasi, a Takxe
JaHHble cornacHo 4.9.1.

HomkHa ObITb ykaszaHa AONOMNHMTENbHAs WHMOpMauusa, BKMOYaa nnowaab anepTypbl U AaHHble
cornacHo 4.9.2.

8.2.3 OnpeaeneHue o6uwen NPOHMLIAeMOCTU ANA BoAbl/yTeukHn (npoTesbl kKateropuu B, C)

8.2.3.1 MpuHumMn

,D,aHHoe ncnblTaHMe npegHasHavyeHo Ana U3MepeHua CKOPOCTU YTEYKUM BOAblI 4Yepe3 BCEe CTEHKU
npoTesa WNM 4vepes XapakTepHblil CerMeHT B Buae TpyOku nog aasneHuem 16 kMa (120 mm pT. CT.).
McnbiTyeMblin CErMEeHT AOIDKEeH BKMoYaTb BCE 06nacTtu, yrteydka u3 KOTOPbIX NPeACTaBnseT MHTepec
(Hanpumep, abpuyHblie aHacToMO3bl). MICMbITaHME AOMKHO MOAXOAMTbL Kak Ana MpsAMbIX, Tak W Ans
OUYPKALUMOHHbBIX KOHCTPYKLIWIA.

8232 Annapatypa

CneayeT UCnonb3oBaTh YUCTYIO PUNBTPOBAHHYIO BOAY KOMHATHOW Temneparypsbl.

MpumevyaHue — MoryT ObITb WCMONBL30BaHbLI ApPYrMe pacTBOpbl, Hanpumep, PUNLTPOBAHHLIA CONEBOWA
pacTtBop.

Ona kpenneHusi o6pasLoB cnegyeT Mcnonb30BaTb HAOOP aganTepoB, NOAXOAALLMX AN BHYTPEHHUX
AMaMeTpoB MCMbITYeMbIX NpoTe30B. MN3onauus mexay obpasuom nporesa u agantepamu JOmkHa ObiTb
BOZOHeNpoHuLaemon. CO0pKy npoTesa u aganTepoB KpenaT B hukcaTope, KOTOPbI JonyckaeT csoboaHoe
paclLuMpeHne 0HOro KOHLUA npoTesa npu nogadve AaBneHus. PUKCaTop COeAUHSIOT C CUCTEMOW PErynMpPOBKU
JaBneHusl, cnocoGHON nogaeaTtb BOAY noA AasneHuem Gonee 16 kMa (120 MM pT. CT.). YCcTpowcTea ans
U3MEPEHUs AaBneHusl, HanpumMep, AaT4UKU, MAHOMETPbI UMM NbE3OMETPbI, pacnonaraiT TakuMm obpasom,
yToObI M3MEPATL AABNEHNWE B NPOCBETE NpoTe3a BO BpeMms UCMbiTaHusA. CrneayeT Mcnonb3oBaTb CpeacTBa
usMepeHma 0oOBLEMHOrO pacxoga BOAbl Yepe3 CTEHKy npoTe3a wu/unu cpeacrea cbopa yTeuku yepes
abpuyHbin  aHacTomMo3. 3TO MOXET OblTb peanu3oBaHO MWCNONMb30BAaHMEM pacxogomepa, MeToaa
cMelleHuit unm metoga cbopa. OnsA dumkcaumm BpEMEHM UCMbITAHUS MCMOMb3YIT TanMep. KMcnonb3ytot
cpeAcTBa onpeaeneHns UCMbITaTeNbHOW ANWHbI NPOTEe3a, B CAHTUMETPAaX, OT U30N5AUMKU 40 M30NALUN.

8.23.3 Ot60p 06pasuos

Ot60p 06pa3LoB cnegyeTt NpOBOAUTL B COOTBETCTBUM C pa3aeniom 7.

8.234 Mopagok ncnbiTaHuin

MpoTe3 cneayeT UCNbITbIBaTL B COCTOSTHUM TOTOBHOCTU K MMMIAHTaLMK.

M3onupyloT aucTanbHbifi KOHeL (KOHLbl) C MOMOLUBbIO 3aTblMKM WM NNOTHOrO nepermba wunu
CBOpaYMUBAIOT AUCTAsbHbIA KOHEL (KOHLbI) NPUMEPHO Ha 2 CM M 3aKpennsT cKOOOW Ans noaaep)aHus
BOAOHENMPOHMLAEMON U3ONALUN.

CoenuHa0T 00pasel npotesa ¢ agantepom, COOTBETCTBYIOLLMM BHYTPEHHEMY AWAMETPY, UCMONb3ys
MeToabl, obecneuuBaloLMe BOAOHENpPOHULAeMylo usonauuio. CoeauHAIOT ajgantepbl U NpoTe3 ¢
YCTPOMCTBaMU NOAAYM U U3MepeHna aaeneHus. MNocTeneHHo yBenuyunBaloT gaBreHne B npocseTte obpasua,
BbIFOHAS 3axBadeHHbIi BO3ayX. [osoaat gasnenue go (16,0 £ 0,3) kMa (120 MM pT. CT. £ 2 MM PT. CT.).
[aloT noToky cTabunuanpoBaTbCa U M3MEPAIOT YTEUKy Yepe3 CTeHKy npotesa 3a 60 c¢. Ecnu ncnonb3yerca
MeToq cOopa BOAbl, YTEUYKM YEPE3 OCHOBAHME W BETBU OUPYPKALIMOHHOIO NpoTe3a MOryT ObiTb U3MEPEHBI
no OTAENbHOCTHU.

8235 MNpencraBneHne pesynbLTaTtoB

BbluncnsaioT nnowaab NOBEPXHOCTM NPOTE3a UMW CerMeHTa U NPOHULAEMOCTb ANS BOAbI BblpaXaioT B
MUNAMNUTPAaX Ha KBaApaTHLIN CAaHTUMETP B MUHYTY. [na yTeykm 4yepes aHAcTOMO3 yTeyka B obnactu
aHacToMO03a AO0IKHA ObITh BbIPAXEHA B MUIITUIIUTPAX B MUHYTY.

8.23.6 OT14eT 06 MCNbITaHUSAX U AONONHUTENBHAA MHOpPMaLUA

OTtyeTr 00 wuCNbITAHMAX AOIDKEH BKNOYaTb CpedHee 3HayYeHuMe U CTaHJapTHOE OTKMOHEHue
NPOHULLAEMOCTH ANsi BOAbI W/WUIU YTEYKM Yepe3 aHacToMOo3 Ans o6pasloB MPOTE30B, a Takke AaHHble
cornacHo 4.9.1.

JononHutensHas MHoOpMaumsa AomkHA ObITh 3anucaHa B COOTBETCTBUM C 4.9.2.

8.24 OnpepeneHue pnaBneHnsa npocayMBaHusa Boabl (npotesbl kateropumn N)

8.24.1 MpuHumn

JdaHHOe wuCMbITaHME npeaHasHAYeHO AnA OonpeAeneHus AaBfeHWs NpocavyuMBaHus BOAbI AN
COCYAMCTOro npotesa.

8.24.2 Annapartypa
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WUcnonb3yemass  annapaTypa  BKNIOMAaeT  YCTaHOBKY, CnOCOOHYl0O  nojasatb  CTYNeH4aTo
yBenuuuBaloLweecs faerieHne Ha obpasely A0 BO3HMKHOBEHMSI yTeyku. Takke crneayet WCrnonb3oBaTb
COOTBETCTBYIOLUMIA AaTYUK JABIEHUS.

8243 Ot6op o6pa3suos

Ot60p 06pasLoB crnegyeT NPOBOAUTL B COOTBETCTBUM C pa3fenom 7.

8.244 Mopsagok ncnbiTaHun

OG6Gpasubl 3anonHAIT BOAOW, W MOJAIOT HavanebHOEe JaBrfeHue, paBHOE 3HaYeHuto, onpegeneHHoMmy
U3roToBUTENEM. 3aTeM JaBrieHWe MOCTENeHHO yBenuuMBatoT. Kak TOnbKO Ha BHELLHEeW MOBEepPXHOCTU
NOSIBNAETCA BOAA, 3anuCbIBAlOT [JaBrieHWe, W UCMbITAHME npekpawawT. 3T0 U eCTb AasneHue
npocavymMBaHus BOAI.

8245 MpeacTaBnexHne pesynbLTaTos
[aBneHne AOMKHO BbITh 3anMcaHo B Kunonackansax (MUnnMmeTpax pTyTHoro cronba).
8.24.6 Ot4eT 06 UCnbITaHUAX U AONONHUTENBHAA UHGOPMAaLUA

OtyeT 06 MCMLITAHMSX JOIDKEH BKMOYATh CpeaHee 3HaYeHWEe M CTaHAapTHOEe OTKNOHeHWe AaBneHus
npocavmBaHus BoAbl 4ns 06pa3uoB NPOTE30B, a TaKKe AAHHbLIE COrnacHo 4.9.1.

JomxkHa 6bITb ykazaHa AOMONHUTENbHAA MHMOPMaUUs, BKMKOYaa CKOPOCTb YBENUYEeHUS AaBMNEeHUs K
AaHHble cornacHo 4.9.2.

8.3 OnpeaerneHne NPOYHOCTH

MpumedvaHue — Ona onpefeneHuss NPOLOMbHON NPOYHOCTU U MNPOYHOCTU B OKPYXKHOM HanpaerneHun npu
pacTaXeHun oGpaaqa npoTesa Tpe6leTCF| oTAelNbHbIE UCMNBITAaHUA C NPUNOXEeHNEM HeHaI‘IpaBJ'IeHHOIZ Harpysku. Ecnu
HeOGXO,qI/IMO, AOMKHbBI ObITb BLINOMHEHBLI 06a UCNBITaHUS.

8.3.1 OnpeneneHne NPOYHOCTM B OKPYXKHOM HanpasneHUM Npu pacTaxeHuum (npoTtesbl
KkaTeropum A)

8.3.1.1 MpuHUmMn

O6pasel npote3a B BuAe TPyOKM KpensAT Ha ABYX KPYrMblX HOXKaX. 3aTtem ero pacraruBailoT ¢
MOCTOSIHHON CKOPOCTLIO A0 AOCTUXKEHUA npedena TekydyeCcTu unm paspbiBa. [laHHOE ucnbiTaHne ABnaeTca
moaundukauynen NCO 5081.

8.3.1.2 Annaparypa

Mcnonb3yeMas annapaTypa AoMmkHa BKNOYATb:

a) pa3pbiBHYIO MUCMbITATENbLHYIO MalUMHY, COOTBETCTBYIOUYI0 TpeboBannam UCO 5081, umetouyyio
MOCTOSIHHYIO CKOPOCTb NEpeMELLEeHUs, a Talke HOXKM COOTBETCTBYIOLUETO pasmepa M noaxoasiuue
AepxaTenu, Ha KOTopble MOXeT ObiTb HacakeH NPOTe3; MpUMEpP pa3pbiBHOW UCMLITATENbHOW MaLUMHbI
npueedeH Ha puUcyHke 4 a) u b);

b) n3mepsioLLee yCTPOMCTBO TOYHOCTLIO £ 0,5 MM, Hanpumep, NMHENKA UNK LITAHFEHUMPKYNb;

©) annapatypy Ans u3MepeHua BHYTPEeHHero AuameTpa B HEHarpy>XeHHOM COCTOSIHMM (CM. 8.5).

8.3.1.3 Ot60p 0b6pasuos

Ot160op 06pasLoB cneayeT NpoBOAUTL B COOTBETCTBUM G pasaerniom 7.
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a) CxematnyHo

1. npuGop A4ns ucnbiTaHus Ha

pacTsbxeHue
2 - pasbeMmHblii 6pycok
3 - obpasel,

4 - anameTp HOXeK
5- pacctosiHne mexpay HoXkamu

b) Bug cnepegu
PrcyHok 4 — YcTpoiicTBa 4719 UCNbITaHNSA C pa3beMHbIMK BGpyckamm

8.3.14 Mopsaaok ucnbiTaHwi
Bbipe3aloT wucnbiTaTeNbHbIi 06pasel, M3 obpasuya npotesa [A/MHOVW He MeHee HOMVHa/IbHOrOo

BHYTPEHHEro AuameTpa B HeHarpyXeHHoM coctosiHun (cm. 8.5). locne akkypaTHOro yfaneHus Becex
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n3rnboB M3MepPSIT U 3anucbiBaldT AMHY obpasua L B MunaumeTpax ¢ TOYHOCTbO = 0,5 mMm. HartarvsatoT
obpasel, Ha ABe HOXkM. Heobxoaumo 06paTuTb BHMMaHWE Ha TO, 4TOObl 06pasel, He pacTArnBasica u He
nepekpyumsancsi, a npoBuUCaHWe [AO/MKHO ObiTb MWHUMasbHbIM. PacTarvealoT obpasel, C NOCTOSAHHOW
cKkopocTbio OT 50 o 200 MM-MUH'1A0 OOCTWXEHUSA TOYKM paspbiBa. OnNpefenalT Harpysky B TOUKe Havasia
TeKy4yecT! Uan paspbiBa, T.e. MakcumasibHyto Harpysky (TTaX) C rounoctsio 2 % n 3anucbiBalOT CKOPOCTb
YONMHEHNUA (CM. PUCYHOK 5), ec/in NMpUMEHUMO.

1- TekydyecTb Matepuana; 2 - paspbiB
PucyHok 5 — KpuBas 3aBUCMMOCTM Harpysku oT yASIMHEHUSA

8.3.1.5 MpeacTtaBnexHve pesynbLTaToB

BbIYMCNSAIOT NPOYHOCTL B OKPY)XXHOM HanpasfieHWN MpU PaCTSHXXEHUN Kaxk4oro obpaslia, BbIPaKeHHYH0 B
KATOHBIOTOHAX Ha MUAMMETP, pasfefiuB MakCumasibHYo Harpysky TTax Ha UCXOAHYH ANnvHY obpasua.

MakcumanbHasa Harpyska/gavHa =

8.3.1.6 OT4eT 06 NCNbITAHUAX M AONONHUTENBHAA WHGOPMaLUA

OT4eT 06 MCMbITAHUAX AO/MKEH BK/OYATb CpefHee 3HaYeHne 1 cTaH4apTHOE OTK/IOHEHME NPOYHOCTM B
OKPY)XHOM HarnpasfeHun Mpu pacTsxeHun obpas 7tax rresa, 060CHOBaHME CKOpPOCTV AedhopMupoBaHus,
eCc/in OHa HaxoguTca 3a npegenamMv onpefesieHH anasoHa (cm. 8.3.1.4), a Takxe faHHble COrsacHo
4.9.1.

JononHutensHan nHgopmaums Ao/mkHa ObiTh 3anMcaHa B COOTBETCTBUM € 4.9.2.

8.3.2 OnpepeneHne NPoAO/ILHON NPOYHOCTM Ha pacTseHue (MpoTesbl KaTeropun A)

8.3.21 MpuHumn

KoHupbl o6pasua npotesa B BuAe TPYyOKM MOMELLAETCA B COOTBETCTBYHOLLME 38KUMbl. 3aTeM ero
pacTArMBaloT C MOCTOSIHHOW CKOPOCTbIO [0 [AOCTWXKEHWA npedena TekyyecT wm paspbiBa. [laHHoe
ncnbiTaHne sensetca mogudmkauynen MCO 5081.

8.3.2.2 Annaparypa

Vcnonb3yemas annapaTypa f0/DkHa BKIOYaTh:

a) paspbIBHY UCMbITATE/IbHYO MallMHy, COOTBETCTBYHOWY TpeboBaHuam WMCO 5081, umerowyto
MOCTOSIHHYI0 CKOPOCTb MepeMelleHnsi, a NoaxoasLme 3axuMbl AN HafexXHo! drkcaunym obpasua npoTtesa
6e3 NoBpexAeHUs ero CTPyKTypbl (T.K. Takoe NoBpexaeHne MOXEeT Bbi3BaTb MPexXAeBPEMEHHbI pa3pbiB Ha
rpaHuLe c 3axnumamm);

b) n3mMepsioLLee yCTPONCTBO TOYHOCTbIO + 0,5 MM, Hanpumep, NNHeKa UK WTaHreHLMpKyb.

8.3.2.3 OT60p 06pasLos

OT60p 06pasLoB cregyeT NPOBOAUTL B COOTBETCTBUM C pasgesiom 7.

8.3.24 MopsfoK UcnbITaHuiA

Ecnm  vcnbIThiBAOT  NPOYHOCTL  (PAabpUYHOrO aHacTomo3a, [Ao/hkHa ObiTb ucnblTaHa o6nacTb,
BK/OYaoLLaA aHacToMO3.

BbimauvBato obpasel, npotesa COrMNacHO pekoMeHJauusaM W3roTOBUTENS, ecnu npumeHumo. [Mepeg
ncnbiTaHMeM yaansoT CUHTETUYECKYIO CEeTKY, MOKPbIBAKLLY0 NPoTes, ec/iv NPUMEHNMO.

MomelaloT KOHLUbl 06pa3ua npoTesa B 3aXKUMbl C HaYyaslbHbIM PacCTOSHUEM MeXAy HUMU B fuana3oHe
oT 50 go 150 mm. Heobxogumo 06patuTb BHMMaHWe Ha To, 4TOObl O6pasel, He pacTArMBascs, He
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nepeKkpy4MBancs u He NOBPEXAANCA 3aXKMMaMu, a NPOBUCAHWE AOMKHO ObiTb MUHUMANbHBLIM. PacTarusaioT
obpa3seL C NOCTOAHHOW CKOPOCTbLIO OT 50 Ao 200 MM-MUH' 40 JOCTUXEHUSI TOUKM paspbiBa. Onpeaensior
Harpy3ky B TOYKE Ha4arna Teky4yecTtu Unm paspblBa, T.€. MakCUMAanbHY Harpy3Ky (Tmay) C TOYHOCTBIO 2 % U
3anMCbIBalOT CKOPOCTb YANUHEHUS (CM. PUCYHOK 5), eCrnn NPpMMEHUMO.

8.3.2.5 MNpeacraeneHne pe3ynbTaTos

MpoaonbHasa NPOYHOCTb HA PacTSHKEHUE KaxAoro obpasua BbIpaXaeTcsi B KUMOHBIOTOHAX Kak:

MakcumanbHas Harpyska = Thax

8.3.2.6 OT4eT 00 ucnbITaHUSAX U AONONHUTENbHAA MHOPMaLMA

OT4eT 00 UCMbITaHUSIX AOIDKEH BKITIOYATh CPeAHEE 3HAYEHUE M CTAHAAPTHOE OTKIMOHEHUE NPOAOSLHO
npo4yHoCTM obpasua npotesa, CkOpocTb AedOpMMpPOBaHMA (C OOOCHOBAHMEM, €CNU OHAa HaxoauTcs 3a
npeaenaMu onpeaeneHHoro ananasoHa, cM. 8.3.2.4), a Takke gaHHble cornacHo 4.9.1.

[ononHutenbHasa uHpopmaumsa oMmkHa ObiTb 3anMcaHa B COOTBETCTBUN € 4.9.2.

8.3.3 OnpeaeneHue NPOYHOCTHU HA pa3pbIB (NPoTe3bl KaTeropuu A)

I pnmMeyYyaHune -— l/|CI'IbITaHVIF|, OonucaHHkle B HacTOoAWEeM TMyHKTe, ABNAKTCA anbTepHaTUBHbBIMU AnNA
ucnbiTanuii no 8.3.1. O6bpaTnTe BHUMaHWe Ha npuMeyaHve B 8.3.

CneayeT cnonb30BaTh OAWH U3 CMeAYOLMX METOAOB:

a) MPOYHOCTbL Ha paspbiB AaBfeHWeM Mrockoro obpasua (aBnseTca Moaudmkauuen wmetoaa,
onpeaenexHoro B MICO 2960);

b) npoYyHOCTL Ha pa3pbiB NyaHCOHOM NNOCKoro o6pasua;

C) NPOYHOCTb Ha pa3pbIB JaBneHneM LienbHoro obpasua.

Bce aTM Metoabl MMEIKOT OAWHAKOBYKD AOCTOBEPHOCTb, OAHAKO MPOYHOCTb Ha Pa3spbiB AaBileHUEM
uenbHoro o6pasua (cMm. 8.3.3.3) fomkHa ObITe NPELNOYTUTENBHBIM METOAOM ONMMCAHUA XapaKTEPUCTHK.

8.3.3.1 OnpegeneHne NPOYHOCTU Ha paspbiB JaBreHMeM Nnockoro obpasya

8.3.3.1.1 MpuHumMn

Yyactok ucnbityemoro obpasua nporesa (UKCUPYIOT NOBEPX 3NAaCTUYHOM MeMmOpaHbl ¢ NOMOLLbIO
NAOCKOrO KPYrnoro 3a>kMMHOro KorbLia 1 K 3agHen CTopoHe AuadparMbl NPUKNaabIBalOT yBeNMuMBaoLeecs
JaBreHue XmakocTn 4o paspbiea obpasua.

MpuMedaHue — [daHHbl MeTOf O6bIMHO HE NPUMEHSIETCA K MMOTHLIM TKAHLIM MaTepuanam.

8.3.3.1.2 Annapartypa

Mcnonb3yemasi annapatypa BKSIOYAET MCNbITATENbHYIO YCTAHOBKY ANA OnpeaeneHusi paspbiBHOM
MPOYHOCTHU, COOTBETCTBYIOLLYI0 MCO 2960, HO C 3aXMMHBIM KOMbLIOM Takoro AuameTpa, Ytobbl UCTbITYyEMas
nnowaab B HOPMAarnbHbLIX YCRoBUsIX cocraeBnana 100 MM, Ona npotes3oB ¢ ManbiM HOMWHAamNbHLIM
BHYTPEHHUM AMAMETPOM B HEHArpPYy>X€HHOM COCTOSAHMU MOXET OblTb HeoOXoAUMbIM UCNONb30BAHUE
UCMbITATENbHOW YCTAHOBKM C MEHLLUMM pasmepoMm oTeepcTusi. Pasmep oTesepcTus aomkeH ObiTb ykaszaH B
oTyeTe.

8.33.13 Ot60op ob6pa3suos

Ot60p 06pasLoB creayeT NPOBOAUTL B COOTBETCTBUM C pa3gesniom 7.

83314 Mopsigok ucnbiTaHnm

Paspe3salor obpasey npoTesa BAOMb NPOAONLHON OCU U PACcNPaBAAIOT €ro Ans NOny4YeHus nIocKoro
nucra. NMomewaT nnockuii obpasew, NoBepx OTBEPCTUA B OCHOBAHWM MCNLITATESNIbHOW YCTAHOBKU Takum
obpaszom, uTOoObI OOpasel MNOMHOCTbIO MOKpPbIBAN AuadparMy M Ana roPpupoBaHHbLIX Moaenen
pasrnaxuMBaloT CKnaaku, He Hapywas ¢abpudHON CTPYKTYpbl. 3akpennsaioT 3aXMMHOE  KOJbLO.
YBenuumBaioT aBreHne ¢ NOCTOSHHON CKOPOCTbIO. 3anUCbIBAIOT paspbiBHOE AaBMEHUe.

8.3.3.1.5 Mpencraenexnue pesynbLTaToB

Pa3pbiBHOE JaBrneHue Kaxgaoro obpasua AOomMKHO ObiTb BbIPAXXEHO B Kumonackansx, pasmep
OTBEPCTMA B KBaJpaTHbIX MUINIUMETPAX U HOMUHAMbHLIA BHYTPEHHUI AMAMETP WUCMbLITYEMOro npote3a B
MUNMMMETPAX.

8.3.3.1.6 OtyeT 06 UCTbITaHUAX U AONONHUTENbHAA WHGOpPMaLUA

OtyeT 006 UCNbITAHUAX JOIDKEH BKIIOYATb CpeiHeE 3HAYEHME U CTaHJapTHOE OTKIIOHEHWE Pa3pbIBHOIO
AaBnenus o6pasLoB NPOTE3a U pa3Mep OTBEPCTUSA, CNU UCNbITyeMas nnowaas 6bina MeHee 100 Mm%, a
TaKkKe AaHHble cornacHo 4.9.1.

HOomkHa ObiTb ykazaHa [OMNONHUTENbHAs WHOpMAaUUA, BKMIOYAs METOA WCMbITAHUS,, CKOPOCTb
yBENUYEHUA AABMNEHUA U pa3Mep OTBEPCTUS,, ECNIU OHU HEe yKasaHbl B JAHHOM OTYETE 00 UCMbLITAHUSIX, U
JaHHble cornacHo 4.9.2.

8.33.2 OnpeaeneHne NPOYHOCTM HA pa3pbiB NYaHCOHOM NNOCKoro obGpasua

8.3.3.2.1 MNpuHumn

YyacTtok ucnbiTyemoro obpasua nporte3a (pUKCUpYIOT Hag OTBEPCTUEM C MNOMOLLLIO NIIOCKOTO KPYrioro
32)XMMHOIO KOMbLA, U LMIIMHAPUYECKUIA NMYAHCOH C Nonycdepnuyeckon ronoBkon npoxoaut yepes obpaser,
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[o npokona. MNprknagbiBaeMyo Harpy3ky M3MepsiloT HENPEpPbLIBHO BO BPeMsi JaHHOW npoleaypbl.

8.3.3.2.2 AnnapaTtypa

VMcnonb3yemas annapartypa fo/pKHa BKIOYaTh:

a) paspblBHYI0 UCMNbITATeNIbHYID  MallvHy, WMEIOWY MOCTOSIHHYI0  CKOPOCTb  NepemeLleHuns,
cooTBeTCTBYOLWY TpeboBaHuAM MCO 5081 u cnocobHy0 paboTaTb B PeXuMe CxaTus WM CHaGXEHHYH
COOTBETCTBYHOLLNMU 32XNUMHBIMW Oropamu;

b) KpenexHoe yCTpPOWCTBO ANs1 06pasuoB C 3aXMMHbLIM KOMbLOM W NepeMelLalwnuMcs nyaHCOHOM.
CooTBeTCcTBYOWAA annaparypa v pa3Mepbl NpuBeAeHbl Ha PUCYHKax 6 u 7.

Bce ucnbiTatensHoe 060pyaoBaHne AO/HKHO MMETb TOYHOCTbL B npegenax =5 %.

8.3.3.2.3 OT16op obpasLos

OT60p 06pa3uoB cnegyet NPOBOAMTL B COOTBETCTBUWN C pasfesiom 7.

8.3.3.24 Mopsfok ucnbiTaHnii

Pa3pe3satT o6pasel, npoTesa BAOMb NPOAO/BLHON OCU WM pacnpaBsloT ero A41s NofyvyeHUs Niockoro
nucta. lMomewaoT naocknii obpasel, NoBepx OTBEPCTUS B OCHOBAHUWM WCMblTaTeNbHOM YCTAHOBKM TakuM
obpasom, 4yTobbl 06paseL, NOHOCTLIO MOKPbIBaS OTBEpCTME. [1s rod)pMpoBaHHbLIX NOBEPXHOCTE y6epatoT
CcKNnafku, He Hapywas ¢abpuyHON CTPYKTYpbl. 3aKpennsT 3aXMMHOE KOMbLO. BbiCTaBnsalT OCHOBaHue U
nyaHCOH IM60 B 3aXMMax pPa3pbiBHOW UCMbITATE/IbHON MalUMHbI, NGO B 3aXUMHbIX Onopax Tak, 4Tobbl ABa
OTBEPCTUA W 30HA, OblIN KOHUEHTPUYeckMMun. OnycKaloT NyaHCOH Tak, 4YToObl OH KOCHY/ICA WCMNbITATEe/IbHOro
obpasua. MpoBoAAT NyaHCOH Yepe3 obpasel, C NOCTOAHHON CKOPOCTbIO A0 paspbiBa. 3anucbiBaloT gnameTp
ryaHCOHa, CKOPOCTb MepeMeLLeHnss Y MakCUMasbHYH0 paspbiBHYHO Harpysky Ans Kaxzgoro obpasua.

8.3.3.25 MNpeacrtasneHne pesynbTaros

[vameTp nyaHcoHa fo/KeH ObiTb BbIpaXXEH B MUIMMETPaX, CKOPOCTb NepeMelleHnss B MuiaMMmeTpax
B MUHYTY, pa3pblBHaA Harpyska B KWOHbIOTOHAX.

Pa3wvepbl B gloiimax

b) OcHoBaHve gepxaTensi, Bug CO0KY
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c) BepxpgepxaTens, Bug cBepxy d) Bepx gepxatens, sug c6oky

MpumeyaHne - 35/8awiva =92 mv; 2 awiima =51 mm; 5/16 goiima = 7,9 mv; 21/2 alolima = 64 MM;
3/8 groiima = 9,5 mm; 1/4 groiima = 6,4 MM

1- 1/4 pe3bba, KPOMKM CrNaxeHbl; 2 - NoBepHUTE nonycdepy 1 oTnonupyite
PrcyHok 6 — Tlpumep KpemexHoro ycTpoicTBa Ans o6pasua Mpu UCMbITaHWM Ha pas3pbiB  MyaHCOHOM.

Mpoknagka U3 BOJIOKOHHO-PE3NHOBOW CMECH C BHELUHUM AuMaMeTpoM 1, BHYTpeHHUM guameTtpom 3/4 ¢
LeHTpasibHbIM O0TBepcTnem anameTtpom 0O, 445

Pasmepsbl B AtoiiMax

1. paguyc nonyccpepsbl; 2 - npoknagka; 3 - ocTpble KPOMKU CKPYTUTb
MpumevaHne - 0,445 gomva = 11,3 Mv

PUCyHOK 7 — Mpumep CXeMaTU4Yeckoro U3o6paxeHnst yCTaHOBKW A/151 UCMbITAHWS Ha paspbiB NyaHCOHOM
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8.3.3.26 OT14eT 00 UcnbITaHUSX 1 4ONOSIHUTENbHAA MHOpPMaLMA

OT4eT 00 UCMbITAHUAX JOIDKEH BKINOYAThL CPEAHEE 3HAYEHME U CTaH4apTHOe OTKIIOHEHWE PaspbIBHON
Harpy3ku, AuameTp U CKOPOCTb NepemMeLLeHUs1 MyaHCOoHA, a Taloke JaHHble cornacHo 4.9.1.

HononHutenbHas uHopMaums AomkHa GbITh 3anMcaHa B COOTBETCTBUM C 4.9.2.

8.3.3.3 OnpeaeneHne NPOYHOCTU Ha paspbIB AaBfIEHMEM LENLHOIo nporesa

8.3.3.31 MpuHumn

O6paseL, NnpoTe3a pasayBalT OHUM U3 CreayoLLmMX cnocoboB:

a) HenoCpPeaCTBEHHbLIM 3anofiHEHUEM NPOTE3a XUAKOCTbIO;

b) noMmewleHnem 6annoHa BHYTPb MpPOTE3a M 3arofHEHMEM OannoHa >XUAKOCTBIO € U3MepsieMO
CKOPOCTbIO U3MEHEHUS AaBIieHUs 40 paspbiea ob6pasua npoTesa.

8.3.3.3.2 Annapartypa

Mcnonb3yemasi annapartypa BKMIOYAeT CUCTEMY, CMOCOBHYI0 M3MepATb U PErMCTPUPOBATL AABMNEHKE,
npeBbiLLIAOLLEE AaBreHue paspbiBa obpasuya, nmbo

a) annapatypy, cnocoGHylo obecrneumBaTb NOCTOSIHHO YBENWYMBAIOLLEECS AaBIIeHWEe >XMAKOCTU UMK
rasa BHyTpu o6pasua npoTesa, pacTAHYTOro 40 CBOE MCNONb3YEMOW ANUHbI; NGO

b) annapatypy ansa pacwmpeHusa 6annoHa, kak onucaHo B 8.6.2.

MpumedaHue — [Ona nwoboro metoga MoxeT noTpeboBaTbCA HECKONBKO YCTPOWCTB, YTOOLI MOKPLITH BECH
AvanasoH 06pasLioB, Ha KOTOPLIX BLIMOITHATCA U3MEPEHUS.

8.3.3.3.3 OT160p o6pasLos

OT60p 06pasuUoB crneayeT NpoBOAUTb B COOTBETCTBMM C pasaenom 7.

8.3.3.34 MopagoK UCnbITaHUI

AkkypaTHo BBOAAT GannoH B 06pa3ey npoTesa unu NpukpennsaoT obpasel npoTe3a HenocpPeaACcTBEHHO
K annaparty 4na nojayun faBreHus.

MpumedaHue — MoxeT notpeboBaTecs cMasaTe 6annoH NPOCTON CUMMKOHOBOW cMaskoi Ana obnerdyeHns
BBeAEeHNA.

MpukpennsalT YCTPONCTBO ANSt U3MEPEHMST AABNEHWA Tak, YTOObI OHO 3anUCLIBANO AABMNEHWE BHYTPU
obpasua npotesa. MoaaloT XXUAKOCTL UMK ras Tak, YTobbl MNOMYYUTE PABHOMEPHOE YBENUYEHUE AABMEHUA.
NamepsioT gasneHune BHyTpu o6pasua nporesa. 3anucbiBalOT CKOPOCTb YBENMYEHUS AABNEHUA U [ABIIEHNE,
npu KOTOpom NuBo nopeeTca obpasew npoTesa, NMOO ucnbiTaHne GyaeT NpepBaHo.

8.3.3.35 MpeacraBnexHne pesynbLTaTos

CKOpPOCTb YBENWYEHMS AABNEHNUA AOMKHA ObITb BLIPAXKEHA B KMIONACKANAX B CEKYHAY, a pa3spbiBHOE
JaBreHue B kKunonackansx.

BbluucnatloT M 3anucbiBalOT cpegHee 3Ha4YeHue u CTaHaapTHOE OTKIIOHEeHWe Pa3pbiBHOMO AABMEHUS.

8.3.3.36 OT4eT 06 UCNbITAHNAX U AONONHUTENBHAA MHOpMaLUA

OT1yeT 06 MCNbITAHUAX JOSDKEH BKMNIOYATb CPEIHEE 3HAYEHME U CTAHAAPTHOE OTKINOHEHUE Pa3pbIBHOIO
AaeneHus 06pasyoB NpPoTe3a, a Takke AaHHble CornacHo 4.9.1.

[OomkHa ObITb yka3aHa AONOMHMTENbHAA MHGOPMAUMS, BKMIOYAA METOA MUCNbITaHMA, CKOPOCTb
YBEJTMYEHUS aBNEHUA U aHHbIEe COrNacHo 4.9.2.

334 OnpegeneHne NPOYHOCTU NOCSIE MHOTOKPATHbIX MPOKOMOB (NPoTe3bl Kateropuu A,
€Ccnu NpUMEeHUMO)

8.3.4.1 MpuHuMn

[aHHOe ucnbiTaHMe npefHasHavyeHo ANnA onpejerieHusl MPOYHOCTM NPOTe3a MNocfe MHOTOKPaTHbIX
NPOKONOB ANA MOAENMPOBAHMA UCNOMbL3OBAHMA Npu Ananu3e. OOpa3subl MHOTOKPATHO NPOKanbLIBaloOT, a
3aTeM UCMbITLIBAIOT HA MPOYHOCTb Ha paspbiB AasBfieHMeM B cooTBeTcTBuM C 8.3.3.3 unu NPOYHOCTL B
OKPY>XHOM HanpasneHun Npu pacTsHXKeHUU B COOTBETCTBMM C 8.3.1.

8342 Annapartypa

Ana MHOrokpaTHbIX NPOKOMOB NpoTe3a cnegyeT UCNoNbL30BaTh UrMy AnAa avanu3a 16-ro pasmepa. Ha
npeaMmeT ApYroro UCNbITaTeNbHOrO 060pyAOBAHUA CM. COOTBETCTBYIOLLME MCMLITAHUS HA MPOYHOCTL (CM.
8.3.1 unn 8.3.3.3).

8343 Ot60p 06pasuos

OT160p 06pasLos cnegyet NPOBOAUTL B COOTBETCTBUM C pa3zerniom 7.

8344 Mopsaaok ucnbiTaHnin

O6pa3subl npokanbiBaoT 0, 8, 16 u 24 pasa Ha KBagpaTHbIA CAHTUMETP BHELUHEW MOBEPXHOCTH
npote3sa (CM. npumMeyanue). Mpokonbl AOMKHLI ObITb OrpaHMueHbl 1/3 KOHTYpa nNpoTesa (CM. PUCYHOK 8).

Mpumevyanune — 3HaveHua 8, 16 u 24 npokona Ha KBagpaTHbIA CaHTUMETP BHELUHEN MNOBEPXHOCTU
COOTBETCTBYIOT NpUMeEpHO 6, 12 n 18 MecsALamM KNMMHUYECKOro UCMonb3oBaHUsA. 3TO NogpasyMeBaeT LeCTb NPOKOIoB B
Hepento Ha 1/3 BHeLUHeW NOBEPXHOCTU NpoTe3a AgnuHow 30 cM.

OGpa3subl A0MKHBI ObITe UCNLITAHBI HA NPOYHOCTDL.
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8.3.45 MpepctasneHve pesynbTaTtoB
3HayveHns NPOYHOCTM O W MOC/e HAHEeCEHUA MPOKOMOB PErUCTPUPYIOT B OTYETE TakUM 06pasoMm, Kak
OMnMCaHo B YacTK, Kacalollelica COOTBETCTBYIOLLEro UCMbITaHUS.

1- 06nacTb UCMbITAHNA Ha MPOKO/IbI; 2 - NpOTe3
PucyHok 8 — CxemaTuuyeckoe M306paxkeHne MUCMbITaHUA Ha NPoKo npoTesa

8.3.4.6 OTueT 06 MUCNbITaHUSAX 1 AONONHUTENbHAs MHopMaL s

OT4yeT 06 MCNbITAHWAX AOJ/KEH BKIOYATb CpefHee 3HayeHue u cTaHfapTHOe MPOYHOCTU 06pasLoB
npoTesa [0 1 nocne NpoKosoB, a Takke AaHHble corfacHo 4.9.1.

JomkHa 6bITb yKkasaHa A[onofHWTeNbHas WHgOpMauus, BKIOYas MeTOo4 WUCMbITAHUS W 4MCAo
06pasuoB, a Takke AaHHble cornacHo 4.9.2.

8.4 OnpegeneHne ncnosib3yemMoi AnHbl (NpoTesbl KaTteropumn A)

84.1 MpuHumnn

JomkHa 6bITb U3MepeHa ucnosb3yemasn AavHa npotesa. AnvmHa fomkHa ObiTb n3MepeHa npy 3apaHee
onpeaeneHHoN Harpyske, KoTopas MOXeT 6bITb Hy/NEeBOM.

8.4.2 Annapartypa

Mcnonb3yemas annaparypa f0/hkHa BKIoYaTh:

a) NIeHTY WN NHeNKy [OCTaTOYHONM [/IMHbI C TOYHOCTBIO U3MEpeHuii He MeHee + 1 MM, rpafyvpoBaHHyto B
MUAIMMETPaX, ANS U3MEPEHNs NMPOTe30B PasINYHON ANWHLI;

b) ecnm NPUMEHUMO,NOAX0ASLLEE YCTPONCTBO ANA 3aXuma npoTe3a € OAHOro KoHua (chukcupyrowuii
3aKUM) W CpeAcTsa, MO3BONAIOLWNE NPUIOKUTL OMpedesieHHY0  Harpysky (Hanpumep, 3a cyer
ABUratoerocs 3axuma) K pyromy KoHuy obpasua, Takme Kak:

1) PYYHOI 3aXUM;

2) NPY>XWHHbIE BECbl UK HGanaHCPOBOYHbIE BECh! 1 HAGOP rPy30B, UMEILNX TOYHOCTb + 0,5 .

8.4.3 OT60p 06pasyos

OT60p 06pa3LoB cnegyet NPoOBOAUTL B COOTBETCTBUM C pasgeniom 7.

8.4.4 MopAgokK ncnbiTaHnii

Ecnu npumeHnMo, nomeuialT obpasel, npotesa B (hMKCUMPYOLWMIA 3aKMM TakuM 06pa3om, 4ToGbl B
3aXNMe Haxoauacs MUHUManbHbIl 06bem obpasua. MNpuknaabiBaloT Harpysky K Apyromy KoHuy obpasua ¢
MOMOLLbI0O COOTBETCTBYIOLINX CPeAcTB (HanpvMep, C MOMOLLbIO ABUraloWerocs 3axuma), 3axsartbiBas
MWHUMasIbHBI 06beM o6pasua. [alT o06pasuy pacTsaHyTbea. [puknagbiBaemass Harpyska He [0/DKHa
npesbIWaTh Harpysky, NpegyCMOTPEHHYIO Npy MMnaaHTauun.

3anucbiBaloT NPUKNaabIBAEMY HarpysKky v AJIMHY.
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8.4.5 MNpeacrasneHne pesynbtaTtos

Vcnonb3yemasn A/vHa Kaxaoro nporesa JO/KHA OblTb BblpaXeHa B caHTMMeTpax, a npuknagbiBaemMas
Harpyska B HbIOTOHaXx.

8.4.6 OT4eT 06 UcnbITAaHMAX U ONONHUTENbHAA UHOpMaLms

OTyeT 006 WUCNbITAHUAX [OO/KEH BKIOYaTb CpedHee 3HayeHWe W CTaHOapTHOe OTK/IOHEeHue
NCNoNb3yemMoi AnMHbI 06pa3uoB nNpoTesa, a Takke AaHHble cornacHo 4.9.1.

JomkHa 6bITb yKasaHa [onofHWTeNbHas WHgopmauusa, BKIOYas NpUKNaAbiBAEMYK Harpysky w
LaHHble cornacHo 4.9.2.

8.5 OnpefeneHve BHYTPEHHEro pAumameTpa B HeHarpyXeHHOM COCTOSsHUM (npoTesbl
Kateropun A)
851 MpuHumn

[JaHHoe wucnbiTaHwe npefHasHavyeHo [O71A OnpefesieHnss BHYTPEHHero [AuameTpa npotes3a B
HeHarpy>€HHOM COCTOSIHMM /IMG60 C MOMOLLbI0 HATArMBAHUSI €r0 Ha KOHWYECKUiA kanmbp, 1Mbo € MOMOLLbHO
Mcnosab30BaHMA Habopa UWAVHAPUYECKUX KaMbpoB.

8.5.2 Annapartypa

VMcnonb3yemass annapatypa [O/KHA BK/IOYATb KOHWYECKUA Kanubp wav LMAnHApUYeckue Kannbpsbl
pasmepamu, NO3BONSAKLMMYN NPOBOANTL U3MEPEHMS C TOUYHOCTLIO, yKasaHHOW B 5.5 (CM. pucyHoK 9).

8.5.3 OT60p 06pasyos

OT60p 06pasLoB crefyeT NPoBOAUTL B COOTBETCTBUN C pasfesnioM 7.

1. koHyc 1k 10; 2- 0,5 Mm Konbla; 3- 0,1 MM Ka/IMGPOBOYHbIE OTMETKU
PucyHok 9 — KoHuuecknii kanmbp ons onpegeneHnst BHyTPEHHEro gnameTpa npoTesa B HEHArPy>XEHHOM

COCTOSIHUU
8.5.4 Mopsagok ucnbiTaHni
Jn6o:
a) nomewjaloT obpasel, npotesa wam obpasel npoTesa Manoi AAMHbI CBOGOAHO Ha KOHWMYECKWMiA

Kanmbp 6e3 HaTAXeHus;
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nm6o:

b) HauMHas C Manoro pasmepa, BCTaBNAT Kanmbpbl B obpasel, npoTesa, yBennumsas guameTtp [0
Tex nop, noka He 6yAeT 4OCTUTHYT MakCUMasbHbI pasmep, KOTOpbIi He Bbi3biBA€T PaCTSHKEHUS.

3mepsoT 1 3anncbiBalOT BHYTPEHHUIA AMaMeTp B HEHArpy>XeHHOM COCTOSIHUW.

8.5.5 MNpepncrtaBneHnepesynbLTaToB

BHYTpEHHUIA guameTp KaxAoro npotes3a B HEHarpy)XeHHOM COCTOSHUM [O0/DKEH ObiTb BblpaXeH B
MUNUMETPAXx.

3anucbiBaloT BHYTPEHHUI AMaMeTp B HEHarpy>€HHOM COCTOSHUM.

8.5.6 OTyeT 06 MCNbITAHUAX U A4ONONHUTENbHAA MHOpMaLus

OTyeT 06 MCNbITAHUSX AO/MKEH BK/IKOYATb MCNOJb3YEeMbIi MeTof, U3MepeHust (T.e. KOHUYECKWIA kanmbp
WM LUAVHAPUYECKMEe Kanmbpbl), cpefHee 3HayeHue n CTaHAapTHOE OTK/IOHEHWe BHYTPEHHero AvameTpa
06pasLoB NPOTE30B B HEHArpy>€HHOM COCTOSIHUU, a Takxe faHHble corsacHo 4.9.1.

JomkHa 6bITb ykazaHa fonoNHUTENbHASA UHAIoOpMaLWS, BKIOYAsA YCNO HABMIOAEeHUIA 1 AaHHbIe cornacHo 4.9.2.

8.6 OnpepeneHne BHYTPeHHEro anameTpa nof gassieHneM (npoTtesbl kateropun A)

8.6.1 MpuHLMN

[aHHoe wvcnbiTaHve npefHasHayYeHo A1 OnpefenieHns BHYTPEHHEero AuameTpa npoTtesa B YC/OBUSX,
6/IM3KUX K YCNOBUAM WCMOMb30BaHWA, T.e. MpY UCNONb3yeMoi A/IMHE W C paclUMpsioWyM  AaBfeHueM,
3HaYeHne KOTOPOro TOro Xe nopsigka, YTo 1 apTepuasnibHoe fasneHue kposu - 16 kMa (120 mm pT. CT.).

8.6.2 Annapatypa

Vicnonb3yemas annapatypa AoJ/KHa BkIoYaTb:

a) crneunasbHble CTEHAbl WM METOAMKY, MO3BONAILLYI0 cOo34aBaTb 3afaHHOE [aBlieHue BHYTpU
npoTtesa, PacTAHYTOro [0 MCMofb3yemol [VHbl. 3afaHue UCnosib3yemol A/IMHbl NpoTe3a MOXeT 6biTb
obecneyeHo MO0 npunoxeHmem Harpysku (cm. 8.4) 6e3 chukcaumm gmcTanbHOro koHua obpasua nportesa,
nmnéo chmkcaumen 060ux KOHLOB 06pasua npoTesa nocsae pacTsXKeHus A0 ero UCMOo/Ib3yeMOR ASIHbI.

CxemaTtnyeckoe u3obpaxeHne 6GasIIOHHOrO YCTPOWCTBA ANA WCMbITAHUA Ha paspbiB NPUBEAEHO Ha
pucyHke 10 1 BKIOYAET LMAMHAPUYECKU A GanNoH AvamMeTpoMm npu AaBnedun 16 kMa (120 mm pT. CT.) He
mMeHee 1,05 OT HOMUHaNbLHOrO AMameTpa M3MepsemMoro npotesa, HaxoAAlerocs nog fasneHvem. JaHHbii
6annoH HafesaloT Ha LWAMHAPUYECKYK OnpaBKy, HauboMbLUMA AnaMeTp KOTOPOR (MCKovas 3/1eMeHTh,
dmkcupyowme 6annoH) He npesbiwaet 0,95 HOMWHA/IBHOrO BHYTPEHHEro AuameTpa B HeHarpyXeHHOM
COCTOSIHUY;

b) YCTPOWCTBO A1 W3MEPEHUA AaBfieHns, Takoe Kak JaTuuK WM MaHOMeTp C MOrpeLlHOCTbIO
n3mepeHus gasneHus o 26,7 kMa (200 mv pt. cT.) He MeHee + 0,3 klMa (£ 2 Mm pT. CT.);

c) YCTPOMCTBO C NOrPeLUHOCTbI0 U3MepeHus anameTpa He 6onee + 0,02 mm.

1. zarnywka; 2 - cocyaucTblii npoTtes; 3 - Ga/noH; 4 - UCTOYHVK JaBneHust; 5- waiiba; 6. onpaBka;
7 - knanaH
PucyHok 10 — Cxema 6a/1/I0HHOr0 yCTPOCTBa A1 UCNbITaHWSA Ha paspbiB
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8.6.3 OT160p ob6pasuos
OT60p 06pa3yoB crneayeTt NPOBOAUTL B COOTBETCTBUM C pa3geniom 7.
8.6.4 MopsaaoKk UCnbITAaHUNA

OTtpesator 0T o6pasua nporesa obpasey ANMHOW HEe MeHee 50 MM UNM HE MeHee, Yem B NATb pa3s
NpeBbILIAOLLIEN HOMUHAMbHBIA BHYTPEHHWIA AuaMeTp obpasua npoTesa B HEHarpyXXeHHOM COCTOSIHUU, B
3aBWCUMMOCTM OTTOrO, YTO GonbLue.

M3mepsioT 1 3anucbIBatOT TOMLLMHY CTEHOK o6pas3ua npoTesa f,,, (M. 8.7).

Ecnn Heo6xoauMmo, HAHOCAT Ha GanmnoH MPOCTYI0 CUITMKOHOBYIO CMAa3Ky U OCTOPOXXHO BBOAAT €ro B
obpaseu. PactarusatoT obpasel 40 pa3Mepa ero UCNoNb3yemon AnuHel (ONpeaeneHHo, kak ykasaHo B 8.4)
n HagysaloT 6annoH go 16 kMa (120 mM pT. CT.). M3MEPSAIOT U 3anuCbIBaIOT BHELIHUIA auameTtp Dygy,
okpyrnue 8o 0,1 MM, B YeTbIpEX TOUKaxX, PaBHOYAANEHHBIX APYr OT Apyra no KOHTypy o6pasua.

8.6.5 MpeacraBneHue pe3ynbTaToB

BHyTpeHHUII AnameTp Kaxaoro npoTesa noj AaBfieHNEM JOMKEH ObiTb BbIPaXKEH B MUINIMMETPaX.

BbluncnsioT 3HaueHne BHYTPEHHEro auameTpa noa AasneHneM D, cormacHo dhopmyne:

Dy = Dyaw = (2 tyam)
rae Dy —M3MEepeHHOe 3HaYEeHNEe BHELUHErO AMaMeTpa HagyToro npotesa, Mmm;
tyom — 9TO U3MEPEHHOE 3HaYEHNE TOSNLUMHBI CTEHOK MPOTE3a, MM.

3anucbiBaloT 3HaYEHME BHYTPEHHErO AnaMeTpa noj AaBfieHUeM.

8.6.6 OTyeT 06 UCNLITAHUAX U AONONTHUTENbHAA UH(OpMaLUA

OT1yeT 06 UCNBITAHMAX AOJDKEH BKIIOYATb MCMONb3yEMbIi METOL W3MEPEHUS, CpeaHee 3HAYeHue M
CTaHOapTHOE OTKIIOHEHUEe W3MEPEHHOr0 BHYTPEHHEro auaMerpa o6pasuoB NpoTe30B MoA AABMEHUEM, a
TakXke AaHHbIe cornacHo 4.9.1.

HdomkHa OblTb yKasaHa AONOMHUTENbHAaA WHMOPMauuUs, BKAKOYAA 4UCNO HaAOMNIOAEHUW U AAHHbIE
cornacHo 4.9.2.

8.7 OnpeaeneHune TONWMUHbI CTEHOK (NpoTe3bl kateropun A)

8.71 MpuHumMn

[laHHOe uCMbITaHMe NpeaHa3HaA4YeHO ANA ONpeaeneHus TOMWMHLI CTEHOK NpoTe3a B HEHArpPy>XeHHOM
COCTOSIHUW UMK C MUHUMATLHOW| Harpy3sKkomn.

8.7.2 Annaparypa

Mcnonb3yemas annapartypa AOMMKHA BKNOYATb:

a) MUKPOCKON C KanuOpoBaHHbIM OKYMSIPOM WMNU C BEPHLEPOM U BU3UPHOW CETKOM Ha OKynspe C
NOrpeLUHOCTbI0 u3MepeHnsi He Gonee 5,0 MKM, ¢ NPsIMbIM MK AN EPY3HLIM OCBELLEHUEM;

b) unu kanubp aAns uaMepeHusa TONWMHbI NpU NOCTOSIHHOW Harpy3ke, kak onpeaeneHo 8 UCO 5084, ¢
nnowagbio onopel He meHee 0,5 oM u Aasnenuem 981 Ma (10 r-cm’z);

C) KanuMbpoBaHHbIN AaTYUK ANS M3MEPEHUst TOMWMHLI C NNoWwaabid W AaBNEHWEM Onopbl,
COOTBETCTBYIOLLMMU UCTILITYEMOMY OOpasLly.

8.7.3 OT160p ob6pasuoB

Ot60p 06pa3LoB crneayeT NPOBOAUTbL B COOTBETCTBUM C pa3fernom 7.

8.74 Mopaaok ucnbiTaHui

[na onpeaeneHnsa TOMWWUHLI CTEHOK CrieayeT UCNONb30BaTb OAWH U3 ABYX METOAO0B, NPUBEAEHHbIX
HUXE.

8.7.41 OnpegeneHne TONLWMHBLI CTEHOK C NOMOLLbIO MUKPOCKONa

C NOMOLLbIO OCTPOro Ne3BMsi BbIMOSIHAIOT MOMepeYHblii pa3pe3 obpasuya npotesa M nomeLaroT
UCnbITyeMblil 06paseL Ha CTONMK MUKPOCKONA Tak, YToObl pas3pe3aHHblii koHeL Gbln NePNeHANKYAPHO K OCH
MUKPOCKONA, @ UCTOMHUK CBETA pacnonioxeH Obin cBepxy. Mcnonb3ya Likany okynspa unu BUSUPHLIE NIMHUK
U BEPHbEP, USMEPAIOT TONLUHY CTEHOK.

BbINOMHSAIOT Kak MUHUMYM YeTblpe U3MepeHUs ANst KaXKA0ro UCnbITyemoro obpasua.

3anucbiBaloT OTAeSNIbHblE W3MEpPEeHUS TOMWMHBI CTEHOK W BBLIMUCASAIOT CpeJHee 3HayeHue u
CTaHAapTHOE OTKIMOHEHME 3HAaYeHUi Ans Ka)xaoro obpasua nportesa.

Ona 6uonornyeckux cocyamucrteix TPyOok obnactu u3aMepeHus AOIDKHbI BKMIOYaTb Camble TOHKWUE W
caMble TONCTbIe 06nacTn CTeHOK UcnbiTyeMoro obpasua.

8.74.2 OnpeaeneHne TONLWMHbI CTEHOK C MOMOLLIbIO KAanNUMBPOB C NOCTOSAHHOW Harpy3Kou

MpoBoasAT ucnbiTaHus, kak onucaHo B MCO 5084, ucnonb3yst kanubpbl Ans onpeeneHusi TOMNWMHbI
NpwW NOCTOAHHOW Harpyske.

BbINOMHAOT Kak MUHUMYM YeTblpe M3MepeHUs ANsi KaXKaoro ucneiTyemoro obpasua.

3anucbiBaloT OTAENbHbIE W3MEpPEeHUS TOMWMHBI CTEHOK W BbLIMUCAAIT CpPeJHee 3Ha4YeHne wu
CTaHAapTHOE OTKIMOHEHWE 3HaYeHWi Ans Ka)xaoro obpasua nporesa.

8.7.5 MpeactaBneHne pe3yrnbTaToB

TonwmHa CTEHOK J0IKHA ObITh BbIpaXKeHa B MMKPOMETPaXxX Uin MUMMUMETPaXx.
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8.7.6 OTyeT 06 McnbITaHNAX U AONOAHUTENbHAA UHopMaLns

OT4yeT 06 UCMbITAHUAX AO/DKEH BK/OYATb HOMUHA/IBHYIO TOJWMHY CTEHOK, CpefHee 3HayeHue U
CTaHOapTHOE OTK/IOHEHWe W3MEepPEeHHON TO/LWMHbLI CTEHOK, Obliee cpefHee 3HauyeHWe W cTaHgapTHoe
OTK/IOHEHME A1 pe3y/bTaToB A1 obpasuya npoTesa, a Takke AaHHble cornacHo 4.9.1.

JomkHa ObITb  yka3aHa [ONoNHWUTENbHaA wMHAoOpMauWs, BkIYas AeTain  UCNOoJb3yemMoro
N3MepUTENBLHOrO 060pyA0BaHUA 1 AaHHbIe cornacHo 4.9.2.

8.8 OnpegeneHne NPoOYHOCTU yaepXaHua H1UTK (NpoTes3bl kateropuu A)

8.8.1 MpuHUKnn

JaHHoe ucnbiTaHve npefHasHayeHo 418 onpeAeneHus Cwuibl, He06XoAMMOl AN BbITATMBAHUSA HUTU
13 npoTtesa uan 4515 NOBPEeXAEeHUA CTEeHKN npoTesa.

8.8.2 Annapatypa

CneflyeT MCMonb30BaTb pPaspbiBHYHO MaluHy, 060pyLOBaHHYO COOTBETCTBYOLWMUM AATYUKOM
HanpsHkeHns 1 COOTBETCTBYIOLIMM MeXaHM3MOM 3axBara, Kak Nokas3aHO Ha pucyHke 11. BbiGupatoT HUTb,
HaCTONbKO 6AM3KYI0 MO pasmepy K TUNUYHbIM KIUHUYECKUM WHCTPYMEHTaM, HAaCKOMbKO BO3MOXHO. HuTb
JO/MKHA OblTb A0CTATOYHO MNPOYHOW, 4YTOOLI ee MOXHO OblI0 NPOTAHYTbL 4Yepe3 MpPoTe3 U He nopsaTtb
(M3roToBNEHHasA, Hanpumep, 13 NOJMMPONUIEHa, NON3CTEPa WU HEPXABEKLWER CTanm).

8.8.3 OT160p 06pasLoB

OT60p 06pa3LoB cnegyeTt NPOBOAMTL B COOTBETCTBUM C pasgesniom 7.

8.8.4 MopAfoK NCNblITaHWA

[ns npoTesoB, YCU/IEHHbIX, Hanpumep, BHELUHEl CeTKOW, ecnu YyCuU/eHne He npefHasHadyeHo Ans
BK/IIOYEHMSA B aHACTOMO3, YCU/IEHNE He c/ieflyeT BK/YaTb B 06/1aCTb NPOXOXAEHUA HUTW.

1- cocyaucTblli NpoTes; 2 - BEPXHSAS YacTb ckoca; 3- cuna;
4 - HWXHASA YacTb OTKOCA; 5- HUTb; 6- 3aXUM
PucyHok 11 — Cxema ucnbiTaHWs Ha NPOYHOCTb yAepXaHusa HUTK. Bug cboky

8.8.4.1 MopsLoK UCNbITaHUIA NPV NEPNEHANKYNAPHOM pa3spese

MpoTe3 paspesaloT NepneHAuKyIspHO K MPOoAoNbHOW ocu. Ecnv npoTtes rodypupoBaH, KoHel npotesa
Heob6X0AMMO akKypaTHO pacTAHYTb, 4TOObl yAanuTb CKnagku. HuTb BCTaBAAIOT Ha PaccTofsHUM 2 MM OT
KOHUA pacTsaHYTOro npotesa yepes ofHY CTEHKY npoTe3a A1 hopMUPOBaHUA NOYNeT/IN. BbITATMBaOT HUTb
CO CKOpOCTbI0 OT 50 A0 200 MM MUH"L 3anucbiBalT cuny, HEO6XOAUMYIO ANSA BbITATMBAHWUA HUTU M3 NpoTesa
WA BbI3blBAIOLLYIO MOBPEXAEHWE CTEHKM MpoTe3a, a Takke pasmep HUTW. [O/MKHO ObiTb NPOBEAEHO Kak
MUHUMYM TPU UCTIbITAHWA 4118 KaXXA0ro obpasua.

8.8.4.2 MopaAoK UCMbITAHUIA NPU HAKTOHHOM paspese

[MoBTOpAOT uUcnbiTaHWe, Kak onucaHo B 8.8.4.1, Ansa npoTe30oB paspesaHHbiX nog yriom 45° K
npofonbHoii ocu. OfAHY HWUTb MOMELLAT B OCHOBaHWM (BEpXHell 4acTu) cpesa; A41s nocneayrLwmx
UCMbITAHUA HUTb NOMeLatT nof yrnoM + 90° K OCHOBaHWIO U B HWXHel yacTtu cpesa (CM. pucyHok 11).
3anucoiBatoT cusly, HEOOXOAMMYIO [L/1A BbITATMBAHWA HUTW M3 MpoTe3a WM Bbi3biBAKOLWYIO NOBPexXaeHne
CTEHKM MpoTe3a, a Takke pasmep HUTWU. [O/MKHO 6biTb NPOBEAEHO Kak MWHUMYM TPpW WCNbITaHWA A1
Kaxaoro obpasua.

8.8.5 MNpepacTaBneHne pesynbTaTtoB
Cuna fo/mkHa 6bITb BblpaXeHa B rpaMmmax.
8.8.6 OT4yeT 06 NUCNbITAHMAX U A4ONONHUTENbHAA MHOpMaLmMa

OTueT 06 MCNbITAHWSAX JO/MKEH BK/KUATH CpefHee 3HAuYeHUe U CTaHAapTHOE OTKOHEHWE MPOYHOCTU
yAepXaHus HUTK Ans 06pasLoB NpoTesa, TN 1 pasmep MCNosb3yeMoi HUTW, a Takxe fJaHHble cornacHo 4.9.1.
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HomkHa BbITh YKasaHa AONONHUTENbHaA MHopMaums, BKIOYasA Yucno 06pa3sLoB U AAHHbIE COMNACHO
492

8.9 OnpeaeneHue guameTtpa/paguyca neperuta (npotesbl kateropumu A)

8.9.1 MpuHumn

[aHHOe ucnbiTaHMe NpegHa3HavyeHo ANst OnpeaeneHus paguyca Kpusoi, HEOOX0AMMON ANs Havana
nepernba cocyancToro npoTesa.

8.9.2 AnnapaTtypa

Mcnonb3ytoT kanubpbl paguycos B aguana3oHe oT 4 Ao 50 MM ¢ warom 1,5 MM. Takke MoryT ObiTb
MCMonb30BaHbl LUNMHAPMYECKUE Kanubpbl N3BECTHOTO AnaMeTpa.

8.9.3 OT60p o6pasuoB

Ot60p 06pasuUoB cneayeTt NpoBOAUTbL B COOTBETCTBUM C pa3aenom 7.

8.9.4 Mopsaaok ucnbiTaHumn

Paawnyc neperuba, kak 6nmkaiiee 6ornbLiee 3HaYeHne kanubpa, onpeaensioT 40 U BO BPEMS MoAauu
[JaBneHus, ecniv NPUMEHUMO.

Tak Kak Ha yCTOWYMBOCTL K Neperndy MOXET BIUATL JaBMeHWe, NpoTe3bl, HENMPOHULIAEMbIE A1 BOAbI,
cneayeT UCMbITbIBATbL Npu BHyTpeHHeM AaeneHun 100 mm pT. cT. Ecnu Ha napameTpbl nepernba He Bnuset
Temnepartypa, AOMkHa ObITb MCMOSIb30BaHa BOAA KOMHATHOW TemnepaTypbl. KOHCTPYKUMKM, NpoHULIaeMble
AN BOAbl, MOryT BbiTb MCNLITAHbI MPW AABIIEHUKM OKPYXalolen cpeabl. 3anucbiBaloT paguyc kanubpa,
nepBbIM BbI3BaBLUErO Nepernd TpaHcnnaHTara.

O6pasubl nomellaloT Ha kanubp C paguycoMm, He Bbi3biBAOWMM nepernd unmm cyxeHue. Paguyc
Kanubpa CHWKaloT 40 BbisiBEHUS1 HEGOMbLLUIOMO CY>KEHUA unu neperunba.

AnbTepHaTMBHO, ANsi onpeAeneHus paguyca nepernba mMoryT ObiTb MCNOMNb30BaHbI LIUMUHAPUYECKUE
kanubpbl. 310 peanusyeTcs hopMUPOBAHMEM METIIM U3 UCMbITATENBHOIO 00pa3ua U 3aTArMBaHUEM KOHLIOB
o6pasua B NPOTUBONONOXHbIX HANPABMEHWUAX ANA YMEHbLUEHUs NeTnu Ao obHapyxeHus nepernba. BHyTpb
neTnu noMeLLaT UMNUHAPUYECKMI A Kanmbp COOTBETCTBYIOLLErO pasmepa Ans M3MepeHus paauyca

nepernoa.
8.9.5 MpeacraBneHne pe3ynbTaToB
Pagwnyc neperu6a BbipaxatoT B MUIINIMMETPaXx.
8.9.6 OTyeT 06 UCNBITAHUAX U AONOSTHUTESNIbHAA UH(OopMaLmA

OTyeT 00 WCMbITAHUAX AOMKEH BKMIOYaTb CpeaHee 3HayeHWe U CTaHOapTHOe OTKMOHEeHue paauyca
nepernba o6pasLoB NPOTE3a, YCIOBUA UCTILITAHWI — TEMNEPATYPY U AaBMEHUE, a TaKKe AaHHbIE COrnacHo 4.9.1.

OomxiHa OblTb yKasaHa AomnonHuTenbHas WHopmauus, BKMOYAA 4ucno obpasuoB M MeToa
WCMbITAHWUA, a TaK)Ke AaHHbIE COrnacHo 4.9.2.

8.10 OnpegeneHne AMHaAMUYECKOW NOAATIIUBOCTH (NpoTe3bl KaTeropuu A)

8.10.1 MpuHumMn

HdaHHas npoueaypa KpaTko OMUCbIBAET MeTOAbl MW3MEPEeHUA AMHaMU4YecKoW noAaTIUBOCTU
COCYyAUCTOro MpoTe3a B OKPY>XHOM HarnpasneHun. OTO peanuayeTtcsi M3MEepPEeHWEM U3MEHEHUS auameTtpa
(Mnu NpsIMbIM M3MEPEHUEM U3MEHEHUS OOBLEMA/ANMUHBLI U BbLIYUCMEHWEM AMaMeETpa) Npu AUHAMUYECKOW
LMKNMYECKO MOoAenbHOW Harpyske cocyga. B npuHuune, npote3 JOmKeH ObiTb MCMbITAH B YCMOBMSIX,
KOTOpPbIE MaKCMManbHO Bnn3kux JOKNMHUYECKON in vivo cpeae.

8.10.2 AnnapaTtypa

Mcnonb3yemas annapartypa AOIDKHa BKIOYaTh:

a) cneymancHble CTEHAbl WU METOAMKY, MO3BOMAIOLLYI0 CO034aBaTk 3a4aHHOE [AWHAMUYECKOE
JaBrieHne BHYTPU NpoTe3a C NOCTOAHHLIM HanpsXKeHWEM (M30TOHUYECKOE UCMNbITaHUe) Unu PUKCUpOBaHHOM
AnNuHbI (M30METpUYEeckoe ucnbiTaHue) npu Temneparype (37 £ 2) °C, paCTAHYTOro 40 MCMNOMb3yeMO ANUHbI.
AnnapaTypa AOJKHA UMETb BOSMOXHOCTb NOAAEPXKUBATE TEeMMepaTypy UCnbITyemoro obpasua u pacteopa
Ha ypoBHe (37 £ 2) °C.

Mpumep annapaTtypbl C WUCNONb3OBaHWeM GanmnoHa nmnokasaH Ha pucyHke 10 u  BKmo4vaer
uunuHapuyeckuii 6annoH auaMmeTpoMm He meHee 1,05 OT HOMMHaNbLHOrO AWameTpa M3MepPsSeMOoro nporesa
noa aaeneHvem npu aasnedumn 16 kMa (120 mm pt. c1.). JaHHbIA 6annoH ogeBaloT Ha LWUMMHAPUYECKYIO
onpasKy, HaubonbLMI AUaMETP KOTOPOM (MCKMoYan SnemeHTbl, uKeupylowme 6anmnoH) He npeBbillaeT
0,95 OT HOMWUHamNLHOrO BHYTPEHHETO AUaMETPa B HEHArPYXEHHOM COCTOSHUM;

b) ycTpoiicTBO ANA U3MEPEeHUs AaBMIEHWUA, TAKOE KaKk AaTyuK, CnocobHoe usmepsTb AUHaMUYEcKoe
aaeneHue go 26,7 kMa (200 mm pT. CT.) ¢ To4HOCTLIO £ 0,3 KkMa (£ 2 MM pT. CT.);

C) YCTPOWCTBO, CNOCOOHOE U3MEPSATb AMamMeTp C TOYHOCTbIO £ 0,02 mum;

d) annapatypa fOmKHa UMETb BO3MOXHOCTb MPSAMOTO U3MEPEHMS UBMEHEHUS AuameTpa B HECKOJbKMX
06nacTsix Ha ucnbITyemMom obpasue Unm BO3ZMOXHOCTb U3MEHEHUs1 06bemMa BHYTPW NpoCBeTa U U3MEHEHUs
[ANWHBI, TEM CambIM, NO3BOSIAA BbIYUCIUTE CPEAHUI AMaMeTp.
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MpumMevaHune — [Ina MMNNaHTaToB, BLINOSIHEHHLIX M3 GMONOrMYeckUx matepuanoB, 06beMHbLIA MeToa,
KOTOPbIA A@eT CPEAHIOI0 NOAATNNBOCTL He NOAXOAMUT U3-3a CyLLeCTBEHHOI Buonornyeckoi BapuabenbHOCTH.

€) UCMbLITAaTENbHOW  XXMAKOCTbIO  AOIKHA OblTb  AMCTUNNMPOBAHHAs BOAA, OAHAKO, MOryT
MCNONb30BaTLCA anbTEPHATUBHLIE PACTBOPbI, €CMN 3T0 060CHOBAHO.

8.10.307160p oOpa3uoB

Ot6op 06pa3uyos cneayet NpoBOAUTbL B COOTBETCTBUM C Pa3fernom 7.

8.10.4Mopanok ucnbiTaHUM

MpumeHsaI0T cneaylowmii NOpSA0K MCNbITAHUN:

a) ANUMHA UCNLITYEMOIO CEerMeHTa AomkHa ObITh BonbLue AnameTpa He MeHee yem B 10 pas;

b) ucneitanme cnegyer npoBogutb npu Temneparype (37 + 2)°C, ecnum He 000CHOBaHO
MCNONb30BaHWE anbTepPHATMBHOW TEMNEPATYpbI;

C) K UCMNbITYEMOMY CEIMEHTY NMPUKNAaAbIBaOT NPOAOSbHYIO NPeABapUTESNbHYIO HArpy3ky B Auana3soHe
o1 0,294 no 0,588 H (4t0 cooTBETCTBYIOT AMana3oHy ot 30 ao 60 r);

d) ecnu paguyc BbIMUCIIAIOT HA OCHOBaHUM U3MEHeHUst obbema, A0 noaadM AaBrneHus Heobxoaumo
BbINOJSIHUTL U3MEPEHUS HAYANbLHOTO BHYTPEHHETO AMaMeTpa U AnuHbl. [ng 06beMHOro MeToaa BbIMUCHAIOT
Ha4yarnbHbIN 06BLEM NPOCBETA, UCMOMb3YA HAYanbHbIW BHYTPEHHUIW AUaMETP U HAYanbHYyIO AMMHY 06pa3ya;

€) NnoAaloT UMKIMYECKOe AaBfieHWE Ha UCMbITyeMbit obpa3sel co ckopoctbio (60 + 10) ypapos B
MUHYTY. [1NA OUEHKM HENUHEWHOro xapakrepa paboTbl o6pa3ua UCnbITaHMsA AOMMKHBLI ObITb NPOBEAEHBI NPY
Tpex aAuanasoHax uameHeHusa aaenenus: ot 7 o 12 kMa (ot 50 go 90 mm pt. c1.), 0T 10,7 Ao 16 kMa (ot 80
A0 120 mMm pt. ¢1.) n ot 14,7 go 20 klMa (ot 11 go 150 mm pT. CT.).

8.10.5MpencraBneHue pesynbTaToB

a) Ecnu uamepseTca HenoOCPEeACTBEHHO BHELUHWW AWAaMeTpP, TO BHYTPEHHMIA paguyc MOXeT ObITb
BbIYMCIIEH, KaK

Ro = (DJ2)-,

rae R, — BHYTPEHHWIA paauyc noj AaBneHnem;

Dy — n3MepeHHbIN BHELWHUIA AnameTp NoA AaBNeHUeM;
t — TOnLMHa CTEHOK COCYAUCTOro npoTesa.

MpuMmedvyaHne — Y OUONOTMYECKUX MPOTE30B TOMWMHA CTEHOK MOXET CYyL|EeCTBEHHO W3MEHATbCA C
AasrneHuemMm. Ecnu cTeHKkun siBnsitoTes HeCXUMaeMbIiMU, UX ToNWKUHa NpuU nobom AaBNeHUn MOXeT ObITb BblYUCIIEHa C
Ucnonb3oBaHMeM N30OBONTIOMETPUYECKOro gonyLeHNA.

b) Ecnu namepsaoTca 06bem 1 anuHa, TO paguyc noa AaBneHWEM ANA ONpeaeneHHOro auvanasoHa
[AaBreHuit JOIHKHA ObITb BblMMCINEHA HA OCHOBaHUKM 0ObemMa U ANUHbI.

¢) Korga BHYTpeHHMIi paguyc B OnpefdeneHHOM Auana3oHe AaBfeHW BbiMUCAEH, NOAAaTNMBOCTL B
OKPY>XHOM HanpaBneHUN MOXET ObITb NONy4YeHa No crneaytowen dopMyne:;

Ron— Rl I R
( P2 F"] p1xm4
Pz — B

% noaaTnuBOCTb =

rae pi — HWKHEE 3HaYeHue JaBreHus, MM pT. CT.;
P> — BEPXHEE 3HAYEHUE AABNEHUSA, MM PT. CT.

MoaaTnMBOCTb B OKPY>XHOM HanpaBfeHUU, BEIYUCIIEHHYIO KaK YKa3aHO BbILLE, BbIPAXAlOT B NPOLEHTax
n3meHeHusa guametpa Ha 100 mm pT. CT.

8.10.6 OtyeT 06 UCnbITaHUSX U AONOMHUTENBHAA UHAOPMaLMA

OT1yeT 00 UCMbITAHMAX OOSDKEH BKMIOYAaThL OTAENbHOE CpefHee 3Ha4YEeHUe U CTaHAapTHOE OTKIOHEHUE
U3MEPEHHON NOAATMMBOCTU B KaXKAOM AManasoHe AaBneHuii, obliee cpefHee 3Ha4YeHue W cTaHOapTHoe
OTKIOHEHWe noAaTnuBoCTK oBpasiuia NpoTe30B, a TaKKe AaHHble cornacHo 4.9.1.

HormkHa ObITb yKkaszaHa AONOMHUTENbHASA MHAOPMALMSA, BKIOYAs UCMNOMNb3yeMbIi METOA UCTLITaHUS U
AaHHble cornacHo 4.9.2.

9 In vivo pOKNMMHUYECKUEe N KIMHUYECKNEe MeToAbl UCMNbITaHUA COCYAUCTBIX
npoTe3oB

9.1 lMopsagok ucnbiTaHUM, COOP AAHHbIX U aHanu3 AaHHbIX NPU in Vivo OOKIUHUYECKUX
uccrnenoBaHUAX Ha NTa6opPaTOPHbIX KKUBOTHbLIX

9.1.1 OO0wWure NonoXxeHus

[JaHHble ncnbiTaHMs NpegHasHa4eHsbl Anst cbopa u aHanusa AaHHbIX UCCMNEefOBaHMWIA HA XXUBOTHbLIX ANs
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OLEHKM BO3MOXHOCTM MpOTe3a noaAepXuBatb U3NONOrMYECKY0 YHKUMIO NpU  UCMOMNb30BaHUN B
COCYAUCTOW CUCTEME U AN ONPEeAeneHna peakumum peununuenTa, u oteeTa npoTeaa.

9.1.2 MpoTokon ncnbiTaHnA

Mpu BBIOOPE XMBOTHOI MOAENN HEOBXOAMMO YYMTLIBATL NpeanonaraeMoe KNMHUYECKoe NpUMEHEHNE
1 BUoONOrMyeckne xapakTepucTuku XXMBOTHOro. MNpu BbiIGOpe COOTBETCTBYIOLWIEH XXMBOTHON MOZENM TaKXe
HeobxoauMO 00paTUTL BHUMaHWE HA npeanonaraemyio Anuny (bi) u auameTp (bl).

CneuuanbHblii BONPOC UAM PAA BONPOCOB, HA KOTOPLIN JOIDKHO OTBETUTL UCCNEAOBAHUE, AOIMKEH
ObITb ONpeaeneH 3apaHee (T.e. 40SKHbI GbITb YETKO NOCTaBMEHbI Lienu). 3T BONPOCHI A0MKHbI ONPeAEnsTh
COOTBETCTBYIOLLME U3MEPSIEMbIE KPUTUHECKME NapaMETPbI.

9.1.3 COop JaHHbIX

Ona Kaxg@oro >KMBOTHOTO, KOTOPOMY WMMMNMAAHTUPYIOT NpoTe3 Ans  Kakoro-nmbo  KIMHUYECKOTO
NPUMEHEHUS, AOIDKHbI ObITb 3apPErMcTpUpOBaHbI, NO MEHbLLUEN Mepe, Creaylome AaHHbIe:

a) ngeHTudunKaLma XXMBOTHOrO;

b) [00nepaLnoHHbIE JaHHbIE:

1) non n macca;

2) npoBepka COOTBETCTBYIOLLEr0 COCTOAHUA 340POBbLS;

3) nNpMHUMaeMble nekapcTea (HanpuMep, aHTUGUOTUKK C LENbIO NPOUNAKTUKK);

c) onepaunoHHbIE AaHHbIE:

1) jara npouenypsl;

2) XUPYPT, BbINOSHAIOWMUIA UMNAAHTALMIO,

3) OnMcaHume XUPYpPrudeckoi npoueaypbl, BKAIOYAA TUM MNPOKCUMMAnNbHOTO W AUCTaSNbHOrO
aHacTOMO30B, a TaKkKe OnKanwmin NocneonepaLuoHHbIN yxoa, BkNoYasa Nobble OTKIOHEHUsI OT NPOTOKONAa
NCCneaoBaHunm,

4) NAEeHTUPUKALMOHHBIA HOMEpP NpoTe3a;

5) AnMHa 1 AuameTp npoTesa in Situ,

6) HeGnaronpusaTHble COOLITUA B X0A€ onepaLumn (Hanpumep, TPaHCMyparnbHOE KPOBOTEYEHHE);

d) nocneonepauuoHHbIe AaHHbIE:

1) NpMHUMaeMble NEKapPCTBA, BKMIOYAA T€, KOTOPbLIE BAUAIOT HA KOArynsiLmio;

2) oLieHKa NPoXoAMMOCTH, METOA U AaTa;

3) HeGnaronpuATHblEe COOLITUA, AaTa NPONCLLECTBUSA, TEPanua, pesynbTar;

4) noBble OTKNOHEHUS1 OT NPOTOKONA;

e) OKOHYaTENbHbIE JaHHbIE:

1) OLleHKa NPOXOANMMOCTH, METOA;

2) OLIEHKa NaTomnorMM aKCNNaHTUPOBAHHOIO NpoTe3a

914 OTYeT 00 UCNLITAHUAX U AONONHUTENbHAA UHPOpMaLMA

OTyeT 06 ucnbITaHMAX AOJDKEH BKIIOYaTb Cneayowee:

a) NPOTOKOI UCTILITAHUS;

b) o6ocHoBaHuWe BbIOOpa cneayioLLero:

1) BWAA XXUBOTHbBIX;

2) o6nactu umnnaHTauuu;

3) CcnocoboB KOHTPONS;

4) MET0Aa OLEHKM NMPOXOAUMOCTH;

5) MHTEpBarnoB HabnoaeHus;

6) pa3smepa BbIOOpKU (T.€. YMChna XXMBOTHLIX U UMMNANAHTATOB);

©) CYMMapHble pe3ynbTarbi:

1) yYeT XXMBOTHbIX, BKINOYash 000CHOBAHUA UCKIIOYEHNA AaHHbIX;

2) 3Ha4YeHUs NPOXOANMOCTH;

3) HebnaronpusitHble CoObITUS;

4) MHEHUWe uccnegoBaTerns 0 XxapakTepucTukax yaoocrea obpalueHus;

5) CyLLIEeCTBEHHbIE U/UNKN OTHOCUTENbHbLIE OTKNIOHEHUSA OT NPOTOKONA;

6) cymmapHasi MHhopMaLusi 0 NaTonorusx, BKNoYas xapakrepHole dororpadum 1 MUKPOCHUMKM;

7 CpaBHeHWe pe3ynbTaToB UCMLITATENBHON U KOHTPONBHOW rPynnbl;

8) BbIBO/bl U3 UCCIIEA0BAHUS;

9) CyMMapHbI€ flaHHble 0 npoLleaypax NPoBepku.

9.2 CxemMa ucnbiTaHUIi, COOP AaHHLIX U AHANU3 AAHHbIX NPY KITMHUYECKOWN OLIeHKe

9.21 OO me NONOXeHust

C6op 1 aHanu3 A00NepaLMOHHBIX, ONEPALMOHHBLIX U NOCIIEONEPALIMOHHBIX AAHHLIX B X0A€ HavanbHOM
KAMHMYECKON OLIEHKM HOBBIX MPOTE30B MU HOBOFO KITMHWUYECKOTO NPUMEHEHUA NPOTE30B ANA onpeaeneHus
KpaTKOCPOYHOM 6€30MacHOCTM U 3¢pEKTUBHOCTU A0 BbINYCKA HA PbIHOK.

33



rocTP UCO 7198—2013

9.2.2 MpoTokon ucnbiTaHUA

CneuunanbHblii BONPOC WMW psf, BOMPOCOB, HA KOTOPbIM AOMKHO OTBETUTbL MCCneaoBaHue Ans
AeMoHcTpauumn 6e3onacHoCTU M aEKTUBHOCTH, AOIDKEH OblTb OnpeaeneH 3apaHee (T.e. AOIKHbI ObiTb
YETKO MOCTaBMEHbl Lienu). 3TU BOMPOCHI AOIMKHbLI ONPeAensiTb COOTBETCTBYIOLLME NU3MEPAEMbIE KPUTUYECKUE
napameTpbl U BKIIOYATb OnpeAeneHne ycnexa unu otkasa aAns Kaxaoro KpuTu4eckoro napamerpa.

[omkHbl ObITh YETKO OnpeaeneHbl KpuTepun Bbibopa U UCKNIOYEHUS NauueHToB. Kputepun AomiHbI
onpeaensATb LENeByl0 nonynauuio (T.e. nuu, ANSA KOTOPbIX NPeAHa3Ha4YeHO YCTPOMCTBO) U AOCTYMHYIO
nonynsiuumio (T.€. NuL, KOTOPbIE COrMacHbl MPUHMMATL yyacTue B uccneaoBaHusx). MNpu BbiGope cyGLEKTOB
AN MUHUMKU3aLUUK TPeHAa He0BX0AMMO UCTONb30BaTb ANMMAEMUONOTMHYECKUIA NOAX0A.

9.23 COOop AaHHbIX

[Ona kaxagoro mauyueHTa, KOTOPOMY WMMMMAHTMPYIOT NPoTe3, AOMkHa ObiTb 3aperncrpupoBaHa, no
MeHbLLEN Mepe, cneayioLas uigopmayus:

a) MAEHTU(PUKALMOHHBbIE AaHHbIE:

1) naeHTUMKaLUms naynenTa;

2) Non u aara poXXaeHus:

3) (hamunus, uHUUManbL cneymanucra;

4) HaUuMEHOBaHME UHCTUTYTA;

b) AoonepauuoHHble AaHHble (0T 0 40 25 aHel A0 onepauyun):

1) chakTopbl pUCKa, TakMe Kak runepteHsus, avaber, runepnunuaeMus, TabakokypeHue, OXXMpeHue
n mobble apyrue pakTopbl PUCKA, Kacalowmecsi CepaeyHO-COCyAUCTON CUCTEMbI, a TaKkke cnocobbl
MHTEHCHUBHOIO M TEKYLLIEro nevyeHus;

2) OTYET O MpeAbiAyLMX COCYAWUCTBIX  BMELATenbCTBax, BKNIOYMas  HeXupypruyeckue
BMELLATEeNbCTBA, a TaKkke 00 UMMIAHTauuM COCYAUCTLIX NPOTE30B;

MpumMeyaHue —[Ina apTepuoBeHO3HbIX aHACTOMO30B OTHET JOSIKEH BKOMATb OTHET O NpeablayLunX
WyHTax Ansa gvanusa. Hanpumep:

- Martepuar;

- obnacTtb 1 3aTparMBaeMble COCybl aHACTOMO3a;

- parta uMnnaHTauumm;

- yacrtoTa ncnonb3oBaHus;

- pata (aatbl) U TUN PEBU3UMU,

- parau Buj oTKasa;

3) CpOYHOCTb BMeLlaTenbCTBa (T.€. 9KCTPEHHOE UK NNaHOBOE);

4) nokasaHua AN npoueaypsl;

5) KpuTepuu AUarHOCTUKM:

- KMUMHM4Yeckas oueHka (HanpumMep, HEMHBA3UBHAsI reMOAMHaMMYeCcKasl OLieHKa);

- obbekTMBHas oueHka (Hanpumep, KT-CkaHupoBaHue, MarHUTOpPe3OHaHCHasA Tomorpadus,
ynbTPa3ByKOBOE UCCrefoBaHue, aHrnorpacus, gynnekcHoe [JonnepoBckoe NccneaoBaHue).

M punMeyYaHne — ,D,J'Iﬂ apTepUOBEHO3HbLIX aHacTOMO30B 00beKkTMBHaA OLeHKa MOXeT He NoAXOAUTb,

c) onepaunoHHbI€ AaHHbIE:

1) dhamununa, nHuyuansl Xmpypra;

2) Jara npoueaypsl;

3) UOEHTUMPUKALIMOHHBIE AaHHbIE NMPOTE3a, BKMOYAs MAEHTUUKALMOHHLIA HOMED, KOHAUTYpaLUIo
(kak MOCTaBMAETCA, a TAKKE KakK UCMNOmNb3yeTcs, CIIM OHU OTNMYAIOTCSA), U AUaMETP;

4) UaeHTUMUKaLMSA eCTeCTBEHHOro cocyaa (COCyAoB), KOTOPbIM NoaBepraetca obpaboTke unm
NONOXEHUS NpoTe3a apTEPUOBEHO3HOIO JOCTYNA;

5) JaHHble 06 aHacTomo3e [Tun (Hanpumep, CTbIK KOHLIOM K KOHLY, NMONOXeHue, ANMHa, pasMep u
mMarepuan HUTW, TUM CTPOYKM (HampuMep, HempepbiBHAas, npepbiBalowaaca, oba Tuna), ceeaeHuss o6
yKpenneHuu];

6) ANWHA UMMNNAHTUPYEMOTO NPOTE3a;

7 JaHHble, Kacawwueca npoueaypbl (Hanpumep, MNOMOXEHWE, PEeMMNNaHTauus OTBETBEHUN,
BCMoMoOraTenbHoe KpoBoobpalleHue, AONONMHUTENbHbIE COCYAUCTbIE NPOLEAYPbI);

8) npueM COOTBETCTBYHOLUMX NEKAPCTB;

9) oueHKa yHKUMK npoTesa (HanpumMmep, aHrnorpadus, onnep B xoae onepauun);

10) HebnaronpusTHbie cobbITUS B XoAe onepauuu (Hanpumep, TpaHCMyparnbHOE KPOBOTEYEHME,
paspyLleHue npoTe3a, KPOBOTEUEHUE MO LUBY);

d) nocneonepaunoHHbie AaHHblE ANS apTepuOBEHO3HOro Aoctyna (NepBoe WCMONb30BaHue
npoTesa npu ananuse u crnycrsa 1, 3, 6 n 12 mec. nocne NepBoro MCMNosbL30BaHUA NPoTes3a):

1) narta guanuaa;
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2) 4acTo UCMOMb30BaHUS C MOMEHTA NOCNEAHEr0 HabnaeHUs,

3) COCTOSiHME yyacTka Haa 06nacTbio MMNNaHTaumu,

4) nNpoOXoAUMOCTb NPOTE3a;

5) ananus:

- pasmep u TUN Urn;

- CKOPOCTb TOKa KPOBU (MN/MWH);

- NpPOAOIMKMTENbHOCTL Ananusa (4);

- [JaBfIEHWE B BEHO3HOW NUHUU;

- NPOAOMKUTENBHOCTL CXXaTuUA obnacTtu nssneyeHns Urnbl;

6) CYyMMapHble AaHHble 0 COCYAMCTbIX BMELLATENbCTBAX C MOMEHTA NocrneAHero HabnoaeHus;

7) npueM COOTBETCTBYIOLLUMX NEKAPCTB;

8) HeGnaronpuaTHble COBLITUS;

9) MOBTOPHasA OLEHKa (hakTOPOB puCKa, TaKMX Kak runepTeHsus, auabet, runepnunuaemus,
TabakokypeHue, oxxupeHue u nobele apyrme akTopbl pucka, kacalwLmecs cepaevHo-CoCyanCTol CUCTEMDI,
a TaKke CnocoObl MHTEHCUBHOIO U TEKYLLUEro neyeHus, HeoOXOoAMMO OTMETUTb YMnyullueHue/yxyalLueHue
OTHOCUTENbLHO YPOBHSA A0 onepauuu;

€) nocrneonepaumMoHHble AaHHbIE ANA MOOOro KIMMHUYECKOr0 UCNONb30BaHUA (MPU BbINUCKE UNW
yepes 7 — 14 gHen nocrne onepauun u vyepes 3, 6 n 12 mec. nocne onepauum):

1) fjara Bu3nTa Ana KOHTpons;

2) MOBTOPHAas oOueHKa (PakTOpoB pUCKA, TakKUX Kak runepreHsusi, auaber, runepnunuaemus,
TabakokypeHue, oxupeHue n nobele apyrue akTopbl pucka, kacaroLmecs cepaevHo-CoCyaUCTOi CUCTEMBI,
a TaKKke Crnocobbl MHTEHCMBHOrO M TEKyLLero ne4vyeHusi, HeobXoAMMO OTMETUTb ynydlleHue/yxyaLueHue
OTHOCUTENbLHO YPOBHS A0 ONepauuu;

3) CYMMapHble AaHHble O COCYAUCTbIX BMELIATeNbCTBAX M HE XUPYPrUYECKUX COCYAMCTbIX
npoueaypax, BKIo4ast MUHUMAanbHO MHBA3UBHbIE NMpOLIeAypPbl, C MOMEHTA NOCNEeAHero HabnoaeHus;

4) KnuMHWYeckas oueHka:

- KNMHUYEeckaa oueHka (Hanpumep, HEWMHBA3WBHAA reMoAMHaMuyeckasl OLUeHKa), BKIoyas
nporpeccMpoBaHme cocyaucToro 3aboneBaHus;

- obbekTuBHas oueHka nporesa (Hanpumep, KT-ckaHupoBaHue, MarHuTope3oHaHCHasa Tomorpacus,
ynbTPa3BYyKOBOE UCCrefoBaHue, aHrmorpacdus, gynnekcHoe [JonnepoBckoe CKAHMPOBAHNE) YEPEe3 OAMUH roA.

MpumedaHue —Ecnu oxugalTca HebnaronpusTHele cobbITUSA, AoMmkHa GbITb NpoBEeAEHa COOTBETCTBYOLAs
06 BeKTMBHasA oLeHKa,;

5) npuemM COOTBETCTBYIOLLMX NEKapCTB;

6) HebnaronpusiTHble CoObITUS;

f) [aHHble 0 HEBNAronNPUATHLIX COOLITUAX:

1) onpeaeneHns oCnoXXHeHUN;

2) OCMNOXHEHWeE, fAaTa NPOUCLLIECTBUA, TAXKECTb, NPUHUMAEMbIE Mepbl, PE3yNbTar;

3) [OKyMEHTanoHoe noATBEepXAEHUE BOBIEYEHHOCTM nNpoTesa (T.e. BOBfieYEeH NU PU3UYECKM
npoTe3 B OCMOXHEHUE?);

4) [OKyMeHTanoHoe NoATBepXaeHUe CBA3U C NPOTE30M (T.€. BbI3BAHO N OCIOXHEHUE NPOTE30M,
nauueHToOM Unu TeXHUYeckumu pakrtopamn?), 060CHOBAHHOE NAaTOreHe30M;

9) npekpaLleHne y4yacTus naumeHTa B UCCrneaoBaHnn:

1) aara;
2) YMCMO LenbiX MecALEeB B UCCNeA0BaHuUu;
3) cTaTyc:

- HEeBO3MOXHOCTb HabnaeHUs;

- 0TKa3 npoTesa;

- CcMepTb (BKIOYasi U NPUYUHY CMEPTU, U COCTOSTHUE NpoTe3a).
9.24 OT1yeT 06 UCNbITAHNAX

OT1ueT 06 UCMbITAHUSIX JOMKEH BKNOYaTb cneayioulee:

a) NPOTOKON UCCINEea0BaHUs;

b) obocHoBaHue BbIbOpa cneayioLlero:

1) ob6bema uccnenoBaHus;

2) CcnocoboB KOHTPONS;

3) MeToAa U3MepeHus;

4) NCNONb3YeMbIX CTAaTUCTUYECKUX METOA0B;

c) 0606LLEHHbIe pe3ynbTaThl:

1) y4eT NauMeHToB, BKNOYas 060CHOBAHUSA UCKNIOYEHUS AAHHbIX;
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2) CyLLleCTBEHHbIE U/MNN OTHOCUTENbHLIE OTKIMOHEHWUA OT NPOTOKONA;

3) CyMMAapHbl€ AaHHbIe O NAaUUEeHTax, He 3aBepuunBlLINX uccneaosaHue (BKHIO‘-IaFI, HEeBO3MOXHOCTb
HabnoaeHUsi, CMEPTb UMK SKCNNAHTaLMIO NPOTEe3a);

4) CYMMAapHbI€ JaHHble 0 HEBNaroNnpUATHLIX COOLITUAX;

5) CYMMapHbl€ AaHHble O CMEpPTSX;

6) CyMMapHble AaHHble O NaTOoNIorusX, ecnyu NPUMEHMMO, BKNIOYAA xapakTepHble dotorpacdum u
MUKPOCHUMKM;

7 KO3 PULUMEHTI NPOXOAUMOCTU U KOI(DPULMEHT HEGNATONPUATHBIX COOLITUN;

MpumeyaHune — [na aaHHoro nocrieonepauuoHHOro nepuoga (kak MuHUMyM, 1 rofl), KoadppuLUEHTHI
ZOJDKHBI BBIMUCIIATLCA Kak mpocThle npoueHThl. [ns Gonee nosgHero nocneonepayvoHHOro nepuoga HeobxofuMo
BbIYUCNUTL OLIEHKY cpefAHero koadduumneHta. B otyeTe gomnxeH ObiTb yKazaH NUHeapu3oBaHHbIA KO3MMULMEHT, Kak
yucno cobbiTuii 3a 100 neT Habniogerns nauueHToB. [JomkHa ObiTk BLINMOMHEHA OLUEHKA PUCKOB ANsi BCEX OTMEYEHHbIX
OCMOXHEHWUA (T.e. paHHUX W OTMOXeHHbIX). [ns cosfaHus Tabnuupl Ans oTobpaxeHWs OLeHEeHHOW BEpOATHOCTU
OTCYTCTBMUS OCIIOXHEHWIA B KOHLE KaX40ro BpeMEHHOro UHTepBarna AoMKeH UCMoNb30BaTLCA akTyapHbIi aHanus,

8) CpaBHEHWe pe3ynbTaToB UCNLITAaTENbHON U KOHTPOSILHOW rPYNNbI;
9) BbIBOAbl U3 UCCNEAOBAHUA.
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Mpunoxexnue JA
(cnpaBouHoe)

CBefeHus 0 COOTBETCTBUM CCbINOYHbIX MeXAyHapoaHbIX CTaHAApToOB
HauMOHanbHbLIM ctaHaapTam Poccuitckon depepauvn

Tabnuua JA.1

NCO 14155:1996

O603Ha4YEHUE CCbINTOYHOIO CreneHb O603Ha4YeHne n HauMeHoBaHue
MEeXAyHapOHOIo COOTBETCTBUA COOTBETCTBYIOLLIETO
cTaHaapra HaUMOHAamNbLHOro CTaHaapTa
NCO 472:1998 - *
NCO 2076:1989 - *
NCO 2859-1:1989 IDT FOCT P UCO 2859-1-2007 «CtaTtucrudeckue
MeToAbl. MNpoueaypbl BLIGOPOYHOrO KOHTPONSA
no anbTepHaTUBHOMY Npu3Haky. HacTb 1.
MnaHbl BLIGOPOYHOrO KOHTPONA
nocrneoBaTenbHbIX NAPTUI HA OCHOBE
NPUEMIIEMOrO YPOBHS KQ4eCTBay
NCO 2859-2:1985 - *
MCO 2960:1974 IDT FOCT P NCO 296099 «Matepuansl
TEeKCTUNbHbIe. OnpeaeneHne NPOYHOCTU NpuU
NpOAAaBIMBAHUN U PACTSHKEHUSA
npoAaBnuMBaHMEM METOAOM anadparmbi»
CO 5081:1977 - )
MCO 5084:1977 - *
IDT FOCT P NCO 10993-1-2009 «MN3penus
) MeauumHekne. OueHka 6uonorn4eckoro
UCO 10993-1:1997 OenCcTBMA MEAULMHCKUX u3genuin. Yactb 1.
OueHka 1 nccnegoBaHmsa»
IDT FOCT P UCO 14155-1-2008 «PykoBoACTBO MO

NpoBEAEHUIO KIIMHUYECKNX UCMbITAHUN
MeAUUMHCKUX u3genuii. Yacte 1. OB6wme
TpeboBaHusy

ASTM D 76-93

*

ASTM D 123-94

CTENEHN COOTBETCTBUA CTAHAAPTOB:
- IDT — ugeHTUYHbIE CTaHAaPThI.

MpumMmevyaHue — B HacToAwen Tabnuue UCNONb30BaHO Creaylollee ycrnosHoe 0603HayYeHne
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Y[K615.477:006.354 OKC 11.040.40

KrnioueBble CnoBa: HeaKTUBHbIE XMPYPrMYeckue WMMnaHTaTtbl, TpeGoBaHus, cepaevHo-cocyaucTas,
XWPYPrusi, KPOBEHOCHbIE COCYAbI
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