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[lpeaucnoBue

LlennunnpuHumnel ctTaHgapTusauum B Poccumnckon PegepaummyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHin», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUSAY

CBeneHNnAa o ctaHaapTe

1 PASPABOTAH ®eaepanbHbIM rocygapCTBEeHHbIM yupexaeHunem «PegepanbHoe OHOPO Meguko-
coumanbHoun akenepTusbl» (PIy « P6MCO»)

2 BHECEH TexHun4yeckum kommutetom no ctaHaaptusaumm TK 381 « TexHndeckne cpeactea aAns MHBa-
nMaoB»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE [MMpukasom PenepanbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHunio nmetponorun ot 17 ceHtadps 2010 . Ne 249-ct

4 HacTtosuwmm ctaHaapT paspaboTtaH no 3akaszy MMHUCTepPCTBA 34paBOOXPaHeHNs 1 CoLMansHOro pas-
BUTUA Poccuinckon depepaumn B pamkax doegepanbHoOU UeneBon nporpammbl «CounanbHas nogaepxka
nHeannaos Ha 2006—2010 roakl», yTeepxaeHHouM [NoctaHoBNeHUeM [paButensctea Poccunckomn ®egepa-
L oT 29 nekadbpsa 2005 . Ne 832

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekcm UaMeHeHUU U rornpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX yKalzamensx « HayuoHanbHbele cmaHOapmeiy. B cniydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXkeMeCsIHHO U30asaeMoM UHpopMaylUoOHHOM yKkazamerne «HayuoHarnbHble cmaHOapmeily. Coomeemcmey-
fowas UHgbopmayus, yeeooMrieHue U meKkcmaei pasMelaromcs makxe 8 UHpopMayUoHHOU cucmeme obuieao
rob308aHUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea o mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsiozauu e cemu MIHmepHem

© CtaHpgapTuHdopm, 2012

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

NMPOTE3bl HWXKHUX KOHEYHOCTEW

TexHUu4yeckue TpeboBaHUA

Prostheses of lower-limb.
Technical requirements

[aTta BBegeHna — 2011—10—01

1 Obnactb NpMeHeHUA

HacTodawun ctaHaapT pacnpocTpaHdaeTca Ha npoTesbl HUKHUX KOHEeYHOCTEeN MHAUBMAYaNbHOro Ha3Ha-
YeHus (Qanee — NpoTeskbl), NpeaHasHavYeHHble Ansi nonb3oBaTtenen maccon ot 45 ao 125 kr, npmn Ntodbom ypoB-
He amnyTaunn 1 BpOXXAeHHOM HedopasBUTUN HWXKHUX KOHEYHOCTEeW No TUNYy KynbTW UMK npoaonbHoOU doopme
HeJopa3BUTUS C BblpaXXeHHbIM YKOPOYeHNEeM CETMEeHTOB.

CTaHaapT He pacnpocTpaHsaeTcs Ha NpoTesbl ANl AeTen U crneuuarnbHble NpoTesbl (CNOPTUBHBLIE, pabo-
yme, y4eOHO-TPEHNPOBOUHbBIE).

2 HopMaTuBHbIE CCbINKN

B HacTodwemM cTaHgapTe UCNONb30BaHbI HOPMAaTUBHBIE CChINKA Ha creayiolmne ctaHaapThl:

[OCT P NCO 10993-1—2009 Ws3agenua megunumnHckme. OueHka BUMoNorm4eckoro AencTeUa MeauLinH-
ckux usgennin. Hactb 1. OueHka nuccneaoBaHUS

[OCT P NCO 10993-5—2009 Wzagenua megnumnHckme. OueHka DMoNorm4eckoro AecTemUs MeauLinH-
cKUX n3gennn. Hactb 5. lccneaoBaHna Ha UWATOTOKCUYHOCTL: MeToabl in vitro

[OCT P NCO 10993-10—2009 Usagenua meauunHckme. OueHka BUMoNorndyeckoro AencTtemga meam-
LUHCKnX nsgenun. Yactes 10. iccneaoBaHus pasgpa)arLwero h CEHCUbMNU3npyroLlero 4enMcTBus

[OCT P NCO 22523—2007 TpoTes3bl KOHEYHOCTEN N OPTE3bl HApPYXKHbIE. TpeboBaHUS U MeToabl
MCNbITaHUI

[OCT P 51191—2007 Y3nbl NpoTe30B HMWKHUX KOHEYHOCTEN. TexHu4eckne TpeboBaHMs 1 MeToabl
MCNbITaHUI

[OCT P 51632—2000 TexHu4yeckune cpeactBa peabunurtaumm nogen ¢ orpaHUu4eHUaMm KnsHeaes-
TenbHOCTU. Oblme TexHndyeckne TpeboBaHUsa U MeToAdbl UCNBITAHUIA

[OCT 2.601—2006 EgunHaa cuctema KOHCTPYKTOPCKOW AOKYMeHTauuu. IKcnnyaTauuoHHbIe OO0KY-
MEHTHI

[OCT 1904—381 Koxa wopHo-cenenbHaa. TexHn4eckune ycrnoBug

[OCT 7933—89 KapTtoH ansa notpebutensckon tapbl. ObLKME TEXHNYECKNE YCITOBUS

[OCT 8273—75 bymaraobepTovHas. TexHU4eckme yCrosus

[OCT 10354—82 [NneHka nonuatuneHosad. TexHU4eckme ycnosud

[OCT 15150—69 MaluunHbl, npndopbl 1 apyrue TexHmdeckme nusgenua. icnonHeHusa ans pasnuyHbIX
KnuMaTU4eCcKMX paloHOB. KaTeropun, ycrnoBus skcnnyaTtauumn, XpaHeHUsa 1 TpaHCNopTUPOBaHUS B YaCTU BO3-
O0ENCTBUSA KNMMaTUYECKNX PaKTOPOB BHeLLHEW cpeabl

[OCT 17308—88 LUnaratbl. TexHM4eckne ycrioBus

[OCT 18251—87 JleHTa kneeBad Ha OyMaxXHOW oCHOBe. TexHU4eckne yCroBus

[OCT 20477—86 JleHTa nonuaTuneHoBas C NMUNKAM cnoem. TexHU4ecKkne yCcroBus

U3paHune odbmumanbHoe
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[OCT 25346—89 OcCHOBHbLIEe HOPMbI B3auMo3aMeHAeMoCcT. EguHaa cuctema gonyckoB U Nocagok.
ObLwme NonoxXeHus, psabl 4O0NYCKOB U OCHOBHbLIX OTKIMOHEHUN

[OCT 29298—2005 TkaHu xnonyatobyma)kHble M cMellaHHble ObiToBble. OOWIKME TexXHUYecKme
YCIOBUSA

[OCT 30019.1—93 3acTtexka TekcTunbHasa. OdbLme TeXHU4eckne yCnoBms

[TpnmeyaHwune—Illpy NONb30BaHUN HACTOALWMM CTAHAAPTOM LenecoobpasHo NpoBEPUTb AEUCTBUE CCbINMOY-
HbIX CTaHAAPTOB B WMHMOPMAUMOHHOW CUCTEME ODWero nonb3oBaHUs — HaA oduumanbHoMm cante degepanbHOro
areHTCTBa Mo TEXHUYECKOMY PETYNMPOBAHUIO U METPOINOIMU B CETU /IHTEPHET UMK NO EXXErogHo n3gaBaeMomMy MHPOPMa-
LMOHHOMY yKa3aTtento « HaunoHanbHble CTAHAAPTLI», KOTOPbLIN ONYBNMKOBAH MO COCTOSIHMIO HA 1 SIHBaps TEKYLWEro roga, u
N0 COOTBETCTBYIOLWMUM E€XEMECAYHO U3aaBaeMbiM MHPOPMALMOHHBIM yKa3aTensm, onybrIMKOBaAHHbIM B TEKYLLEM roay.
Ecnu cCbiNOYHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHUM HACTOSIWMM CTaHAAPTOM crneayeTt pyKoBOACTBO-
BaTbCH 3aMEHSAIWMUM (M3BMEHEHHBIM) CTaHAapTOM. ECnu cCbINOYHbIM cTAaHAAPT OTMEHEH DE3 3aMeHbl, TO NOJIOXEHNE, B
KOTOPOM AaHa CCbIfika Ha Hero, MPUMEHSETCH B YaCcTy, HE 3aTparvBatoLWen 3Ty CCbINKY.

3 TepMUHbI, onpeaeneHnsa U cCoKpalleHus

3.1 B HacTodwem ctaHgapTe NpUMeHeHbl creayiolme TepMUHbl C COOTBETCTBYIOLWUMU onpeaene-
HUSIMW:

3.1.1 kynbTa no [luporoBy: KynbTa nocne amnyrauum roneHn Ha ypoBHe cepeuHbl oAbIXKEK C 3aKpbl-
TUEM OMnnMa KoCcTen nonepeyHo paccevyeHHoOM NATOUHOU KOCTbIO C MATKUMU TKAHAMKW NSATOYHOW obnactu ¢
Llenbio Co34aHuUsA ONMOPHOU KYyNbTH.

3.1.2 kynbta no Canmy: KynbTd nocne amnyrtavuunm rofieHn Ha ypoBHe cepeanHbl NOALRKEK UMTN YYTh
BblLLE XPALLEBOU NOBEPXHOCTU rONEHOCTOMNHOIO cyctaBa ¢ coXpaHeHneM NoAOoLUBEHHO-NATOYHOIO NIOCKyTa
KOXMW.

3.1.3 kynbTaAno lWlonapy: KynbT4anocne amnytauny CTonbl No NMMHUMX NOoNepevyHoro cycrtasa npeanioc-
Hbl (LLONAPOBOro cycTasa) C coXpaHeHUeM NATOYHOW, TapaHHOM KOCTEeM UYacTu NNIOCHbI U 3aKPbITUEM KyNbTH
NOAOLUBEHHBIM JTOCKYTOM.

3.1.4

noaKocoycTonuuBocTb: CBONCTBO NpoTe3a HUXKHEN KOHEYHOCTU He JoMycKaTb ero HeNpPoU3BObHOTO
crnbaHua B KONIEHHOM y31e Npu onope nalneHTa Ha NpoTes.
[FTOCT P 51819—2001, ctaTtba 37]

3.1.5 nonb3oBaTenb: YenoBeK, UCNONb3yKOWMA (HageBaloWMN) NPOoTe3Hoe UK opToneagnyeckoe
YCTPOUCTBO.
3.1.6

NpUeMHaAruNb3anpoTe3a KOHEeYHOCTU: Y3e U afeMeHT npoTe3a KOHEeYHOCTU, U3roTOBMEHHbIN NO
MHOUBUAOYaNbHLIM NapaMeTpamM nauueHTa, npeaHasHayvyeHHbIN ANd pasMeLleHnst B HEM KyNbTU UMK nopa-
XXE€HHOW KOHEeYHOCTM 1 obecneYvnBao i B3aMMoaeNcTBME YenoBeKa C NpoTEe30M KOHEYHOCTMN.

[FTOCTP 51819—2001, cTtatb4a 24]

3.1.7 carnTranbHasi NNocKocTb: BepTukanbHaa NMockocTb, YCAOBHO Aensdllas Teno 4verioBeka Ha
NIEBYIO U NMPaBYHo NMONMOBUHBI.

3.1.8

cXeMa NnocTpoeHUd npoTtesa KoOHevYHocTU: OnpeaeneHHoe B3aMMHOE pacnonoXeHue y3noB Npotesa
N CaMOro npoTes3a KOHEYHOCTU OTHOCUTENBLHO ONOPHO-ABUraTENbHOrC annapaTta naymeHTa.
[TOCT P 51819—2001, cTtaTtbs 8]

3.1.9 ypoBeHb aMnyTauuu: AHaToMU4ecKkad 3oHa, BnNpeaenax kotopononpegendetcarpaHuLa ycede-
HNA KOHEYHOCTN.

3.1.10 ycTtonuynBocTb: CBOMUCTBO y3Nna npucoeanHeHUs NpoTtesa K Teny, 3aknoJarlleecs B nepeaade
YCUNNW, HanpaBlieHHLIX NonepeYyHo MexXxay NpoTe3oM 1 TernoM, 1 noaaepXaHum B npoLecce UCNoNb30BaHUA
npoTesa eroc yrinoBou CBA3U C TEJIOM.

3.1.11 cdpoHTanbHaa NNOCKOCTb: BepTukanbHaa NNOCKOCTb, NepneHAMKYNApHaa K caruttanlbHOW
MITOCKOCTH.

2
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3.2 B HacTodweM cTaHaapTe NpUMeHeHbl cneaytoLlme cokpalleHUS:
OA — onopHo-aABUraTenbHbIA annapar;

[MpOl'l — npoTe3Ho-opTONEanYecKoe npeanpusaTue;

PCY — perynnupoBo4YHO-coegUHUTENBbHOE YCTPOUCTBO,;

TY — TexHn4eckmne ycrnosus.

4 Knaccudpukaums

[TpoTesbl nogpasaensaoT B 3aBUCUMMOCTA OT YPOBHA aMnyTaLn M BpOXAEHHOro HeJopa3BUTUA Ha cneay-
rolme Buabl:

- NPOTEe3bl CTOMbI;

- NPOTEe3bl rONEeHH;

- MpoTesbl begpa;

- MpOoTesbl Noce Bbl4neHeHUa beapa;

- NpoTesbl NPpU BPOXXAEHHOM Heaopa3BUTUMN HXKHUX KOHEYHOCTEN.

5 O6wue TpedoBaHUA

5.1 lpoTes aomkeH COOTBETCTBOBATL TPeDOBAHNAM HACTOALWLEro cTaHgapTa M HOpMaTUBHO-TEXHUYEC-
KOW AOKYMEHTaL WK, yTBepXaeHHOW B YCTaHOBNEHHOM Nopsake.

5.2 [poTe3aonkeH COOTBETCTBOBATL AaHHLIM DlaHKa 3akasa Mo y3nam, Mmatepuanam, pasmepam U cxe-
Me NOCTPOEeHUA U3genus.

5.3 lpeaenbHble OTKNOHEHUA NMUHEUHBIX pasMepoB NpoTesa, yKkaszaHHble B OnaHKke 3akasa, OOJKHbI
cooTBeTCcTBOBATHL 15 KBanutety no FOCT 25346.

5.4 [NpoTeskbl cneagyeT cobupaTb U3 y3NoB, cooTBeTCTBYIOWMX TpeboBaHUaM TOCT P 51191, ¢ yyeToMm
npeaenbHOU Macchl Tena U akTUBHOCTU Nonb3oBaTenNy.

5.5 lpoTe3 gomKeH ObITb MNPOYHLIM U BblAEPXXUBATb HArpy3kn Npu ero NnpUMeHeHnm NoNbL3oBaTeNaAMU
cnocobom, HasHavyeHHbIM W3rOTOBUTENEM WU  YCTAHOBMEHHBIM B  WHCTPYKUMKA NO MNPUMEHEHUIO Mo
[OCTPWNCO 22523, nogpasgen 13.3, nepevnucneHus a), o).

6 TpeboBaHUA HAOEXHOCTM

6.1 YcTaHOBNEHHbIA CPOK CNYXXObl NPOTE30B ACIKEH COOTBETCTBOBATL CPpOKaM NOMb30BAHUS NPOTE3-
HO-OpTONegnyYeckMMn n3genmsamMmm, yctaHoBneHHbIM B [1], a Ha X coctaBnaroLme y3nbl (y3nbl CTOMbI, Hecylme
Y35bl, KONeHHble y3nbl 1 Ap.) gormkeH cooTeTCcTBOBaTL [ OCT P 51191, nyHKT 5.1.

6.2 lpoTesbl AOMKHBI ObITb PEMOHTONPUrOAHBIMWU B TEYEHUE CpOKa CnyXKbbl. YNCno N HOMeHKNaTypa
3anacHbIX getanen u (Mnu) yanoe A0KHbI ObITh YKasaHbl B TY Ha NpoTe3 KOHKPEeTHOro Tuna.

6.3 Y3nbl, BXoAdALWNE B COCTaB NpoTe3a, CPOoK CNYXXObl KOTOPLIX MeHee cpoka CnyXXObl NpoTesa B LieNoM,
crneayeTt 3aMeHATb Ha 3anacHble M3 KoMNnekTa noctaBku. [Nopaaok 3amMeHbl 4oMKeH ObiTb YCTAHOBNEH B TY Ha
MNPOoTEe3 KOHKPEeTHOro Tuna.

6.4 lNpodpnunakTrniecknin yxon 3a nNpoTe3oM U, npm HeobXOOAUMOCTU, ero PEMOHT crneayeT NpPoBOAUTL
TONBKO Ha OCHOBAHMUM yKa3aHWM MO SKCNnyaTtauun, N3NOXeHHbIX B NaMATKe nNo obpalleHuo ¢ nsgenuem (no
[OCT 2.601, nyHKT 5.2.6).

7 TpeboBaHMA CTOUKOCTU K BHELUHUM BO34EUCTBUSAM U XXUBYYECTU

7.1 KnumaTtudeckoe ncrnonHeHne npote3oB — Y 1.1 nolOCT 15150 ana npumeHeHUs Npy TemMnepartype
BHellHeW cpeabl oT MUHYC 40 °C go nnoc 40 °C n snaxHocTtn 100 % npu Temnepatype 25 °C. [Nonb3oBaThCH
MPOTE30M C KOXXaHOW MPUEMHON TMNb30W peKOMeHaYEeTCH NPW BNa)XKHOCTWU BHeLHen cpeabl He bonee 80 % npu
TemnepaTtype 25 °C.

7.2 TlpoTesbl AOMKHBI BblAePXMUBaTb YaapHble Harpysku, BO3HUKaroLWue Npyu nageHun ¢ BeicoThbl 1 M Ha
XXECTKYI NoBepXxHoCcTb, — NoTOCT P 51632.

7.3 [NpoTesbl AOMKHBLI ObITb YCTONUUBLI K BO3AEUACTBUIC arpecCUBHbLIX DUOMOrMYeCKUX XXNaKocTen (noTa,
MOYN).

7.4 [NpoTesbl AOMKHBbI ObITb YCTONYMBLI K BO3AENCTBUIO CpeACcTB Ae3nHMEKLUNUN N CaHUTAPHO-TUTNEHUN-
yeckon obpaboTKK, ykasaHHbIX B TY Ha NpOTE3 KOHKPETHOro Tuna.
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8 KOHCTpPYKTMBHbIE TpeOOBaHUA

8.1 O6wune TpeboBaHUA

8.1.1 KOHCTpYKLWEeN NpOoTEe30B Npu NpMMeHeH1Un NxX Nonb3oBaTenemM A0mKHbl ObITb obecneveHsl cneay-
loLLMe CTaTUKO-ANHaMMUYeCKNE NoKasaTenn:

a) BO3SMOXHOCTb HAXOAUTbLCA NOJIb30OBAaTENI0 B CNeayoLWMX OCHOBHBLIX NONOXEHUSX:
- CTOSAHUA,
- cunaeHuq,
- nNpucegaHung;
0) BO3MOXHOCTb X0A4b0bI:
- MO POBHOW NOBEPXHOCTU B NPOU3BONIBHOM TEMIE,
- POBHOW NOBEPXHOCTU B YCKOPEHHOM TeMne,
- HaKNOHHOW NOBEPXHOCTU B carnTTarbHOM HanpasneHU BBEPX U BHUS,
- NecTHULLe BBEPX U BHUS,
- nepecevyeHHOW MECTHOCTU;
B) BO3MOXXHOCTb NepeMelleHNUA B CTOPOHbI MPUCTABHLIM LLIAroM.

[TpwnmeyaHune— CraTMko-guHaMUYeCKMe NoKalaTtenu JOmKHbl ObiTb 0becneveHbl NpU yCcrnoBuu NpegBapu-
TENbHOIO 00yYeHUs1 HenoBeKa NONIb30BAHMIO MPOTE30M U €10 YAOBNETBOPUTENBHOIO 06LWEro COMaTtn4eCcKoro COCTOAHUS.

8.1.2 HanBnayanbHas cxema rnocTpoeHus npoTesa Ao/KHa obecneynBatb YCTOMHYMBOCTL MOMb30OBa-
TendBcarntranbHOM (NoAKOCOYCTOUUYNBOCTL) M PPOHTANBHOU MNOCKOCTAX B COCTOAHNAX CTaTUKN U AUHAMUKA.

8.1.3 Onsa obecneveHns nHAMBMUAyanbHON CXeMbl NOCTPOEHUSA B NMPOTE3e AOIMKHO ObITh UICNONb30BaHO
MUHUManbHO Heobxoanumoe uncno PCY. TpeboBaHus K gnanasoHy ux perynupopanuns — no FOCT 51191.

8.1.4 TlpnemMHble rMrnb3bl N 3NEMEHTbI KpernneHus npoTtesa AO0/KHbl COOTBETCTBOBATbL TPeboBaHUAM
[OCT P 51191, noapasgen 7.2, co cneayowmmimy gonoTHEHUAMN:

8.1.4.1 BHyTpeHHAA popMa NPUEMHOW TMNb3bl AOIKHA COOTBETCTBOBATL MHAMBUAYaNbHBLIM NapaMeT-
pam KynbTW KOHEYHOCTU B NpUaaHHOM NONOXEHUN N He OKa3blBaTb Ype3MepPHOro AaBleHna Ha KynbTio Npu
Harpyske n tes Hee.

8.1.4.2 BHYTPEHHAA NOBEPXHOCTbL XXECTKUX MPUEMHbBIX TMNb3 MOXET ObITb CMArYeHa:

- npukneeHHon nogknaakon ns odbnamosovHon ot no FOCT 1904;

- BKNagHoW rmnb30v U3 NUCTOBOIO NOJNIMMEPHOro Matepuana pasnu4HoU XXeCTKOCTU TONWUHOU 3—5 MM
NN MONUMEPHBIM YEXNOM C 3aMKOBBIM YCTPOUCTBOM MK Be3 Hero.

8.1.4.3 BHyTpeHHAS NOBEPXHOCTb KOXAaHbIX MPUEMHBLIX TMNb3 MOXEeT ObITb BblKNeeHa Noaxknaakon 13
obnamoBovHon ot no FOCT 1904.

8.1.4.4 HaBHyTpeHHEeN NOBEPXHOCTUTUIMb3 HE ACITKHO ObITb HEPOBHOCTEN, MOPLLMH, CKNAaa0oK, 3aMUHOB,
OTCNOEHUN cMarvyaroLen noaknaaxku.

8.1.4.5 TlpnemMHble HecyLllne rnb3bl MOTYT ObITb MONMHOKOHTAKTHLIMU U CKENETUPOBaHHbIMW. [locnea-
HAE MOTYT ObITb BbINONHEHLI C DONbLLUMMK DOKOBBLIMM OKHaMU (Bblpe3amMu), obecrnevnsaolMy BO3SMOXHOCTb
NPUHATUA BHYTPEHHEN NPUEeMHOW 3NM1aCTUYHON r’nMNb3on POopMbl KYyNbTU B Criyvyae ee U3MeHeHU4.

8.1.4.6 OnemMeHTbI KpenneHU NpoTesa A0JKHbI HAAeXHO yaepXXMBaTh NPOTes Ha KybTe Nosfib3oBaTend
M He ACJTKHbI BbI3biBATb NOTEPTOCTEN, CAABNMBAHUA M 0Dpa30BaHMUSA HANMNBIBOB MATKUX TKAHEW, a TaKKe Heao-
MyCTUMbIX HAPYLLUEHUN KpoBOoobpaLleHNa 1 60MeBbIX OLLYLLEHNN.

8.1.4.7 KpenneHne BHeLIHUX YCTPOWUCTB ynpaBlieHUA KONMEHHbIMUA U Ta3obeapeHHbIMA MOAYNSIMU C
3aMKaMu (B BUAE TAHOK, LUTAHT 1 pbl4aroB) A0MKHO ObITb YCTAHOBMEHO HA rMNb3ax beapa Unn moayne B Mec-
Tax, AOCTYNHbLIX AN PYKX NoNb3oBaTeNs.

8.1.5 [donycTumMble MakCUManbHbIE 3HAYEHUS NapaMeTPOB HarpyXeHust, rabapuTHble pasMmephl 1 Macca
MPOTE30B ACITIKHBI ObITh YCTAHOBMEHLI B TY Ha NpoTe3bl KOHKPETHOrO TUNa 1 yKasaHbl B UHCTPYKL WK NO npumMe-
HeHMO NO TOCT P NCO 22523, nogpasgen 13.3.

8.1.6 OBmxeHne B WAPHUPHBLIX COeQUNHEHUAX Y3MNOB MpoTe3a AOMKHO ObiTb NMaBHLIM, Nerkum, bes
3aegaHuUn. He gonyckarTca oceBble U pagnarnbHble Mo Thl B CThIKyeMbIX Y3ax, a Takke CTYKU, LUyMbl, CKPpUMb
npu xoabLbe Ha npoTese.

8.1.7 KoHcTpyKkuMen npoTesa A0KHLI ObITh 0becneveHbl yaobCcTBO ero COOpKN U 4OCTYN K MecTaM pery-
NMUPOBKU U (MNN) 3aMeHbl AeTaneun (y3rnos), MMerL X YyCTaHOBNEHHLIN CPOK CNYXXObl MEHbLUUKA, YEM YCTAHOB-
NEHHbIN CPOK CNYXObI NpoTe3a.

8.1.8 KoHCTpyKUMen npoTesa aomkHa bbiTb 0becnevyeHa BOSMOXKHOCTb Pa3BoOpOTa CTOMbI NpoTEe3a Hapy-
XY NPU OAHOCTOPOHHEN aMmnyTauy cermeHTa KOHeYHOCTM COOTBETCTBEHHO Pa3BOPOTY CTOMNbLI COXPaHUBLUEUCS
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KOHEYHOCTW, a Npu ABYCTOPOHHEN aMMnyTaL N CETMEHTOB KOHEYHOCTEW pa3BOpPOoT CTOMN ACIKEH ObITh 4°—6°
HapyxXy.

8.1.9 B npotese ¢ poTauUMOHHBIM YCTPOUCTBOM AO/MKHA ObITb obecrneyeHa BO3SMOXHOCTb Pa3BopoOTa
HUXKE NpUcoeanHEHHBbIX Y3M0OB Ha Yrofl, ykasaHHbIN B onucaHuu/nacrnopTe poTaunoHHOro yCTpOMUCTBA.

8.1.10 B npotesax ¢ PCY KOHCTpYKUNEN NPUEMHON TMMNb3bl A0MMKHA ObITb obecneveHa BO3SMOXHOCTb
YCTaHOBKM U FOCTUPOBKN rMnb3bl Ha npoTtese B cooTBeTCTBUM C T OCT P 51191, nogpasgen 7.4.

8.1.10.1 BuHTel PCY OomxHbl ObITb paBHOMEPHO 3aTAHYThI A0 ynopa ¢ ycUunmem, pekoMmeHaoBaHHbIM
N3rOTOBUTENAMW Y3NOB, U HAAEXHO 3aKOHTPEeHbI cneunanbHbIM repMeTUKOM Nocne OKoOHYaHUA perynmpoBKiA
npoTesa.

8.2 TpeboBaHMA K NpoTe3am

8.2.1 KOHCTpyKUMen npoTe3a CToMNblI A0MKHBI ObITh 0becnevyeHbl YacTUYHasA pasrpyska onopocrnocobHou
KynbTW U NOSMTHAA pasrpyska HeonopocnoCoOHOU KYNbTH.

8.2.1.1 [Ansa pasrpyskn KynbTU KOHEYHOCTM NPOTES3 CTOMbI MOXKET ObITb U3roTOBMNEH C MPUEMHON MTMNb30I
rONeHN.

8.2.2 [pueMHyIo rmnb3y NpoTtesa cTonbl Ha KynbTio o LWonapy cneayeT nsrotaBnuBaTh:

- ANg onopocnocobHOM KyNbTU CTOMBlI — C OTKPLITOM 3aaHeEN U nepeaHen 4YacTbio NPUEMHON TnIb3bI B
obnacTtu roneHn n ¢ dukcaunen npoTtesa KnanaHom ms wopHo-cegenbHon Ko no FOCT 1904 nnu maHxeTt-
HbIM KpenneHnem ¢ TekcTuneHou 3actexxkon no FOCT 30019.1;

- 4aCTUYHO OMOPOCNOCODHON MHEONOPOCNOCODHOM KYNbTU CTOMNLI — C BbIPE3OM B 3a4He YacTu Npuem-
HOW r'MInb3kl B COOTBETCTBUN C POPMOU NMPOKCUMATbHOIO cerMmeHTa KynbTU FroNeHu;

- HeonopOoCnoCODBHOM KYNbTU CTOMNLI — C OTrMbaemMon 3agHe CTEHKOW B BEpXHEW TPETU NPUEMHOMN MIb-
3bl C YCUNIEHUEM NO MNEepUMeTpPy TMNb3bl AOMONMHUTENbHBIM KpeniieHneM C TeKCTUIMbHOWU 3acCTeXKOoW Mo
[OCT 30019.1.

8.2.3 llpoTesroneHnHakynsTio no [Nuporosy, Canmy B 3aBUCUMOCTUAOT ANUHBLI KYNbTU MOXKET ObITb N3ro0-
TOBJIEH C LWMKONOTKOW U ©Be3 Hee ¢ HU3KOMPOoPUINLHON CTOMOMN.

8.2.4 lNpnemHasi runb3a npoTesa roneHn Ha kynoTio No MNuporosy, CanmMy MOXeT ObITb M3TOTOBMNEHA:

- C OTKPbITbIM OKHOM B 3aJHEN U B NepegHen YacTu NpUeMHON Tnb3bl U CO CMArYatoLle noayLkou
noa koHelU KynbTU. OKHO B r’MNb3e USHYTPW A0IHKHO 3aKpblBaTbCA CMArYaroLlen nogknaakomn, a CHapy»Ku Knana-
HOM — 13 WopHo-cegenbHom Koxkmn no FOCT 1904;

- OONYyCKaeTCH U3roTaBnMBaTbh NPUEMHYIO M’MMb3Y C 3NacTUYHBIM CMSAMMatoLL MM BKNagblLeMm.

8.2.5 KpenneHue npoTtesa roneHn Ha KynbTe NoNb30BaTEeNA MOXET OCYLLEeCTBMATLCA:

- CNOMOLLIO NONTMMEPHOTo Yexa ¢ 3aMKOBLIM YCTPOUCTBOM,;

- 3aXBaTOM HaAMBbILENKOB KyNbTU OOKOBLIMW CTEHKaMWU NPUEMHOW M’MNb3bI;

- y34e4KOUN C KOXaHbIM NMOSACOM;

- KOXXaHOoW rmnb3on Ha begpo, NnpnucoeguHsIeMoin K npnemMHom runb3e NpoTesa;

- C NMOMOLWbIO HaKONMEeHHUKa U3 pasfIMYHbIX KOMMNPECCUMOHHLIX MaTepuanos, HageBaemMoro Ha npoTtes U
YacTUYHO Ha Beapo NPOTE3NPYEMOIN KOHEYHOCTH.

8.2.6 B npoTese ronieHn ¢ KpenneHem KoXaHoW rMnb3on Ha 6egpo ocu WapHUPOB KOMEHHBbIX Y3IOB,
YCTAHOBMNEHHLIX Ha r’MNb3ax roneHn n beapa cHapyXum, AoMKHbl OblTb COOCHLI M HAXOAUTLCA HA 5—7 MM BbILLE
YCIMOBHOM OCK, Npoxoasien Yyepes BepLUMHbI MbILLENKOB Deapa.

[1p1 3TOM BHYTPEHHWUIN KONEHHbIN LWAPHUP A0TKEH ObITb pacnonoXeH Bhille Hapy>XHOro Ha 5—7 MM.

8.2.7 B npotesax roneHn n begpa ysen ctonbl A0mMKeH ObiTb HAAeXHO COeNHEH C LLIMKOMNOTKOW, a BCe
KpenexHble coegnHEeHNS 3aKOHTPEHHI.

8.2.8 B npoTesax beapa ¢ KONMEHHbIM Y3OM C NOAPECCOPEHHBIM NoArMbdaHmnem ynpyriue sfieMeHThl pas-
NMUYHOWN XKECTKOCTU B y3Ne NoapeccopeHHoro noarndanHns 4omkHel ObiTb NnogodpaHbl MHANBUAYANBHO Cy4eTOM
Macchl Nonb3oBaTens n obecnevymnBaTb Npu xoabLbe yron noapeccopeHHoro noarnbaHua He 6onee 10°.

8.2.9 BnpoTese beagpa c nonMMepHbIM YexnoM ANnsi HaaeXHOro yaepKaH1ua npoTesa Ha KynbTe B NpUem-
HOWN TMNb3e AOMKHO ObITb YCTAHOBMNEHO 3aMKOBOE YCTPONCTBO.

B npnemMHon runb3e 6e3 nonmMmepHoro Yexna aomkeH obiTb YCTAHOBMNEH BaKyyMHbIN KNnanaH, OCb KOTOPO-
ro gomkHa Haxogntbed Ha 30—35 MM HMKe KOHLLA KYNbTH.

8.2.9.1 Kopnyc BakyyMHOro KnanaHa A0/KeH ObITb repMeTUYHO 3aKpenneH B NPUeMHON TMb3e U He
BbICTYNaTb BHYTPb r’MNb3bl.

8.2.10 B npoTesax nocne BbluneHeHnsi beapa tazobeapeHHbin y3en AomKkeH ObiTb YCTaHOBMNEH Ha YPOB-
He Ta30beapeHHOro cyctaBsa Co CMeLLeHMeM LapHupa yana snepen Ui BHU3 B 3aBUCUMMOCTM OT KOHCTPYKL MU
TazobeapeHHoro yana.

8.2.11 BnpoTtesaxnpuBpoXaeHHOM Heaopa3BUTUN HUXKHEN KOHEYHOCTU U COXPaHHbIM Ta300eaApeHHbIM
CYCTaBOM Harpyska AoJnkHa BOCNpUMHUMAaTbCA AUCTanbHbIM OTAeTOM HeAOPa3BUTOU KOHEYHOCTI, a NMpu Halu-
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YMN CTOMblI — MNATKON 1M 0ONacTbio NPOACNLHOrO CBOAA, NPYU 3TOM MeXay AMCTaNbHbIM OTAENOM NnanbleB U
OHOM MPUEeMHON r'Mnb3bl 4oMKeH 6bITb 3a30p 10—20 MmM.

8.2.11.1 llpun BpoXXaeHHOM HeaopPa3BUTUN HUXKHEN KOHEYHOCTU C NopakeHnem 1a3ocbeapeHHOro cycra-
Ba HArpyaka B NpoTese ACITKHA pacnpeaensarbed no nocagovyHoOMy KonbLUy U HA ceaanuiHbin Oyrop.

9 TpeboBaHMA K maTepuanam

9.1 MaTepunansl, npUMeHaemMble NMpn N3roTOBNEHUN NpoTe3a, AOMKHbI COOTBETCTBOBATb TPEOOBAHUSM
[OCTPWNCO 22523, nogpasnen 5.1.

9.2 MaTepunansl NPUEMHBIX TMNb3 NPOTEe3a, KOHTaKTUPYIOLWKME C TeNOoM Monb3oBaTens, ACMKHbI COOT-
BETCTBOBAaTbL TpeboBaHUAM buonoriveckon besonacHoctuno FrOCTP UCO 10993-1,TOCT P UCO 10993-5 1
[OCT P UUCO 10993-10.

9.3 MeTannu4yeckue getanu npoTtesa AOMKHbI OblTb U3rOTOBMNEHbI U3 KOPPO3NOHHO-CTOUKUX MaTepua-
NTOB UM UMETb 3allUTHbIE UK 3aTHO-aekopaTuBHbIe NokpblTUA No FOCT 9.301.

9.4 TepmonnacTuiHble MaTepUanbl NPUEMHbLIX TMNb3 NPoTe3a ACITKHBI obecnevynBaTh TEPMUYECKYHO U
MeXaHUYeCKYIo NOAroHKY (NoadOpMOBKY ).

9.5 MaTepuansl NpUeMHbIX TMNb3 OCMKHBI 0becnevynBaTh YCTAHOBKY 3aKNenouvHbIX coeguHeHUn be3s
obpaszoBaHUA pacTpeckuBaHUA U pa3pbiBOB.

9.6 MaTepuansl NpUeMHbIX T’nMNb3 He A0ITKHBI AePOPMUPOBAaTLCA B NMpoLecce aKkennyataunum npoTtesa.

10 KoMnnekTHOCTDL

10.1 B koMnnekT nocTaBKM NpoTesa AOKHbI BXOAUTL:

- NPOTES;

- 3anacHble getann U KOMNNeKTYoLWmMe y3nbl, UMetoLLne CPOK CNYXXObl, MeHbLUIWN, YEM YCTaHOBNEHHbIN
CPOK CNY>XbObI NpoTE3a;

- cneunanbHble UHCTPYMEHTHLI Ansl cOopKM npoTesa (aonyckaeTcsl KOMMMEKTOBAaTb MO AOroBOpPY C
nonb3oBaTenemM nportesa).

10.2 TMamaTtka no obpalleHuro ¢ mnsgennem (UHCTpyKuua no npumeHeHuo) —no [OCT 2.601 u
[OCTPINCO 22523, noapasaen 13.3, nepeyncneHusi aj, o).

[ PUMEYAaHWE— Uncno 4exnoB Ha KyJIlbTH) MOJ1b30BATEIA (TpHI{OTa}I{HbIX, WEepPCTHAHbLIX, CUTTMKOHOBbLIX WUITU
FEJ'IVIEBI:IX), d TAKXE KOCMETUHECKUX HYITOK YCTaHaBIIMBAKOT B TY Ha NnpoTe3 KOHKPETHOIO TUIA.

11 MapKunpoBKa

11.1 Mapkupoka gomkHa cooTBeTcTBOBaTL [ OCT P NCO 22523, nogpasgen 13.2, ¢ AONONHEHUAMMN,
ykaszaHHbIMUA B TY Ha NpoTe3 KOHKPETHOro Tuna.

12 YnakoBKa

12.1 YnakoBky 'NHK npoBogaT npu nx Beligave.

12.2 B3aBucumoctun ot pasmepoB1HKynakoBbiBatoT B 0bepToUHyto bymary nolFOCT 8273 unnenotpe-
OUTEeNbCKyo Tapy — nakeT U3 nonuatuneHosoun nneHkn no FOCT 10354, kopobky us kaptoHa no FOCT 7933
n/unm B Yexon ns xnonyatodbymakHon tkanm no FOCT 29298.

12.3 YnakoBaHHble n3genua AoimkHbl ObiThb Nepedalanbl wnaratom no FOCT 17308 nnun okneeHbl Knee-

BOW NeHTON Ha dymaxHou ocHoBe no OCT 18251 nnu nonnsTUNEHOBOW NEHTOU C JIUMKUM CNOoeMm Mo
[OCT 20477 .
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[1] Tpukas MuHucTepcTBa 3apaBoOXpPaHEHUS O6 yTBepXaeHumn CpoKoB NOSIb30BAHUS TEXHUYECKUMU CPEACTBAMM
N coumanbHoOro passntus Poccumnckon Pe- peabunutauum, NnpoTe3amMmm n NPOTE3HO-0PTONEANYECKUMN N3O ENN-
nepauun ot 7 masa 2007 r. Ne 321 AMU 00 X 3aMEHbI
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