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Mpepgucnosune

Lienu v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepaunm ycTaHoBneHbl defepanbHbiM 3aKOHOM OT
27 pexabps 2002 r. Ne 184-93 «O TeXHNYECKOM PeryimpoBaHuv», a npasuia NpYMeHeHNs HaunoHasbHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauus B Poccuiickoii ®egepauun.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 PABPABOTAH ®epepanbHbiM rocyfapCTBEHHbIM yypexaeHnem «degepanbHoe 6HOPO MeAMKo-
coumanbHon akenepTusbl» (Pry «®EMCI»)

2 BHECEH TexHunuyeckum KommutetToM no ctaHgaptusaunm TK 381 «TexHuuyeckue cpefcrsa A5 UHBA-
nmnaoB»

3 YTBEPXJEH W BBEAEH B JEWCTBME [Mpukasom ®efepansHOro areHTcTsa No TeXHUYECKOMY
perynupoBaHuio n MeTposorum ot 17 ceHtabpsa 2010 r. No 249-cT

4 HacToawmii ctaHgapT paspaboTaH no 3akasy MuHUCTepcTBa 34paBoOXpPaHEHUS U COLMAbHOIO pas-
BUTUA Poccuiickoin ®epepaumn B pamkax efepasibHoi LeneBoi nporpammbl «CoumnanbHas nogaepxka
uHBaNnAoB Ha 2006— 2010 roabl», yTBEpPXAEeHHOI MocTaHoBNeHWeM MpaButenbcTBa Poccuiickoii depepa-
uum ot 29 gekabps 2005 r. N9 832

5 BBEJEH BIEPBbIE

Hdopmauus 06 M3MEHEHNAX K HACTOsILLEMY CTaHAapTy Ny6/nkyeTCs B eXerofHo u3jaBaemMom
MH(OPMAaLMOHHOM YKa3zaTese ((HaumoHabHble CTaH4apThi», 8 TEKCT U3MEHEHUA MNIONPABOK — B eXeMe-
CSIUHO M3AaBaeMbIX MHPOPMALMOHHBIX YKasaTensax «HaymoHa bHble CTaHgapThi». B ciyyae nepecMoTpa
(3aMeHbI) MM 0T MeHbl HACT OSILLEr0 CTaHAapTa CooTBeTCTBYlOLLee yBeJoMeHue 6yaeT ony6/MKOBaHO
B ©XXEMECSYHO U3aBaekioM MHPOpMaLOHHOM ykasaTene ((HaunoHarnbHble cTaHgapThi». COOTBETCTBY-
loLLasn MHpopmaums, yBeoMeHe U TeKCTbl pa3MeLan T e Takke B MH(OpMaLMOHHOW cucTemMe o6LLero
no/ib30BaHUsi — Ha oULManbLHOM caiiTe ®efBpasnbiloro areHTCTBa N0 TeXHUYECKOMY peEryvpoBaHuio 1
MeTposiorun B ceTu HTepHeT

©CTaHgapTuHgopm, 2012

HacToswuii cTaHAapT He MOXeT 6bITb NOSIHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B KayecTBe ohuLManbHOro usganus 6e3 paspelleHns ®efepasbHOIO areHTCTBa N0 TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum
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HALWOHA/NbHBLINR CTAHAAPT POCCUWNCKOWN GENLEPALUMN

MPOTE3bl HWKHNX KOHEYHOCTEN
TexHuyeckne Tpeb6oBaHuUA

Prostheses of tower-limb.
Technical requirements

[Nata Beegenna — 2011 —10—01

1 O6nacTb NpUMeEHeHUsA

HacToAwuii cTaHgapT pacnpocTpaHAeTcs Ha NPOTe3bl HKHUX KOHEYHOCTEN NHANBUAYabHOTO Ha3Ha-
yeHus (ganee — npoTesbl), NpegHasHayeHHble 415 nob3oBarteneli maccoii o145 a0 125 kr, npy N1t060M ypoB-
He aMmnyTauun 1 BPOXAEHHOM Hef0pa3BUTUN HWKHUX KOHEYHOCTEW No TUMY Ky/IbTU WAN NPOAO/bHOW hopme
Heaopas3BUTUA C BblpaXXeHHbIM YKOPOYEHNEM CETMEHTOB.

CraHfapT He pacnpocTpaHseTca Ha nNpoTesbl ANs AeTel U cneymnanbHble NpoTessbl (CNOpTVBHbIE, pabo-
yne. y4uebHO-TPEHMPOBOYHbIE).

2 HopmaTuBHbIE CCbINKN

B HacTosLwem cTaHfapTe UCMOsIb30BaHbl HOPMaTUBHbLIE CCbISIKU HA cneayoLlme cTaHAapThbl:

FOCT P NCO 10993-1—2009 W3penusa meguumnHckne. OueHka 61M010rM4eckorofeincTemns meauumH-
cKux nsgenuin. Yacte 1. OueHKa n nccnefoBaHus

FOCT P NCO 10993-5—2009 W3genusa meguumHckme. OueHka 61M010rnyeckoro AeicTBms MeauuUyH-
CKunx nsgenuii. Yactb 5. iccnefoBaHns Ha LUMTOTOKCUYHOCTb: MeTOAb! in Vitro

FOCT P NCO 10993-10—2009 W3pgenua meguumHckme. OueHka 61M010rn4yeckoro AeicTema megu-
LUMHCKMUX n3genuii. Yactb 10. iccnepoBaHus pasgpaxatoLlero u CeHCMGUAnM3npyoLLero feicTens

FOCT P NCO 22523—2007 MMpoTe3bl KOHEYHOCTel M opTe3bl HapyxXHble. TpeboBaHua M MeToAbl
ncnbiTaHni

FOCT P 51191—2007 Y3nbl NPOTE30B HWXHUX KOHEYHOCTEeN. TexHuuyeckne TpeboBaHUs U MeToAbl
UCMbITaHWUIA

FOCT P 51632—2000 TexHuyeckue cpefcTBa peabunutauum nwogei ¢ orpaHuyeHnaMmn xXnsHeaes-
TenbHocTn. O6LMe TexHuyeckme TpeboBaHNa 1 MeToAbl UCNbITaHWIA

FOCT 2.601—2006 EpguHas cucTemMa KOHCTPYKTOPCKOW AOKyMeHTauuu. 3KcnayaTauuoHHble [O0KY-
MEHTBbI

FOCT 1904—81 Koxa WopHo-cefenbHas. TexXHNYeckme ycnosus

FOCT 7933—89 KapToH 419 noTpebuTenbeckoi Tapbl. O6LLMe TEXHUYeCcKMe yCnoBus

FOCT 8273—75 bymara o6epTouyHas. TexHuyeckune ycnosus

FOCT 10354—82 TneHka nonvaTuieHoBas. TexHuyeckme ycnosus

FOCT 15150—69 MaluunHbl, NpubopsLl U gpyrue TexHuyeckme nsgenus. VicnonHeHnsa ansa pasnmyHbixX
KIMMaTM4ecknx paiioHoB. Kateropuu, ycnosusa akcnayartaunm, XxpaHeHna v TpaHCNnopTUPOBaHNSA B YacTu BO3-
[eNCTBUS KNMMaTUYeCcknx (hakTOpoB BHELLUHEN cpesbl

FOCT 17308—88 Lnaratbl. TexHMYeckune ycrnoBus

FOCT 18251—87 JleHTa krieeBas Ha 6yMaxHoli 0OCHOBE. TexHUYecKue ycrnoBums

FOCT 20477—86 JleHTa NoNnatuseHoBas C NMUMNKUM cnoem. TexHu4eckme ycnosns

MN3paHne ouynanbHoe
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FOCT 25346—89 OCHOBHble HOPMbI B3anmo3aMeHAeMOoCTu. EguHasa cuctema f0MycKoB W Nocafok.
O6LLMe NONOXEHUS, PAALI [OMYCKOB Y OCHOBHbIX OTK/TOHEHWI

FOCT 29298—2005 TkaHuW Xx/onyatobymMaxHble M CMelaHHble 6biToBble. O6LMe TexHu4eckune
ycnosus

FOCT 30019.1—93 3acTexka TekcTunbHas. ObLme TexHmyeckue ycnoBus

Mpumeuyanune — Mpu NONb30BAHUM HACTOALLMM CTAHLAPTOM Lie/1eCO06PA3HO NPOBEPUTL AEWCTBNE CCbIIOU-
HbIX CTaH4apToOB B WH(OPMALWOHHON cucTemMe 06LLero Nosb30BaHWs — Ha OguuManbHOM caiiTe depepasnbHOro
areHTCTBa Mo TEXHUUYECKOMY PEry/IMpoBaHunio U METPOIOTUN B CETU VIHTEPHET W/ MO eXEro4HO N3gaBaeMomMy MHopmMa-
LIMOHHOMY yKa3aTenio «HauuoHanbHble CTaHgapThbl», KOTOPbIA 0Ny6IMKOBaH N0 COCTOSIHMIO Ha 1AHBaps TekyLiero roga, u
N0 COOTBETCTBYIOLWMM €XEMECSAYHO U34ABAEMbIM MH(POPMALUOHHBLIM YKA3aTes1siM, 0ONy6/IMKOBaHHbIM B TEKYLLEM TOAY.
ECNKN CCbINIOYHBIN CTaHAAPT 3aMeHeH (M3MEHeH), TO NpW No/b30BaHUK HACTOALLMM CTaHAApTOM CrefyeT pyKOBOACTBO-
BaTbCS 3aMEHSIOWMM (M3MEHEHHbIM) CTaHAAPTOM. EC/M CChINIOUHBIN CTAaHAAPT OTMEHEH 6e3 3aMeHbl, TO NOJIOXKEHNe, B
KOTOPOM faHa CChl/ika Ha Hero, NPMMEHSIETCA B 4aCTM, HE 3aTparvBatoLLeil 3Ty CChiKy.

3 TepMuHbI, onpefeneHns u cokpalleHus

3.1 B HacTofilleM cTaHfapTe NPUMEHEHbl cnefylolme TePMUHbI C COOTBETCTBYIOLWMMMK onpejene-
HUSAMK:

3.1.1 kynbTa no MuporoBy: KynbTa nocne amnyTauum rofeHn Ha ypoBHe cepeaviHbl N0AbIKeK C 3aKpbl-
TMeM onuna KocTel NonepeyHo pacCevyeHHOW MATOYHOW KOCTbI0 C MATKMMW TKaHAMMW MATOYHOM o6nactu ¢
Lie/iblo CO3jaHns ONOPHOM KyNbTu.

3.1.2 kynbTa no Caimy: KynbTa nocne amnyTauumn roeHn Ha ypoBHe CepeayHbl MOAbDKEK NN YyTb
Bbllle XPSLLEBOV NOBEPXHOCTU FOIEHOCTOMHOrO CycTaBa C COXpaHeHWeM MNOJOLIBEHHO-NATOYHOrO 10CKyTa
KOXW.

3.1.3 kynbTAa no Wonapy: KynbTa nocne amnyTtauym cTonbl N0 IMHAW NONEPEYHOro cycTasa npeanstc-
Hbl (LLONAPOBOro CycTaBa) C COXpaHeHNeM NATOYHOW, TapaHHOW KOCTeN 1 YacTh NACHbI U 3aKPbITUEM KY/TbTW
NOAOLWBEHHbLIM JTOCKYTOM.

314

noAKOCOYCTONUYMBOCTL: CBOWCTBO NPOTE3a HUXHEN KOHEYHOCTU He A0NyCKaTb ero HeNMPOM3B0/bHOTO
crnbaHuna B KOJIEHHOM Y3/1e Npy Onope nauueHTa Ha npoTes.
[FOCT P 51819—2001, cTaTbs 37]

3.1.5 nonb3oBaTenb: YenoBek, uUCnonb3ywwuii (HageBatowmii) NpoTe3Hoe WM opToneauuyeckoe

YyCTPOMCTBO.
3.1.6

npuemMHas rmnb3a npoTe3a KOHEYHOCTU: Y3€e/1 UK 3NIEMEHT NPOTe3a KOHEYHOCTU, U3rOTOBJIEHHBI MO
MHAMBMAYaASIbHBIM NapameTpaM nauveHTa, npegHasHauyeHHbli ANa pasmMeLleHnst B HeM KynibTu uau nopa-
YKEHHOW KOHEYHOCTU M o6ecneyrBatoL il B3anmoaelicTBre YenoBeka ¢ NPOTE30M KOHEYHOCTH.

[FOCT P 51819—2001. cTtaTbs 24]

3.1.7 carntrtanbHas NJ0OCKOCTb: BepTukasnbHas Na0CKOCTb, YC/IOBHO Aenduwas Teno 4yenoBeka Ha
NeBYI0 U NpaByio NOMIOBUHBI.
3.1.8

cXeMa NnocTPOeHUs NpoTe3a KoHeYyHocTH: OnpeseneHHoe B3ariMHOE PacnofoXeHVe y3/10B NpoTesa
1 caMoro npoTtesa KOHEYHOCTM OTHOCUTE/IbHO ONOPHO-ABUraTeIbHOro annapara nayueHTa.
[FOCT P51819—2001. cTaTbn 8]

3.1.9 ypoBeHb amnyTayuuun: AHaToMU4eckasi 30Ha, B npegenax KoTopol onpefensieTcs rpaHulayceve-
HWUS1 KOHEYHOCTH.

3.1.10 ycToitunBocTb: CBOICTBO y3n1a NpUcoevHEHN NpoTesa K Tesy, 3ak/yallleecs B nepejave
YyCUANiA, HanpaBfeHHbIX NOMNEPEYHO MeXAY NPOTE30M U TESIOM, U NOAAEPXaHMUM B NMPOLECCE UCMO/Ib30BaHMUS
npoTe3a ero yrnoBoii CBA3W C TEJIOM.

3.1.11 ¢poHTanbHaa NNOCKOCTb: BepTukanbHas nnockocTb, MepneHAVKYNsipHas K carnTTasibHoW
N10CKOCTH.

2
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3.2 BHacToAWwem cTaH4apTe NPpMMeHeHb! CriefyoLune cCokpaleHus:
OJlA— onopHo-ABUraTe bHbIN annapar:

MpOl — npoTe3Ho-opTONEeauYeckoe npeanpusaTune;

PCY — perynupoBOYHO-COEVHNTENbHOE YCTPONCTBO:

TY — TexHn4eckue ycroBsus.

4 Knaccudukaumsa

MpoTe3bl NoApa3fAensioT B 3aBUCMMOCTY OT YPOBHS aMNyTaL My v BPOXAEHHOTO HEe0pa3BuTUSA Ha cnesy-
loLLMe BUIBL:

- MpoTe3bl CTOMbI;

- NpoTe3bl roNeHu;

- npoTesbl 6eapa;

- MpoTesbl Noc/e BblunieHeHus 6eapa;

- MpoTe3bl NPU BPOXAEHHOM HeJopa3BUTUN HKHUX KOHEYHOCTEIA.

5 O6wwue TpeboBaHuA

5.1 TpoTe3fo/mKeH COOTBETCTBOBATL TPe60BaHUAM HACTOSALLENO CTaHAapTa M HOPMATUBHO-TEXHUYEC-
KO fOKYMeHTaunn. yTBePXeHHOW B yCTaHOB/IEHHOM NOPAAKE.

5.2 TpoTe3 Ao/keH COOTBETCTBOBATHL laHHbIM 61aHKa 3aKka3a noysnam, matepuanam, pasmepam ucxe-
Me NOCTPOeHUsA nsgenus.

5.3 lpegenbHbie OTKNOHEHUS SIMHElHbIX pa3mMepoB MpoTe3a, ykasaHHble B 6/1aHKe 3akasa, 40/DKHbI
cooTseTcTBOBaTh 15 kBanutety no FOCT 25346.

5.4 MpoTe3bl cnegyeT cobupaTb U3 y3/10B, COOTBETCTBYOLWUX TpeboBaHmam FOCT P 51191. c yueTom
npeaenbHoO Macchl Tena v akTMBHOCTU NONb30BaTENS.

5.5 TpoTes fo/mKeH 6bITb NPOYHBLIM U BbIAEPXNBATL HArpy3ku Npu ero NpUMeHeHuy nosib3osaresiamm
CMOCO6OM, Ha3HAYeHHbIM W3rOTOBUTENIEM W YCTAHOBMEHHbIM B WHCTPYKUMM MO MNPYMEHEHMIO MO
FOCT P NCO 22523, nogpasgen 13.3, nepeuncnexus a), 6).

6 TpeboBaHMA HaAEXHOCTU

6.1 YcCTaHOB/EHHbIN CPOK CNYXO6bl NPOTE30B A0/HKEH COOTBETCTBOBATbL CPOKaM NO/Ib30BaHUS NpoTe3-
HO-OpTOMeANYEeCKUMMN N34e/IMAMN, yCTaHOB/IEHHbIM B [1]. a Ha ux cocTaBnstoLlwme y3nbl (y3/1bl CTOMNbI, HECyLLue
Y3/bl, KOSTIEHHbIE Y3/1bl U A4P.) A0/KEH cooTBeTcTBOBaTL TOCT P 51191, nyHkT 5.1.

6.2 TpoTesbl f0/KHbI ObITb PEMOHTONPUIOAHBLIMU B TEYEHUE CPOKa C/YX6bl. YCNO U HOMeHKNaTypa
3anacHbix getasne n (Mv) y3/10B JO/KHbI ObiTb yka3aHbl B TY Ha MpOTe3 KOHKPETHOro Tuna.

6.3 Y35bl, BXogsLMe B cOCTaB NpoTe3a, CPOK CNYX6bl KOTOPbIX MEHEE CPOKa CNYX6bl NpoTesa B LiesioM,
cnefyeT 3aMeHsATb Ha 3anacHble U3 KOMM/IeKTa NnocTaBku. MNopsaaoK 3aMeHbl JO/KEH ObiTb yCTaHOBMEH B TY Ha
npoTe3 KOHKPETHOro Tmna.

6.4 MpodhmnakTnyecknii yxon 3a NpoTe3om u, Npy Heo6XoAMMOCTU, ero PeMOHT c/eAyeT NPoBOANUTb
TO/IbKO Ha OCHOBaHWW yKa3aHuii N0 3KcnayaTalmmn, N3/10KeHHbIX B NaMAaTKe No obpalleHunto ¢ usgenvem (no
FOCT 2.601, nyHKT 5.2.6).

7 Tpe6oBaHWsi CTOMNKOCTU K BHELWHUM BO34EWCTBUAM U XUBYYECTH

7.1 Knumatuueckoe ucnosHeHue npote3os — Y 1.1 nolfOCT 15150 ana npuMeHeHua npy temnepartype
BHellUHel cpefbl oT MuHyc 40 °C go ntoc 40 °C n BnaxHoctu 100 % npu Temnepatype 25 °C. MNonb3oBaTtbcs
NPOTE30M C KOXaHOV MPUeMHO rM1b30i peKOMeHAYeTCA NPU BIXKHOCTH BHeLLHe cpefpbl He 6onee 80 % npu
Temnepatype 25 °C.

7.2 MpoTesbl AO/MKHbI BblAepXMBaTb YAapHble Harpy3ku, BO3HUKalLWMe npy NageHun ¢ BbICOTbl 1 M Ha
XECTKYI0 NoBepXHOCTb, — Mo FOCT P 51632.

7.3 MpoTesbl fOMKHbI ObITb YCTOWUMBBI K BO3AEWCTBUIO arpeCcCrBHbIX 6UON0rMYECKMX XUaKocTel (noTa,
Moun).

7.4 TlpoTesbl JOMXHbI 6bITb YCTOWYMBLI K BO3AENCTBUIO CPEACTB Ae3NH(EKLUN U CAHUTAPHO-TUTUEHU-
ueckoil 06paboTkm, ykasaHHbIX B TY HA NPOTE3 KOHKPETHOrO TUNa.
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8 KOHCTpYKTMBHbIE TpeboBaHUs

8.1 O6wue TpeboBaHNSA

8.1.1 KoHCTpyKuueli NpoTe30B Npu NPUMEHEHUN X NOb30BaTeNeM A0/MKHbI 6bITb 06ecneyeHbl cneay-
oL me cTaTuko-gMHammyeckme nokasarenu:
a) BO3MOXHOCTb HaX04MTbCA MNONbL30BATESIO B C/IEAYIOLLMX OCHOBHbIX NOIOXEHUAX:
- CTOAHMSA.
- cuaeHus.
- npucepaHus;
6) BO3MOXHOCTb XOb0bl:
- M0 POBHOW NOBEPXHOCTW B NPOU3BOJILHOM TEMME.
- POBHOV NOBEPXHOCTW B YCKOPEHHOM TEMIeE.
- HaKNOHHOW NOBEPXHOCTY B CArnTTasIbHOM HanpaBfieHUN BBEPX U BHU3.
- NleCTHULEe BBEPX U BHUS.
- nepeceyeHHON MeCTHOCTMU:
B) BO3MOXHOCTb NepeMELLEHNSA B CTOPOHbI MPUCTaBHbIM LLAroM.

n punmedaHne — CTraTuko-guHamuyeckne nokasarTenn LOHKHbI 6bITb 06ecneyeHbl npu ycnosumn npegsapu-
TeNbHOro o6yquvm ye/sioBeka Nnos1ib30BaHUKO NPOTE30M U ero yaoB/1eTBOpPUTE/IbHOTO o6mero coMaTn4eCcKoro coctosAHuA.

8.1.2 VHamBmayanbHasa cxema NocTpoeHusi NpoTesa fo/hkHa ob6ecneynBaTh YCTONYMBOCTb NO/Ib30BA-
Tena B carnTTasbHOM (MOAKOCOYCTONUMBOCTb) MDPOHTAIBHOMN NIOCKOCTAX B COCTOAHUSAX CTATUKN U ANHAMUKN.

8.1.3 [Ina obecneyeHns NHAMBUAYANIbHON CXeMbl NOCTPOEHNSA B NPOTE3e J0/IKHO ObITb NCMONb30BAHO
MUHMMaNbHO Heob6xoaumoe uncno PCY. TpeboBaHusa kananasoHy nx perynnposaHus — no FOCT 51191.

8.1.4 TpremHble T/b3bl U 3NEMEHTbI KpenjeHnsa npoTesa A0/KHbI COOTBETCTBOBATbL TpeboBaHWAM
FOCT P 51191. nogpasfen 7.2. co cnegyowmmm 40N0OSTHEHNAMMN:

8.1.4.1 BHyTpeHHAs thopma NPUEMHON rMNb3bl [O/KHA COOTBETCTBOBATL UHAMBUAYA/IbHBIM NapameT-
paM Ky/1bTU KOHEYHOCTN B MPUAAHHOM MOJIOKEHUUN U HE OKa3biBaTb YPE3MEPHOTO AaBJ/IEHNA HA Ky/bTIO Mpu
Harpyske n 6e3 Hee.

8.1.4.2 BHYTPEHHSAA NOBEPXHOCTb XECTKNX NPUEMHbIX M/1b3 MOXET ObITh CMArYeHa:

- MPUKIEeHHON NoaKNaaKoi n3 06n1amMoBoYHoN tochpTn no FOCT 1904;

- BKN1AAHOW rM1b30 13 IMCTOBOrO NOSIMMEPHOrO Matepuasna pasIMYyHON XXeCTKOCTN TOALWMHOM 3—5 MM
WM NOSIMMEPHBIM YEX/TOM C 3aMKOBbIM YCTPONCTBOM 1nn 6e3 Hero.

8.1.4.3 BHyTpeHHASA MOBEPXHOCTb KOXaHbIX MPUEMHbIX M/1b3 MOXET ObiTb Bblk/leeHa MOAKNaAKoW 13
061sMoBOYHOI ohTM no TOCT 1904.

8.1.4.4 HaBHyTpeHHeli NOBEPXHOCTY /b3 HE fLO/TKHO 6bITb HEPOBHOCTEW, MOPLLMH, CKNaA0K, 3aMWHOB,
OTC/I0eHWIT cMArYatoLL e NoaKIafKku.

8.1.4.5 MNpuemHble HecyLlme rnb3bl MOTYT 6biTb NOSIHOKOHTAKTHBIMU U CKeNeTupoBaHHbIMK. [ocnen-
HVe MOTYT 6bITb BbINO/IHEHbI C 60NbLLUMMKY 6OKOBLIMW OKHamu (Bbipe3amMu), obecneyrBaloLL MM BO3MOXHOCTb
NPUHATUSA BHYTPEHHEN NPUEMHON 3/1aCTUYHOL TM1b301 POPMbI KY/IbTY B C/lyvae ee N3MeHeHUs.

8.1.4.6 3nemeHTbl KpenneHuii npoTesa A0/MKHbI HAAEXHO YAepXMBaTb NPOTE3 Ha KyNbTe Nob3oBaTens
1 He A0/MKHbI BbI3blBaTb NOTEPTOCTEN, CAABNNBAHUA 1 06pa3oBaHNA HaNbIBOB MATKMX TKaHel, a Takxe Hefo-
NyCTUMbIX HapyLUEeHWNiA KpoBoobpalLLeHNsA 1 601eBbIX OLLYLLEHWIA.

8.1.4.7 KpenneHune BHELWHWX YCTPONCTB yNpaB/eHNsA KOMEHHbIMU W Ta306eApeHHbIMA MOAYNAMU C
3amMkamy (B BUAE TAHOK, LWUTAHT W pbluyaroB) fO/MKHO OblTb YCTAHOBMEHO Ha rM/b3ax 6efgpa nnu Moayse B Mec-
Tax. AOCTYNHbIX 419 PYKN NONb30BaTens.

8.1.5 [lonycTMMble MaKkcuMasibHble 3HaYEHNS NapameTpoB Harpy>XeHus, rabapuTHble pasMepbl U Macca
NpPOTE30B JO/MKHbI ObITb YCTAHOB/IEHbI B TY Ha NPOTEe3bl KOHKPETHOIO TUMNa 1 yKkasaHbl B MHCTPYKLMKW NO NprMe-
HeHuto Nno FOCT P NCO 22523. nogpasgen 13.3.

8.1.6 [IBWXeHWe B LUAPHMPHbIX COEAVHEHMAX Y3M10B NpoTe3a [JO/HKHO ObiTb MIaBHbIM, Nerkum, 6e3
3aefaHuii. He gonyckatTcs oceBble U paguasnbHble N0 Tb B CTbIKYEMbIX y3/1ax, a Takke CTyKY, LyMbl, CKpUMbI
npu xofb6e Ha npoTtese.

8.1.7 KoHcTpyKumeli npoTesafo/mkHbl 6biTb 06ecneyeHbl y406CTBO ero coopku nAoCTyn K MecTam pery-
NIMPOBKM 1 (MN1M) 3aMeHbI fieTaneit (y310B), UMEL X YCTaHOB/IEHHbIN CPOK CNYXObl MEHbLUWIA, YEeM YCTaHOB-
JIEHHBI CPOK CNYX6bI MpoTe3a.

8.1.8 KoHcTpyKumei npoTesa fo/mkHa ObiTb 06ecneyeHa BO3MOXHOCTb Pa3BopoTa CTOMbI NpoTe3a Hapy-
XY NPV 0JHOCTOPOHHEN amnyTaLn CerMmeHTa KOHEYHOCTU COOTBETCTBEHHO Pa3BOPOTY CTOMbI COXPaHMBLUElCcA
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KOHEYHOCTK, a Npu ABYCTOPOHHEN amnyTaunMn CerMeHTOB KOHEeYHOCTel pa3BopoT CTON AO0/IKEH OblTh 4°—6e
Hapyxy.

8.1.9 B npoTese C poTauuMOHHbIM YCTPOWCTBOM AO/KHA ObiTb 06ecneyeHa BO3MOXHOCTb pa3BopoTa
HKe NPUCOoefUHEHHbIX Y3/10B Ha Yrofl, yka3aHHblli B onMcaHnnynacnopre poTauroHHOro ycTpoicTea.

8.1.10 B npote3ax ¢ PCY KOHCTpyKLMEen NPUEMHON rMab3bl AO/MKHA ObITb 06eCNeyeHa BO3MOXHOCTb
YCTaHOBKM W IOCTUPOBKM T'M/b3bl Ha NpoTe3e B cooTeeTcTBUM ¢ TOCT P 51191. nogpa3sgen 7.4.

8.1.10.1 BwuHTbI PCY f0MXHbl 6bITb PaBHOMEPHO 3aTAHYTbI A0 ynopa C YCUIueM, PeKOMeHA0BaHHbIM
N3roTOBUTENSAMU Y3/10B, U HAEXHO 3aKOHTPEHbI crneunasnibHbIM repMeTUKOM MOC/Ie OKOHYaHUS PerysimpoBku
nporesa.

8.2 TpeboBaHuA K npoTe3am

8.2.1 KoHCTpyKumeli npoTesa CToMNbl AO/KHbI 6bITb 06ecneyeHbl YacTUYHasn pas3rpy3ka onopocnoco6Ho
Ky/bTU M NOMHAA pasrpyska Heonopocnoco6HOM KynbTu.

8.2.1.1 [ins pa3rpy3ku KyNbTu KOHEYHOCTM NPOTE3 CTOMbI MOXET 6bITb U3rOTOB/IEH C NPUEMHOI TMb30iA
roONleHN.

8.2.2 TlpueMHyto runib3y nNpoTesa CToMbl Ha KyNnbTio no Lonapy cnefyeT nsrotasnmeaTth:

- AN 0NOpPOCMNOCOBHOW KybTH CTOMbI — COTKPbITOV 3a4Hel nin nepegHei 4acTblo NPUEMHON rMb3bl B
061aCcTH rofleHn U ¢ chukcauueli npoTesa KnanaHoM K3 LWOPHO-ceAenbHOMN Koxu no FTOCT 1904 nnn maHxeT-
HbIM KpenjieHMeM C TEKCTUMILHOW 3acTexkoit no FOCT 30019.1;

- 4aCTUYHO ONOPOCMNOCOBHOM 1 HEONOPOCNOCOBHOW Ky/IbTV CTOMNbI — € BbIPE3OM B 3a/HE YacTu npuem-
HOM MM1b3bl B COOTBETCTBMM C POPMOII NPOKCUMAsIbHOTO CEerMeHTa Ky/1bTU FONIeHN;

- Heomnopocnoco6HOl Ky/ibTU CTONbl — C OTrM6aeMoli 3afHeli CTEHKOW B BEpXHel TpeTy MPUEMHON rmb-
3bl C YCW/IEHMEM MO MepuMeTpy MUb3bl AOMOMHUTENbHBIM KPENIeHWEM C TEKCTUbHOW 3acTeXKoW no
rOCT 30019.1.

8.2.3 TpoTes rosieHn Ha KybTio no Muporosy. Caiimy B3aBUCMMOCTY OT A/TUHbI KY/TbTU MOXET ObITb U3r0-
TOBJ/IEH C LWMKOMOTKOM Unn 6e3 Hee ¢ HM3KONPOUIbHOW CTOMNOIA.

8.2.4 TpuemHas rmnb3a npoTesa rosieHn Ha KybTio no MNMuporosy. CaiiMy MOXET ObITb U3rOTOB/IEHA:

- C OTKPbITbIM OKHOM B 3afijHei unun B nepefHei 4acTn NPUEMHON MNb3bl N CO CMArYaloLL e NoAyLwKow
nog, KoHew, Ky/ibTu. OKHO B M/1b3€ U3HYTPU A0/IKHO 3aKPbIBATLCS CMSArYaloLLeil noaknaakoi, a cHapyXxm knana-
HOM — M3 LWOpPHO-cefesbHOl koxu no FTOCT 1904;

- [fonycKaeTcs U3rotasB/mMBaTb NPUEMHYIO MM/1b3Y C 3/1aCTUYHBIM CMArYaloLWUM BKNagbieM.

8.2.5 KpenneHwue npoTesa rosieHn Ha KynbTe N0sib30BaTe 1 MOXeT OCYyLeCTBAATLCSA:

- C MOMOLLbIO NO/IMMEPHOrO Yexa ¢ 3aMKOBbIM YCTPOCTBOM;

- 3aXBaTOM HaAMbILLENKOB KY/IbTM GOKOBbLIMU CTEHKAMMW NPUEMHOI T/b3bl;

- Y3[1e4KOli C KOXaHbIM NOSCOM;

- KOXaHol rnnb30i Ha 6epo, NprcoefUHSAEMON K NpYeMHON rnib3e npoTesa:

- C NOMOLLbI0 HAKOIEHHMKA U3 pa3/IMYyHbIX KOMNPECCUOHHbIX MaTepranos, HafeBaemMoro Ha nNpoTes un
4acTMYHO Ha 6epo NPOTE3MPYEMO KOHEYHOCTH.

8.2.6 8 npoTe3e rosieHN C KpensieHneM KoXaHol rmnb3oi Ha 6eApo OCU LIapHUPOB KOJIEHHBIX Y3/10B,
YCT@HOB/EHHbIX Ha FM/b3ax rofieHn 1 6eapa CHapyXu, f0/MKHbI BbiTb COOCHbI Y HAXOAUTLCS HA 5—7 MM Bbille
YC/IOBHOW OCK, NpoXoAsLel Yepes BepLUMHbI MbILLeKoB 6eapa.

MpY 3TOM BHYTPEHHWIA KONTEHHbIV LAPHMP J0/MKEH BbITb PACMNO/IOXKEH BbILLE HAPYXHOT0 Ha 5—7 MM.

8.2.7 B npoTesax ronexHun n 6egpa ysen ctonbl 4O/MKEH ObiTb HAAEXHO COeANHEH C LLMKONOTKOW, a Bce
KpenexHble CoeNHEeHNSA 3aKOHTPEHbI.

8.2.8 B npoTe3ax 6efpa € KO/IeHHbIM Y3/10M C NOAPECCOPEHHLIM NOAMMOaHMEM yNpyrue afieMeHTbl pas-
JINYHO XXECTKOCTW BYy3/1e NOAPECCOPEHHOI0 NOArM6aHNsa AO/MKHbI 6bITb MOA06PaHbI MHANBUAYABHO CYy4eTOM
Macchl Nonb3oBaTensa n obecneymBaTb Npy xoab6e yron nogpeccopeHHoro noarnbaHns He 6onee 10e.

8.2.9 BnpoTese 6eapa c NONMMEPHBLIM YEX/I0M A1 HAAEXKHOTO0 YAepXaHnsa NpoTesa Ha Ky/ibTe B Npuem-
HOM rMnb3e AO/HKHO 6biTb YCTAHOB/IEHO 3aMKOBOE YCTPOWCTBO.

B npuemHoli runb3e 6e3 NoaMMepHOro Yexna Ao/mKeH ObITb YCTAHOB/EH BaKyyMHbI knanaH, 0Cb KOTOPO-
ro fo/mKHa HaxoauTbesa Ha 30—35 MM HUXKe KOHLa Ky/bTu.

8.2.9.1 Kopnyc BaKyyMHOro knanaHa flo/xeH 6biTb repMeTUYHO 3aKpensieH B NPUEMHON MNb3e U He
BbICTYNaTb BHYTPb MM/b3bl.

8.2.10 B npotesaxnocse BblusieHeHNs 6efpa Tazo6eApeHHbIli y3en fo/MKeH 6biTb yCTAHOB/EH HA YPOB-
He Ta306eApeHHOro cyctaBa Co CMeLLeHeM WapHupa y3na Bnepes nav BHU3 B 3aBUCUMOCTM OT KOHCTPYKLUK
TazobeApeHHOro y3na.

8.2.11 BnpoTe3ax npu BPOXAEHHOM HeA0Pa3BUTUMN HUKHER KOHEYHOCTU U COXPaHHbIM Ta306e4peHHbIM
CyCcTaBOM Harpyska fjo/XHa BOCNPUHUMATLCA ANCTaNbHbIM OTAE/10M HEOPA3BUTON KOHEYHOCTH, a Npu Hanw-
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Ynmn CTOMNbl — MATKON M 061aCTbi0 NPOLO/LHOIO CBOAA, MPY 3TOM MeXAy AUCTaslbHbIM OTAE/I0OM NasibLes 1
[HOM NPUEMHOI MMNb3bl fOMKEH BbITb 3a30p 10—20 MM.

8.2.11.1 Tpw BPOXAEHHOM HeL0Pa3BUTUN HUKHEN KOHEYHOCTY C NopaXeHneM Ta3obepeHHoro cycra-
Ba Harpyska B npoTese fjo/XHa pacnpeaensatbca No N0cagouHoOMy KOJbLy U Ha cefanuiyHbii 6yrop.

9 TpeboBaHuMA K MaTepuanam

9.1 MaTepuansl, npUMeHseMble Npu U3roTOBIEHNUM NPOTE3a, A0/KHbI COOTBETCTBOBATL TPEO6OBaAHUAM
FOCT P NCO 22523. nogpaszgen 5.1.

9.2 Martepuasbl NPUEMHbIX TMNb3 NPOTEe3a, KOHTaKTUPYKLWMe ¢ Te/IOM nosib3oBaTenis, AO0NXKHbI COOT-
BETCTBOBaTb TpeboBaHMAM 6ruosoruyeckoin 6esonacHoct no FOCT P NCO 10993-1. TOCT PN C010993-5u
FOCT P NCO 10993-10.

9.3 MeTannuyeckve getanu npotesa f0/MKHbl GbiTb N3rOTOBMEHbI N3 KOPPO3UOHHO-CTOMKMX MaTepua-
NOB WY UMEeTb 3aLMTHbIE UM 3aLlUTHO-AeKopaTrBHble NOKPbITUA no FTOCT 9.301.

9.4 TepmonnacTuyHble MaTepuasibl NPUEMHbIX MM/1b3 NPOTE3a AO/MKHbI 06ecneymBaTb TEPMUYECKYIO U
MexaHU4Yeckyto noaroHky (moadopMoBKy).

9.5 Martepuansl NPUEMHbIX MMb3 AO/KHbI 06ecneynBaTb YCTAHOBKY 3ak1enoYHbIX COeANHEHN 6e3
06pa3oBaHusl pacTpeckMBaHuii 1 pa3pbIBOB.

9.6 MaTepuarsibl TPUEMHbIX FM/b3 He A0/MKHbI 4ehopM1POBaTLCA B NPOLLECCe aKCnayaTaummn npoTesa.

10 KoMnneKkTHOCTb

10.1 B KOMMNIEKT NOCTaBKN NMpOTe3a AO/HKHbI BXOAUTH:

- npores;

- 3anacHble feTann 1 KOMNAEeKTYIoLWWe Y3/bl, UMetoLLMe CPOK CAYXObl, MEHbLLWIA, YEM YCTaHOB/IEHHbIN
CpOK cnyx6bl NpoTesa;

- creunanbHble UHCTPYMeHTbl AnA cOOopku npoTesa (JonyckaeTcs KOMMAeKToBaTb MO A0roBopy C
nonb3osaresieM nNpotesa).

10.2 MamATKka no obpalieHunto ¢ msgennem (MHCTPYKUMA NO npuMeHeHuto) — no FOCT 2.601 wn
FOCT P NCO 22523. nogpa3gen 13.3. nepeuncreHus a), 6).

MpumeyaHne — UMcnNo 4exn0B Ha KynbTiO MNosib3oBatens (TpI/IKOTa)KHbIX, LWepPCTAHbIX, CU/TMKOHOBbLIX 1IN
FenI/IeBbIX), a TakXe KOCMeTU4YeCKNx 4ysiok yctaHaB/IMBalT B TY Ha npoTe3 KOHKPEeTHOro Tuna.

11 MapkupoBka

11.1 MapkupoBka gomkHa cootseTcTeoBats FTOCT P MCO 22523, nogpasgen 13.2, ¢ AONONHEHUAMMU,
yKka3aHHbIMW B TY Ha NpOTe3 KOHKPeTHOro Tmna.

12 YnakoBKa

12.1 Ynakosky NMHK npoBoAAT Npu nx Bbigaye.

12.2 B3aBucumocTtu oT padmepos NMHKynakoBbiBaoT BO6epTOUHY0 6ymary no FOCT 8273 unu s notpe-
6UTENbCKYH0 Tapy — MakeT U3 NosMaTUIeHoBO nieHkm no FTOCT 10354. kopobky u3 kapToHa no FOCT 7933
n/vnu B 4exos U3 xaonyatobymMaxHow TkaHn no FOCT 29298.

12.3 YnakoBaHHble U3aenuns Ao/KHbI 6bITh NepeBa3aHsbl WwnaratoM no FOCT 17308 unu okneeHsbl kiee-
BO/ NIEHTON Ha 6ymaxHoli ocHoBe no MOCT 18251 wavM NOMM3TWEHOBONM NEHTOW C JIMNKAM C/I0EM MO
FOCT 20477.



[1] Mpuka3 MuHUCTepcTBa 34paBOOXpaHeHUs
1 counanbHoro passuTtua Poccuiickoii de-
Aepauun ot 7 maa 2007 r. Ne 321
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06 yTBEpXAEHUN CPOKOB NO/Ib30BaHUS TEXHUYECKUMU CpeACcTBaMU
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AMU 10 UX 3aMEHbI
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