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MpeancnoBue

Llenu v npuHuunel ctaHgapTusaumu B Poccuiickon eaepaumm yctaHoBneHs degeparnbHbIM 3aKOHOM OT
27 pexabpst 2002 r. Ne 184-93 «O TexHU4YeCcKom perynmposaHum», a npasunia NpUMeHeHUs HaLMOHaNbHbIX
craHgaptoB Poccuiickon ®egepaunm — FOCT P 1.0—2004 «CraHgapTtusauusa B Poccuinckon ®egepaunn.
OCHOBHbIE MONOXEeHUsA»

CBeaeHus 0 cTaHaapTe

1 PABPABOTAH ®egepanbHbiM rocyaapcTBeHHbIM yupexzaeHuem «®PepnepanbHoe 6lopo meauko-
couuansHom akenepTusbly (Pry «®sMC3I»)

2 BHECEH TexHu4yeckum komnteToM no ctaHaaptusauumn TK 381 « TexHuyeckue cpeactsa Ans UHBa-
nMaooB»

3 YTBEPXAEH W BBEAEH B AEMCTBUE MMpukasom GeaepanbHOro areHTCTBa o TEXHAYECKOMY
perynupoBaHuto u meTposnorin ot 17 ceHTsabpsi 2010 r. Ne 249-ct

4 Hacrtoawwmit ctaHgapT paspaboTaH no 3akasy MMHUCTEpCTBa 30paBoOXpaHEeHNst U CoLMarnbHOro pas-
BUTMA Poccunckon degepauuu B pamkax peaepansHon ueneson nporpammbl «CouuanbHaa noggepxkka
MHBanmMaoBs Ha 2006—2010 roabl», yTBepxaeHHou MoctaHosneHnem MNMpaButensctBa Poccuiickon Penepa-
unm ot 29 aekabpsa 2005 r. Ne 832

5 BBEAEH BIMEPBbIE

UHbopMayusi 06 usMeHeHUsX K HacmosiueMy cmaHOapmy nybrukyemcsl 8 exxe200H0 u3dasaemMom
UHGhopMayUOHHOM yKkazamerne «HayuoHanbHeie cmaH0apmel», a Mekcm U3MeHeHU U rornpasok — 8 exxeme-
CAYHO U3dasaeMbix UHGHOPMaUUOHHBIX yKazamensax « HayuoHansHsie cmaHOapmel». B ciyyae nepecmompa
(3aMeHbl) Unu ommeHbl Hacmosiujeao cmaHO0apma coomeemcemeyioujee ysedomreHue ydem ornybrnukosaHo
8 eXXeMeCsYHO usdasaeMoM UHGhopMayUoHHOM yKkazamene «HauuoHanbHele cmaHdapmsi». Coomeemcmey-
rowjast uHgbopMauusi, yeeOOMIEHUE U MeKCMbl pa3MeLaromes makxe 8 UHghopMayuoHHoU cucmeme obwezo
r10/1b308aHUsT — Ha oghuyuaisHoM catime ®edepalibHO20 ageHmemea ro mexHU4ecKoMy peayuposaHuro u
memporioeauu 8 cemu VIHmepHem

© CraHgapTuHdopm, 2012

HacToswuii cTaHaapT He MOXeT BbiTb NOMHOCTLIO UMW YaCTUYHO BOCTIPOU3BEAEH, TUPAXMPOBaH 1 pac-
MpocTpaHeH B kavyecTBe odurLmanbHoro uaaaHus 6es paspelleHus degepanbHoro areHTCTea No TeXHUYecKo-
MY perynimpoBaHuio v MeTpornorum
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HALUMOHANBbHBLIN CTAHOAPT POCCUMUCKOMW GEREPALMUM

NMPOTE3bl HMWXXHUX KOHEYHOCTEM
TexHu4eckue Tpe6oBaHus

Prostheses of lower-limb.
Technical requirements

Hata BBegenna — 2011—10—01

1 O6nacTb NnpuUMeHeHus

HacTtoswumin ctaHgapT pacnpocTpaHAeTesl Ha NPOTe3bl HKHUX KOHEYHOCTEN MHANBUAYaNbHOIO Ha3Ha-
YeHus (Janee — nNpoTesbl), NpeAHasHauYeHHble 4515 nonb3osaTenen Maccoi oT 45 ao 125 kr, npu nto6om ypos-
He aMnyTauum 1 BPOXAEHHOM HEA0PAa3BUTUMN HUKHUX KOHEYHOCTEN No TUMY KynbTy N NpoaofbHON hopme
HeopasBUTUS C BblpaXKeHHbBIM YKOPOYEHUEM CETMEHTOB.

CTtaHgapT He pacnpocTpaHsieTcs Ha NpoTesbl Ans AeTen 1 cneuunanbHble NpoTesbl (CNopTUBHLIE, pabo-
yue, y4ebHO-TPEHUPOBOYHBIE).

2 HopmaTuBHbIe CCbIFIKM

B HacTosilLeM cTaHgapTe UCNOoNb30BaHbLl HOPMaTUBHBIE CChINIKA Ha criegylolive cTanaapThbl:

FOCT P NCO 10993-1—2009 WU3zpenua meamumHckme. OueHka 6ruonormyeckoro AecTBUs MeguLmMH-
cknx nsgenuii. Hacts 1. OueHka 1 MccrnegoBaHus

FOCT P NCO 10993-5—2009 WMapenua meauuuHckme. OLeHka 61uonormyeckoro AeAcTBuUs MeauLmMH-
cKkMX n3genuin. Yactb 5. iccneaoBaHnsi Ha LUTOTOKCUYHOCTb: MeToabl in vitro

FOCT P NCO 10993-10—2009 Wapenua meanumHckune. OueHka bBuonornyeckoro AencTeus Meau-
LMHCKkMX n3genuin. Yactb 10. MccnegosaHus pasgpaatoLero U ceHenbunusupyioulero AeicTeus

FOCT P UCO 22523—2007 lNpoTesbl KOHEYHOCTEN U OpTe3bl HapyXHble. TpeboBaHuA U meToabl
NCMbITaHWIA

FOCT P 51191—2007 Yanbl NPOTE30B HWKHUX KOHEYHOCTeW. TexHudeckme TpeboBaHUst N metoabl
ncnblTaHUn

FOCT P 51632—2000 TexHu4eckue cpeAcTBa peabunurauum niogen ¢ orpaHUYeHUsIMU XusHeges-
TenbHocTU. OBLWwmne TexHnYeckne TpeboBaHNA U MeToAbl UCMbITaHUIA

FOCT 2.601—2006 EpuHas cuctema KOHCTPYKTOPCKOW AOKYMeHTauuu. JkcniyaTauuoHHble AOKy-
MEHTHI

FOCT 1904—81 Koxa wopHo-cegenbHaa. TexHnueckne ycnosus

FOCT 7933—89 KapToH ang notpebutensckoit Tapbl. O6Lwme TexHudeckue ycnosus

FOCT 8273—75 bymara obepTtodHas. TexHuueckue ycnosna

FOCT 10354—82 [neHka nonuatuneHosas. TexHuyeckue ycnosus

FOCT 15150—69 MaluunHbl, Npubopbl U Apyrue TexHudeckne nsgenus. MicnonHeHus ans pasnnyHbiX
KnumaTniecknx paioHoB. KaTteropuu, ycnosus akcniyaTtauum, XpaHeHusl U TpaHCNOPTUPOBaHUS B YaCTU BO3-
OeNCTBUS KNMMaTnyecknx bakTopoB BHELLHEW cpeabl

FOCT 17308—88 LUnaraTbl. TexHU4YEeCKNe YCNOBUA

FOCT 18251—87 MeHTakneeas Ha yMaxHoi ocHoBe. TexHUYeckune ycrnosus

FOCT 20477—86 [leHTa nonMaTueHOBas C MUMNKUM cnoem. TexHudeckue ycnosus

WU3apanne ocpmymnansHoe
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FOCT 25346—89 OcHoBHble HOpMbI B3auMo3sameHsiemocTu. EauHasa cuctema AonyckoB 1 Nocaaok.
O6Lume NonoxeHus, psabl 4ONYCKOB U OCHOBHBIX OTKITOHEHUI

FOCT 29298—2005 TkaHu xnonyatobymakHble U cMellaHHble ObiToBble. ObLiMe TexHUyYeckue
yCroBus

FOCT 30019.1—93 3actexka TekcTunbHas. ObLme TexHuyeckue ycrnosus

M pwumMedyaHu e — lNpy NoNb30BaHUMN HACTOSILLUM CTaHAAPTOM LenecoobpasHo NPoBepuTb AeNCTBUE CCbINOY-
HbIX CTaHAApPTOB B MHGOPMAUMOHHOM cUCTEMe OOLEro nonb3oBaHus — Ha odumumnanbHoMm caite PegepanbHoro
areHTCTBa Mo TEXHNYECKOMY PerynupoBaHmio u MeTpornormm B cetm IHTepHeT unm no exerogHo nagaBaeMomy nHdopma-
LIMOHHOMY yKa3aTenio « HaumoHanbHble CTaHAapTbI», KOTOPLIV ONMyGNMKOBaH Mo COCTOSIHWIO Ha 1 SIHBapsl TEKYLLEro roaa, u
Mo COOTBETCTBYIOLMM EXEMECHAYHO N3JaBaeMbiM MHPOPMALMOHHLIM yKa3aTensiM, onybnukoBaHHbLIM B TEKYLLEM rofy.
Ecnu ccbinoyHbili cTaHAapT 3amMeHeH (M3MEHEH), TO NPW MNoNb30BaHUM HACTOSILLUM CTaHAAPTOM CrieflyeT PyKOBOACTBO-
BaTbCS 3aMEHSIOWMM (M3MEHEHHbIM) cTaHAapToM. Ecnu ccbinoyHbiv cTaHgapT oTMeHeH 6e3 3ameHbl, TO NonoXeHue, B
KOTOPOM [1aHa CCbIIKa Ha HEro, NPUMEHAETCS B YacTu, He 3aTParnBaloLLLEN 3Ty CCbIKY.

3 TepMuHbLI, onpeaeneHns U CoOKpaleHns

3.1 B HacTosileM cTaHAapTe NpUMeHeHbl criefylolne TepMUHbLl C COOTBETCTBYIOLMMA onpeferie-
HUSAMM:

3.1.1 kynbTa no Nuporosy: KynbTa nocne amnyTaummn rofieHn Ha ypoBHe cepeaunHbl NOALIKEK C 3aKpbl-
TMEM onuna KocTel MoMnepeyHo pacCcevYeHHOM NATOYHOM KOCTbI0 C MATKUMU TKaHAMW NATOYHOW obnacTu ¢
Liesiblo co3AaHus OMopPHOM KyIbTH.

3.1.2 kynbTa no Canmy: KynbTea nocne amnyTauuuy rofieHM Ha YpoBHe cepeauHbl NOAbBKEK U YyTb
Bbille XPALLEBOIA NMOBEPXHOCTU FONIEHOCTONHOIO CycTaBa C COXpaHEeHNeM NOAOLUBEHHO-NATOYHOro NOocKyTa
KOXMU.

3.1.3 kynbtano lWonapy: KynbTs nocne amnyTtauym CTomMbI Mo JIMHUA MONepeyHoro cyctasa npeanoc-
Hbl (LLIONapoBOro cyctasa) ¢ coXxpaHeHUeM NATOMHON, TapaHHOW KOCTEN N YacTu NMOCHBI U 3aKPbITUEM KYNbTU
noAoLBEHHbLIM JTOCKYTOM.

3.14

NoAKOCOYCTOMYUBOCTL: CBOMCTBO NPOTE3a HIMKHE KOHEYHOCTU HE A0MYCKaTb ero HeMPOU3BOSIbHOTO
crnbaHuns B KOSIEHHOM Y311e Npu ornope nauneHTa Ha NpoTes.
[FTOCT P 51819—2001, ctaTbs 37]

3.1.5 nonb3oBarenb: YernoBek, UCMoOnNb3ylOLWMA (HageBalwoLWmMin) NPoTe3Hoe nnM opToneanyeckoe
YCTPOWNCTBO.
3.1.6

npueMHasa runb3anpoTesa KOHEYHOCTU: Y3e UN13NeMeHT NpoTesa KOHEYHOCTU, U3TOTOBNEHHbIN MO
NHAVMBMAYanNbHEIM NapamMeTpaM nauueHTa, npegHasHaveHHbIA AN pasMeLwleHnUs B HeM KynbTy Unu nopa-
YXEHHOW KOHEYHOCTU 1 obecrnevnsatoWwni B3anMoaencTeme YeroBeka ¢ NPOTE30M KOHEUYHOCTMU.

[FTOCT P 51819—2001, ctaTbs 24]

3.1.7 caruTranbHas NMAocKocTb: BepTukanbHas NnNockocTb, YCMOBHO Aenswas Teno venoseka Ha
neByo 1 NpaByto MONOBNHLI.
3.1.8

cxema NocTpoeHUs npoTte3a kKoHeuHocTU: OnpegeneHHoe B3anMHOE pacnofioxeHne y3ros npoTesa
1 caMoro NpoTesa KOHEYHOCTU OTHOCUTESLHO OMOPHO-ABUraTeNsLHOro annapara nauueHTa.
[FOCT P 51819—2001, ctaTbsa 8]

3.1.9 ypoBeHb aMnyTauuu: AHaToMuyeckas 3oHa, B npedenax koTopon ornpegensieTcsa rpaHiLa ycede-
HWS KOHEYHOCTW.

3.1.10 ycTonumuBocTb: CBOINCTBO y3na npUcoeauHeHns npoTesa K TeNy, 3aknodarolleecs B nepegade
YCUMURA, HanpasneHHbIX NonepevyHo Mexay NnpoTe3oM U TernoM, 1 nogaepXXaHim B npolecce UCMoNb30BaHNS
npoTesa ero yrinoBon CBA3N C TENOM.

3.1.11 dpoHTanbHaa NNockKocTb: BepTukanbHasa nnockocTb, NepneHAuKynsipHast K caruTTanbHomn
MMIOCKOCTH.

2



rocCT P 53869—2010

3.2 B HacToAweM cTaHAapTe NpUMeHeHb! crieaytolne CokpalLeHus:
OJJA — onopHo-AsuraTernbsHbIA annapar;

MpOlN — npoTesHo-opToneanyeckoe NpeanpusaTue;

PCY — perynupoBoYHO-COEAIMHUTENbHOE YCTPONCTBO;

TY — TexHU4eckne ycrioBusi.

4 Knaccudmkaums

MpoTeabl noapasaenstoT B 3aBUCMMOCTM OT YPOBHS amMMyTaLWm 1 BPOXAEHHOTo HeAopasBUTUsA Ha criedy-
toLne BUabI:

- MpPOTE3bl CTOMEI;

- MpPOTe3bl FOMNeHHU,;

- npoTtesbl beapa;

- npoTe3sbl Noce BbiuneHeHUs 6eapa;

- NpoTesbl NP BPOXXAEHHOM He40Pa3BUTUMN HYKHUX KOHEYHOCTEN.

5 O6wme TpebGoBaHuA

5.1 MNpoTes AomKeH cOOTBETCTBOBaTL TPeBOBAHUSIM HACTOSALLErO CTaHAapTa U HOPMAaTUBHO-TEXHUYEC-
KO AOKYMEHTaUWK, YTBEPXKAEHHOW B YCTAHOBIEHHOM MOPSIAKE.

5.2 MpoTe3gonxeH cOOTBETCTBOBATL AaHHLIM briaHKa 3aka3sa no y3nam, MaTepuarnam, pasmepam U cxe-
Me NoCTPoeHNA U3aenna.

5.3 MpenenbHble OTKNOHEHUA MMHENHBIX PA3MepPOoB NPOTEe3a, YKkasaHHble B BrnaHke 3akasa, AOMKHbI
cooTBeTcTBOBaTL 15 KBanuTeTy No FOCT 25346.

5.4 TpoTe3sbl cneayeT cobupaTh U3 y3noB, COOTBETCTRYIOLMX TpeboBaHuam FOCT P 51191, ¢ y4eTom
MpeaenbHOW Macchl Tena u akTMBHOCTU NONb30BaTess.

5.5 MpoTes gorkeH 6bITb NPOYHBIM U BbIAEPXKUBATL HArpy3ku Npu ero NpUMeHeHU1 nonb3osaTenamm
cnocoboM, HasHa4yeHHbIM W3rOTOBUTENEM WM YCTAHOBMEHHLIM B UHCTPYKUMM MO MPUMEHEHUo no
FOCT P UNCO 22523, noapasaen 13.3, nepeyvucneHus a), 6).

6 Tpe6oBaHMA HageXHOCTH

6.1 YcTaHoBMEHHbI cpok cryxBbl NPOTE30B AOMMKEH COOTBETCTBOBATL CPOKAM MOJIb30BaHMA NpoTes-
HO-opTOoNeanYecKUMM U30enMaMU, yCTaHOBEHHbIM B [1], @ Ha UX cocTaBnsaoLwme yanbl (Y3rbl CTOMbI, HECYLME
y3nbl, KOreHHble Y3nbl U Ap.) AomkeH cooTBeTcTBoBaTh FTOCT P 51191, nyHkT 5.1.

6.2 MpoTesbl AOMKHbI BbITb PEMOHTOMNPUrOAHBIMU B TEYEHWE CpOKa CIYXObl. YMCNo U HOMeHKNaTypa
3anacHblx AeTanei u (Unu1) y3nos AoSKHbI BbITh yKasaHbl B TY Ha NpoTe3 KOHKPETHOro TUNa.

6.3 Yanbl, BxoAsLmMe B COCTaB NpoTesa, CPoK Crybbl KOTOPLIX MEHee cpoka cnyx6bl NpoTesa B LienoMm,
criegyeT 3aMeHATb Ha 3anacHble 13 KoMMNeKTa nocTasku. Mopagok 3ameHbl 4ormkeH ObiTb ycTaHoBNeH B TY Ha
MpoTes KOHKPEeTHOro TMna.

6.4 MpodbunakTudeckuin yxon 3a NpoTe3om U, Npu HeobxoauMOCTU, ero PeMOHT CreayeT NPOBOANTL
TOSIbKO Ha OCHOBAHWW yKasaHWi Mo 3Kcnnyataunm, N3noxeHHbIX B NamaTke no obpalleHunto ¢ usgenvem (no
FOCT 2.601, nyHKT 5.2.6).

7 Tpe6oBaHUSA CTOMKOCTU K BHELUHUM BO3AENCTBUAM U XKUBYYECTH

7.1 Knumatnyeckoe ucnonHexne npotesos — Y1.1no FOCT 15150 onsa npuMeHeHUs npyu TemMnepartype
BHewwHen cpedpbl oT MuHyc 40 °C go nntoc 40 °C v BnaxHocT 100 % npu temnepatype 25 °C. Monb3oBaTtbes
NPOTE30M C KOXaHON MPUEMHON T’MIb30 peKOMEHAYeTCs NPU BNaXXHOCTU BHeLHel cpeabl He 6onee 80 % npu
Temnepatype 25 °C.

7.2 TMpoTe3bl AOMKHEI BbIAEPXKUBATL YAapHbIe Harpyskun, BO3HUKaloLWMe Npyu NnageHun ¢ BbICOTbl 1 M Ha
XKeCcTKyt nosepxHocTb, — No FOCT P 51632.

7.3 TMpoTesbl AOMKHbI ObITb YCTOWYUBLI K BO3AENCTBUIO arpeCCUBHBIX BUONOrMyeckux xuakocten (nota,
MOuYM).

7.4 TpoTesbl AOMKHBI ObITb YCTONYMBBI K BO3AEUCTBUIO CPEACTB Ae3uHMeKUNN U CaHNTapHO-TUrNeHN-
yeckon 06paboTkn, ykazaHHbIX B TY Ha NpoTe3 KOHKPETHOro Tuna.
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8 KoHcTpykTuBHbIE TpebGoBaHUsA

8.1 O6wue TpeboBaHuA

8.1.1 KoHcTpyKuMel NpoTe30B Npuy NpUMeHeHU UX Nonb3oeaTenem AomkHbl GbITb o6ecnedeHbl crieqy-
toLLMe cTaTMKO-QUHaAMUYecKue nokasaTernu:
a) BO3MOXHOCTb HAXOAMTbLCS NOMb30BATENIO B CrIeAYOWNX OCHOBHBIX MOMOXEHUAX:
- CTOSIHUS,
- cupaeHus,
- npuceaaHus;
6) BO3MOXHOCTb X0AbObI:
- 10 POBHOW NOBEPXHOCTU B MPOU3BOSILHOM TeMne,
- POBHOW NOBEPXHOCTM B YCKOPEHHOM TeMmre,
HaKIMOHHOW NOBEPXHOCTU B CaruTTaribHOM HanpaBneHUn BBEPX 1 BHU3,
- NecTHULEe BBEPX U BHU3,
nepece4YeHHOW MECTHOCTHU;
B) BO3MOXXHOCTb NepeMeLLeHNs B CTOPOHbI MPUCTABHbIM LIAroM.

MpumeyaHne— CraTuko-guHaMuyeckue nokasarenu AormkHbl GbiTb o6ecneveHbl npu ycnoeuv npegsapu-
TeNnbHOro o6yquvm YenosekKa NoNb30BaHUIO NPOTE30M U €10 yAOBIETBOPUTENDBbHOIO 0o6LLero comaTnHeckoro COCTOSIHUS.

8.1.2 UnanenayanbHas cxema nocTpoeHusi npotesa AosmkHa obecneumBaTtb YCTOMMUBOCTb NOMb30Ba-
Tens B carntranbHon (NoAKOCOYCTONUMBOCTb ) U (OPOHTarNbHOM MOCKOCTAX B COCTOAHUAX CTaTUKA M QUHAMUKA.

8.1.3 Ons ob6ecneveHns MHAMBUAAYANbHOW CXEeMbI MOCTPOEHUS B NpoTe3e AOMKHO BbiTb UCNOMNb30BaHO
MUWUHMManbHO Heobxoaumoe uncrio PCY. TpebosaHus k ananasoHy ux perynuposanua — no FOCT 51191.

8.1.4 MpuemHble rMnNb3bl U 3NeMeHTbl KpenneHusl NpoTesa AOMKHLI COOTBETCTBOBaTL TpeboBaHUAM
FOCT P 51191, nogpasaen 7.2, co crnegyowmMm A0NOMHEHUSIMU:

8.1.4.1 BHyTpeHHsisi bopMa NPUEMHOM rnb3bl 4OIDKHA COOTBETCTBOBATL MHAMBUAYaNbHBIM NapameT-
paM KynbT KOHEYHOCTW B NpUAaHHOM MOMNOXEHWUN U He OKasblBaTb YPE3MEPHOro AaBfIEHNs Ha KymbTHo Npu
Harpyske 1 6e3 Hee.

8.1.4.2 BHYTpEHHSSI NTOBEPXHOCTb XXECTKUX MPUEMHBIX FMNb3 MOXET BbITb cMArYeHa:

- MpUKNeeHHon nogxknaakon na obnsmosovHoun ot no FOCT 1904,

- BKITAQHOW rMrb30i 13 NMCTOBOrO NMofiMMepHoro Matepuana pasnuyHomn XeCTKOCTU ToNWUHON 3—5 MM
MIN NONIMMEPHBIM YEXTOM C 3aMKOBbLIM YCTPONCTBOM 1 6e3 Hero.

8.1.4.3 BHYTpEHHSst MOBEPXHOCTb KOXaHbBIX NPUEMHBIX b3 MOXeT ObiTb BbikiieeHa NoAKnaakon na
obnamosouHol tocpTM no FOCT 1904.

8.1.4.4 HaBHyTpeHHel NOBEPXHOCTUTUMb3 HE ACIMKHO BbITb HEPOBHOCTEN, MOPLUMH, CKNAAoK, 3aMUHOB,
OTCMOEHNA cMsArYatoLLein noaKnaakn.

8.1.4.5 TNpuemHble HecyLwmne rnnb3bl MOTYT BbiTh MOSTHOKOHTAKTHBIMW U CKeneTupoBaHHbIMKU. MNocnea-
HWe MOTYT BbITb BEINOMHEHbI ¢ 6OMbLUMMM GOKOBLIMU OKHaMU (Bbipe3amu), o6ecneumBaowMm BO3MOXHOCTb
MPUHSATUS BHYTPEHHEN MPUEMHO 3NacTUYHON Mb30oi OPMBbI KyNbTU B CRyYae ee U3MEeHEHUs.

8.1.4.6 3OnemeHTbI KpenneHun NpoTesa A0MKHbLI HAAEXHO yAepXnBaTb NPOTes Ha KynbTe Nnonb3oBaTtens
1 He OOMKHbI BbI3bIBaTb MOTEPTOCTEN, CAABMMBAHMSA 1 06pa3oBaHMA HANMbLIBOB MAMKUX TKAHEN, a Takke Heao-
NYCTUMBIX HapyLLEeHWIA KpoBoobpaLleHWs 1 6ONeBLIX OLLYLLEHUNA.

8.1.4.7 KpenneHne BHELIHWX YCTPOWCTB ynpaBneHWUsa KOMEHHbIMU U Ta3obeapeHHbIMU MoayNsaMU C
3aMKamu (B BUAE TSHOK, LUTAHT U pblYaroB) AOMMKHO BbITb YCTAHOBNEHO Ha runb3ax 6egpa unn moayrse B Mec-
Tax, AOCTYMHbIX AN PYKX NONb3oBaTeNsl.

8.1.5 [onycTuMble MakcumasbHble 3HaYEHUsi TapaMeTpoB HarpyeHus, rabapuTHele paaMmepbl U Macca
NpPOTE30B A0MMKHbI BbITh yCTaHOBMEHbI B TY Ha NpoTe3bl KOHKPEeTHOMo TUNa U ykasaHbl B UHCTPYKLMW N0 Npume-
HeHuno no FTOCT P NCO 22523, nogpasnen 13.3.

8.1.6 [BuxkeHne B LIAPHUPHBIX COeAUHEHUsIX Y3MOB NpoTesa AOMKHO GbiTb NNaBHbIM, Nerkum, 6es
3aefaHuii. He gonyckatoTcs oceBble U pagunanbHble N T B CTHIKYEMBIX y3nax, a Takke CTYKU, LYMbl, CKpUNbI
npu xoabbe Ha npoTese.

8.1.7 KoHcTpykumeli npoTesa AormkHbl 6bITb 06ecrneveHbl yaobcTeo ero c6opku n 4OCTYN K MecTaMm pery-
FIMPOBKM U (UN) 3aMeHbl AeTanei (y3noB), UMeoLLMX YCTaHOBNEHHbIN CPOK CNYX6bl MEHBLUWIA, YeM YCTaHOB-
NeHHbIA CPoK Cryx6bl NpoTesa.

8.1.8 KoHcTpykumerinpoTesa gomkHa bbITb 0becneveHa BO3MOXHOCTb pa3BopoTa CTOMbI NpoTe3a Hapy-
XY NPU 0QHOCTOPOHHER amnyTaLMu cermeHTa KOHeYHOCTN COOTBETCTBEHHO Pa3BOPOTY CTOMNbI COXpaHUBLUENCH
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KOHEYHOCTM, a NpU ABYCTOPOHHER aMnyTaLmm CerMeHTOB KOHEYHOCTeh pasBopoT CTOM AoKeH BbiTh 4°—6°
Hapyxy.

8.1.9 B npoTese ¢ poTaUMOHHLIM YCTPOWCTBOM A0MkHa ObITb 06ecrneyeHa BOIMOXHOCTb pasBopoTa
HWKE NpUCcoeaNHEHHbIX Y3MOB Ha Yros, ykasaHHbI B onucaHum/nacnopTte poTaLMoHHOro yCTpoNCTBa.

8.1.10 B npotesax ¢ PCY KOHCTpyKLMen NnpuemMHon rmnb3abl AomkHa ObiTb o6ecneyeHa BOSMOXHOCTb
YCTaHOBKM 1 IOCTUPOBKW b3kl Ha NpoTese B cootBeTcTBUM ¢ TOCT P 51191, nogpasgen 7.4.

8.1.10.1 BuHTbl PCY OomkHbl ObiTb paBHOMEPHO 3aTsHYTbl 40 ynopa ¢ YCUnmneM, pekomeH40BaHHbIM
N3roTOBUTENAMMN Y3II0B, U HAAEXHO 3aKOHTPEHbI crneumanbHbIM repMeTUKOM Nociie OKOHYaHUS PerynnpoBKn
npoTesa.

8.2 TpeGoBaHuA K npoTesam

8.2.1 KoHCTpyKUMel NnpoTesa CToMnbl 4OSKHbI ObITh 06ecneveHbl YacTMYHas pasrpyaka ornopocnocobHom
KynbTu U NoSIHas pasrpyska HeonopocnocobHOM KynbTy.

8.2.1.1 [ns pasrpysKku KyNbTN KOHEYHOCTU NPOTE3 CTOMbl MOXET BbiTb M3rOTOBMIEH C MPUEMHON rMNb30oi
rONeHu.

8.2.2 lMNpuemHyto rnnb3y NpoTesa cTonbl Ha KynbTio no LLonapy cnegyeT narotaenueath:

- AnsionopocrnocoBbHON KyNbTW CTOMbI — C OTKPbLITON 3a4HeR N nepeaHen YacTbio NPUEMHON Mb3bl B
obnacTtuv roneHn 1 ¢ pukcaumeli NpoTesa KnanaHoM 13 WopHo-ceaenbHol Kok no FTOCT 1904 nnu maHxeT-
HbIM KpensieHneM ¢ TeKCTUNbHOM 3acTexkon no FOCT 30019.1;

- 4acTU4HO OMOPOCMNOCOBGHOMN N HEOMOPOCTOCOBHOM KYNbTU CTOMBI — C BIPE3OM B 3a4HE YacTu npueM-
HOW rMMb3bl B COOTBETCTBUM C FOPMOIA NPOKCUMATbHOr0 CErMeHTa KyrbTU FoNeHu;

- HeonopocnocoBHOM KyNbTU CTOMbl — C OTrMBaeMon 3aaHe CTEHKOM B BepXHE TpeTU MPUeMHOM Mib-
3bl C yCU/IEHWEM MO NEepUMeTpy rufb3bl OONOMHWUTENbHBIM KPenneHneM C TEKCTUSIbHOW 3acTEeXKOW Mo
roCT 30019.1.

8.2.3 MpoTesroneHunHa kynbTto no Muporosy, CaiMy B 3aBUCUMOCTU OT ASIUHBI KYNbTU MOXET BbITb U3ro-
TOBEH C LLNKOMOTKON MK 6e3 Hee ¢ H13KkonpodnnbHOK CTOMNON.

8.2.4 MpuemHasi runb3a NpoTesa rofeHn Ha KynbTio no Muporosy, Canmy MoxeT GbiTb U3roToBMEHa:

- C OTKPbITHIM OKHOM B 3aHel 1y B nepeaHein 4YacTu NPUEMHON rMnb3bl U CO CMArYatoLLei NogyLUKON
nog koHew, KynbTu. OKHO B MMMb3e U3HY TP AOSMKHO 3aKpblBaTbCA CMAMatoLLein NoAKNaaKon, a cHapyXu knana-
HOM — W3 WopHo-ceaensHom koxun no FOCT 1904;

- JonyckaeTcs M3roTaBnuBaTh NPUEMHYHO Mib3y C 3NaCTUYHBIM CMSAIMMatoLLMM BKIIaAbILLEM.

8.2.5 KpenneHue npoTesa roneHn Ha KynbTe Nofb3oBaTenst MOXeT OCYLLEeCTBATLCS:

- CMOMOLLbH NOSIMMEPHOTO Yexsia C 3aMKOBLIM YCTPOMCTBOM;
3aXBaTOM HaAMBILLESIKOB KyNbT 60KOBLIMU CTEHKaMWU MPUEMHOW M1Ib3bl;

Y30,€4KOM C KOXXaHbIM MOSICOM;

KOXXaHOW rmnb3oi Ha 6eapo, NpucoeanHse MO K TPUeMHOM rib3e NpoTesa;

C NMOMOLLbIO HaKOMIEHHUKA U3 PasfIUYHBIX KOMMNPECCUOHHbLIX MaTepuanoB, HaAeBaeMoro Ha NpoTes 1
YyacTM4YHO Ha Bepo NPOTE3UPYEMOI KOHEYHOCTH.

8.2.6 B npoTese roneHu ¢ KpenneHneM KoxaHoln rmnb3oil Ha 6egpo ocu LWapHUPOB KOMEHHbIX Y30B,
YCTaHOBJIEHHBIX Ha MI1b3ax roneHun u 6eapa cHapyXXu, A0SPKHbI ObITb COOCHBI U HAXOAUTLCA HAa 5—7 MM BbiLe
YCINOBHOW OCU, Npoxoasiiiiei Yepes BepLUMHbI MblLenkos 6eapa.

Mpu 3TOM BHYTPEHHUIA KOMEHHDIN LWAPHUP AOIMKEH ObITb PACNONOXEH BhILLE HAPYXXHOMO Ha 5—7 MM.

8.2.7 B npotesax roneHun u 6egpa y3en cronbl A0MDKEH ObITb HAAEXHO COEAMHEH C LLIMKONOTKOW, a BCE
KpenexHble CoeANHEHUS 3aKOHTPEHDI.

8.2.8 B npoTe3sax 6eapa ¢ KONeHHbIM Y3roM € NoAPEeCcCopeHHbIM NoarmbaHneM ynpyrue anemeHThbl pas-
FIMYHOI XKECTKOCTM B Y3ne NoApeccopeHHoro noaruéaHuns 4omkHbl 6biTb NoAo6paHbl MHAMBUAYAIBHO C y4ETOM
Macchl nonb3oBaTtensi u obecneunsaTth Npu xoabLbe yron nogpeccopeHHoro noarubaHus He 6onee 10°.

8.2.9 Bnpotese 6eapa c NonMMepHbLIM YEXITOM ANs HAAEXKHOIo yaAepXXaHWUsi IpoTesa Ha KynbTe B npuem-
HOW M'Mb3e AOMKHO BbITb YCTAaHOBIEHO 3aMKOBOE YCTPONCTBO.

B npueMHol runb3e 6e3 NonMMmMepHoro Yexsa AofmkeH 6biTb yCTaHOBIEH BaKyyMHbIA KranaH, 0Cb KOTOpO-
ro AormkHa HaxoanTbes Ha 30—35 MM HUXKe KOHLLA KyITbTH.

8.2.9.1 Kopnyc BakyymHOro kranaHa gomKeH ObiTb repMeTU4HO 3akpersieH B NPUeMHON rnb3e U He
BbICTYNaTb BHYTPb MUSb3bl.

8.2.10 B npoTesax nocne BbluneHeHus begpa tasobepeHHbIN y3en orkeH 6biTb yCTaHOBMEH Ha YpoB-
He Ta3obeapeHHOro cycTaBa co CMeLLeHUeM LapHUpa y3na Bnepes U BHU3 B 3aBUCUMOCTU OT KOHCTPYKUN
TazobegpeHHOro ysna.

8.2.11 BnpoTte3axnpuvBpoXAeHHOM He0OPa3BUTUMN HXKHEN KOHEYHOCTU M cCOXpaHHbIM Ta3obeapeHHbIM
CYCTaBOM Harpyska A0JShKHa BOCNPUHUMAaTbCA AUCTanbHbLIM OTAENOM HEAOPa3BUTON KOHEYHOCTH, a NPU Hanu-
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YU CTOMbI — MATKOW U 06nacTbio NPOAOALHOrO CBOAA, NPU 3TOM MeXAy AUCTamnbHbBIM OTAENOM NanbLeB 1
OHOM MPUEMHON rUIb3bl A0MKeH 6bITh 3a3op 10—20 Mm.

8.2.11.1 lMpu BpoXaAEHHOM HEAOPA3BUTUMN HUXKHEWN KOHEYHOCTU C NOpaXkeHneM TazobeapeHHOro cycTa-
Ba Harpyska B npoTese AofhKHa pacnpeaenAaTbes No NocagovHoOMYy KOMbLUY U Ha ceanuLLHbIn Gyrop.

9 Tpeb6oBaHuA kK maTepuanam

9.1 Martepwmansl, npuMmeHsieMble NPU U3roTOBNEHUN NPOTe3a, A0MKHbI COOTBETCTBOBATL TpeboBaHUAM
rMOCTPUNCO 22523, nogpaszgen 5.1.

9.2 Martepuanbl NPUEMHBIX Mfb3 NPOTe3a, KOHTAKTUPYIOLWME C TENIOM MOoNb3oBaTens, A0MKHbI COOT-
BeTCTBOBaTb TpeboBaHuam buonorndeckon 6esonacHoctuno FOCTP UCO 10993-1,TOCT P UCO 10993-5un
FOCT P UCO 10993-10.

9.3 MeTannuyeckune getanu npotesa A0MKHbI 6bITb N3rOTOBMEHbI U3 KOPPO3UOHHO-CTOUKUX MaTepua-
OB UMY UMETb 3aLUUTHBIE UMK 3alWUTHO-AekopaTuBHble nokpeiTnsa no FOCT 9.301.

9.4 TepmonnacTuiHble MaTepuanbl NPUEMHBIX M1Mb3 NPoTe3a A0MKHbI 0b6ecneunBaTbh TEPMUYECKYIO U
MeXaHUYeCKyto NoAroHky (noadopMoBkKy).

9.5 Marepuanbl NpUeMHbIX MNb3 AOMMKHLI 06ecneYnBaTb YCTaHOBKY 3aKIenovHbIX coeauHeHuin Ges
06pa3oBaHus pacTpeckMBaHUA U pa3pbIBOB.

9.6 Martepuanbl NpUeMHbIX M1Nb3 He AOMKHbI AecopMUPOBaTLCA B MpoLecce aKcnyaTauum npoTtesa.

10 KomnnekTHOCTb

10.1 B koMnnekT NocTaBkU NpoTe3a A0MKHbI BXOAUTb:

- npoTes;

- 3anacHble geTanu U KOMMEKTYoWMe y3nbl, UMeroLwne Cpok CNyXObl, MEHbLLMWIA, YEM YCTAHOBMNEHHbIN
CPOK Cny>xbbl NpoTesa;

- crneumanbHble MHCTPYMeHTbl Ana cbopku npoTtesa (QonyckaeTcss KOMMMEKTOBaTb MO AOroBOpY C
nonb3oBaTenemM npoTesa).

10.2 MamATKa no obpalleHno ¢ usgenueMm (MHCTPYKUMA no npumeHeHuio) — no MOCT 2.601 wu
FOCT PUNCO 22523, nogpasaen 13.3, nepeyucneHus a), 6).

M pnmMmedvyaHne — Yucno YexnoB Ha KynbTIO Nonb3oBarerns (TpVIKOTa)KHbIX, WepCTAHbIX, CUNUKOHOBLIX nnn
FeJ'IVIeBbIX), a TakXXe KOCMeTUYeCKMX YYINOK yCTaHaBNMMBaKT B TY Ha NnpoTe3 KOHKPEeTHOro Tuna.

11 MapkupoBka

11.1 Mapkunposka aomkHa cooTtBeTcTeoBath FOCT P NCO 22523, nogpasgen 13.2, ¢ AONONHEHUAMM,
yKasaHHbIMW B TY Ha MpoTes KOHKPEeTHOro T1na.

12 YnakoBKa

12.1 ¥Ynakosky NHK npoBoAAT npu ux Beigave.

12.2 B3asucumocTtunoT pasmeposlTHK ynakoBeiBaoT B 06epTouHyo 6ymary no FOCT 8273 unmsnotpe-
6uUTenbCKyo Tapy — nakeT U3 NonuatuneHoson nnexHkm no FTOCT 10354, kopoGky 13 kapToHa no FOCT 7933
n/Unu B 4exon us xnon4vatobymaxHow TkaHn no FTOCT 29298,

12.3 YnakoBaHHble U3aenns OImKHbI ObITb NepeBsasadbl wnaratom no FOCT 17308 unu okneexbl knee-
BOW NleHTo Ha BymaxHoin ocHoBe no MOCT 18251 unu NOMMITUIEHOBOW NMEHTOW C JIMMKAM CroeM no
FOCT 20477.
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