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FOCYALAPCTBEHHbLIAN CTAHALAPT POCC UACKOW ®ELEPALN U

MpoTe3npoBaHne
NCMbITAHVNA KOHCTPYKUMM MPOTE30B HVKHWX KOHEUYHOCTEN
YacTb 2. Obpasubl AN UCTbITAHWIA

Prosthetics. Structural testing of lower-limb prosthescs.
Part 2. Test samples

[ata BBegeHus 1999—01—01

1 OBJIACTb NMPUMEHEHWA

HacTosiwuiA cTaHAapT pacnpocTpaHsaeTcss Ha NpoTesbl rofieHn u Gegpa.
HacToawwuin cTaHgapT ycTaHaBNMBaeT TpeboBaHNA K

- TMNam Mogeneit;

oT60py 06pasLoB;

NoAroToBKe 06pasua;

yCTaHOBKe 06pasHa;

- OTBETCTBEHHOCTV CTOPOH 3a MOArOTOBKY UCMbITAHWUNA.

2 HOPMATUMBHBLIE CCbI/IKU

B HacToslLLeM CTaHAapTe MCNOMNb30BaHbl CChIIKW Ha CNefytoLne cTaH4apThbl:

FOCT P NCO 10328-1—98 TlpoTe3upoBaHue. VcnbiTaHNA KOHCTPYKLUU MPOTE30B HMKHUX KOHeY-
HocTell. YacTb |. Cxembl MCnbITaHWiA

FOCT P NCO 10328-3—98 T[lpoTesnpoBaHue. VCnbITaHNA KOHCTPYKLUN NPOTE30B HUXHUX KOHeu-
HocTel. YacTb 3. MeTofbl OCHOBHbIX UCMbITaHWIA

FOCT P NCO 10328-4—98 TlpoTesnpoBaHue. VCNbITaHNA KOHCTPYKLUN NPOTE30B HUXHUX KOHeuY-
HocTel. YacTb 4. MapameTpbl HArpy>XeHUs Mpy OCHOBHbIX MCMbITAHUAX

FOCT P NCO 10328-5—98 [lpoTe3upoBaHue. VcnbITaHNA KOHCTPYKLUUW NMPOTE30B HUXHUX KOHEY-
HocTel. YacTb 5. MeTofbl AONONAHUTENbHbLIX UCMbITaHW

FOCT P NCO 10328-6—98 TlpoTe3npoBaHue. VcnbiTaHNA KOHCTPYKLUN MPOTE30B HYDKHUX KOHeu-
HocTel. YacTb 6. MapameTpbl Harpy>eHWs Mpu LOMO/THUTENIbHbIX UCMbITAHUSX

FOCT P NCO 10328-7—98 TMpoTe3npoBaHue. VicnbITaHNS KOHCTPYKLMN NPOTE30B HMXKHUX KOHEY-
HocTell. YacTb 7. ConpoBoanTeNbHbI JOKYMEHT Ha obpasew, Anst UCMbITaHWi

FOCT P NCO 10328-8—98 TMpoTesnpoBaHue. VCnbITaHNS KOHCTPYKLMW MPOTE30B HUXXHUX KOHEY-
HocTell. YacTb 8. OTUeT 06 UCMbITAHUSX

3 OMPEOENEHWA

B HacTosilwem cTaHZapTe NpUMeHSAOT TepMuHbl no TOCT P MCO 10328-1.

4 TUMNbl MOJEJEN

YcTaHOBMeHbI TP TUNa Mogeneit, TpeboBaHMA K KOTopbix! yKasaHbl B 4.1—4.3.

41 Mopfenb NONHOW KOHCTPYKUUMN

Mogenb MoAHOM KOHCTPYKLMKU NpoTe3a 6edpa COCTOMT M3 KOIEHHOr0 W FOfIEHOCTOMHOrO Y3/10B CO
BCEMW 3M1eMEHTaMM MEXAYy HUMW W WCMbITaTeNIbHOM OCHACTKW (YA/IMHUTENW, KOHLEBble KpenseHus,
HarpysouHble pblyarv 1 T. n.). 3Ta MOfieSib MOXKET BK/IHoHaTb B Ce651 /b3y U UCKYCCTBEHHYIO CTOMy (dasee
—CTona), a TaKkXke 3/IEMeHTbI, PaCMO/IOXeHHbIE Bbille KOJIEHHOr0 y3/1a U HUXEe rofIeHOCTOMNHOrO y3na.

M3gaHne oduuymanbHoe
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Mpvmep MoOAeNnM MOJSIHOM KOHCTPYKLUWUWM NeBOro npote3a 6egpa {6e3 Harpy3ouHbIX pblyaroB) U ee
yCTaHOBKW B CUCTEME KOOPAMHAT MoKasaH Ha pucyHke 1

Mogenb nonnol) KOHCTPYKLUMK NPOTe3a rosieHn COCTOUT U3 F0/IEHOCTOMHOIO y3/1a W M/b3bl CO BCEMU
3NIeMEHTaMWN MEXAY HWMMW W MCMbITaTe/IbHOM OCHACTKW. 3Ta MOAeNb MOXeT BKIOYaTb B Ce6S rMnb3y U
CTOMy, @ TaKXXe 3/IEMEHTbI, PACMOIOKEHHbIE UbILLE TU/b3bl Y HUXKE TO/IEHOCTOMHONO Y3/a.

42 Mopfenb YaCTMYHON KOHCTpPpYyKUMUM

Mogenb 4aCTUYHON KOHCTPYKLMN MOXET COCTOATb U3 OAHOrO y3/1a NpoTe3a, Takoro Kak, Hanpumep,
cTona Wan ee 4acTb, M WUCMbITATENIbHON OCHACTKWU. [py WCMLITAaHUAX MOAENM YaCTUYHOM KOHCIPYKLUW
KOHLIEBbIE KpensieHnst obpasua 418 ucnbiTaHWii 4O/MKHbI MMETb MEXaHUYECKUE XapaKTepUCTUKK, aHano-
rMYHble XapaKTepucTUKaM npegnosiaraeMbix rnpuieravowmx yMos npoTesa.

43 Mopgenb N0b6GON [JPYrom KOHCTPYKUUM

Ecnu y3en nan getanb npoTesa Heuenecoo6pasHO UCMbITbIBATL B cocTaBe Mogeneid no 4.1 wam 4.2,
T0,3151 UCMbITAHUA MOXET 6bITb UCMO/Ib30BAHO CMeLManbHOe YCTPONCTBO. MprMepoM Takoro ycTpolicTBa
MOXET CNY>XUTb LieNibHasi TMbKas anacTuyHas KOHCTPYKLUMS, UCMOMb3yeMas B KavecTse CTOMbI.

Ecnn wn3rotoButens (NOCTaBLMK) B COMPOBOAUTE/NIbHOM [OKYMeHTe Ha obpasel, Ans WCMNbITaHWi
(panee —conpoBoAMTeNbHbIN [OKYMeHT) no FOCT P NCO 10328-7, a ucnbiTate/bHas nabopatopusi
(ueHTp) B oTuyeTe 06 ucnbITaHWAX (ganee —otyeT) no FTOCT P MCO 10328-8 noATBepPXAaOT, 4TO
JefcTBUTeNbHAs FeOMeTPUSI MOJENN W YC/IOBUSI Harpy>KeHUs NPy UCMbITaHUSIX 0TBEYaloT Tpe6oBaHUAM
FOCT P CO 10328-3 n TOCT P NCO 10328-4 nnn NOCT P NCO 10328-5 n FOCT P NCO 10328-6,
TO UCMbITAHNA MOryT 6bITb NMPOBEAEHbI U B OTYETE JO/HKHO ObITb YKasaHO, YTO MOAe/lb COOTBETCTBYeT 4.3.

Ecnn Takoe nofTBepXieHVe OTCYTCTBYET, TO o6pas3eL, He COOTBETCTBYeT TPe60BaHMAM HaCTOALLEr0
CTaHfapTa.

5. OTBOP OBPA3LIOB

5.1 O6pasubl 4O/MKHbI 6bITb 0TO6PaHbI U3 M3rOTOBAEHHbLIX MO 06LIYHOW TEXHOMOMMN Y3/10B U AeTanein
npotesa. MeTtog oT60pa fJO/HKEH ObITb YKa3aH B CONPOBOAUTE/IbHOM gokymeHTe (TOCT P LCO 10328-7).

Ecnu nsrotoBuTens (MOCTaBLUUK) NpeACTaBAseT AOKYMEHT, NOATBEpXAaloLwwmnii, 4to obpasew, cooT-
BETCTBYET Tpe6oBaHMIO 5.1. TO 3TOT JOKYMEHT [JO/DKeH ObITb BK/IOUEH B COMPOBOAVTENbHbIA LJOKYMEHT
BMeCTe C AeTa/lbHbIM OMMCaHWEM MeToda oT6opa 06pasLoB.

5.2 Ecnu o6pasel, BKIOYaeT B cebs cTony, pasMep 0To6paHHOl CTOMbI JO/MKEH MO3BOMATb NPUKa-
OblBaTb MCMbITaTe/IbHYI0 CUy U o6ecneumBaTb CyMMapHOe HUXHee cMelleHne LH ycTtaHoBneHHoe fans
UCNbITaHUA (PUCYHKN 1n 2), rge

LL=Vb -0bs

Pa3mep cTonbl BbIGMPAKOT CesyroLLum o6pasom:

a) BbIGMpAtOT pasmMep, KOTOpbIli obecrneynBaeT COOTBETCTBYHOLLEE CyMMapPHOE HUKHee cMellieHue L,,;

6) ecnu BblbpaHHbI pa3Mep CTOMbI He MOAXOAUT, LO/IKEH ObITb MCMOMb30BaH CELYHOLLNA 60/1bLLNIA
pasmep;

B) €C/IN MMeKLLasca B PacnopsbkeHUM cTorna Kopoue TpebyemMoi, TO HeobXoguMo YBENUYMTH
3HaveHVe NpuKnagbiBaemoit cunbl F fo 3HadeHusa F, rge

P, _ P X YCTaH0a4yCMHOC CyMMapHOEe HUXKHee CMeLLieHve
PaKTNYECKOe CYMMapHOe HVXKHEe CMeLLieHVe

6 MNOArOTOBKA OBPAS3LA

6.1 C o6pa3sua LO/DKHbI ObITb CHATbI /106bIE KOCMETUYECKME 3M1EMEHTbI, eC/IN OHU He BAWSIOT Ha
NPOYHOCTb KOHCTPYKLNW.

6.2 OG6pasel, NoABEpPraeMblii CTaTUYECKNM MPOBEPOYHBbIM McnbiTaHnam (FTOCT P MCO 10328-3),
[O/DKEeH BK/IOYATb B Cebs1 BCe 3/1eMeHTbI, NPesyCMOTPEHHbIe KOHCTPYKTOPCKOM AOKYMeHTaL e,

6.3 [139 cTaTMYeCKUX ucnbiTaHuii ao paspyleHns (TOCT P MICO 10328-3) no cornawieHno Mexay
ucnbiTaTeNbHOM naboparopueldi (LEHTPOM) M M3roTOBUTENEM (MOCTABLLMKOM) TMOKME 3/1eMeHTbl (Hanpu-
Mep. aMopTU3aTOPbl) MOTYT 6bITb 3aMeHeHbl XXECTKMMU BO U3b6exaHue YpeamMepHbIx gepopmauunii. JaHHble
0 BCeX 3aMeHax J0/DKHbI 6bITb 3apernctpuposaHbl B otyete (FTOCT P MCO 10328-8).

6.4 Aus UMKNNYECKMX UCMbITAHUIA, NPOBOAUMBIX NP YacToTax cebiwe 1My (FOCT P NCO 10328-3).
no corfalleHno Mexay WcnbiTaTenbHol nabopaTtopueid (LeHTPOM) U U3roToBUTeneM (MOCTaBLLMKOM)
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| — peiCTBUTENbHbIW Uenip KOMEHHOTO yi.ni: 2 - feACTBUTeNbHASA .l WM KONEHHOro yMa,- 3 — AeAiCTBUTENbHbIW LEeHTp
rO/1eHOCTOMHOIO yMa; i - fAeAcTBUTeNbHASA IMHUSA FTONEHOCTOMHOIO yma: 5 - JIMHUS HarpyXeHus

PricyHok 1 —Cxema ornpefeneHnmn NosIKEHAN IMHUW HarPYXXeHWst B MOLENW MOJTHOM KOHCTPYKUMM Npu ug - 0

rmbKre 3MemMeHTbl M 0T Obl/l. 3aMeHeHbl YXECTKMMM, €Cli M3HOC TMOKUX 3/1eMEHTOB HeGnaronpusiTHo
BNMseT Ha ucnbitTaHusa (7.1.6 TOCT P MCO 10328-3). [aHHble 0 BCeX TaKuX 3aMeHax [O/MKHbl ObITb

3aperncTpupoBaHbl B ot4yeTe (FTOCT P MCO 10328-8).
6.5 O6pasel, BKIOYaOWMIA B Ce651 KOHLEBbIE KPEMeHNs, JO/MKEH BbITb cobpaH B COOTBETCTBUU C

TpeboBaHMAMN pasgena 8 n conpoBoanTenbHOro gokymenta (TOCT P MCO 10328-7).
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| — BCUCTVIHTeNbHbI uciiip ramiotioniioro yuna: 2-- HeiiclBIncnbHaH OCb T/ie HOCTOMKOKW yuna; J — uempanbkKanm NUHUSA
cionbl: 4 — KabnyuHblii 6pycok; LB —paeiicTBMTeNbHOE NEY0 NPUNOXKeHUs Harpysku; At — BbiCOTa Kabnyka

PucyHOK 2 —Cxema onpedeneHust MosiokeHUsl LIEHTPa/IbHOM IMHUM CTOHbI W AeMCTBUTENIbHOTO LiEHTpa
ro/IEHOCTOMHOMO YMa

7 YCTAHOBKA OBPA3LA

[ns ycTaHoBKM o6pasua B COOTBETCTBYHOLLEN cucTeme koopamHaT (TOCT P MCO 10328-1) Heobxo-
AUMO OMpeaennTb NONOXKEHE:

a) Le/iCTBMTENbHOW LEHTPasibHOM NMMHUWM FONIeHOCTONHOro y3na (7.1);

6) AeliCTBUTENbHOrO LIEHTPa Fo/1eHOCTOMHOrO y3na (7.2);

B) [AeNCTBUTENbHOW LEHTPasIbHOM IMHWUW KOJIeHHOro y3na (7.3);

r) AeNCTBUTENBHOIO LeHTpa KOJIEHHOro y3na (7.4).

B Tex cnydasx, Korga onpefennTb MOMOXKEHUe KaKoro-nmbo [efCTBUTENBHOrO LEeHTpa y3na u
[eNCTBUTENBHON LeHTPaNbHOW IMHUK Y3na 3aTPYAHUTENbHO, M3roToBUTENb (MOCTaBLUMK) AOKEH Mped-
CTaBWTb 060CHOBaHHYIO CXeMY, MO3BO/IAIOLLYIO ONPEeAeINTb X NOMOXEHWE MO OTHOLLEHUIO K MOJEeNN.

71 felicTBUTeNnbHasa LULeHTpanbHasas NAWHWUA TONEHOCTONHOrO y3na

[JeficTBNTENbHAA LEHTPa/IbHasA IMHUS TONIEHOCTOMHONO Y3/1a — rOpU30HTa/IbHas IMHUS, NPOXOAsALLan
Yepes eCTBUTENbHbINV LLeHTP FOSIEHOCTONHOIO Y3/1a NeprneHAnKYNAPHO K LeHTpaibHOV NnHWUK cTonbl (7.2).

72 [eicTBUTENbHbLIW LEHTP TFONEHOCTOMNHOrFO y3na

[elicTBMTENbHBIN LEHTP rOMeHOCTOMHOIO y3/1a onpegenstoT no 7.2.1—7.2.3.

7.2.1 OnpegensiloT LEHTPa/IbHYIO IMHUIO CTOMbI CeAyoWwmnM 06pasom:

a) MCrosib3yloT MHCTPYKLMIO M3roToBuTeNs (NocTaBsLLnKa) Mo YCTaHOBKe 06pasua;

6) Npu OTCYTCTBUM TaKOW WMHCTPYKLMU 3a LEHTPAIbHYH SIMHUIO CTOMbl NPUHUMAKOT JIMHUIO,
NPOXOAALLYIO Yepes3 LIeHTP camoro WMPOKOro MecTa nepefHein YacTu CTONbl U TOYKY, PacrnofiOXXeHHY Ha
PacCTOSAHUN OLHOWM YeTBEPTU L/IMHbLI CTOMbI OT Camoli 3afHei ee TOYKU N PABHOOTCTOSLLYH OT BHELLUHel
N BHYTPeHHel 60KOBbIX FpaHelt cTonbl (PUCYHOK 2).

7.2.2 CTaBAT CTOMNY Ha ropu30OHTa/IbHYIO MI0CKOCTb C MOAJ/IOKEHHbBIM MO/ ee 3aHI0I0 YacTb Kabnyu-
HbIM 6pYCKOM pPeKOMeHA0BaHHOl M3roToBuTeNeM (NMOCTaBLLMKOM) BbICOTbI (PUCYHOK 2).

7.2.3 [elicTBUTENbHbIA LEHTP FONEHOCTOMHOrO y3/1a PacronoyXeH:

a) B BepTUKaIbHOW MMOCKOCTU, MPOXOASLLE Yepe3 LeHTPasIbHYIO IMHUIO CTOMbI, 1

6) Ha pacCTosiHMM 60 MM Bblille Kab/yyHoro 6pycka (3To rosieHocTonHas 6asoBas NJ0CKOCTb) U

B) Ha paccTosiHUK '/4 [NVHbI CTOMNbI OT CaMOli 3afHei ee TOUKMW.

73 NeWicTBUTeNbHaa UeHTpanbHas /NAWHUA KONEHHOrOo y3na

7.3.1 AN MOHOMEHTPUYECKOrO KOMIEHHOrO Y3713, KOTOPbIA MOXeT 6blTb UCMonb3oBaH 6e3 3aMka,
JeNCTBMTENbHAsA LeHTpasibHasA IMHWSA Ka3eHHOrO0 y3/1a Ao/hKHa COBMajaTb C OCbH BPALLEHUS KOSIEHHOr0
y3na (pucyHok 3 a, 6, B).

7.3.2 [elicTBUTENbHAA LEHTPaNbHas IMHUST KOMEHHbIX Y3/10B Pa3/IMYHbIX TUMOB, KPOMe YKa3aHHOro
B 7.3.1, go/mKHa 6bITb ONpefenieHa B MHCTPYKLUN N3roTOBMTENS (NOCTaBLLMKa) N0 YyCTaHOBKEe KOHKPETHOro
y3na (PUCyHOK 3 T, 4).

74 0eACTBUTENbHbLIAN LEHTP KOMNEHHOro y3fa

[JeAcTBUTENbHBIA LEHTP KOMIEHHOMO y3na pacrnofiokeH Ha f[eliCTBUTENbHOW LeHTPasbHOW NMHUN
KOMIeHHOr 0 y3/a.
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PYCYHOK 3 —PacnonoxeHue AeACTBUTENBHOV LIEHTPabHOM IMHAN KOJIEHHOTO Y3/1a PasinyHbIX TUMOB

7.4.1 [elACTBUTENbHbIA LEHTP CUMMETPUUHbBIX KOMEHHbIX Y3/10B AO/MKEH OblTb PacrnonoXeH Ha
LeHTPa/IbHOW NINHUW KOJIEHHOTO YT/1a U PaBHOOTCTOATL OT €r0 BHELLHWX KOHTYPOB.

7.4.2 TloNnoXeHne LeNCTBUTENbHOrO LiEHTPa aCUMMETPUYHbIX WM YNPaBAsieMbiX KOMEHHbIX Y3/10B
[O/XKHO ObITb YKa3aHO B MHCTPYKLMM U3roToBUTENA (MOCTaBLLMKA) NO yCTaHOBKE KOHKPETHOrO y3/a.

7.5 Bce uvcnbiTaHuss [O/MKHbI ObITb MPOBeAeHbl MPU HauWXyALem MOoJIoKeHUM obpasua npu ero
YCTaHOBKE B MOfieNb, OMpeesiieMOM CNefyroLWwmMn KPUTEPUAMU:

7.5.1 Hauxyglee nosioxkeHne obpasya npu ero yctaHoBKe B MOAeSb [O/HKHO ObITb OnpefeneHo
N3roToBuTENIEM (MOCTaBLLNKOM) B CONPOBOAMTE/IbHOM AoKyMeHTe (TOCT P NCO 10328-7).

7.5.2 Ecnn Hauxyflwee nonoxeHvie obpasua nNpu ero yctaHoBKe B MOAE/Nb HeMb3si OnpejenuTb Mo
7.5.1, To obpasel [LO/DKEH ObITb OTPerynupoBaH Tak, 4TOObl €ro MnosiokeHue cooTBeTcTBOBasI0 90 %
npeAenbHOro 3Ha4YeHWs fuanasoHa pPeryivpoBKU OT HeATPasibHOO MONOXeHUS. [py 3TOM perynvpoBKy
OCYLLIECTB/IAKOT B HANPAaB/IEHUN YAaNIeHWS OT/IMMHW Harpy)XXeHusi, 4Tobbl YBENMUNTb AeCTBUTENIbHOE M/1eH0
pblyara (3.3 FTOCT » CO 10328-3).

8 OTBETCTBEHHOCTb CTOPOH 3A MOAIOTOBKY MUCMbITAHUN

8.1 WNsrotoBuTenb (MOCTABLLMK) AO/MKEH OTBeyaTb 3a OT60p M cO60pKy 00pasyoB, a Takxke 3a
obecneyeHne 3aMeHbl TMOKMX 3/IEMEHTOB W JeTasieli NpoTesa, yKasaHHbIX B6.2.8,7.1.6.7.2.2 n 7.2.12 TOCT
P NCO 10328-3.

8.2 W3rotoBuTenb (MOCTaBLLMK) AO/HKEH OTBEYaThb 3a MOArOTOBKY COMPOBOAUTE/IbHOMO JOKYMEHTa Mo
OCT P CO 10328-7.

8.3 WcnbiTaTenbHaa na6opatopus (LeHTP) fAo/KHA 0603HAYMTb Kaxkablli obpasel, Mpuyem 3To
0603HayYeHNe [O/KHO ObITb HECMbIBAEMbIM, YHUKA/IbHBIM U OTCNEXNBAEMbIM.

8.4 HarpysouHble pbibary (4.3.1 TOCT P MCO 10328-3) go/mKHbI 6bITb NPUKPEN/eHbl K 0bpasuam
WM n3roToBuTenem (MOCTaBLMKOM), WM WCMbITaTeNbHON nabopaTopuein (LeHTpom). Ta opraHusauyms,
KOTOpas MX MOHTUPYET, AO/DKHA 6bITb OTBETCTBEHHON 3a YCTaHOBKY MX CTaLMOHAPHO C YyYeTOM pasmMepoB
06pasyoB 1 cmelleHnin no FOCT P NCO 10328-4 nanm FTOCT P MCO 10328-6 v cOMpoOBOAMTENBHOMY
dokymeHTy (TOCT P NCO 10328-7).

8.5 WcnbiTaTenbHaa naboparopus (LEHTP) AO/HKHA 0TBeyaTb 3a YCTAHOBKY Mofenu, obecrie4yvBas
CMELLEHNA U AeNCTBUTENbHbIE NIEYN PbivaroB cornacHo Tpe6osaHusm MTOCT P MICO 10328-4 unn TOCT
P NCO 10328-6. nnn conpoBoguTenbHoro gokymeHta (FOCT P ICO 10328-7).
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KntoueBble €oBa: MpoTe3bl HYXKHUX KOHEYHOCTEM, UCMbITaHUSI KOHCTPYKUWK, 06pasHbl U MOAenu Ans
ncnbiTaHWiA, NpaBuia 0oT6opa 06pasLoB, NMOArOTOBKA W yCTaHOBKa 06pasua
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