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Mpepncnosue

1 PASPABOTAH depepasbHbIM roCyAapCTBEHHbIM YHUTAPHbLIM NpeanpuaTuemM «POCCUNCKUIA Hay4HO-
TeXHUYecknii LeHTp HdopmaLmm no cTaHgapTu3aumm, MeTposiorMm n oueHke cootBeTcTBust» (Oryr «CTAH-
OAPTUH®OPM») n depepanbHbiM rocyAapCTBEHHbIM OIOMKETHBIM yupexaeHvem «®depepasibHoe 6t0po
Me/AVKO-CoLManbHOW aKcnepTusbl MuHMcTepcTBa Tpyfa W coumanbHol 3awuTbl Poccuiickoin depepauumns»
(PreY ®b MC3 MuHTpyaa Poccun)

2 BHECEH TexHunuyeckum komuteTom no ctaHgaptusauny TK 381 «TexHuyeckve cpefcTsa v ycnyru ans
WHBA/IMAOB U APYTUX MaSIOMOOW/bHbIX FPYMN HaceneHns»

3 YTBEPX/EH W BBEJIEH B JIEVICTBVE [Mpukasom ®efepansHOro areHTCTBa Mo TEXHUYECKOMY pe-
rynivpoBaHuio n metposiormm ot 11 mona 2019 r. No 378-ct

4 BBEJEH BINEPBbIE

MpaBuna NpYMeHeHs HacTOoALEero cTaHjapTa YyCTaHOB/EHbl B CTaTbe 26 ®efepasibHOro 3akoHa
0T 29 uioHs 2015 r. Ne 162-#3 «O cTaHgapTwusauum B Poccuiickoii Pepepaunmn». MiHdopmaumsa 06 uns-
MEHEeHMAX K HacToALLeMY CTaHAap Ty Ny6ankyeTca B eXXerogHom (Mo cocTOoAHUI0 Ha 1sHBaps TekyLero
rofa) MHhopMauMoHHOM yKasaTene «HauvoHanbHble cTaHAapThi», a ouULManbHbll TEKCT U3MEeHeHWi
M MonpaBoK — B eXeMeCAYHOM MH(OopMaUMOHHOM ykasaTene «HauuoHanbHble cTaHgapThi». B cnyvae
nepecmMoTpa (3amMeHbl) AN OTMEHbl HACTOALWEro cTaHgapTa CooTBeTCTBYyLee yBefoM/eHe byaeT
ony6/MKOBaHO B GnmKaliliem BbIMyCKe eXeMeCAYHOro MHMOPMAaLMOHHOro ykasaTens «HauuoHanbHble
cTaHgapTbi». CooTBeTCTBYLWAasa Hpopmauns, ysefjoMNeHe U TEKCTbl pasMeLalnTcsa Takke B UH-
chopMaLMoHHO cucTeme obLLero nonb3oBaHna — Ha ouumansHoM caliTe degepanbHOro areHTCcTBa Mo
TEexXHNYEeCKOMY PeryimpoBaHuio 1 MeTponorun B ceTmn NHTepHoT (www.gost.ru)

© CraHgapTuHdopm. odhopmrieHune. 2019

HacTosawwit ctTaHAapT He MOXeT GblTb MOMIHOCTHIO UIM YACTUYHO BOCMPOW3BEAEH, TMPAXUPOBAH U pac-
MPOCTPaHEeH B KayecTBe ohMLMaNbHOTO N3faHns 6e3 paspelleHuns degepasibHOr0 areHTCTBa No TEXHNYECKO-
MYy peryaivMpoBaHuto 1 MeTposiorimn
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HAUWOHA/NNTbHBIA CTAHOLAPT POCCUMWCKOWM OGEAEPALUMN

MPOTE3bl HVXXHNX KOHEUHOCTEN C BHELIHWUM WCTOYHVNKOM SHEPTUMN

O6WMO TexHnyeckne TpeboBaHusa

Prostheses of tower-limb with external power source. General technical requirements

[arta BBegeHns — 2020—04—01

1 O6nactb NpUMeHeHuUs

HacToswwii cTaHaapT pacnpocTpaHseTcs Ha NPOTE3bl HUXKHUX KOHEUYHOCTEW C BHELHWM UCTOYHUKOM
3Hepruy — npotesbl rofeHy, 6efipa U BuluneHeHns Gefpa (4anee — npoTesbl), BKAKYAOLIME MEXaHUYeckue
1 3NIeKTPOHHbIE y3/bl U NpefHa3HayYeHHble A1 nonb3oBateseli Maccoii ot 60 o 150 Kr noc/e aMmnyTaumy Ha
ypoBHe rofieHun, 6eapa, BbluneHeHust 6eapa.

HacTosuwnii ctaHgapT He pacnpocTpaHsieTcs Ha NpoTesbl 4715 AeTell U cneyuanbHble NpoTesbl (CNopPTUB-
Hble. paboune, ne4ye6HO-TPEHUPOBOYHLIE 1 Ap.).

2 HopmaTuBHbIE CCbI/IKK

B HacToALlemM cTaHAapTe UCMob30BaHbl HOPMATUBHbBIE CCbIJIKU Ha crieaytolme ctaHaapTbl:

FOCT ISO 10993-1 M3penua meamumHckne. OueHka 61onorMiyeckoro feincTBus MeauLMHCKUX N3aenuid.
YacTtb 1. OueHka n nccnegosaHuns

FOCT ISO 10993-5 V3genus meguumnHckme. OueHka 6Uonornyeckoro 4eicTBnust MeguuMHCKUX N3aesnuii.
YacTb 5. ViccnefoBaHue Ha LMTOTOKCUYHOCTbL: METOoAbI in vitro

FOCT ISO 10993-10 V3genus meanuuHckue. OueHka 6MO0rMYeckKoro AeicTBUA MeAULMHCKUX n3ge-
nmid. Yactb 10. ViccnefoBaHus pasgpaxarowero 1 CeHCUbunnsnpyoLero gencrens

FOCT P 51191—2007 Y3/bl NPOTE30B HUXHUX KOHEYHOCTEN. TexHuyeckne TpeboBaHNA U MeTofbl UC-
nbITaHWI

FOCT P 51819 lNpoTe3npoBaHne 1 OpTe3MPOBAHNE BEPXHUX U HXHUX KOHEYHOCTEW. TepMuHbl 1 onpe-
AenexHusa

FOCT P 52770 N3penua meauumHckue. TpeboBaHusa 6e30macHOCTU. MeTofdbl CaHUTapHO-XMMUYECKNX
N TOKCVKOSIOTMYECKMX UCTbITaHWUi

FOCT P 53869—2010 MpoTe3bl HAXHNX KOHEYHOCTEN. TexHnyeckme TpeboBaHus

FOCT P 57771 Y3nbl 3/1€KTPOHHbIE AN1A NMPOTE30B BEPXHUX N HUXHUX KOHEYHOCTel. TexHuyeckne Tpe-
60BaHMA

FOCT P NCO 13405-2 MNpoTte3npoBaHue 1 opTesnpoBaHme. Knaccudumkalma n onucaHme y3nos npoTe-
30B. YacTb 2. OnucaHune y3/10B8 NPOTE30B HMXHWX KOHEYHOCTe

FOCT P NCO 22523—2007 lMpoTe3bl KOHEYHOCTEW M OpTe3bl HapyXHble. TpeboBaHus 1M MeToAbl WC-
NbITaHWI

FOCT P M3K 60601-1 V3pgenus MmeguumuHckue anekTpuyeckue. Yactb 1. O6wume TpeboBaHusA 6esonac-
HOCTW C YYEeTOM OCHOBHbIX (DYHKLIMOHa/bHbIX XapakTepucTuk

FOCT P M3K 60601-1-2 U3aenus meguumHckue anektpuyeckue. Yactb 1-2. O6wme TpebosaHus 6es-
OMacHOCTU C Y4eTOM OCHOBHbIX (hYHKLMOHaNbHbIX XapakTepucTuk. MapannenbHblii cTaHgapT. dnekTpomar-
HWTHas COBMECTUMOCTb. TpeboBaHuUa 1 UCnbITaHus

MN3paHue ouymansHoe
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MpumevyaHue — lpy NONb30BAHUM HACTOSILLMM CTaHAAPTOM LieN1ecoo6pasHo NPOBEPUTL AeliCTBIE CCbINoY-
HbIX CTaHAAPTOB B MHDOPMALMOHHOM CUCTEME OBLLETO MO/b30BaHNA — Ha OhMLMa/IbHOM caiiTe defepasibHOro areHT-
CTBa MO TEXHUYECKOMY PEry/IMPOBAHIO 1 METPOSIOTMN B CETU VIHTEPHET MM MO eXerogHOMY MHOPMALIMOHHOMY yKa3a-
Tento «HauyoHanbHble CTaHAapTbl», KOTOPbIA OMy6/IMKOBaH MO COCTOSIHUIO Ha 1 SHBaps TEKYLLEro roga, v no Bbinyckam
€XeMeCcsYHOr0 MHHOPMALMOHHOTO YkasaTens «HaluMoHabHble CTaH4apTbI» 3a TeKYLUI rof. EC/m 3aMeHeH CCbIIoYHbII
CTaHAapT, Ha KOTOpbIi faHa HeJaTMpOBaHHas CCblka, TO PEKOMEHAYETCS UCMO/b30BaTh AEMCTBYHOLLYI0 BEPCUIO 3TOT0
CTaHZapTa € y4eToM BCEX BHECEHHbIX B aHHYI0 BEPCUI0 M3MEHEHWIA. ECNi 3aMeHeH CCbINIoYHbIV CTaHAapT, Ha KOTOpbIi
[laHa [laTMpOBaHHas CCblNKa, TO PEKOMEHAYETCS UCMO/Mb30BaTh BEPCUI0 3TOTO CTaHAAPTa C YKa3aHHbIM Bbile F0A0M YyT-
BepxaeHus (NpuHATUs). ECnv nocne yTBEPXAEeHWst HACTOSALLEro CTaH4apTa B CCbUIOYHbIV CTaHAAPT, Ha KOTOpbIi AaHa
[laTVpOBaHHas CCbl/ika, BHECEHO U3MEHEHME, 3aTpar1BatoLLee NosloXeHNe, Ha KOTOPOE AaHa CCbl/Ka, TO 3TO NOJIOKEHME
peKoMeHayeTCsi NPUMEHATL 6e3 yueTa JaHHOrO U3MeHeHWs. ECIM CCbIOYHbIA CTaHAapT oTMeHeH 6e3 3ameHbl, TO Moso-
XEHMe. B KOTOPOM [lJaHa CChl/IKa Ha HEero, peKOMeHAyeTCst NPUMEHSTL B YacTu, HE 3aTparmBatoLLeit 3Ty CCbUIKy.

3 TepMuHbl 1 onpepeneHns

B HacTosilwem cTtaHgapTe npumeHeHbl TepMuHbl no FTOCT P 51191, TOCT P 57771 n TOCT P 51819. a
Takxe cnegytowme TepMUHbI C COOTBETCTBYIOLLMMW onpeaeneHnamMn:

3.1 ypoBeHb amnyTauuu: AHaToMmyeckasa 30Ha, B Npefenax KoTopoi onpegenseTcs rpaHuua yceve-
HUS KOHEYHOCTH.

3.2 npuemHas rnnb3a: Y3en uam aNeMeHT npoTe3a KOHEYHOCTW, U3TOTOB/IEHHbIA N0 UHAMBUAYAIbHbIM
napameTpam nauueHTa wau obpasuam-atasioHam (YTBEpXAeHHbIM B YCTAHOB/IEHHOM Mopsifke), npeAHasHa-
YeHHbIVi ANA pasMeLLeHns B HeM KynbTu 1 obecneunsaroLinii B3anMoaelicTBme yenoseka ¢ NpoTe3oM KOHeu-
HOCTMW.

3.3 BKNagHol anemMeHT: BknagHas npuemHas rinb3a, NoAUMepHbIi (CUIMKOHOBLIN) YeXos, ONOpHble
noAyLwWwKn 1 Ap., ycTaHaB/IMBaeMbIe B N0IOCTb NPUEMHO TMNb3bl.

34

nonb3oBaTtenb: Yenosek, ncnonb3ywowmin (HagesawLlwmii) NpoTe3Hoe Wi opToneamnyeckoe ycTpoii-

CTBO.
[FTOCT P NCO 22523-2007, nyHKT 3.3]

4 O6wune TpeboBaHuA

4.1 TMpoTe3bl [OMKHbI GbITb COOpaHbl M3 yY3M10B, COOTBETCTBYWOLWMX TpebosaHnam MOCT P 51191 u
FOCT P 57771.

4.2 TlpoTe3bl [O/MKHbI COOTBETCTBOBATb TPeOOBaHWAM HacTosAWero craHjapta u pasgena 5
FOCT P 53869-2010.

4.3 Mo 31eKTPOMarHUTHOW COBMECTUMOCTM NPOTE3bl O/KHbI cooTBeTcTBOBaTL FOCT P M3K 60601-1-2
n TpeboBaHnam pasgena 7 FTOCT P NCO 22523—2007 B yacTu npefbsaBaseMbiXx TpeboBaHuii 1 xapakrtepu-
CTUK.

4.4 Mo anekTpo6e3onacHOCTN NPoTe3bl A0/MKHbLI cooTBeTcTBOBaTh FTOCT P M3K 60601-1 1 Tpe6oBaHu-
am pasgena 8 TOCT P MCO 22523—2007 B yacTu npeabsaBAseMbIX Tpeb60BaHW 1 XxapakTepucTuk.

4.5 DnekTponuTaHne NpoTe30B A0/HKHO OCYLLECTBAATLCA OT BHYTPEHHUX UCTOUYHMKOB 3/1EKTPUYECKOTO
NUTaHUSA, BCTPOEHHbIX B 3/IEKTPOHHbBIE Y3/1bl.

5 TpeboBaHuA HaAeXHOCTU

TpeboBaHNA HAAEXHOCTM NPOTE30B A0/HKHBI COOTBETCTBOBaTL TpeboBaHuAM pasgena 6 FOCT P 53869—
2010

6 Tpe6oBaHUSA CTOMKOCTM K BHELIHUM BO3AENCTBUSIM W XUBYUECTH

TpeboBaHWA CTOMKOCTU K BHELIHUM BO3[EiCTBMSAM W XMBYYECTVW MPOTE30B A0/DKHbI COOTBETCTBOBATHL
TpeboBaHuam pasgena 7 TOCT P 53869—2010 B yacTu npegbsaBaseMbiX TpeboBaHWi N XxapakTepucTuk.
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7 KOHCTpPYKTUBHblIE TpeboBaHUsA

7.1 O6bwwme TpeboBaHMA

TpeboBaHusi K KOHCTPYKLUMW NPOTE30B [O/DKHbI COOTBETCTBOBaTb TpeboBaHuaAM nogpasgena 8.1
FOCT P 53869—2010 no nyHKTam, NpMMEHUMbIM K U3L4eNnAM AaHHOro Buaa.

7.2 Tpe6oBaHuMsa K npoTe3am

7.2.1 TpeboBaHus K npoTe3am 40/KHbI COOTBETCTBOBATL TpeboBaHnsAM nogpassena 8.2 FOCT P 53869—
2010 no nyHKTam, MPUMEHUMbIM K U34ENNAM AaHHOTO BUAa.

7.2.2 MpoTe3bl AO/MKHbI CO6MPATLCA N3 MOAY/TbHLIX MEXaHUYECKUX W 3/IEKTPOHHBIX Y3/10B, YHUULNPO-
BaHHbIX MO CTbIKOBOYHLIM pasMepaM NpUCOeANHSAEMbIX CMEXHbIX Y3/10B.

7.2.3 Bce y3nbl, NpYMeHseMble B NpoTe3ax, A0/HKHbI COOTBETCTBOBATb YPOBHSIM Harpysku, COOTBETCTBY-
IOLWNM 3HAYEHUSIM MaKCMMaslbHOW Macchbl Monb3oBartesia B cootBeTcTBun ¢ 4.2 n 4.3 NOCT P 51191—2007
N (PYHKLUMOHaNbHOM aKTMBHOCTU Mofb3oBaTtens. B npoTesax AonyckaeTcsi NPYMEHEeHWE Y3/10B C 60/bLINM
YPOBHEM Harpy3ku no OTHOLLEHMIO K MakCHMasibHOW Macce nosnb3oBartens (Mo KOHKPETHOMY YPOBHIO Harpy3ki)

7.2.4 KombrHauMm NpUMEHSAEMOCTM MEXaHWYECKUX 1 3NEKTPOHHbIX Y3/10B B MpoTe3ax 6eapa v Bblune-
HeHnsa 6efpa C BHELHWM UCTOYHMKOM 3SHEPTrUn AO/MKHbI ObiTh YKa3aHbl B TEXHUYECKUX YCMOBUSX Ha NpoTes
KOHKPETHOro Bunaa.

8 TpeboBaHuA K MaTepmanam

8.1 Martepuasibl, NPUMEHSiIEMblIE NPU U3TOTOB/IEHNM MPOTE30B, A0/HKHbI COOTBETCTBOBAaTL TpeboBaHAM
pasgena 9 TOCT P 53869—2010 no nyHKTam, NpMMEHUMbIM K U34e/IMsAM AaHHOro BuUaa.

8.2 MaTepuansbl, N3 KOTOPbIX U3rOTOB/IEHbI MPUEMHbIE TM/b3bl NPOTE30B U/MNY BK1aAHbIE 3N1EMEHTbI, UMe-
foLLMe NpAMOoi n/uny onocpefoBaHHbIA KOHTaKT C KOXeli Nonb3oBaTens, 40/KHbI Y0B/1eTBOPATL Tpe60BaHUAM
6uonornyeckoii 6esonacHoctn FOCT P 52770. TOCT ISO 10993-1. FOCT ISO 10993-5. FOCT ISO 10993-10
B YacTu npegbaBnseMbix TpeboBaHWn N XapakTepucTuk.

9 KoMnnekTHOCTb

KomnnekTHOCTb fo/mKHa cooTBeTcTBOBaTh pasaesny 10 FOCT P 53869—2010 ¢ 4ONONHEHUAMMU, yKa3aH-
HbIMW B TEXHNYECKMX YCNIOBUSIX HA NMPOTE3 KOHKPETHOro BMAA.

10 MapkupoBskKa

MapkupoBka fo/KHa cooTBeTcTBOBaTh pasgeny 11 rOCT P 53869—2010.

11 YnakoBKa

YnakoBka [0/KHa COOTBETCTBOBaTL pasgeny 12 FOCT P 53869—2010.
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