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MpeoucnoBue

1 PABPABOTAH ®degepanbHbiM rocygapcTBeHHbIM GlomkeTHBIM yupexaeHuneM «Bcepoccuitckuin
Hay4HO-MUCCneaoBaTeNbCKU U UCTIbITaTeNbHbIA MHCTUTYT MeaUUMHCKOW TexHUku» PeaepansHoi crnyx6bl no
Hapasopy B cepe 3gpaBooxpaHeHus (PrbY «t BHUMUMT» PocaapasHansopa)

2 BHECEH TexHuuyeckum kommuteToMm Mo craHgaptusaumm TK 381 «TexHudeckue cpepnctsa ana
WHBaNMaoB»

3 YTBEPXIEH W BBEAEH B [JENCTBME lMpukasom deaepanbHoro areHTcTsa no TexXHU4eckomy
perynupoBaHuio u MeTponorum ot 5 oktabps 2017 r. Ne 1348-ct

4 BBEAEH BMNEPBbIE

lMpasuna npumeHeHus1 HacmMosiUe20 cmaHo0apma ycmaHosesieHbl 8 cmamese 26 ®edepanbHo20 3aKoHa
om 29 uroHs 2015 2. Ne 162-®3 «O cmaHOapmu3sauyuu 8 Pocculickol ®edepayuu». Hgopmayust 06 usmeHe-
HUSAX K HacmosiwemMy cmaHdapmy nybriukyemcsi 8 exxe200HOM (110 COCMosiHUo Ha 1 AHeapsi mekyujeao 2oda)
UHGbopMayUOHHOM yKa3ameJie «HayuoHanbHbie cmaHOapmbi», a oghuyuanbHbili mekem usmeHeHull U nornpa-
80K — 8 €XeMeCsIYHOM UH(OPMaUUOHHOM yKasamersie «HauuoHarnbHeie cmaHdapmely». B cnydyae nepe-
cMompa (3aMeHbl) uniu ommMeHbl Hacmosiuje2o cmaHOapma coomeemcmeylowee ysedomneHue 6ydem
onybnukosaHo 8 GnuwxalilueM BbITyCKe eXeMeCsI4HO20 UHGOPpMaUuUOHHO20 ykasamensd «HayuoHarnbHble
cmaHdapmbl». Coomeemcmsyowjas UHhopMayusi, yeeOoOMIIeHUe U MeKcmbl pasMewjaromcss makxe e
UHGbopMayUoHHOU cucmeme obLezo ronbL308aHust — Ha oguyuanbHoM catime edeparnbHoz2o azeHmemeaa
10 MEXHUYECKOMY peayriuposaHuto U Memporioauu 8 cemu MiHmepHem (www.gost.ru)

© CraHgapTuHgpopm, 2017

HacToawuit ctaHaapT He MOXET GblTb MOMHOCTLIO UMW YaCTUYMHO BOCTIPOU3BEAEH, TUPaXUPOBaH U pac-
npocTpaHeH B KauecTee oduLMancHoOro usgaHna 6es paspelueHuna degepanbHOro areHTCTBa Nno TeXHUYEeCcKo-
MY PErynmpoBaHuio U MeTposorum
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HAUWOHANBbHBIA CTAHBJDAPT POCCUUCKOW OSGEOEPALUWUMU

Y35bl ANIEKTPOHHbIE NMPOTE30B
BEPXHUX U HUWKHUX KOHEYHOCTEN

TexHun4veckue TpeGOBaHMH

Electronic units of the prostheses of the upper and lower limbs. Technical requirements

DataBBegeHnsa — 2018—01—01

1 O6nacTb NnpUMeHeHus

HacTosawmin ctangapT pacnpocTpaHsieTcsl Ha 3NEKTPOHHbIE Y3kl NMPOTE30B BEPXHUX U HUBKHUX KOHEY-
HOCTel (aanee — y3en) nycraHaBNMBaeT TeEXHUYeckne TpeboBaHus K yanam.

CTaHgapT He pacnpocTpaHaeTcs Ha y3Mbl A4eTCKMX U crneumanbHblX NpoTe3oB (CMOPTUBHBIX, pabounx,
y4eBHO-TPEHNPOBOYHBIX).

2 HopmaTuBHbIEe CCbINKU

B HacTosileM cTaHaapTe MCNOoMb30BaHbl HOPMATUBHEIE CChITIKM Ha criefyroLUme cTaHaapThl:

FOCT 14192 MapkupoBka rpysos

FOCT P 50444 TMpubopsl, annapatsl 1 06opyaoBaHue MeguumHekie. ObLyne TeXHUYecKe yCnoBus

FTOCTP 51191 Yanbl NpoTe30B HAKHNX KOHEYHOCTEN. TexHnyeckme TpeboBaHNA U MeToAbl UCNbITaHWIA

FTOCTP 51632 TexHu4veckune cpeacTea peabunurauum noaen ¢ orpaHnueHUAMU XXU3HeaeaTeNTbHOCTU.
O6wwe TexHnyeckne TpeboBaHMSA 1 METOAbLI NCMITAHWA

FOCT P 51819 [lpoTe3nMpoBaHME N OPTE3UPOBAHMNE BEPXHUX N HKHUX KOHEYHOCTEN. TEPMUHBLI 1 onpe-
aenexHus

FOCT P 52114 Y3anbl MexaHU4ecKMX NPOoTe30B BEPXHUX KOHeYHOCTel. TexHuyeckue TpebosaHus 1
MeToAbl NCTbITaHUM

FOCT P UCO 13405-1 lMpoTesupoBaHue 1 opTesnpoBaHue. Knaccudukaumna n onucaHmne y3nos npote-
30B. YacTb 1. Knaccudumkarmsa yanos npoTe3oB

FOCT P UCO 13405-2 TMpoTesnpoBaHue n optesnposaHune. Knaccudurkauns u onncaHue y3nos npote-
30B. HYacTb 2. OnucaHue y3rnoB NpoTe30B HMKHNX KOHEYHOCTEN

FOCT P UCO 13405-3 TMpoTeanpoBaHue n optesnpoBaHmne. Knaccudurkaunusi u onnucaHue y3nos npote-
30B. YacTb 3. OnucaHue y3rioB NpoTe30B BEPXHUX KOHEYHOCTEN

FMOCTP UNCO 15223-1 Uzgenua meguuuHcekue. CUMBOMLI, NPUMEHSIEMbIE MPU MapKMpoBaHUM Ha Meau-
LUMHCKMX M3AeNusX, STUKETKAX 1 B CONPOBOAUTENbHON AoKyMeHTauun. Yactb 1. OcHoBHbIE TpeboBaHuA

FOCT P NCO 22523 TMpoTesbl KOHEYHOCTEN M OPTE3bI HAPYXHbIe. TpeboBaHWA 1 MeToAbl UCNbITaHWUIA

FOCT P M3K60601-1 Uzpenua meguunHckue anektpudeckue. Yactb 1. O6wine TpebosaHnsa 6esonac-
HOCTM C y4ETOM OCHOBHBIX (PYHKLIMOHAMbHBIX XapaKkTepUcTUK

FOCTP MBK60601-1-2 Usgenust meanumHckne anekTpudeckue. Yacts 1-2. O6wmne TpebosaHus 6e3o-
MacHOCTU C y4eTOM OCHOBHbIX (DYHKLMOHAMbHBIX XapakTepucTuk. MapannensbHeli cTaHaapT. SnekTpomMarHuT-
Hasi COBMECTMMOCTb. TpeboBaHUS U UCTbITAHNSA

U3paHve opmumanbHoe
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M pwu™meyaHwue— [Npy nonb3oBaHUK HACTOSILLMM CTAHAAPTOM Lienecoobpa3Ho NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTaHAapToB B MHAOPMAUMOHHOM cucTeMe obwero nonb3oBaHus — Ha odmumansHoMm caite PegeparnbHoro
areHTCTBa No TEXHUYECKOMY PErynupoBaHUIo U METPONorMu B cetu NHTepHeT unm no exerogHomy MHOPMaLMOHHOMY
ykasarenio «HaumoHanbsHble cTaHaapTbi», KOTOPbIA ONybrMkoBaH No COCTOsIHUIO Ha 1 SHBapPS TEKYLLEro roaa, 1 o Bbinyc-
Kam exemecsiyHOro MHOPMaLMOHHOTO ykasarerns « HaunmoHansHble cTaHaapTbI» 3a TeKyWwmn roa. Ecnv sameHeH ceblnoy-
HbI CTAaHAAPT, Ha KOTOPLIA AaHa HeJaTMPOBaHHAs CCbINKa, TO PEKOMEHAYETCS MCNOoNb30BaTh AEWCTBYIOLLYIO BEPCUIO
3TOro cTaHgapTa € y4eToM BCEX BHECEHHbIX B JAHHYIO BEPCUIO U3MEHEHUW. ECnn 3amMeHeH CCbINOYHbIN CTaHAAapT, Ha KOTO-
pblﬁ AaHa AatupoBaHHas CCblflka, TO peKOMEeHAYyEeTCH NCTNONb30BaTb BEPCUIO 3TOrO cTaHgapTa ¢ yKa3aHHbIM Bbille roqom
yTBEpXAeHus (NpuHaTus). Ecny nocne yrBepXxaeHuUsi HACTOALWEro cTaHaapTa B CCbINOYHbIVM CTaHAAPT, HA KOTOPbLIN faHa
JaTUpOBaHHas! CCbINka, BHECEHO M3MEHEHME, 3aTparMBaioLee NonoXxeHne, Ha KOTopoe gaHa CCbiika, TO 3TO MONOXEHNE
pPeKOMeHAyeTCANPUMEHATb bes y4vyeTa 4gaHHOro UBMeHeHus. Ecnu ccbinovxbiv CTaHAapT OTMEHEH 6e33ame|-|b|, TOMNOnoXxe-
HUE, B KOTOPOM AAaHa CChINKa HAa HETO, PEKOMEHAYETCSl MIPUMEHATH B HaCTH, HE 3aTparuBatoLen 3Ty CChINKY.

3 TepMuHbI M onpegeneHus

B HacTosimem craHoapTe npuMmeHeHbl TepmuHbel no FOCT P 51819, TOCT P 51632,
FOCT P UCO 13405-1,TOCT P UCO 13405-2,TOCT P NCO 13405-3, FTOCT P UCO 22523, a Taicke criealyto-
e TepMUHEI C COOTBETCTBYIOLLIMMN ONpeaeneHUusIMu:

3.1 3NeKTPOHHbLIN y3en NpoTe3a BepxHel KoHeyHocTu: COoOpouHasi eauHuua npotesa BepxHewn
KOHEYHOCTN, UMetollasi BHYTPEHHUA UCTOYHUK 3MEKTPUYECKOro NUTaHUA, BbIMOMHAOLWAA B HEM 3afaHHYo
OYHKLMNIO N MMetoLLas KOHCTPYKTUBHO-TEXHOOMMYECKYIO 3aBePLUEHHOCTb.

3.2 3NeKTPOHHbIN y3en NpoTe3a HUWXKHeN KOHeYHocTU: CHopovHas eauHULIA NPoTe3a HKHEN KOHeY-
HOCTU, UMetoLLas BHYTPEHHUIA UCTOYHUK SNEKTPUYECKOro NUTaHUS, BINOSMHSAIOLLAA B HEM 3aflaHHYH0 (DYHKUUIO U
nMetoLas KOHCTPYKTUBHO-TEXHOMOMMYECKYIO 3aBepLUEHHOCTb.

4 OcHOBHble NapaMeTpbl U XapaKTepPUCTUKH

4.1 Y3nbl nNpoTe30B BEepXHUX KOHeYHOCTerW AofkHbl cooTBeTcTBoBat [OCT P 52114 n
FOCT P NCO 22523 B YacTi NpedbsABnAeMblx TPe6oBaHUN U XapaKTepPUCTUK.

4.2 ¥Y3nbl nNpoTe30B HWKHMX KOHEYHOCTeA AoikHbl cootBeTcTBoBath [OCT P 51191 n
FOCTP NCO 22523 B yacTu npeabasnseMbix TpeboBaHWUi U XapaKTepUCTUK.

4.3 DneKTponuTaHWe y3noB AOSPKHO OCYLIECTBAATLCA OT BHYTPEHHUX WUCTOYHUKOB SNEKTPU4EeCKOro
MUTaHUs, BCTPOEHHBIX B Y31bl.

4.4 Mo anekTpobesonacHoCTH y3nbl 4OMKHBLI cooTBeTCcTBOBaTL FOCT P M3K 60601-1.

4.5 To aneKkTpoOMarHUTHOW COBMECTUMOCTU Y3Ibl AOMKHBI cooTBeTCTBOBaTL TOCT P MOK 60601-1-2.

5 Tpe6oBaHusa kK MaTepuanam

MaTepunanel y3noB NpoTe30B BEpPXHUX KOHEYHOCTeW AoMmkHbl cooTBeTcTBoBaTb FOCT P 52114 u
FOCTP UCO 22523.

MaTtepunansl y3noB NpOTe30B HWXKHUX KOHEYHOCTeW AO0MkHbl cooTBeTcTBoBaTh MOCT P 51191 u
rOCTP UCO 22523.

6 KomnnekTHOCTb

6.1 B KOMNNEeKT NOCTaBKN AOIPKEH BXOAMUTb y3en, KOMMYTauWOHHbIE COeaANHUTENN, 3KCNyaTaunoHHast
OOKyMeHTauuA.

n pnMmevaHune — PeKomeH,qyeTc;l B KOMIMNEKT NOCTaBKU y3Nna BKNO4aThb BHyTpeHHMVI WUCTOYHUK dNEeKTpn4ecKoro
nnmtTaHnAa n 3apagHoe yCTpOﬁCTBO K BHYTPEHHEMY UCTOYHUKY INEKTPUECKOro NUTaHna.

6.2 B akcnnyaTaunoHHON oKyMeHTaLumM AorkHa 6bITb YKkaszaHa nHdopmaLmsi 0 COBMECTHO UCNOMb3ye-
MOM BHYTPEHHEM UCTOYHWUKE 3IEKTPUYECKOro NuTaHus U 3apsaHOM YCTPOUCTBE K BHYTPEHHEMY UCTOYHUKY
3NEKTPUYECKOro NMUTaHUA, BKITIOYAst OCHOBHbLIE MapaMeTpbl U XapaKkTepPUCTUKN, B Crlydae NX OTCYTCTBUA B KOM-
nnexkTe NOCTaBKu.

6.3 BknioveHue B KOMMMNEKT MOCTaBKUA AOMOMHUTENbHBIX U3gaennui n/unn npuHagnexHocTen AosmKeH
onpeaenaTb pa3paboTyunk yana.
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7 MapkupoBka

7.1 OneKkTpoHHblE Yy3Mbl NPOTE30B BEPXHUX KOHEYHOCTEW cneayeT MapKMpoBaTb B COOTBETCTBUM
cTOCTP50444,TOCTP52114,TOCT P M3OK60601-1.

7.2 OneKTpoHHbIE Y3Mbl MPOTE30B HWKHUX KOHEYHOCTEeW cnedyeT MapkupoBaTb B COOTBETCTBUM C
FOCTP50444,TOCTP51191,TOCT P MOK 60601-1.

7.3 MapkupoBka noTpebuTensckon ynakoBKku yana aomkHa cooteeTcTeoBath FOCT P 50444.

7.4 MapkupoBka rpynnoBon ynakoBku (Npy ee Hanuuum) gormkHa cooteetcTeoBaTh FTOCT P 50444.

7.5 MapkupoBka TpaHCNopTHO Tapbl 4ormkHa cooTBeTcTBOBaTL TOCT P 50444 nTOCT 14192.

MpumeyaHune—Ipn MmapkMpoBKe y3na n ynakoBku (NoTpebuTenbCckon, UHAMBUAYANbHOW, TPaHCMOPTHON)
JOonyckaeTcs NCnonb3oBaTtb HeobxoanMble MexayHapoaHble cumeonbl no FTOCT P UCO 15223-1.

8 YnakoBka

YnakoBka aomkHa cootsetctBoBaTh [OCT P 50444.
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