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FTOCYIJIAPCTBEHHDBIN CTAHIAPT POCCHUHNCKOUN OEJAEPAIINU

IIpore3upoBanue
UCIIBITAHUSA KOHCTPYKIIUHU ITPOTE30B HUXKHUX KOHEYHOCTEHA

Jactsp 7. ConpoBoaure/ibHblii JOKYMEHT Ha oOpa3ell JJ/If HCOBITAHHH

Prosthetics. Structural testing of lower-limb prostheses.
Part 7. Test submission document

JlaTa BBegenna 1999—01—01

1 OBJIACTb IIPUMEHEHMUWA

HacToAuMil CTaHAapT pacTipoCTpaHAEeTCs Ha MpOTe3bl TOJIEHU U Oeapa.

[TpuMe 9ua H U e — McrprraHus IIPOBOIAT HAa MOIEJIX MMOMHOM KOHCTPYKHIUY, YACTHYHOH KOHCTPYKUMH
WU OTHEJIBHBIX YIOB U JEeTAJIEU IIpOoTe3a.

HacTosnmii craHgapT YCTAHARBIHBAET COCTaB JAHHBIX O KAXIOM obpa3slie, IOCTAaBIA€MOM Ha MUCIIbI-
tagusg o TOCT P UCO 10328-3 u TOCT P UCO 10328-5.

2 HOPMATUBHBIE CCbLUIKH

B HacrosieM cTaHOApTe UCIOJIb30BaHbl CChIJIKM Ha CJICAYIOLINE CTAHOAPTHI.

Fr'OCT P UCO 10328-1—98 IIporeszupoBanue. McrprraHuss KOHCTPYKLUUH IPOTE30B HUXKHUX KO-
HeyHocTel. Yacth 1. CxeMbl UCHBITAHUHR

[OCT P UCO 10328-3—98 IIporesupoBanue. McnbrraHuss KOHCTPYKLUUA ITPOTE30B HUXHHUX KO-
HeyHocteH. YacTy 3. MeToabl OCHOBHBLIX UCIBITAHUH

[TOCT P UCO 10328-4—98 [IporesupoBanune. VMcnbiTaHus KOHCTPYKUIMH TIPOTE30B HYDKHUX KO-
HeyHocTedl. YacTte 4. [lapaMeTprl HArpY>KCHHSA IIPU OCHOBHBLIX HUCIILITAHUSX

[OCT P NCO 10328-5—98 IlporezupoBanue. McnbiTaHUsI KOHCTPYKILIMMA MPOTE30B HIDKHUX KO-
HeyHocTeH. YacTh 5. MeToabl JONONHUTEIbHBIX UCITBITAHUNA

[OCT P UCO 10328-6—98 IlIporesupoBanue. McnbrraHusi KOHCTPYKIIUM IIPOTE30B HUDXKHHX KOHEY -
HocTel. Yacte 6. [lapamMeTpbl HarpyXXeHHs IPU NONOJTHUTECIbHBIX MCIIbITAHHUSIX

3 OIIPEAENEHUA

B HacrosimieM ctaHgapte npuMeHsiioT TepMuHbI o [OCT P MCO 10328-1.

4 OBILIME TPEBOBAHUA

4.1 Hsroropuresnb (IIOCTABIIMK) NODKEH NOATOTOBUTDL CONPOBOAUTEIbBHBIN JOKYMEHT Ha o0pa3el] 11
UCTILITAHUHN (Jajee — COIPOBOAUTEILHLIM JOKYMEHT) CO Bcell HeobxoauMoll MHGopMalueld U JODKEH
IPEACTAaBUTh, KAK MUHHMYM, OJHY €ro KOIMIO Ha KaXXIbI¥ MOCTaBJIsseMbIH OOpa3ell.

4.2 ConpoBoOUTEABHBIN JOKYMCHT JOJDKEH OBITH BBITIOJIHEH Ha OyMare ¢popMara A4 npearnouTuTeIh-
HO 10 (popMe, MPUBEICHHOUW B MNMpUIOXCHHU A. Ecau ucnonasdyercsa apyrass ¢popmMa, TO OHa JOXKHA
npeaycMaTpuBarh Halnyme Bcer MHPOpMaLiNM, NPUBEACHHON B NPWIOXCHUH A.

4.3 HMszrotoBurensb (IOCTABLIMK) JOKEH YETKO yKa3aTb CBOM HAaMMEHOBaHME U alpec IJIs1 KOHTAKTA.
I1pr HeoOXoMUMOCTH JOJIKEH OBITH YKa3aH U3roTOBUTE/b CIIEMATILHOIO 000pyIOBaHUS.

4.4 MsroroButenb (MOCTABLIMK) JODKEH OOECIIeYUTh YHHKANBHOE U OTCJIeXHMBacMoe 0003HAYEHUE
COMPOBOAUTEILHOTO NOKYMEHTA M €I0 PErUCTPpalMI0. BT0 0003HaYeHHe J0ODKHO OBITh TAKKE HAHECCHO Ha
oOpasel] HeCMbIBAEGMbIM CIIOCOOOM.

Nipnanne opunuaibHoe
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4.5 JoJrKHa OBITH YETKO YKa3aHa MCITBITaTeNbHasl JabopaTropus (LEHTP), TpedyeMas IJid IPOBEACHUS
HCIIBITAaHUMH.

4.6 lommkHa OBITh YETKO YKa3aHA JATa MOCTABKHM WIH OTIIPaBKY oOpasla B HMCIIBITATEILHYIO Jabopa-
TOpHIO (LIEHTP).

5 JAHHbBIE Ob OBPA3LIE

3.1 B comnpoBoauTeabHBIM OOKYMEHT Ha KaXObIM obOpasell NO/DKHBLI OBbITh BKITIOYECHDBI CJEAYIOLIUC
NaHHBbIC:

a) HAMMEHOBAaHHME M3TOTOBUTENS oOpa3lia WIM Apyroe ero o003HauyeHHUe,
0) HauMeHoBaHHe obpa3lia M(MIH) eTo 3aBOACKOU HOMEP;

B) TUn MoaenH no 4.1, 4.2 wnu 4.3 TOCT P UCO 10328-2;

I) JOKYMEHT M3TOTOBHUTEISI, MOATBEPXIAIOUIMHA, YTO oOpasel] oTBeuyaeT TpeOOBaHUSAM pasfesnia
[TOCT P UCO 10328-2;

1) yKa3zaHus 1o cbopke obpasua u(uam) ero kperenuo no 6.5 'OCT P MCO 10328-2;

€) NpH OTCYTCTBHMH yKa3aHMUsSI HEIOCPEIACTBEHHO Ha o0pasue 0003HauYeHUE OEHCTBUTENBHEIX LIEHT-
pPaNbHBIX JUMHMM B cooTBeTcTBMM ¢ pasgenoMm 7 [OCT P KCO 10328-2;

K) Hauxyuee NnojoxeHue obpasua npu ero ycraHoske B Moaeau no 7.5.1 FOCT P UCO 103238-2;
M) 3HAYCHUSI MOMEHTOB 3aTSKKH OONTOB,

K) 3alMch O MOCTaBKe BceX 3aMeHseMbIX aAetanel, npeaycMoTpeHHbIX 8.1 TOCT P UCO 10328-2;
J1) DaHHBIE O HArpy304YHbIX phlyarax U Mx craurMoHapHoH ycraHoBKke 1o 8.4 JOCT P UCO 10328-2.
52 O06pas3ns Ad18 CTAaTUHYECKUX MCOBLTAaHMM OO0 pa3pyHIeHHH

MN3roroButend (IMOCTABUIMK) IOJXEH BKIIIOYMTL B COMPOBOAMUTE/BHLIA JOKYMEHT OAaHHLIE O JIIOOOM

corJIallieHUH, OTHOCAUIEMCS K 3aMeHe TMOKHX 37ieMeHTOB Ha Xectkue 1o 6.3 TOCT P UCO 10328-2, a
takke 1o 6.2.8 TOCT P UCO 10328-3 unmn no 7.4.8 TOCT P KUCO 10328-3.

3 06paszen Aa19 HUKIHYECKHUX MUCOBTAaHHUMN

HN3roroBurens (mocTaBUIUK) AO/DKEH BKIIOUHTH B CONPOBOAUTE/IBHLIN NOKYMEHT JAaHHLIE O JIIOOOM

corlallleHMH, OTHOCAUIEMCSI K 3aMeHe T'MOKMX 371eMeHTOB Ha Xectkue 1o 6.4 TOCT P UCO 10328-2, a
Taxxke no 7.2.2 TOCT P KCO 10328-3 unu no 7.5.1.2 TOCT P UCO 10328-3.

34 Obpaselyy ycTpoMCTBA TOJEHOCTON-CTOMNaA

H3roroBurenb (DOCTaBUIMK) AODKEH BKIIIOUUTDL B CONMPOBOAUTE/ILHBIM JOKYMEHT JAHHbBIE 00 onpeae-
JIEHUN LeHTpaabHOoU JMHUM cronkl o 7.2.1 TOCT P UCO 10328-2.

6 JAHHBIE, HEOBXOAUMBIE /LI IPOBEJEHUA UCIIBITAHUHA

Jlnsa xaxnoro obpasla B CONPOBOAUTENBHOM HOKYMEHTE NO/IKHBI OBITH NPHBEACHBI CIEAYIOIIME
OaHHBbIC.

6.1 J1ns1 Bcex BUOOB UCHBITAHUN:

a) IepedeHb BHJIOB MCHNBITAHHMN cO cChIIKOM Ha cooTBercTBYIOLIMEe MyHKTH TOCT P UCO 10328-3
u(wiu) [OCT P UCO 10328-5;

0) pasMepnl oOpaslia ¥ 3HaYeHHUS CHJIBI IIPHM MUCHLITAHMSAX COIVIACHO COOTBETCTBYIOLLIMM IHYHKTaM
I'OCT P UCO 10328-4 n(mwm) 'OCT P UCO 10328-6;

B) HaMXyOUIMH BapHaHT coopxu npote3a no 4.6.3 TOCT P UCO 10328-3.
6.2 JIns cTaTMYECKHMX MCITBITAHUM [0 pa3pyUICHUS:

[Ipn Heob6XOAMMOCTH NPOAOJDKEHUSI UCTILITAHUN [0 (PAKTHUECKOTO pa3pylieHHUs oOpa3iia B COOTBET-
ctBUHd ¢ npuMeyaHusiMu K 6.2.7 TOCT P HMCO 10328-3 u(umam) 5.4.2.4 u(wm) 5.4.2.7 u(wm) 7.4.8

[OCT P MCO 10328-5 B conpoBoaMTEIbHBINA JOKYMEHT BKIIOYAIOT HHCTPYKLUIO 110 0DOPMIIEHHUIO PE3YIb-
TaTOB HUCIIBITAHUH.

6.3 Ins1 Bcex UUKIAYECKUX UCIIBLITAHUMN:

a) 3HAYECHUE UCIBITATEIbHOM YacToThl, 3aaaBaemoi 1o 7.2.9 T'OCT P UCO 10328-3 u(umm) 5.4.3.3
u(unu) 7.5.1.9 TOCT P UCO 10328-5;

0) nmepuoAUYHOCTL 3aMeHk! getaneit no 7.2.12 TOCT P UCO 10328-3;

B) NIPpU HEOOXOOMMOCTH BM3yaJIbHOTO HCCJIENOBaHMS 00paslia 3HaYeHHE KPATHOCTH YBEIWYEHUA

usMepurenasHoro uHecrpymenTa (nynel) no 7.1.5 TOCT P MCO 10328-3 u(mnn) 5.4.3.6 u(mwm) 7.5.1.13

[TOCT P MCO 10328-5 n yxazaHus no opopMJICHHIO PE3yJIbTATOB UCIIBITAHUH.
6.4 JIns ucnbiTAHUHM Ha KpydeHUe:

- 0003HAaUeHHWe  HEUTPaJIbHBLIX TIOJIOKEHHHM  Beex
F'OCT P UCO 10328-5.
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6.5 /11 ¥cnbITaHUH cTOonopa Crub0aHUs KOJIEHHOIO y3J4:

1) nepevycHb B3aMMOCBSI3aHHBIX JeTajle, 00eCeYnBaIOLIMX OTPaHMYEHIE CTUOAHUST KOJIEHHOTO y3/1a
B niporese 1o 6.2.2 TOCT P UCO 10328-5;

6) obo3HayeHMe HauxyalLlero BapuaHTta cbopxu mnporesa 1o 6.2.3 TOCT P UCO 10328-5;

B) o0O3HAaYeHHME HaAMXYAUIETO IIOJOXCHMUSI YCTAHOBKM oOpasa B Modenw 1o 6.2.5
[[OCT P UCO 10328-5.

IIPH/TTOXEHHUE A
(cnpasoyuroe)

TUIIOBASI ®OPMA COIIPOBOJIUTEIBHOI'O JOKYMEHTA HA OBPA3EII AJ11 UCITBITAHUU

[OCT P UCO 10328-7 Ilporesnpopanue. VicnbITaHUg KOHCTPYKIIMHM IPOTE30B HIDKHHX KOHEYHOCTEMH.
ConpoBOaUTEAbHBIN JOKYMEHT Ha obpa3ell I UCTTBITAHNNI

. IIpencrasieHd (Kem): (cM. 4.3)

O0o3HayeHHUEe TOKYMEHTA: (cM. 4.4)

[IpencraBiasgercs (Komy): (cM. 4.5) |
: JlaTta npencraBpieHUs: (cM. 4.0} :
" O6o3HayeHUe obpasiia: (cM. 5.1)
. TpebyeMble HCIIBITAHIA: (cM. pasigen 6)
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