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I'OCT P 51395—99

TOCYIXAPCTBEHHBI CTAHIAAPT POCCHHCKOMN OEAEPALUHU

IPYTKH JINTBIE U3 CILIABA XK62M6JI JJIA HCKYCCTBEHHBIX CYCTABOB
TexunyecKne yCJIOBHS

XK62M6J1 alloy cast rods for artificial joints.
Specifications

Jlama spepenna 2000—07—01

1 ObxacTs NpuMenenyst

HacTosnnuii cragmapt ycTaHaB/IUBaeT TpeGOBaHUS K JIMTHIM NpyTKaM U3 civtasa XK62M6JI, npenHa-
3HAYCHHLIM JUIS1 H3TOTORICHNS] MCKYCCTBEHHBIX CYCTaBOB METONOM JiuThs. O6GA3aTelbHble TpeGOBaHNS K
KavecTBY NPONYKIIMM M3JIOXEHH B 5.2, 5.3, 6.2, 7.1, 7.4.

2 HopMaTHBHEIE CCBUIKH

B HacTosmeM cTaHZapTe MCTIONB30BAHKl CCHUIKM HA CEAYIOIHME CTAHAAPTHL

TOCT 1497—84 Meramm. Mertoaui ucTbITalms Ha pacTsSxenue

TOCT 7565—81 Yyrysn, ctam, ¥ cwiasul. Metoa orGopa mpo6 a1 XMMHYECKOTO COCTABa

TOCT 7566—94 Meramionpoaykums. [IpnemMka, MapKMpoBKa, YIAKOBKA, TPaHCNOPTHPOBAHHE H
XpaHeHUe

T'OCT 12344—88 Cramu nerupoBaHHbIE H BRICOKOJETHPOBaHHEE. MeTOIN onpee/ieHus1 yriepona

I'OCT 12345—88 Cranu NerupoBaHHEIe M BEICOKOJIETHPOBaHHEIE. MeTOAE! ompenie/ieHus1 cephl

TI'OCT 12346—78 Cranu leripoBaHHbIE ¥ BHICOKOJIETHPOBaHHBIe. MeTONLI onpee/ieHUs KpeMHBUS

TOCT 12347—77 Cranu nerupoBaHHbI® H BEICOKOJIETHPOBaHHBEe. Metonsl onpenenenus docdopa

I'OCT 12348—78 Cranu JerdpoBaHHKE U BEICOKOJISTHPOBaHHEIE. MeToAb onpeiesieHHs MapraHiia

TOCT 12350—78 Cramm nerupoBaHHbIe H BHICOKONIETMPOBAHHEIe. MeToAb! onpefefieHHsT XpoMa

T'OCT 12352—81 Cranu nernpoBaHHBIE M BEICOKOJECTHMpPOBaHHEIE. MeTonnl onpec/icHUsi HEKeNs

TOCT 12353—78 Cranu nerupoBaHHBIE H BEICOKO/ETHpOBaHHKE. MeTonb! onpelieieRNsl Kobankra

T'OCT 12354—81 Craym nerupoBaHHbIE H BbICOKOJISTUPOBAHHbIE. MeTos! onpeae/ieHus MOTHOIeHa

T'OCT 14192—96 MapKupoBKAa Ipy30B

FOCT 28473—90 YyryH, crans, deppociviaBhl, XpoM, MapraHell Metayumrieckue. O6imue Tpe6opa-
HHUA K MeTollaM aHaju3a

TOCT 29095—91 CmiaBhn ¥ NOPOLIKH XapONPOYHbIE, KOPPOSMOHHOCTONKHE Ha OCHOBe HMKEJS.
Meron! onpeneneHus Xenesa

3 Onpenenennsn

B HacTosmeM cTaHAapTe NPHMEHSIOT CeQYIOLMii TEPMUH ¢ COOTBETCTBYIOITUM OIpeleiieHHEM:

3.1 chnaskl JMTeHHERIe VI HCKYCCTBEHHRIX CYCTABOB HA ocHoBe KobaxsTa: Martepuainl, OCHOBHEIM
KOMIIOHEHTOM KOTODBIX SIBISIETCA KOOANBT. YKasaHHBIE CIUIABLEI 00JANAlOT HEOOXOAMMEIM KOMIUIEKCOM
MEXaHWIECKMX M KOPPO3HOHHOCTOMKHMX CBOHMCTB, YTO IIO3BOJISIeT NPUMEHSITh UX AT TIPOM3BOJCTBA
WCKYCCTBCHHHIX CYCTaBOB Ge3 BPeAHBIX IOCHEACTBHM AJIs OpraHM3Ma Je/IOBeKa.

H3nanne odpuumambaoe
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4 Copramenrt

4.1 TIpyTku JMTHIC H3rOTORMAIOT TMAMETPOM He Gonee 95 MM m wmHOo#M He Gonee 1100 MM.

Mo cOrnacoBaHHIO H3IOTOBUTENAA C MOTPeOHMTENEM HOMycKaeTcsl M3TOTOBIEHHE NPYTKOB APYTUX
pa3MepoB.

QopMa, pasMepHl W NpejefbHEIE OTKIOHEHHS MO pa3MepaM — TI0 COIVIACOBAHMIO H3TOTOBMTENS C
noTpe6HTeNICM.

IIpuMep ycnoBHOro oGo3HaYeHHS HNPyTKa JHTOro u3 cmnapa Mapku XK62M6JI
auaMeTpoM 60 MM:

Tlpymox XK62M6JI-60 TOCT P 51395—99

5 Texumdeckde TpeGoBaHHA

5.1 CrnaB NOIDKeH BRUUIABJISTECS C NPUMEHEHMEM THMCTHIX IIMXTOBLIX MaTepHANOB BaKyyMHO-HH-
ZYKUVMOHHBIM METOAOM WM JIOOLIM APYIHM METONOM, obecriedHBaloLINM HeOOXOMMMYIO YMCTOTY MeTallia
TIO IIpHUMeCsM.

5.2 XumudecKuii COCTaB CIUIABa JIODKSH COOTBETCTBOBATh YKa3aHHOMY B Tabuuue 1.

Ta6nuual

Maccopas 10/ FIeMEeHToB, %

Huxens XKeneso Vmepon | Mapranen | Kpemuunit Cepa ®@ocdop
KobamT XpoMm Moymbaen

He Ganee

Ocrosa [26,5—30,0 4,5-7,0 | 1,0 1,0 0,35 1,0 1,0 0,015 | 0,020

IIpumevanue — [fo cormacoBaHMio ¢ OpraHAMM 3MPABOOXPAHEHMS MOMYCKAIOTCH HEIHATATENLHEE OTKIO-
HEHHA 110 MACCOBOM IOJEe ATEMEHTOB, YKA3aHHHX B Tabimmie 1, He RIeKymme 3a coOoif M3MEeHCHHA CTPYKTYPH H
MEXaHHIECKUX CBOMCTB.

5.3 Mexanudeckrie CBOMCTBa, onpeeisieMble Ha JIMTHIX o0pa3nax, JOJDKHBI COOTBETCTBOBaTb HOD-

MaM, YKA3aHHBIM B Tabmnuue 2.

Tabnuua 2
Mexanuaeckne coiicrsa
BpeMeHHOE COIPOTHRICHHES Ilpenen Texydecrn OTHOCHTENIEHOE OTHOCHTE/ILHOE
o, Hhaod? 0y 2 H/ue? yuneHenwe 55, % CyxXeHHe v, %
HE McHee
665 450 8 8
IIpuMevaHue — PexuM TepMaaeckolt oGpaboTKt o6pasmoB BHOHpacT M3TOTOBHTENDb IS HOCTYDEKCHHS

TpeGyeMBIX CBOMCTB.

5.4 TlpyTKu mocraBisiorTcs cO CIUIOMIHOM abpasHBHOM 3a4MCTKOM.

Ha noBepXHOCTH NIPYTKOB HE NONYCKAIOTCS OKMCHEBIC TUICHE], 3aTpsI3HCHNAS, BKIIOYCHUS HHOPOXHOTO
MeTa/Ula, 2 TAKKE HAIUIRIBHI, YBEIMIMBAIOLIAE pasMephl NPYTKOB.

Ilo cornmacoBaHMIO M3TOTOBMTENA C MOTpeOMTENeM HOIMYCKAIOTCS MHEIE TpeOGoBaHHA K NOBSPXHOCTH,
orosapHBaeMbie Nnpy opOpMICHNM 3aKa3a (KOHTPaKTa).
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6 IIpaBuna npueMKH

6.1 TlpyTkm npeabABISIOT K NPHEMKE MAPTHSIMH, COCTOSLIMMM M3 IIPYTKOB OAHOI IUTABKH.

Kaxzylo napruio conpoBoXAaloT JOKYMeHTOM o KadecTse o TOCT 7566.

6.2 [Ina mpoBepKH KadecTBa NPYTKOB OT NApTHH OTOHMpAIOT:

- JUISI XHEMUYECKOro aHaiu3a — ofHy npo6y or masku no FOCT 7565;

~ I KOHTPOJIs1 KA4eCTBA MOBEPXHOCTH M PasMEpPOB — BCe TIPYTKH,

- Il MeXaHHYeCKNX MCILITAaHMH — 4eThIpe NMMTHIX obpasua (mBa oOpaslia AjIf MCILITAaHHN M [Ba
o6pasua, Np¥ HeoOXOAMMOCTH, 11l TOBTOPHBIX HCTIBITAHMIA).

IIpuMeganue — KourporsHeie o6pasii Iid MEXaHMYSCKMX MCIINTAHW M3TOTORIMIOT H3 3aTOTOBOK
(tped), OIMTHIX TIPH Pa3NMBKE CIUIABA WM K3 McTallla NOCTABIMEMEIX 3arOTOBOK. 3aroTOBKH (Tpedr) OTIHBAIOT B
ropsaMe Kepamuwdeckue (opMel. 3aMBKY IpOM3BOAAT B pafodeM INPOCTpaHCTBE IeId MPH paiIMBKe CIUIABA.
Jomyckaercsl OoTIMBKA 3aroToBoK (Tped) B xonomuete ¢opMul. IIpH 5TOM H3IOTOBHMTENb IapaHTHpYeT IIONydeHHe
HOTpeGUTENIeM CBOMCTE He HIDKe, YeM Ha o6pasliaX, M3IOTOBICHHHX U3 3aTOTOBOK, OTJIMTHIX B ropsuve (OpPMHL U3
HCXOIHOIO CIUIaBa 683 JOGARICHNI OTXONOB.

6.3 IIpn nosyaeHUN HEYLOBNETBOPHUTEILHBIX PE3YIIBTATOB XHMHAYECKOTO AHAK3a HPOBOASAT TIOBTOP-
Hele MCIBITaHuS Ha Beibopke no F'OCT 7566.

IIpu nosyseHMy HeyIOBIETBOPHTENBHLIX PE3YILTATOB XOTS GBI IO OLHOMY U3 TIOKAa3aTeNleli MEXaHu-
YeCKUX CBOMCTB 1O HeMY NIPOBOAST NOBTOPHbIE HCIIBITAHKS Ha ABYX OPYTHX 06pa3liaX, B3SITHIX OT 3TOl Xe
wiasku. [Ipy HeymoBIETBOPHTENEHBIX Pe3y/IbTATaX TIOBTOPHLIX MCIBITAHME NOMYCKAETCs ITPOBOMUTD Hc-

TNBITAHKMS Ha JBYX HOBBIX obpasnaX, MOMydeHHBIX M3 3TOH Xe MApPTUM IOC]e MOBTOPHOW TepMHYecKOi
06paboTKH.

7 MeTtonp! HCHbITAHWI

7.1 Xumpueckuii cocras cmiapa ompepesrmior no F'OCT 12344— I'OCT 12348, TOCT 12350,
TOCT 12352 — I'OCT 12354, TOCT 29095, TOCT 28473 wiu ApyrUMHM METORAMH, 0GecTeuMBaIOIMMH
TpeOyeMyl0 TOYHOCTb ompeneieHus. OTGOp mnpo6 U1 oONpeleNcHHWS XMMHYECKOTO COCTAaBa — IO
T'OCT 7565.

7.2 PasMeps! IIPYTKOB IIPOBEPSIIOT H3MEPUTEILHBIMHA MHCTPYMEHTAMM, 06eCeYHBAIOIMMYE HEO6XO0-
OUMYIO TOTHOCThE H3MEpeHHUH.

7.3 KauecTBO MOBEPXHOCTH NPYTKOB KOHTPOJMPYIOT BH3YalbHO.

7.4 KoHTpoms MeXaHM4YECKHX CBOMCTB IPOBOAAT Ha ABYX JMTHIX obpasuax mo FOCT 1497.

8 VYnakoBka, MADKMPOBKA, TPAHCIIOPTHPOBAHHE U XpaHEHHE

8.1 VmakoBKa, MapKHMpOBKa, TPaHCIIOPTHPOBAHHME H XpaHeHHe HNOJIKHEI COOTBETCTBOBATH TpeOoBa-
HusM [OCT 7566.

8.2 ITpyTKuM HOCTaB/SHOT B NPOYHOM Tape — MeTAVIMYECKHX 60YKax WM sukax. Bec 6pyrro — He
Gonee 150 kr.

B xaxnoii Tape Ha IBa MIpPyTKa HecMBIBAEMOM KpacKoM Wim KiedMOM HAHOCAT MapKHPOBKY,
BKIIIOYAIONYIO MApKy CIUIaBa H HOMeEp IUVIABKH.

JomyckaeTcst nocTaBKa MPYTKOB B CBA3KAX, YBA3AHHLIX NPoBoJIokoid. [Ipu 3ToM MapKIpOBKY HAHOCAT
Ha KaX[Obl# HIPYTOK.

8.3 K xaxmoMy rpy30BoMy MecTY NPUKPEIUIIOT SpJBIK ¢ YKa3aHNEM:

- 3aBOJA-M3TOTOBUTENS M (MJIM) TOBapHOTO 3HAKA,

- MapKHM CIUIaBa;

- HOMepa NapTuy,

- Macchl HeTTo,

- IaTHI BHIIYCKa.

8.4 Ilpyrku TpaHCHOPTHPYIOT BCEMH BHMIAMH KPBLITHIX TPAHCTIOPTHBIX CPEJCTB B COOTBETCTBHM C
T'OCT 7566.

8.5 Tpancnoprras mapkupoBka — o I'OCT 14192 ¢ ykasaHHeM OCHOBHLIX, HONOMHHUTEILHLIX M
uH$popMaIMOHHEIX HamNMceil, BHIIONHAEMBIX BONOCTOMKOM Kpackol Ha Ipy3e WIH SpJIbIKax, HafeXHO
NPHUKPEIUICHHBIX K TPY3Y.

8.6 TIpyTku NOKHBI XpaHMThCH B CKIAACKHMX IIOMEINCHHAX IIPH TeMIepaType oT ILTIoc 5 go
wnoc 40°C, npH OTHOCHTENLHOM BIAXHOCTH He 6onee 80 %, MpH OTCYICTBHM B BO3AyXe IHENIOYHEIX,
KHCJIOTHBIX H APYTHX arpeCCHBHBIX NpMMeceH.
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