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TOCT P UCO 14602—99

Beenenne

Hacrosiiuuii cTaHaapT sBAseTca NpsAMbIM PUMEHEHMEM MexXayHapoaHoro craHfapta UCO 14602—98
«HeaxkTuBHBIE XMPYpPTHYECKHE HMIUIaHTaThl. UMIUIaHTAThl U1 OCTEOCHHTe3a. TeXHUYecKue TpeOOBaHH >,
noaroroeneHHoro Esponeitckum komureToM no cravaaptuiauny (CEH) coBMecTHO ¢ TexHM4eCKUM KOMU-
TeroM UCO TK 150 «MimmnaHTaTh! is xupyprun», [TK 5 «OcteocuHTE3» B COOTBETCTBUM C COTJIALIEHHEM
no texunyeckomy corpyaHudectsy MCO u CEH (Benckoe CornauieHue).

Crangapr EH UCO 14602—98 pa3spaGotan Texuuueckum komuteroM CEH/TK 285 «HeaktuBHBIE
XUpYPrHYeCcKe UMIUIAHTAThI» (CekpeTapuar KoToporo dbyHKUuoHHpyeT npy HuaepnaHackoM MHCTUTYTE CTaH-
naprusauun) B corpyaHndectse ¢ TexunyeckuM komuterom MCO TK 150 « AMmnaHTaTh! A1S1 XMUPYPTUM».

Esponeiickuii crannapt paspabortaH no nopydenuto, aanHomy CEH Esponeiickoit xomuccueit 1
EBporneiickoii Accouuauueit csoGonHoit Toproean (EACT), u noarsepXaaeT OCHOBHBIE TpeGOBaHUSA
Hupexrus EC.

Esponeiickue CTaHAAPThI, B KOTOPHIX PACCMATPUBAIOTCSA TPEGOBAHUA K HEAKTUBHBIM XMPYPTrHYECKHM
UMIUIAHTATAM, OAPA3AENSIOTCS HA TPH YPOBHSA (MEPBbIl YPOBEHDb ABIAETCA HAUBBICLLIMM):

nepsblii — o01Me TpeOOBaHUs K HEAKTUBHBIM XHPYPrHUECKUM UMIMIAHTATaM;

BTOPO# — 4acTHbIe TPeGOBAHMS K PYNIAM XUPYPrU4ECKUX UMIUIAHTATOB;

TPETHIl — crielHaibHbIe TPeGOBaHUsI K KOHKPETHBIM THIIAM XHPYPTUUECKHX HMITIAHTATOB.

CraHOapThl TPETHETO YPOBHSI IPUMEHSIOTCS K CMELIMAIBHBIM TUIIaM UMIUIAHTATOB B NpeAeaax JaHHOM
TPYIIIbI, HATIPUMEP K MPOTE3aM Ta306epeHHBIX H KOJIEHHbIX CYCTaBOB.

Hacrosiiuii craHmapT sBisieTcsi CTaHAAPTOM BTOPOTO YPOBHS M COXEPXHUT TpeGOBAHMA KO BCEM
HEaKTMBHBIM XHPYPrUYeCKUM MMIUIAHTATaM, COCTABJISIIOILAM IPYIY UMIUIAHTATOB, MPUMEHSEMBIX B OCTEO-
CHHTE3E.

CranapT 11epBOTO YPOBHSI COAEPXUT TpeOOBaHUs KO BCEM HEAKTHBHBIM XUPYPrHYECKUM MUMIUIaHTaTaM.
B Hem TakXe JaHbl CCbUIKM Ha OTIONIHUTEJNIbHbIE TPeOOBaHUs, colepXallecsl B CTaHAApTaX BTOPOro u
TPEThETrO YPOBHEIA.

Craunpapr nepBoro ypoBHs onyb6nukosaH Kak ctaHaaptT EH MCO 14630—97 (Ha ocHOoBaHYM €ro pa3pa-
6oraH oreyectseHHbIi cTaHaapT TOCT P UCO 14630).

Jns pacCMOTpeHH s BceX TpeOGoBaHU it HEOOX0MMO HAYMHATD C U3yYEHHS CTAHAAPTA CAMOrO HU3KOTO
YPOBHS.

CcblIKM Ha COOTBETCTBYIOLIME CTAHAAPTLI IPUBEAEHB! B NPUIOXEHUSX K HACTOALLUEMY CTAHAAPTY.

B nononHeHnue kK tpe6oBaHusamM OCT P HCO 14630 HacTosiumii CTAaHIApT YCTaHABIMBAET CHOCOO
JleKJIapaly COOTBETCTBUSI OCHOBHBIM TpeGOBaHUAM 061ero xapakrepa IMpunoxenust 1 k Jlupekrnuse Cobera
EDC 93/42 ot 14 uioHs 1993 1. B yacTH MeAMLIMHCKUX YCTPOICTB B TOI Mepe, B Kakoi OHM MPUMEHUMBI K
HEaKTHBHBIM XMPYPTU4ECKMM UMIIJIAHTAaTaM AJIsi OCTEOCHHTE3a.

MHble criocoObl MOATBEPXIEHUS COOTBETCTBHUS YKa3aHHBIM TpeGOBaHUSM MOTYT TAKKE MCIONB30-
BAaTbCS, B YACTHOCTH, B OTHOLIEHUH UMIIJIAHTATOB C YAOBJIETBOPUTENLHBIMU IKCIUTYaTALIMOHHbIMM XapaKTe-
PUCTUKAMHU B TEYEHHE JUIUTEBHOTO NPUMEHEHHUS B KIMHUYECKOH NPaKTHUKE.

Hacroswuii crannapt nonosHser obuiue tpebosanus cravaapta FOCT P UCO 14630 Ha HeakTUBHbIE
XUPYpruyecKue UMILIaHTaThl U YCTAHABIMBAET YaCTHbIE TPEOOBaHHUS K MMILIAHTaTaM AJIst ocTeocrHTe3a. OH
nomkeH npumeHsaTscs copmectHo ¢ TOCT P UCO 14630.

HeakTHBHBIE XUPYPIUMECKUE UMIUTAHTATH! U OCTEOCHMHTE3a MCIONB3YIOT NP JIEUEHUU TPaBM U B
BOCCTAHOBUTENILHOM Xupypriv. C uX MOMOLLbIO 06eCcreunBaeTCs perno3uiius KOCTeit nocse nepeioMoB U CTa-
OMIM3aLMsl KOCTHBIX (MJIM MPUMBIKAIOUIMX) CTPYKTYP fIPH JIeYeHWU KOCTEH MM UX CPALLEHUH 1/UH TS UX
NOAAEPXKHU UK Koppekiunu. TTocie QOCTHXEHNSI NOCTABIEHHOM LieJ UMIUIAHTAThI TG0 yaansioT U3 opra-
HM3Ma, 160 OCTAIOTCS B MECTE BXUBJICHHUS,
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T'OCT P MCO 14602—99

TOCYZAPCTBEHHB MU CTAHIAPT POCCHMUCKON OEJZEPAIHNHU

HeakTuBHbIe XHPYPrHYECKHE HMILIAHTATHI
VMIIJIAHTATDI JISI OCTEOCUHTE3A
Texanyeckue TpeboBanns

Non-active surgical implants. Implants for osteosynthesis. Particular requirements

Jara sBegenus 2001—01—01

1 O6aacTh NnpuMeHEHHA

Hacrosumii ctaHaapT ycTaHABIMBAET YACTHbIE TPEGOBAHUSI K HEAKTUBHBIM XHPYPIrHYECKUM UMILIAHTA-
TaMm JUTsl OCTEOCHHTE3a (asee — UMIINAHTaTam).

TpeGoBaHMS HACTOSILLETO CTAHIAPTA SIBJISIIOTCS. PEKOMEHIYEMBIMH.

B nomonuenue x TOCT P UCO 14630 HacTOsILIMIA CTAHOAPT COAEPXHUT TPeOOBAHHA K MPOEKTHLIM
TEXHWYECKUM XAapaKTepHCTHKaM, 0COGEHHOCTSIM KOHCTPYKLIMHU, MaTepHaaM, OLEHKE KOHCTPYKLIMH, IIPOLieC-
CY M3rOTOBJIEHHS, CTEPHIIN3ALUH, YIIAKOBKe U HHGOpMaLUHU, TOCTABNAEMOIl H3TOTOBUTEIEM.

2 HopmaTuBHbBIE CCBUIKH

B HacTosLleM cTaHAapTe UCTIONBL30BAHA CCbUIKA Ha CIEAYIOIMI CTAHApT:
TOCT P UCO 14630—99 HeakTuBHbIe XUpypruyeckue MMIUIaHTathl. O6luMe TexHudyeckue Tpebo-
BaHUsA

MpuMeyan ue— B HacTodALIeM cTaHAapTe He NpUBEACHBI HOPMATHBHbIC M CIIPaBOYHBIE CCHUIKH, MEPEYHC-
neHHbie B TOCT P UCO 14630, ogHako OHY JeACTBHUTENbHB M JJI1 HACTOSILErO CTaHAapTa.

3 Onpenenienns

B HacTos1llEM CTAHAAPTE NPUMEHSIOT TEPMUHBI C COOTBETCTBYIOLIMMHU onpeaeneHusdMu no FOCT P
HUCO 14630 u Tepmun 3.1.

3.1 HeaKTHBHBIN XHPYPruIeCKHii HMIIIAHTAT 1A OCTEOCHHTe3a: BXxuBnseMoe B OPraHu3M HEAKTUBHOE
MeIULIMHCKOE YCTPOMCTBO, MpeaHa3HAYeHHOE ISl obecrnieyeHUs MOANEPXKKHU KOCTHBIX CTPYKTYp, Xpslieid,
CYXOXHJINI ¥ CBA30K.

4 IToka3zaTe/H Ha3HAYEHUSA

[Tokasares Ha3HAYEHUsT UMIUIAHTATOB AOJIXHBI coorBeTCTBOBAThH pasgeny 4 TOCT P UCO 14630 c
YYETOM JOMOTHUTENBHBIX HaKTOPOB, MPUBEAEHHBIX B 4.1—4.3, KaK NPUTOAHBIX K MPUMEHEHHUIO.

MpuMevaHue — BerencTere MHAMBUAYANbHBIX OCOBEHHOCTEH AaHATOMHYECKOTO CTPOCHHA, MECTOHAXOX-
ACHUA MnepeiomMa U NMpUMEHEHUsT UMIUTaHTaTa HCOGXO}J.MMO, yToOBl NOCAEIHUE 00/aganu YHUBEPCAJIBHOCTBIO, KOrja
OHU UCNOAbL3YIOTCA AN obecrie4yeHusT OCTEOCHHTE3A. Pasmep UMIUIAHTaTa oNpeacnsieTCas aHAaTOMUIYECCKUMHU OrpaHUYC-
HusMH. TexHnueckue XapakTepUCTUKN UMILIAHTATA 32BUCAT OT COCTOAHUA K Komlmrypauuu KOCTH, a TAKXE OT HaJIu -

YU PasINMIHBIX IICCI)CKTOB.

H3panne odrumHaibHOE
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TOCT P HCO 14602—99

4.1 OyHKIMOHALHBIE XAPAKTEPHCTHKH

IIpy coctaBneHUU TEXHUUECKOTO ONMCAHUS B JOKYMEHTALIMIO HA UMILIAHTAT HEOOXOAMMO BKITIOYATH
CHeaylolue JaHHbIe:

a) TN GUKcaUuu KOCTel, Xpsllei, CyXOXWINI U CBA30K;

b) cpencrBa bUKCALMH WY KPEIUIEHHSI MMILIAHTATA B KOCTH;

C) coeauHeHe MeX1y KOMITOHEHTaMH UMIUIAHTaTa U KOCTHBIMH WJIM UHBIMU CTPYKTYPaM¥;

d) ucrnonb3oBaHNe B [IOBTOPHBIX OMNEpaLMsIX;

€) BO3MOXXHOCTb U3BJICHEHHUS;

f) Bo3neiicTBHE MMIUIAHTATA HA KOCTb M MPUMBIKAIOLIUE CTPYKTYPHI, HAIIPUMED:

- cTabunusanusi;

- OrpaHUYEHNE UK PErYIMPOBAHUE ABUXCHMS,

- obecneueHne perno3MLMK NEPeIOMOB U BLIBUXOB KOCTH M IPYTHX CTPYKTYD;

- KOpPeKUHUS WK PETyINPOBaHNE BHIpABHUBAHMS

- TIePeHOC OTIOMKOB ((pparMeHTOB) KOCTH;

- KOHTPOJIb 32 KOMIIpEeCCHe WU TUCTpaKLIUEii;

- 6e30MacHOE B OTHOLUEHUH COCEAHNX CTPYKTYP pa3MelleHne UMILIAHTATA.

4.2 OcHoBHbIE KIMHHYECKHE HAHATEHUS

IMpu cocTaBneHNM TEXHUYECKOTO ONMCAHUS B JOKYMEHTALMH Ha UMIUIAHTAT HEOOGXOAMMO OTpeleUTh
001acThb MPEATONAaracMoro NpUMeHeH!U UMIUIAHTATA:

a) JIeyeHHe TIepeIOMOB;

b) neyeHne onyxonu;

€) cTabMiIn3alus OCTEOTOMUU,

d) crabunuzauus aprponesa (pukcaium cycrapa);

€) YIJIMHEHUE, YKOPOUYEHHE WIM MEPEHOC KOCTH;

f) noaaepxka BnpasneHust (3aMeLLEHU) KOCTH (Y4aCTKM KOCTHBIX TPAHCIIIAHTATOB);

g) BCIIOMOTaTeIbHOE CPEACTRO MPU BIIpaBJI€HUH (3aMELLIEHUH) CYCTaBa;

h) neueHmne ckonuosa;

i) crabunn3alus No3BOHOYHUKA,

j) NeueHye AereHepaTHBHbBIX 3a001eBaHuI;

k) peKOHCTPYKLIUSI CYXOXHUIINSA,

1) peKOHCTPYKLIMS CBSI30K.

I[TpumMeuaHue— Tam, rae ato Tpebyercs, creayeT yKa3aTh aHATOMUYECKYIO 06/1aCTh MMIUIAHTALIMH.

4.3 YcoBusa NpuMeHEHHS

Heo06x0a1MO yunThIBaTh (PU3MONOTMYECKIE UM AHATOMUYECKUE TTapaMEeTphI TTAlIMEHTAa, KOTOPbIe MOTYT
OKa3bIBaTh BJIMSTHUE HA NMOKAa3aTe/M Ha3HaYeHHUs MMITIaHTaTa, IPUHMMAasA BO BHUMaHMeE CIIEAYIOIIUE aCTIeKThI:

a) TesiocynoxeHue (pocT, Bec);

b) Bo3pacT;

€) NaroJIoruyecKne COCTOSHHUS

d) KauecTBO KOCTH;

€) XHU3HECIIOCOOHOCTb TKaHU;

f) ycnoBusl, OKpyXaloillie TKaHb,

g) COCTOAHHeE MOJ Harpy3KOoW;

h) croco6 nMmIaHTauuy;

i) B3aMMOJAEICTBHE U COMETAHUE C APYTUMU KPEIIeXXHbIMHU MPUCTIOCOOTEHUSIMH;

j) cTeneHb aKTUBHOCTH MAalLMEHTA.

[TpuMmeuanue— Hekoropsie ycI0BHSI OrPaHUYMBAIOT NIPUMEHEHWE UMIUIAHTATOB WIN TpebyloT ocoboit
[IPEAOCTOPOXHOCTH NPH KIMHUYECKOM UCNONb30BaHUU. Ha akcninyaTauMoHHbIe XapaKTePUCTHKH UMILTAHTAaTa MOXET
0Ka3blBaTh BJIMSIHUE COCTOSITHUE MalMeHTa.

5 OcobeHHOCTH KOHCTPYKIMH

Oco6eHHOCTH KOHCTPYKLMK — no paszaeny S TOCT P UCO 14630 ¢ gonosHeHUAMH, NPUBEIEHHBIMA
B5.1us52
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5.1 d)opma, pa3MEphbl U AOIYCKH UMIJIAHTATOB IS OCTCOCHHTE3A, ABIAIOLIUXCA YaCTbIO COCAUHHUTECb-
HOM CUCTEMBI, NOJDKHBI ObITb TaAKUMHU, 4yTOOBbl MMIUIAHTAT COOTBETCTBOBA CBOCMY HaA3HAYCHHUIO, & €Iro
SKCINYAaTaUHMOHHBIC Ka4€CTBA HE YXYALUIANHUCH.

5.2 Hpn HEOOXO0AMMOCTH pa3MeEpbl UMITJIAHTATOB NOJIXKHbI ObITb COBMECTUMBIMUA C AaHATOMUYECKUMU
0COOEHHOCTAMY MALMEHTOB, U151 KOTOPBIX OHM IMpEAHa3HAYEHHBI.

IMIpumMevaHusn

1 Ecnn uMmiaHTaT BKJIIOYAET HECKOJIBKO KOMIIOHEHTOB, B €ro KOHCTPYKLHUH AOKEH ObITb YYTEH NOTEHLHANb-
HBIH M3HOC, 3MEKTpoNuTHYecKUil 3¢ddekT M Koppo3voHHAs YCTOMYMBOCTL [pa3den S, mepedyncieHMs a), ¢), e),
) uj) TOCT P UCO 14630].

2 B KOHCTPYKUHMM MMIUIAHTATA AOJKHBI ObITh YYTEHbl aHATOMUYECKHE CTPYKTYpPBI, THIIB Je(EeKTOB TKaHEi,
METObl OMEPATUBHOTO BMELLATELCTBA, 3AKMBJICHUE KOCTH, MHTEHCHBHOCTD CPallleHKsi U METOABI MOC/IeonepaLHoH-
Horo jsiedeHusl. JUis yaoBIeTBOPEHUsI TAKUX pa3HOOOpa3HbIX TpeOOBaHMIT OKOHUATe/IbHAsi KOHCTPYKLIUA MMIIIAHTATa
MOXET ObITb KOMITPOMMCCHOM.

3 B npunoxennn A npuseldeH MepeyeHb CTAaHJAPTHBIX KOHCTPYKIMI MMIUIAHTAaTOB, KOTOPhie Ha OCHOBAHMM
YAOBJICTBOPUTENBHOMH KIMHMYECKOHM NPAKTUKH NPHU3HaHbI MOAXOAALIMMHY VIS Ha3HAYeHHOTO MPUMEHEHUS.

6 Marepuansl

Marepuansl — no pasgeny 6 TOCT P UCO 14630.

IT pUMEYaAaHHC — B MPUITOXEHHNH b NPUBEACH NEPEUCHb CTAHAAPTOB HA MAaTCpHallbl, KOTOPHIC HA OCHOBA-
HWH YAOBJIETBOPUTEIbHOR KJIMHUYECKOH NPAaKTUKHU MPU3HAHBI MOAXOAALIMMHA U1 OCTCOCHHTE3A.

7 Ouenka KOHCTPYKIMH

7.1 O6mue noJI0XKeHns
Ouexka umruiadtaroB — no pasaeny 7 FTOCT P UCO 14630 c nepeuyncaeHHBIMU YaCTHEIMU TpeOOBa-
HHUSIMU K MPEAKINHUYECKOH OLIEHKE.

MMpuMmeuaHne— B npuroxenun B npuseneisl cTaHaapThl, KOTOpble MOIYT GbITh MUCIONL3OBAHB NPH
OLIEHKE COOTBETCTBMS PA3IMYHBIX TUIIOB MMIUIAHTATOB YCTAHOBNEHHBIM TPEGOBAHHMAM.

7.2 IlpeakinHugecKas OlleHKa

7.2.1 Bo BpeMs1 NpeIKJIMHMYECKO# OIIEHKH MPOBOAST UCTIBITAHUAM in Vitro isi NpoBepKH HeoOX0AUMO-
ro B3aMMOJIEHCTBUS MEXAY UMIUIAHTATOM U MHCTPYMEHTapUEM U, €CJIM 3TO TPeOyeTcs, MeX1y CONpsXXKEeHHbI-
MU MeXy Co00i UMIUTAHTaTaMH.

ITpumeuaHue — Ecmu umniaantauus U W3BCUECHHUE UMIUIAHTATA HE MOTYT GbiTh OUEHEHB! NPAMbIM
CPABHEHWEM ¢ CYILECTBYIOIMMH YCTPOMUCTBAMHU, MO BO3MOXHOCTH CAEAYET NPOBOANTL OLIEHKY Ha TpYyIe.

7.2.2 Ecny a1l OLIeHKW MMIUTAHTaTa HEOOXOAMMbI CTATUYECKHE /WM NIMHAMWYECKHNE HArpy304HbIe
VCMBITAHUSA, X NMPOBOAST MO0 MO CTAHAAPTHBLIM METOAWKAM MCMBITAHWNA (MTPU UX HAJIWYUK), JTUOO Ha
HECEPUMHBIX IKCMEPUMEHTANLHBIX MOMEAX C YYeTOM XapaKTepUCTHK MUMIUIaHTaTa. M3-3a-pasHoobpa3us
MMIUIAHTATOB U UX CBOACTB HEGOXOAMMbIE CTAaHAAPTHI HA UCIIBITAHUSA MOTYT OTCYTCTBOBATh, a ACHCTBYIOILUE
CTaHAApPTbl — HYXIAThCS B MOTH(DHUKALIMU.

[TpuymMeuanus

1 TIpu npoBegeHNH NPEIKIMHUYECKON OLIEHKW NMPUHUMAIOT BO BHUMaHHWE pe3yNnbTaThl OUEHKH aHAJIOTMYHBIX
MMIJIAHTATOB MM OCOOEHHOCTH KOHCTPYKUMHM KOHKPETHOFO MMILIAHTATa.

2 B 3aBMCUMOCTH OT MPUMEHAEMBIX METOAOB UCMILITAHUSI MOTYT ObITh OTHECCHHI K CJICAYIOIIUM YPOBHSAM:

a) OCHOBHbIC TEXHHUYECKME MCIIBITAHUA MMIUIAHTATOB MM MX 4acTeil (CPe30B, pa3pe3oB) A XapaKTepUCTHKH
ycTpoiicTBa (HanmpHUMeEp pacTXKEHHUE, H3rMb, CKpyuMBaHMHC);

b) McnbiTAHKE CMOHTMPOBAHHBIX KOMIIOHEHTOB B MpEANOJaraéMbIX YCJIOBUSIX MPWIOXEHHUSI HArpy3KH;

C) UCMBITAHUE KOMILUIEKTOB B OCOObIX OMOMEXaHUYECKHUX YCIOBHAX (KOCTb MOXET ObITh 3aMellleHa MOAXOoAs-
LM HMCKYCCTBEHHBIM MaTepHaJioM);

d) vcneiTanne B CTAaTUYECKUX WIM IMHAMUYECKUX YCAOBUAX (LMKIIMYECKAsl YCTAJIOCTh).

3 1151 OLIEHKHM OCOOEHHOCTEH CreMalbHbIX UMIUIAHTATOB MJIK KOMIUIEKTOB MMIUIAHTATOB MOTYT ObITh NpoBeae-
Hbl UCTILITAHMS B CMEUMANbHBIX YCJIOBUAX NPUIOKEHHA HATPY3KU 1/UIH OKPYXAIOWIEH Cpeabl.
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8 H3rotosienue

H3rorosnexune ummnantatoB — o pasgeny 8 TOCT P UCO 14630.

9 Crepunm3anus

Crepunusaiius uMmiaHTatoB — no pasaeny 9 TOCT P UCO 14630.

10 YnakoBKa

YnakoBka uMIuianratos — 1o pasaeny 10 TOCT P UCO 14630.

11 Andopmanms, npeaocrasjiseMas H3roToBUTENEM

HNHudopmauus, npeaocrasnsemasi usrotrosureseM, — no pasgaeny 11 TOCT P UCO 14630 Bmecte ¢

NpHBeIeHHBIMHU YaCTHBIMM TPEOOBAHUSIMHU.

11.1 YacTasbie yc/ioBHS NPHMEHEHHA
Nudopmanus, nocrasiisieMast U3TOTOBUTENEM, JIOJDKHA BKIIIOYATh CIEAYIOLIME CBEAEHUS:

a) nHgopMaums No U3BJEYESHUIO MMIUIAHTATA;
b) orpanuyeHus, Kacaoluecs: MonudprKaluii UMIIAaHTaTa MOC/E MOCTaBKH, HaNpUMEP, B OTHOLLEHUH

pa3mepa, GOpMbl, COCTOSHUA MOBEPXHOCTH.

11.2 MapkupoBka
Mapkuposka umrianrtaros — o 11.3 TOCT P CO 14630 sMecTe ¢ TpMBEACHHBIM YaCTHBIM TpeGo-

BaHHUEM.
MapKV(pOBKa Ha UMIUIAHTATE HE NOJI)KHAa OKa3bIBaTb BPECAHOTO BO3JCHCTBUSA Ha 3KCIUTyaTallMOHHBIE

XapaKTepUCTUKH UMILIAHTATA.
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MPUJIIOXEHHE A
(cnpaBoyHoOE)

Cranaaprel HCO Ha HMINTAHTATH H HHCTPYMEHTHI AN YCTAHOBKH HMILIAHTATOB,
KOTOpbie H2 OCHOBAHNH KJIHHHYECKOi MPAKTHKM NPH3HAHLI NPHTOAHBIMH K IPHMEHEHHIO B OCTEOCHHTE3e.

ITpumeuaHue — [epeyens CCHIIOYHBIX CTAHIAPTOB NMPUBEAEH TakKe B npuioxeaun A k TOCT P UCO
14630.

HMMmnaHTaTel ¥ COOTBETCTBYIOLIME MHCTPYMEHTHI AJIsi OCTEOCHHTE3a MOAPA3AC/ISIOT Ha CIEAyIolMe THILL (B
cKoOKax ykasaHbl HOMepa NMYyHKTOB, B KOTODPbIX MepeunclicHbl COOTBETCTBYIOMIME cTaHnapTet UCO):

a) MMIJIaHTaThl U1 ocreocuHTe3a (A.1):

- BUHTHI 1)1 KocTteit (A.1.1);

- IIaCTUHHBI 1A KocTeit (A.1.2);

- UHTpaMeAy/UISIpHBIE KpelexXxHble mpucnocobnerus (A.1.3);

- UMITIaHTaTh! A1 PUKCAUMHM KOHUOB OeapeHHBIX KocTei (A.1.4);

- CKeJeTHbIe WTHGTH U CrTUipl (A.1.5);

- CKOOHI (A.1.6);

- MAITKWE NPOBOJIOKHM 1Sl CEPKIIAXKA (CKpeIIeHHs1 KOCTHBIX OTIOMKOB) M Apyrux BunoB dbukcauuu (A.1.7);

- ycTpoicrsa st puKcaury Mo3BOHOYHHUKa (A.1.9);

b) MHCTPYMEHTHBI 11 YCTAHOBKH MMIUIAHTATOB (A.2):

- UHCTPYMEHTHI JUIsi obecreyeHus coeAnHeHus (A.2.1);

- CBepJia U METYMKH (A.2.2).

A.1 Tunbl HMILIAHTATOB A5 OCTEOCHHTE3a

A.1.1 Buntel ana kocrei

HNCO 5835—91 MmmnanTtaTsl gnsg Xupypruv. Metawmyeckie BUHTBI A KOCTeit o WECTUTPaHHBIH KITI0Y €O
cheprueckoit ONMOPHOI MIOCKOCTBIO U ACHMMETPHYHON pe3bOoit

HUCO 9268—88 MmmnaHTaThl Ui XMpyprun. MeTa/umnyeckue BUHTBI U1 KOCTEM ¢ KOHUYECKOi OMopHOi nosep-
XHOCTBIO FOJIOBKU. PaszMmeptl

A.1.2 IInacTuabl ajus Koctei

NCO 5836—88 MMrutanTatsl A1si Xupyprinv. MeTamiMueckne miacTiuHbl 1s Kocteil. OTBepCTHs ANl BUHTOB C
ACUMMETPUYHOMR pe3bboit U ccheprueckoil MoBEPXHOCTbIO

NCO 9269—88 UmmnnaHTaThl A1 XMpypruu. MeTaindeckKre nuacTuHbel 1 Kocteil. OTBEpPCTHA M Haspl Ais
BUHTOB C KOHUUYECKON OMOPHON MOBEPXHOCTHIO MOJIOBKU

A.1.3 UnrpaMenyiapHble KpenexHsie YCTPoiCTBA

UCO 5837-1—85 VimrumanTtats! 1isi xupyprd. MHTpamMenyanspHble Kperiexuble cuctemsl. Yacts 1. Mutpameayn-
JIApHEIE FBO3[HU C IONEPEYHbIM CEYEHHEM B BUIE KJICBEPHOTO JINCTA MM V-00pa3sHBIM [10MEPEYHBIM CEYCHHEM

N CO 5837-2—80 MMmnanTaThl AJ1st XUpypruK, UHTpaMenyanspHbie KperexHole cucteMsl. YacTs 2. Meayansap-
Hble WTHETH

ITpuMmeyanue— Buacrosiuee sBpems UCO 5837-1 u UCO 5837-2 nepecmarpupatorca (MCO/PIT 15142).

A.1.4 Amnaanrarsl Ans GUKCALMM KOHLOB OepeHHBIX KocTei

HCO 8615—91 (I'OCT P MCO 8615--99*) HeakTHBHbIE XUPYPIrHYeCKHE UMIDIAHTAThl. YCTPONCTBA, MCMO/Ib3Y-
emble s Gukcaluu GepeHHbIX KOCTeit B3poCnbiX nmauneHToB. Texuuueckue TpeGoBaHus

A.1.5 Ckenernbie mTHd el H CIHIBI

HNCO 5838-1—95 UmnnanTtatsl anst Xupypruv. Cnvub! U WTHTHI 1151 CKeeTHOro BuITskeHus. Yacty 1. Marepu-
an ¥ MexaHH4Yeckue TpeboBaHUA

NCO 5838-2—91 Mmnnantats! 415 xupypriu. Crinub! ¥ WTHGTH A3t ckeletHoro BuiTskenns. Yacte 2. [Bo3an
IITeitrmana, Pasmepsl

HCO 5838-3—93 UmnnauTathl a5 Xupypriuu. Cnivue! M WTHOTH U1 cKeneTHoro BuTskeHus. Yacrts 3. Crinpl
Kupuinepa. Paamepbt

A.1.6 Ckobwsl

HCO 8827—88 Umnnautatol ans xupyprauu, Oproneanuyeckue ckobbl ¢ mapauiesbHeIMM HOXKaMy, O61LHe Tpe-
60oBaHuA

A.1.7 Msarkue npoBONOKH Isl CEPKAAKA (CKPEN/IEHHA KOCTHBIX OTJOMKOB) H APYTHX BHAOB (HKCAUME

HUCO 10334—94 HWmnaaHTatel IS XUPYPrUW. Msrkas InpoBOJOKa Ul HAJIOXEHHUS LIBOB W JPYroro
NPUMEHEHUSA

* O0o3HaueHHWe OTEYECTBEHHOrO CTaHaapTa, paspaboraHHoro Ha ocHoBe crtangapra MCO.
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A.1.8 YcrpoitcTea ana BreumHei gukcauuu Kocrei

n pPpUMEYaHUWEe — B nacrosiuee BpEMsI MEXAYHapONHBIX CTaHAAPTOB MO AaHHOW TeMaTHKe HET, HO
MpeATOXEHUSA 10 pa3pa60‘n<e TaKOro crasvaapra UMeEIoTcCs.

A.1.9 Ycrpoiicrsa a5 pHKCANHM NO3BOHOYHHKA
I[Tpumeyanue — B Hacrosee Bpems no qaHHON TeMe pa3pabaTbiBAiOT HeckKoibKo craHaaptoB UCO.

A.2 UnCcTpyMenThi s OCTEOCHHTE3A

A.2.1 VIHCTpYMEHTBI Ui o0ecneeHns CoeJHHeHHs

HCO 8319-1—96 ViuctpyMeHTsl 11s oprorneauu. CoequHuTenbHble aneMenTh. Yacts 1. Kimoun ans BUHTOB C
LIECTUIPAHHON TOJIOBKOM

HCO 8319-2—86 UHctpymenTst st opronequu. CoeAMHUTENBHBIE 3neMeHTH. YacTh 2. OTBEpPTKH OGBIKHOBEH-
HBle, KpecTooGpa3Hble U KpecToolpasHple ¢ U3MEHEHHBIM NpoduiieM

A.2.2 Cpepia # METUHKH

VICO 9714-1—91 Oproncanyeckue cBepauibHble HHCTPYMEHTbI. HacTh 1. BypuibHble cBepsia, METYHKH, 3€HKO-
BOYHBIE (Ppe3bl
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MMPUJTOXEHHUE B
(cnpaBOYHOE)

Crangaprel HCO Ha MaTepHans! 1t 0CTEOCHHTE32a, NPUTOAHOCTD KOTOPLIX
MOATBEPKICHA KIIMHHIECKOR NPAKTHKOMH

UCO 5832-1—97 UMnaaHTaThl I1a Xupyprun. Metannmdeckue mMatepuansl. Yacte 1. Ctans Hepxaselolas jae-
dopmupyemas

UCO 5832-2—93 VUMnnaHTaThl AN XMpypriun. Metaymndeckue matepuainsl. Yacts 2. HenernpoBanHblil THTaH

HCO 5832-3—96 UmnnaHTaTh! 18 XUpypruu. Metamueckue Matepuaisl. Yacts 3. lepopMupyeMblit THTaHO-
Bblil CI/1aB, JErMPOBaHHLIN amloMUHueM (6 %) v BaHanvem (4 %)

HNCO 5832-4—96 MUmmnumanTaTh s xupypruu. Metannnyeckve Matepuanst.Yacts 4. JInTeiinbiit KoOaIbTOBLIN
CIJIaB, JIETMPOBAaHHBIK XPOMOM U MonubGAeHOM

HCO 5832-5—93 UmmnanTarsl aist xupyprun. Merannuyeckue Marepuanst. Yacts 5. Jedopmupyemslit koGanbTo-
BBl CrijaB, JIErMPOBaHHBIH XpOMOM, BOJIL(PAMOM M HHUKEIEM

NUCO 5832-6—97 UMmnaHTaThl i xMpypriuu. Metainueckue Matepuansl. Yacts 6. JecdpopmupyeMsblii Kobanb-
TOBBIN CIIIaB, JIETMPOBAHHLIA HUKEIEM, XPOMOM U MOJIMOAEHOM

HCO 5832-7—94 UMnnaHTaThl 1)1 XMpyprun. Metannmndeckue marepuanst. Yactb 7. dedopMupyembiii xooaHo-
dopMOBaHHBI KOOANBTOBLIM CIUIAB, JIETMPOBAHHBIA XpOMOM, HHUKEJIEM, MOJUOACHOM H XeJie30M

HUCO 5832-8—97 UMmnnanTtaThl Ans Xupyprun. Metannuueckne matepuanst. Yacts 8. Jedopmmupyemniii kodanb-
TOBBLIN CTUIAB, JIETMPOBAHHBIN HUKENEM, XPOMOM, MONKUGAeHOM, BoAbhpaMOM U Xeae3om

HCO 5832-9—92 UMmnaHTathl Ig xupypruv. Metannuueckue marepuanst. Yacts 9. edopmupyemas Hepxase-
Iollfasg CTajlb C BBICOKMM COAEpXaHHEM a30Ta

HMCO 5832-11—94 UmnnanTathbl 415 XUpypruu. Metannnveckue Mmarepuaibl. Yacts 11. dedopmupyemblit TuTa-
HOBLI# CIUIaB, JIerMpOBaHHEIN amoMuHueM (6 %) u HuodueMm (7 %)

HCO 5832-12—96 UMrutaHTaThl 4151 XUpYPruu. Metannndyeckue matepuanbl. Yactpb 12. Hedopmupyemslit KoGasb-
TOBBIIl CIUIaB, JIETMPOBAHHBIA XPOMOM M MOJUDIEHOM

HNCO 5833—92 WimnnanTaThl A5t XUPYPIUN. AKPHILIEMEHTDI

NCO 5834-1—98 HmnnantaTsl 4 Xupypriu. [TOAUSTHICH C YIBTPaBHICOKUM MOJICKYASpHBIM BecoM. Yacts 1.
IMopowkoo6pasunas ¢opma

TIpuMeuanne— Bnacrosiee spems NCO 5834-1 nepecMmaTpuBaeTcst, TakK e KaK ¥ COOTBETCTBYIOIIMIA
crangapt ASTM F 648—84,

UCO 5834-2—98 HMmnnaHTatel Ans xupypriu. ITonnatunen ¢ ynbTpaBbICOKUM MOJIEKYISAPHBIM BecoM. Yacts 2.
DopMoBaHHbIE M3AETHSI

MMpuMeuauue— B paBHOIt cTeNeHN MOTYT NPUMEHSTLCS aHAJIOTMYHbIE HALMOHANbHBIE CTAHAAPTHI.

MPUJTOXEHWE B
{cnpaBouHOE)

CTallllaprl, OTHOCAIUMECA K HCNIBITAHHAM H OLICHKE KOHCTPYKIHH

HCO 6475—89 HMnnaHTaTh! 11 XMpypruu. MeTasinyeckue BUHTBI Ul KOCTEN ¢ aCMMMETPUUHOIM pe3bboit 1
chepHueckoit OropHO# MOBEPXHOCThIO. MexaHn4eckre TpeGOBaHUA U METObI UCTILITAHHIA

NCO 9585—90 IMnnaHTaThl Ut XUPYPruW, MeToabl MCIBITAHUS ITACTHH IS KOCTEN HA MPOYHOCTDb M CONpPO-
TUBJEHNE UITHOY

NCO 9584—93 UmrnanTats wis xupyprn. Hepaspytuarouwmii Xxontponb. PenTreHorpaduucckoe uccnesoBanue
JIUTHIX METAUTMYECKUX UMIUIAHTATOB [UTISl XUPYPIrun

N CO 9583—93 UmnnanTathl 41 xupypriu. Hepaspyuialownit kontpons. ccnenosanue MeTauindeckux Xu-
PYPru4ecKHX UMIUIAHTATOB C NMOMOLUBIO MTPOHUKAIOLIEH KHAKOCTH
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