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BsefieHve

HacToswmii cTaHAapT ABASETCA NPAMbIM NMPUMEHEHNEM MEXAYHapogHoro ctaHgapTa MCO 14602—98
«HeaKTMBHbIE XMPYPrUYecKre UMNNaHTaTbl. VIMNiaHTaTbl 415 OCTEOCUHTE3A. TeXHUYEeCKNe TpeboBaHNs»,
NoAroToanemHoro EBponerickum KommuTeToM Mo cTaHgaptusaummn (CEH) coBmMecTHO ¢ TeXHUYECKMM KOMU-
TeTom MICO TK 150 «mnnaHTaThl gag xupyprum». MK 5 «OCcTeocnHTes» B COOTBETCTBUM C COr/IalleHNeMm
no TexHu4yeckomy cotpyaHunyectsy MCO n CEH (BeHckoe CornatleHue).

CtaHgapT EH NCO 14602—98 paspaboTaH TexHuyeckum kommTeTom CEH/TK 285 «HeakTuBHble
XMPYPruyeckue UMNNaHTaTbl* (CekpeTapmaT KOTOporo (hyHKLMOHWPYET Npy HuaepnaHACKOM MHCTUTYTE CTaH-
fapTu3aummn) B COTPYAHWUYECTBE C TeXHUYeCKUM komuteToM MCO TK 150 «MniaHTaThbl AN XUPYPrum».

EBponeiickuii cTaHfapT paspaboTaH No nopyyeHuwto, gaHHomy CEH EBponeiickoilt komuccueid u
EBponeiickoli Accouuaymein csobogHoin Toproean (EACT). n noaTeepXXAaeT OCHOBHble TpeboBaHMs
[Oupektus EC.

EBponeiickne cTaHAapTbl, B KOTOPbIX pacCMaTpMBalOTCA TPEOOBaHNS K HEAaKTUBHBIM XUPYPryecKUm
UMMaHTaTaM, NofpasfenstoTca Ha TPU YPOBHA (MepBblii YPOBEHb SBAETCA HaUBbICLLWM):

nepBblii —06LLMe TPEOOBAHNSA K HEAKTUBHbLIM XMPYPrMYecKUM UMMaHTaTaMm;

BTOPOI —yacTHble Tpe60oBaHWA K rpynnam XMpypruyeckux UMnIaHTaTos;

TpeTuii —cneuyanbHble TPe60BaHNA K KOHKPETHBLIM TUMaM XUPYPruyecKux MMIaHTaTos.

CTaHaapTbl TPETLEr0 YPOBHSA NPUMEHAIOTCA K CMeLuanbHbIM TUNam MMNAaHTaToB B Npedenax AaHHoM
rpynmbl, HaNpPUMep K NpoTesam Ta3obepeHHbIX U KOMIeHHbIX CYCTaBoB.

Hactoawwmin cTaHfapT SBNAETCH CTaH4apTOM BTOPOro YPOBHS U COAEPXUT TpeboBaHWS KO BCEM
HeaKTVBHbIM XMPYPruyecKUM UMMIaHTaTaM, CoCTaBNAOLLMM TPynny UMNNaHTaToB, NPUMEHAEMBIX B OCTEO-
CUHTE3E.

CraHfapT nepBoro ypoBHSA COAIEPXMUT TPeboBaHNA KO BCEM HEaKTUBHbLIM XMPYPIAYECKUM UMMNIaHTaTaMm.
B Hem TaKe AaHbl CCbINKW Ha A0MNOMHUTENbHbIE TPeboBaHWUA, COAepXaLlMecs B CTaHjapTax BTOpOro v
TPETLEr0 YPOBHEIA.

CTaHaapT NepBoro ypoBHs ony6anKoBaH Kak cTaHAapT EH NCO 14630—97 (Ha oCHOBaHMM ero paspa-
60TaH 0TeyecTBeHHbI cTaHaapT FTOCT P ICO 14630).

[ns paccMoTpeHuns Bcex TpeboBaHWin HEOBX0AMMO HaYMHATb C U3YUYeHUs CTaHAapTa camoro HU3KOro
YPOBHS.

CCbINKW Ha COOTBETCTBYIOLLME CTaHAAPThI NMPUBEAEHBI B NPUAOXKEHNAX K HACTOALLEMY CTaHAapTY.

B gononHeHne k Tpe6oBaHusam FTOCT P NCO 14630 HacToAWwMiA CTaHAapT ycTaHaBIMBaeT cnocob
[leKnapauumn CooTBETCTBUA OCHOBHbIM TpeboBaHUsM 06LLero xapakrepa Mpunoxerus | k Aupektuse CoseTa
E3C 93/42 oT 14 HioHs 1993 I. B YacTU MeAMLMHCKMX YCTPOICTB B TON Mepe, B KaKoW OHW NPUMEHUMbI K
HEaKTUBHBLIM XMPYPrUYeCKUM nminakKTaTam A1s 0OCTEOCUHTESA.

WHble cnocobbl MOATBEPX/AEHUS COOTBETCTBMA YKa3aHHbIM TPeBOBAHWUAM MOTYT TakXe WUCMOoJb30-
BaTbCA. B YaCTHOCTW, B OTHOLLIEHUN UMMNAHTATOB C Y0B/IETBOPUTE/IbHLIMU 3KCMNYyaTaLNOHHbIMU XapaKTe-
pUCTMKaMM B TeHYeHWe ANNTENbHOTO NPUMEHEHNS B KIIMHUYECKOW NPaKTUKe.

HacToswmin cTaHgapT 40N0NHAeT 06wne TpebosaHus ctaHaapTa FOCT P MCO 14630 Ha HeaKTUBHbIE
XVUPYPryuyeckne UMMIaHTaTbl M YCTaHaBNMBAET YaCTHbIe TPebOBaHMA K UMMNIaHTaTaM f1s 0CTeocnHTe3a. OH
[LomxeH npumeHaTbes coBMecTtHoe TOCT P MUCO 14630.

HeaKTuBHbIe XUPYPruyeckne UMMIaHTaTbl 415 OCTEOCUMHTE3A WUCMOL3YHOT NPU SIEYEHUN TPaBM 1 B
BOCCTaHOBWTENbHOM X1pyprun. C nx NoMOLLbH 06ecneynBaeTcs penos3nLmus KocTeld nocne NepesiomMoB U CcTa-
6mnn3aunsa KOCTHbIX (MM NPUMBIKAIOLWMX) CTPYKTYP MPY NIe4YeHUN KOCTER UK X CpaLLeHnn n/van ansa nx
NOAJEPXKKN MK KOppeKuun. Mocne AOCTUXEHWNA NOCTaB/IeHHON Liein MMNiaHTaTbl b0 yAansoT u3 opra-
HW3Ma, NMM60 OCTAIOTCS B MECTE BXUB/IEHMS.
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FOCYOJAPCTBEHHbBI W CTAHOAPT KOCCUMCKOWM SEAE PALUMN

HeaKTUBHbIE XMpYPryuyeckyie MMNIaHTaTbI
MMNNAHTATbLI gna OCTEOCUHTE3A
TexHuyeckve TpeboBaHUs

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

[arta BBefeHna 2001—01—01

1 O6nacTb NpUMeHeHUs

HacToswmii cTaHA4apT yCTaHaBNMBaeT YacTHble TPe60BaHNA K HEAKTUBHBIM XUPYPrMYecKUM UMMNNaHTa-
Tam J/15 OCTEOCHHTEe3a (fanee —ummMnnaHTaram).

TpeboBaHUs HACTOSALLErO CTaHAapTa ABNAIOTCA PEKOMEHAYEMBIMU.

B nononHeHne k FOCT P NCO 14630 HaCTOALLMIA CTaHAAPT COAEPXMUT TPeboBaHNS K MPOEKTHbLIM
TEXHNYECKUM XapakTepucTMKaM, 0COBeHHOCTAM KOHCTPYKLMMW, MaTepuanam, OLeHKe KOHCTPYKLWK, npoLiec-
CYy U3roTOB/IEHUS, CTEPUM3ALIMN, YNAKOBKE 1 MH(OPMALIMK, NOCTAaBSEMON N3rOTOBUTENEM.

2 HopmaTtuBHbIE CCbISIKA

B HacTosLLEM CTaHAapTe NCMO/b30BaHa CCbl/Ka HaceAy LN CTaH4apT:
FOCT P NCO 14630—99 HeakTuBHble XMpypruyeckne umnnaHtatbl. O6LWmMe TexHWYeckune Tpebo-
BaHUA

MpumMmeyaHune —B HacToALWEM CTaH4apTe He NPUBEAEHbI HOPMATUBHbBIE U CNPaBOYHbIE CCbIIKK, Mepeyuc-
neHHble B FOCT P MICO 14630. 04HaKO OHW [eiiCTBUTENbHbI U 418 HACTOALLEro ctaHgapT.

3 OnpegeneHus

B HacToslleM CcTaH4apTe MPUMEHAIOT TEPMUHBLI C COOTBETCTBYHOLWMMUK onpegeneHuamn no FOCT I
MCO 14630 1 TepmuH 3.1.

3.1 HEaKTUBHBbIW XMPYPrudeckunii MMNaaHTaT 41 0CTeocHHTE3a: BXumBnsieMoe B OpraHMamM HeakTUBHOE
MeAMLMHCKOE YCTPOICTBO, NpefjHa3HauYeHHoe AN 06ecrneyeHns NOAAEPIKKM KOCTHBIX CTPYKTYP, XpALLei,
CYXOXWUINIA N CBS3OK.

4 [MoKa3aTenun HasHa4vyeHus

[MokasaTenn HasHavyeHUs UMMNIAHTATOB AO/MKHbLI COOTBeTCTBOBAThL pasgeny 4 TOCT P NCO 14630 c
YYETOM LONOMHUTENbHbIX (DaKTOPOB, NPUBEAEHHbIX B4.1—4.3. KaK NPUroLHbIX K MPYMEHEHMIO.

MpumeyaHue — BcneacTere UHANBMAYaNbHLIX 0CO6EHHOCTE aHATOMUYECKOrO CTPOEHMS, MECTOHAXO0X-
AeHUs nepenoMa U NPUMEeHeHUs WMMAaHTaTa Heo6Xo4MMO, UTOBbI NocnedHWe 061adann YHUBEPCANbHOCTLIO, Korda
OHW UCMONb3YHOTCA ANs 06ecrneyeHns oCTeoCMHTe3a. Pasmep UMMNaHTaTa onpeaenseTcs aHaTOMUYECKUMI OrpaHuye-
HUAMU. TeXHUYECKME XapaKTEPUCTUKN UMMIAHTATa 3aBUCST OT COCTOSHUM 1 KOH(UTYpaLMmM KOCTK, a Takxe Or Haau-
umns pasnnuHbIX AedeKToB.

M3gaHne oduumansHoe
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4.1 PyHKLMOHASbHbIE XapaKTepUCTUKN

Mpwn cocTaBneHNN TEXHNYECKOTO ONUCaHNS B AOKYMEHTALMIO HA UMMNIaHTaT HeO6X0AMMO BK/IKOYaTb
CnefytoLLye faHHble:

a) TUN UKcaLnMmM KOCTel, XpALLei, CyXOKUANIA UK CBA3OK;

b) cpefcTBa (huKcauum Uan KpenaeHws UMnnaHTaTa B KOCTy;

C) COeiHEHNE MeXY KOMMOHEHTaMW UMMNaHTaTa Y KOCTHBIMU WAV UHBIMU CTPYKTYpamm;

d) ucnonb3oBaHve B MOBTOPHbIX OMepaLmaX:

€) BO3MOXHOCTb M3B/IEYEHNS;

O BO3/eiiCTBME UMMNaHTaTa Ha KOCTb U NPUMbIKAIOLLME CTPYKTYPbI, Hanpumep:

- cTabnnmsauuns;

- OrpaHnyeHune Uam perynnpoBaHune ABUKEHMS;

- obecrneyeHne peno3nLymn NepesoMoB 1 BbIBUXOB KOCTU W APYTUX CTPYKTYP;

- KOPPEeKLMA N perynnpoBaHue BbipaBHUBaHNS;

- NepeHOC OT/IOMKOB ((hparMeHTOB) KOCTU;

- KOHTPO/b 33 KOMMPECCUen nnm gUCTpakume;

- 6e30nacHoe B OTHOLLEHUW COCEAHUX CTPYKTYP pPasMeLLeHre uMniaHTara.

4.2 OCHOBHbIE K/IMHUYECKMe Ha3HaYeHns

Mpu cocTaBneHNN TEXHUYECKOT0 ONMUCaHNSA B LOKYMEHTaLMN Ha UMMAAHTAT HeO6X041MO ONpeaenTh
061acTb Npesnonaraemoro NPUMeHeHNs MMasaHTara:

a) NeyeHne NepenomMos;

b) neyeHne onyxonu;

) cTabunusaums ocTeoTOMUM;

d) ctabunusavms apTpogesa (pukcaumu cycrasa);

€) YA/IMHEHWE, YKOPOUEHMe 1IN NEePeHOC KOCTH:

O nopgaepXka BnpasfieHns (3aMeLLeHNs) KOCTU (YYACTKM KOCTHbIX TPAHCN/IaHTaToB);

g) BCMOMOraTefibHoe CPeACcTBO MPW BNpaBneHnW (3aMeLLeHnm) CycTasa;

h) neyeHmne ckonmnosa;

i) cTabunn3aLusa No3BOHOUHMKA;

j) NeyeHwne fereHepaTUBHbIX 3a60/1€BAHWIA;

K) PEKOHCTPYKLUNSA CyXOXUNNS:

I) PEKOHCTPYKLMA CBA3OK.

rn punmedamMmune —Tam. rge ato TpeﬁyETCﬂ, Cnefyer yKasaTb aHaTOMUYECKYyH o6nacTb nMmnnaHTayun.
4.3 Ycnosus NpyMeHeHns

Heo6x0AMMO yumnTbIBaTh PU3NONOrMUECKNE UM aHATOMUYECKME NapaMeTpbl NaLMeHTa, KOTopble MoryT
OKa3blBaTb BIMAHNE Ha NOKa3aTe/IM Ha3HaYeHNS UMNIaHTaTa, MPUHYMAas BO BHUMaHUe CreLyHoLLye acnekTbl:

a) TenocnoXxeHue (pocT, Bec);

b) BO3pacT;

C) NaTon0rnYeckme COCTOSHUSA;

d) KayecTBO KOCTMU:

€) XM13HEeCcnoCoBHOCTb TKaHMK;

O ycnoBus, OKpy>atoLune TKaHb;

g) COCTOAHME NOJ HarpysKoii;

h) cnoco6 nMmnnaHTaumm;

i) B3aMMO/eiCcTBMe 1 coYeTaHne € ApYyTryMU KPeneXXHbIMy NpUCnocoBieHnaMN:

j) cTeneHb aKTUBHOCTMW NauMeHTa.

MpumMmedyaHWe— HekoTopble YCNOBUS OrpaHNYNBAIOT NMPUMEHEHNE UMMNIAHTATOB UK TpebytoT 0co6oit
NPeAOCTOPOXXHOCTU MPU KAMHUYECKOM UCMO/b30BaHUM. Ha aKcnyaTauMoHHbIe XapakTepUCTUKN UMNIaHTaTa MOXET
0Ka3sblBaTb BANUSHME COCTOSIHME MalMeHTa.

5 OC06eHHOCTN KOHCTPYKLMU

Oco6eHHOCTU KOHCTPYKUUKN —no pasgeny 5 FOCT P CO 14630 ¢ 4ONOIHEHUAMM, NPUBEAEHHLIMU
B51un52
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5.1 ®opma, pasMepbl 1 JOMNYCKA UMMNAHTATOB /111 OCTEOCUHTES], SBASIOLMXCS YAaCTbO COEANHNTEb-
HOW CUCTEMbI, AOMKHbI 6blTb TAKMMMW, UTOBbI MMMJAHTAT COOTBETCTBOBA/I CBOEMY Ha3HauYeHMIo, a ero
3KCMNJlyaTaLMOHHble KauecTBa He YXyaLwamch.

5.2 Mpn HEoBXOAMMOCTY Pa3Mepbl UMNIAHTATOB A0/MKHbI GbiTb COBMECTUMbIMI C aHATOMUYECKUMM
0COBEHHOCTAMU NaLMeHTOB, AN KOTOPbIX OHK MpeaHa3HAYeHbI.

MpumevyaHunsa

1 Ecnu MMnnaHTaT BKNOYaeT HECKOIbKO KOMMOHEHTOB, B CHO KOHCTPYKL MW O/MKEH BbITb YUTEH NOTEHLMab-
HbIA M3HOC, 3MEKTPONUTUYECKUIA 3((eKT U KOPPO3MOHHAs YCTOWYMBOCTbL [pasgen 5, nepeuucneHus a), c), c),
X unj) FOCT P MCO 14630|.

2 B KOHCTPYKUMW WMNAaHTata AO/MKHbI OblTb YUYTEHbl aHaTOMUYECKUE CTPYKTYPbl, TUMbl fedeKTOB TKaHel,
MeTO/bl ONepaTVBHOIO BMELLATENbCTBA, 3aXKWBMIEHNE KOCTW, MHTEHCUBHOCTb CPaLLeHUs U METOAbl NOC/ieonepaLMoH-
HOro neyenus. [ina yaoBNeTBOPEHMA TakMX pa3HO06pasHbiX TpeboBaHW OKOHYaTeNMbHaA KOHCTPYKLWSA MMMNaHTaTa
MOXeT 6bITb KOMMPOMUCCHOA.

3 B npunoxeHun A npuBefeH nepeyeHb CTaHAAPTHbLIX KOHCTPYKLMWIA MMNNaHTaTOB, KOTOPble Ha OCHOBaHUW
YA0BNETBOPUTENbHON KAVHUYECKOA MPaKTUKN Npu3HaHbl MOAXOAAWMMY ANS HA3HAYEHHOTO NPUMEHEHUS.

6 Matepunansl

Martepuansl —no pasgeny 6 FTOCT P MCO 14630.

MpumeyaHue — B npunoxeHun b npueeseH nepeyeHb CTaHAAPTOB Ha MaTepuasbl, KOTOpble Ha OCHOBa-
HUM YLOBNETBOPUTENBHON KNMHWUYECKONA MPaKTUKW MPU3HaHbI MOAXOAALLMMU 1S OCTEOCUHTE3A.

7 OuUeHKa KOHCTpyKUun

7.1 O6LmMe NONoXKeHMs
OueHka umnnaHTaToB —no pasgeny 7 FOCT P MCO 14630 ¢ nepeyncnieHHbIMW YaCTHbIMK TpeboBa-
HUSMU K NPeAKNNHNYECKON OLIEHKE.

Mpumcuyaunuc—BnpunoxeHun B npuBefeHbl CTaHAApThl, KOTOPbIe MOTYT GblTb MCMOMb30BaHbI Npu
OLIEHKEe COOTBETCTBUS PasfNyYHbIX TUMOB WMMNNAHTATOB YCTAHOBNEHHbBIM TPEGOBAHUAM.

7.2 TIpcaKNMMmyeckas oueHKa

7.2.1 Bo Bpemsi NpeAKNMMUYECKON OLLEHKM NPOBOAAT UCMbITAHWAM in Vitro Ans NPpoBepKM HEO6X0AMMO-
ro B3aMMOAECTBUSA MeXY UMMIAHTaTOM U UHCTPYMEHTApUEM W. CNIN 3TO TPeBYeTCs, MeXAY CONPSXEHHbI-
MU Mexay coboli umniaHTaTamu.

MpumeyvyaHue — Ecim uMnnaHTaums U U3BNeYEHUE UMMNIAHTaTa HE MOTYT 6biTb OLEHEHbI MPSMbIM
CpaBHEHWEM C CYLLECTBYIOLLMMI YCTPOKCTBaMM, MO BO3MOXHOCTW CefyeT MPOBOAUTL OLEHKY Ha Tpyne.

7.2.2 ECnv f1s OLEHKM UMMAaHTaTa HEOGXOAMMBI CTaTUYecKne U/MAK SUHAMUYECKME HArpy30UHble
UCMbITaHUS, WX NPOBOAAT NMGO NO CTaHAAPTHbIM METOAMKAM WCMbITAHWA (Npyu UX Hanuuum), NM6o Ha
HEecepuiAiHbIX 3KCMEPUMEHTA/IbHBIX MOZENSX C YYETOM XapakTepucTUK UMMIaHTaTa. M3-3a pasHooGpasust
VIMMIaHTaTOB 1 VX CBOCTB HEOBXOAMMbIE CTAHAAPTbI HA UCMbITAHWS MOTYT OTCYTCTBOBATb, a [e/icTBYOLLME
CTaHAAPTbl — HYX/aTbCsl B MOAU(UKALMN.

MpumcuaHwuna

1 Mpwn nposefeHUN NPefKANHNYECKOV OMEHKN MPUHUMAOT BO BHMMaHMEe pe3ynbTaTbl OLEHKU aHalorMuHbIX
MUMNNaHTaTOB UM 0COBEHHOCTU KOHCTPYKLMM KOHKPETHOrO MMMaHTaTa.

2 B 3aBMCUMOCTMN OT MPUMEHAEMbIX METOL0B UCMbITAaHUA MOTYT BGbITb OTHECEHBI K CNIeAYIOLNM YPOBHAM:

a) OCHOBHbIE TEXHUYECKME MCMbITaHNA WMNNAHTATOB MW MX yacTeid (Cpe3oB, pa3pe3oB! Ans xapaKTepucTUKK
ycTpoiicTBa (Hanpumep pacTsXXeHue, WU3rmb, CKpyuMBaHUE);

b) “cnblTaHNe CMOHTUPOBAHHLIX KOMMOHEHTOB B NpefnonaraeMblX YCMOBUAX NMPUNOXEHWUS HarpysKu,

C) MCMbITaHNe KOMMNEKTOB B 0COObIX GMOMEXaHNYEeCKUX YCNOBMAX (KOCTb MOXET ObiTb 3aMeLLeHa NoAX0AA-
LM UCKYCCTBEHHbIM MaTepuasiom);

d) ucnbiTaHne B CTATUYECKUX UK AUHAMUYECKUX YCNOBUAX (LMKNNYeCKas yCTanocTb).

3 ins oueHKN 0cobeHHOCTel crneuuanbHbiX UMNIAHTaTOB UM KOMM/IEKTOB UMNNaHTATOB MOTYT ObITb NPOBefe-
Hbl NCMbITAHWA B CNELWaNbHbIX YCIOBUAX NPUNOXKEHNS HArpy3Ku U/MNN OKpyKatoLLeli cpepl.
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8 Ma3rotosneHune

M3rotoBneHme umnnadtatos —no pasgeny 8 FOCT P NCO 14630.
9 Crepunusaums

Crepunusauuns nmnnaHtatos —no pasgeny 9 FOCT P CO 14630.
10 ¥nakoBka

YnakoBKa umnnadtatos —no pasgeny 10 FOCT P UCO 14630.

11 WiHdopmauus, npefoctaBnsemas U3roToBUTENEM

VHpopMaLus, npegocTaBnsemMas u3rotosutenem. —no pasgeny Il FOCT P CO 14630 BmecTe ¢
NpYBeEHHLIMU YaCTHLIMU TPeOOBaHUAMN.

11.1 YacTHble yCnoBus npuMeHeHns

VH(opmaLms, nocTaBnsemas U3roToBUTENEM, JO/MKHA BK/IKOYATb CedyHoLLne CBeeHNs:

a) MH(opMaLMs MO N3BEYEHNIO UMM/AHTATE;

b) orpaHM4eHus, Kacarowyecs MoguduKauuii UMMAaHTaTa nocse nocTaBku, HanprMep, B OTHOLLEHUN
pa3mepa, (hOpMbl, COCTOSHUSA NOBEPXHOCTY.

11.2 MapKunpoBKa

MapkupoBka umnnaHtatoB —no 11.3 FOCT P MCO 14630 BMecTe ¢ NpuBeAEHHbIM YaCTHbIM Tpebo-
BaHVIEM.

MapKrpoBKa Ha UMNAaHTaTe He [0/HKHA OKa3blBaTb BPEAHOr0 BO3LEWCTBMS Ha 3KCMJyaTalMOHHble
XapakTepucTUKy nMnnaHTara.
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MPNNOXEHWE A
(cnpaBoyHOE)

CraHgapTbl MCO Ha UMMAHTaTbl M MHCTPYMEHTbI AN1S1 YCTAHOBKU UMMJIAaHTATOB,
KOTOpPbIE HA OCHOBAHWUW K/IMHWYECKOI NPAKTUKU NPU3HAHBI NPUTOAHLIMA K MPUMEHEHWIO B OCTEOCUHTESE,

MpumeyaHune —llepeyeHb CCbINIOYHbIX CTAHAAPTOB MPUBeLEH Takxe B npunoxenun A k FOCT P UCO
14630.

MIMnnaHTaTbl M COOTBETCTBYIOLME WHCTPYMEHTbI AN OCTEOCWMHTE3a MOAPasfensatoT Ha cregyrowme Tunbl (B
CKobKax yKasaHbl HOMepa MyHKTOB, B KOTOPbIX MepeynciieHbl COOTBETCTBYOWME cTaHAapTbl CO):

a) UmnnaHTaTbl An8 ocTeocuHTesa (A.l):
BUHTBI Ans KocTeld (A.1.1);
nAacTuHbl Ans Kocteii (A. 1.2);
VHTpamefynnapHble KpenexHble npucnocobnednmn (A.1.3);
UMNAaHTaThl 415 UKcaunn KOHLOB BespeHHbIX KocTeld (A. 1.4);
CKeneTHble WTUdTLl 1 cnuubl (A. 1.5);
ckobbl (A. 1.6);
MArKWe NpoBOJIOKW AN CEPKNAXKa (CKPEenneHnsa KOCTHLIX OT/IOMKOB) U Apyrux Buaos mkcauun (A.1.7):

- YCTpOiiCTBa ANs (hrKcaummn no3BoHOYHMKa (A. 1.9);

b) UHCTPYMEHTbI /1 YCTaHOBKWM UMMNaHTaToB (A.2):

- MHCTPYMEHTbI AN obecneyeHns coefimHerus (A.2.1);

- cBepna v Metynkun (A.2.2).

A1 Tvnbl UMNNAHTATOB NS OCTEOCUHTE3a

A1 BWHTBI ANns KocTeit

NCO 5835—91 MiMnnaHTaThl 418 XMpyprn. MeTanninyeckune BUHTbI 41 KOCTEW MOf LECTUTPaHHbIA KoY co
chepuyeckoil ONMOpPHOI NIOCKOCTLI Y aCUMMETPUYHOW pe3bboii

NCO 9268—88 MmnnaHTaTbl A8 XMpyprum. MeTanmuyeckune BUHTbI AN KOCTeli ¢ KOHWYECKOV OMOpHOI nosep-
XHOCTbIO F0/I0BKMN. Pa3mepbl

AJ1.2 TInacTuHbl ANs KOCTel

NCO 5836—88 VimnnaHTaTbl Ans Xupyprun. Metanamueckme nnacTUHbI Ans KocTteidl. OTBepcTMS 4TS BUHTOB C
acMMMETPUYHOI pe3bboii 1 cthepnyeckoil MOBEPXHOCTbIO

NCO 9269—88 VimnnaHTaTbl AN Xupyprun. MeTannmueckue nnacTWHbl Ans KocTeldi. OTBEPCTMS U nasbl ATA
BWHTOB C KOHWYECKO OMOPHOW MOBEPXHOCTHIO FO/IOBKM

A. 1.3 ViHTpameLynnsapHble KpenexHble YCTPOACTBa

MCO 5837-1—85 UmnnaHTaTtbl A4na xvpypruv. VIHTpameaynnapHble KpenexHble cuctembl. Yacts 1 VIHTpameayn-
NAPHbIE TBO3AM C NOMEPeYHbIM CeYeHNeM B BuAe KNeBEPHOro NncTa uan V-o06pas3HbiM MonepeyHbIM CeUeHUeM

MNCO 5837-2—80 imnnaHTaThbl Ansa Xupyprun. VIHTpamegynnspHble KpenexxHble cuctembl. Yactb 2. Megynnap-
Hble WTUDTbI

MpumeyaHune—B HacToswee Bpemsa NCO 5837-1 n MCO 5837-2 nepecmatpuatotca (MCO/PI 15142).

A.1.4 ViMnnaHTaTbl .TNS (DUKCaLMK KOHLIOB GefpeHHbIX KOCTei

MNCO 8615—91 (TOCT P NCO 8615—99*) HeaKTMBHbIe XMPYPrMYecKne UMNAaHTaTbl. YCTPOACTBA, UCMONb3Y-
emble AT uKcaymm befpeHHbIX KOCTell B3POC/bIX NauMeHToB. TexHuueckue TpebosaHus

A.15 CkeneTHble WTU(HTbI U CNWLbI

NCO 5838-1—95 MimnnaHTaTbl ATA XUPYprun. CivHbl U WTUMTbI 4TA CKENETHOTO BbITSHXXeHus. Yac Tb 1. MaTepu-
an U MexaHuyeckue Tpe6osaHUs

NCO 5838-2—91 NmnnaHTaTbl ATA XMPYprumn. ClnHbI U WTUMTLI ANS CKENETHOK BbITSXeHUs. YacTb 2. [B03an
LLITeliHMaHa. Pa3mepbl

MNCO 5838-3—93 NmnnaHTaThl Ana Xupypruv. Cnuvubl v WTUQTHI 418 CKENEeTHOT0 BbITSXeHMA. YacTb 3. Ciunubl
KupLiHepa. Pasvepsl

A.1.6 Ckobbl

MCO 8827—88 NmnnaHTaTbl 415 Xupyprum. OpToneanyeckne ckobbl ¢ napannenbHbIMU HOXKamu. ObLne Tpe-
60BaHMA

A. 1.7 Markue npoBONOKN ANa cepkasixa (CKPenneHns KoCTHbIX OT/IOMKOB) M ApYrux BUAOB (huKcaLmm

MCO 10334—94 VimnnaHTatbl ATA XUpyprun. Msarkas npoBO/ioKa [ATA HANOXKEeHWM LWBOB W [pYyroro
NpUMeHeHus

* O0603HaYyeHNe OTEYECTBEHHOrO CTaHAapTa, pa3paboTaHHOro Tra ocHoBe crtaHgapta WCO.
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A.1.8 YcTpoiicTBa /11 BHELLHEl (buKcaLmm KocTeit

MpumedyaHne— B HacTosLee BPeMi MEXLYHAPOAHbIX CTaHAAPTOB HO AaHHOW TeMaTuKe HeT. HO
npeanoXeHus Nno paspaboTke Takoro CTaHAapTa UMEHTCS.

A.1.9 YcTpoiicTBa Ans (hUKcaLmm No3BOHOYHUKA

Mpum cyawnme— B HacToALee BpemMsa N0 AaHHOI TeMe paspabaTbiBatOT HECKObKO cTaHAapTos MCO.

A.2 VIHCTpYMEHTbI AN OCTEOCUHTE3a

A.2.1 VHCTpyMeHTbI 419 o6ecrneyeHuns coefyHeHus

MCO 8319-1—96 WNHcTpymeHTbl Anga optoneanun. CoefiMHUTENbHbIE 3neMeHTbl. YacTb |. Knioun 4ns BUHTOB C
LUEeCTUTPaHHON roNOBKOW

NCO 8319-2—86 VHCTpyMeHTbI nnist opToneauun. CoeanHUTeNbHbIE 31eMeHThbl. YacTb 2. OTBEPTKM 06bIKHOBEH-
Hble, KpecToobpasHble M KPecToobpasHble C U3MEHEHHbIM Mpoduiem

A.2.2 Csepna # MeTHUKU

MCO 9714-1—91 OpTonefunyeckne CBEPAUIbHbIE MHCTPYMEHTbI. YacTb 1 BypunbHble cBepa, MEeTHMKU, 3eHKO-
BOYHble (pesbl
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MPUNOXEHWE b
(cnpaBoyHOE)

CraHgaptbl MCO Ha maTepuasbl A1 OCTEOCUHTE3], MPUTOAHOCTb KOTOPbIX
NOATBEPXKAEHA KIMHUYECKON NPaKTUKON

M CO 5832-1—97 imnnaHTatkl Ana xupyprun. Metannmyeckue matepuansl. Hacte 1 CTanb HepXaBetoLias fe-
thopmupyemas

NCO 5832-2—93 MimnnaHTaThbl [nsa xvpyprun. MeTtannnyeckme matepuansl. YacTb 2. HenermpoBaHHbIV TUTaH

NCO 5832-3—% WmnnaHTaThbl Ana xupyprum. Metannnyeckue matepuanbl. YacTs 3. lehopMupyemblii TMTaHO-
BbliA CMaB, NermpoBaHHbIl antoMmuHmem (6 %) n BaHaguem (4 98)

NCO 5832-4—96 NmnnaHTaThbl A4na xupyprun. MeTtannmueckue matepuansl.Hactb 4. JIuTeliHblli K06aNbTOBbIN
Cnna., NCLIPOBAHHbIA XPOMOM M MOUGAEHOM

NCO 5832-5—93 MiMnnaHTaThl Ans Xupypruv. MeTannuyeckue Matepuasbl. YacTtb 5. [leopmmpyemblit KO6ATLTO-
Bblli CMas, ErMPOBaHHbI XPOMOM, BOMb(PAMOM U HUKENeM

NCO 5832-6—97 VimnnaHTaThl 4na xupypruv. MeTannmnyeckue matepumansl. YacTs 6. lechopMupyemblii kobasnb-
TOBbI CNMaB, NErMpOBaHHbIA HUKENEM, XPOMOM U MOAUGLEHOM

NCO 5832-7—94 VimnnaHTaTbl Ana xmpyprum. MeTtannnyeckvie matepuasl. Yacts 7. ehopmMmpyemblii X0NoHO-
(hopmMOBaHHbIVi KOGANbTOBbINA CMaB, NerMpPoOBaHHbLIA XPOMOM, HUKeNneM, MOMUGAEHOM U >Xene3om

MNCO 5832-8—97 imnnaHTaThl ANs Xmpyprun. Metanamueckme matepuansl. YacTs 8. [lehopMupyemblii Kobanb-
TOBbI CMNaB, NErMPOBaHHbIA HUKEIEM, XPOMOM, MOANGAEHOM, BOMbGPAMOM U >KENe3om

MCO 5832-9—92 imnnaHTaTbl N8 Xupyprun. Metannnyeckme matepuansl. Yacts 9. ehopMmupyemas Hepkase-
loWwas cTaTb C BbICOKUM COAepXKaHueM asorta

NCO 5832-11—94 mnnaHTaTbl A5 Xupyprum. MeTannuyeckue matepuansl. Yacts 11. lehopMmupyemblii TUTa-
HOBbIV CM/iaB, NerMPOBaHHbIA antoMUHNEM (6 &) v HMobuem (7 %)

NCO 5832-12—% MMnnaHTaThbl 4N XUpyprum. MeTannmnyeckme matepuathbl. HacTb 12. lehopMHpyeMblid kobanb-
TOBbI CMNaB, NerMpoBaHHbIA XPOMOM U MOANGAEHOM

MCO 5833—92 VimnnaHTaThbl 419 XUpYpPrum. AKpHALEMCHTbI

MNCO 5834-1—98 WmnnaHTathl 418 XMPYprun. MosfimaTueH C yabTPaBbiCOKUM MOMIEKYNIAPHbLIM BeCOM. YacTb 1
MopowkoobpasHas dopma

MpumeyaHune— BHacToswee Bpems NCO 5834-1 nepecMaTpuBaeTCs, Tak e Kak U COOTBETCTBYHOLLMIA
cTaHgapt ASTM F 648—384.

NCO 5834-2—98 WmnnaHTathbl AN XMpypruu. NonnmaTuieH ¢ yibTpaBbiCOKUM MONEKYNAPHLIM BECOM. YacTb 2.
PopmOBaHHbIE U3feNus

MpumevaHune —B paBHOVI CTeNneHn MOryT NpuUMeHATLCA aHal0TMYHble HalOHalbHble CTaHAapPThl.

MPUNOXEHWE B
(cnpaBoyHOe)

CTaHAapThl, OTHOCALLMECS K UCTILITAHWAM H OLIEHKE KOHCTPYKLY

NCO 6475—89 WmnnaHTaTbl Ans XUpyprum. MeTanimyeckme BUHTbI AN KOCTel C aCMMMETPUYHON pe3bboii 1
chepnyeckoii OnopHoOI NOBEPXHOCTbIO. MexaHuyeckve TpeboBaHUA N METOAbI UCMbITaHWI

MNCO 9585—90 MmnnaHTaTbl 4TS XUpYpruv. MeTofbl UCMbITAHUA NNACTUH A1 KOCTEA Ha MPOYHOCTb U COMpO-
TUB/EHWE N3rnbdy

NCO 9584—93 IMHNaHTarbl 4TS XMpyprun. HepaspyluatoLikiA KOHTpONb. PeHTreHorpadmyeckoe uccnefoBaHue
NATBIX METAININYECKNX UMMNAHTATOB ATA XUPYPruu

MNCO 9583—93 NmnnaHTaThl 4TS XUpyprun. HepaspyLuatoLmii KOHTponb. WccnefoBaHne MeTaIMUYECKUX XM~
PYPruYecKnX MMMAaHTaTOB C MOMOLLbIO NMPOHMKAOLLEN XNAKOCTN
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