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Mpeancnosune

Llenn, OCHOBHble MPUHUMNLI 1 NOPSAOK NPOBEAEHUA PaboT MO MEeXrocyapCTBEHHOM
CTaHAapTM3aumm  ycTtaHOB/EHbI FOCT 1.0—92  «MexrocypapCTBeHHas cuctema
CTaHgapTn3auumn. OcHoBHble nonoxeHnsa» n FOCT 1.2—2009 «MexrocyfapcTBeHHas cuctema
cTaHfapTusaumn. CTaHfapTbl MEXroCyAapCTBEHHble, MNpaBuna W pekoMeHAaumm Mo
MEeXrocyjapCTBEHHON cTaHfapTu3auun. [paBuna paspaboTKu, MPUHATUSA, MNPUMEHEHUS,

OGHOB/IEHUS! U OTMEHbI»
CeefieHUn o cTaHZapTe

1 NOAIrOTOBJIEH ®epepanbHbIM rOCYLAPCTBEHHLIM  YHUTAPHBIM - MPeLnpuaTUeM
«BCEepPOCCUICKNIA HayYHO-MCCNef0BaTeNbCKUA WMHCTUTYT CTaHAapTu3auum u ceptuukaumm B

MaLluHocTpoeHUn» (BHUMHMALLIY)

2 BHECEH ®efgepanbHbiM areHTCTBOM MO TEXHWYECKOMY PeryanpoBaHuio U

meTponormm (CoccTaHAapT)

3 MPNHAT MexrocynapcTBeHHbIM COBETOM MO CTaHAApTM3auun, METPOSornm H
ceptugukaumm (npotokon Ne 41-2012 ot 24 mas 2012 r.)

3a NpUHATUE MPOrosiocoBasu:

KpaTkoe HaviMeHOBaHWe CTpaHbl M0 Kog cTpaHsbl CoKpallleHHOe HanMeHOoBaHue

MK (N CO0 3166) 004-97 no MK (MCO HaLMOoHa/IbHOro
3166)004-97 opraHa no crtaHgapTusauun

AsepbaligxaHckas Pecnybnmka AZ AscTanpapt

Pecny6nnka ApmeHus AM MHHTOPr3KOHOMPAa3BHTHA

Pecny6nuka benapyco BY locctaHgapT Pecny6nukun benapych

Pecny6nuka KazaxctaH KZ locctaHpapT Pecny6nmkn KazaxcTtaH

Kbiprbisckas Pecny6nvka KG KblpreisctaHgapt

Pecny6avka Mongosa MD Monpgosa-CtaHgapT

Poccuiickas depepauus RU MoccTaHaapT

Pecny6inka TagpKukuctaH TJ TamxunketaligapT

Pecnybnuka Y36ekncraH uz Y3cTaHgapT

YKpavHa UA ocnoTtpebcTaHAapT YKpauHbl

4 Tpukasom PeaepanbHOro areHTCTBa MO TEXHWYECKOMY  PErynMpoBaHuUi0  ©
meTponorny ot « 19 » aekabpsa 2012 r. Ne 1933-CT MeXrocygapcTBeHHbIn cTaHgapT TOCT ISO
14602-2012 BBefleH B [AeliCTBME B KauyecTBE HaLMOHaNbHOrO CcTaHgapTa Poccuiickoi
®epepaumm ¢ 1aHsapa 2015 r.

5 HacToswmin cTaH4apT WAEHTWYEH MeXAyHapoAHOMY cTaHgapTy ISO 14602:1998

Non-active surgical implants - Implants for Osteosynthesis - Particular requirements



FOCT ISO 14602-2012

(HeakTuBHble XMpypruyeckne umnnaHTatbl. VIMnnaHTaTbl AN OCTEOCUHTe3a. TexXHW4eckue
Tpe6oBaHuA).

CTeneHb COOTBETCTBUSA - naeHTUYHas (IDT).

CTtaHpgapT noAroToBfieH Ha ocHose npumMeHeHus TOCT P CO 14602-99.

CBefleHMss 0  COOTBETCTBUM  MEXrOoCYyfapCTBEHHbIX  CTaHAApTOB  CCbUIOYHBLIM

MeXAyHapoaHbIM CTaHAapTaM MpuBeAeHbl B OMONHUTENLHOM NpuioxeHun 4.1

6 BBEJEH BIEPBbIE

WMHopmaums o BBedeHWM B AelCTBUe (MpekpalleHun [eicTBUS) HACTOALEro cTaHjapTa
ny6nmKyeTcs BykasaTene «HaumoHabHble CTaHaapThbi»

WHopmaums 06 M3MEHEHMAX K HacTosWweMy cTanfgapTy nybaukyeTcs B ykasaTene
«HaluoHanbHble  CTaHdapThl», a TeKCT W3MeHeHMA - B MH(OPMALMOHHbIX YKasaTensx
«HaunoHanbHble CTaHgapTbi». B ciyyae nepecMoTpa WM OTMeHbl HAacTOSLWEro cTaHgapTa
COOTBETCTBYWOWAA WHpopMaums  OyaeT  onybnvkosaHa B MHC)OPMALMOHHOM  yKasaTene

«HaupnoHanbHble CTaHaapTbI»

© CraHpapTuHhopm, 2013

B Poccuiickoit ®efepauum HacTOAWMIA CTaHAAPT He MOXET 6biTb MOMHOCTBIO WM
YaCTMYHO BOCMPOW3BEAEH, TUPKMPOBAH M PacnpocTpaHeH B KauecTBe oMLMANIBHOTO M3aaHus

6e3 paspelleHns defepasbHOro areHTCTBa MO TEXHUYECKOMY PETY/IMPOBAHIO U METPOMOTUN
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BBepeHve

HacToswwmii cTaHgapT SBAsSieTCa NPSMbIM MPUMEHEHVEM MEXAYHapO4HOro cTaHAapTa
ISO 14602:1998 «HeakTUBHbIE XMPYPruyeckne UMniaHTartbl. VIMniaHTartbl 415 0CTEOCUHTE3a.
TexHuueckne TpeboBaHMA», NOArOTOBNEHHONO EBpoONeiickuM KOMUTETOM MO CTaHAapTu3aLun
(CEH) coBmecTHO ¢ TexHnuyeckum komutetom I1SO TK 150 «MmnnaHTatel gna xmpyprum», MK
5 «OCTe0CnHTE3» B COOTBETCTBMUN C COrNalleHnem Mo TexHnyeckomy cotpyaHudectsy UCO n
CEH (BeHckoe CornalieHue).

CraHpgapT ISO 14602:1998 pa3paboTaH TexHuuyeckum komuteTom CEH'TK 285
«HeaKTUBHbIE XMPYPruyecKne MMMAaHTaTbl» (CeKpeTapmaTr KOTOpOro (YHKLUOHWpYeT npu
HuaepnaHACcKOM WHCTUTYTE CTaHapTM3auuun) B COTPYAHUYECTBE C TEXHUYECKUM KOMUTETOM
NCO TK 150 «mnnaHTaThl 415 XUPYPrum».

EBponeiicknini cTaHaapT paspaboTaH MO Mnopy4yeHuto, gaHHomy CEH EBponeiickoii
KomMuccuein n Esponeiickoin Accouwnauueidi csobogHoi Toprosnu (EACT), n noateepxaaet
OCHOBHble TpeboBaHusa AunpekTus EC.

EBponeiickne cTaH4apTbl, B KOTOPbIX paccMaTpuBaloTCH TPebOBaHWsS K HEaKTUBHbLIM
XUPYPruyeckum MMnaaHTaTaM, NoApasfensoTcs Ha TpyU YPOBHA (NepBblil YPOBEHb SBASETCS
HavBbICLUMM):

nepBbIi — 06LMe TpebOBaHNSA K HEAKTUBHbLIM XMPYPrUYECKUM UMMIaHTaTaMm;

BTOPOI — YacTHble TPe6OBaHMA K rpynmnaM Xupypruyecknx MMnIaHTaTos;

TpeTnii — cneuuanbHble TpeGOBaHWS K  KOHKPETHbIM  TuWnam  XUPYPruyveckmx
NMNIaHTaTOoB.

CTaHfapTbl TPETbEro YPOBHA MPUMEHSAKTCA K CrleuuanbHbIM TUNaM WMMJIaHTaToB B
npefenax gaHHoOW rpynnbl, HANPMMepP K NpoTe3am Ta3o6eApeHHbIX U KONEHHbIX CYCTaBOB.

HacToswuii ctaHgapT ABNSeTCH CTaH4ApTOM BTOPOrO YPOBHSA M COAEPXWUT TpeboBaHus
KO BCEM HEaKTUBHbIM XUPYPrMyYeCcKUM MMMaHTaTam, COCTaBAAOWMM FPynny WUMMIaHTaToB,
NPUMEHSEMbIX B OCTEOCUHTESE.

CTtaHfapT MepBOro  YPOBHS  COAepXWUT TpeGoBaHWA KO BCEM  HEAKTUBHbLIM
XUPYPruyeckum mmnnaHtaTaMm. B Hem TakXe AaHbl CCbUIKW Ha JOMNONHWUTE/IbHbIE TPe6OBaHNS,
cofepXallmecs B CTaHapTax BTOPOro v TPeTbero ypoBHeii.

CTtaHpapT nepBoro ypoBHA ony611MKoBaH Kak ctaHaapT 1SO 14630:1997.

[ns paccmoTpeHus Bcex TpebOBaHM HEOOXOAMMO HauMHaTb C WM3y4veHWs cTaHpapTa

CaMoro HU3KOr0 YpPOBHSI.
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CcblfIKM Ha COOTBETCTBYIOLLME CTaHAapTbl NPUBEAEHbI B MPUIOXKEHUAX K HACTOALLEMY
cTaHpapTy.

B pononHeHne K Tpe6oBaHuaAM 1SO 14630 HacToAwMwWii CTaHAapT YycTaHaB/MBaeT
cnocob geknapauumn COOTBETCTBUA OCHOBHbIM TpeboBaHMAM 06LLero xapakrepa MNpunoxernms 1
K AupekTnee Coseta ESC 93/42 oT 14 utoHa 1993 r. B 4acTM MeAMLMHCKMNX YCTPOACTB B TOM
Mepe, B Kakoli OHW MNPUMEHWMbl K HEaKTUBHbIM XWPYPruYecKUM MMNAaHTatam Aans
OCTEOCUHTE3A.

VHble cnocobbl NOATBEPXAEHWS COOTBETCTBUA YKa3aHHbIM TPe6OBaHWUAM MOTYT Takxe
MCMoNb30BaTbCsi, B YaCTHOCTW, B OTHOLIEHUW WMMMAHTAaTOB C YAOBMETBOPUTENbHBIMU
3KCMAyaTaUVOHHbIMM XapaKTepPUCTUKaMU B TeYeHWE A/MTENbHOrO MPUMEHEHUS B KITMHWYECKON
npakTukKe.

HacToAawmii cTaHgapT AONONHAET obwwue TpebosaHus cTaHgapTa I1SO 14630 Ha
HeaKTMBHblE XUPYPrMyeckne UMMINaHTaTbl W ycTaHaBAMBaeT uYacTHble TpeboBaHUA K
UMnnaHTatam Ans ocTeocnHTe3a. OH JO/MKEH NMPUMEHATLCA CoBMeCTHO ¢ ISO 14630.

HeaKTUBHbIe XMPYpPrnyeckne UMNAaHTaTbl 419 0CTEOCMHTE3a UCMOMb3YIOT NpU SIeHeHUn
TPaBM ¥ B BOCCTAHOBUTENbHOW Xupyprum. C nx NomoLLblo 06ecneymBaeTcs perno3nLus KocTein
nocfie MepesioMoB H CTabunM3aums KOCTHbIX (MM NPUMbIKAKOLWNX) CTPYKTYP MpU NeveHum
KOCTe UAKM WX cpalleHun K/manm ans nx NOAAEPXKKW WM Koppekuuwu. llocne JOCTMXKEeHWS
MOCTaBNEHHON Lenu MMANaHTaTbl NM60 yAanslT W3 opraHusma, n1Mb0 ocTalTcs B MecTe

BXXUBJEHUA.

Vi
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MEXTOCYAAPCTBEHH HTUB U CTAHAOAPT

HeaKunBHble XUPYpPruyeckre MMniaHTarbl
MMMNNAHTATbI /1A OCTEOCVHTESA
TexHnyeckune TpeboBaHUn

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

JAaTta BBegeHun 2015-01-01

1 O6nacTb NPUMEHEHNM

HactoAawmii  cTaHgapT yCTaHaBnMBaeT 4acTHble TPebOBaHWMA K  HEaKTWUBHbIM
XMPYPrUYECKUM UMMaHTaTam /19 0CTeoCUHTE3a (fanee — MMMNaHTaTam).

TpeboBaHWs HACTOSALLEro CTaHAapTa ABAAIOTCA PEKOMEHAYEMbIMU.

B pononHeHune K 1ISO 14630 HacTOALLMIA CTAHLAPT COLEPXMT TPeOGOBaHUA K NPOEKTHbLIM
TEXHUYECKUM  XapakKTepuUCTMKaM, OCOOEHHOCTAM  KOHCTPYKLUWMW, MaTepuanam, OLEHKe
KOHCTPYKLWKW, NpOLEecCYy  M3roToBNeHus, CTepunusauuu, ynakoske W WH(opmauum,

NnocTaBNSAEMO N3rOTOBUTENEM.

2 HopmaTtunsHble CCbIIKK

B HacTosilem CTaHAapTe UCMO/b30BaHa CChIIKa Ha CMefyHoLmMiA CTaHAapT:
ISO 14630:1997 Non-active surgical implants. General technical requirements

(HeakTuBHbIe XMpypruyeckne nMmniaHTatbl. O6Lme TeXHUYecKne TpeboBaHuUs)

MpumMeyaHMe — B HaCTOSILLEM CTaHgapTe He MPWBELEHbI HOPMATMBHbIE U CMPABOYHbIE

CCbIIKW, nepeumncrneHHble B 1ISO 14630, 04HAKO OHW AeCTBUTE/bHBI W A/1S1 HACTOSILLIET0 CTaHAApTa.

3 OnpegeneHunm

B HacToslleM CTaHAapTe NMPUMEHSIOT TEPMUHbLI C COOTBETCTBYIOLWMMMN ONpeseneHnsMu
no ISO 14630 n TepmuH 3.1.

M3gaHune ouymansHoe
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31 HEeaKTUBHbI XMPYPruyeckniAi UMNAaHTaT ANsl OCTeoCUHTe3a: BXuBnsemoe

OpraHM3M HeaKTUBHOE MeAMLMHCKOE YCTPOICTBO, NpeAHasHaueHHoe Ans 06GecrneveHus

NOALEPXKKU KOCTHBIX CTPYKTY P, XPAILLEN, CYXOXWUINN U CBS3OK.

4 Tloka3zaTesin Ha3Ha4YeHnu

lMokazaTen Ha3Ha4YeHUs MMNIAHTATOB AO/MKHbLI COOTBETCTBOBATL pasgeny 4 1ISO 14630 ¢
YUYETOM AOMNOMHUTENbHbIX (DAKTOPOB, MpMBEAEHHbIX B 4.1—4.3, Kak MpUrogHbIXx K

NMPUMEHEHUIO.

MpumeyaHue — BcneacTene WHAMBMAYaNbHbIX 0COBEHHOCTEV AHATOMMUECKOK CTPOEHWS,
MECTOHaXOXKAEHUS MepenomMa W MpUMEHeHUs UMMaHTaTa HeoGXOAMMO, YToGbl MocneaHre o6nafani
YHUBEPCA/bHOCTBIO, KOTfa OHW MCMONb3YHOTCA A4/ 0BECMeYeHNs OCTEOCMHTE3a. Pa3Mep MMM/iaHTaTa
OMPefIeNSeTCs aHaTOMUYECKAMIM OFpPaHNUEHNAMI. TEXHUUECKME XapaKTEPUCTMKM UMM/aHTaTa 3aBUCST

OT COCTOAHNA U KOH(*)VIpraLl'I/II/I KOCTW, a TaKXke 0T Han4vna pasnnyHbIX ,El'e(DEKTOB.

4.1 ®YHKUMOHA/IbHbIE XapaKTEPUCTUKU

Mpu cocTaBNeHWM TEXHUYECKOTO ONUCAHMA B LOKYMEHTALMIO Ha MMNNaHTaT He0bX04MMO
BK/IHOYATb CrefytoLine faHHbIe:

a) TUN MKcaLMmM KOCTeR, XpALLEel, CyXOXMANA NN CBA3OK:

b) cpeAcTBa UKcauuy UAKM KpenaeHus nMnaaHTata B KOCTW;

C) COeAVMHEHME MeXAy KOMMOHEHTaMW WMMAaHTaTa W KOCTHbIMU UM WHBIMK

CTPyKTypamu;

d) wmcnonb30BaHWe B MOBTOPHbIX OMepaluax;

€) BO3MOXHOCTb U3BNEYEHNS;

0 BO34eMCTBME MMMMAHTATa Ha KOCTb M NPUMbIKAKOLLME CTPYKTYPbI, HAaNpUMep:

- cTabunusayms:

- OrpaHuYeHne UK PerynnpoBaHne ABYXKeHUS;

- obecneyeHne peno3nLUmM NepeioMOB U BbIBUXOB KOCTU U APYTUX CTPYKTYP;

- KOPPEKLMS U PErynnMpoBaHne BbipaBHUBAHNS;

- MepPeHOC OT/IOMKOB ((hparMeHTOB) KOCTW;

- KOHTPO/b 32 KOMMpPECCuein unm gucTpakumeil;

- 6e30MacHoe B OTHOLLEHUW COCeAHUX CTPYKTYP pasmeLleHne UMMIaHTaTa.

4.2 OCHOBHbIE K/TIMHNYECKMNE Ha3HayeHUs

Mpn cocTaBNEHUN TEXHMYECKOTO ONUCaHUA B LOKYMEHTaUUW Ha MMNaaHTaT Heo6Xxo4umo

onpenennTb obnacTb npeanonaraemoro NpUMeEHEHNA NMNNaHTaTa:

2
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a) neyeHWe NepenomMos;

b) neuyeHwne onyxonu;

C) cTabmnmsauus ocTeoToMUM;

d) cTtabunuzauus aptpogesa (hmkcaLmm cycrasa);

€) YA/MHEHWE, YKOPOUYeHWe UK NepeHoc KOCTu;

f) nopgepxka BnpaBneHns (3ameLL,eHns) KoCcTU (YUYaCTKM KOCTHbIX TPaHCMN/IaHTaToB);
g) BCnomorartenbHOe CPeACcTBO NpW BNpaBneHUn (3ameLL,eHnm) CycTaBa;
h) neuyeHwe ckonnosa;

i) cTabunmsaums No3BOHOYHUKA;

j) neuyeHue pgereHepaTMBHbIX 3ab0NeBaHWA;

K) PpeKoHCTPYKLMA CyXOXuUaus;

I) PEeKOHCTPYKUMA CBSA3OK.

MpumeyaHue — Tam. rae aTo TpebyeTcs, CMefyeT yKasaTb aHAaTOMUUYECKYIO 06N1acTb
VMMIaHTaLMK,

4.3YcnoBusa NpuUMeHeHUn

HeobXx0auMo yunTbIBaTb (PU3NOMOTMYECKME UAN aHAaTOMWUYECKMe MmapameTpbl MauueHTa,
KOTOpble MOryT OKa3blBaTb B/IMSIHWE Ha MoKasaTenn Ha3HauyeHus MmMniaHTara, NpuHUMas BO
BHMMaHWe cnefytoLme acnekTbl:

a) TenocnoXxeHme (pocT, BeC);

b) BO3pacT;

C) Maronornyeckre COCTOAHUS;

d) Ka4yecTBO KOCTW;

€) >KM3HECMOCOBHOCTb TKaHW;

0 ycnoBus, OKpy>atoLine TKaHb;

g) COCTOSIHME MOA Harpy3Koi;

h) cnoco6 umnnaHTayuu;

i) B3aMMOfeNCcTBME M COYeTaHMe C APYTVMM KpeneXHbIMU NPUCnocoBbIeHNAMN:

j) CcTeneHb aKTUBHOCTU MaLMeHTa.

MpumeyaHue — HeKoTOpble YCMOBWS OTPaHWUMBAIOT MPUMEHEHWE WMMIAHTATOB WM
TpeGytoT 0COGO MPefOCTOPOXKHOCTM MPU  KMHWMYECKOM UCMONb30BaHWW. [a 3KCMTyaTauyoHHble
XapaKTEPUCTUKY VMMIaHTaTa MOXET OKa3blBaTb BAVISIHUE COCTOSIHME MaLMEHTA.

5 OC06eHHOCTUN KOHCTPYKLUK

OCO6EHHOCTN  KOHCTPYKUMM — no pasgeny 5 I1SO 14630 ¢ [onNofHEHUsMHU,

npusegeHHbIMU B 5.1 n 5.2.
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51 ®opma, pasMepbl M [JONYCKW UMMJAHTATOB ANs OCTEOCUMHTE3a, SBNSIOLMXCS YacTbio
COEAMHUTENBHOW CUCTEMbI, JOMKHbI BbiTb TAKMMU, UTOBbI MMMIAHTAT COOTBETCTBOBA/ CBOEMY
Ha3HaueHW0, a ero aKCnyaTalOHHbIE KauecTBa He yXYALIANC.

5.2 Tpn HeoGX0AMMOCTM pa3Mepbl UMMAAHTATOB [OMKHbI GbITb COBMECTUMbIMW C

aHaTOMMYECKMMUN 0COBEHHOCTAMU NaLMEHTOB, 418 KOTOPbIX OHW NpefHa3HaueHb!.
MpnmeyvaHunsa

1Ecnv uMnnaHTaT BKIHOUAET HECKO/IbKO KOMMOHEHTOB, B €r0 KOHCTPYKLMM [O/MKEH BbiTb YUTeH
NOTEHLMANbHBIA W3HOC, 3MEKTPONMUTUYECKWIA S((EKT U KOPPO3VOHHAas YCTOMUMBOCTL [pasmen 5,
nepeuncneHms a), c), e), i)nj) ISO 14630).

2 B KOHCTPYKUMM WMMMaHTaTa AOMKHbI ObiTb YYTEHbl aHATOMUYECKWE CTPYKTYPbl, TUMbI
[eheKTOB TKaHeld, MeTofbl OMepaTMBHOrO BMELLATENbCTBA, 3aKMB/IEHWE KOCTW, WHTEHCUBHOCTb
CpallgHVst M MeToAbl MOC/eonepaumoHHOro neveHuns. [ns yAOBNETBOPEHWST Takux pPasHOOBpasHbIX

Tpe6OBaHl/ll7I OKOHYaTe/lbHasA KOHCTPYKUUA MMNIaHTaTa MOXXET 6bITb KOMI'IpOMVICCHOI7I.

3 B npuioxeHun A MpuBefeH MepeyeHb CTaHAAPTHBIX KOHCTPYKLMIA UMMIaHTaToB, KOTOpble Ha
OCHOBaHWM Y[10BNETBOPUTENBHON KIMHUYECKOI MPaKTUKN MPU3HaHb! NOAXOASLLMMU AN Ha3HAYeHHOTo
MPUMEHEHNS].

6 Matepuansl

Marepuansl — Ho pasgeny 6 1ISO 14630.

MpumeyaHue — B npunoxeHnn b npuBeeH nepeyeHb CTAHZAPTOB Ha MaTepuabl,
KOTOpble Ha OCHOBAHWM Y/OBMETBOPUTENBHOM KIMHUYECKOW MPaKTUKW MpPK3HaHBI MOAXOASLLMA O/is
OCTEOCUHTE3A.

7 OueHKa KOHCTpYKUMKn

7.1 O6Lme NONOXKeHUA
OueHka uMmnnaHTatoB — no pasgeny 7 1SO 14630 ¢ nepevynMcneHHbIMU YaCcTHbIMU

TDEGOBaHVIHMVI K NMPEeAKMTNHHYCCKOH OLEHKE.

MpumeyaHune — B npwioxeHun B npuBefeHbl CTaHAapTbl, KOTOpble MOryT ObITb
UCMO/b30BaHbl  MPU  OLIEHKE COOTBETCTBMA  Pa3/IMYHbIX TUMOB WMIMIAHTATOB  YCTaHOB/EHHbLIM
Tpe6oBaHMAM.

7.2 MNpefKNnHUYeCcKaH oLegHKa
721 Bo Bpema npegknWHWYECKOW OLEHKW MPOBOAAT MWCMBbITAaHUAM in  Vitro
NpPoBepKn Heo6XOAMMOro B3aMMOAENCTBUS MEXAY MMMNIAHTATOM WU UHCTPYMEHTapUeM U, ecnu

3T0 TpeGyeTCs, MeXAY COMpPSHKEHHbIMU MeXAY CO60i MMIaHTaTaMu.

Anst
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M pHMeEYaHne — Ecnv mnnaHTaums v U3BfeYeHe MMnIaHTara He MoryTt ObITb OUEHEHbI NPAMbIM

CPaBHEHMEM C CYLLECTBYIOLMMM YCTPOKCTBAMM, MO BO3MOXHOCTY CreflyeT NpoBOAUTL OLEHKY Ha

Tpyne.

7.2.2 Ecnm ans oLeHKW mMmnnaHTaTa HeoB6XO4MMbl CTaTUUeCKMe W/MNH AMHAMUYecKune
HarpysouHble UCMbITaHWs, UX NPOBOAAT NGO MO CTaHAAPTHLIM METOAMKAM UCTbITaHWii (Npu KX
HanMumu), 60 Ha HECEPUIMHbLIX 3KCMEPUMEHTA/IbHBIX MOAENSX C YUYEeTOM XapaKTepuUcTUK
MMnnaHTata. M3-3a pasHoOO6pasns MMMIAHTATOB M UX CBOWCTB HeOGXOAMMbIEe CTaHAAPTbl Ha

UCMbITAHUS MOTYT OTCYTCTBOBATb, a fe/iCTBYHOLME CTaHAAPTbI — HYXXAATbCs B MOAMDUKALMN.

MpumeyaHunsa

1 [p1 NpoBeaeHUN NPeaKIMHAYECKOW OLEHKW MPUHMMAK! BO BHUMaHWe Pe3ysbTaTbl OLEHKM
aHaNIOrMUHbIX VMMIAHTATOB UM OCOBEHHOCTU KOHCTPYKLIMM KOHKPETHOTO MMM/IaHTaTa.

2 B 3aBUCUMOCTY OT MPUMEHSIEMbIX METOAO0B MCMbITAHMS MOTYT GbITb OTHECEHBI K CIEAYHOLLMM

YPOBHSIM:

@) OCHOBHble TEXHWYECKME WCTbITAHUS MUMIM/IAHTaTOB WM UX uacTeld (CPesoB, paspesos) fis

XapaKTepUCTUKY YCTPOIACTBa (HanpyIMep PacTSKeHIe, U3ruG, CKpyUMBaHWE);

b) NcnbiTaHNe CMOHTMPOBaHHbLIX KOMIMOHEHTOB B MpeAnoiaraéMbIX YC/I0BUAX NPUIOXKEHNA

Harpysku:

C) UCnbITaHMe KOMM/IEKTOB B 0COObIX G1OMEXaHUYECKMX YCNOBUSIX (KOCTb MOXET 6bITh 3aMeLLieHa
MOAXOAALLMM UCKYCCTBEHHBIM MATEPUAIOM);

d) MCMbITaHME B CTaTU4ECKUX U ANHAMNYECKNX YCOBUAX (LLI/IKﬂI/ILIeCKaH yCTaJ'IOCTb).

3 [Nl oLEeHKY 0COBEHHOCTEN CreLmabHbIX UMMIaHTaTOB UM KOMIIEKTOB UMMIaHTaToB MOTYT
GbITb MPOBEfIEHbI UCTILITAHUA B CMELMa/bHBIX YCMOBUSX MPUIOXKEHWS Harpysku WWIH OKPYXXatoLLel

cpefpl.

8 WN3loTnuneHune

M3rotoBneHne nMmnaaHTaToB — o pasgeny 8 1ISO 14630.

9 Crepununsauunun

Crepunusaumsa umnnaHTaToBs — Ho pasgeny 9 1SO  14630.
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10 ¥YnakoBKa

YnakoBka uMmnnaHTatos — no pasgeny 10 1ISO 14630.

11 NHdopmayumn, npefoctaBsisgemas U3rotoBuTesemMm

WHpopmaLms, npefocTasnseMas U3rotosmuteneM, — Ho pasgeny 11 1ISO 14630 BmecTe ¢

npmeeAeHHbIMN YaCTHbIMU TDEGOBaHMFIMVI.

111 YacTHble ycnoBusA NpPUMeHEHNA
WHpopmalms, noctasnseMas M3roToBuTenem, 4okKHa BKAKYaTb Creaytoline cBefeHuns:

a) H(hopMaLMs MO W3BNIEYEHMIO UMMNAHTATa;
b) OrpaHMyYeHus, Kacatloluecs MOANMMKALMM MMNIaHTaTa Nocne MoCTaBKM, Hampumep, B

OTHOLUEHWN pa3mepa, POPMbI, COCTOSHNS MOBEPXHOCTN.

11.2 MapkupoBKa
MapkupoBka vMmnnadtatos — no 11.3 ISO 14630 BMecTe C MPUBELEHHBLIM YacCTHbIM

Tpeb6oBaHUeM.
MapKupoBKa Ha WMMNAaHTaTe He [JO/DKHa OKasblBaTb BpeAHOr0 BO3AEWCTBMS  Ha

JKcnayatalyOHHbIE XapaKTEPUCTUKN NMN1aHTaTa.
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MPNTOXXEHUE A

(cnpaBou4HOE)

CraHgapTbl 1SO Ha uMnaaHTaTbl U UHCTPYMEHTLI A1 YCTaHOBKWU UMMNJIAHTATOB,
KOTOPbIE HA OCHOBaHUWN K/IMHNUYECKOM NPaKTUKN NpU3HaHbl NPUTOAHBIMA K

NPUMEHEHNIO B OCTEOCUHTE3E

MpumeuvaHne — lMepeyeHb CCbUIOYHBLIX CTaHAAPTOB MPUBEAEH TaKXKe B MPUIOKEHUN A K
ISO 14630.

ViMnnaHTaTbl M COOTBETCTBYIOLLME MHCTPYMEHTHI A1 OCTEOCUHTE3a NOoApas3fenstoT Ha
cnegywowme Tunbl (B CKOGKax ykasaHbl HOMepa MYHKTOB, B KOTOPbIX MEPEYNC/EHbI
COOTBETCTBYIOLWME cTaHAapThl 1SO):

a) wumMnnaHTatbl 4na octeocuHTtesa (A. 1)

- BUHTBI Ans Koctein (A. 1.1);

- NNacTUHbI Ans Kocteit (A. 1.2);

- UHTpameLyNnsapHble KpenexHsle npucnocobneHus (A. 1.3);

- UMMNNaHTaThbl 4TA PUKcauun KOHLOB 6efpeHHbIX KocTeil (A. 1.4);

-CKefieTHble WTngThl 1 cnnubl (A.1.5);

-CKobbI (A. 1.6);

- MSITKMe MPOBOJIOKU N8 CepKAsKa (CKPenseHns KOCTHbIX OT/IOMKOB) U APYruX BWAOB
thukcauyum (A.1.7);

- YCTpOWACTBa 4TS (rKcaumm no3BoHo4YHUKa (A. 1.9);

b) WHCTPYMEHTbI 418 YCTAHOBKU MMMNiaHTaToB (A.2):

- NIHCTPYMeHTbI Ans obecneyveHuns coegmHeHuns (A.2.1);

-CBepna u Metumkm (A.2.2).

A.1TVHbI UMNNAHTATOB A/19 OCTEOCUHTe3a

A.1.1 BwWHTbI ANs KocTeW

ISO 5835—91 WmnnaHTaTbl AN XMpyprui. MeTannnyeckme BWUHTbI 4151 KOCTER nog
LLECTUIPaHHbIA KNKHOY CO ChepnuyecKoii ONopHOW MAOCKOCTbIO Y aCUMMETPUYHON pe3booii

ISO 9268—88 MmMnnaHTaTbl AN Xupyprum. MeTannmyeckme BUHTbI ANs KOCTeid ¢
KOHWYECKOI OMOPHOI MOBEPXHOCTbIO FOM0BKU. Pasmepbl

A.12 TlnacTuHbl ANa KocTtel
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ISO 5836—88 VmnnaHTaTbl AN XMpyprun. MeTannmyeckme nnacTUHbl ANs KOCTEN.
OTBepcTMS 415 BUHTOB C aCMMMETPUYHOI pe3bboli 1 chepuyeckoit MoBepXHOCTbIO

ISO 9269—88 VmnnaHTaTbl A1 XMpyprun. MeTanimyeckme naacTUHbl A1S KOCTEN.
OTBepcTMA 1 Nasbl A1 BUHTOB C KOHWYECKON ONOPHOI NOBEPXHOCTHIO FON0BKM

A.13 ViHTpameaynnspHbie KpenexxHble yCTPONCTBa

ISO 5837-1—85 WmnnaHtatbl Ana  xupyprun. VIHTpamegynnspHble KpenexHole
cuctembl. Yactb 1 VHTpamefynnapHbie rBo34M C NOMepeyHbIM CeYeHWEM B BUZE K/IEBEPHOro
nncta nnm V-06pasHbiM NomnepeyHbIM ceyeHneM

ISO 5837-2—80 WmnnaHTatbl Ana xupyprun. VIHTpamefynnspHble KpenexHble
cuctembl. Yactb 2. MegynnspHble WTUQTbI

MpumeyaHne — B Hactoswee Bpema 1SO 5837-1 n ISO 5837-2 nepecmarpusaroTcs
(nco/Pn 15142).

N.1.4 VimnnaHTaTbl 4N8 GUKcaLMN KOHLOB BefpeHHbIX KOCTei

ISO 8615—91 HeakTuBHbIE XPYPrMYeCKe UMNAaHTaTbl. YCTPOCTBA, UCMONb3YEMbIe
4ns ukcaumm befpeHHbIX KOCTEN B3pPOC/bIX NauMeHTOB. TexHUUYeckue TpeboBaHus

A.15 CkeneTHble WTUHTbI U CANLbI

ISO 5838-1—95 VmnnaHTaTbl AN Xupypruv. Cnvubl U WTUGTLI 418 CKENeTHOro
BbITSKeHMA. YacTb |. Martepuan n mexaHu4yeckune Tpe6oBaHuA

ISO 5838-2—91 WmMnnaHTaTthl 419 XMpypruu. Cnuubl M WTAQTLI 419 CKENEeTHOro
BbITSKEHUA. YacTb 2. 'Bo3au LU TeliHMaHa. Pasmepb!

ISO 5838-3—93 VIMnnaHTaThbl AA8 Xupypruu. Cnuubl M WTUQTLI 418 CKENeTHOro
BbITSXKeHUA. YacTb 3. Cnuubl KupluHepa. Pasmepbl

A.1.6 Ckob6bl

ISO 8827—88 WmnnaHTatel Ans  xupyprun. OpToneguyeckne  CKobbl €
napannesnbHbIMY HoXKamn. Obuine TpeboBaHMSA

A.1.7 Markve npoBONIOKM [ANfA cepknsxa (CKpPensieHUs KOCTHbIX OT/IOMKOB) U
APYTUX BUAOB PuKcaynu

ISO 10334—94 ImnnaHTaTtbl ANA XUpyprun. Markas npoBo/ioKa 413 Hal0XeHUs LLBOB
W ApYyroro npuMeHeHus

AJ1.8 YcTpoiicTBa Ans BHELWHEN (uKcaymm KocTen

MpumMmeuyaHune — B HacTosLLee BpeMs MEXAyHApOAHbIX CTaHAAPTOB MO AaHHOW TeMaTuke
HET. HO MPey/IoXeHNA Mo pa3paboTKe TaKoro CTaHaapTa VMEoTCA.

A.19 YcTpolicTBa 4N8 PUKcaLmym NO3BOHOUYHMKA

MpumMmeyaHne — B HacTosilee BpeMs MO JaHHOW reme pa3pabaTbiBalOT HECKO/bKO

craHgapTos 1SO.
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A.2 WHCTPYMEHTbI ANA OCTEOCMHTE3A

A2.1 WVHCTpYMeHTbI A1 06ecnevyeHuns coefuHeHuns

ISO 8319-1—96 NHCTpyMeHTbI Ansd optoneann. CoeguHUTeNbHbIE 3N1eMeHTbl. YacTb 1
Knoun AN BUHTOB C LLECTUTPAHHOW FOMIOBKONA

ISO 8319-2—86 VIHCTpymeHTbI Ana optoneann. CoefMHUTENbHbIE 3/IeMeHTbl. YacTb 2.
OTBepPTKM 0ObIKHOBEHHbIE, KPECTOOOpa3Hble 1 KPecTo06pasHble C U3MEHEHHBLIM Npoguiem

A.2.2 CBepna H MeETYUKM

ISO 9714-1—91 Opronefnyeckue CBepaU/bHbIE MHCTPYMEHTLI. YacTb 1 BypunbHble

cBepna, METYMKN, 3eHKOBOYHbIE queBbI
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MPUNTOXEHWME B

(cnpaBo4HOE)

CTtaHgapTbl 1SO Ha MaTepuanbl 41s 0CTEOCUHTE3a, MPUr0AHOCTb KOTOPbIX

noATBEPXX/AeHa KIMHUYECKOW NPaKTUKOi

ISO 5832-1—97 WmnnaHTtatbl ans xumpyprui. MeTtannuyeckue matepuansl. Yacte 1
Crasib HepxkasetroLwas fgeopmmpyemas

ISO 5832-2—93 MmnnaHTatbl 4na xupyprun. MeTtannnyeckue martepuansl. Yactb 2.
HenervpoBaHHbIli TUTaH

ISO 5832-3—96 VimnnaHTatbl Ana Xupyprun. MeTannnuveckme matepuanbl. Yactb 3.
[JedopMumpyemblil TUTaHOBLIA CNas, NerMpoBaHHbIN antoMuHnem (6 %) 1 BaHaamem (4 %)

ISO 5832-4—96 VmnnaHTatbl Ans xupyprun. MeTtannnuyeckue matepuansl. Yactb 4.
JInTeliHbI KOGaNbTOBbIVA CMaB, NErMPOBaHHbIA XPOMOM M MONNGAEHOM

ISO 5832-5—93 MmnnaHTatbl 4na xvpyprun. Metannnuyeckne matepuansl. Yactb 5.
[JethopmuypyeMblii K06aNbTOBbIV CNNaB, NErMPOBaHHbI XPOMOM, BOMb(PaMOM U HUKENeM

ISO 5832-6—97 WmnnaHTatbl Ana xvpyprun. MeTtannnyeckue martepuansl. Yactb 6.
Jethopmupyemblii K06anbTOBbIV CNNaB, NErMPOBaHHbI HUKENEM, XPOMOM ¥ MONNGAEHOM

ISO 5832-7—94 NmnnaHTatbl Ana Xupyprun. MeTannnuveckme matepuanbl. Yactb 7.
Jedopmumpyemblii  X010AHOWOPMOBaHHbIA  KOOanbTOBbLIA  CMaB, /IErMPOBaHHbLIA  XPOMOM,
HUKeneM, MONNBAEHOM U XXefle3oM

ISO 5832-8—97 VmnnaHTatbl ana xupyprun. MeTtannnueckue matepuansl. YacTb 8.
LedopmMmpyemblii  KO6anbTOBbIV CniaB, NErMPOBaHHbIA  HUKENEM, XPOMOM, MOSIMBAEHOM,
BO/Ib()PaMOM W XKeNe3oMm

ISO 5832-9—92 WmnnaHTatbl gna xupypruu. MeTannmyeckue marepuansl. Yactb 9.
[Jedopmupyemas HepxasetoLas cTanb C BbICOKUM COfepXaHuem asoTa

ISO 5832-11—94 UmnnaHTaThl Ans Xupyprun. MeTannnyeckue martepuanbl. Yactb 11.
[JedopMumpyemblil TUTaHOBLIA CNas, NerMpoBaHHbIN antoMuHueM (6 %) n Huobuem (7 %)

ISO 5832-12—96 VimnnaHTatbl Ana xvpyprun. Metannuyeckue matepuansl. Yacts 12,
[Jedopmmpyemblii K06anbTOBbIV CMIaB, NErMPOBaHHbIA XPOMOM W MOMGAEHOM

ISO 5833—92 VimnnaHTaTbl ANS XMPYPrun. AKpUILeMeHTbl

ISO 5834-1—98 WmnnaHTaTel Ana  xupyprun. [loNnsTUNeH C  YAbTPaBbICOKUM

MONeKyNApHbIM BecoM. YacTb |. MopowkoobpasHas popma

10
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MpumeyaHne — B Hactodwee Bpema ISO 5834-1 nepeemartpuBaerca, Tak >ke Kak U
COOTBETCTBYHOLMIA CTaHAapT ASTM F 648-84.

ISO 5834-2—98 WwmnnaHTaTel gna  xupyprun. T[1oAnaTUAEH C  YNbTPaBbICOKUM
MOJIEKYNIAPHLIM BeCOM. YacTb 2. dopMOBaHHbIe U3fenus

MprvmMmeyaHue — B paBHOW CTEMeHM MOTYT MPUMEHSITbCS aHATOMMUHbIE HALWOHATbHBIE
CTaHAApTbI.
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NMPUTOXEHUME B

(cnpaBo4HOE)

CTaHAapTbl, OTHOCALLMECS K UCMbITaHWSM U OLEHKe KOHCTPYKLUN

ISO 6475—89 WmnnaHTaTbl AN Xvmpyprum. MeTanmyeckme BUHTbI AN KOCTei ¢
acMMMETPUYHON  pe3bboii 1 Chepuyeckoid  OMOPHOM  MOBEPXHOCTHIO.  MexaHuyeckue
Tpe6oBaHUA 1 MeTOAbI UCMbITAHWNIA

ISO 9585—90 MimnnaHTaThl AN8 XUpyprun. MeTofbl UCMbITAHUA NNACTUH AN KOCTel
Ha NPOYHOCTb U CONPOTUBNEHNE U3TNBY

ISO 9584—93 WwmnnaHTaTbl AN Xupypruv. Hepaspylwalowmin - KOHTPOSb.
PeHTreHorpaguyeckoe nccnefoBaHue MUTbIX METANIMYECKUX UMNNAHTATOB AN XUPYPrun

ISO 9583—93 WmnpaHTaThl Ans  XWpyprun. HepaspyLllawowmii- KOHTPO/b.

WccnegoBaHue METAIIMUYECKUX XUPYPTUUYECKUX WMMIAHTATOB C MOMOLLbIO MPOHMKatoLLeld

XNAKOCTU
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MpunoxeHne 4.A
(cnpaBoyvHoE)

CBefieHNM 0 COOTBETCTBUM MEXTOCYapCTBEHHbIX CTaHAApTOB

CCbIZIOYHBIM MEXAYHAPOAHbLIM CTaHgapTam

Ta6nuya A.A.1

O603Ha4yeHne 1 HaumeHoBaHne CTeneHb O603HayYeHNe N HaMMeHOBaHMWe
MeXAyHapoaHoro cTaHaapTa COOTBETCTBUSA MEeXrocyAapCTBEHHOr0 cTaH4apTa
ISO 14630:1997 *

HeaKTUBHbIE XVpPYpPruyeckne
nmnnaHTatbl. O6ume

TeXHU4Yeckne TpeboBaHMsA

* COOTBETCTBYHOLMIA MEXTOCYAaPCTBEHHbI CTaHAApPT OTCYTCTBYET. [0 €ro yTBepXAeHNUS
PEKOMEHAYETCS MCMOMb30BaTh MEPEBOf, Ha PYCCKWIA S3blK  [JaHHOTO  MEX/AYyHapoaHOro
cTaHgapTa. [lepeBof [aHHOIO MEXAYHAapOAHOro cTaHfapTa Haxogutes B ®defepasbHOM
MH(OPMaLMOHHOM (hOHAE TEXHUYECKUX periaMeHToB U CTaH4apToB.
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