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[Npeascaopns

1 PARPAROTAH BeepoccHiicEHM HaywHO-HCCIETOBITENECKHM M HCILTATEMBHBIM HHCTHTYTOM
senmrrmekod Texurer (BHHHEMT)

BHECEH TexnwucckuM koMHTeToM no cranfaprisammn TK 11 «Meauuoumerwe npubopil o
ANNAPATE »

2 [IPMHAT W BBENEH B JJEMCTBHE Mocranonnennen Foccranmapra Pocoin ot 29 nexabps
1999 r. Ne B50-c7

3 HacTosmmii cTangapT npelcTapnger coboll ayTeHTHUHEIH TeKCT MeXayHaponHoro cTansapra HCO
14630—97 «HeakTHBHER XHpypruvdeckine HvnarTatsl. Ofwme Tpeborarngs

4 BREENEH BIEPBRE

i MMEKE Hagarenwerso craggapros, 2000

HocTosumii cTaHiapT He MomeT GuiTh NOMHOCTER WIH YacTHYHO BOCTIPOMIBCNCH, THPAMHPOBAH
PACTIPOCTPAHEH B KavecTse oy HIMANEHOTO Winanwus Gen paspemenus loccrannapra Pocciu
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Baenenue

HacToAnii CTAHOAPT SANNCTCH NPAMBIM NPHMEHENHEM MEXyHapoaHoro cradmapra HOO 1463097
sHeakTHBHBIE XMPYPrHYECKHe MMILTaHTaTH, O6uwme TpebosaHuss, MogroTomnerHoro Esponefickum xo-
MuTeTOM Mo cTannapTHIanuy (CEH) cobuectio ¢ Texuuueckim xomuTerord OO 150 sHmsmmanrars pia
XHPYPIHMe B COOTEETCTEHH C COTAAIICHHCM MO TEXHWMECKOMY coTpymamuectsy mexay HCO w CEH
{ Bevckoe Cornamesme ),

Craugapr EH MCO 14630—98 paspaforan Texuwaeckmm xomurerom CEH/TK 285 «Heakrusbie
AMPYPrHYECKHe WMIUTAHTATE (CEKPETAPHAT KOTOporo (yHKUMoHUpYeT npr HunepiaHickoM HHCTHTYTE
cTAHAApTHIAUMK) B cotpyoHmuectse ¢ Texuideckrm komurerom HCO TE 150 eHwminanrarn ans
KHpPYPrHHE.

Esponeiickuil crasnapT paspaboran me nopyuenuio, gaHHoMy CEH Epponefickol xoMuccued
Epponeficko#t accoumaimed csobonmofi Toprosnn (EACT), M noATRepkmieT OCHOBHHE TpebOBAHMA
Auperthe EC.

Esporefickue CTaHOAPTHL, ONPEeNsiouie TpeOORIHHA K HEAKTHBHBIM XUDYPTHHECKHM HMNAAHTA-
TAM, MOIPaIfeAaoT Ha TPH YPORHS (MepBelil yDOBeHD AEISETCH HAWBHCIIHM):

nepBbi — oblme TPefoRaHHA K HEAKTHBHBIM XHPYPIHYECKHM HMILTAHTATAM;

BTOPOH — YacTHee TPeOOBAHHA K TPYINAM HEaKTHBHEIX XHPYPTHYCCKHX HMILIAHTATOR,

1Tn=_'m¥{ — CMeHATRH G Tpl:EﬂHHHI—HI B OTIENBHEIM THITAM HCAKTHBEHLIX XWPYVPTHYICCKHX HMITTAHTH-
TOR,

HacTodlliMi cTAHIAPT ARMAETCH CTAHOAPTOM NEPROTO VPOBHH M COLCPHMT TpeBOBIHHA KO BCEM
HEAKTHBHBM XHPYPrHYECKHM HMILIAHTATAM. B HEM TLi0Ke JaHEl CCLUIKH HA AOMOIHWTEALHEE TPeDoBaHM,
COMEpEANHECA B CTAHOEPTAX BTOPOTO W TRETLETO YPORHEH.

CTaHIAPTE BTOPOID YPOBHA NMPHMEHAKTCH K G0Nt OrpAHHYEHHEIM MPYIIaM HIH THIAM MMILTAHTA-
TOB, HANPHMEP, K YoTpoAcToaM, NpeqHasHEMeHHBMM LA OCTEOCHHTEA, COpOEIHO-COCYIMETOR XHPYRIHH
WK FHAONPOTEIMPOBAHMEY CYCTABDE.

CrammapTE TPETHErD YPOBHS NPHMEHAKTCA K CHSUMATBHEIM THOAM HMIJAHTATOE, HANPHMEP, K
NpOTE3aM TA30GEIPEHEBIX CYCTAROE HIH MPOTE3AM MOMOMHON Measin.

OIHAKOMIEHHE CO BCEMM TPEDOBAHMAMY CACIYET HAYWHATEL ¢ MOCAETHErO B KAKAOM KOHKPETHOM
CY4EE YPOEHA.

B npunoweMus A mepedHcneHsl eaponefickne crannaprei EH, neficThyiouine B HACTOALISE BpeMA
o HANOAKIIMECH B CTATMM pRipadoTKH.

Mpumeyanune— [lepetncheniiie B OPUACKESHHK A ¢BponeAckHe CTAHIAPTE He BO BOSX CIyANX
NPHHATH B KAMECTRE MCAIYHAPOMITHN CTAHIAPTOB (CM. TAKKS NpHMEUANHEe, NpHBSICHHOE HiGse, M paiten 1),

HacTosmmit cTasIapT YCTAHARTHEACT NOPALOK COBMONEHHA COOTBETCTBYIOWMY OCHOBHEX Tpebona-
HMIT, KaK OHM WuloxeHsl B oDwem siae B Mpanowenun 1 Qupextuss Cosera 93/42 EEC ot 14 suroHs
1993 1., KAcAKUIMXCH MEIHLMHCKHX YoTpofcTs B ToH Mepe, B Kakofi oMM OTHOCATCA K HEAKTHBHAIM
KHPYPIHUECKHM MMLIaHTaTaM. B HeM Tiakwe HALUIA OTPAXEHNE OCHOBHBIC NPHHUKITH TexHH4eckoro
oraera HOO 14283, TaK KK OHE IMPHMCHAKTCH K HEAKTHDHEM XHDYPrHYCCKHM WMILTAHTATAM.

TLns TakKy WAIENHIH MOTYT MPHMEHATECA YACTHLE H CHeUHANLHEIE TReGOBAHKA. ITH TOTOAHHTEIBHEE
TpefoBanks HOpMHPOBAHE B CTAHIAPTAX BTOPOTO M TPETRETD YPOBHA HAH MY HacTAX.

MpuwMedanue— CIPYKTYPa HACTONMIENO CTAHARDTA H HMEIOLUMECS B HEM HOPMETHEHLE CCLUIKH BasHpy-
WITCS HA WCMONh30EAHHN CTAHAAPTA B cooTRereTRAM ¢ JMpesminol Cosera 93742 EEC.

Kpome cBponefickMx CTAHIAPTOB, MCPCTMCACHHLIX B pasgens sHopMaTHBHble COBUIKH», HMEWOTCH
MERLYHAPOIMHBIE CTAHAAPTH (CM. TAKKE pasIen 2 M NPHMEIaHHE, NPHBSASHHOS BBILLE).

MoneaopaTenasM MERIVHAPOIHEN CTAHIAPTOR CRCOYET 3HATE, 4TO OHH HE BOUTOA COOTBETCTEYHOT
ocHoBHEIM TpeBosauuam Qupextuan Corera 93/42 EEC win vHBM HOPMATHBHEIM TPeDOBAHMAM SPYTHY
CTPAH ¥ PEIHOHOE.
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TOCYJAPCTBEHHBH CTAHIAPT POCCHHCKOH ®EJEPALIHH

HEAKTHBHBIE XHFYPITHYECKHE HMILIAHTATERI

Obmme TexawIecEne TpeioramMa

Mon-active surgical implants,
Crenerzl technieal requircments

Jlara erepenwa 2000 —01—01

1 ObaacTs pacnpocTpaHeHHs

Hacroswui crangapT yeTaHapmisset ofime 1peboBaHiA K HCARKTHEHEM XUPYDIHICCKNM HMILTEH-
TataM, TPEOOBAHHS K MOKRZITEMAM HAsHAYSHHA, oCofeHMHOCTAM KOHCTPYVELIMH, MATepHLTaM, OLEHKE
KOHCTPVEIIHHE, TPOUECCY HITOTORTEHMA, CTePHIHIAIMNH, VIAKOEKe, HCTHTAHEAM W WH(OpMATTHE, MOCTaR-
nacMol paroToeErTencd, Hoensransms, neobxoammbic 108 BMABTCHHA COOTRCTCTEMS TPeDOBAHMAM HACTO-
HIOETD CTEHAAPTE, PACCMATPHBAKTCH B cTAHOAPTAR APYTHX VPoBHed,

Cradgapr He paclpocTPAHAETCA HA CTOMATONOTHYECKHE MMTIANTATE W BOCCTAHOBHTEMBHEIE MaTo-
PHATEL, TPAHCIHAOQOHTHYSCKHE M TPUHCPAIHKYTAPHEE WMIUIAHTATE M EHYTPHIAIHbE (KOHTAKTHLIE)
JIHHIE,

TpefopaHHA HACTOMINETD CTAHIAPTA SRMAKTCA PEKOMCHIVEMEIMIM.

HacTosuoit craHaapT BIKMacT B osOR KAk JATHPOBAHHEE, THK 0 HEAATHPOBAHHER CCLUTKH, B THEMS
HALTEHEHHA HI APYTHY HCTOYHHKOR. 2TH HOPMATHRHLIE CCRUTKH NMPHBSISHE B COOTRETCTEYININE MecTaX
TEECTA, 4 B DANEHSHmeN YIIOMHHAKITCH KAk MyOIHKALEY.

Yro KacASTCH OATHPOBAHHEIK CCHUTOK, TO NOCTCOYHMIHG DOTOMHEHHA MAH HIMCHOHHH, BHCCCHHBIC
B oTH NYDMHMEALMM, NpUMeHAKTCH K JAHHOMY CTAHNAPTY TONkKO ec/id OHE BReReHS! B Hero B gopMe
AOTONHEHHA HIH HaMeHeHuA. TTpHMEHHTENLHO K HEIATHPOBAHHEIM CCBUTKAM OpHCHTHPOBATRCA CRSOVET
Ha NMochennes A3TanHe JadHoi myinuKaipy,

2 HopMarTeBHLlé CCBLUTEH

B HacTodmies cTaHIapTe HCTOTLIOBAHE CCLUTKH HA ClETVIONIHS CTAHRADPTEL:

IoCT P HCO 10993,1—99 Hagemia sexmumHekne. OLEHKA DHOMOTHYICCKOTO JCHCTENA MOIHMIIHH -
ckpx waneitui, Yacte 1. Ouenka ¥ MConemoBEHMi

EH 540—93* BEaunHYcckHe HocledoBHHA MCIHIMHCKHE YeTpoficTe, NpefHATHAMEHHEK IN8 opra-
HMIMA Ye0BeKa

EH 550—94* Creprumzaiing MedHUMHCKHX yorposicrs, [lonTeecpsicHue B ToKylWES OpoBspka
TA30BoM CTCPMAHIANHE OKHCREY STHICHA

EH 552-94* CTepriHsalifA MeIHUHACKHR yeTpoiicTs, [looTeepacHHe H TeKYIIAA Npopepka cTepH-
M3l ofuryeHeM

EH 3554—94* CropumMianMs MeIHUMHCKRE yorpoiicTs, [lonTeepsncHMe ® TOKYIAS NpOBCpPEKA
CTEPHNHZAIMYE BTAKHEIM TCTLIOM

EH 556—%4* CrepanysaliHg MenHUHHCKHY YeTpoHeTe, TpeGopadna K MelHuuicKiy yerpolicTiam
€ ITHESTKON scTepiLHO

EH 868-1—97* VnaxoroyHble MaTepHatsl A0y Creplamsauny Hagenull p obeprre. Jacrs 1. OfGmme
TpeBoRIHHA W TPeGoBAHHA N0 OUEHKE COOTRETCTREHA YTIAKORKH I7A Hitenuil, Mpomeumy oo EaTe LIy
CTEPHIHIATIHD

EH 980* TepMpnonorssa, cHMBOIS H HHOOPMAIHA, MOCTIETACMAR C MCIHITHHCKHMH YCTPOHCTEAMH.
[padirrieciiie CHMBOIE, MCOOIBIVEMEIE HA ITHKETEAY MEOWIIMHCKHY WIlamui

* Mexmyrapomrse cranmapTa — o BHMMHWEH lMocoratmapra Poccwit.
Hanamwe ofwmpansnoe

E u 5 '|' FOCT P UICO 14630-99, HeakTuBHblE XMpYypruyeckme uMmnnaHtatbl. Obwume TexHuyeckme TpeboBaHus
IR Non-active surgical implants. General technical requirements


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14630-99
http://gostexpert.ru/gost/gost-14630-99

NOCT P HCO 14630—99

Npogxr EH 1041 —98% Tepaemonorid, cHMeofbl § HROODMALMA, NOCTARNASMANR ¢ MELHLHHEKHMH
Hinenwan. HudopMalisa, NocTaRBcMas KIToToERTe e M
Mpoexr EH 1441 —5%7* MeawuvHexkwe wagenms, AHAUTHI pAcka

Mprsmevaunus

1 C HEROTOPEDMH HI TEPETHIICHHEDX Sapomefickin CTAHMADTON COUTHOCHTCH AHANOIHIHES HIH TeXHHIeCKH
CRMIAHHEID © HAMH MEXIYHAPOMHEE CTRHIAPTEL (Ipuacoesase A),

2 B mpenockciHE A TPEREICHR COREUTKH HA CTANTAPTH PALTHYHEY VPORHENE W UpYIHe eaponeHekme CTAHMETH,
A TAKME Ha mﬂmphmmnr—n-u:u: COBUIKH B TEKCTS CTAHGADTA.

3 Onpeneneunn

B nacTosnues cTAHADTS NPHMEHIIOT CACIVIOUIHE TOPMHHLI ¢ COOTRETCTEYIOIIHME ONPaIcTIcHHAMH:

3.1 EeaETHEEEE XHPYPrHdeckmil pMiiaaTar: Hunnanmipyesos yeTpoAcTio 683 aKTHREHOIMD NPHBEIE-
HHA ero B ASHCTEME,

3.2 wmmuanrTHpyesoe YorpoiicTeo: ¥oTpoiicTBo, NpedHAIHAYSHHOS AN MOIHOM BEXMIUISHAA B OpTa-
HHIM FefoBckld WM FMOHL NOBSPXHOCTH STHTE/IMA HAH NOBSPXHOCTH Tiada ITeM SHPYPTHISCKOTD
BMEINATENLCTEL, NOCNE SABCPIICHHN KOTOPOr0 BAXHBNACSMOS YeTPOHCTEO OCTasTCd B MECTE @no HMILNAHTA-
uHH. K HMITaHTHPYeMEIM YCTROMCTRAM OTHOCHT TakNE Molke MeqHIHHCKHE YCTPOHCTEL, MPeIHATHACH -
HBIG AMA YAacTHYHOND BRCIEHHA B OpPraHHIM YelODeka B TIPOUScee XHPYPIHYCCKOID BMeilaTelboTha M
HANOREIEHHA B OPTAHHIME TIOCAE FARCDIICHHA OnepauHy He Meree 30 gHed.

1.3 AKTHBHOE METRIHECEGE YCTPoRcTey: MedHlHMHcKoe YCTpoficTRo, KOTOPoS PAboTaeT oT HeToUHHES
ANCKTPHHMCCKON MAH APYTol SHEpTHH, KPpoMe MeHePHPYEMOH HEMOCPencTECHHO OPraH HIMoM TeNoBeKa WITH
CHEOH TRESCTH, W DeiCTBYET B PEIWIRTATe NpeobpajoBaHmMA 3ToM 3HepriM. MelnuwHckHe yCTpoicTEa,
NpeiMaTHAYSHHER 108 DePefadH $HOPMHH, BEUSCTR WM HHEIX YACTHL OT akTHBHOMY MeOMLUHHCKOTD
YCTPOHCTEE K [EuMeHTY 003 BHECCHHA CKOTRKO-HHOYAL CYIIECTEEHHOTD HIMCHCHHA, HO CUHTAKNTCH
AKTHBHBIMH MeAHLUKHCKMMH YeTpolcThaMu.

3.4 DeagmaceecTs: ONMTCYTCTEHE PHCEA HAHECCHMA yiuspOa.

1.5 COCTOAHHE TOTOBROCTH K HMIAAHTAMMM: CocTOAHHE TOTODHOCTH HMIUIAHTSTA NNMA BXHBISHHA B
OpraHHIM “IeNoBeKa,

1.6 yreuxa: HenpepyomoTpsHHOS ToNadaHAe FMIKOCTH (B ToM wheiae M gmanonordqeckoll) b
HMMIMARTAT MM BEINOT BATKOCTH B3 HMIUIEHTATE B peaynbrate dedekra B eTpYKTYpe CTEHIH KoRTelHepa,

1.7 pmoxpermae; Cood MATEDPHATE, HCHOARIYeMBEIER W00 TOVHCR WIH YacTHIHONW SalipiTL WMILIAHTATA.

4 ToxaszaTenM HAIHAYEHHA

B mokyseHTAUMH Ha HIGeAMe JOMEHE OMTH TpHBEIeHM CRSOyiOLMe NOKATOAH HaaHadeHHA
HMILTAHTATA:

- (PYHKIHOHATEHBIE XaPAKTCPHCTHEN,

- THIIORODE NPAMEHCHHE;

- VCAOBHA SECILTVATIUNN © YAensHHeM ocoboTo BHHMANMSA BOTIPOCAM BE30MACHOCTH.

MpwweyaHde — HeofxommMn NPHHAMATE RO BHHMAHEE OITyGIHKONAHHES CTRHIAPTL, HEVEHYHD THTE-
[ATYPY M THTCPETYDY M0 )KIMHHYeCKol NPaNTHKE, & TAKKS YTECHHISHI (B PeIyMBTETH WCITETaFHIT,

5 OcobeHHOCTH KOHCTPYKUHA

[Mpu paspaforxe WMILTAATATOR ORI OLTh WITEHL clenyioime duaemoph:

a) MaTepHIL M HX GHOCOBMECTHMOCTE (pasien b);

b} @RIMMECKRS, MEXAHMUECKHME M XHMMUCCKMC CBOHCTEA MATePHANOR, REINOYAS HY TIPOTHOCTE M
LONTORSMHOCTE (pasnentl 6, T

C) XapaKTEpHCTHIH HINOCA MATSpHANOR H BIHAHHE HIHOCA H eF0 MPOAYETOR HA HMIMaHTAT H
CPTAHHIM FENOBeKa;

d) BIRAHNC TEXHODOMHYECKHY TIPOUeccol (BIOYEN CTEPRIHIAITHIG} HA ¥pakTepHeTHI MATEPHANOR
W SKCTUIYATAIMOHHRS choicTha (painens 6—9);

* Meagyuapompse crasapr Haxonsres Be BHHHMHMEH Docoresmapra Pocom.
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61 €) BaauMOoneHcTRRE MATEPHANOR HMILIAHTATA ¢ APYTHMH MATEPHANAME H BCIIECTEAMM (PasncTu
K

f) pacnpocTpaHeHn: ¥ BETHARKE YTedkH W/ addubyaue BEIeCcTR, HENONLIYEMELX [UTH 3AT0MHEH HA
HMTLaHTATOR (paspets 6, 7);

g) CoSmHHEHWA H WK Bo3dcHCTEHE HA HOPpMATHBHEIC XApaKTepHCTHER (paznen 7);

h) EoOHTARKTHRYIOUME TOBEPXHOCTH MeRIY HMANAHTATOM M GHONOrHYecKHMH TEAHAMK, ocoDeHHO
HA YHACTEAX KPETUeHHE B COSIHHEHHH, COCTOSHHEE NOBEPXHOCTH (pasnet 7),

i) dopMa ¥ pasMophl HMILIAHTATA C VYCTOM MX BOIMOMHOMD BAMAHMA HA TEAHM M XHIKOCTH
opraniasa (pasgen T);

i} GHOCORMECTHMOCTE HMITIAHTATA B cOCTOANHH HMILTAHTALNA (pazneis 6, 75

k} duIreckHe H XHMEYECKHe BOIIEHCTEHA OPTANHMIMA ¥ BHEIIHHX OKPYRAOUMAX akTopoR Ha
HMMILTRHTAT (pa3zoen 7);

[} EnMAHME paTHALME (MITYVHCHHE) B MATHHTHBIX NOAcH HA WMIUIEHTAT W HX NOCTSIVIOTIHE
BOANCHCTHMN HA OpraHuasM ycnopeka (6.1, pasgen 7);

m) CcNocoDHOCTS MMIIIAHTRTE K EXHRICHWKY, YIATEHHID H 3MCIISHHID Nocas WMmiasTamus (pasoen 7);

i} YpoRHH MHKpoOHOMOMHIECKOTD JArpAiHeH il H JarpanHeHHa MaKpoOYacTHIaMHe (paigents E—107;

0) MPHrOOHOCTE B FheKTHBHOCTE ynakokex™ (painen 107,

OcoleHHOCTH KOHCTPYKIHMY HMIIAHTATE JO/DEHB ObITh OTPAXCHE B gorkysmeHTanme. Foam xapasre-
PHCTHEM, CONepH@EINMECS B NepetiicieHHEY YVHKTAY, He NpUMeHaiicE, NPHYHHA 3T0M0 JOIMHE OLITL
OO0CHOBAHA W OTPIEENHA B DOKVMEHTAX,

6 Marepraim

Marepuansl Q18 MITOTORACHWA HMIVMHTATOR BOMPAOT © yeeToM YHKIMOHATEHOIO HATHETCHHA
HMINAHTATE, BIMAHMA TCXHONOPHHMSCKHE npoucccol, cnocobor ofpaleHHE © HMIUTAHTATAMH, THOA
CTEPITHIALIN B yenoBs# xpadesya. Mo GLITE paccMOoTpeH il BOGMORE LY EIAMMOTeiCTIH MMILTAH -
TATA © MUELIMY TEAHAME M SIKOCTHMH, APYTHMEA MATSPHATAME, IPYIHME UMOTAHTATAMH, BOILCCTEAMM,
rRsaMM, RUIVIEHHAMA W SNeKTPOMATHHTHEIME TIOnAMK (pasaen 7).

Ecny coctapHol 9acThiy HMITAHTATA AWIACTCA NEKAPCTREHHOD CPeACTRG, NOTNEHG GhITh MIBCICHO
Bl COOTBETCTEHS TpeboBaHHAM, MpefbAlnderblM K dapuatenTiyeckoll npomykisH. Hanmadrar e
MOTHCH OKAIEIBATE BOSICHCTEHA HA XADAKTCDMCTHEH JCKAPCTBCHHOTD CPOACTRA, HCNOWILIYEMOND B KoMOu-
HALMM ¢ HIM, B Ha000poT (oM. npHMoHanne 1),

Matepuans, HCOOMEIYCMES LA HMIUIAHTATOR M HX IIOKPRITHE, BKTHOMEE GHOMOTHNCCKHC MATCPHATE,
MU MCHHBIE METOA0M MeHHOH HHMEEHEPHY, B COCTORHMHE HMITIAHTALMM S0TKHR ObiTh B OOCTETOMHON CTENeHH
CORMECTHMEL YPOBSHE CORMECTHMOCTH NPOOYETOR BOIMOMHOMO HIHOCE M pachala JofeeH 0Tk Takke
mpHeseMin, TlpHerestOCTL MATEPHATOE B TOM MIH MHOM KOHEDSTHOM CTy4ae TomaHa GLrfi noorsepemeHa;

a) WIH JOKYMSHTOM COOTBETCTEHA © nonoxedusasdy [OCT P HCO 10993.1;

B} vnn prbopoM MaTopHAnol, KOTOPLC NOKAIATH CHOK MPHMOIHOCTE OPH AHANOMHHHOM HeNobaon-
BAHHH B KIMHHIECKOH NPakKTHES,

MpuMesanur

I s obecmeternnn coorperorws JIupexrnee Cosera 93/42 FEC or 14 srons 1993 rop 9acTH MeTHIHECKX
HAge i BeloraciiocTl, KATECTRO H NPHTOTHOCTE JEKAPCTREHHOMD CRENCTRY. AODEE ORTE NPOBSperEd ¢ YIETOM
HAIHATEHHA HMILTAHTATS (10 SHATOMHH ¢ COOTRSTETEYIOLHMA METOMEME, HOPMRPOBAHHEMYE B Jupecmme 737318 EEC.

2 HewoTopez M3 CTAHOSPTOR BTOPOND YPOBHA BITHITANT NEPSMEN MATCPHATOR, MPHIHLHHETY DOIHEMM (U1
KOHEPCTHELX BREIION lIPi{H:HA‘..H.iLH.

3 MM HTATH, B KOTOPEN HEMOILVENT MAITEPHAE] HHBOTHOM TPOHCKOMEe HHA, lelyveT OleHHIaTL ¢ TOTKH
FPCHAL ONacHOCTEH, BOTHHKRIIME W3-33 BOGMOEHOCTH NEPensay WHMeKInG, b TACTHOCTH qepel HelakTepHankHEe
M HEBMpYCHRE arerrsl. UTAHUADTLL HA MEHIMEHOKES WeUE © HCROAEIBIHHeM TEAHST MHACTHED HAXOAATCR 2
cTA pazpabores {ou. A2).

7 OueHEa KOHCTPYKIHH

7.1 Ofmpe no/uKe M

CIcHKY HMIITAHTATOR NPOoBOLFT A ISMOHCTPAllHH OCTIDKGHHN IPOCcKTHLX NoKasaTenci HasHase-
HHA (paagen 4). B 1oxyMeHTaliiy TomiHa OLTE oTpaseHa CTenaHh cooTBeTCTEHA NPoSKTHRIM XapakTepHe-
THEaM. DesomacHocTs Bom&HA OWTh NoOTRepXOeHa NPSIKIMAMMECKOR H KIMMHYeckoll oueskod,
NpedyCMATPHEARNICH COOTBETCTEVIILSH aHAMMS pHCKA cormacHo npoekty EH 1441

GOST
I

FOCT P UICO 14630-99, HeakTuBHblE XMpypruyeckme uMmnnaHtatbl. Obwume TexHuyeckme TpeboBaHus
Non-active surgical implants. General technical requirements


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14630-99
http://gostexpert.ru/gost/gost-14630-99

POCT P HCO 14630—99

7.2 IlpeasnHAR9ECEAA OIHEHKA

HMIAaHTATH HeobXONHMO NOIBEPTATE MPeABAPHTETLHON KTHANMecKoH (NpelIHHHICCKOH) oLeHKe
CHCOVIOMIMME criocofamMu:

a) cHOPOM M KPHTHIECKHM AHATHIOM COOTEETCTEVIOWICH HayiHOW MHTEPATYPh;

b} aHATH3IOM PeIYANTATOR MCTLITAHHIL

[pemoTHHMIecKHe HCNBITAHKA HMITTAHTATOR AO/DEHE] HMHTHPOBATD YCIORHA TIPOSKTHOTD MPHMEHE-
HHA HMILIaHTaTa B HacTogmes cTaNIapTe NRHBSASHL] CCRUTKH HA METOAB HENBITAH I M cOOTBETCTEYIOUIHE
KPHTEPHH MPREMEH UTH CNSUHATRHBIX THIOE HMILTAHTATOB,

7.3 KAREH9eCERS MICHER

Jna kMRHEEGCKOR OUSHKS HMILTAHTATOR HeoORONHMLE

a) cHOp M KPHTHYSCKME AHANHS COOTBETCTRYIOMEH HAYTHOR ¥ KNMHHMECKOH IHTepaTyphl, & BT TR0
PACCMATPMBASTCH HAIHAYCHHOC NPHMEHEHWS JaHHOMD HMILIAHTAT HIH NOXODHBX MMILIAHTATOR,

b} aHaTHI PEIYALTATOB KIMHHYECKHX HCCNeaoBaHHH.

[ps NPOBEIEHHH KTHHHYEC KHX HECNBI0BAHHE HeoGROIHMO PYKOBOICTROBATECA TPEDOBANHAMH EH 340,
TpetopaHui K KIHHIIECKHM HCCHELOBAHHAM COSUMHTEHEN THIOR HATSIMA BETIOYEHE] B IPYTHE HACTH
HACTORUIETO CTAHIADTA.

& Harorosienme

MMTUIaKTaTEL QoaHE! GLITh HIFOTORIENE! TAKMM 0fpatoM, 9Tobnr Gbum obecneveHEl HOPMHpPOBAH-
HBIE XSpAKTEPUCTHEM KOHCTPYKUMH. DTH TpeGoBaHHA PACCMATPUBAKIT B APYTHX Pa3fenax HACTCAUERD
CTRHARPTL.

Mpusedanne— [omyckacTcd MPHMEHATE ceTeM kavecTsa no EH 46001 i EH 46002 (M)

9 CrepuiH3amss

9.1 Hanenwq, DOCTARNACMEIE CTEPILILHBIMH
HunnanTaTs © srarerroli «Crepuibios JoMEHE cooTeeTcTeopaTh TpeDosanman EH 556.

Mpamesaiue—B EH 556 yposeHs FpanTHi CTEPILHOCTH YOTAHORICH 105,

Tlponece cTEpHTHIALMHE T0MmkCH BWTE 0BOCHOBAH M PEryIIAPHO NPOREPATECH. CTepHIMIALMHT HMIUIAH-
TATOB OECHIOM STHNEHA OOMKHA cooTeercTsoBaTh TpebosadmaM EH 550, creprmisaims oOmyIEHHEM —
TpebosarmaM EH 552, maposan crepunnsauma — no EH 554,

9.2 HimenHA, NOCTABRANEMBE HECTEMLILHALIMH N

JlaA HecTEPHILHLX HMIUIAHTATOR HITOTOBHTENE AODKCH YKA3Th HE MEHSC ONHOrG NOAXONALLIETO
METOIA CTEPHIHIALMM, DHOT METON HC OO/KSH OKAILIEATh BPCIHOID ROANSCTENA Ha (YHKUHOHATEHYED
GeI0MACHOCTE HMIaHTaTa, Fomm MHOTOKpaTHAA CTEPITHIALMA JaMpelleHa, STo AokHAo GLTh YEAIAHO B
HHBOPMALHH, NOCTABNAeMol HaroTonuTeneM (pasgen 11}

9.1 OcTarouEkie BemECTES NOCIE CTENHIMIAINH

Henbrasna Ba NpoBepky OCTATOUHBIX BELIECTE MOCAS CTCPHIHIALHH NpPOBOONT B COOTBITCTEAW ©
rpeGopapnamn NOCT P HOO 10993.1. YpoBHH OCTATOYHER BOUICCTE HE AOGKHL NPEBLILATE YCTAHOE-
JeHHBX B cooTBeTeTByIowmx sacrax TOCT P HCO 10993 (A2).

10 ¥Ymaxoska

10.1 3amura oT DORPERICHERH TPH XPARCHAN H TRARCTIOPTHPOBIEHH

YNaKoBRKa KAKI0r HMILIGHTETA J0iKHa GLITE TakoH, YTobkl B YKAZAHHLIX HITOTOBMTENEM YCIOBHAX
A[AHEHHA, TPAHCTIOPTHPOBAKKHA W 0DpPALLIEHRA ¢ MMILAHTATOM (BETIOTIAA KOHTPOAE 34 TeMIIepaTypil,
ATAAHOCTEIO H ARTEHHEM OKPYRAIOWEH cpeakl, cCii OH BOSMOMCH) 0becIeTHELNACE FAHTA HMIIAHTATA
0T MOBPEXOSHMH M YXYLUWEHHA ero cBoRCTE NPH OTCYTCTEMH BpSIHOM BOAASICTENA HA MMIUTAHTAT.

MpusMesaHUKR

1 B %ofe HCmETaHmM MOEHG HeNoLiosaTs MeToMs, npuesaciime o EH 60068-2-27, EH 60068-2-32 W/fam
EH G00GH-2-4T (A2,

2 Tlepen vem, Kak NPUHATE kakofi-anfo croocol YNAKOBEW, OUSHHBMOT 0 NPHIGIHOCTE [RA AAHHOM
HUSHATEIE € MOMOMED HCIHTOHHA THEOA sollaCHODe HepeMeilcHEdr, HMHTHpYRAISTo Tioxos obpallleiHe ©
YITAKOEROE TPH emyailaom CTOmEHO BeHNK.

4
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10.2 Coxpasesne cyepuibiOcTH IPH XPAHSHHE B TPAHCROPTHPORSHHH

Hunnapmars ¢ sTuketkoii «CTepwibHos noMxHE GHTH VTIAKOBAHE Tak, 9TobH OBSCTIETHTs MX
CTEPHIMHOCTE B HOPMANLHBIX YCNORHAK XPAHeHMA, TRAHCTIOPTHPORANHA ¥ MpH HOPMALLHOM oDpaALIeHHN,
ﬂE.I'II'I TOIBKD YOAKOEKA He MOBPCAICHR WIH BCKPEITA. YNAKOEEA JOMEHA coOTReTCTBORATh fpockry EH
E68-1.

11 HudopMama, NperocTARISEMAN HIFOTOBHTEIEM

11.1 Ofume moaomensa

HudopMaiia, NocTarnaeMan MITOTOBHMTENEM WMILIAHTATA, JO/LKHA COOTBETCTBORATE NMpoekty EH
1041. Henoneavesmels cHMBOME AOICEHE COOTBETCTEORATE EH 980,

Janpeuleare MHOTOKPATHON CTEPHIHIALMH O/DKHO OLITL YEARAHO B HHPOPMALH, NocTARTREMoH
HATOTORHTENEM.

11.2 Orpanwsents 0pH KOMOMEHPOBANNN HMILTANTATOS

Henonssosakue MMMIaHTaTA B COYCTAHHM C APYTHMH HMIVIAHTETAMH WM YoTpoHCTBAMH HNH
OTpUHHYEHHA MCTIONLE0BAHHA TAKHK KOMOHHAIMA JO/CEHE OETE YKARHL HA ITHKSTKS WIH B HHCTPYKIMK
{pyROBOICTES) MO SKCILTYaTallHi.

11.3 Mapenpossa B3 EMILIAHTATAX

Ha nvpnanmatax nomsHa GLITE CIEIVIOLAA MApKHPORKS;

- HaMMeHOBIHHC HIH JAB00CKLS MAPKA HITOTORKTLNA;

- KON NapTHW (HoMep TapTHH) HIH CePHIHHEIN HoMep,

- aCTepHIbHO: — INA WIISTHH, NOCTABASCMEN CTEPMILHEIM {ch. 917,

EcnH MapkupoBKa MOXET NORNHATE Ha MPOCKTHHE JKCITYATALMOHHBIC XAPAKTEPHCTHKH, HIH
HMILTAHTAT CAHIIKOM Mal, HIH ofd QHIecKHe cROHCTIR He NOSBOIsoT PRuld-MMTh MapKHpoRKY,
HeObROIHMAR WHOpMALKA fookHa GMTE NPHBENCHA HA STHESTES WIH JO0DEHB ObiTh NpEOycMOTPEHE
HHLIE CPENCTEA NA8 OTCIERHEAHWA NMPOMCXORISHHA TIPOIYELHH.
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[MPUNOKEHWE A

(ChpapoTHOS)

Tlepesens CTAEIAPTOR {(RERCTEYIMIMX H HAXONSIMHICE B CTAIMH paspaloTes)

EH 12011 HMecrpysermapill LA HEIOIEMBAHKS PR pabore ¢ HeaKTHBHEME XHEVPTHTECKIME HMILIAHTETAMH.
Oaime ToebOBAKHIA

A2 Crapmapred STOPOrD YposRa

Mpoesr EH moox HeakTHBHRG XHPYPrudeckis WMIDTAHTATH, MmMnnarrars, nosropfiomme Qopmy Tems.
YapTHute Tpelonammd (B CTAINE paspaborsd)

Mpoerr EH 12006-1 HeaxruaHeie Xupypraveckie HuimamaTh, YacTHee TpeboBAHNE K CoPIeTHO- COCYTRCTEIM
urruapraTas. Yaers 1. [TpoTesi wiialaHob cepiIila

EH 12006-7 HemimapHbie NApYproqeckie MMITAAHTATH. JacTHuR TpeboBaHA K copacTHO-COTYTHOTHM dMil-
panraraM. Yactk 2. [TpoTeshl cOCYRnR, RKMEMAR KAHANR cepIeTHRN KIAMaHOR

Npoesr BH 12006-3 HeakTHaMae xupyprnteckie IMILTAHTATHL. YacTHue Tpebonams K cepueTHO-COCyIcTM
wniniaeraTas. YacTh 3. CreHTal 218 cooyinon H @uUIbTpRE WIS NOTLX BeH

TMpoexr EH 12010 HeakTHBAWE XHPYPIAMccsus EMITIAHTATEL. HIMIUIAHTETI — JaseHETelH CyCTabos. HacTikse
Tpebonans

EH HCO 14602 {MOCT P HCO 14602)" HeakTHBHBIE XMPYPrIccke HWMILTANTOTEL FlMmmmprare pis
oCTeoCHHTE R, TexiMIeckne TpeboraHHA

ALY Cranpaprul TRCTBETO YPORma

MOpockr EH 12180 Hearrumoue supyprrtecise waiuiadterel. Haomaimarnd, noproprouse Qopuy Tela.
CreuHaThHERE TpehoRaHMa K IPOTessM MOTOTHOH Kereisl

TNpockr EH 12563 HeakTHRAHC XHPYRrHtcekne MMITAITATH. JaMerumeny cyomuaos. ClslmansHee Tpefona-

IR K [IpOTeIaM Tas0feOpoHHEIX CYCTHBOR

lMpocxr EH 12564 HeakTHBHEES XUDYDrutecsis HMIDIANTATE, JaMCHETENN CYCTAROR, CreimansHee Tpeboim-
HHH B MPOTEIEM KLTSHHERX CYCTABON

Al EspoiwiicEMe CTRERAPTS, BA KOTOPLI AR CCRUTEN B HACTOAINEM CTAHAAPTC

EH HCO 10993-7 (TOCT P HCO 10993.7)* Mancann memapmoxme. OueHka GHoforiticckors BeHiTBHA
METHIMECKRX wanesiit. Yacts 7. OCTOTOTHOS CONSPMAHNE OKUCH STHARHA Nocie crepmmaiy (HCO 10993-7—95)

EH 46001 Crerestd xauecrsa. Hagenun vemamauckwe. Crieimansise Tpebonasmn no npumeschigo EH 9001

EH 46002 CucTeMis katectsa, Mageni MemmHekne. CricumarkHue tpeboBarmHa mo mprsereineo EH S002

EH 60063-7—37 Memdramsa s posgeficTsme prermmmy daxropoh, Yacrs 2. Menemarme. Joimrranme Ea u
PYKOBOICTED. ¥pap

EH 60068-2—32 Hermrranms ra poyiefcrsde weemHug daxropos. Yacm 2. Hermbmanmn, Momamaiee Bd
CroGonHoe najsHie

EH 60068-2—47 Monsrrasus Ha boanedcTane BHeimHMx daxropos, KpeluteHHs aicMcHTOR, airapaTyphl H
ADYTHX MM IUiH HHAMIECKIX HeTTRITasmi, mokas yiap (Ea), tpscky (Eb), safpasto (Fe, Fd), nemcimne
yoxopeiie ((a), & TARDEE PYKOBOICTEO

Mpoeier EH 12442-1 TraMy 3MBEOTHEX 0 A NPOMIAGEHEN, HCOOTRIYSMBIC ITPH MITOTORISEFH MeTRITHHCKIX
verpoiicrs. Tacts 1. AHATHI B YITPERICHHE PHOKOM

Mpoekr BH 12442-2 TroHM #HBOTHEX H MK (POHIR0IHEE, HCNOTBYYEMbBR TPH HITOTORISHIE MEIHIHIE KR
yerpodicrs. Yaers 2. [owck, nposepsa, cbop ¥ ciocoSel odpanieiis

Mpoexr EH 12442-3 Traum #HBOTIER H HX MPORIR0IHEES, HCOWEWEMBME MPH A3MOTORISHEE MelHITHRCKHT
yerpoficts, Hocre 3. Howmomerme u/unm gesakTHBALEA BHPYCOR W APYTHX HOCHTeRCH HHQerIHA. OnpeieieHie
HERRIHeCTIOCODHOCTH

A3 Cupascrisie esponefickse CTARLAPTE! K cOoTEeTCTEYRMuME cTanaapri HOO

Ha ppems myQiHKAIMH HACTOALIEND CTAHARPTA NCPCYMcICHHBR HIDRE CTAHIEPTEH HOO Guns oTHECeHB B
AIeHTHIHER (A.3.1) s TeXHR9ecKH CRAZAHHEM C HACTONIDM cTamapmom (A 3.2).

* (MiomHavCHRE OTeSCcTREHITOTO CTAHAARTE, paapafoTaiiiore Ha ocnose crusapTa HCO,
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A3 Haoesmwisbe CTAHSAPTE

Tabawmoa Al

Enponclicesfh cTanaapT blemnyHaponHLf CTAHIAPT
1 s

EH HCO 10893 HCO 109931 (MOCT P HCO 10993.1*) Hagenus semmiupcxse, Oeika
OHororETecKor  AciicTens  MefHodHokEx  womensid. Yaern 1. Ouedra o
HCCACTOBAHHA R

EH HCO 100093-7 HCO 10903-7 (TOCT P MO0 10993,7%) Hﬂmm METHITHHCKHE . CHISHEA
GHOTOTHAICCKOMD  JeicrRrs  MemmuMEckrx  wanemt. Yacms 7. Ocrarvossos
CORPMAFME OKHCH TTWIeHS IOCIe CTePHIIHIAITNH

EH 60068-2—27 MK 68-2-27 Heonwrranss 28 soamcficrese pHeumnsy dakropon. Yacre L
Hemarraspe, Honeranme Ea o pyxosogomeo, ¥uap

EH 60068-2-32 M3K 68-2-37 Honwmanma \2 soaneficTEMe BHeTHME dakTopoR. “acTe 2
Hermprrasms, Henmmanse Ed. Caofomiioe magerme

EH 60068-2—47 MIOK 68-2-47 Honurrasms ua sosseficrege pHemsms dusropon. Kperitedne
SASMEHTOR, ATIMAPATYPE W APYTHE HYITHA 104 GOEMETeCERY  HeMbITaimHi,
exmioaad viap (Ea), tpacky (Eb), sutpamio (Fe, Fd), numelinos yeropere (Ga)
{M PYROBOJICTRO |

* B crofikiy vEasano o00aHaYeHHe OTeIeCTRCHHOTD CTAaNnLpTa, pazpaboTaHHarg Ha ocHoRe cTapmapra HOCO.

AL TexmmecEd CAEIARALIE CTARTHFTI

TatGnuuna AZ

Enponciicenit cTRHIAPT hlemmvuapoan i craumEpT
1 2

EH 5440 HOO/TIMC 14155 Kasrisckme HecIcIoRaHHa MelHITRHCKHY, YoITpoicTs

EH 550 HCO 11135 Memumsokns yorpoiiorea. [Mogrsepeaeime 1 eyl Oposegpn
TR3OROH CT'.'.-FIH.II:HJELII:HII OKHECRKD ITHIIEHA

EH 552 OO 11137 Crepuad=am  Hiienii, HonolbayeMbl B SpanooXpase .,
TpeGoparda ¥ NOITBSEEACHHD W Texyied mposeppe. [aoopas crepuiHaaiim
OEHCER FTHIEHA

EH 554 HOO 11134 CTepiams3alid H3ieiAH, AcnoIbsyeMbE B SIpaBooxpadcHHH.
Tpebopakid K MOITACPEISHEED MW Texyilied npobepke,  [IpoMbIUTeHHAR
CTEPHAHIANHS RIS HEM TellnoM

EH 46001 HCO 13485 (TOCT P 51536%) Cucreme xatectoa. Mapeans seguinaiokie.
CrcumankRee TpeGosaHrT no npescrern HOO0 901

EH 46002 HCO 1ME88 (TOCT P 51537%) CHoresity kadectia, Hacenma seInumiackHe,
CrelHaisisie Tpebobaliig no mpasere s HOO 9002

Ipoekr EH 1441 MO0 14971-1 (MOCT B HCO 14971.1%) "i'IEiiI:I-'liIH.‘rI‘EKHB WatemHa. Yiparienie
pHckoM, YacTs | TIpHMEHEHHE AHATHIE DHCKE K MeTHUTOCKHM HIIEIIHTM

*[ exobxax veasano obosHaveHKe oTeYecTBEHHON0 CTaMapTa, paspabotHporo Ha ocHobe cranfapra HOO.

A3 MenoyEapogue CTARMEPTL, BOAKIHLE 4td CTPAH, B8 SRERIHECE wieravn Esponeiicnore Cowia
HOO/TO 14283 Marmmanrares i xpypras, OcHosqere Tpebosars
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