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FOCYAAPCTBEHHDBIN CTAHIAAPT POCCUHUCKON ®ENEPALHH
< A S

UMnaanTaTsl 08 XHPYPruu

METAJAANYECKUE WIYPYNILE AJid KOCTEN C ACUMMETPHYHONH
PE3LEOM U COEPHUECKOHN ONNOPHON NOBEPXHOCTLIO

Mexauuueckne TpeGOBAHHS H METOAB! HCNBITAHKA

implants for surgery Metal bone screws with asymmetrical thread
and spherical under-surface mechanical ;1 quirements and test methods

lara seenenun 1995—01—01

1 OBJIACTDb NPUMEHEHMUS]

HacTosiiiuil cTaniapr yCTaHABJAUBAeT MeTOAbl HCNBITAHMH  AJA
onpeneseHus paspbiBaroilero KpyTAlero MOMeHTa W yrJja NOBOPOTA
A0 Pa3pyuleHUsa MeTa/IHYeCKOro KOCTHOro ulypyna ajasi oCTeOCcHHTe3a.
MexanHueckue TpeOOBaHUs K KOCTHBIM lIypynaM IPHBEAEHBl B IPDHJO-
KEeHHH A,

fIpuMedanusn

I B nactositiee BpeMs CYWECTBYIOT JaHHbLIe TI0 KOCTHBIM UIYyPYNaM, H3TOTOB-
JCHHBIM M3 BepxXabewouled ctanu (MCO 5832—1) ¢ pasmepamu, COO1BCTCTBYHIUHMHU
[OCT P 50582

Ecan nosssiTca aahHble O WIypynaM, H3rOTOBJACHHBIM H3 JDPYIHX MaTepHaJoB
¥ (HAM) € APYTHMH HOPMHDPOBAHHBIMH pasMmepamu, OHH OVAYT JAaHbl B NOCHEAVIOUIHX
NPUIOKECHUAX

2 B3auMoCBA3b HOPMATHBHBIX AOKYMEHTOB, PacCMaTPUBAKIUHX MAACTHHBI, UIypY-
bl AJAR KOCTeHl K COOTBETCTBYIOIUME HHCTPYMEHTH!, MPUBEJCHA B NPUJOKCHUU B,

TpeGoBanusi HacTOsIEro craHjapra SIBJASIOTCH 00s3aTeibHBIMH.

2 HOPMATUBHBIE CCDBIJIKH

FOCT 22178—76 JlucTel u3 TUTAHA 1 TUTAHOBLLX CNAABOS
MCO 5832—1—87* MMnnanrate aas xupyprud. MeTaanuyeckue
MaTtepuanel. Hacte 1. Hepxasewuias aedopmupyemas cTadb

* Jlo npsimoro mpHMEHeHHs AAHHOTO HNOKYMEHTA B KayecTBe FOCyAapCTBEHHOrO
CTaHjapra pacnpocrpanenne ero ocyutectsaser BHUHUKH

N3panne opuuHaabHoe
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['OCT P 50582—93 HWmnaautathl adst xupyprud MeTtansndyeckue
KOCTHBIE LIYPYIBl CO ClelHaJbHOH pe3bOoH, CPepHIEeCKON TOJNOBKOH U
BHYTPEHHHUM IIeCTUTPAHHUKOM IOJ Ki4. PasMmephl

MCO 5836—88* MUmnaantarbel Auast XHPpypruu.  Mertannuueckue

MAACTHHKHY JJs1 KOCTeH. OTBepCTHH AJig LWYypPYyNOB C ACUMMETPHUHOH

pe3bbon U chepHUeCKOH OMOPHOH NMOBEPXHOCTHIO
[ICO 8319—1—86* Oproneanueckue HHCTpyMeHTHl. Cnocolbl coe-

nuHenuss YHactp | Kowun agasa wypynoB ¢ UIECTHTPAHHOU TOJIOBKOH

MCO 8319—2—86* Optoneanueckue HHCTpyMeHTH Crnocobul coe-
auHenust Yacrb 2. OrBepTKM  OOBLIKHOBeHHBle KpectoobOpasHble H
KpecTooOpasHbie C U3MEHEHHBIM NIPodHIeM

MCO 9268—88* Mwmnaantatel agasa xupyprud MetrannndeckHe iy-
pynbl AJsi KOCTCH ¢ KOHUUYECKOH OMOPHOH NMOBEPXHOCTHIO I'OJIOBKH Pas-
MEP bl

MCO 9269—88* HMmnaantarel AJs1 XHPYPrUH Meranaauueckue
MJAaCTHHKHN Isd KocTell. OTBepPCTHS M Nasbl, COOTBETCTBYIOUIHE [HYPY-
naM ¢ KOHHUECKOR ONOPHOH MOBEPXHOCTBHI TOJIOBKH

MCO 9585—90* Mwmnaadratel aAas XHpypruu MeToa HCNbITAHUS
CONMPOTHBJ/IEHHA H3THOY H NPOYHOCTH NJACTHH AJA KOCTEH

MCO 9714—1—91* Optoneanueckie HHCTPyMeHTbl WHCTPYyVeHTH
aasi cBepJaenus. Yacre 1. IlepoBhie cBepJ/a, METUHKH H 3€HKOBOUHLIE

(Ppe3bl

3 METOAbI UCNDbITAHHMH

31 Mcneitarenbnoe obopyaoBaHHE
HUcnonp3syeMoe ucnbiTatesbHOe 060Dy10BaHHE AOJKHO HMeTb CJle-

AVIOIHE XapPaAKTePUCTHKH

a) MaKCHUMAaJIbHYIO UYYBCTBUTEJbHOCTb HA CaMOv HHXKHEM JAHara-
30He He MeHee Hau paBHyw (0,01 H-m, a Ha Apyrux Likajgax— He Me-
Hee | Y% oOT MOJIHOro aMama3oHa LIKAaJbl;

b) BbIOOp M3MepUTENbHBIX AHANA30HOB (cM 3 2 4);

C) CHoCOOHOCTb PErUCTPHPOBATL BO BpeMs HCNBLITAHHA AOCTHrae-
MbIH M@KCHMaJIbHBIH KPYTAUIHIT MOMEHT;

d) ycrtpolicTBOo, npeaoTBpallapllee oCBOOOXKAeHHE lIypyna or 3a-
JKHUMHOIO Me€XaHH3Ma, NOCPeACTBOM KOTOPOrO k LIYPyny HPHKJIAILbI-
BAarOT KPYTSIILUA MOMEHT

[IpuMeyanue-—DB HekoTOpPBHIX cTpaHax HCOblTaTeJbHOe oBOpyaOBaHHE A0/
’KHO COOTBETCTBOBAaTh TpeGOBaHIAM, NPeAbABAAEMBIM HallMOHAJBHOH HCIbLITATE/AbHOH

HJAH KOHTPOJBHOH cayXOoH

- P——

* Jlo npAMOro INDHMEHeHHS JaHHLIX JAOKYMEHTOB B KauyeCcTBe TOCylapCTBeHHbIX
CTaHAapTOB pacnpocTpaHenve ux ocyulecrBaser BHHUHWKH
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3.2 Metonuka HCHOBITAaHUH

3.2.1 HMcnmityemblii wiypynl BBOAAT B HCNbITaTeNbHBIH OJ0K H 3a-
)KUMAIT TakKuM 00pas3oMm, 4YTOOLl cobsiofaluch CieAyIOLlHe YCJOBHA:

a) M0 BO3MOXKHOCTH MAOJIXKHO OBITb OTKPBITO NATH MOJHBIX HHTEH
pe3bbni, HauuHasn oT cObera pes3ndOLI;

b) DOJXKHO OBITH NPEAOTBPAILEHO ABHKEHHE 3a’KaTOro ydacTKa;

C) oCH WyPyma W YCTPOUCTBA [Jil MPHJOXKEHHUHA  KPYTHALLIETO MO-
MEeHTa AOJXKHBI COBMTANATh.

3.2.2 Kpyrsimiuit MOMEHT MNPHKJAAABIBAlOT TakuM o06pa3oM, 4TOOLI
roJI0BKa LIypyna noBopayuBaNach ¢ PaBHOMEPHOH YIJIOBOH CKOPOCTBIO
B AHanasoiie I-—5 paa/MuH ¢ NOCTeNeHHBIM yBeJHYEHHEM 1O pa3py-
HIeHUd WYPyIia.

3.2.3 3anuceiBalOT MAaKCHMaJlbHOe 3HAUeHHEe KPYTALLer0 MOMEHTa
M yrJia NOBOPOTA NPH HNOBPeXAEHUH WyDyNa.

3.2.4 Eciu 3aperMCTpHPOBAHHBLIH MAaKCHMAajbHbIH KPYTHLIHH MO-
MeHT cocrapaseT MeHee 20 % mnoJsiHoro agmamasoHa IUKaJbl HCHObITA-
TeJibHOro npubopa, 3TOT Pe3yJbTaT He NPHHUMAKOT BO BHHMaHUE H
NMOBTOPAIOT UCIIBITAHUA, HCHIOJAb3YA OOJiee HU3KHHK AUANA30H.

4 MPOTOKOJ UCHDLITAHUA

B nporoxon umcnHITaHHA 0J1KHa OBITh BKJMOYEHA CJAEAVIOUlAS HH-
dopMmanua:

a) cCblIKa HA HACTOMILIMA CTaHAADPT;

b) MakcHMaJbHBIA KPYTAILHH MOMEHT ¢ TouHocThio a0 0,1 H-m;

C) yroJq noBOpoTa NPH NMOBpeXJAeHUH obpasua, 3anuCaHHBIH ZO
6auxanmwux 107

d) ykasanHe TOUHBIX YCJAOBHH HCMBITAHHS, €CJAH OTKPHITO MEHEC
NMATH [IQJIHBIX HUTeH Pe3bObl.
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Hpuroocenue A
(0o6sa3aresproe)

MEXAHUYECKHE TPEBOBAHUSA K KOCTHBIM IHYPYIIAM
U3 HEP)XABEIOWENW CTAJIH

A 1 Hacrosulec npu/iOKeHHE YCTaHaBAMBAaeT MeXaHuYeCKue TpPeOOBAHHA K HEHC-
10Jb30BAHHBIM HECAMOHAPE3HBIM KOCTHBIM lUypynaM JJd OCTCOCHHTe3a, COOTBETCT-
pyioltum [TOCT P 50582 u wusroroBsieHHBIM M3 HepikaBepowei craay no HCO
H832—1

I a5t norpebHocTell HAPOOHO2O XO03ALCTBR CTPAHbL CAe0yeT 1H320TABAUBATL HiLYPY-
not u3 ruranoastx cnaasos no I'OCT 22178.

A2 O6pasun a8 HCNbBITAHHA

Kaxaplit wiypyn B HCObITaTeJAbHOHd NAPTHH JoJiKeH ObITh MOPOBEPECH HA COOT-
seteTBue Tpebosaimit Kk pasmcpam no 'OCT P 50582 HcenbiTHIBAalOT TOJABKO Te
HIYPYIBI, KOTOpble COOTBCTCTBYIOT 3THM pa3MepaM.

A3 IlpoBepka o6paboOTKH MOBEPXHOCTH

[Ipy ocmoTpe, NPOBOAMMOM JAUIOM C HOPMAJbHBIM MJAH  CKOPPEKTHPOBAHHLIM
IPCHHEM, A THOBCPXHOCTH WMIYPyna He JOJXHO OHTh OOHapyXeHO /e(PeKTOB, TaKHUX
t AK  3aYCCHUbI, HAPANMHbL, KOTOPHIC MOTYT YXYAIWHTbh 3KCIJAYaTAlHOHHYIO HaICXK-
HOCTh IUypyna

[Ipu ocmoTpe, NpoBOAMMOM JIMLUOM C HOPMAaJibHBIM HJAH CKOPPEKTHPOBAHHEIM
3PCHUCM, IHOBEPXHCCTh I1Iypyna, npollefuiero KOHedHYio 006paboTkKy, H0JXKHaA OblTh
DOBHOHM M H¢ JOJXKHA WMeThb OTMETHH, NOJyYeHHBIX B XOJle NPEeABADHTCJAbLHBIX OIe-
pauHi 1aKHX Kak WJAHPOBKA, NMOJUPOBKA U T I

A4 KpyTtsilidu pa’3pbBalwUWLHKHA MOMEHT M JIroJ NOHOBOpPOTA
IPHK pPa3pyIICHHHM Wypyma

Kaxauit mypyn B HCOBITATCAbHOII NMApPTHH JOJXKEH OblTh MCHOLBITAH B COOTBET-
CTRHII € pa3aciceM 3 HACTOSLCTO CcTaHjapTa AJs onpeaesicHHsi MHHHMAaJIbHOTO KpY-
TSAUEro pasphiBaiOllCl 0 MOMEHTAa H MHHHMAaJbHOIO YyIVa NOBOPOTA IPH pa3pylIeHHH.

3HaYeHHsT MHHHMAJBHOIO KPYTAUIEro pas3pblBaioLlero MOMeHTa M MHHHMAJbHOTO
yi1Ja ROBOPOTA NPH Pa3’pPYWCHHH Ka)XAoro wypyna JOJXKHB COOTBETCTBOBAThL YKa-
sdHHBIM B TabJauue A |

Tabavuua Al — MusumanbHbil KpyTAUIHH MOMEHT H2 Pa3pblB H MUHHMMAJbHbIH
V10J1 TOBOpOTA NPH MOBPEXAEHHH
tKl::'utrL H HOMHHANDLHLIHA ﬂuan{em[ MHUHHMANBHBIA KDYTAULHA :Muﬂnma.ﬂbﬁhli‘{ Yyron MNoBOPOTA
| pe3bObl UIYypyna, cOOTBET MOMEHT Ha pa3phiB NpH MNoBpeXAeHHH (eCAd OTKpPBITO
craywiiero 'OCT P 50582 H-m NsaThb HUTEeH pe3bObl)
o HA 156 0,2 S -
HA20 035 | 1500
 HA 27 I T
HA35 | 23 180°
HA4 | 4 | 180°
 HA 45 4,4 180°
HA5 5,5 180°
____ _HB4 1,3 90°
HB 6,5 6,2 90°
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Ab VYcTaHOBJIEHHC COOTBETCTBHS ¥ MNMOBTOPHBE  HCHH-
TAaHUA

Ecam oxawH uM3 WYPYNOB B HCOBITYeMOH BHIGOPKe He COOTBETCTBYET XOTHA ORI
OAHOMY TpeGOBAHUIO HACTOSALIETO CTaHAApTa, MPOBOAAT NOBTOPHLIE WHCNHTAHHA YHA-

BOCHHOTO YHC,a LUYPYIIOB H3 TOH XKe MAapPTHH HA COOTRETCTRHE BCeM TPeOGOBAHHAM
HACTOSILIEero cTaHgapTa.

[lpu Hauyuu AedeKToB XOTHA Ol B OJHOM IIypyme B MOBTOPHOH BHIGOpPKE BCIO
MapTHIO CUMTANOT HE COOTBETCTBYIOIUe# TpeGoBaHMAM HaCcTOAWeEro CTaHAAapTa.

Hpusoxcenue B
(cnpasoynoe)

B3AUMOCBA3b HOPMATHUBHbLIX JJOKYMEHTOB HA INYPYIbI
H NAACTHHDI O1Jig COEJUHEHUA KOCTEH
U COOTBETCTBYIOIUUE HHCTPYMEHTDI

Hpunato pelieHHe © pasieNeHHH pRAa CTaHAapTOB HA WIypynsl W IJAACTHRH
AJsl COEAHHEHHS KOCTeH H COOTBETCTBYIOLIHE HHCTpYMeHTh Ha ABe cepuu. OCHOBOH

pasjiesieHHsT CTaHAAPTOB Ha JBe CePHH ABAAETCA CVIIECTBEHHOE pa3JHYHE BHHTO-
polX pe3dwb (rtun mypynoB HA u HB npormeonosoxen tuny wmypynos HC u HD).

Huxe mnpeactasnena Tabaupa B.l, uamocTpupywoiias  B3aMMOCBA3b  MeXNY
CTayjapTaMH Ha WIYPYNH, NJAaCTHHH B HHCTPYMEHTHI,

Tadbauna B.1

KOHCTpYKTHUBREIE 3J1€-
MeHThl, COEBHKeHHns,

HaumeHoBaHue | yoxannuecKne Tpe6o-
N3N enms HopMaTHBHbBIE JOKYMEHTL
BAHHS M IPHCRO-
coGnennd
TOCT P 50582
HCO 9268
Pe3bba
Hypyner
HE HI
HA  HB N7/ N7
\\h_"/ q0 a0
(OnopHaa MoBepx-
HOCTD TOAOBKRH Cepuryeckas Konugeckasn
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Oxonuanue tabauyet B,I

KoHCTpPYKTUBHBI® 3J18-

HaumeHOBaupe| MEHTHI, COEANHEHHT, HopMaTHBHBIC
H3AeNTUd MeCXAHHYEeCKHE Ti)EﬁD MOKYMEHTH]
BAHUR A NMpPHCOOCOO
JICHUSA
Cnoco6 coeaune- |[OCT P 50582 MCO 9268

o0'® @

Enxunuu- Kpecto- Togoska

HHH obpa3- ¢ BHYT-
mas3s HbI{ DCHHHM
nas KPeCcTo-
obpas-
Mypynul | HBLIM
[1230M

b &

l'onoBKRa ¢ eguHuY- [0J0BKA
HHIM Na30M M BHYT-C Kpec-
peHHeH KpPeCcToBH- Toobpas-
- HOM HBIM Ia-
30M H
BHYTPEH-
HeH Kpec-
TOBHHOM

M_f;xaﬂnqecme Tpe- [[OCT P 505681 IIMC HCO

0OBaHUA KpyTAllHA MOMEHT,
o yroJa moBopoTa
Otsepetus u nass \MICO 5836 MCO 9269
[InacTuHH Mexaundeckue Tpe- |[MICO 9585 HCO 9585
OOBAHUA l
UCO 8319—1 NCO 8319—2

| ]
Knioun u 0TBEPTKH | g:
lHCcTpyMeH-
Thi
HlecTurpasunie é:}

KJIIOYH OTBepTKH
[Icposple cBepaa, |HMCO 9714—1 IIMC HCO

MCIYHKH, 3€HKO-
BOUHBIC (Ppe3bl
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KJo4yeBble ¢J0Ba: MeIHLUHHCKOe O0OpyAOBaHHE, HMIJIAHTAThl AJSA
XUPYPrUH, Wypynbl, MeXaHuyeckue TpeOOBaHUA, METOAH HCIILITAHHH

OKII 94 3812




Pepaktop T. C. lllexo
TexunueckHit pepaktop O. H. Hukuruna
Koppektop H. H. Iaspuwyx

Crnavo B n26. 1608¢3 Tloam » new. 011053 ¥Yeca. n a 0,88, Yean «kp.-rorr 0,58
¥a.-u3n,. a. 0,40. Tup 248 3k3. C 662.

ey . e L

Opnena «3Hak [Mowera» HamarenancTBo craHgaprop. 107076. Mocksa, Koaone3Hblft mep., 14
Kany®cXas THnorpad¥si CTaHXaprToB, YA. MockosCKaa, 206, 33kK. 1753



