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BeeneHue

Hacrosimuii ctaHmapT siBiseTcs MPsMbIM NMPUMEHEHHEM MEKyHapONHOIO CTaHmapTa
ISO 14602:1998 «HeaxTuBHbIE XHPY PrUYeCKHEe UMILIAHTAThI. IMIIAHTATHI 1JIsi OCTEOCUHTESA.
Texauueckne TpeGOBaHM», HOATOTOBICHHOTO EBpomeiickuM KOMHMTETOM IO CTaHIapTU3aluH
(CEH) coBmectHO ¢ Texuudeckum komuteroM ISO TK 150 «MmmnanTaTe! 114 xupyprum», IIK
5 «OcTeocHHTE3» B COOTBETCTBHH C COMJIAIIEHHEM M0 TeXHU4YeCKoMy cotpyaHnydectsy MCO u
CEH (Benckoe CornaieHue).

Crangapt ISO 14602:1998 paspaboran Texuuueckum xomurerom CEH/TK 285
«HeakTHBHbIE XHUPYpPrUveCKHe HMIUIAHTATBDY (CeKpeTapuaT KOToporo (yHKLHOHUDYET MNpH
HunepnanackoM MHCTUTYTE CTAHAAPTH3ALWH) B COTPYAHHYECTBE ¢ TEXHHYECKHM KOMHTETOM
HCO TK 150 « MIMInaHTaThI U1 XUPYPTHHY.

Esponeiickuii cranmapt paspaboran mo mnopyuenuto, naHnomy CEH Esponeiickoi
komuccueit U EBponeiickoit Accoumarmeii ceobonHoii Toprosmn (EACT), n noarsepxnaer
ocHosHble TpeboBanus Jupektus EC.

EBponeiickue cTaHOapThl, B KOTOPbIX PACCMATPUBAIOTCS TPeOOBAaHMS K HEAKTHBHBIM
XHPYPri¥eCKUM HMIUIAHTATAM, [TOAPA3NEIAIOTCA HA TPH YPOBHA (NEpBbili YPOBEHDb SIBISETCS
HAVBBICIIUM):

mepBoIil — 001ye TpeGOBaHUS K HEAKTUBHBIM XUPYPrHYECKUM MMILIAHTaTaM,

BTOPOU — 4acTHbIE TPEOOBAHMSA K IPYyIIIAM XHPYPTHYECKUX HMILIAHTATOB,

Tperuii — creuuanbHble TpPeOOBaHMS K KOHKPETHbIM THIIAM XHPYPrHYECKHX
HMILIaHTATOB.

CraHgapTel TpPeTHErO YpPOBHS MPUMEHSIOTCS K CHELMAIbHBIM TUIAM HMIUIAHTATOB B
npezesnax JaHHOM IPyIIIbL, HATIPUMED K MpoTe3aM Ta300eIPEeHHbIX U KOJICHHBIX CYCTaBOB.

Hacrosiinuii craHmapt siBaseTcss CTaHAAPTOM BTOPOTO YPOBHS M COREPXKHUT TPeOOBaHUs
KO BCEM HEaKTHBHBIM XHPYpPIHYeCKHM HMIUIAHTaTaM, COCTABJIIOIINM IPYIIY HMILIAHTATOB,
MPHUMEHAEMbIX B OCTEOCHHTE3E.

CrtaHgapT TepBOrO YpPOBHS  COHEPKUT TpeOOBaHHMs KO BCEM  HEAKTUBHBIM
XHUPYPrUYeCcKUM UMIUIaHTaTaM. B HeM Takke JaHbl CChUIKM Ha JOMOJHHUTENbHbIE TPpeOOBaHUs,
coziepKalliecs B CTAHAAPTaxX BTOPOTO M TPETErO YPOBHEH.

CranpmapT nepBoro yposHs oryOnukoBaH kak cranmapt SO 14630:1997.

Jlast paccMOTpeHHsi Bcex TpeOOBaHHIT HEOOXOAMMO HAYMHATH C W3Y4EHMs CTaHAApTa

€aMOro HH3KOTO yPOBH.



T'OCT ISO 14602 -2012

Cchutky Ha COOTBETCTBYIOIIUE CTAHAAPTHI MPUBEACHBI B MPIJIOKEHUAX K HACTOSIIEMY
CTaHAapTy.

B nmomomnenne k TpeboBaHmsiM ISO 14630 HacTosmmii CTaHOAPT YCTAHABIMBAET
crnocob AeKJIapaly COOTBETCTBUSI OCHOBHBIM TpeGoBaHusIM obmero xapakrepa Ilpunoxenus 1
Kk Jdupextuse Cosera EQC 93/42 ot 14 mionst 1993 r. B 4acTH MEIUIIMHCKUX YCTPOICTB B TOM
Mepe, B Kakod OHHM TNPHUMEHHMbI K HEAaKTUBHBIM XHPypPrHY€CKMM HMIUIAHTaTaM Jis
OCTEOCHHTE3A.

Huble cnocoObl MOATBEPKAEHUSI COOTBETCTBHS YKa3aHHbIM TPEOOBAHHAM MOTYT TaKXKe
UCIIONIb30BATbCS, B YACTHOCTH, B OTHOIIEHHWH MMIUIAHTATOB C YAOBJIETBOPUTEIbHBIMU
SKCIUTYyaTal[HOHHBIMH XapaKTEPUCTUKAMHU B T€YCHHE JJIUTEJIbHOTO MPUMEHEHUs] B KITMHUYECKOM
NPaKTHUKE.

Hacrositumii cranpapt nonojnser obume TtpeboaHus cranmapra ISO 14630 Ha
HEaKTHBHBIE XHPYypPrMYeCKHEe HMIUIAHTAThl M YCTAHABJHBAeT 4YAacTHbIE TpPeOOBaHMSA K
HUMIUTaHTaTaM it octeocuHTe3a. OH HoJkeH npuMeHsTbes coBMectHo ¢ ISO 14630.

HeakTuBHbBIE XUPYpPrU4eCKHe UMIUIAHTAThI IJIs1 OCTEOCHHTE3a HCIIOIb3YIOT NPH JIEYEHUU
TPaBM U B BOCCTAHOBHUTENbHON XUpypruu. C HX NOMOILBI0 00eCeYnBaeTCs PENo3HLHA KOCTel
nocjie MEPEIOMOB W Crabmim3arusi KOCTHBIX (MJIM NPHMBIKAIOIUX) CTPYKTYp NpPU JI€YEHHH
KOCTeH WJIM WX CpalleHHH W/WIH U1 MX TOJAEpKKH wm koppekuuu. ITocne poctuxeHus
MIOCTaBJIEHHOW L€ MMIUIAHTaThl JUOO YAAISIOT M3 OpraHu3Ma, JMOO OCTaloTCs B MeCTe

BXKHBJICHUSA .
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MEXTIOCYJAAPCTBEHHBMA CTAHITAPT

HeaxTHBHBIE XHpPYypruyecKHe HMIIAHTATDI
UMILTAHTATHI 1A OCTEOCHHTE3A
TexHHueckue TpeGoBaHHS

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

Jata Beeaenus 2015-01-01

1 O6aacTe npuMeHeHHs

Hacrosmuii cTaHmapT yCTaHABJIHBA€T YACTHblE TPeOOBaHWS K HEAKTHBHBIM
XUPYPrifyeckyM UMIUIAHTATaM Ul OCTeOCHHTe3a (Oajiee — UMILJIAHTaTaMm).

TpeGoBaHus HACTOAMIETO CTAHAPTA ABJAIOTCA PEKOMEHIYEMbIMH.

B nomonnenne k ISO 14630 HacTosimuii CTaHAAPT COAEPKUT TPEOOBaHUS K MPOEKTHBIM
TEXHHYECKUM XapaKTePUCTUKaM, OCOOEHHOCTSIM KOHCTPYKLMH, MarepuajnaM, OLIEHKe
KOHCTPYKIIMH, TIPOLleCCY HM3TOTOBJICHHS, CTEpPIJIM3ALMH, YHAaKOBKE W HH(OpPMAIUH,

[IOCTAaBJIIEMOM M3TOTOBUTEJIEM.

2 HopmaTuBHBbIe CCHLUIKH

B HacrosieM cTaHIapTe UCIOJIB30BAHA CChUIKA HA CIIEAYIOLIMIT CTaHAapT:
ISO 14630:1997 Non-active surgical implants. General technical requirements

(HeakTuBHbIE XUPYypriudecKue UMILUIAHTaThl. OO0LiIe TeXHHYeCKHe TpeOoBaHus)

I1 puMcdIaHHC — B HaCTOAWICM CTAaHAAPTEC HE NMPHBCACHBI HOPMATUBHBIC M COPABOYHBIC

cebLky, nepetrcicHusie B [ISO 14630, oaHako OHH AEHCTBUTEIIBHBI H AJIS HACTOALUETO CTAHAAPTA.

3 Onpenenenus

B nacrosimmem CTaHAapTe NPUMEHAIOT TEPMUHBI C COOTBETCTBYHOLIUMH ONPCACICHUSIMU

1o ISO 14630 u repmusn 3.1.

MN3panne opunnaabsHoe
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3.1 HeakTHBHBIH XHPYPru4YecKHil HMIVIAHTAT AJIsl OCTeocHHTe3a: Bikupnsemoe B
OpraHU3M HEAaKTUBHOE MEAMLIMHCKOE YCTPONCTBO, NpeAHa3HaueHHoe i obecnedeHHs

MOAMIEPIKKU KOCTHBIX CTPYKTYP, XPALIEH, CyXOKHIHI U CBSI30K.

4 Tloxa3zaTesid HA3SHAYECHUS

ITokazaTenu Ha3HAYEHUs] UMIUIAHTATOB JIOJIKHBI COOTBETCTBOBATH paszaeny 4 ISO 14630 ¢
YUYETOM JOTOJIHUTENbHBIX (pakTopoB, mnpuBeneHHbIXx B 4.1—4.3, Kak MPUTOAHBIX K

IPUMEHEHHIO.

[Ipumeuanune — BeneacrBue MHIUBHAYATBHEIX OCOOCHHOCTCH aHATOMHUECKOTO CTPOCHHS,
MECTOHAXOXKICHUS MCPEIOMa M NMPUMCHCHHS WUMILIAHTaTa HEOOXOAMMO, 4TOOB TMOCHeAHHEe 00nagamu
VHHBCPCATIBHOCTBIO, KOTJAa OHH HCHOJIB3YIOTCS AN OOCCHCUYCHHSI OCTCOCHHTE3a. PasMep MMIIaHTara
OTIPEACISIETCS AHATOMMYCCKUMY OTPAHUYCHUSIMU. TEXHHUYECKUE XAPAKTCPUCTHKH UMIUIAHTATA 3aBHCAT

OT COCTOSIHMS M KOH(UT'YPAIMH KOCTH, & TAKXKC OT HATHYUS PA3IHIHBIX AC(CKTOB.

4.1 OyHKIHOHAJIBHBIE XAPAKTEPHCTHKH

ITpu cocTaBieHNH TEXHUYECKOTO OMUCAHMS B JOKYMEHTALMIO HA UMIUIAHTAT HEOOXOUMO
BKJIFOYATh CJIEAYIOIIUE JaHHbIE:!

a) Tun QUKCALUU KOCTeH, Xpsilei, CyXOXKUIUIT UH CBA3OK;

b) cpencTBa GUKCALIMU WK KPEIUIEHHS UMIUIAHTAaTa B KOCTH;

C) COENNHEHHE MEXAy KOMIIOHEHTAMH WMIUIAHTaTa W KOCTHBIMH WJIH WHBIMH

CTPYKTypaMH;

d) wuCmoIB30BaHKE B IIOBTOPHBIX OMEPALIUAX;

€) BO3MOXXHOCTb M3BJIEUEHHUS,

f) BO3melicTBHE MMIUIAHTATa HA KOCTh M MPHUMBIKAOIIHE CTPYKTY Pbl, HAIIPUMED:

- CTa0UIM3aLs;

- OTPaHUYEHNE WK PETyJIUPOBAHHE ABHKEHHS,

- obecriedeHne Peno3ULMU MEePEIOMOB U BBIBUXOB KOCTH U JPYTHX CTPYKTYP;

- KOPPEKLHUS WX PETYJIUPOBAHNE BbIPABHUBAHHUS,

- IEPEHOC OTJIOMKOB ((pparMeHTOB) KOCTH;

- KOHTPOJIb 38 KOMIIPECCUEN UITH AUCTPAKIIHNEIL,

- 6€30MacHOe B OTHOLIEHUH COCEHHUX CTPYKTYP Pa3MelleHHe UMIUIAHTATA.

4.2 OcHOBHbIE KJIMHHYECKHE HASHAYEHHS

IIpu cocTaBIeHUN TEXHUYECKOTO OMKMCAHMs B IOKyMEHTALMH HA UMIUIAHTAaT HEOOXOIUMO

OIpEeACINTb 00yacThb npeanojaracMoro NpUMCHCHUA UMILIaHTaTa:

2



a)
b)
c)
d)
e)
B
g)
h)
1)
1)
k)
)
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JieueHNe MepesIOMOB;
JiedeHHe OIMyXOJy,

CTaOUIH3aLHUs OCTEOTOMUHY,

cTabunusauus aptpozesa (puxcaumu cycrapa);

yIJIMHEHHE, YKOPOUYEHHE HIIN NIEPEHOC KOCTH,

NOAEPKKA BIIPABIEHHs (3aMelleHuns) KOCTU (YU4aCTKH KOCTHBIX TPAHCILUIAHTATOB),
BCIIOMOTATEJIbHOE CPEACTBO NPH BIPaB/IEHUH (3aMeLIeHHH) CYCTaBa,

JIeYeHNEe CKOJINO03a;

cTaOMIM3aITist MO3BOHOYHHKA,

JIeYeHNe NereHePaTHBHBIX 3a00IeBaHNI;

PEKOHCTPYKLIUS CYXOKHIIHS,

PEKOHCTPYKLIUS CBS3OK.

IMMpumeuanue — Tam, rae 310 TpedyeTcs, CIEAYET yKa3aTh aHATOMHYECKYIO 00NacTs

HUMILTaQHTALUH.

4.3¥YcnoBusi IpUMeEHeHHs

HeO6XOJ:[I/IMO YYUTBIBATDH (1)1/13I/IOJ'[OFI/I"ICCKI/IC WUIN aHATOMHUYCCKHUE MapaMeETpbl MaLUCHTA,

KOTOPBIE MOTYT OKAa3bIBATH BJIMAHMEC Ha [OKA3aTCIW HAaSHAYCHWUs WMIUIAHTaTa, NMpUHUMasA BO

BHUMAHUE CIICAYHOIUE ACTICKThIL:

a)
b)
c)
d)
e)
f)
8)
h)
1)
i)

TEJIOCJIOXKEHHE (POCT, BEC),

BO3pACT;

MaTOJIOTUYECKHE COCTOSIHUS,

Kau€CTBO KOCTH,

JKU3HECTIOCOOHOCTh TKAaHH;

YCJIOBHSI, OKPYXKAIOIIHE TKAHb;

COCTOsIHHE IIOJi HATPY3KOIi;

CMoCcOo0 MMITJIAHTAIINHY,

B3aHMOJICHCTBHE M COYETAHNE C JPYTHMHU KPETEKHBIMU MPUCIIOCOOIEHUSIMH,

CTCIICHb AKTUBHOCTH MNALlUCHTA.

IIpumeganune — HekoTopele YCIOBHMSA OTrpaHHYMBAIOT NMPHUMECHCHHE HMILTAHTATOB HIH

TpeOyroT 0c000ii MPEIOCTOPONKHOCTH MPU KIUHHYCCKOM HCIOJNb30BaHWHM., Ha 3KCIuTyaTanrioHHbIC

XAPaKTCPUCTUKU UMIUIAHTATA MOXKCT OKa3bIBATh BJIMAHHUC COCTOSHUC MALIUCHTA.

S OcoGeHHOCTH KOHCTPYKLIMH

OcobeHHocTi KOHCTpykuMH — mno pasgeny 5 ISO 14630 ¢ nmomonHeHHsAMH,

NMpUBEAEHHBIMU B 5.1 1 5.2
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5.1 ®opma, pasmMepsl U OOMYCKH UMIUIAHTATOB JJIl OCTEOCHHTE3A, ABJIAIOIINXCS JaCThIO
COETMHUTEIbHON CHUCTEMBI, NOJDKHBI ObITh TAKUMHM, YTOOBI HMILIAHTAT COOTBETCTBOBAJ CBOEMY
HAa3HAYEHUIO, a €ro HKCIUTYyaTallHOHHbIC KaYeCTBA HE YXYIIAIUCD.

52 TIlpu HeoOXOAMMOCTH pa3Mepbl HMIUIAHTATOB [OJUKHBI OBITh COBMECTHMBIMH C

AHATOMHYECKUMH OCOOEHHOCTSIMH MAlUEHTOB, I KOTOPBIX OHH MpeAHA3HAYEHBI.
ITpumeuanus

1 Eciu uMILTaHTaT BKIIOYACT HECKOIBKO KOMIIOHEHTOB, B €r0 KOHCTPYKIIMH JO/DKEH OBITh YUTCH
MOTCHIMANBHBIA H3HOC, JJIEKTPOIUTHYCCKUH 3(QQEKT M KOPPO3MOHHASA YCTOMMHMBOCTB [pasmen S,

nepeuncnenus a), ¢), e), iyuj) 1SO 14630].

2B KOHCTPYKIMM HMIUIQHTaTa MJO/DKHBI OBITh VYTCHBI AHATOMHYECKUE CTPYKTYPBI, THIIBI
JaedekToB TKaHeH, METOAbl OIEPATHBHOIO BMELIATCIbCTBA, 32)KUBICHHE KOCTH, HMHTCHCHBHOCTB
CpalleHHs M METOIBI IIOCJICONCPALOHHOTO JIeUCHUs. [l yIOBICTBOPEHHS TaKMX Pa3sHOOOPa3HBIX

TpeOOBaHMI OKOHYATEIbHAS KOHCTPY KLMS HMIUIAHTATA MOXKET OBITh KOMIIPOMUCCHOM.

3 B mpunoxeHHUN A NPHUBEACH MEPCUCHb CTAHNAPTHBIX KOHCTPYKLHMM HMILIAHTATOB, KOTOPBIE HA
OCHOBAHHUH YJOBIECTBOPUTCIBHOM KIIMHUYCCKON MPAKTUKHA MPU3HAHBI MOAXOIAIIHUMHU I HA3HAYCHHOTO

TIPUMEHEHUS.
6 Marepuainbi

Martepuaner — 1o pazgeny 6 ISO 14630.

IIpumeuanue — B npumoxenun b npuBeacH mepedcHs CTAaHJAPTOB HA MATCPHAIIHL,
KOTOPbIE HA OCHOBAHMH Y/JOBJIETBOPUTEIBHON KIMHMYCCKOH MPAKTHKU MPH3HAHBI MOAXOMSIUAMHU IS

OCTCOCHHTC3A.

7 OueHka KOHCTPYKLIMU

7.1 O0mue nooxKeHust
Ouenka ummantatoB — mo pasgeny 7 [SO 14630 ¢ mepeduClieHHBIMH YaCTHBIMHU

TpeOOBaHUSIMHU K MPEAKINHIYECKOH OLICHKE.

IIpumeuanue — B mpuroxennn B mnpuBeacHB! CTaHAAPTHL, KOTOPHIC MOTYT OBITH
HCMONb30BAaHEL IIPU OIEHKE COOTBETCTBHS pA3IMYHBIX THUIOB HMIDIAHTATOB YCTAHOBJICHHBIM

TpeOOBAHUSM.

7.2 llpeaxnMHNYECKAS OLIEHKA
7.2.1 Bo BpeMs MpeOKIMHUYECKOW OIIEHKU MPOBOIST MCIBITAHUSAM 1N vitro mis
NPOBEPKU HEOOXOAMMOTO B3aUMOAEHCTBUSI MKy UMILIAHTATOM U MHCTPYMEHTAPHEM H, €CJIH

5TO TpeOyeTcsl, MeXIy CONMPsKEHHBIMU MEKAY COOOI UMILIaHTATaMH.
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11 pPUMCUYAaHUC — Eciu UMILIQHTAlUA U U3BJICUCHUC UMILIAHTATa HC MOTYT OBITH OLCHCHBI NMPAMBIM
CpaBHCHUCM € CYLICCTBYHOIIUMHU YCTpOﬁCTBaMH, II0 BO3MOXHOCTH CJICAYCT IMPOBOAUTH OLICHKY Ha

TPyIIE.

7.2.2 Ecnu sl OLEHKM MMIUIAHTaTa HEOOXONMMBI CTaTHUYECKHE WMWY JUHAMHYECKHE
HArpy309HBIE UCIIBITAHUS, UX MPOBOISIT JIKOO MO CTAHAAPTHBIM METOAMKAM UCIIBITAHUH (IIPU UX
HAJTUYUH), JUOO HAa HECEPUIHBIX SKCIEPHUMEHTAIBHBIX MOIENAX C YUYETOM XapaKTEePUCTHK
umIiaHTara. M3-3a pa3HooOpasusi MMILIAHTATOB M HMX CBOMCTB HEOOXOAWMMBIE CTAHAAPTHI HA

HCITBITAHUS MOTYT OTCYTCTBOBaTh, & AEUCTBYIOLINE CTAHIAPTHI — HYJKIAThCS B MOANGHUKALINHL.
IMpumeuanus

1 Tlpu mpoBeicHHM MPEAKINHUYECKON OLICHKHM HNPHHMMAIOT BO BHHIMAHHC PE3YNbTATHl OLCHKH

AHAJIOTMYHBIX UMILIAHTATOB HIIH OCOOCHHOCTH KOHCTPYKIIUU KOHKPECTHOI'O UMINUIAHTATA.

2 B zaBucmmocTu ot TPUMCHSACMBIX MCTOIOB UCIIBITAHNUSA MOTYT OBITh OTHCCCHBI K CJIC Ay omuM

YPOBHSM:

a) OCHOBHBIC TEXHHUCCKHMC HCIIBITAHWS MMIUIAHTATOB WM HMX 9acTeH (CPE30B, paspe3oB) s

XapaKTePUCTHUKH YCTPOHCTBA (HAPUMED PacTHKCHHE, H3rHO, CKPyYHBAHHE);

b) HCIBITAHHC CMOHTHPOBAHHBIX KOMIIOHCHTOB B MPCATIOIAracMbIX YCJIOBHAX NPHUIIOKCHUS

Harpy3Ky;

C) WCTIBITAHHE KOMIUIEKTOB B OCOOBIX OHOMEXaHUUCCKUX YCIOBUAX (KOCTh MOXKET OBITh 3aMeIeHa

TIOAXOISALIMM HCKYCCTBEHHBIM MaTEPHANIOM);
d) ucmeITaHKe B CTATHUSCKUX HIIH JUHAMHYCCKHX YCIOBHAX (LMKIHYECKAs YCTAJIOCTh).

3 Jlns oneHKH OCOOCHHOCTEH CICLHANBHBIX HMIUIAHTATOB WIH KOMIUICKTOB HMILIAHTATOB MOTYT
OBITh MPOBCIACHBI MCIBITAHHA B CICLIUAJIBHBIX YCIOBHUAX NPHIOKEHHA HArPY3KH HW/WIH OKPYXKAIOINCH

CpeasL.

8 UsroroBiienue

Hsrorosiienne uMILIaHTaTOB — 110 pasneny 8 ISO 14630.

9 Crepunusanus

Crepunusanusi MMIUIAHTaTOB — 110 paszeny 9 ISO 14630.
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10 YnakoBka

VYnakoBka UMILIanTaToB — 1O pasaeny 10 ISO 14630.

11 Uudopmanus, npeaocraslisieMasi H3IrOTOBUTE/IEM

Hudopmauus, npeaocrasisieMasl u3roropuresiem, — no paszaeny 11 ISO 14630 smecre ¢
NPHUBEAEHHBIMH YaCTHBIMHU TPEOOBAHUSIMHU.

11.1 YacTHbIe ycJIOBHS NPHMEHEHHS

HNHudopmanus, mocrasiseMast U3rOTOBUTENEM, JOIKHA BKIIKOYATh CJIEAYOIIHE CBEIEHMS:

a) uHpopMaIus Mo U3BJICUCHUIO UMIUIAHTATA,

b) orpanuveHys, kacaromuecss MOAUGUKALMIA UMIUIAHTATa MOCHE MOCTABKH, HANpUMED, B
OTHOILIEHHUH pa3Mepa, GOpMBbL, COCTOSIHUS TOBEPXHOCTH.

11.2 MapkupoBka

MapkupoBka uMiuiaHtatop — no 11.3 ISO 14630 BmecTe ¢ NPUBENEHHBIM YaCTHHIM
TpeOOBaHHEM.

MapkupoBka Ha MMIUIAHTaTe€ He JOJDKHA OKa3blBaTh BPENHOrO BO3JCHCTBUSA Ha

SKCIUTy aTAUMOHHBIC XaPaAKTCPUCTUKH UMITJIAHTATA.
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MNPAJIOXKEHHUE A

(cmpaBouHoe)

Crangaptb! ISO Ha UMIIAHTATBI H HHCTPYMEHTBI AJ11 YCTAHOBKH HMIJIAHTATOB,
KOTOpbIe HA 0CHOBAHUH KJIHHHYECKOI NPAKTHKH NPH3HAHBI HPHATOAHBLIMH K

NPHMEHEHHIO B 0CTEOCHHTE3E

IMpumeuanuec — IlepeucHb CCHUIOUHBIX CTAHAAPTOB IPHUBCACH TAKXKE B MPUIOKEHHH A K
ISO 14630.

HMmniaHTaThl U COOTBETCTBYIOIME HHCTPYMEHTBI UII OCTEOCHHTE3a MOMAPa3AessIoT Ha
cnenyromue TuUmbl (B CKOOKax yka3aHbl HOMepa IYHKTOB, B KOTOPBIX MEPEYUCIICHBI
cootBercTByIOILHEe cTaHaapTel ISO):

a) MMIUTIAHTATHI I ocTeocuHTe3a (A.1):

- BUHTBI 115 koctel (A.1.1);

- IJIacTUHbI [t Kocred (A.1.2);

- UHTpaMeny JUBIPHbIE KpenesxHble npucrnocobnenus (A.1.3);

- UMILTaHTaThI [ ukcarmy KOHIOB OenpeHHeIX kocrei (A.1.4);

- ckesieTHble TU(TH! 1 cruuel (A.1.5);

- ckoObI (A.1.6);

- MSITKHE TIPOBOJIOKU IUTs CEPKIIKA (CKPEIUIEHHS KOCTHBIX OTJIOMKOB) U IPYTUX BUIOB
¢ukcaruu (A.1.7);

- ycTpoiicTea 1uis pukcauny no3soHo4uHuKa (A.1.9);

b) HHCTPYMEHTHI UIsi yCTAHOBKH MMILIAHTATOB (A.2):

- HHCTPYMEHTBI IJist obecnieuenust coenrHeHms (A.2.1);

- CBepJia ¥ MeTunkH (A.2.2).

A.1Tunsl MMILIAHTATOB /ISl OCTEOCHHTE3A

A.1.1 BuHTBI AJ51 KOCTeMl

ISO 5835—91 MmmnanTaTsl Al XUpypruu. MeTaJuInieckue BUHTHI I KOCTEH Mo
[IECTUTPAHHBIIH KIF0OY CO CHEPUYECKOii OMOPHOIT IIIOCKOCTHIO M aCUMMETPHYHOM pe3sOoit

ISO 9268—88 Mmruiantarsl Ui XUPYpPruu. MeTalIMueCKHe BHHTBHI [l KOCTEH C
KOHUYECKOW OMOPHOI MOBEPXHOCTHIO FOJIOBKU. PazMephl

A.1.2 IlnacTHHBI AJs1 KOCTEH
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ISO 5836—88 MmmnanTaTel A8 XUPYPTrUH. MeTayindeckue IIACTHUHBI OIS KOCTEH.
OtBepcTys U1l BUHTOB C aCUMMETPUYHON pe3b00ii 1 cheprueckoil MOBEPXHOCTHIO

ISO 9269—88 HMmnaHTaThl M1 XUPYPruu. MeTaummdeckue MIACTHHBI ISt KOCTeil.
OtBepcTrs U Massl U BUHTOB ¢ KOHMYECKOH OMOPHO ITOBEPXHOCTHIO TOJOBKH

A.1.3 HUuTpameayansipHble KpeneKHbIe yCTPOHCTBA

ISO 5837-1—85 HMwmmantatel A xupypruu. HWHTpamenyJuisipHble KperexHble
cuctemel. Hacte 1. MHTpaMenyUIApHBIE TBO3AU C MOIEPEUHBIM CEYEHUEM B BUIE KICBEPHOIO
Jmcta unn V-o0pasHbIM MONEPeUHbIM CeUeHUEM

ISO 5837-2—80 HMmmnantatel A xupypruu. HWHTpamenyJuisipHble KperexkHble
cucremsl. Yacts 2. MenysursipHble ITAQTE

Mpumeuanue — B nHacrosmee Bpemst ISO 5837-1 u ISO 5837-2 mepecmarpuBarorcs
(UICO/PII 15142).

A.1.4 HUmnuaaHTaThbl Ada GUKCALINH KOHIOB 0epPeHHBIX KOCTel

ISO 8615—91 HeaxTupHbIe XUPYPrUUIECKIE UMITIAHTATEL Y CTPOICTBA, HCTIOIb3YEMbIe
a1 Gukcanuy GeApeHHBIX KOCTEH B3POCIIBIX MALMEHTOB. TexHuueckue TpeboBaHusg

A.1.5 CkeneTHble IITHPTHI H CIIHLBI

ISO 5838-1—95 HmmnanTatel M xupyprud. Crnuibl U WTHQTH AN CKEJNIETHOTO
BeITsDKeHMs. Yacth 1. MaTtepuan u Mexanudeckie TpeboBaHUs

ISO 5838-2—91 Hmmnantatel 1 xupyprud. Cnmnsl M mTHGTH IS CKEJIETHOTO
BeITsDKeHMS. YacTte 2. ['Bo3au [ITefinmana. Pasmepst

ISO 5838-3—93 Ummiantatel mist xupyprun. Counpl u wWTHGTH A1 CKEJIETHOTO
BeITsDKeHMs. HacTe 3. Criuiel Kupinnepa. Pasmepsl

A.1.6 Cko0b1

ISO 8827—88 MHwmmnnanrarel jus  xupyprud. Opromenudeckue ckoObl ¢
mapajuiebHbIMU Hoskkamu. O01mme TpeboBaHus

A.1.7 Msarkne mpoBOJIOKH ISl CEPKJSKA (CKpemieHHs] KOCTHBIX OTJIOMKOB) H
APYTHX BHIOB (PUKCANHH

ISO 10334—94 MImMriaHTaThI I XUPYPTUN. MsArkast mpOBOJIOKA JUIs HAaJIO)KEHHS IIBOB
U JpyToro NpuMeHeHHUs

A.1.8 YcrpoiicTBa Ansi BHeITHeH (PHKCAIHH KOCTEH

IIpumeuanune — B Hacrosmee BpeMs MEKAYHAPOJHBIX CTAHJAPTOB MO JAHHOH TEMATHKC
HET, HO MPEIJIOKESHHS MO Pa3paboTKe TaKOTO CTAHAAPTA HMEIOTCS.

A.1.9 YcrpoiicTBa ans (pUKCANHH MTO3BOHOYHHKA

INlpumeuanne — B HacTosmee Bpems MmO JAHHOH TeME pa3padaThIBAIOT HECKOIBKO

cranaaptos ISO.
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A.2 HHCTPYyMeHTBI AJIsl 0CTEOCHHTE3A

A.2.1 HHcTpymMeHTHI Jif 00ecnieueHHs COeAHHEHH

ISO 8319-1—96 UnctpymenTsl Ans oproneaun. CoenunaurenpHble 31eMeHTH. YacTs 1.
Kitrouu 715t BHHTOB C IIECTUTPAHHOH T'OJIOBKOMH

1SO 8319-2—86 HnuctpymenTsl A1t oproneanu. CoeauHUTENbHbBIE JIeMEHThL. YacTp 2.
OTBepTKH OOBIKHOBEHHBIE, KPECTOOOpa3HBIE U KPeCTOOOpasHble ¢ M3MEHEHHBIM npoduiem

A 22 Csepia H METYHKH

ISO 9714-1—91 Oproneauyeckue CBepiibHbIE HHCTPYMeHTEL. YacTh 1. BypunbHble

CBepJia, METYMKH, 36HKOBOYHBIE (hpe3bl
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NPWIOXKEHHUE b

(cmpaBouHoOe)

Crangaprei ISO Ha MaTepHAJIBI UISI 0CTEOCHHTE3A, MPHIOAHOCTH KOTOPBIX

NMOATBEPK/ACHA KIHHHYECKOH NPAKTHKOH

ISO 5832-1—97 Mmmnanrarsl s xupyprun. Meramnnueckue Matepuansl. Yacts 1.
Cranp HepxkaBerowmas nepopmupyemas

ISO 5832-2—93 MmnnaHTaThl 10151 XUPYpruu. Merajuinueckue mMarepuannl. Yactp 2.
HenernposanHbiii TUTaH

ISO 5832-3—96 Mmmnanrtarsl At xupyprun. Merauinueckue mMaTepuansl. Yacts 3.
JebopmupyeMblii THTAHOBBII CIUIAB, JIETMPOBAHHBIN amoMuHueM (6 %) u BaHagueM (4 %)

ISO 5832-4—96 NMmnaHTaThl AJis1 XUPyprud. Merajnyeckue marepuansl. Hacte 4.
JIuteiinplii KOOANBTOBBII CILIAB, JIETHPOBAHHBINA XPOMOM H MOJIHOIEHOM

ISO 5832-5—93 HmnnaHTaThl 1151 XUpYpruv. Merajuinyeckue marepuanbl. Hactb 5.
Jedbopmupyemblit KOOATBTOBBIN CILIAB, JIETHPOBAHHBII XPOMOM, BOJIL(PaMOM U HHKeeM

ISO 5832-6—97 Mmrutanratsl 11t XUpypruu. Meraumdeckne MaTepuansl. Yacte 6.
Hehopmupyemblii KOOANBTOBBIH CILIAB, JIETHPOBAHHbIN HUKEIEM, XPOMOM U MOJTHOAEHOM

ISO 5832-7—94 NmmunanTaTsl [ Xupypruu. Meramunyeckne marepuansl. Yacts 7.
Hebopmupyemblii  X010OHOGOPMOBaHHBI KOOAJIbTOBBIA CIUIAB, JIETHPOBAHHBIA XPOMOM,
HUKeJeM, MOJTUOIEHOM U JKEeNe30M

ISO 5832-8—97 Mmmnanratsl a1 xupyprun. Meramunieckue Matepuansl. YacTte 8.
Hebopmupyemblii kOOAIbTOBBIN CILIAB, JIETHPOBAHHBIA HUKEJIEM, XPOMOM, MOJUOGAEHOM,
BOJIb(PAMOM U >KEJIe30M

ISO 5832-9—92 Mmmnanratsl a1 xupyprud. Meramnnueckue Matepuansl. Yacrs 9.
Hedopmupyemast HepkaBeroLas CTajlb ¢ BLICOKHM COnepKaHHEM a30oTa

ISO 5832-11—94 UmmnanTathl 111 Xupypruu. Metayumnyeckue mMatepuainst. Yacts 11.
Jedopmupyemeliit TUTaHOBBII CIUIAB, JerMPOBaHHLIH amoMiHIeM (6 %) u HuoOHeM (7 %)

ISO 5832-12—96 Mmmuantatsl o xupypruu. Metannuueckue marepuanst. Yacrs 12.
Jedbopmupyemblii KOOaNBTOBbIN CIUIAB, JIETHPOBAHHBIH XPOMOM U MOJIUOAEHOM

ISO 5833—92 UMmnnanTaTs! AJ1s1 XUPYPriu. AKPHIILEMEHTHI

ISO 5834-1—98 Hmmnnantathl i xupypruu. IlonusTuneH ¢ yibTPaBbICOKAM

MoJieKyJIpHBIM BecoM. Yacth 1. [ToporkoobpasHas popma

10
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MMpumeuanue — B nacrosmee Bpemsa ISO 5834-1 mepecmarpumBaercs, Tak ke Kak H
cootsereTByromuii crangapr ASTM F 648-84.

ISO 5834-2—98 Wmmianratel s xupypruu. IlonusTuneH ¢ yJabTpaBBICOKMM
MOJIEKY JIIPHBIM BeCOM. HacTe 2. @OpMOBaHHbIEC U3EIIHS

IMpumeuyanue — B paBHOM CTEMEHH MOTYT IPUMEHATHCS AHATOTUYHBIC HALMOHAILHBIE

CTaHJAPTEHI.

11
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NNPWIOKEHHUE B

(cnpaBouHOe)

CTaH}.‘laprl, OTHOCHAIIHECA K HCIBITAHUSAM H OLICHKE¢ KOHCTPYKIUH

ISO 6475—89 HMmmmantaThl Il XUpypruu. Mertajuinueckue BHUHTBI [JIs1 KOCTEH C
acCUMMETPUYHOH pe3bboit u  cdepuueckoil OMOPHON MOBEPXHOCTBIO. MexaHHYecKue
TpeOOBaHUS ¥ METO/IbI UCTILITAHU

ISO 9585—90 MmrmanTaTe! Ayt XUPYpruyd. MeToabl HCHBITAHUS IIACTHUH JUIS KOCTel
Ha IIPOYHOCTb U CONPOTUBJICHHE U3THOY

ISO 9584—93 MWwmmnantatsl st  xupypruu. Hepaspywaoomuii  KOHTPOIb.
Pentresorpaduueckoe uccaen0BaHNe TUTHIX METALIMYECKHX UMILIAHTATOB JUISL XUPY Priu

ISO 9583—93 MWwmmnantatel usi  xupyprud. Hepaspymarommii  KOHTPOJb.
HccnenoBaHne METAJIMYECKUX XHPYPrHYECKWX MMIUIAHTATOB C ITOMOIIBIO HPOHMKAroUIEH

JKUOKOCTHU

12
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HOpunoxenne JI.A
(cnmpaBouHoe)

CBeZIeHlflﬂ 0 COOTBETCTBHH MERTIOCYAAPCTBEHHBIX CTAHAAPTOB

CCHLTOYHBIM MEKAYHAPOAHBIM CTAHAAPTAM

Tadnuuma JA.1

O6o03naueHre 1 HanMeHoBaHue | CTerneHb O003HaveHe U HAaUMEHOBaHKE
MeX/ly HAPOIHOT O CTaHAapTa COOTBETCTBHUSI | MEXIOCYAapCTBEHHOIO CTaHAApTa
ISO 14630:1997 - *

HeaxTHBHbBIE XHUPY PrUvecKue
nmIuianTatsl. O6uire
TeXHHYIECKHe TPeOOBaHNA

* COOTBETCTBYIOINHI MEXKIOCYIAPCTBEHHBIN CTaHOAPT OTCYTCTBYET. Jlo ero yTBepsKaeHus!
PEeKOMEHAYeTCsl HCIIONIb30BaTh IIEPEBOX Ha PYCCKHH SI3bIK TaHHOTO MEXIYHapOIHOIo
craHmapra. IlepeBon HOaHHOrO MEXAYHAPOZHOTO CTaHAapTa Haxomurcs B PenepaabHOM
nHPOPMALIMOHHOM (OH/IE TEXHUYECKHUX PErlaMEeHTOB U CTAHAAPTOB.

13
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TpeboBaHUs
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