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IIpegucaosue

Ileny, OCHOBHBIE MPHUHLMIIBI U MOPSAOK HPOBeneHus] padoT MO MEKIroCyAapCTBEHHOI
craapapTuzatmu ycraHoBieHsl TOCT 1.0—92 «MexkrocynapcTseHHasi CHCTeMa CTaHAapTH3a-
uun. OcHosuble monoxkeHus» u F'OCT 1.2—2009 «MexxrocynapcTBeHHAsl CUCTEMa CTaHIAPTH-
3auun. CTaHIapThl MEXKTOCY IAPCTBEHHbIE, MPABMIA 1 PEKOMEHIALHN 0 MEXKIOCYIaPCTBEHHOMN

crannaprisaiun. [IpaBuna pa3paboTKy, IPUHATHSA, MPUMEHEHHs, OOHOBJIEHUSI 1 OTMEHBD».
CeeneHus 0 CTAHAAPTE

1 IOAI'OTOBJIEH ®enepanbHbIM TOCYIapPCTBEHHBIM YHUTAPHBIM NpeanpustueM «Bcee-
POCCHICKHIT Hay4YHO-HCCIEOBATEIbCKUN UHCTUTYT CTaHIAPTH3ALMU U CepTU(UKALIN B MAIlH-

Hoctpoernny (BHUMHMALIIT)

2 BHECEH ®enepaibHbIM areHTCTBOM O TEXHHYIECKOMY PEeTyJIMPOBAHHIO H METPOJIOTHH

(Poccrannapr)

3 IIPUHAT Mexrocy1apCcTBEHHBIM COBETOM IO CTAHAAPTH3aLUM, METPOJIOTHH H CEpPTH-
¢ukanuu (mportokon Ne 41-2012 ot 24 mas 2012 r.)

3a IpUHATHE IPOrOJIIOCOBAIH:

Kpatkoe HaumeHoBanue ctpa- | Kox ctpansi mo | CokpameHHOe HaIMEHOBaHUE HALIMOHAJIBHOTO
uel o MK (MCO 3166) 004-97| MK (MCO oprasa no CTaHAapTU3aLuH
3166) 004-97
Aszepbatimxan AZ AscraHpmapt
Apmenust AM MuUHTOPIraKOHOMPAa3BUTUSA
Benapych BY T'occranpapt Pecny6imku benapyce
Kazaxcran KZ T'occranpapt Pecry6mmku Kasaxcran
Keoiprescran KG Keiprecrangapr
Mosnnosa MD Monposa-Cranmapt
Poccuiickas @enepauus RU PoctexperynupoBaHue
TamkukucTan TJ TapxukcranaapT
VY3b6ekucran Uz V3crangapt
Ykpauna UA Tocnotpebcranaapt YkpauHbl

4 TIpukazom DenepanibHOrO areHTCTBa MO TEXHUYECKOMY PEryJIMPOBAaHHIO U METPOJIOTUH
ot « 19 » nexabps 2012 r. Ne 1935-ct mexxrocymapcersennsiid crangapt ['OCT ISO 8615-2012
BBEJICH B NEHCTBHE B KAUeCTBE HALIMOHAJBHOrO cTaHmapra Poccuiickoii ®@eneparuu ¢ 1 aHBaps
2015 1.

5 Hacrodaumii craHmapT HIEHTHYEH MexayHapoaHoMmy cranpaprty ISO 8615:1991

Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical require-
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ments (HeakTHBHbIE XMPYpPIrUYecKUe MMIUIAHTAThlL. YCTPOWCTBA, UCMOJb3yeMble Uil (UKCALUH
GenpeHHbBIX KOCTE B3POCIbIX NALMEHTOB. TeXHnYecKne TpeGOoBaHMs).

Crenens cootBercTBus — uaeHtuyHas (IDT).

CBeZ[eHI/ISI O COOTBETCTBHU MEXIOCYAAPCTBEHHBIX CTAHAAPTOB CCBUIOYHBIM MEXKIOYyHa-
POZHBIM CTaHAAPTAM [PUBEIEHBI B TONOIHUTENBHOM NpHitoskeHun [ A.

Crangapt noarotosyieH Ha ocHoBe npumenerns [OCT P UCO 8615-99

6 BBEJIEH BIIEPBEIE

Hupopmayus o esedenuu 8 Oeiicmeue (npexpaiyeni Oeticmeus) nacmoawezo cmanoapma nyo-

quKyemcs 8 ykasamene « Hayuonanvruie cmanoapmo ».

Huopmayus 06 usmenenusx x nacmosiyemy cmanoapmy nybnuxyemes 6 ykazamene «Hayuo-
HATbHBIE CIMAHOAPMbLY, d MEeKCM U3MeHeHUl — 8 uHQopmayuonnvix ykasamensx «Hayuonansnvle cman-
dapmuly. B cryuae nepecmompa uni OmmeHbsl HACMOAWe20 CMAHOAPMA COOMBEMCMEYIouas UHPOPpMA-

yus 6yoem onyoaukoeana 6 un@opmayuonnom ykazamene «Hayuonanshvie cmanoapmoi »

© Cranpaprunagopm, 2013

B Poccuiickoit ®@epepauny HACTOAIMIA CTAaHAAPT HE MOXKET OBITb MOTHOCTHIO MJIM 4aC-
THYHO BOCTIPOM3BEIEH, TUPAXKHUPOBAH U PACIIPOCTPAHEH B kKauecTBe oduLpanpHoro usaaHus 6es

pasperuenust PenepanbHOrO areHTCTBA II0 TEXHUYECKOMY PETyJIHPOBaHHIO H METPOJIOTUH
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Beenenne

Hacrostmuii CTaHOapT sIBISAETCS NPSIMbIM TPUMEHEHHEM MEeXIyHapOJHOrO CTaHAapTa
ISO 8615:1991 «HeakTuBHBIE XHUPYPrU4eCKUE MMIUIAHTATHL. Y CTPOICTBA, UCMONB3yEMble IS
(bukcanuu OeNPEHHBIX KOCTEH B3POCHIBIX MALMEHTOB. TexHuueckue TpeOOBaHUS», MOATOTOB-
nensoro ITonkomureroMm 5 «Octeocunresy TexHuueckoro komurera UCO 150 «MMrmaHTaThI
JUISL XUPY PTHID) .

OUKCUPYIOIIHE YCTPOICTBA, UCTOIb3yeMble AJs MPOKCUMAJIBLHOTO U JHCTAJIbHOTO KOH-
OB OePEHHOM KOCTH, MOTYT ObITh Pa3IM4HON KOHPHUIypaLK B 3aBICAMOCTH OT KOHCTPYKIIUH,
BBIOPAaHHOM M3rOTOBUTENIEM, WK CII0c00a n3roToBieHns. OqHaKo UX pa3Mepsl He JOJDKHBI IIpe-
BBILIATH KPUTHYECKUX 3HAUCHUI BO M30€KaHUe PUCKA MTOBPEXICHUSA KOCTH NPH YCTAaHOBKE (hHK-
CHpYIOILEro yCTPOHCTBa.

Ienbi0 HACTOSAIIErO CTAHAAPTA SABISETCS obecredeHne eMHo00pasus Npyu 0003HaYEeHHH
U OMNKUCAHMK Pa3sMEPOB YCTPOUCTB, YTOOBI B YCTPOWCTBAX PasHBIX M3TOTOBHTENE He ObUIO Cy-
IIECTBEHHBIX PA3JIMYMii B KPUTHYECKHX pa3Mepax. Pasmepbl HEOOXOAMMO YKa3bIBaTh HA YIIAKOB-
K€ W MapKHUpOBAaTh MMH yCTPOMHCTBa, KpOME TOrO, Ha YIAKOBKE CIEAYeT MOMeWaTh U APYTYIo
MOJIE3HYIO LISl XUPypra HHOOPMALHIO, HANPUMEDP, 00 HHCTPYMEHTAX M BCIIOMOTATENbHBIX MPH-

criocobneHusX, HEOOXOAUMBIX ISl UMILIAHTALMN (PUKCHUPYIOIIIX YCTPOICTB.
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MEXTITOCYAAPCTBEHHGBMT CTAHIAPT

HeaxTHBHBIE XHPYPrUYeCKHe HMILIAHTAThI

VYCTPOUCTBA, HCHOJb3YEMBIE JIUISI ®UKCAIIMY BEJAPEHHBIX KOC-
TEM B3POCJIBIX IAIUEHTOB

TexHuuyeckHe TpeGoBaHHS

Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical requirements

Jara Beeaenus 2015-01-01

1 O6nacTs npuMeHeHust

Hacrosiiuuii craHmapT yCTaHaBIUBaeT TPeOOBAHUS K MaTepHajiaM, pasmepam, obpaborke
MOBEPXHOCTH, YIIAKOBKE M MapKHPOBKE METAJUTHUECKUX XUPYPrHYeCKUX MMIDIAHTATOB, HCIIONb-
3YEMBIX IJisg (I)I/IKca.L[I/II/I OTJIOMKOB, a TAaKXX€ NPH OCTCOTOMHUU NMPOKCUMAJIbHOIO U AUCTAJILHOIO
KOHIIOB OeIPEHHON KOCTH y B3POCHBIX MALMEHTOB. PacCMOTpeHbI YCTPOICTBA CASAYIOUINX TH-
IOB:

a) TBO3AU U BUHTBI — IJIsI CAMOCTOATEJIBHOTO IIPUMEHCHUS,

b) mIACTHHBI C TBO3ASMHU MK [LUIACTHHBI-PE3LIBI HEPA3bEMHON KOHCTPY KLIHH,

C) COCTaBHbIE (PHKCHUPYIOIIUE YCTPOHCTBA ¢ QUKCUPOBAHHON MM PETYJINPYEMOil BEJIH-
YHHOMH yTJIa,

d) cocTaBHBIE (PUKCHPYIOIIHE YCTPOWCTBA CO CKOJB3SIIMM IBO3AEM WM BUHTOM C TOJ-
JKUMAOIIUM IPUCTIOCOOIeHHEM uii Oe3 Hero.

Tpe6OBaHI/IH HacCTOALIECIO CTaHAapTa ABJIAIIOTCA PEKOMEHAY EMbBIMU.

Ilpumeuganue — Ha pucynkax 1 — 7 npuseaeHsl NEpeueHb U cucTeMa 0003HAYUCHUS Pa3-

MEPOB, OJJHAKO MOPSAOK PACIIOIOKEHIS KOMIIOHGHTOB HE HOPMHPYETCA.

N3panue opunnanbHoe
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2 HopMaTHuBHbI€ CCBIKH

B HacrostuteM cTaHOapTe UCIIOIB30BAHbI CCBUIKY Ha CIIEAYIOLINE CTaHAAPTHI:

ISO 5835:1991 Implants for surgery. Metal bone screws with hexagonal drive connec-
tion, spherical under-surface of head, asymmetrical thread; dimensions. (MMmianTaThl ajist Xu-
pypruu. MeTajmndyeckue BUHTbI A KOCTEH IOJ MIECTUIPAHHBIN K04 cO chepuueckoil omnop-
HOM IIOCKOCTBIO M aCUMMETPUYHOM pe3b0oit)

ISO 261:1973 ISO general purpose metric screw threads. General plan. (Pe3b6b1 MeTpH-
ugeckue [SO obmero HasHaueHns. OCHOBHBIE Pa3MephI)

ISO 272:1982 Fasteners. Hexagon products. Widths across flats (M3menmst kpemnexHble
urecTUrpaHHble. Pasmep nox ko)

ISO 965-2:1980 ISO general purpose metric screw threads. Tolerances. Part 2. Limits of
sizes for general purpose bolt and nut threads. Medium quality. (Pe3s6b1 MeTpuueckue ISO 06-
mero HazHaueHusi. Jlonycku. Yacts 2. [IpenenbHblie pazmepsl pe3bd aisi 60ITOB U raek obImero
HasHaueHus. CpeqHuii Ki1acc TOUHOCTH)

ISO 5832-1:1987 Implants for surgery; metallic materials. Part 1. Wrought stainless steel
(Mmmumanrater anst xupypruu. Merajumueckue matepuanbl. Hacte 1. Ctanp HepskaBeromas Jie-
bopmupyemas)

ISO 5832-2:1978 Implants for surgery, Metallic materials. Part 2. Unalloyed titanium
(MMrutanTatsl auist xupyprud. Mertajummuaeckue Matepuansl. Yacts 2. HenernpoBaHHbBII THTaH)

ISO 5832-3:1990 Implants for surgery; metallic materials. Part 3. Wrought titanium 6-
aluminium 4-vanadium alloy (Umruianrarst 1y xupypruu. Merannndeckue marepuaibl. HYacTb
3. JlebopMupyemblii THTAHOBBIH CIUIAB, JISTHPOBAHHbIHN antoMiHueM (6 %) u BaHamueM (4 %))

ISO 5832-4:1978 Implants for surgery. Metallic materials. Part . Cobalt-chromium-
molybdenum casting alloy (MmrutanTats st xupypriau. Merayundeckue Marepuaisl. Hacts 4.
Jlureiinbiii KOOANBTOBBIN CIJIAB, IETHPOBAHHBIA XPOMOM M MOJIHOIEHOM)

ISO 5832-5:1978 Implants for surgery. Metallic materials. Part 5. Wrought cobalt-
chromium-tungsten- nickel alloy (MmmiaHtatel ajisi Xupypriad. MeTajuIM4eCKHe MaTepHaibl.
Yactb 5. lehopmupyemsiii k0OaabTOBBII CIUIaB, ISTHPOBAHHBIH XPOMOM, BOJNIB()PaMOM U HHKE-
JieM)

ISO 5832-6:1980 Implants for surgery. Metallic materials. Part 6. Wrought cobalt-nickel-
chromium- molybdenum alloy (MmmmanTtatsl miast xupyprud. MeTajuindecKue MaTepHaibl.
Yactsb 6. Jledbopmupyembiii k0GANBTOBBII CIIAB, IETMPOBAHHBII HUKEIEM, XPOMOM U MONHOe-

HOM)
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ISO 5832-7:1984 Implants for surgery. Metallic materials. Part 7. Forgeable and cold-
formed cobalt-chromium-nickel-molybdenum-iron alloy (Mmmianratet s xupyprad. Meran-
nudeckne Matepuansl. Yacts 7. lehopmupyemblii xonoqHohopMOBaHHEIH KOOAJIBTOBBIHA CILIAB,
JIETHPOBAHHBIN XPOMOM, HHKEJIEM, MOJIMOIEHOM H 3KEJIE30M)

ISO 5832-8:1987 Implants for surgery; metallic materials. Part 8. Wrought cobalt-nickel-
chromium- molybdenum-tungsten-iron alloy (MmmianTtare! ajis XUpyprad. Meraindeckiue mMa-
tepuansl. Hacts 8. Jlepopmupyemblii k0OaIbTOBBIN CIUIAB, JIETHPOBAHHBIA HHUKEJIEM, XPOMOM,
MONHOAEHOM, BOJILHPAMOM H JKeNIE30M)

ISO 5836:1988 Implants for surgery. Metal bone plates. Holes corresponding to screws
with asymmetrical thread and spherical under-surface (Mmmnantars! st xupyprun. Merajuii-
YeCKHe IUIACTHHBI U1 KocTeil. OTBepcThs [Uisl BUHTOB ¢ aCHMMETPUYHO# pe3nboit u chepuue-
CKO¥i MOBEPXHOCTHIO)

ISO 6018:1987 Orthopaedic implants. General requirements for marking, packaging and
labelling (OpTonenuyeckue nmiutantarsl. O0mue TpeGoBaHHs K MapKHPOBKE, YAKOBKE H 3TH-
KETHPOBAHHUIO)

ISO 9268:1988 Implants for surgery. Metal bone screws with conical under-surface of
head. Dimensions (MmmianTaTs! st Xupyprui. MeTtajinyeckue BUHTBI AJI KOCTel ¢ KOHUYe-
CKOH ONOPHOH MOBEPXHOCTHIO. Pazmeprl)

ISO 9269:1988 Implants for surgery. Metal bone plates. Holes and slots corresponding to

screws with conical under-surface (MmruianTatsl 1Jist Xupy privd. MeTauinuecKie IIaCTHHbL)

3 MartepuaJibl

3.1 Hcnonb3yeMbie METAJUTHYECKHE MATEPHAJIbI JOJDKHBI COOTBETCTBOBATH TPEOOBAHUSIM
ISO 5832, yactu 1—S8.

32 CTOHOpH])Ie BTYJIKA U BKJIQABILIN JOJIYKHBI OBbITh M3rOTOBJIEHBI U3 IUIACTUYECKHUX Ma-
TEPHANIOB. ITH MaTepUaJIbl He HOJDKHBI IPUMEHATBCS B KaKOH-THO0 Ipyroi YacTy u3esms.

Ilnacrudeckne Matepuaibl NOIDKHBL ObITh GHOCOBMECTHMBI M B {OCTATOYHOM CTEHCHH
yCTOI?I‘IPIB];I K MOCTOAHHOMY HAIPSXKCHUIO.

B Hacrosmee BpeMs MONHAMHI-TOMONONUMEpP THIA 66 (HEHIOH 66) U3BECTeH Kak IpH-

TOIHBIN JJIS1 THX LEJICH.

4 Tunsbi reo3aei 1 PUKCHPYIOIUX BHHTOB

I'Bo3a1 1 PHUKCHPYIOLIKME BUHTBI MOTYT OBITH TPEX THUIIOB:
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A— rBO3OY C IIPAMOYTOJIbHBIM IOINIEPEYHBIM CEUCHHEM,

B — rBO3aM U (UKCHpPYIOLIME BHMHTBL, HCHOJb3yeMble AUl BBEACHUS B LIECHKY WIM IO-
J0BKy Oeznpa 6e3 MOAroTOBKH,

C — rBo3nU U (pUKCHPYIOIIHME BUHTBL, MCHOJb3yE€Mble AJSI BBEOCHUS B INEHKY WIM ro-
70BKy Oenpa TOJBKO MOCHe MPEeaBAPUTEILHOTO CBEPIICHHUs WM APYTroii MOATOTOBHUTENBHOM Mpo-
LIeAyPHL.

[Ipumeuanune — Hcmonp3oBanue reo3asd WM BHHTA ¢ OONBIIMM Pa3sMEPOM MOMEPEYHOrO

CEUCHMSA IPH BBEICHUH YCTPOHCTBA MOXKET CTaTh MPHYMHOM pa3phiBa MIeHKU Oeapa.

5 Pasmepsl

5.1  OOmue TpeGoBaHHUS

5.1.1 HomeHkjaTypa IUIaCTUH, I'BO3/€l U (PUKCHPYIOIIUX BUHTOB NPUBECHA B TabiuIe

5.1.2 Pa3meps! muiacTuH, rBo3aeil U (UKCHUPYIOLIMX BUHTOB JOJIKHBI COOTBETCTBOBATb
yKa3aHHBIM Ha pUCYHKax 1 — 7.

s xupypra Hanbosee BaXKHBIM pa3sMEPOM SIBJIIETCS MOJIe3Has AJIMHA IBO3AeH U puKCcH-
PYIOLINX BUHTOB.

5.2 IlomepeuyHoe ceueHHe rBo3AeH H (PUKCHPYIOIIHX BUHTOB THNOB A u B

5.2.1 MakcumaibHasi IIMpHHA IBO3AeH THHAa A MOJDKHA COCTaBIsITH 16 MM, a Makcu-
MaJjibHasi ryOrHa — 6,5 MM (pa3Mepsl b U d COOTBETCTBEHHO Ha pUCYHKax 1 u 2).

5.2.2 B uznenusax tuna B none3Has AJMHA rBO3AS WM QUKCHPYIOIIUX BHHTOB, 0003HA-

YEHHBIX Ha PUCYHKax 1 — 7, NOJKHA NPOXOAUTD Yepe3 KPyr JuaMeTpom 13 Mm.

IIpumeuanune — I'vso3au u puxcupyromue BuaTH THNA C NpPCAHA3HAYCHBI IS HCTIONb30BA-
HHA TOJBKO B TEX CIy4asx, KOT/Aa MEPea MMIUIAHTALUCH NPOBEACHO NPEABAPHTEIBHOC PACCBCPIUBAHHE
HJIH ApYyro# criocob moarotosku meiiku 6eapa. HenpasuibHas noaroroska GeApa, a TAKKE HCTIONb30Ba-
HHE I'BO3/I HIIM BHHTA CO CIMIIKOM OOJIBIINM HONEPEYHBIM CEUCHUEM MOXET NMPUBCCTH K Pa3phiBy HICH-

KH 6e1pa BO BpEMs UX BBEICHHSL.



Ta6nuua 1 — Homenkiarypa macTuH, rBO3ACH U QHUKCUPYIOIIUX BUHTOB

I'Bo3mu
Ouxcupyromme
N . CTpotcTBa
T . I JmvHa pexxyIueit yactu JUMHa peskyIiel yacTy paB- I'Bo3M C IIPSIMOYTOJIBHBIM yerp
HITycTponcTsa acTiHa MEHBIIIE TI0JI€3HOM TUHBI Ha TI0JIe3HOH JUTHUHe (HaIlpH- CeUeHUeM
(HarrpuMep, TpexpeOepHBI Mep, I'BO3/b V-00pa3zHOi
TBO3JB) bopMbI)
MoHOIHUTHBIE IUTACTHHEL © ITonesnas mmHa / komde- | Pasmep(sr) momepeyroro ce- | Pasmep(sr) morepeurioro ce- | Pasmep(sl)d u b monepeu- | Jlmamerp pe3bOel
IBO3/IEM CTBO OTBEPCTHUM UL BUHTOB | YEHUS PEXYIIeH YacTu YEHUS PEXYILEH YacTu HOTO CEYEHMS PEXYIIEH YacTu
JlnmMeTp cTep KHs
(cM. pucyHku 1 u2)
I'Bo3m u pukcupyronme JluaMeTp CTepKHA IlonesHas mivuHa 5
BUHTBI IJIT CAMOCTOSITETh- yr?n 61  Mesxty riacTy- 5 TlonesHast WIHHA Jlma pespGpr
HOIt ¥ TBO3IeM WM dukcu- | JITMHa pexyIueit yacTi Tomuas jmiHa

HOT'O IIPUMEHCHIA

Heckompasmipe macTaHbl,

T'BO3JH 1 BUHTBI COCTaBHOM

PYIOIMM BUHTOM ((pUKCH-
PYIOIMMY BUHTAMH) B TPa-
Tycax

Ilonesnast mHa

Tlonmnag moHa

JlrmaMeTp CKBO3HOTO OTBEp-
cTHst (TIPY HAJTUYMH )

IlonHas mmoiHa

IlonesHas mmHa
IlonmHas momma

JlmameTp CKBO3HOTO

KOHCTPYKIMH ¢ QUKCHPO- JluaMerp CKBO3HOTO OTBED- OTBEPCTHS
cTys (TIpY HaTIIYWN)
BaHHBIM YTIIOM
TImacTHHBI B COCTaBHBIX ycT- | [ToesHast iHa / KOTuJe-
PpOMCTBaX C peryIupyeMbIM CTBO OTBEPCTHI I BUHTOB
VIJIOM
MuHuMaIbLHBIA M MaKCH- _ _ o _
MaJIbHBIHA yTOT 6 MeXIy
IUIACTUHOH U T'BO3JIEM WIX
(GUKCHPYIOTIIAM BHHTOM B
rpajaycax
CKONb3sIIHe IUTACTUHEI © Jlmma BTyIIKH| Paszmep(s1) nonepeuroro ce- | PazMep(sl) momnepeyHoro ce- Juametp pe3nObl
TBO3/IEM U BUHTOM YeHUSI pEXYILEH YacTH YEHUS pEeXyILUel 4acTH
Tlonesnast jymHa / Kommde- JluameTp crepKHs
CTBO OTBEPCTHH JIsl BUHTOB | Jluamerp crep:kHs Juamerp creprxHs
Jmima pe3n0Obl
VYron 6 Mexy 1wiacTiuaoM u | JiiHa pexxyIiel yacTu [lonesnas puHa

TBO3/IeM WIH GUKCHPYIO-

Ilonesnas jwivHa

Ilone3nasa mmHa

IIIMM BHHTOM B I'pajlycax
IlpuMmevaHus

1 JIuHeliHbIe pa3Mepbl JOJIKHBI OBITH B MIJUIUMETax.

2 TIpuBeeHHbIE B TaONMIIE pa3Mephl YKa3aHbI HA pUCYHKax 1 — 7.

3 Jls xupypra HanGoree BasKHBIM Pa3MEpOM SIBISIETCSI TIONe3Hast JUIMHA TBO3/IEH U GUKCHUPYIOIMX BUHTOB.

<10 —S198 OSI LDOI
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5.3 Monae3nas anuHa reo3aed M pUKCHPYHOIIUX BUHTOB

I'BO3mM ¥ PUKCHUPYIOLINE BHHTHI AOJDKHBI OBITH MMONe3HOM iuuHbl S0 — 150 mm. Tlpen-
NOYTHTENIBHO, YTOOBI MHTEPBAI MEXKIY IJIMHAMU COCTABIISUL 5 MM.

5.4  CkBo3Hoe oTBepcTHE rBO3As HIH (PUKCHPYIOIIEro BUHTA

5.4.1 Pa3mepsl CKBO3HOT'O OTBEPCTHS, €CIIM OHO UMEETCS, TOJDKHBI OBITh CIIEAYIOIINMU:

a) HOMHUHAJIbHBIN TUaMeTp 2,8 MM 1 MUHUMAJIbHBIN JeHACTBUTENbHBIN quamerp 2,80 MMm;

b) HOMMHANIBHEBIN qUaMeETp 2,2 MM 1 MUHUMAJIbHBIA JEHCTBUTEIbHBINA 1ruamMeTp 2,20 MM;

C) HOMMHAJIbHBINA quameTp 2,0 MM 1 MHHUMAJIbHBIN NefCTBUTENbHBIH AuameTp 2,00 Mm.

[Ipumeuanue — OTBepcTHE AUAMETPOM 2,8 MM HCIONB3YIOT C HAMPABISIOUIAMU [TPOBOJIO-
KaMH AUAMETPOM 2,5 MM; AUAMETPOM 2,2 MM — € HaIPaBIISIOMIUME IIPOBOJOKAMHU JuameTpamu 1,6 MM u
2,00 mm; auamerpom 2,0 MM — ¢ IIpOBOJIOKaMU JuaMeTpoM 1,5 mm.

5.42 MuHnManbHasi TONIIMHA CTEHKH CKBO3HOTO OTBEPCTHUS IBO3AS WIH (DUKCHUPYIO-
IIero BUHTA NpuBeneHa B Tabmure 2.

Tabnuua 2 — MuHuMaIbHAS TOJIIHMHA CTCHKH CKBO3HBIX OTBEPCTHIA

MunnMabHas TOMIMMHA CTEHKH TSI CKBO3HBIX OTBEP-
CTUM MUHUMAIBHBIMU JE€HCTBUTEIbHBIMU
Marepuan BUHTa WU FBO3AS
JAuaMeTpaMH, MM
2,0 MM 2,8 MM
Hepxaseromas craib 1,00 1,35
Jlutele cIIaBEI HA OCHOBE KOOAIbTA 0,79 0,79
HebopMupyembie CILIaBE HA OCHOBE KOOAIbTA 0,79 0,79
HedopMupyeMeIii THTAHOBBIH CIUIAB 1,00 1,29

5.5  T'0J0BKH HeCKOJIL3AMIUX rBO3AeH H PHKCHPYIOIIHX BHHTOB

5.5.1Tlone3nas riyOuHa pe3bObI THE3/1A MO BHHT B TOJIOBKE I'BO3MS JOJKHA OBITH HE
MeHee 8 MM.

5.5.2 JInyHa BBICTYMAMOINEHl YaCTH TOJIOBOK C HApY>KHOW BHHTOBOHM pe3p0oil HMOIDKHA
ObITh He Oonee 20 Mm.

5.5.3 BunTOBas pe3bba rHe3x Mol BUHT M BBICTYMAIOLIEH YaCTH rOJIOBOK JAOJDKHA OBITh
M6, unu M8 x 1, unu M7, unmu M10 x 1 B coorBercteuu ¢ ISO 261, ¢ knaccom nonycka 6H/6g B
coorsercTBuH ¢ ISO 965-2.

5.6  Yrou mexay OeapeHHON MJIACTHHOM M rBO3AE€M HJIH PHKCHPYIOLIHM BHHTOM

5.6.1 Eciu B myacTHHax HE NMPEeayCMOTPEHa PEryJMpOBKa yrila MEXAY IUIACTHHOW H
rBO37IeM WM QUKCUPYIOIIUM BUHTOM, 3TOT YIOJI HE JOJDKEH OTIMYAThCS OT HOMHHAJIBHOTO 3Ha-

YEHUsI, YKA3aHHOTO U3TOTOBUTENEM, OoJtee ueM Ha 2 ©.
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5.6.2 MuHUMaJIbHOE U MaKCHMAaJbHOE 3HAYCHUs PETYJIMPYEMBIX YIJIOB MEXIY ILIACTH-
HOM ¥ IBO3JIeM WJIM (PUKCHPYIOLIUM BUHTOM HE JOJDKHO OTJIMYATHCS OT YKa3aHHBIX U3TOTOBHTE-

seM Oosee yem Ha 2 °.

IIpumeganue — B ofoux cayuasx Harpyska, MPUXOJALIALCS HA HMIUIAHTAT, JOCTHUTAeT
MaKCHUMAaJIbHOIO 3HAYEHMS HA 3AIUICUYMKE MEXKIY I'BO3AEM M ITACTHHOMH, MO3TOMY 3TOT Y4YacTOK JOMKEH

001aaaTh HOBBIMICHHOH MPOYHOCTEI0. METOMBI HCIBLITAHUI B HACTOALIEE BPEMS Pa3pabaThIBAOT.

5.7  OrsepcTus 1151 BUHTOB
OtBepcTys IJIsi BUHTOB IOOJDKHBI COOTBETCTBOBaTh TpebGoBaHusaM ISO 5836 uam 1SO
9269.

IIpumeganue — Tum oTBEpPCTHS IIACTHHBI 3aBHCHT OT THIA HCIO/b3YEMOTO C HEil BHHTA.

5.8  3azop mexay BTYJIKO# M rBO31eM HIIH (PUKCHPYIOLIMM BHHTOM
5.8.1 3a30p Mexxay BHELIHEH MOBEPXHOCTBIO CKOJIb3SIIErO IT'BO3MAA UM BUHTA U BHYTPEH-
Hell MOBEPXHOCTBIO BTYJIKU AOJDKEH OBITh 10,0_25 MM, 33 UCKJIFOUEHHEM pa60me MOBEPXHOCTEMN

YCTPOMICTBA, PEryJHUPYIOIINUX KPYrOBOE WIIH CKOJIb3SIIEe TBHKECHHUE.

6 Jlono/iHNTe/1bHbIe KOMIIOHEHTBI K COCTABHBIM (PUKCHPYHOLUHM YCTPOMCT-

BaM

6.1 T'aiiku U ro1oBKH 00JITOB

6.1.1 BuntoBas pe3pba raek u OOATOB TOJI’KHA COOTBETCTBOBATH TpeOOBaHMsIM 5.5.3.

6.1.2 IllupunHa rpaHeii MeCTUTPAHHBIX FAE€K M FOJOBOK OOJNTOB OJKHA COOTBETCTBOBATH
ISO 272.

6.2  CromopHble BTYJIKH M BKJIAABIIIHA

Matepuan A U3roTOBJIEHUS! CTONOPHBIX BTYJIOK M BKJIaAbed yka3ad B 3.2. Bunrosas
pe3pOa, NpH ee HaJIMYMH, NOJDKHA COOTBETCTBOBaThH TpeboBaHmsM 5.5.3. Ilpu MCTIOIB30BaHMU
raeK C HEMJIOHOBBIMH CTOMIOPHBIMU BTYJIKAMH HY>KHO CJI€OUTBb 3a TeM, YTOObI raiika Obuia moJi-
HOCTBIO 3aTsIHYTa, a pe3b0a rBO3Ms MM BUHTA BHICTYIAJA 32 HEWIOHOBYIO BTYJKY. Eciu mo ka-
KO-1160 NpUYnHE BO BpeMsl ONEpaliy dTa rafika chexania ¢ TBO3s, ee ClieqyeT 3a0pakoBaTh U
3aMEHUTb HOBOM raiikoil. Tak ke cienyeT MoCTymarb, €CIM KOMIIOHEHTbI T'BO3ASI MU BHHTa

CKPCILTICHBI 00JaTOM CO CTONOPHBIM BKJIQABIIEM K3 IJIACTMACCHI.
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7 O06paGoTKka NOBEepXHOCTH

O06paboTka BHEILIHel NOBEPXHOCTH AOJDKHA FapaHTHPOBATh OTCYTCTBHE 3ayCEHLEB, Lia-
PanyH U APYyTUX BUOAUMBIX 1e(EKTOB NPH BU3YaJIbHOI NMPOBEpKe O€3 MPUMEHEHHUs! CIELIHATbHBIX

ONTHYECCKUX CPEACTB.

8 VYnaxoska

VnakoBka nojokHa coorBercTBoBaTh Tpebopanusam ISO 6018, Octpble Kpas HOJDKHBI

OBITh 3aKPBITHI KOJIIMAYKaMU.

9 MapkupoBka

9.1 MapkupoBKa ycTpoiicTs

Kaxmoe yCTpOHCTBO MIIH OCHOBHOW KOMITOHEHT COCTABHOIO YCTPOMCTBA JOJKHBI ObITH
MapKHPOBaHHI B COOTBETCTBUH ¢ TpedoBanmsamu ISO 6018 u Tabmuier 3.

9.2  MapkupoBKa yNaKOBKH

VnakoBky ciefyeT MapkuposaTb B coorBercTBUH ¢ ISO 6018; mapkupoBka, 06o3Ha-

Haromas pasMep, JOJKHA COOTBETCTBOBATh YKa3aHMUsIM, TIPHBEICHHBIM B Tabmre 3.

Tab6nuia 3 — TpeGoBaHua K MapKUPOBKE (GHKCHPYIOIUX YCTPOHCTB H HX YIAKOBOK

VYcrpoiicTBO M OCHOBHOH KOMITOHEHT COCTABHOTO

ycTpoiicrea TpeboraHmA K MAPKHPOBKE

PasMep rBO3Js1 H IUIACTUHBI U YT'OJI MEXK-

H MHbIe pukch i
epasbeMHble (puKcHpyroLHe YCTPOFicTEa Iy HUMH, 0003Ha4YeHs! B 9.1

I'Bo3au 1 puKCHpyIOLIHE BUHTbI, TPUMEHsEMbIE

Pasm HAa4eH B 9.
OTHENbHO asmep, 0003HaUe 1

CoctaBHble HUKCHPYIOIIHIE YCTPOHCTBA!

IInacTuHsL:

a) ¢ (UKCHPOBAHHBIM YIJIOM,
b) c peryanpyemsiM yriom,
C) CKONb3siine

I'Bo3mu:

a) HECKOJb3SIIKE,
b; CKOJIb3SIIIHE Pasmep, 0603HaueH B 9.1

DUKCHPYIOIUE BUHTHL
a% HECKOJIB3SIIIHE,
b) ckonb3siye
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B HH,Z[HBHI[yaJ'[bHOfI YHOAaKOBKE€ WU JIMCTOBKEC-BKJIAABIIIE B YIIAKOBKE JAOJIKHbL ObITH YKa-
3aHbl CIeNyHolie AaHHbIE:!

a) pasMep M THIl CBEpPJIa, TA€YHOIO KJIKOYa, OTBEPTKU H APYTHX BCIIOMOTATENbHBIX HHCT-
PYMEHTOB, PEKOMEH/IOBAHHBIX U3TOTOBUTENEM Ul HCTIO/Ib30BAHMS C JAHHBIM Y CTPOHCTBOM,

b) nuameTp pexOMEHAYeMbIX HAIpaBJISIIOIINX MPOBOJOK U HAMPABJISIOIIEH MPOBOJIOKH
IUIS CBepIIa;

C) pasMepbl U THIbI KOCTHBIX BUHTOB, C KOTOPBIMH HCIIOJIB3Y €TCS JAHHOE YCTPOHCTBO, B
cootsercTBuH ¢ [SO 5835 mnu ISO 9268;

d) pexoMeHpmalMK MO CTEPUIM3ALMK U OOPAILEHUIO C M3AENHeM, BKIIOYas, Tae Tpedyer-
Cs1, METOIBI U TPeOOBAHMUs K MHCTPYMEHTaM IJist U3MEHEHHs QOpMbl U3RENH,

e) tun (B wnmu C) — i TBO3IEH C HENPSIMOYTOJBbHLIM CEYEHHEM M (PUKCHPYFOIILX
BUHTOB, pEKOMEHIAAIINN WU NPEAYTIPCIKACHNUA, KaCatoIneCs HpaBHJ’IbHOﬁ TE€XHUKH HUMILIaHTa-
1Y, U1 CBEACHNUA K MHHUMYMy PHCKa MOBPEXXAeHNUA 1eliku Genpa (cM. npuMedanue k 5.2.2);

TUun A — 17 rBO3/AEH C MPSMOYTOJBHBIM IIOIIEPEYHBIM CEUEHHEM, PEKOMEHAAIMU U

NpEeaynpeKaACHNA, KaCaroUecss TCXHUKH UMILJIaHTalUuN.
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a — mnacTuHa ¢ TpexpebepHsIM rBo3aeM; b — mnactuHa ¢ rBo3ueM V-00pa3Horo ceyenus,

¢ — TBO3Ib MPAMOYTOJILHOTO CEYCHHS
Pucynok 1 — Q600meHHOe n300paXkeHHe HEPa3beMHBIX TUIACTHH C TBO3AAME I IPO-

KCHMAIBHOTO KOHIIa OSIPEHHOM KOCTH B 0003HAYCHHE Pa3MEPOB

[Ipumeuanune — Cm npumeyanue k pazaeny 1.

10



T'OCT ISO 8615 — 2012

; A-A
1
s
v !
|
[}
al £ Ta
]
i
1
1
]
-
— [
2 i
s !
[ !
g H
© i
s HH
& "
®x
£
3
g
B-B
'  Avametp pexyuwen
yacm
0
B
_.'
b
Meana ana BuHTa / 'E’I v
NMonesnan gnuxa reoaas ° j
MonHan anuxa reoaga L /
a b

a — TUTacTHHA C rBo3AcM V-06pa3sHOro ceucHus;, b — reo3b NpsMOYTONbHOTO CCYCHUS
Pucynok 2 — Q6001mennoe u300pakenne Hepa3bEMHBIX IIACTHH C TBO3MAMH ISl AHCTAIBHOTO

KOHIA OepeHHoi KOCTH U 0003HaUEHHE Pa3MEPOB

MMpumecaanuc — Cm. npuMcyanue K pazgeny 1.
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Pucynok 3 — ObobmenHoe u300pakeHHe rBO3AEH Tl CAMOCTOSITENNBHOTO IPUMEHEHHsT H 000~
3HAYEHHE Pa3MEPOB

IIpumedanune — Cm. npumeuanue k pasgeny 1.
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1 — CKBO3HO€ OTBEpCTHE, 2— IMECTHTPAHHAsA rOJIOBKA, 3 — THE3J0 AJIA TOJIOBKH; 4 — IMPOKIaAKa

Pucynok 4 — O600menHOE H300paXkeHre PUKCHPYIONIMX BUHTOB JIUISI CAMOCTOSATEILHO-

IO IpAMEHEHHA U 0003HAUYECHAE Pa3MEPOB

IIpumMeqanune — Cm. npuMesanue k pazaeny 1.
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A-A

Monesnas anuHa NNacTUHL

b c

a- (I)HKCHPYIOUIHﬁ BHHT IJIA IPAMCHCHHUA C IJIACTHHOHN C PEryJIipy €MbIM YTIJIOM; b — MOHOJIATHAS TLIA-

CTHHA C TpexpeOepHBIM rBO3IEM H PEryJIMPOBKOM I, ¢ — YYACTOK IUIACTHHBI C PUKCHPOBAHHEIM YT-

JioM; 1 — CKBO3HOE OTBepCTHE; 2 — roJNoBKa; 3 — mpokJiazka, 4 — Oonr; 5 — raiixa;

6 — uenTp m3ruda

Pucynok 5 — ObobmeHHOe n300paXeHne IUTACTHH C TBO3JEM WA (PUKCHPYIONMM BAH-
TOM C PeryJHPyEeMbIM HIIH (PHKCHPOBAHHBIM YITIOM IS MPOKCHMAJIBHOTO KOHIA OepeHHOA

KOCTH ¥ 0003HAUYEHHE PA3MEPOB

IIpameuanne — Cm. npumedanue k pasneny 1.
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1 — TBO3E; 2 — YIUIOTHAXOMIM BUHT; 3 — MpOoKIanKa; 4 — LeHTp M3ruoa
Pucynok 6 — O6061meHHOe H300paXkKeHHE IUIACTUHBI CO CKOJIB3SIIHM IBO3IIEM HIH (HK-
CHPYIOIMM BHHTOM JUIsl IPMMEHEHHs B IIPOKCHMAIIBHOM KOHIIE OeIpeHHOM KOCTH 1 0603Have-

HHE pa3MepoB

lIpuMmeuanusa

1 HCKOTOPLIe THIIBI ITIACTHH CO CKONBL3SAIMMM IBO3JAEM HJIH BHHTOM HC MMCIOT YIUIOTHAIOMCTO
BHHTA.

2 Cwm. npumeuanue x pasgeny 1.
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Pucynok 7 — O606meHHOe n300paskeHue MIACTHHBI CO CKOJIB3SIIINUM I'BO3EM HIIF BUHTOM IS

MPUMEHEHUs B IHCTAIBHOM KOHLIE OepeHHOi KOCTH U 0003HaYEHHE Pa3MepOB

Mpumeuanne — Cm. npumeuanue K pasaeny 1.
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Mpuaoxenne I A
(cmpaBouHoe)

CBe).'leHl/lﬂ 0 COOTBETCTBHH MCKTIOCYAAPCTBCHHDBIX CTAHAAPTOB
CCBIJIOTHBIM MEXKAYHAPOAHBIM CTAHAAPTAM

Ta6anuua A1

O6o03HaueHHe U HAUMEHOBA-
HHE Memnynaponﬂoro
CTaHI[apTa

Crenennb COOT-
BETCTBHUSA

OG6o3HaueHe 1 HANMEHOBAHHE MEXKIOCY -
JIApCTBEHHOTO CTaHapTa

ISO 5835:1991 WwmriuianTarst
anda  xupyprud. Meramge-
CKH€ BHMHTBI IJIi KOCTEH MOJ
HIECTUTPAHHBIN KIFOY €O ce-
PUUYECKOH ONOPHOM ILIOCKO-
CTBIO U ACUMMETPUYHOH pe3b-
60ii)

ISO 261:1973
Pe3pObr  MeTpuyeckue 1SO
obmero nazHayenust. OCHOB-
HbIE pa3Mepbl)

1SO 272:1982 Uznenus kpe-
MIeKHBIE [ECTUTPaHHbIe. Pa3-
Mep TIOJ KITFOY

ISO 965-2:1980 Pe3nbb1
Mmerpuueckue ISO obero Ha-
3HaueHus1. Jomycku. Yacts 2.
IIpenenbHbIE pasMepbl pe3bd
nns OonToB ¥ raek odLIero Ha-
3HaueHust. CpenHuii xiace
TOYHOCTH

ISO 5832-1:1987 MmmunanTa-
TBI U1 XUpypruu. Merasy-
yeckue Marepuaibl Yacts 1.
Cranb Hepxageromas gedop-
MUpyeMast

ISO 5832-2:1978 UmmnnanTa-
ThI AJIs1 XUPYPruu. Merauiu-
yeckue Marepuansl. Yacte 2.
HeneruposaHHblii THTaH

ISO 5832-3:1990 UmmnnanTa-
Thl JUI1 XUPYypruu. Metammu-
yeckue Matepuansl. Yacth 3.
HedhopMmupyeMplii TUTaHOBBIH
CIUIaB, JIETHPOBAHHbIN ATFOMHU-
HueM (6 %) u BaHanuem (4 %)
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O603HayeHHe U HAMMEHOBA-
HUEC MemuyHapo;[Horo
cTaHmapTa

Crenenb coOT-
BETCTBUS

0O603Ha4YeHe 1 HAMMEHOBAHHE MEXTOCY -
JapCTBEHHOrO CTaHaapTa

ISO 5832-4:1978 UmruianTa-
Thl Ui Xupypruu. Meramnu-
yeckue Marepuanbl. Yacte 4.
Jluteiinbiit KODaJIbTOBBIN
CIUIaB, JIETMPOBaHHBIN XPOMOM
1 MoyuGIeHOM

ISO 5832-5:1978 NUmrnanTa-
ThI AJIS1 XUPypruu. MeTaimm-
yeckne Marepuaibl. YacTs 5.
Hedbopmupyemblii KOOaIBTO-
BBI CIUIAB, JIETUPOBAHHBIIA
XPOMOM, BOJIbPaMOM M HUKE-
neMm

ISO 5832-6:1980 MmranTa-
TBI IJI XUPYpruu. Merannu-
4yeckne Marepuaibl. YacTs 6.
Hedhopmupyemsrit KOOANIBTO-
BBIH CIIIaB, IETHPOBAHHBINA HHU-
KeJieM, XpOMOM U MOJTUOIEHOM

ISO 5832-7:1984 MmmuiaHTa-
ThI JUI XUpYpruu. Meramim-
4yeckue Marepuansl. Yacts 7.
HedhopmupyeMblit X00qHO-
(hopMoBaHHBII KOOATLTOBbII
CILIAB, JIETUPOBAHHBIN XPO-
MOM, HUKEJIEM, MOJIMOIEHOM 1
JKEIe30M

ISO 5832-8:1987 MmmunanTa-
TBI [ XUpYpruu. Meranm-
yeckue Marepuaisl. YacTs 8.
Hedopmupyemslii kobaibTo-
BBIi CIUIAB, JTIETUPOBAHHBII HH-
KeJIEM, XPOMOM, MOJTHOZIEHOM,
BOJIB(PAMOM H XKEJIE30M

ISO 5836:1988 MmrianTarsl
11 Xupy pruu. Merannmye-
CKH€ TIACTUHBI IJIS1 KOCTEH.
OTBepcTHs AJIs1 BUHTOB C
aACMMMETPUYHON pe3nOoi u
cepuueckoil IIOBEPXHOCTHIO

IDT

I'OCT ISO 5836 —2011 UmmiaHTaTsl AIs
XUpypruu. MerajutndecKue IIIAaCTHHKY AJIs
CKpEeIUIeHHs] OTJIIOMKOB KkocTH. OTtBepcrmst
MO/ BHUHTBI C aCHUMMETPHYHOM pe3b0oil u
cthepudeckoii ONIOPHOI MOBEPXHOCTHIO
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Oxonuanue mabauyet /[ A. 1

O6o03HaueHue u HauMeHOBa- | CteneHb cooT- | OOO3HAYCHHE U HAMMEHOBAHHE MEXKIOCY-

HHe MeXAYHapOAHOTO BETCTBHS TapCTBEHHOIO CTaHAapTa
cTaHmapra
ISO 6018:1987 Opronenuye- — *

ckrue wuMIulaHtatel.  OOmue
TpeOOBaHUS K MapKHPOBKE,
yTMaKOBKE U STHKETHPOBAHHIO

ISO 9268:1988 UmMnnaHTaThI — *
A1 XUpy prui. Merannuye-
CKHE€ BUHTBI [ KOCTEI1 € KO-
HUYECKOH OMOPHOH NOBEPXHO-
cThi0. Pasmepnl

ISO 9269:1988 MmmianTaThl — *
I XUpy pruy. Meranuye-
CKHe€ IIaCTHUHBI

* COOTBETCTBYOLINIT MEKIOCYJapCTBEHHBIN CTaHAAPT OTCYTCTBYeT. JIo ero yTBep kaeHus
PEKOMEHYETCsl UCIIONB30BaTh NEPEBO HA PYCCKUM SI3BIK AAHHOIO MEXAYHAapOAHOrO CTaHAap-
Ta. IlepeBox aHHOrO MEXIYHApPOAHOIO CTaHAapTa HaxoauTcs B PenepanbHOM HH(POPMALHUOH-
HOM (OH/e TEXHIYIECKHX PErIaMeHTOB M CTAHIAPTOB.

IIpumeuanue — B HacTosiueM cTaHZapTe HCIOJIB30BAHO ClEAyIOIlee YCIOBHOE 000-
3HAYEHHE CTEIICHH COOTBETCTBUA CTaHIAPTA!

- IDT — uneHTUYHBIE CTAHAAPTHL
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YK 616-089.843-77:006.354 MKC 11.040.40 P22 IDT

KiroueBble €10Ba: UMILIAHTATBI, XUPYPrus, OepeHHast KOCTh, (UKCaLs
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