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MOCT IS0 9585—2011
MNpeaucnoeune

Lenu, ocHOBHEIE NPWHUKNE W NOPAZOR NPOBEIeHnA paboT No MERMCYLARCTEEHHON CTAHGADTHIALNA
yeramosnede MNOCT 1.0—82 «MewrocyoapcTeesHas cMCTeMa CTaHgapTHIaUMK. OCHOBHLIE NONMESHHED K
MOCT 1.2—2009 «Mexrocy0apcTEEHHAR CUCTEMA CTaHOapTUIa WM. CTaHOapTH MEKroCyYanCTAEHHLIE, Npa-
BKHNE K DEEOMEHOALKK NO MERIOCYIARCTEEHHOR CTaHIapTHaaUMA. MNpapuna paipaboTik, NRUHATHA, NERME-
HEHWA, OOHOBNEHMA W OTREHE»

CeepeHWA 0 cTaHOapTe

1 NOAMCTOBRNEH degepansHeM MCydapcTEEHHEM YHATADHLIM NPeanprATHes «BoepoccHickmi Ha-
YAHO-MCCNEA0aaTeNsCRHE MHCTUTYT CTAKOADTHIALMH 1M CePTURMEALWA B MallnHocTpoerdn s [BHIAMHMALL)

2 BHECEH PegepansHbi areHTCTEOM MO TEXHHYSCKIMY PEMNYNHDOEAHMIO X METRONCTIAN

3 NMPUHAT MewrocygapcTeeHHBIM CORSTOM No CTAHJADTHIALWA, METRONOMHHE KW CepTHAMEALMK (NPOTo-
Kon o7 29 Hoabpa 2017 © MNe 40)

3a NpMHATHE CTAHOAPTA NPOrenocoBana;

H;DHTHDE HAOAMOHOBEHAES CTR-aHD Kiog CTParE DUEF‘H.I.L;I.'HHL'FE HAOHMMEHDEZHHE HEYHDHEINEHOrS: Oprads
no MK (WSO 11484} 004—87 e MK (WSO 31667 004—97 4 CTHHAETH R ULHH

Benapyce BY FocereHaapT Pecnybinek Benapyce

KasaxcTad K2 MoccTaHOapT Pecaylinaky KaaaxcTan

KB R reIEcTaH KiG K RIp el 3 TRHOERT

PococuAckan Benepaune RU PoccTanaapT

TansuEUCTaH Td TanH«RCTaHaBDT

ValeknoTas uz YICTEHQERT

4 Mpukazon TedepansHoND areHTCTES NO TEXHHYECKOMY PEMyNHPOBAHMIO ¥ METPONOTHK oT 13 nekabpr
2011 r. Ne 1376-cT mexrocygapcTaeHHsIiA ctangapt MNOCT 150 9585—2011 seeges B JeRcTRME B KAYECTEE HA-
LHOHANLHOM cTadoapTa Pocowickod Pepepaumu c 1 aueapa 2013 1

5 Hacrofwki cTandapT WOSHTHHEH MEXOvHapoaHomMy cradpapty 150 95851980 Implants for
surgery — Determination of bending strength and stiffness of bone plates (MMNnadTate ana XApyYprdd. Jnpe-
OENEHAE NDOHHOCTIA M KECTEOCTH Ha MarkD MeTannv-ecsMy NNacTHHOK ANA CKRENNeHs OTNOMKSE KOCTH).

Creneds COOTEETCTREMA — |uaeuTueHan {IDT).

CTangapT NogroToRned Ha OCHOBE NpdmMederiaa TOCT P WMCO 2585—2009

6 BBEJEH EBIMNEFPELIE

Hudhopmauua o eeedenuy @ delicmeud (Mparpawenuy Sedomels) Hacmarweo crmandapma nybnuky-
EITICA 8 SXEMECAYHE UF0aGFEMOM UBODMaULCHHOM Ykaszamene «HaluoNanb ee cmandapimsh:.

Hugbopmayua off uamMenNeHuas K HACMORWesmy cmasdapmy MyGnuryemcs @ axea0dno uadagaamon Uk-
POOMALILOHNIN YKIIAMENE « HaUoRaNEHEE cmandapmbdy, & MERCT UIMEHaHUD U ToNpaeor — & axame-
CAYHG UIDREaSMOM UHIDODMALUONHOM Yiazameane vHayuolantssblie cmandapmels. B cnydyas nepeciampa
LAL OIMMEHE! HACMOALWWE2D CMandapma CcoomMEamomayoan uribopaManus Gydem onpyinukoeaHa & uHgpop-
MALLICHHOM YRaZamene «HauuoHanbHibie ciiarOapiisis

& Craugaprdudgropm, 2013

B Pococrickon Peiepaudk HACTOAL WA CTAHGADT HE MOMET STl MONHOCTEK MW 43CTHYHD BOCTDOHIBE-
OEH, THRAMMPOBEH W PACOPOCTPAHEH B kaYacTee ofuunaneHors wigadwa Gea paspeileHua GeiepansHoT
AreMTCTREA NO TEXHMYECKOMY DEMYIMpOBaHMIO W METRONOTMIA
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M E M o C ¥ O APOCTUBTEMHHB H C T AHAOAPT

UMMNAHTATE! ONA XUPYPIAK

OnpeaenaHde NPOYHOCTH M MECTEOCTH HA WIrHd MeTanNHYeCKUY NNacTHHOK
ONA CHpennedia OTNOMEDE KOCTH

Imnplants for surgery. Determinatiom of bending sirength and stffness of bone plates

Oata eecpednAa — 2013—01—01

1 OBnacTb NnpUMEHeHWA

B sactoAWeM cTavgapTe NpeacTasned MeTo] MCNbLITAHKAE ¥ ONEeSeneHds NPoYHoOCTH W EeCTHOCTA Ha
Harkh NpAMBIX NNACTAHOK AN CEPEMNeHHs OTNOMEDE KOCTH. 3T0T METOD MOMHS NPHWMEHATE JNA MCNLITAHKA
MNECTHHOK © HEGOMBLON 3303 HHON KDHBHIHOA, NPEOHATHAYEHHEE ANA CKPENNediia KOCTH, & TAEMe ONA Honsl-
TAHHMA NPAMOTS YHacTES NNacTAHOE, COMHY TR NOO Yo,

MpurmedyadHwse— [NaHHHA MBTOS WCNETEHWA HE DEKOMEHOYETCA NPUMEHRTE ONA NRACTUHOE LNAH0E MEHes
S0 mard.

2 TepMHHBLI M onpegeneHnA

B HacToAWEM CTAHOADTE NPHMEHEHE CNEdyWHe TepMKHE C COOTBETCTEYKLLIMKMEA ONpederne HMaAMA:

21 KEpyTAWMWA MoMedT: KpyTAwes OSACTEWE CHMNbl BOKDYT OCH, BRDASWEHHOE YUCNOM, ABMAKLWMCA
NEOHIBEAEHAEM CHUNBl F 48 PACCTOAHMK 1, WIMEDASMOE NERREHAKKYTARHO OT OCH K HANPAaRNS KK SEACTBHA
ITOW CHMil, H - .

2.2 WarnBaoWwMA MoMenT M, MomedT, QeACTEYOWME BOKOYT OCEBE0R NWHWA, NEDNeHIRKYNADHOR K
OMHHHCH OCK Tana, W obs/4HD B3k B2l SoKoBON Nporkd; H - .

2.3 nporub: NuHedHoe CMELEHKE W3-3a Warkba, WAMEpeHHOE NEpNEHDUEYNADHG K NEpE0HA4aNEHDR
COCH MNACTHHKEAL M.

2.4 NpoOYHOCTE NPM HarvMbe: 3HaYerke UIrkibamWLers MOMEHTE NDW PAIDYLLEHKA HITA B 3a0aHH0N pac-
HETHON TOMKE, B 33BHCHMOCTH OT TOMD, YT0 MEHBLLLE,

2.5 IHBHMBANEHTHAA MECTKOCTE HA MAFMG:! HECTHOCTE NNACTHHEM, DACCHHTAHHAA C YHETOM LasMEROR
HCMETYeMoTD oBpaiua W HaknoMa S NUHeEHOW YacTi rpadvea 3aBUCHMOCTH NPOrdba oT Harpyaka, nonydeH-
HOTD NPH MEXAHAYSCKOM WCNBITaMuAE, H - s,

Mpruredadse—MNpHpECYSTE SHEHBANSHTHOA HACTROCTH HE MAMAE YYWTHBAKT OTESPCTHA @ NPOPE3K B NNAc-
THHEE.

3 Annapartypa

3.1 HMoneratensHoe NpEcnocobnedikne, HeobxoadMos AN NonyyYeHna CHCTEME HAarpy e na, Haobpa-
weHo Ha puceyrke 1. OcHopoi Npucnocobne KA AENAKTCA YeTRPE DONMEA (I3 WTPHUXCEIHHEIR KPYHER ), OCKH KO-
TORLIX OCTAKTCA NAPANNEnsHsbE DEYT DEYTY.

HinanHe opMUHANBHOS
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i K A

Fucyror 1 — Cxesma npuonocofnesne ¢ 4eTe peMa ONOpESH ONA $CNelTAHWR HE NPOYHOCTE NEW Warwbe
{BHeWHEA Bl oBpa3UE NpM waribe)

3.2 Ponuen umnuHapHHeckon Gopiel 00MHAKCECo grametpa B—13 ma unu npodivnupoeanHon gop-
Mil, COOTEBETCTEVROLEA NONBRaYHOMY CEYEHHID WCNBITYEMON NNACTHHEN CO CREdHAM JdameTtpom 3—13 M.
MenareneHo, 4Tobk OOKH K3 DONKEDE DL ®ecTKD ceR3ad © obpasuos ONA Toro, 4Todsl OrPaHHYHTE NDOLOMNkE-
HOE NEREMELLEHWE, & BOE DONHKKM BbiNK Gl MeCTRS DUKCHPOBaHE ONA COXPAHEHHA HX OTHOCHTENLHOND
MONOKEHWA sMEsOy coDo.

3.3 YCTpOWCTED ONA NDWNOMEHKA YCWUNHA, HanpUMep yYoTAHOBKA ONA MCNbITAHHA MEXAHHYECKMX
CROACTE.

3.4 YoTpoRCTES ANA MAIMEDEHKA OTHOCHTEMNEHOM CMELLLEHRA.

4 HenbiTanwAa

4.1 OcHOBHLIE NONOMEHWA

Menitanie Ha mariG nposoarTeR Ha yoTPORCTEE, ONACaHHoM B pasgene 3. LMNusOpr-acikie poniem M-
NONBSYEOTCR NS WCNBITAHKA MNOCKKX MNACTHHOK, 8 TAKKE MNACTHHOK & MCKPHMENEHHBIM NONEPEHHBIM CEHaH -
BM, KOMOa OTHACHEHWE OT NACCEOCTH B UBHTRE NNACTHHEN HE NDEELIWaST aHa4dends &6, roge b — wuprHa
MAACTIAHEMA.

Meneitasua NRacTHHok Apyrol opibl NPOEOAKTER NEH MCNONBEI0BAHWH PONHECE COOTRETCTEYHILWETO
npodKna.

4.2 Paamewenne nocneiTyemoro obpaaua

MeneiTyeseliil obpasey NoMewanT B HeNBTATENBEHOE NPAUCHOCOBNEHHE ¢ BRINGIIHEHHAEM CREQYIOWHY pe-
HOMEHAALKA

a) PaIMEcTHTE NNACTHHEY TAaKMM obpaicm, YToS e BHYTREHHHAE PONHKY HAXOOWMIHMCE B KOHTAKTE C TOA No-
BEREHOICTED NMACTHHKW, KOTOPAA GOMMHE CONPHUEACATRCA C HOCTRIO;

bl ecnd NNACTHHKS AENAETCH CHMMETRHYHON, DAIMECTHTE 86 TaK, HTo0kR 0EA HaKbones BNUIkdx K UeK-
TPY peILGOoBLx OTEEDCTHA, PACNONAranMcs CHMMETDHYHD MENDY BHYTLEHHWEN DOMHKAMMN,

Cl eCcnK NNACTHHER KMEET UBHTPaNLHO: peibboBoe OTRELCTHE, DAIMECTATE B8 TAKWM 00Da30M, HT00RI
aT0 OTBEPCTHE K Ndoe Apyroe peasBonos oTEEDCTWE Bhink DaCNONGEE HEl CHMMETDHY HD MERTY BHYTDEHHK-
B POMAK M,

d) ecnd NNacTMHEa ARNASTCR ACHMMETDHYHOE, PAIMECTHTE B8 TakKs 0bpasoM, 4ToDel NBa peakboBEIX
CTEBEECTHA DACNONArAndck MEXDY BHYTDEHHHMK DONKMEAMKA W MECTO PaINomMa, GNA COROHHEHWA KOTOROM OHa
NPEOHAIHAYEHE, TAKKE HAXSAWNOCE Bhl MENKOY BHYTREHHAMA DONHKEMM;

2] PAIMECTHTE BHEWHHE DONWEN Ha PABHOM PACCTOAHMK N, M, OT BHYTREHHAX DONKKOB, KAK NOK3IaHo Ha
prcyHEE 1, Tak, 4T06R TONLKD SOHO GTREDCTHE HAXOOMNGCE HA MHHKK MEHOY BHYTEEHHAMKA M BHELLHAMK DOd-
Kald M,

fi vDEOWTBCA B TOM, 4TO BHYTPEHHHE DOMAKA HE HAXOOATCA B KOHTAKTE C TEMH YacTAMK NACTHHEKA, foe
MMEOTCA pEabGoBpe OTEBEpPCTHA. M0 BOIMOKHOCTH, BHEWHWE DONVIKK HE GONHHL KACATECA Tex YacTed nnac-
THHEW, [OE HMEIOTCA PeIsbobblie OTBERCTHR,

) BEIPOBEHATE OGCh KCNBITYEMOrD obpasua Tasxs obpaios, 4Tobk OHA CTANA NEpNeH QUEYIARHOR K 0CaM
PO KR,

2
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i} YCTAHOBWTE NPACNOCoBNeHkeE ANA MaMepeHda NEorkba (MasMepeHHe NPOB0aKMTCA B METDAaX ) NNacTeH-
KA QTHOCHTENBHD NERBOHAYANEHONS NONOMEHHA GNOD BHEWHWY pOndkcs. MNpordd MomeT GolTe HIMepe .
1) Ha cpeaHel NHHAY Mas0y LEHTPansMEMK PONMEaMI (§, ),
2) Ha ooHOM W3 UEHTPaNLHLEX ponuko (5, )
3} HA KAKAOM M3 LEHTRaNLHLIX PONHKDE (6, W &, ).
EcnK mecTononoweH e OTEERCTHA Ha NNAcTUHKE HE ABMNABTCH CHMMETDHYHLIM OTHOCHTENEHD &8 On-
Hisl, TO RPEKOMEHOYETCA HONONbIORATE MeTag 3).

4.3 Mpunaragman HAarpyaka F

MpMNCHMTE HArEYaKy F No YHRAIaHH0A WEHTPANEHOA NHHKK HATDYHEHAA H H3MEPWTE COOTBETCTBYHILLLKA
nporuh. MocTeneqH o YEenNHYHEaA Harpyaky & OTMEYaA COOTRETCTEYIOWHA NROrKb 4eped Kaw i WHTEDean 1
CTPOA rpadsmk FAEHCHMOICTIA & OT F 00 TEX Mop, NoKa F He O0CTHNHET JHa4Y9eHiA, NpK KOTOPOM HACTYNHT paipy-
WeHWe NnacTuHd, F = F - [pora€ S cTaK0BUTCR TaRK, 4T0 NNACTUMES Qe @opMUpYETCR Tak, 4TC rpadmyec-

KAA IABMCHMOCTE NorWEa aT Harpyas NoKaikIBacT aMETHYID TEKYYECTE (F = P}, kak Nokaiauo Ha pucyHie 2.

Cana F, H
&
W i b
FOMyCTHA A Mpanen=Han ToES
HAPya
Goewr = g
AF E-E

o=
Mptrwls §, =

Frcysox 2 — Mpad M 3aEHCHMOCTI NPOrHEE OT HArpy 3k

4.4 WMcnoneaoBawue obpalyoe
Kangeii obpaiey MCnbiTel BAWT TOMEKD O0MH PA3 M 3aTeM yTHIHINDYIOT ero.

5 Pacuer pe3ynkTaTtoB

5.1 Cpepnee npornta

Ecnu nporvel 4, W6, AIMEpeHsl B COOTBETCTEHKA © 4.2, NePEYRCIEHHE (), MeTOO 3), TO PaCcCYMTLIBAKT
cpegHes NPonGa, NONYYeHHOD Ha KasO0M 3Tane HonbITaHwi

By = 0,5 (5, + &),

Jares 4epTAT rpadyeciyio 3aBMCHMOCTE Nporia &, oT Harpy ke &
5.2 3KBMBANEHTHAA KECTHOCTE Ha MArvg

MNpoRODAT MDARMYID NHHAKD Y8083 HEYansHYI0 {MEHSAHYIO) YacTe rpadieEa 3aBucHMoCcTd NRpOrdga oT Ha-
MR 3KM, K38 NOKAZAHO0 HA prcysie 2. 3Ta NUHKA DYOET WMeTk HAKNOM S, 4TO TAKKE NOKAIAHT HA DHUCYHKE 2.
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Ecne npordd naseped B COOTBETCTEMM © 4.2, nepeddonetie i), meTag 1), 70 3HaYSHWE JKBHBaNEHTHOM
WECTHOCTH Ha Harkd £, M, paccunTeiBanT no opMyne

2 gmpp L b2
:l:d.l'.' =12hk - k :IS.'?. (1)
£4

E

roe fi — pacCTOAHKE MEROY BHYTDEHHHMA W BHELWHWMA DONWKaMIA, &,
K —— pACCTOAHME MEMOY BHYTPEHHUMK PONUEIMA, M,
5 — vEnoM pueod npordBivarpyaka, H.-si
Ecnd npords MakMeped B COOTREETCTRMA C 4.2, NepeducieHig i), Metod 2) MK c 4.2, Nepeducnedne i), Me-
Tom 3, TO E — JHBEHEANEHTHYR HECTHOCTE Ha M3rkMd, paccYMTLIBaIOT No opMyne

z
- {2h - 3k)ER . (2)
12

E

5.3 MNpovHOCTE Ha HATKWD

Ha rpadwyeckoi 3a8McsocT NEPOrMG/ Harpyaka NEpoBRoGAT NRESEMYKD NRHMKD, NEpANnNensHy NHHeHoR
HACTH MEAdMKE, HO CMELLEHHYRD HA § METPOB OT HEE, KaK NoOKasaHo Ha pHoyHke 2. Nepecedenie 3TOR NHHAKY C
KEMBOWR ABNABTCA pacdeTHoW Todkol BeaonacHoCcTW, COOTRETCTEYIWAA cuna F aenAeTtca BeaonacHoM
HarpyaKon.

AHAYEHWE § PACCYATRIBAKT No opMyna

g =002 (2h+ k). (3}
MpodHocTe Ha Markh, H M, pAcCYUTRIBAIDT No YPABHEHKIO
ConpoTHBNEHKe Warndy = 0 5Pk, (4)

rge P — pacJdeTHas Harpyaka, H;
f — pacCTOAHKME MEXLY BHYTREHHMMM 1 BHEWHKMH PONHEIRN, M.
Ecnd paspyllesine NNacTHHKM NROUCKOTHT MEpen TOYKON NepecedeHis KPHBSA NPOriS/HArpyaka nuH9u
COBKIE, TO PACYET NPOYHCCTH HA Warki, H . M, NPoMaRaaUTCA cnegyrwve obpaanm.
Mpo4HocTE Ha Warkb = 0.4F__ h, (o)

M

roe F ., — MakcimantHan Harpyana, H,

h — pACCTORMME MENTY DHYTREHMUAMA U BHEWHWMK PONUEIMM, M.

Mpumesanne—B atom YEEEHEHMHA WCNONEIYETOR IH3MEHWE BesonacHom Ha3rpyakn, DagHoe 0.8 oT makca-
Manb=HOA.

& lMpoTokon MEcnNbITaHKWA

B npoToken MCNeTaHWA DoNKHS BulTe BEMICHEHE CREOYoWan MHEORMAaLKA:

a) NpoYHOCTE Ha Wardd, H - m;

b) copwr s, MCNONE3YEMBIA ONA ONPegeneqis ToHE DEIoNacHDCTH,

C] JEBWMBANEHTHAA MECTHOCTE Ha WarWE, H - m*, paccuntadqan no dopeyne 1 vn 2;

d) ecnd NNACTHHES DaspylUaeTes Neped ACCTHMEHWEM ToMKKM BRsonacHoro nporiGa, To 370 OCrEHo
ObiTe 38QHECHDOBAND,

&) WOEHTHYHOCTE NIACTHHKK, HANDMMED, B8 TR, ONAHE, MM, HOMED N0 KETANGTY HAFOTORMTENA ¥ HOMED
NApTHK, YEIIAHHLIA CTOROHORA, NpegocTaBBwei obpaley ANA NPOBEJEHKE MCNETAHMA,
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¥OK 615.472:006.354 MEC 11.040.40 10T

KNKYEBRIE CMOBE. XMDYRIMHSCHAE HMNNaHTaTE, METANNWHEckne NNAcTUHEN, MCNHMTAHKE Ha MarkG, vonsiTa-
HHE HECTKOCTH
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