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MNpegncnosne

1 NOArOTOBJ/IEH O6uecTBOM C OrpaHM4YeHHO OTBETCTBEHHOCTbID «LINTORpoekt» (OO0 «UNTO-
NPOEeKT») Ha OCHOBE COOGCTBEHHOIO NEPeBOAAa Ha PYCCKMWIA A3bIK aHI/T0A3bIYHOW BEPCUM CTaHJapTa, YkasaHHOro
B MyHKTe 4

2 BHECEH TexHunyeckuM KOMUTETOM no cTaHgaptusaumm TK 453 «mnnaHtaTel B XUpyprum»

3 YTBEPX/EH VI BBEJEH B IENCTBVE MNpukasom ®eaepanLHOro areHTCTBa No TeXHNYECKOMY pe-
rynMpoBaHunio 1 MeTposnoruy oT 22 despansa 2017 r. No 63-cT

4 HacTtosiwuii cTaHaapT NAeHTUYEH MexayHapogHoMmy ctaHgapTy MCO 15142-2:2003 «MmnnaHTatsl
ONsA Xxvpyprun. MeTasiinyeckne cucTemMbl 419 UHTpaMey /iapHOro BHYTPUKOCTHOrO OCTeocuHTe3a. YacTb 2.
CocTtaBHble yacTn 3amMKoB» (ISO 15142-2:2003 «Implants for surgery — Metal intramedullary nailing sys-
tems — Part 2: Locking componens», IDT).

Mpu NpumeHeHUn HacToALWEero cTaHaapTa PEKOMEeHAYeTCA UCMO/Ib30BaTb BMECTO CCbUTOYHbIX MEXAY-
HapoAHbIX CTaH4apPTOB COOTBETCTBYIOLME UM HaLMOHasbHble CTaH4apThbl, CBEAEHUSA O KOTOPbIX NpUBefeHb! B
[ONOSTHATENBLHOM NpunoXxeHnn A

5 BBE/JEH BIEPBbIE

MpaBuna NPUMEHEHNS HACTOSILLEr0 CTaHAapTa yCTaHoB/EeHbl B CTaTbe 26 ®eBpasnblioro 3akoHa
oT 29 moHA 2015 r. Ne 162-®3 «O cTaHgapTwusauun B Poccuiickoin ®egepaunmn». MHdopmauus ob
N3MEHEeHNAX K HacTosALLeMy cTaHaap Ty ny6nkyeTCsi B eXXerogHom (Mo COCTOSHMI0 Ha 1SHBapsa TekyLero
roga) MHopMaLnoTIOM ykasaTesne «HauuoHanbHble CTaHAapThi», a ouuManbHblii TEKCT U3MEHEeHWi
M NONpaBoOK — B €XeMEeCAYHOM WHOPMaLMOHHOM ykasaTene «HaunoHaslbHble cCTaHaapThi». B cnyvae
nepecMoTpa (3aMeHbl) UM OTMEHbI HACTOSILLEr0 cCTaHAapTa CooTBeTCTBYyLee yBefoMeHe byaeT
ony6/IMKOBaHO B G/mKaliluemM BbIMYCKE eXeMeCcAYHOro MH(OPMALMOHHOIO yKasaTens «HauuoHanbHble
cTaHgapThi». CoOTBETCTBYyWLWAA MHpopMauns, yBefOMIEHME U TEeKCTbl pasMelanTCcs Takke B
NHOPMALMOHHOW cucTeme 06LLero Nofb3oBaHna — Ha oduLmanbHOM caiiTe PefepasbHOro areHTcTaa
No TEeXHNYEeCKOMY PeryimpoBaHnio 1 MeTPOSIOrM B ce T MHTepHeT (Www.gost.ru)

© CraHgapTuHdopm. 2017

HacToswuii ctaHgapT He MOXeT 6bITb MOTHOCTBIO UIN YACTUYHO BOCMPOM3BELEH, TUPAXUPOBAH U pac-
NPOCTPaHEH B Ka4YecTBe OhULMANbLHOTO N3faHns 6e3 paspelleHns defepasibHOr0 areHTCTBa No TEXHNYECKO-
My peryMpoBaHuio U MeTposiorum
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CopgepxaHne
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BBepeHve

HacToswuii cTaHAapT ycTaHaB/MBAET, UTO UHTpaMeay/IIspHbI OCTEOCUHTE3 — 3TO MeTof, (omKcaLlum
ONs1 BPeMeHHOl cTabunmnsalnm A/IMHHBIX KOCTEl C MOHVKEHHOW NMPOYHOCTBIO, BbI3BAHHOW nepenomamu, 3a-
60/1eBaAHNSIMN UV U TEM U APYTMM. MeANUMHCKUE U UHXEHEPHbIE acnekTbl BAMSIOT Ha AW3aiiH pas/inyHbIX
YCTPOMCTB U BbIGOP YCTPONCTBA A1 KOHKPETHO KMHUYECKO cUTyauun.

B HacTosLLEeM cTaHapTe pacCMOTPeHbl (PUKCUPYIOLLME KOMMOHEHTbI, KOTOpble NPUMEHSIIOT A5t 6710Ku-
PYEMBIX MeTa/IMYeckux UHTpamedysipHbIX rBo3aeii. BBugy 60/blLoro pasHoo6pasus Takux yCTpPOiCTB B
HaCTOsILLEM CTaHAapTe NpeAcTaBfieHa KaaccumKkaumus COCTaBHbIX YacTeil 3amMKoB.

YacTo, HO He Bcerfa MHTpameaynispHbie rBo3ay U3B/EKAloT NOC/e TOro, Kak A0CTUTHYTA Lieflb BpEMEH-
Holl cTabunuzaumu.
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HALUWOHANbHBIN CTAHOLAPT POCCUMNCKOW SGEALEPALUMN

MMnnaHTatbl ANS XUpypruu
METANNTVNYECKUE CUNCTEMbI ANA NHTPAMEAYNNAPHOIO BHYTPUKOCTHOIO OCTEOCUHTE3A
YacTtb 2
CocTaBHble MacTn 3aMKOB

Implants for surgery. Metal intramedullary nailing systems. Part 2. Locking componens

fata BBegeHns — 2018—01—01

1 O6nactb NpUMeEHeHUs

HacToswwmin ctaHAapT onucbiBaeT MeTaInyeckre MeAnLMHCKMe YCTPOICTBa, UCNONb3yeMble 419 Bpe-
MEHHON MHTpamMeaynsapHON cTabunusaumm ASIMHHBIX KOCTEN C NOMOLLbI XMPYPruyeckol vMmnaaHTauum,
KknaccudmnumpyeT 1 ykasblBaeT Tpe6oBaHNA K COCTaBHbIM YacTAM 3aMKOB MHTPaMeaynnsapHbIX rBo3geii.

HacToswwmi ctTaHgapT NPUMEHUM KO BCEM MeTaslInyeckum MHTpameaynisapHbiM hVKCUpPYOLWUM YCTPOii-
CTBaM. MUCMOMb3yeMbIM A5 BPEMEHHOW hUKcaLumn A/IVHHbIX KOCTEN B YeN10BEYECKOM OpraHu3mMe, 3a UCK/Io-
YyeHnem HebnokMpyembIX rBo3gei.

2 HopmaTumBHbIe CCbI/IKM

B HacToAwem cTaHfapTe MCNo/sb30BaHbl HOPMATUBHbIE CCbISIKM Ha cneaylowme cTaHAapTbl, KOTopble
HeobxoAMMO yyuTbiBaTb NPU MCMOMb30BaHWM HACTOSLLEro cTaHAapTa. B cryyae ccbiiok Ha AOKYMEHTbI, Y
KOTOpbIX NpuBefeHa AaTta yTBepxaeHus, Heo6xo0AMMO NoMb30BaTbCA TOSIbKO yKasaHHOW pepakumei. B Tom
cnydyae, Korfja fata yTBepXAeHus He npuBefdeHa, cnefyeT Nob30BaTbCca nocnefHeli pegakymeli CCblNOYHbIX
[OKYMEHTOB, BK/HOYas No6ble NONpasku v USMEHEHUS K HAM:

ISO 5835 (all parts) Implants for surgery — Metal bone screws — Dimensions (MmnnaHTaTtbl Ans xupyp-
rmn. MeTannuyeckne KOCTHble BUHTbI. Pa3mepbl)

ISO 8319 (all parts) Orthopaedic instruments — Drive connections (OpTonegnyeckne UHCTPYMEHTbI.
OcyluecTBNeHNE COeANHEHNIA)

ISO 10993 (all parts) Biological evaluation of medical devices (OueHka 61onornyeckoro fAeicTema mMe-
OVLMHCKUX YCTPOWCTB)

ISO 14602 Non-active surgical implants — Implants for osteosynthesis — Particular requirements
(HeakTuBHble Xvpypruyeckne UMnAaHTatbl. ViMnnaHTatbl 415 ocTeocnHTe3a. YacTHble TpeboBaHus)

ISO 14630 Non-active surgical implants — General requirements (HeakTuBHble XMpypruyeckvie um-
nnaHtaTbl. O6wue TpeboBaHnA)

ISO 14971-1, Medical devices — Risk management — Part 1: Application of risk analysis (MegnunH-
CKue ycTpoiicTea. YnpasseHue puckamu. Yactb 1. [pumeHeHne aHannsa prckos)

3 TepMuHbI 1 onpeaeneHns

B HacTosiLleM cTaHAapTe NPUMEHEH CrieAyoLwmii TEPMUH C COOTBETCTBYHOLMM ONpeseneHnem:

3.1 cocTaBHas 4acTb 3aMKa: YCTPOWCTBO WU KOMMNOHEHT, KOTOPbIE KOHTPONIMPYOT WU MUHUMU3NPY-
0T OTHOCUTE/IbHOE [BUXEHWE MeXAy VHTpaMeaynnsipHbiM rBO3AEM W KOCTbO, U KOHCTPYKLMS KOTOPbIX Npu-
cnoco6sieHa K CoeMHNTENbHbIM 3/1IEMEHTaM COOTBETCTBYHOLLETO rBO3/S.

Mpumep — BUHT, 60NT MK NonepeymnHa.
[MCO 15142-1:2003, 3.13]

N3paHue oduymansHoe
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4 Knaccundpmkauysa n 06o3HaveHms

CocTaBHble YacTV 3aMKOB A0/KHbI 6bITb KnaccuguumpoBaHbl B O4HY U3 Cleayowmnx rpynmn:
a) 60NTbI/BUHTHI,

b) NPOBOJIOKa;

C) paclmpsioLmecs aNemMeHThI;

d) gpyroe (3axBaTbl, KPIOK/ U T. 4.).

5 Matepuasibl

CocTaBHble 4acTu 3aMKOB [0/DKHbI ObITb U3rOTOB/IEHbI 13 TOTFO Xe Matepuana, YTo U MHTpamegynnsap-
HbI1 rBO3[b; B TOM C/ly4ae, ecnu BbibpaH Apyroil martepvan uam CoCTostHUe, Uan U 10 1 Apyroe, Ao/MKHa 6bITb
npoAeMOHCTpUpoBaHa 6MOCOBMECTMMOCTL B cooTBeTCTBMM ¢ VICO 10993. NS TOro 4tobbl yCTaHOBUTb, YTO
YPOBEHb prCKa KOPPO3unu SIBASETCSA NPUEMIEMbIM, O/MKHA ObITh BbIMOSIHEHA OLEHKa PUCKOB B COOTBETCTBUM
c MCO 14971-1.

Ecnu BbibpaH gpyroii metansn, cnefyeT NpYHUMATL BO BHUMAHWE BUSIHUE FrasilbBaHUYECKO KOPPO3unu.

6 TpeboBaHUA K MOBEPXHOCTU

KauecTBo 06paboTKM MOBEPXHOCTU HE AO/HKHO OTpULaTeslbHO BNUATbL HA GUOCOBMECTMMOCTb UCMOJIb-
3yemoro mMeTasinia. BnmsiHne kayectBa 06paboTkuM NOBEPXHOCTN HA GUOCOBMECTMMOCTb CliedyeT yunTbiBaTb B
aHanv3e pPUCKoB A/1a AaHHOro ycTtpoiictea (cM. MCO 14602).

MpumeyaHne — O6paboTKy MOBEPXHOCTM MMNAAHTaTa, Kak NpaBuio, BbIGMPaOT TakuM 06pa3om, YToObl OHa

He cnoco6CcTBOBANA POCTY KOCTHOM TKaHW Ha NOBEPXHOCTU, YTO FOXET CAeNaTb yAaleHne UMNAaHTaTa 3aTpyLHUTENbHbIM
VI laXKe HEBO3MOXHBIM.

7 MapKnpoBka

MapknpoBKy criefyeT HaHOCUTb Ha MOBEPXHOCTb uMMMNnaHTtata B cooTBeTcTBuM ¢ NCO 14630. Ecnun
YCTPOICTBO 06/1ajaeT aHaTOMUYECKON hopMoii UM opueHTaLmeil (eBblii UK Npasblii), MapkupoBKa [0/K-
Ha ObITb YHUKaNbHO, YTOObI N36eXaTb HENPaBWU/ILHOTO MO3VLNOHVPOBAaHNS.

8 MapkupoBka ToBapoB

OTUKeTKy crefyeT HaHOCWTb Ha ynakoBky B cooTBeTcTBuM ¢ NCO 14602. Ha aTukeTke JO/mkKHa ObiTh
yKasaHa, kak MUHUMYM, cneunanbHas MHopMauns, a UMEeHHO A/IMHa U guameTp.

Ecnu coctaBHas 4acTb 3aMka npefHasHauyeHa [i/1s UCMONb30BaHNS C MHTpamMeayIISAPHbIM rBO34EM KOH-
KPeTHOro MeTasl/Inyeckoro coctasa, A0/DKHbI ObITb yka3aHbl MeTa//lbl, BXOASALME B ee COCTaB.

9 OcylecTBNEHNE COEANHEHUI ANS YCTAHOBKM N U3BJ/1IEYEHUSI COCTaBHbIX
yacTel 3aMKoB

CocTaBHble YacTu 3aMKOB, NpeAcTaBnsolye coboli BUHTbI 1 60MTbI, CreayeT ycTaHaB/iMBaTb U W3-
B/fieKkaTb C NOMOLLbIO OTBEPTOK B cooTBeTcTBUM ¢ MICO 8319 c ucnosb3oBaHnemM nas3oB, COOTBETCTBYOLLNX
NCO 5835.

MpumevyaHne — KOHCTPYKLMA MHOMMX CYLLECTBYIOLLMX COCTABHbIX YacTeli 3aMKOB nNpegycMmaTpuBaeT UCnosb-
30BaHNe AN yCTaHOBKK/M3B/IeYeHns OTBEPTOK B cooTBeTCcTBMM ¢ ACTM ®116 1 nasos B cooTBeTcTBMM ¢ ACTM $543-02.
Takke MOryT BbINO/HATL COEUHEHUS], OTBeYalLe Tpe6oBaHNAM 3TUX CTaH4apTOB.
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MpunoxeHue JA
(cnpaBoyHoeE)

CBefleHNA 0 COOTBETCTBUU CCbIJTOYHbLIX MEXAYHapoAHblX CTaHAapTOB
HauMOHa/lbHbIM CTaHA4apTam

Ta6nunua [OA.1L

O603HaYeHNEe CCbINOYHOTO CTeneHb O603HavYeHne n HaumeHoBaHue cooTBeTcTBYylOULETIO
MexXAyHapojHOro ctaHgapTta COOTBETCTBUSA HauMoHanbHOro cTaHgapTa

ISO 5835 (all parts) — *

ISO 8319 (all parts) — .

1ISO 10993 (all parts) — .

1ISO 14602 HoT FOCT P UCO 14602—2012 «HeaKkTUBHbIE XNUPYpPruyeckne umMnaaHTarhbl.

MmnnaHTaTtbl 4Na ocTeocMHTesa. YacTHble TpeﬁOBaHMﬂ»

1ISO 14630 oT FOCT P CO 14630—2011 «HeaKTUBHblE XUPYPr4ECKMe UMMNIaHTaThI.
O6Lme TpeboBaHNA»

1ISO 14971-1 oT FOCT P NCO 14971-1—2009 «MeAuLMHCKMe yCTpoOiicTBa. YnpaBnieHue
puckamu. YacTtb 1. lpumeHeHne aHannsa puckos»

« COOTBETCTBYIOLLMII HALMOHASbHBIA cTaH4apT OTCyTCTBYET. [lo ero MpUHSATUS PeKOMeHAYeTCsi UCMo/b30BaTb
nepeBoj, Ha PYCCKWii A3bIK 4AHHOTO MeX/AYHapoAHOro CTaHAapTa.

NMpumeuaHne — B HacToswel Tabnuue NCNONb30BAHO cnegytoliee yc/oBHOe 0603HAUYEHNE CTENEeHU COo-
OTBETCTBUS CTAHAAPTOB:
- IOT — nAeHTUYHbIe CTaHAapThl.
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Buénunorpadcusa

[1J ASTM F116, Standard Specification for Medical Screwdriver Bits
[2] ASTM F543-02. Standard Specification and Test Methods for Metallic Medical Bone Screws

YOK 617.3.006.354 OKC 11.040.40 OKIM 93 9300
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