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MpeaucnoBue

1 NOANOTOBIEH O6wecTBOM G OrpaHUYEHHON OTBETCTBEHHOCTLIO «LMTOnpoekT» (OO0 «LUUTO-
MPOEKT») Ha OCHOBE COBCTBEHHOIO NEPEBOAA HA PYCCKUIA A3bIK aHIMOA3bIYHON BEPCUM CTaHAAPTa, YKa3aHHOIO
B NyHKTE 4

2 BHECEH TexHu4eckumM KOMMTETOM No ctaHaaptu3auumn TK 453 «MMnnaHTarbl B XMpyprumy»

3 YTBEPXOEH W BBEJEH B JENCTBME Mpukasom degepansHOro areHTcTsa no TEXHUYECKOMY pe-
rynupoBaHuto u MetTponorum ot 22 ¢pespans 2017 r. Ne 63-ct

4 Hacrosiwmii cTaHgapT uaeHTMYeH mexayHapoaHomMy crangapty UCO 15142-2:2003 «mnnaHTarhl
ans xupypruu. MeTtannuyeckue cucteMbl ANA UHTPAMEAYNNSAPHOrO BHYTPUKOCTHOTO OCTEOCUHTE3a. YacTb 2.
CocraBHble 4acTu 3amkoB» (ISO 15142-2:2003 «Implants for surgery — Metal intramedullary nailing sys-
tems — Part 2: Locking componensy, IDT).

Mpu NPpUMEHEHUN HACTOALLEro CTaHjapTa PEKOMEHAYETCA MCNONb30BaTb BMECTO CCbINTIOYHBLIX MeXay-
HapOAHbIX CTAHAAPTOB COOTBETCTBYIOLLME UM HALIMOHASbHbIE CTAaHAaPThI, CBEAEHUA O KOTOPbIX NPUBEAEHDLI B
JOMOSNHUTENBHOM NpUNoxeHun JA

5 BBEJEH BINEPBbIE

lMpasuna npumeHeHuUss HacMosAWeeo0 cmarHfapma ycmaHoeneHbl 6 cmambee 26 ®edepanbHo20 3aKoHa
om 29 uwHa 2015 2. Ne 162-03 «O cmaHOapmu3sauuu e Pocculickoli ®edepayuuy». NHpopmayus o6
U3BMEHEHUSIX K HacmosiueMy cmaHdapmy nybnuxkyemcs 8 exe200HO0M (1o cOCmosHUulo Ha 1 aHeaps mekyuie2o
200a) UHOpPMayUOHHOM yKa3amene «HayuoHanbHbie cmaH0apmbly, a ohulyuaribHbIll mekem u3meHeHul
U 110MpasoKk — 8 €KeMeCsYHOM UHOPMaUUOHHOM ykasamene «HauyuoHnanbHbie cmaHdapmbi». B crydae
nepecmompa (3ameHbl) unu OMMeHbl Hacmosaweao cmarHfapma coomeemcemesyloujee yeedomrieHue ydem
onybnukosaHo 8 bnuxaliluemM 6bifyCKe EXEeMeCAYHO020 UHOPMAaYUOHHO20 ykaszamens «HauyuoHanbHblie
cmaHdapmbi». Coomeememeyroujass UHpopmayus, yeeOoMIIeHUe U MeKCmbl pa3Mewaomes makxe e
UHGOpMayUOHHOU cucmeme obuezo rnonb308aHus — Ha oguyuarnbHoM calime ®edepanbHo20 azeHmemea
10 MEeXHUYECKOMY peaynuposaHuto U Memporsnoauu e cemu lnmeprem (www.gost.ru)

© CraHgaptuHdopm, 2017

Hacroswwmii ctaHgapt He MOXET BbiTb MOMHOCTbLIO UM YaCTUHYHO BOCMPOU3BEAEH, TUPAXUPOBAH U pac-
MPOCTPaHEH B Ka4yecTee 0pULMaNbHOrO usaaHus 6es paspeluenus degepansHOro areHTCTBa Mo TEXHUYECKO-
MY PerynmpoBaHu1IO n METPONOTUH
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BBeaeHue

Hacroawwii ctaHgapT ycraHaBNMBAET, YTO MHTPaMEAYNNAPHLIN OCTEOCUHTE3 — 3TO METOA hukcauuu
AN BPEMEHHOW cTabunusauuy ANUHHBIX KOCTEW C MOHMXEHHOW NPOYHOCTLIO, BbI3BAHHON MepenomamMu, 3a-
OoneBaHMsAMU UNKU U TeM U ApyruM. MeauUMHCKUE U MHXEHEPHBIE acneKTbl BNUAIOT HA AU3aliH Pa3nUyHbIX
YCTPOWCTB U BbIOOP YCTPOWCTBA ANSA KOHKPETHON KNUHUYECKOW CUTYaLIUK.

B Hacrosilem craHaapTe pacCMOTPEHbI (PUKCUPYIOLLIME KOMMOHEHTbI, KOTOPbIE NPUMEHSAIOT Ans BNoKu-
pyeMbIX METaNMMYECKUX MHTpPamMeaynnapHbiX reo3aen. Bengy 6onbluoro pazHoobpasms Takux yCTPOMCTB B
HacTosALEM CTaHAapTe npeacraBneHa knaccugukaumsa CoCTaBHbIX YacTen 3aMKOB.

Yacro, HO He Bceraa MHTpameaynnspHble rBO3aKU M3BNEKAIOT NOCME TOro, Kak AOCTUrHYTa Lenb BPEMEH-
HOI cTabunusauuu.
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HAUUWOHANBbHBIW CTAHOLAPT POCCUMNCKOWN GEAEPALUMN

MMnnaHTaTtbl ANA XMpypruv
METAJUIMMECKUE CUCTEMbI And UHTPAMEAQYINAPHOIO BHYTPUKOCTHOIO OCTEOCUHTE3A
YacTtb 2
CocTaBHble 4aCcTu 3aMKOB

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

Dara BBegeHmna — 2018—01—01

1 Obnactb NnpUMeHeHus1

HacToAwmi craHaapT onucbIBaeT MeTannuYeckue MeauLMHCKUe yCTpomcTBa, MCMOosb3yeMble AN Bpe-
MEHHOW WHTPaMeaynnspHOM CcTabunu3auum ANWMHHBLIX KOCTEN C MOMOLLbIO XMPYPrMyeckon MMNnaHTauuu,
KnaccuduLmpyeT U ykasbiBaeT TPEOOBaHUS K COCTABHbIM YacCTsAM 3aMKOB MHTPaMEAYNIAPHbIX rBO3AEN.

Hacrosiuii ctaHaapT NPUMEHUM KO BCEM METaNNNYeCKUM UHTpamMeaynnapHbIM (PUKCUPYIOLLIMM YCTPOW-
CTBaM, MCNOMb3yeMbIM AN BPEMEHHON UKcaLuun ANUHHBIX KOCTEN B Y€NOBEYECKOM OpraHu3me, 3a UCKIIo-
YeHneM HebroKkMpyeMbIx rBO3AeN.

2 HopmartuBHbIe CCbIFIKU

B HacTosiLieM cTaHaapTe MCnonb30BaHbl HOPMATUBHBLIE CCLINKM HAa cneayilomne CTaHAapThbl, KOTOPbIe
Heo6X0AMMO YYuTLIBATE MPU UCMOMb3OBAHMMU HACTOSILLErO CTaHaapTa. B cnyyae cCbinok HA AOKYMEHTHI, Y
KOTOPbIX NPUBEAEHA AaTa YTBEePKAEHUs, HE0OX0AUMO NONb30BaTLCH TOMNBLKO YKA3aHHOW peaakumei. B Tom
cnyyae, Korga aara yTBepxieHus He npuseaeHa, cneayeT nonb3oBaTbCsl NOCNeaHen peaakymen CCbiNOYHbIX
[OKYMEHTOB, BKIo4as nobbie nonpasku U U3MEHEHUS K HUM:

ISO 5835 (all parts) Implants for surgery — Metal bone screws — Dimensions (UMnnaHTaTbl 4ns xupyp-
run. Metannuyeckue KOCTHble BUHTbI. Pasmepbl)

ISO 8319 (all parts) Orthopaedic instruments — Drive connections (Oproneaunyeckue UHCTPYMEHTDI.
OcyuecTBneHne COeanHEeHnin)

ISO 10993 (all parts) Biological evaluation of medical devices (OueHka 6UONOrM4eckoro AeNCTBUS Me-
AVLIMHCKNX YCTPONCTB)

ISO 14602 Non-active surgical implants — Implants for osteosynthesis — Particular requirements
(HeakTuBHbIE XUPYypruYeckue uMmnnaHtarsl. UmMnnanTtaTel Ans octeocuHTesa. YactHole TpeGoBaHus)

ISO 14630 Non-active surgical implants — General requirements (HeakTuBHble xupyprudeckue um-
nnaHtarbl. O6wue TpebGoBaHus)

ISO 14971-1, Medical devices — Risk management — Part 1: Application of risk analysis (Meanuun-
CKue ycTporcTBa. YnpasneHue puckamu. Yactb 1. NMpumeHeHne aHanuaa puckoB)

3 TepmuHbI U onpegeneHns

B HacTosiLLeM CTaHgapTe NpUMEHEH CNEAYIOLMIA TEPMUH C COOTBETCTBYIOLMM ONPeAeneHnem:

3.1 cocTaBHas 4acTb 3amka: YCTPOMCTBO MSIM KOMIMOHEHT, KOTOPbIE KOHTPOMUPYIOT UAN MUHUMU3NPY-
IOT OTHOCUTESIBHOE [BWXXEHME MEXAY UHTPAMeaynsAPHbIM rBO3AEM U KOCTbIO, N KOHCTPYKLMS KOTOPbIX NPU-
cnocobreHa K COeANHUTENbHBIM SrIeMEHTaM COOTBETCTBYIOLLETO IBO3AS.

lMpumep — Bunm, 6o51m unu nonepevuHa.
[MCO 15142-1:2003, 3.13]

U3paHue oduuymansHoe
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4 Knaccudumkaums n o0603Ha4YeHUs

CocTaBHble YacTu 3aMKOB AOIMKHbI BbITb KnaccuduumMpoBaHbl B OAHY U3 CNeayoLLmMX rpynn:
a) 6oNTbI/BUHTLI;

b) nposonoka;

C) pacLUMpPSOLLUECS ANEMEHTDI;

d) apyroe (3axearhbl, KPOKM U T. 4.).

5 Marepwuanbl

CocTaBHble YacTHU 3aMKOB AOMKHbI ObITh M3FOTOBNEHbI U3 TOTO e MaTepuana, Yto U UHTpaMeaynnsp-
HbI rBO3Ab; B TOM Cliy4dae, ecnu BbiGpaH Apyrow marepuarn unu COCTOsiHUE, UMK U TO U APYroe, AOM¥Ha ObiTh
nNpoAEeMOHCTpUpOBaHa BMOCOBMECTUMOCTL B cooTBeTcTBUMM ¢ CO 10993. 1na Toro Yytobbl yCTAaHOBUThL, YTO
YPOBEHb pUCKa KOpPO3un ABMSETCA NPUEMIEMbIM, AOMMKHA ObITb BbINOMHEHA OLIEHKA PUCKOB B COOTBETCTBUM
¢ NICO 14971-1.

Ecnu BbIBpaH apyron merann, cneayet NpMHUMAaTh BO BHUMAHWE BINUSIHUE FranbBaHWYECKOW KOPPO3UN.

6 TpeboBaHMA K MOBEPXHOCTHU

KauectBo 06paboTkn NOBEPXHOCTM HE AOSMKHO OTPULATENbHO BNUATHL HA BMOCOBMECTMMOCTb UCMOMb-
3yemoro meranna. BnusHue kayectsa 06paboTku NOBEPXHOCTM HA BUOCOBMECTUMOCTb CNEAYET YYUTLIBATb B
aHanuse pUCKOB ANsA gaHHoro ycrporctea (cm. UCO 14602).

MpumMmevyaHune — OB6paboTKy NOBEPXHOCTU UMMNAHTaTa, KaK npasuno, BelbupatoT Takum o6pasom, UToBbl OHa
He cnocobcTBOBaNa poCTy KOCTHOM TKaHW Ha NOBEPXHOCTU, YTO MOXET chenaTb yAaneHue uMnnaHTara 3aTpyaHUTENbHbIM
Unn faxe HeBO3MOXHbIM.

7 MapkupoBka

MapkupoBKy crnegyer HaHOCUTb Ha MOBEPXHOCTb uMmnnaHtata B cooreetcTBuu ¢ MCO 14630. Ecnn
YCTPOWCTBO 0b6nagaer aHaToMu4eckon chopMOW MM opueHTauueli (NeBbI UK NPaBbIi), MAPKUPOBKA AOIK-
Ha ObITb YHUKANbHOM, YTOObI U36eXaTb HENPaBUIbHOTO NO3ULIMOHUPOBAHUS.

8 MapkupoBka ToBapoB

OTUKETKY cnegyeT HAaHOCUTL Ha ynakoBky B cootBetcTBumM ¢ MCO 14602. Ha atuketke gormkHa ObiTb
yKa3aHa, kak MUHUMYM, cneyuanbHasa uHopMaums, a UMEHHO ANIMHA U AUaMeTp.

Ecnu coctaBHas yacrb 3amMka npeaHasHadeHa aAna ucnosb3oBaHus ¢ UHTpameaynnsapHbiM re03gemM KOH-
KPETHOro MeTann4yeckoro cocrasa, AOIDKHbI ObITb YKa3aHbl Me€Tansbl, BXoasLiue B €€ CoOCTaB.

9 OcyuwecTBneHne coeguHEeHUM Anst yCTaAaHOBKU U U3BII€UYEHUs1 COCTaBHbIX
yacTten 3aMKOB

CocTraBHblE 4acTM 3aMKOB, MpeacTaenAowme cobon BUHTLI M OONThbI, CReayeT ycTaHaBnuBaTb U U3-
BNEKaTb C NOMOLLBLIO OTBEPTOK B cooTBeTcTBuM ¢ MCO 8319 ¢ ucnonb3oBaHMem nasoB, COOTBETCTBYHOLLIMX
NCO 5835.

MpuMmevyaHue — KOHCTPYKLUA MHOMUX CYLLIECTBYIOLLIUX COCTaBHLIX YacTeil 3aMKOB MpejlycMaTpuBaeT UCMOoNb-
30BaHUe Ans ycTaHOBKW/M3BeYeHns oTeepTok B cooTBeTcTBUM ¢ ACTM ®116 1 nasos B cootBeTcTBUM ¢ ACTM P543-02.
Taloke MOTYT BHINOMHATL COEUHEHUS, oTBevatoLwmue TpeboBaHUAM 3TUX CTaHAapToB.
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Mpunoxexune A
(cnpaBouHoe)

CBefeHUA 0 COOTBETCTBUM CCbINOYHbIX MeXAYHapPOaAHbIX CTaHOAPTOB
HauWOHarNbHbLIM CTaHAAPTaM

Tabnuya AAA1

O6o3HaYeHne CCbINTOYHOro CTeneHb O6o3HayeHne U HauMeHoBaHNe COOTBETCTBYIOLL|Ero
MexayHapoagHoro craHaapTta COOTBETCTBUA HayuoHanbHOro cTaHaapTa

ISO 5835 (all parts) — *

ISO 8319 (all parts) — *

ISO 10993 (all parts) — *

ISO 14602 IDT FOCT P UCO 14602—2012 «HeaKkTuBHLIE XUpYprudeckue MMnNaHTaTbl.
MmnnaHTaThl ANs ocTeocuHTesa. YacTHble TpeboBaHUSA»

ISO 14630 IDT FOCT P UCO 14630—2011 «HeaKTuBHbIE XMpyprudeckne MMnnaHTaTbl.
O6uune TpeboBaHus»

ISO 149711 IDT FOCT P UCO 14971-1—2009 «MeauLuHCKue ycTpoilcTBa. YnpaeneHue

puckamu. Yactb 1. MpUMeHeHUe aHanusa puckoB»

OTBETCTBUA CTaHAapPTOB!

- IDT — ngeHTuYHble CTaHZapThl.

* COOTBETCTBYIOLMIA HaLMOHanbHbI cTaHAapT oTcyTeTByeT. [lo ero NpUHATUS PEKOMEHAYETCA UCnonb3oBaTb
NepeBOA Ha PYCCKMii SI3bIK AaHHOrO MeXAYHapOAHOro cTaHaapTa.

MpumevyaHue — B HacTosLei Tabnuue NCNONb30BaHO criefylollee YCnoBHoe 0603HaYeHWe CTeneHn co-
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Buonuorpadpusa

[1]1 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 OKM 93 9300

KnioyeBble cnosa: UMnnaHTaTbl ANa XUPYPruu, 3aMKU, OCTEOCUHTES, TEXHUYECKNE XapaKTEePUCTUKN

Pepaktop H.C. lasproweHko
TexHu4ecknin pegaktop B.H. [Ipycakoea
Koppektop FO.M. lNpokochpesa
KomnetoTepHan sepctka f1.A. Kpyeosoli

CaaHo B HaGop 28.02.2017. MoanucaHo B nevatb 03.03.2017.  dopmat 60 ><841/8. lapHuTypa Apuan.
Yen. ney. n. 0,93. Yu.-u3g. n. 0,84. Tupax 30 aK3. 3ak. 424.
MoAroToBnNeHo Ha OCHOBE AMEKTPOHHOW BEPCWUU, MPeAoCTaBeHHO paspaboTumkom cTaHaapTa
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