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Non-active surgical implants — Joint replacement implants — Specific
requirements for knee-joint replacement implants

AMENDMENT 1

OTBETCTBEHHOCTb 3a NOATOTOBKY pyCcCckon Bepcun HecéT GOST R
(Poccwiickasn Penepaupsi) B COOTBETCTBUM CO cTaThéln 18.1 Ycrara ISO
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MpeaucnoBue

MexayHapogHas opraHu3aumsa no craHgaptusauum (1ISO) asnseTcs BcemmpHon dpeaepaumen HaumoHanbHbIX
opraHusauuin no craHgaptusaumm (komuTteToB-uneHoB |SO). PaspaboTka mexayHapogHbIX CTaHAapToB
0BbIYHO OCyLLEeCTBRSETCH TexHMdYeckummn komutetamu ISO. Kaxabll KOMUTET-YNEeH, 3auHTepecoBaHHbLIA B
[eATENbHOCTU, AN KOTOPON Obin co3gaH TEXHUYECKUIA KOMUTET, MeeT NpaBo ObiTb NpeacTaBNeHHbIM B 3TOM
kKomuTeTe. MexayHapoaHble NpaBUTENbCTBEHHBLIE N HENPABUTENBCTBEHHbIE OpraHM3aunn, UMeIoLLNE CBA3K C
ISO, Takke nNpuHMMalOT y4acTue B paboTtax. UTo KacaeTcs cTaHgapTu3auum B 06nacTu anNeKTPOTEXHUKW, TO
ISO paboTaeT B TeCHOM cOTpyaHMYecTBe ¢ MexayHapoaHoWm anekTpoTexHuyeckon kommccnen (IEC).

Mpouenypbl, ucnonb3yemble AOna pa3paboTkMm [AaHHOrO [AOKYMEHTa W NpedHa3HayeHHble ans  ero
JanbHenwero obcnyxmBaHmsa onucanel B Yactu 1 OupektuB ISO/IEC. B yacTtHocTu, cnefyetr OTMETUTb
pasnuyHbIe KpUTEPUN MPUEMKM, HEOOXOoOUMBIE ANs pa3HbiX TUNOB ISO AOKYMEHTOB. [1aHHbIA JOKYMEHT Oblin
pa3paboTaH B cooTBETCTBUM C npaBunammn Yactu 2 OQupektus ISO/IEC (cm. www.iso.org/directives).

CnepyeT umeTb B BUAY, YTO HEKOTOPbIE 3NEMEHTbl HACTOSALLEro MeXayHapoOHOro crtaHgapta MoryT ObiTb
06BbEKTOM NaTeHTHbIX NpaB. ISO He MOXeT HECTU OTBETCTBEHHOCTb 3a MAESHTUMUKALMIO Kakoro-nmbo ogHoro
Unn BCex NaTeHTHbIX npas. OeTanu niobbix NaTEeHTHbIX MNpaB, onpedeneHHbIX BO BpeMs paspaboTku
OOoKymeHTa, ©OyayT BknwoyeHbl BO BeegeHne wunu ISO CAMCOK MOMyYEHHbIX 3asBOK Ha NaTeHT
(cm. www.iso.org/patents).

JTto6ble TOproeble HaMMeHOBaHWUA, UCMOJIb3yeMble B [aHHOM [OOKYMEHTe, OaHbl O5A VIH(bOpMaLI,VII/I ansa
ynO6CTBa nonb3oBaTenien n He SBMSTCA pekomMmeHayeMbIMIn.

[nsa oObACHEHUS 3HAYEeHWUI cnieumnanbHbIX TEPMUHOB U BblipaXeHun 1ISO, CBsI3aHHbIX C OLEHKON COOTBETCTBUS,
a Takke Ons nonyveHus nHdopmaumu o cobnogeHum ISO npuHumnos WTO no TexHuuyeckum bapbepam B
Toproene (Technical Barriers to Trade, TBT) cm. cnegytowyto ccbinky: Npeavcnosue — [ononHuTeneHas
MHdopMauma

3a [paHHbI JOKYMEHT oTBeTcTBeHeH |ISO/TC 150, Umnnanwmambsl 0na xupypeauu, [MogkomuteT SC 4,
3ameHumenu kocmel u cycmasos.
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