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Mpeancnosue

Llenn n npvHumnel cTaHgapTr3almm B Poccuiickoli ®efepaunn yctaHoBeHbl PefepasibHbiM 3aKOHOM OT
27 pekabpsa 2002 r. Ne 184-®3 «O TeXHWYECKOM perysimpoBaHun», a npasuaa NPYUMEHEHNS HauUOoHaNbHbIX
cTaHgapToB Poccuiickoii depgepaymm — FOCT P 1.0—2004 «CtaHgapTusauma B Poccuiickoin degepaymm.
OCHOBHbI€ MOIOXKEHUA»

CeefeHus o cTaHaapTe

1 MOATOTOBJ/IEH locygapcTBeHHbIM YHUTapHbIM npeanpuatuem Pecnybnvkn TatapctaH «Bcepoc-
CUACKWIA Hay4YHO-UCCNeL0BaTENbCKUA MPOEKTHLIA WMHCTUTYT MEeAULMHCKUX WHCTpyMeHToB» (FYM PT
«BHWMWMW>») Ha ocHOBEe COGCTBEHHOTO ayTEHTUYHOIO NepeBoja CTaHAapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHM4yeckMM KOMUTETOM Mo cTaHgapTusauum TK 14 «MefuunHCKUE UHCTPYMEHTbI»

3 YTBEPX/JEH W BBEJEH B AEWCTBWE [Mpukazom defepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynnpoBaHuio n MeTponorum ot 29 ceHTA6psa 2008 r. No 219-cT

4 HacTtosAwwii cTaHAapT MAEHTUYEH MeXAyHapogHomy ctaHaapTy MCO 13402:1995 «UHCTpyMeHTsI
XVPYpPruyeckre n cToMmaTosiormyeckue pyyHsie. OnpegeneHne ycTtoiunBoCcTN KaBTOK1aBMPOBaHNIO, KOPPO3MK
1 TennosomMy Bo3gencTBuio» (ISO 13402:1995 «Surgical and dental hand instruments — Determination of
resistance against autoclaving, corrosion and thermal exposure»).

HanmeHoBaHMe HacToAWeEro cTaHAapTa N3MeHeHO OTHOCUTE/IbHO HAUMEHOBAHUA YKa3aHHOIo Mexay-
HapofHOro cTaHgapTa Ana npusefeHus BcootsetcTene ¢ FOCT P 1.5— 2004 (nogpasgen 3.5).

Mpy NpYMeHeHNN HacTOSALEero cTaHAapTa peKOMeHAYyeTCA UCMOb30BaTh BMECTO CCbITOYHbIX MEXAYHa-
POAHBIX CTAHAAPTOB COOTBETCTBYIOLME UM HALMOHaNbHbIE CTaHAAPTbl Poccuiickoii ®egepaumm, cBefeHuns o
KOTOPbIX MPUBELEHbI B ONONHUTENIbHOM NPUIOXKeHUN B

5 BBEAEH BMEPBbIE

MHdopmauua 06 M3MEHEHNSAX K HACTOsILLEMY CTaHAapTy Ny6/nkyeTCs B eXerofHo u3jaBaemMom
MH(OPMaLMOHHOM YKa3aTe e «HauuoHanbHble cTaHAapTbi», a TEKCT U3MEHEHU NMoNpaBoK — e exemMe-
CSIUHO M3AaBaeMbIX MHPOPMALMOHHBIX yKasaTensax «HaunoHasbHble cCTaHgapThi». B ciyyas nepecMoTpa
(3aMeHbI) MM 0T MEeHbl HACT OSALLEro CTaHAapTa cooTBeTCTBYlOLLee yBefoMeHne 6yaeT ony6/1MKOBaHO
B ©XXEMECSYHO U34aBaeMoM MH(OPMaLOHHOM ykasaTene «HaunoHanbHble CTaHgapThi». COOTBETCTBY-
loLLasn uHgopmaums, yseoMaeH1e U TeKCThbl pa3MeLlaln Tcs Takke B MUH(OPMaLMOHHO cucTemMe o6LLero
Mofib30BaHUs - Ha opuuManbHOM caiiTe ®efepasblioro areHTCTBa M0 TexXHNYEeCKOMY peErypoBaHuio 1
MeTposiorun B ceTu HTepHeT

© CraHgapTuHgopm, 2008

HacToawwii ctaHAapT He MOXeT 6biTb MOIHOCTHIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXMPOBaH U pac-
MpOCTpaHEH B Ka4ecTBE 0fiMLManbHOro U3gaHus 6e3 paspelleHns ®efepanbHOro areHTcTBa No TEXHUYECKo-
MY PeryMpoBaHuio 1 METPOIorumn
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HALWOHANDBbHGLIN CTAHOAPT POCCUNCKORN GENAEPAL WM

WHCTPYMEHTbI XWPYPTMYECKWNE N CTOMATONOIMYECKWE PYYHbBIE

OnpepeneHne ycTOMYMBOCTU K aBTOK/1aBUPOBAHMIO, KOPPO3UWN Y TENIOBOMY BO3AEWCTBUIO.
MeToabl UcnbiTaHWiA

Surgicaland dental hand instruments.
Determination of resistance against autoclaving, corrosion and thermal exposure. Test methods

fataBBegeHuns — 2009— 07— 01

1 O6nacTb NpUMEHEHNUSA

HacToswwii cTaHAapT pacnpoCcTPaHseTcs Ha MHCTPYMEHTbI XMPYPruyeckue 1 cToMaToNornyeckme pyy-
Hble U3 HepXKaBetoLLeli CTanu MycTaHaBIMBAET METOAbI UCMbITAHWI YCTOWUYMBOCTM K aBTOK/IABUPOBAHWIO, KOp-
pO3UM 1 TENIOBOMY BO3LENCTBHUIO.

Tpe6oBaHMA KUCMbITAHWSIM YCTOMUMBOCTM KABTOK/IABUPOBaHWI, KOPPO3UM UTENI0BOMY BO3AENCTBUIO C
YKa3aHWeM UYMCNa LMKIOB A1 KKAOr0 BUAA UCTILITAHWIA JOMKHbI cogepXaTbCs B CTaHAapTe Ha KOHKPETHBbI
BUJ, UHCTPYMeHTA. [pyrue Buabl UCMbITAHWUI Takke A0MKHbI COAEPXaTbCs B CTAHAAPTE Ha KOHKPETHbINA BUg,
UHCTpYMeHTa.

2 HopmaTuBHbIE CCbIIKK

B HacTosWeM cTaHAapTe UCNo/ib30BaHa HOPMATMBHASA CCbIMIKA Ha CRefyoWnii MexXayHapoaHbIil CTaH-

fnapt:
NCO 3696:1987 Bopa ANs NnabopaTopHOro aHanusa. TeXxHMYeckue TpeboBaHUs U METOAbI UCMbITAHWIA

3 WcnbiTaHnA B aBTOK/1aBe Ha KOPPO3uio

VcnbiTaHna B aBTOK/aBe NpefHasHayeHbl 418 MMUTaLUM BO3AENCTBUA OKpYXaloLeil cpefbl npyu akc-
nayarauumn MHCTPYMEHTa 1 0CHOBaHbl Ha PEKOMeHA0BaHHbIX MeETOfax cCTepuansanmnu.

3.1 PeareHTt

Bopa, ncnonb3ayemas gns UcnbiTaHuid, [O/MKHA UMETb CTEMEHb YACTOThI 3 BCcOOoTBEeTCTBUMN ¢ MCO 3696.

3.2 Annapatypa

ABTOKNaB, paboTatowuii npn Temnepatype 134 °C— 138 °C n gaBnexHum 0.22 MMa.

3.3 lMoaroToBka

OunLalT NHCTPYMEHT C UCMO/b30BaHNEM Mblfa W Tensoi BoAbl. TliaTtesibHO OMoNackusalT B Boje,
cooTBeTCcTBYtoLLel 3.1, 1 BbiCyLINBAIOT.

3.4 Tpoueaypa ucnolTaHna

WHCTpyMeHT 6e3 ynakoBKM Ha I0TKe MOMeLjaloT BHYTPb aBTOKNaBa, UCMOb3ys BOAY, COOTBETCTBYIO-
wyto 3.1, noasepralT UHCTPYMEHT LMKIY UCMbITAHWUA MPOAO/IXKUTENBHOCTLIO 3**BMUH Npu Temnepartype
(136 i 2) °C n 0,22 MlMa. 3aTeM OTKpbIBAOT ABEPLY, U3B/EKalOT IOTOK C MHCTPYMEHTAMMN U JaloT OCTbIThb A0
KOMHaTHOW TeMnepaTypsbl.

3.5 OueHka

PesynbTaTbl NCNbITaHWUI [JO/MKHBI COOTBETCTBOBATL KOHKPETHbIM TpeboBaHNAM CTaHAapTa Ha cCooTBeT-
CTBYIOLL NI MHCTPYMEHT.

N3paHue ohmumnanbHoe
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4 VicnbiTaHUs Ha KOPPO3UWIO B KuNsiweii Bojge

WcnbiTaHnaA B KUNALWEl BoAe NPOBOAAT 415 ONpeAesieHUs yCTONYMBOCTM MHCTPYMEHTA K KOPPO3nK.

4.1 Bopa, ucnosnb3yemas g UCNbITaHUA.LO/DKHA UMETb CTeNeHb YNCTOThbl 3B cooTBeTCcTBMM C NCO 3696.

4.2 AnnapaTtypa

CTeKNAHHbIV NN KepaMmuyeckuin cocys, Tnbo noaxoasias eMKOCTb U3 HepXXaBeroLL el cTanm, ycTonum-
BOI1 K KOpPpO3UK.

4.3 MoproToBKa

OunLaT MHCTPYMEHT C UCMO/Ib30BAHWEM Mblsla U TENoli BoAbl, TWaTeNbHO CMNOMAaCcKMBaT BOLOWA,
cooTBeTCTBYOLW e 3.1. U BbICYLUMBAIOT.

4.4 TMpouepypaucnbiTaHnsa

Morpy>atoT MHCTPYMEHT B KAMSLLYH BOAY, COOTBETCTBYOLWYI0 3.1, BCOCYA WM EMKOCTb, COOTBETCTBYIO-
wme 4.2, Ha 30 MMH. 3aTeM JaloT UHCTPYMEHTY OCThbITh B TEYEHME OHOMO0 Yaca B BOJe, UCMO/Ib30BaHHON ANs
ucnbiTaHus. I3BNeKalT MHCTPYMEHT U3 BOAbl 1 OCTaBASAIOT €ro Ha BO3fyXe Ha fiBa yaca, 3aTeM TwartesbHO
BbITUPAIOT CyXOW candgeTKoiA.

4.5 OueHka

OcmaTpuBalOT MHCTPYMEHT C Lie/1bH BbiSIB/IEHUSA CIE0B KOPPO3UK, YKa3aHHON B CTaHAAaPTE Ha UHCTPY-
MEHT KOHKPETHOro Buja.

5 WcnbiTaHne B cynbaTte mMmeaun

WcnbiTaHnsa B cynbhaTte Mefn NPOBOAAT AN BbIABNEHUSA HapyLleHUiA peXxrMoB TepMoo6paboTku (npu-
noxewue A).

5.1 PeareHT

Micnonb3yemble peareHTbl O/HKHbI UMETb BbICOKOE Ka4eCTBO U YNCTOTY.

5.1.1 MegHblii cynbaT: Mefb cepHokucnas 5-sogHas (0uSO4 5H20) — 1r.

5.1.2 CepHas kucnota: H2S04p =1.84r/cM3— no 2.5T.

5.1.3 Boja co cTeneHblo YnctoThl 3 B cooTBeTcTBUM ¢ CO 3696 — 22,5 cm3.

5.1.4 W3onpunosblii unn 95 %-Hbli 3TUIOBbIA CANPT.

5.2 AnnapaTtypa

EMKOCTb, He pearnpytolas Ha peareHTbl, HanpumMep, CTEKNAHHbIN WX KepaMUYeCKnil KOHTeliHep.

5.3 MoparoTosBka

5.3.1 loAroToBKa MHCTPYMeHTa

OumnalT MHCTPYMEHT C MCMO/Ib30BAHMEM Mblfla WU TENOW BOAbl, TLaTeNbHO CNOMACKMBAlOT BOAOWA,
cooTBeTCTBYHOLWeN 5.1.3. 1 BbICYLUMBAIOT, NCMNOMb3YS U30MPUNO0BLIY UMK 95 Y%b-HbIA 3TUNOBBIA CANPT.

5.3.2 MopgroTtoBKa pacTeopa cynbdara mean

3anonHAKT KOHTEliHep Tenoi AMCTUNNMPOBaHHON BOAON, cooTBeTCcTBYlOW e 5.1.3. o06bemomM 22.5 cm3,
[06aBnaoT 11 KpucTannos cynbdaTta mesm BcooTseTcTenn ¢ 5.1.1 1 nepemeLunBatoT f,0 NO/IHOrO pacTBOPEeHNs
KpuCTannos, 3aTem A06aBNAt0T 2,5 I CepHOI KACNOTbI B COOTBETCTBUM € 5.1.2 1 TWaTeIbHO NepeMeLLnBatoT.

5.4 Mpouepypa UcnbiTaHWi

Morpy>atoT MHCTPYMEHT B KOHTeHep ¢ pacTBOPOM Cy/ibdhata MeAn Npu KOMHATHON Temneparype.

KpynHble MHCTPYMEHTbI 415 MOMHOIO MOrPYXEHUs AOMKHbI 6bITb MOrPY>XKeHbl YacTAMU NGO UCMbITaHbI
Karnasamu pacteopa.

PacTBop cynbata Meaun AO/MKEH OCTaBaThCA B KOHTAKTe C MHCTPYMEHTOM B TeueHue (6.0a 0.5) MuH.

/i3BnekalT MHCTPYMEHT 13 pacTBopa, TlaTe/NbHO CMo/acknBalT BOAOMNPOBOAHON BOLOW M3 KpaHa K
BbITUPAIOT CYXO0i1 candeTKol ANna yaaneHns nto60ro He NPUANNAaLWLEro MeAHOro NoKpbITUS.

5.5 OueHka

PesynbTaTbl UCMbITAHWI — o6ecneyeHne TpeboBaHWii CTaH4apTa Ha COOTBETCTBYIOLLUIA UHCTPYMEHT.

6 TennoBoe ucnbiTaHue

Tennosoe ncnbiTaHWe ycTaHaBINBAET YCTOWUYMBOCTb K TEMIOBOMY BO3/EACTBUIO.

6.1 Annapatypa

CyxoxapoBas neub, obecneynBatoLwasa Temnepatypy (175,0 a 5,0) °C.

6.2 lMpoueaypa ucnoiTaHnsa

Momelyal0T MHCTPYMEHT B CYXOXapoBYH Meyb W Moc/ie TOro, Kak neyb AOCTUTHeT Temnepartypbl
(175.01 5,0) °C, octaBnstoT ero Ha (30 * 1) MuH.

M3BneKaroT MHCTPYMEHT 13 CyX0XKapoBOoli Neyn nAaatT OCTbiTb HA OTKPbITOM BO3AyXe [0 KOMHATHON TeM-
neparypsl.

6.3 OueHka

PesynbTaThl UCNbITaHUA — obecneyveHne Tpe6OBaHUI CTaHAAPTA HA COOTBETCTBYHOL NI MHCTPYMEHT.



FOCT P NCO 13402—2008

MpunoxeHune A
(cnpaBo4YHOE)

O6wne NOMOXeHNS

A.l YcnoBusMu BbiGOpa METOAOB UCMbITAHWI ABNAOTCA BbIGOP METOJ0B 1 CNOCO6GOB OLLEHKWN, OANHAKOBO yj0BeT-
BOPAKLWNX KAK Npon3BoANTENeil, Tak 1 noTpebutenei.

A.2 KOppO3MOHHbIe NCMbITAHUA CAYXaT UHAMKATOPOM HajAnexalero sbibopa 06paboTkm MaTepuana U3rotToeuTe-
nem nHajnexauero yxoga notpebutenem.

A.3 VcnbiTaHWe BaBTOK/aBe, UCMbITAHUS KUNAYEHUEM UB CybdaTe MeAun cnyXaT UHANKATOPOM TOT0O, YTO NOBEpPX-
HOCTb JOCTUIIa NACCUBHOTO COCTOAHMUA, OUMLLEeHA OT XMMUYECKUX U MeTanNM4yecknx 3arpasHeHnii. Koppo3snoHHasa cToii-
KOCTb MapTEHCUTHbIX HEPXAaBEWWMNX cTanei JocTuraeTcs TepMuyeckoin o6pa6oTkoii. O6pasoBaHune Kap6ugoB CHUXAET
KOPPO3MOHHYI CTOWKOCTb. Hapnexauw,aa Tepmuyeckas o6paboTka cnoco6cTByeT pacTBopeHuio kapbupgos. Cynbdat
Mefu cnoco6cTByeT 06pa3oBaHnio Kap6ugoB. cnbiTaHWs cyNbdaToM MeAu UCNONMb3YIOTB ayCTEHUTHBIX MaTepuanax gns
BblABNEHWNS YMEHbLI EHNA XpOMa No rpaHunL,am 3epeH, BCNeACTBME HeMpPaBU/IbHbIX PEXMMOB TepPMUYECcKOoh 06paboTkn nn
06paboOTKM € XO/IOAHOM COCTOSIHMU. icNbITAHUA KUNAYEHUEM MPUMEHUMO KMaPTEHCUTHBIM, ayCTEHUTHBLIM NANCNEPCUOH-
HO-TBep/Aew WM maTepmanam AN OLEHKN KayecTBa NOBEPXHOCTH.

A.4 TexHONOrns N3roTOBNEHNS KOHKPETHbIX UHCTPYMEHTOB 6yAeT BAUATbL Ha pe3ynbTaTbl KOPPO3UMOHHbLIX NCMbITA-
HWii. HaKONNEeHHbI ONbIT MPOBEAEHHbIX KOPPO3MOHHbIX NCAbITAHWA OYEHb BaXeH B ONpeAe/leHNN 3HAYMMOCTN MONYyUeH-
HblX Pe3yNbTaTOB KOPPO3MOHHbBIX UCMbITAHWUI N4 HepXaBetolweil cTanm.

A.5 UcnbeiTaHua cynbatom Mean 66110 pa3paboTaHo 4N1A BbIAB/IEHNA YMEHbWEHNSA XpPOMa HarpaHulax 3epHa ayc-
TEHUTHOTO MaTepuana B pe3ynbTaTe HENMPaBU/IbHbIX PEXVMOB TEPMUUYECKON 06paboTkn B gnanasoHe oT 400 *Cao 600 ‘C
WU HapylWeHneM peXnMOB X0104HOW 06paboTKN. McnbiTaHWA KNMAYEHNEM MOXET He BbIIBUTb 3TOT e eKT, HO N03BOANT
BbISBUTb TPELW NHbl U PAKOBUHbI [103TOMY ayCTEeHUTHbIE CTanu JO/IXKHbI NPOXOANTbL 3T 06a BUAA NCNbITAHUIA.

HenpaBunbHasa Tepmuyeckas o6pa6oTka MOXET NPUBECTN K BbleneHnio Kap6naos a MapTEHCUTHBIX CTanAax, npa-
BUNbHAA — MpUBeAET KPacTBOPEHUIO KapbuaoB B MapTeHCUTE.

MpunoxeHune B
(cnpaBo4YHOE)

CBeieHUs1 0 COOTBETCTBUM HaLMOHANbHbBIX CTaHAAPTOB Poccuiickoin ®egepaumm
CCbIZTOYHbBIM MEXAYHAPOAHbIM CTaHAapTaMm

Ta6nwuya B.1

0603Ha4YeHNe CCbINOYHOTO MEeXAYHAPOAHOIO 0603HaYeHNe U HauMeHOBaHNe COOTBETCTBYIOLLEFO
cTaHgapTa HalMOHaNbHOTO cTaHAapTa

NCO 3696:1987 roct 6709-72
Boga AucTunnnposaHHas. TeXHUUYECKUE YyCNOBUS
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