GOENEPAJIBHOE ATEHTCTBO

NMNo TEXHUMECKOMY PEI'YIIMPOBAHUIO U METPOJIOI' N

HALUUOHATNDBbHBDBIW FTOCTP UCO

CTAHOAPT
POCCUUCKOMN 13402—

QPEOEPALUUMN 2008

MHCTPYMEHTbI XUPYPI'MHECKHUE
N CTOMATOJIOIMYECKUE PYYHDbIE

OnpeneneHne yCTOUMYUBOCTU K aBTOKIMaBUPOBaAHUIO,
KOPPO3Un U TennoBoMy BO3AeUCTBUIO

MeToAabl UCNbITaHUWA

ISO 13402:1995
Surgical and dental hand instruments —
Determination of resistance against autoclaving, corrosion and thermal exposure

(IDT)

U3paHue ocpuymnanbHoe

b3 3—2008/39

MockBa
CtaHpapTUH(OPM
2008


http://www.mosexp.ru/proektnye_raboty.html
http://www.mosexp.ru/proektnye_raboty.html

[OCT P UCO 13402—2008

[lpeaucnoBue

LlennunnpuHumnel ctTaHgapTusauum B Poccumnckon PegepaummyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHin», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUSAY

CBepgeHUA o cTaHgapTe

1 NMOAIrOTOBJIEH NocyaapcTBeHHBIM YHUTAPHBIM Npeanpustmem Pecnybnukn TatapcTtaH «Bcepoc-
CUACKMMA HaydHO-UccnegoBaTenbCKUM MNPOEKTHbIM  UHCTUTYT MeaUUUHCKUX UHCTpyMeHToB» ([YIT PT
«BHUMNMW» ) Ha ocHOBe COBCTBEHHOIO ayTEeHTUYHOrO NepeBoaa cTaHaapTa, ykasaHHOro B nNyHKTe 4

2 BHECEH TexHun4yeckum kommuteTom no ctaHgapTusaumm TK 14 «MeanunHckme MHCTPYMEHThI»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE [MMpukasom PenepanbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio U MeTponiornn oT 29 ceHTaopsa 2008 1. Ne 219-cT

4 HacTtoawmn ctaHgapT ngeHtudeH mexayHapogHomy ctaHgapty MCO 13402:1995 «MHCTpyMEHTh
XUpypruieckne n ctomatonormdeckme pydHele. OnpegeneHne yCTOMUNBOCTU K aBTOKNMABUPOBAHUIO, KOPPO3UK
n Tennosomy Bosgencteuo» (ISO 13402:1995 «Surgical and dental hand instruments — Determination of
resistance against autoclaving, corrosion and thermal exposure»).

HaunmeHoBaHMe HacTosdLWero ctaHgapta MSMeHeHo OTHOCUTENTbHO HAaUMMEeHOBaHUA YKa3aHHOro MeXxay-
HapoadHoro ctaHgapTa anga npuseaeHus B cootsetctBMe cOCT P 1.5—2004 (noapasgen 3.5).

[Tpy NnpMMeHeHUN HACTOALLEro ctaHaapTa pekoMeHayeTCs UCMNONb30BaTh BMECTO CChINTIOYHBIX MeXayHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLWME UM HaUMOHaNbHble cTaHgapTel Poccunckon @eaepaun, ceeaeHUa o
KOTOPbIX NpuBedeHbl B AONMONHUTENBHOM NpunoXxeHun B

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekecm UaMeHeHUU U rornpasoK — 8 eXXKeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX YyKazamensx « HayuoHanbHbele cmaHOapmely. B criydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXKeMeCsI4HO U30asaeMoM UHpopMaylUOHHOM yKkazamerne «HayuoHarnbHbie cmaHOapmbly. Coomeemcmaeay-
rowas UHgbopmayus, yeeooMIieHUe U meKkcmaei pa3Melaromcs makxe 8 UHpopMalyUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsioauu 8 cemu MIHmepHem

© CtaHgaptuHdopm, 2008

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

UHCTPYMEHTbBbI XUPYPITMYECKUE U CTOMATOJIOIMYECKUE PYYHDbIE

OnpepeneHne yCTOMUYUBOCTU K aBTOKNTaBUPOBaHUIO, KOPPO3UU U TeNNTOBOMY BO34eUCTBUID.
MeToabl UCNbITAHUK

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

[NaTta BBegeHna — 2009—07—01

1 O6nactb NpMeHeHUA

HacToawmm ctaHgapT pacrnpocTpaHaeTcd Ha MHCTPYMEHTbI XUpypruieckne M cToMaTonormdeckme pyd-
Hble N3 HepXaBeroLen cTann n yctaHasnmeaeT MeToabl UCNbITAaHUN YCTONYUBOCTU K aBTOKAaBUPOBaHUIO, KO-
PO3UN U TENITOBOMY BO3AENCTBUIO.

TpeboBaHMA KUCNbITAHUAM YCTOUMYNBOCTU KABTOKABUPOBaHNIO, KOPPO3UU U TENNOBOMY BO34EUCTBUIO C
yKasaHuem vYmncna LMKNoB AN KaXXaoro snga UCcnbiTaHUM A0MKHBI cogepXXaTbCs B CTaHAApTe Ha KOHKPETHLI
BN UHCTpyMeHTa. Apyrue Buabl UICNbITAHUN TakKe OOJTKHbI COAepXaTbCA B cTaHA4apTe Ha KOHKPETHbIN BUA
MHCTPYMEHTA.

2 HopMaTuBHbIE CCbINKN
B HacTosweMm cTaHaapTe UCNOoNb30oBaHa HOpMaTUBHAA CCbhlfnka Ha cneayiowmnn MeXxgyHapoaHbl CTaH-

aapT:
NMCO 3696:1987 Boaa ana nabopaTopHOro aHanunsa. TexHndeckne TpeboBaHns U MeToabl UCNbITaHUA

3 UcnbiTaHMA B aBTOKNaBe Ha KOPPO3uio

McnblTaHUs B aBTOKNAaBe npeaHasHadveHbl AnNg MMUTaLUK BO3OAEUCTBUS OKpyXXKatoLllen cpebl Npu 3KC-
nnyatayum MHCTpyMeHTa U OCHOBaHbI Ha peKkoMeHAOBaHHbIX MeTodax CTepunusasui.

3.1 PeareHT

Bopa, ucnonesyemasi Anga UcnelTaHWM, 40MKHA UMeTb cTeneHb YNCTOThl 3 B cooTBeTCcTBMM C UCO 3696.

3.2 Annapartypa

ABTOKNaB, paboTtatowmi npmn temnepatype 134 °C—138 °C n gasneHun 0,22 Mlla.

3.3 NoaroToBKa

O4naT UHCTPYMEHT C UCMOMb30BaHMEM MbiNa U Tennon Boabl. TwaTtensHO ononackMBaroT B BoAE,
COOTBETCTBYIOLWEN 3.1, N BbICYLLUMBALOT.

3.4 lNpoueaypa ucnbiTaHUA

MHCTpYMeHT 0e3 ynakoBKM Ha NOTKe NoMeLllatoT BHYTPb aBTOKMaBa, UCNONb3ysa BoAY, COOTBETCTBYIO-
wyto 3.1, nogBepraroT UHCTPYMEHT LMKIY UCMNBITAHUA NPOACIPKUTENbHOCTBIO 310° MUH Npu TemnepaType
(136 £ 2) °C n 0,22 MIa, 3aTeM OTKpbIBaAOT ABEpLY, U3BNEKAIOT NMOTOK C MHCTPYMEHTaMM 1 AakoT OCThITh A0
KOMHaTHOW TeMnepaTypbl.

3.5 OueHka

PeaynbTaThl UCALITAHUN O0MKHBI COOTBETCTBOBATH KOHKPETHLIM TPEDOBaAHUSAM CTaHOapTa Ha COOTBET-
CTBYHOLLMAA UHCTPYMEHT.

U3paHune odbmumanbHoe
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4 UcnbiTaHMA HAa KOPPO3UIO B KUNALWEen Boae

McnbiTaHMA B KMNsLWen Boae NpoBoadaT AN onpegeneHna ycTondnBoCTU MHCTPYMEHTA K KOPPO3UN.

4.1 Bopga,ncnonbsyemaga ans UcnblTaHua, 40MKHA UMETb cTeneHb YACTOThI 3 B cooTBeTCTBMN C MCO 3696.

4.2 Annapartypa

CTeKNAHHbIN UNK KepaMnu4vecknin cocya, NMbo noaxoasilas eMKOCTb U3 HEPXKaBeoLen cTanun, yCcTonuun-
BOW K KOPPO3UN.

4.3 lNMoparotoBKa

O4ynaT UHCTPYMEHT C UCNONb30BaHUEM MbiNla U Tennou BoAbLl, TWATEeNbHO CNoNackMBaT BOOOW,
COOTBETCTBYOLWEN 3.1, N BbICYLUUBAIOT.

4.4 llpoueaypa ucnbiTaHuA

[Torpy»katoT MUHCTPYMEHT B KUNALLYIO BOAY, COOTBETCTBYIOLWYHO 3.1, B cocya UM € MKOCTb, COOTBETCTBYIO-
wme 4.2, Ha 30 M1H. 3aTemM galoT UHCTPYMEHTY OCThITb B TEYEHUE 0AHOro Yaca B BoAe, UCMoNb30BaHHOW AN
ncnelTaHuda. MIspnekaroT MHCTPYMEHT U3 BOAbI M OCTaBNAKT ero Ha Bo34yxXe Ha ABa 4aca, 3aTeM TwaTtenbHo
BLITUPAIOT CYXOU cangeTKoN.

4.5 OueHKa

OcmaTtpuBaloT UHCTPYMEHT C LieNbio BIABNEHUA CNeaoB KOPPO3nuK, yKasaHHOW B cTaHOapTe Ha MHCTPY-
MEHT KOHKPEeTHOTo B1Aaa.

5 UcnbiTaHMe B cynbgaTte Meau

McnblTaHus B cynbdpate Mean npoBOoAsT ANS BbIIBNEHUA HApyLWEHUA PEXUMOB TepMoobpaboTKM (Npu-
NnoxeHue A).

5.1 PeareHT

Mcnonb3yeMble peareHThbl A0MKHBI UMETb BbICOKOE Ka4yeCTBO U YACTOTY.

5.1.1 MepgHbIU cynbdaTt: Meab cepHokucnasa 5-sogHasa (CuSO, - 5H,0) — 1.

5.1.2 CepHaskucnorta: H,SO,p =1,84r/cm®> —no2,5T.

5.1.3 Bopaa co cteneHbto YncToThl 3 B cooTBeTCcTBUM ¢ MCO 3696 — 22,5 cm?.

5.1.4 WN3onpunobin nnu 95 %-HbIN STUMOBLIX CMINPT.

5.2 Annapartypa

EMKOCTbL, He pearupyowias Ha peareHTbl, HanpumMmep, CTeKNAHHbIA UK KepaMn4eCKUN KOHTEeUHEP.

5.3 NMoarotoBKa

5.3.1 NMoarotoBKka UHCTPYMEHTA

O4narT MHCTPYMEHT C UCNONb30oBaHWEM MbIa U TENNOW BoAbl, TWAaTeNbHO CrolackMBarT BOAOM,
COOTBETCTBYIOLWEN 5.1.3, UBLICYLLUMBAIOT, UCMOb3YA M30NPUNOBBLIN UNKU 95 Y%-HbIN 3TUMOBLIN CMIUPT.

5.3.2 lNogroToBKa pacTBOpa cynbdata Mmean

3anonHAKT KOHTerHep Tennon ANCTUNNIMPOBaHHOM BOAON, cooTBeTCTBYOLWeN 5.1.3, o6bemom 22,5 cm?,
nobapnsaoT 1 rKpUcTannoB cynbgarta Mmegm B COOTBETCTBMU € 5.1.1 nNnepemMellnBatoT 40 NONHOro pacTBOPEHUH
KpUCTannoB, 3aTemMm AobaBnAoT 2,5 I cepHOM KUCNOThI B COOTBETCTBUN C 5.1.2 U TIWWATENBHO NepeMelLlnBaltoT.

5.4 lpoueaypa uUcnbiTaHUN

[lorpyxalT MHCTPYMEHT B KOHTEMHEP C pacTBOPOM cynbdarta Meaun npu KOMHaTHOU TemMnepartype.

KpynHble MHCTPYMEHTHI ANSl MONHOIo NOrPYXeHUst ACIMKHbI ObITh NOrpy)KeHbl YacTsaMU NMO0C UCTIbITaHbI
Kannamuy pacTeopa.

PacTtBop cynbdpaTta Megm 4oKeH ocTaBaTbCA B KOHTaKTe C UHCTPYMeHTOM B TedeHue (6,0 £ 0,5) MUH.

MN3BneKkaT MHCTPYMEHT U3 pacTBopa, TwaTtenbHO cnofackusakT BOAONPOBOAHON BOAOU U3 KpaHa U
BbITUPAKOT CyxXoun candpeTkon ans yaganeHna noboro He NnpununaroLlero MeaHoro nokpbITUS.

5.5 OueHkKa

PesynbTaThl UCNbITAHUN — 0becneveHne TpeboBaHWUN CTaHAapTa HA COOTBETCTBYOLLIUA UHCTPYMEHT.

6 TennoBoe UcnbiTaHne

TennoBoe UcneiTaHUe ycTaHaBNMBaeT YCTOUYUBOCTb K TENJTOBOMY BO3AEUNCTBUIO.

6.1 Annapartypa

CyxoxapoBad nedb, obecneymsarowada temnepartypy (175,0 £5,0) °C.

6.2 lNpoueaypa ucnbiTaHunA

[ToMmellaloT MHCTPYMEHT B CYXOXapOBYIO Nedvb U Mocne TOoro, Kak nedb AOCTUTHET TemnepaTypbl
(175,0 = 5,0) °C, octaBnsitot ero Ha (30 = 1) MuH.

MN3BNeKaroT UHCTPYMEHT U3 CYXOXKapOoBOU Nevn M 4atoT OCThITb HA OTKPBITOM BO34yXe 40 KOMHATHOMN TEM-
nepaTypbl.

6.3 OueHka

PesynbTaTthl UCNIbITAHUN — obecneYveHUe TpeboBaHWUN cTaHOapTa Ha COOTBETCTBY LA MHCTPYMEHT.
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[MpnnoxeHwve A
(cnpaBo4HOe)

O6Lwune nonoxeHus

A.1 Ycnosusimu Bbibopa MeToa0B UCMLITAHUN ABMAKOTCS BbIOOP METOA0B 1 CNOCODOB OLIEHKW, OAWHAKOBO YAOBIET-
BOPSAOLWMX KaK Npon3BoguTenen, Tak u notpebutenen.

A.2 Koppo3noHHbIE NCNbITAHUS CNyXXaT MHAMKATOPOM Hagnexauwero seibopa ob6paboTkm matepmnana narotToBuTe-
NemM 1 Hagnexalero yxoga norpeburenem.

A.3 VicnbiTaHne B aBTOKNaBe, UCTbITAHUSA KUNAYEHWEM U B CyIbPaTe Meaun CrnyxaTt MHAUKaTopoM TOro, YTO NOBEPX-
HOCTb 4OCTUINAa NAacCUBHOIoO COCTOSAHUSA, OUYULLLEHA OT XUMUYECKUX N MeTannmn4ecknx 3arpssaHeHmnn. KoppoanoHHas cTtou-
KOCTb MApPTEHCUTHBLIX HEPXKABEOLWMX CTanen gocTuraeTcs Tepmuyeckon obpaboTkon. ObpasoBaHme KapbmnagoB CHMXaET
KOPPO3UOHHYIKD CTOUMKOCTb. Hagnexawasa tepmuyeckas obpaboTka cnocobCcTBYyeT pacTBopeHunto Kapbugos. Cynbdar
Meamn cnocobeTByeT 0bpasoBaHutio kKapobunaos. VicnbiTaHusa cynbdaTtom meam nCnonb3yoT B ayCTEHUTHLIX MaTepuanax ans
BbISIBNEHNA YMEHBLLEHUS XPOMa MO rpaHnLam 3epeH, BCrneacTBUE HENPaBUIbHbLIX PEXNMOB TEPMNYECKON 0DPaboTKM nnn
06paboTKn B XONOAHOM COCTOSAHUN. VcnbliTaHns KUNSYeHNEM MPUMEHNMO K MAPTEHCUTHBIM, aYyCTEHUTHBIM U QUCTIEPCUOH-
HO-TBEPAELLMM MaTepuanam ans oLeHKN Ka4ecTBa NOBEPXHOCTN.

A.4 TexHonorns N3aroToBNeHUs KOHKPETHBLIX MHCTPYMEHTOB ByAeT BNUATb HA PE3yNbTaThl KOPPO3UOHHbLIX UCMNbITA-
HUW. HakonmeHHbIN onbIT NPOBEAEHHbBIX KOPPO3NOHHBIX NCMBITAHUN OYEHb Ba)XEH B ONpeaereHnm 3Ha4MMOCTHU NONy4YeH-
HbIX PEe3yNIbTaTOB KOPPO3NOHHBLIX UCMNbITAHUW AN HEPXXABEIOLWEN CTalMN.

A.5 WcnbiTanmns cynehatom meam 6bino paspaboTaHo Ans BbISIBNEHNA YMEHbLLIEHUA XPOMa HA rpaHuuax 3epHa ayc-
TEHUTHOrO MaTepuana B pe3ynbTaTe HENMPaBUITbHbIX PEXUMOB TEpMUYeckon 0bpadboTkm B ananasone ot 400 °C oo 600 °C
NN HAPYLWEHNEM PEXNMOB X0N04HON 06paboTku. McnbiTaHUA KUNSYEHMEM MOXET HE BbISIBUTL 3TOT A€EKT, HO MNO3BONUT
BbISIBUTb TPELWWHbI Y PAKOBUHbI. [103TOMY ayCTEHUTHBIE CTann AOIKHbI NPOXoANTb 3TN 06a BUaa NCNbITAHU.

HenpasunbHasa Tepmuyeckas oopaboTka MOXeET NPUBECTU K BbiAENEHUIO KApOnaoB B MAPTEHCUTHbLIX CTansX, Npa-
BUINTbHAA — NMPUBEAET K paCTBOPEHUIO KApOnaoB B MAPTEHCUTE.

[MpunoxeHve B
(cnpaBo4HOe€)

CBegeHnAa o COOTBETCTBMU HaLUOHamNbHbLIX cTaHgapToB Poccuuckou Pepgepaummu
CCbIMOYHbIM MeXAYyHapoAHbIM CTaHOapTam

Tadbnwua B.1

OBo3HavYeHue CChINOYHOro MeXxXayHapoaHoro Obo3HavYeHne 1 HaMMeHOBaHUE COOTBETCTBYIOLLEro
cTaHgapra HALMOHANBLHOroO cTtaHgapra
NCO 3696:1987 [OCT 6709—72
Boga anctunnunpoBaHHas. [ exHn4eckune ycnoBus
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