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Mpegucnosue

Lien, OCHOBHble MPWUHLUMMAbI H MNOPAAOK MpOBeAeHUs paboT Mo MeXrocyAapCTBEHHON
CTaHAapTM3aLnm  yCTaHOB/EHbI roCT 1.0—92 «MexrocyfapcTeeHHas cuctema
cTaHfapTusauun. OcHoBHbIe NosoXkeHua» n MOCT 1.2—2009 «MexrocygapcTseHHas cuctema
cTaHfaptusauun. CTaHAapTbl  MEXroCyfapCTBEHHble, MNpaswWna W pPekoMmeHgauuu Mo
MEeXrocyfapCTBeHHOM cTaHfapTuauuu. [paBuna paspaboTKW, MPUHATUA, NPUMEHEHWUS,
OGHOBNEHNS N OTMEHbBI»

CBefieHus 0 cTaHgapTe

1 MOArOTOBJIEH ®epepanbHbIM TFOCYAAPCTBEHHLIM YHUTaPHbLIM  MPEANpPUATUEM
«BCepoCcCUCKNIA Hay4HO-UCCNef0BaTeNbCKUA WUHCTUTYT CTaH4apTW3auMm U cepTuduKaumn B
MaLL MIHOCTPOEHH M» (BHUVHMALLI)

2 BHECEH ®efepa/ibHbIM areHTCTBOM MO TEXHUYECKOMY PErynnpoBaHMIo U METPOSIOrK
(CoccTanpapr)

3 TPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHapTusauun, MeTponoruv u
cepTudukaumu (npotokon Ne 40-2011 ot 29 Hos6ps 2011 r.)

3a NPUHATHE CTaHAdapTa NporosiocoBasin:

KDaTkoe HaMeHOBaHMe CTDaHbI Mo Kog cTtpaHbl no CoKpalleHHoe HavMeHoBaHwue

p MK (MCO 3166) 004_pg7 MK(EOM4C£)937)166) Hanuomg:aa:::poTrvcl;;Sl:zHa
Pecny6nuka benapych BY loccraHpapt Pecny6nuku benapycb
Pecny6nuka KasaxcTtaH Kz locctaHgapt Pecny6nmkn KasaxcTaH
Kblprbickas Pecny6ninka KG KblproisctaHgapT
Poccuiickas deaepauns RU "occraHgapT
Pecnybnmka ¥Y36eknctaH uz Y3cTaHgapT
Pecny6nnka TagpKukucTaH TJ Tamknkctangapt

4 Mpukasom defiepanbHOro areHTCTBa MO TEXHUYECKOMY PEeryfivpoBaHuio 1 MeTposiorum
ot 13 pekabps 2011 r. 1334-cT MmexrocygapcTBeHHbIii cTaHgapT MOCT ISO 8891-2011
BBeJEH B [eiCTBME B Ka4yecTBe HaLMOHa/bHOrO cTaHaapTa Poccuiickoii ®egepauymm ¢ 1 sHeaps
2013 .

5 HacToAwuii cTaHAapT WAEHTUYEH MeXAyHapoaHOMY cTaHaapTy 1SO 8891:1998 Dental
casting alloys with noble metal content of at least 25 % but less than 75 % (Ctomartofiornyeckue
NuTeliHble CNMaBbl C CofAepXKaHeM 6naropoaHbIX MeTannos ot 25 % fo 75 %).

CTeneHb COOTBETCTBUA - MAeHTUYHas (IDT).

CraHpgapT noAroTosfieH Ha ocHose npumMeHeHus TOCT P CO 8891-2005

CBefleHNs 0 COOTBETCTBUM MEXTIOCYAapCTBEHHbIX CTaHAAaPTOB CCbIIOYHbLIM
MeXAyHapoHbIM CTaHAapTaM MpuBeAeHbl B AONOMHUTENbHOM NpUoxXeHun J.A.

6 BBEJIEH BIEPBbIE

WHdopmauuss o BBefeHuM B feicTBue (NPeKpawieHun [AeACTBUs) HacTOALLEro
cTaHgapTa nybnukyeTcs B ykasaTene «HaunoHabHble CTaHAapTbi».
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NHhopmauust 06 N3MEHEHMSIX K HACTOsILLLEMY CTaHAapTy ny6avkyeTCs B ykazaTene
«HaunoHa/lbHble CTaHAapThi», a TEeKCT W3MEHEHWA - B WMHOPMALMOHHBIX YKazaTensx

«HaunoHanbHble  cTaHaapTbi». B cnyyae nepecMoTpa WM OTMeHbl HaCcTOsLEro

cTaHgapTa COoOTBeTCTBYyWWaA nHhopmauns 6ygeT onybnvkoBaHa B MHKOPMALMOHHOM
yKaszaTene «HaunoHanbHble cTaHgapThbi».

© CtaHgapTuHdopm, 2013

B Poccuiickoii ®efepaunn HacToAwMiA cTaHAApT He MOXeT 6biTb MOMHOCTbIO WK
YyacTMYHO BOCMPOM3BEAEH, TUPAXMpoBaH W pacnpocTpaHeH B KadyecTse OMULMANIBLHOIO
u3gaHua 6e3 paspelleHus deaepasbHOTO areHTCTBa NO TEXHUUYECKOMY PperynvpoBaHuio u
mMeTposioruu
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BBeneHne

Cneumdpnueckne TpeboBaHMA NO Ka4vecTBY M KONMYECTBY WMOHOB MeTaslia s
nsbexaHus OMOMOrMYECKOli OMacHOCTM He BK/YEHbl B HACTOSAWMIA  CTaHAapT.
PekomeHayeTca B cnyvae yrposbl 6GMOMOrMYEcKOi OnacHoOCTM ucnonb3oBatb SO
10993-1 [1] n ISO 7405 [2].

He ycTaHoOB/eHbl TpeboBaHWA MO KOPPO3MOHHOW CTOMKOCTU W MOTYCKHEHWHO.
PekomeHayeTcs MCNoNb30BaTb METO CTATUYECKOro MOrpyXeHus ANns onpefeneHuns
KOPPO3MOHHOIM CTOMKOCTW COrNacHoO NPUAOXKEHMIO A C Lenbio NoslyvyeHnss uHdopmaumm
0 KO/IMYecTBe W TUMe WMOHOB MeTasl1a, BblAenawwyxca us cnnasa. PekomeHayeTcs
MeTOA, WCMbITAHNS Ha MNOTYCKHEHWE MOrPYXEHWEM B PacTBOp cy/bcuga HaTpus
COrlacHO MpUAoXeHWi0 B € Uenbl nosydyeHWs WHAGOPMauumM O BO3MOXHOCTM
N3MEHEeHWs MOBEPXHOCTY B pe3ynbTaTe NOTYCKHEHUS.

Mocne ony6nukoBanma [SO 10271 [3] MO WUCMbITAHUAM Ha KOPPO3WUIO U
NOTYCKHEHWE  CTOMATOMOMMYECKUX JIMTEelHbIX CNaaBoB  METOAWKA  UCMbITaHWi
npuBefeHHble B NPUNOXeHusx A n B. cnegyeT nepecMoTpeTb C Le/blo COOTBETCTBUSA
3TOMYy MeXAyHapoAHOMYy CTaHAapTy W YCTaHOBUTb TpeboBaHMSA O MakCuMasibHO
[JONyCTYMOW KOPPO3WKN W1 MOTYCKHEHWUW. Takke 6yaeT NpeaycMOTPeHOo AOMNONHUTESTbHOE

NCNbITaHNE CTOMATONIOTMYECKUX SIUTEHbIX CMN/1aBOB ANIEKTPOXUMNYECKMM METOO0M.
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MEXTIOCYAOAPCTBEHHEBIWN CTAHOAPT

CTOMATOJIOMTMYECKNE NINTEVHBIE CM/IABbI
C COAEPXAHVEM BNATOPOAHLIX METAJI10B oT 25 % Ao 75 %

TexHnyeckne TpeboBaHuA. MeTogbl UCnbITaHWi

Dental casting alloys with noble metal content of at least 25 % but less than 75 %.
Techical requirements. Test methods

Jata BBegeHna — 2013-01-01

1 O6nacTb NPpUMeEHeHUs

HacToawmii ctaHgapT yctaHaBamMBaeT Knaccugmkaumio TpeboBaHMini U MeToabl
UCNbITAHNA CTOMATONOMMYECKUX NINTENHBbIX CMMaBOB (gasiee — NUTeliHble ChiaBbl) C
MacCOBbIM CoAepXXaHnem 61aropofHbIX MeTanioB oT 25 % o 75 % .

HacTtosiwpmii ctaHgapT pacnpocTpaHsieTcsa Ha CTOMAaTOo/IoNM4Yeckne NnTelHble
cnnaebl, npefgHasHayeHHble AN N3roTOB/IEHNS 3y6GHbIX  MpOTE30B n

CTOMAaTO/IOTMYECKUX MPUCNOCOBIEHNIA.

MpumeuvaHne 1 — CroMarosiorMieckme JUTelHbIe CrvlaBbl, CoAepxalive
6raropofHble MeTas/ibl OT 75 % v Bblwe, — 1o 1ISO 1562 (4).

MpumevyaHne 2 — HacToAWWA CTaHA@PT He pPacnpoCTpaHseTcs Ha Cruiasbl,
npefHa3HayeHHble [/19 U3TOTOB/IEHWST Kapkaca MeTaullokepaMUyeckoro 3y6Horo nportesa, Mo
ISO 9693.

2 HopmaTtuBHbIE CCbIJ/IKK

B HacToslleM cTaHgapTe  UCMOMb30BaHbl  CCbIKM — Ha  criefytolime
MeXAyHapoaHble cTaHAapTbl:

ISO 3585:1998 Borosilicate glass 3.3 - Properties (Ctekno 6opocunmkatHoe 3.3.
CaoiicTBa)

ISO 3696:1987 Water for analytical laboratory use - Specification and test
methods (Boga ons ucnosib30BaHna B aHaMTuyeckoi nabopatopum. Cneuudmkaums u
METO/Abl UCMbITaHWIA)

ISO 6507-1:1997 Metallic materials - Vickers hardness test - Part 1: Test method
(MeTtannuyeckne maTepuasibl. VicnbiTaHue TBepgocTu no Bukkepcy. Yacte 1. Metopg

UCNbITaHUS)

M3gaHue ohmymanbHoe



FOCT 1SO 8891-2011

ISO 6892:1998 Metallic materials - Tensile testing at ambient temperature
(MeTannuueckme matepuarbl. VicnbiTaHne Ha pacTshKeHVE NPY KOMHATHOW TeMnepaType)
ISO 9693:1991 Dental ceramic fused to metal restorative materials

(MeTannokepamuka ctomaTosiornyeckast Ans 3y6Horo npoTe3npoBaHuns)
3 Knaccudukaumsa

NnTeiiHble cnnaebl  KNACCU(IMUMPYIOT MO MX MEXaHWYECKMM CBOWCTBaM U
Ha3HaYEHMIO CresyoLmMM 06pa3oMm:

Tun 1— HWU3KOW NPOYHOCTU — AN151 OT/IMBOK, NOABEPratoLLMXCH HE3HAUUTENBHOM
Harpyske, HanpumMep BKNaAO0K.

Tun 2 — cpefHeil NPOYHOCTM — A1 OT/IMBOK, MOJBEPraloLLMXCs YMEpPEHHOM
Harpy3ke, HanpuMep BKIaAokK 1 paceTok.

Tun 3 — BbICOKOI MPOYHOCTY — AN OT/IMBOK, MOABEPraloLMXCA GOMbLION
Harpyske, Hanpumep paceTok, TOHKUX NUTbIX META/IINYECKMX KApKACOB, LUTUCITOB,
MOJTHBIX KOPOHOK U GOrefIbHbIX NMPOTE30B.

Tun 4 — cBepXMPOYHbIE — A1 OT/IMBOK, MOABEPraloLLMXCs O4YeHb GOSIbLUIONA
Harpyske 1 TOHKMX B MOMEPeYHOM CEYEHWM, HamnpuMep GroresibHbIX NPOTE30B, KapKacoB
CBHEMHbIX MPOTE30B, K/IAMMEPOB, KOPOHOK, M/b3, JIUTbIX 3yOOB M YACTUYHO CbEMHbIX

3y6HbIX NPOTE30B.
4 TexHnyeckune TpeboBaHus

4.1 XMuyeckuin coctaB
MaccoBoe cogepxaHue 30/10Ta M METa/I/I0B NJIaTMHOBOW TPYyMMbl B NINTEAHbIX

cniiaBax — o1 25 % 0o 75 %

MpumeuyaHune — K metannam nnaTuHOBOW Fpynnbl OTHOCAT NAaTuWHy, nannagui,
NPpUANIA, PyTEHUA N POaNNA.

CopepxxaHne Kaxaoro KOMNOHeHTa B IMTENHOM CrnJiaBe He [0/HKHO OTK/IOHATLCA
60sbLe yeM Ha 0,5 % (MaccoBOro cofepxaHns) OT 3HaUEHWN, yKka3aHHbIX Ha 3TUKETKe
yrnakoBKU Unu Bknagplwe (cMm. 9.2, nepeyncnieHune c).

B nwureilHom cnnaBe cofepXaHue BpefHbIX KOMMOHEHTOB He  [OJ/HKHO
npesbiwats 0,02 % ana kagmua n 6epunnmna n 01 % — ana Hukens. M3rotosButens
WA NOCTaBLUMK JO/HKEH MOMECTUTL YETKO pasnuuuMMmyto npegynpexaalolyo Haanicb

Ha ynakoBke (CcM. 9.2, nepeuuncneHue j).

2
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[na onpepenexHus coctasa crniaBa WUCMNOMb3YKOT CTaHAapTHbIE aHanUTUyeckne
METOLUKMN.

4.2 BUOCOBMECTUMOCTb

Cwm. BBEEHME O BMOCOBMECTUMOCTH.

4.3 MexaHn4yecKme CBOWCTBA

MexaHM4Yeckme CBOWCTBA pas3/INyHbIX TWUMOB JINTEMHBLIX CM/IABOB  [O/MKHbI
COOTBETCTBOBaThb TPebOBaHUAM, Yka3aHHbIM B Tabnvue 1.

McnbiTaHma nposogat no 7.2 n 7.3.

Ta6nnua 1 — MexaHnyeckne CBOICTBA

Mpegen TekyvecTy Npu ocTaTouHol aedpopmaLm OTHOCUTENbHOE YyHeHMe, %

Tvn nnuTeliHoro 0.2 % (o on). MMa *
cnniasa
CoctosiHne CocTosiHne
msrkoe YNPOYHEHHOE msrkoe YNPOYHEHHOE
He MeHee He 6onee He MeHee He MeHee He MeHee
1 80 180 — 18 -
2 180 240 — 12 —
3 240 — — 12 —
4 300 - 450 10 3

4)1 MMa =1 H/MMm2.

4.4 NINOTHOCTb

OTK/IOHEHVE NI0THOCTW JIMTEHOro crnasa He AO/MKHO npesbiwatb 0,5 r/cm3,
yKa3aHHbIX Ha 3TUKETKe YNnakoBKU Unu Bkiagpiwe (cm. 9.2, nepeyncneHuve n).

[na npoBepku aToro TpeboBaHWs UCNOMb3YHOT CTaHAAPTHbIE METOAUKMN.

4.5 Koppo3noHHasi CTOMKOCTb

Cwm. BBefEHME.

4.6 ConpoTuB/IEHNE MNOTYCKHEHNIO

Cwm. BBefgeHve.

4.7 SNeKTpoxXmmMms

CMm. BBefeHue.
5 OT60p o06pasuos

KonuuyectBo matepuana fO/MKHO ObITb 4OCTATOYHbIM ANS NPUrOTOBIEHNS

06pa3LoB A1 UCNbITaHWIA cornacHo 6.2 1 NpunoxeHuii A n B.
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Bug noctaBkM NWTERHOrO cnjaBa [Ans WUCMbITAHWIA cneayeT ykasbliBaTb B

MPOTOKO/E UCTIbITAHWIA.
6 MpurotoBneHne o6pasuoB A9 UCNbITAHWUNR

6.1 Obulee

MpurotaBnmBaloT 06pasubl 418 WUCMbITAHWA, WCMOAb3YS MeTOA4 J/MTbSA MO
BbIMN/1aBNSEMbIM MOLENSAM, 00bIYHO MPUMEHSIEMBI B 3y6OTEXHUYECKNX NabopaTtopusix.

CnepnyroT MHCTPYKUMAM U3rOTOBUTENS MO 06paboTke crniasa W MCNOSb30BaHMIO
HeobXoAMMbIX BCOMOraTe ibHbIX CPEACTB U IMTENHOrO 060pyA0BaHuS.

Mocne NUTbA yaanaloT NUTHUKOBYHO CUCTEMY W HansbiBbl, 067104 U 3ayCeHLbl,
ob6paszoBaBLUneCs MPY NUTbE.

O6pasubl C BUAMMbIMU fedheKkTaMy 6pakyoT.

6.2 O6pasybl ANA UCMbITAHUA Ha pacTsXxXeHne

[na ucnbiTaHns Ha pacTsKeHne UCMOoNb3yoT WeCcTb W ABeHaauatb 06pasuos,

COOTBETCTBYHOLMX pucyHkam 1 unm 2, nutbe 1 06paboTka — cornacHo 6.1.
R4 min

1M+4.1
42 min

PucyHok 1 — O6paseL, C KOpOTKOW rO/I0BKOA



R4 min

f2 pagnyca FOCT ISO 8891-2011
y /
1 I 1
r T ~1
BN-K .l 4
1 1 15+0.1 R mln
KanmbposaHHasa avHa
11£0.1
42 min

PucyHok 2 — O6pasel, C YA/MHEHHOI F0MOBKOWA

TepmoobpaboTky A9  pasMArYeHUss  MPOBOAAT  COM1AaCHO  UHCTPYKUUU
nsrotosutensa (cMm. 8.1, nepeyuncrieHve c).

Ecnn npymeHsoT TepmMoo6paboTKy 06pasLoB A71A YPOYHEHUs, TO ee cnepyet
NPOBOAMTL COr/TACHO UHCTPYKUMM U3roToBuTens (cM. 8.1, nepeuncnexuve d).

Kak npaBuno, nocne Takoii 06paboTkn ganbHeiwas obpaboTka 06pasLoB He

TpebyeTcs.
7 MeToabl ncnblTaHui

7.1 BusyasibHbIi OCMOTP

Bu3yanbHbIM OCMOTPOM NPOBEPAIOT COOTBETCTBUE TPebOBaHUAM, yKa3aHHbIM B
pa3genax 8 n 9.

7.2 MNpegen TeKy4yecTn Npu OCTaTo4vHOM gedpopmaunu, paBHoi 0,2 %

Mpegen TekyyecTu Mpu OCTaTOYHON gedopmauun, pasHoii 0,2 %, onpegenstoT
no ISO 6892 Ha OTAMBKE W KOHAMLMOHMPOBAHHBLIX WCNbITYEMbIX O6pasuax B
cootBeTCcTBUM C 6.1 M 6.2. O6pasubl MCMbITbIBAIOT B MallMHe AN UCMbITaHUS Ha
pacTsbkeHme npu ckopocTu nosnsyHa (1,5+0,5) MM/MUH [O MosIBNEHMS uM3noMa Ha
obpasuax. OnpefenslT 3HaAYeHUs MO Pe3y/bTUPYIOWMM KPUBbIM «HAaNpshXeHne-
Aechopmavms» npyu ypoBHe cmelleHnns 0,2 % v paccunTbiBatOT Npeaen Tekyvyectn no
nepBoHaYasIbHON NOLaAN NONEPEYHOro CeveHus.

PaccunTbiBalOT nNpegen TEKYYecTU Kak cpefHee 3HayeHue 4YeTbipex, NATU unu
wectn o6pasyoB, COOTBETCTBYWOLWMX TpeboBaHusm 4.3. [lpu COOTBETCTBUM
TpeboBaHMsIM 3TOr0 MyHKTA MEHee YeTblpex 06pasLoB Ccrn/iaB 3abpakoBbIBAIOT.

7.3 OTHOCUTENIbHOE YAOJ/IMHEHME MNOoCc/ie pa3pyLleHns

OTHOCUTENbHOE YyA/IMHEHME NOocne paspylieHus onpefensawT no 1SO 6892 Ha

o6pasuax, nNpoLueLnx UcnbITaHnsa no 7.2.
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PaccunTbiBalOT YA/IMHEHVE KakK CpedHEee 3HauYeHue YeTbipex, NATU WM LIecTu
06pasLoB, COOTBETCTBYIOLIMX Tpe6oBaHuaM 4.3. Mpu cOOTBETCTBUN TpeboBaHusM 4.3
MeHee YeTblpex 06pasLIoB Cr/iaB 3a6pPakoBbIBAIOT.

7.4  PacueT  cpegHero  3HaueHus npegena  TeKyyecTu npu
HEenponopLUMOHasIbHOM YA/IMHEHU

Cpe,que 3Ha4dyeHue npegena TeKydyeCctu npu HenponopuunoHasibHOM yOASIMHEHUN

onpefensoT ¢ TOYHOCTLI0 A0 5 H/MM2 (8.1, nepeuncnexue a).

7.5 PacyeT cpefHero 3HayeHUA OTHOCUTE/ILHOIO YAJ/IMHEHUS Moc/e
paspyLueHus

CpegHee  3HauyeHMe  OTHOCUTENBHOrO  YA/IMHEHWS  Mocfie  paspyLlleHus

onpenensaT ¢ TOYHOCTbIO A0 1 % (8.1, nepeuncneHve a).
8 WMHopmayna n MHCTPYKLUN U3TOTOBUTENSA

8.1 VIHdopmaumsa

Ha ynakoBke wnM B CONPOBOAMTE/IbHON [AOKYMEHTaLuuW AO/HKHA COAepXaTbCs
cnepyrowasa nHgopmaums:

a) npeden TekyyecTM npu ocTtatoyHon gdedopmaumm 0,2 % no 7.4,
OTHOCUTENbHOE yANMHeHWe no 7.5 v TBepaocTb no Bukkepcy HV5/30, onpepeneHHas
no 1SO 6507-1 nocne TepMoobpaboTkM cornacHo 8.1, nepeuvcneHve c) u 8.1,
nepeuuncnexune d);

b) pekomeHayemasi Temnepatypa NnTbs;

C) pekomeHayemasi TepMoo6paboTka ANsi pasMsrvyeHus;

d) pekomeHayemas TepMoo6paboTKa AN yNnpovHeHUs (ecivm NpUMEHSIeTCs);

€) pekoMeHgaLmMmn Mo nanke Uan ceapke (ecnm nNpuMeHsieTcs).

8.2 IHCTpyKUUM NO NPUMEHEHUIO

MocTaBWMK WM WM3rOTOBUTENb AO/DKHbI NPefOoCTaB/IATb MNOKynaTento TOuHble
WHCTPYKLUMM MO NPUMEHEHMIO.

8.3 BpefiHble KOMMOHEHTHI

Ecnn B nuTeliHom cnnaee cogepxutcsa 6onee 0,1 % Hukena wim 6onee 0,02 %
Kagmus, unm 6epunnvs, Unm Kakme-nmbo apyrue BpeaHble KOMMOHEHTbI, TO 3TO AO/DKHO
ObITb 4YETKO yKa3aHO Ha ynakoBke (9.2, nepeuucnenve j). Ha ynakoBke wim B
CONpPOBOANTESIbHON AOKYMEHTALMN AO/DKHBI ObITh NpUBEAEHbI NOAPOOHbIE NHCTPYKLMK,

Kacaroumecs Mep NpeaoCTOPOXHOCTY.
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9 MapkupoBKa M ynakoska

9.1 MapkupoBKa INTENHOro cnsiaBa

Cnutkn  wm  apyrve  (opMbl  MOCTaBKM CniaBa [AO/MKHbl UMETb  UYETKYHO
MapKMPOBKY, MO3BOJIAIOLLYI0 YCTAHOBUTb W3rOTOBUTE/NIA WIN MOCTaBLUMKA NUTEHOro
cnnasa.

9.2 YnakoBka

Ha aTukeTke win Bkiagbllle ynakoBKM AO/MKHa ObiTb MapKMpoBKa, codepxallas
creayoLLy0 MAHUMabHY0 MHhopMaLuio:

a) HavIMeHoBaHve NPeAnpPUATUSA-U3rOTOBUTENSA /MW ero TOBapHbIA 3HaK 1
afpec;

b) 0603HaYeHne 1M TOproBoe HavMeHOBaHVe NUTERHOrO Cr/iaBa;

C) COCTaB B MpoOLEHTax MO Macce BCEX KOMMOHEHTOB, MAcCOBOE COAepXaHue
KOTOpbIX B IMTENHOM crhjiaBe npesbiwaeT 1 %;

d) uBeT nMTERHOroO cnnasa;

€) TN INTENHOro crnjaea B COOTBETCTBUM C knaccucukaumeid, npuBegeHHON B
pa3gene 3;

f) TemnepatypHblii WHTEpBan MMaBNeHUs — Temnepatypa conuvayca W
NvKBMAyca NUTerHoro cniasa B rpagycax Lenscus;

[) N/IOTHOCTb INTENHOro cnaaBa B rpammMax Ha KyGuuecKuii CaHTUMETP;

h) Homep napTum (cepuiiHbli HOMEpP WM KOMOMHaumMss O6ykB U uudp,
OTHOCSILUMECS K CUCTEME HyMepauuu W3roToBMTENS [aHHOW napTuM  JIMTENHOro
cnnaea);

i) MUHYMa/IbHasA Macca HeTTO B rpaMmMax;

j) Npy Hanmuum B cniaBe BpeAHbIX KOMMOHEHTOB (CM.8.3) M3roToBUTENb WM
MOCTaBLLMK AO/DKEH MOMELLATb YETKO pas/IMuMMyto npeaynpexgatoLlyo Haanucb Ha
ynakoBke C yka3aHWeM HauvMeHOBaHWs YNnoMmsAHYToro(bix) KOMMoHeHTa(oB) M ero (Mx)

KonnyecTBa.
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MpunoxeHne A

(pekomeHayemMoe)

MeTog, CTaTM4ecKoro UcnbITaHNSA NOrpPy>XeHNeM A5 onpeaesieHNs KOPPO3VOHHOIA
CTOWMKOCTHU

A.1 O6pasubl

[Ba o6pasuya pasmepom 34 x 13 x 1,5 MM [0/MKHbI BbITb U3rOTOBJ/IEHLI COI/IACHO
6.1. O6pa3ubl [AO/MKHbI ObITb MNOABEPrHYTbl MECKOCTPYAHOW OYUCTKE C MOMOLLbIO
KopyHZa C BeNuuUuHOM 3epHa 125 MKM K o06e3xupeHbl. Ecim TepmoobpaboTka
npegycMoTpeHa uarotoButenem (cm.8.1, nepeuncnenne d), To ee npoBoAAT MO
WNHCTPYKLMN.

Co Bcex CTOpPOH o06pasuoB cHuMMalT He MeHee 0,1 MM, 3atem 06pasubl
noABepratoT B/IaXKHON LWANGOBKE C MCNO/Ib30BaHMEM MeTasiorpacuyeckoii MeTOAMKN.
3arem 06pasupl BbICYLIMBAOT C MOMOLWbLI0 (OUALTPOBa/IbHOM Gymarn, KOTOpyto
MCMNOSb3YOT TOMIBKO OAMH pas.

A.2 MeToguka

A.2.1 PeakTuBbl 1 060pygoBaHmne

A.2.1.1 MonouHasa kucnota (C cogepXaHuemM OCHOBHOro KomrnoHeHTa 90 %)

C3H60 3, xvMnyeckn yncTasi.

A.2.1.2 XnopucTbiii Hatpuii NaCl, XMMUYECKN YNCTBIA.

A.2.1.3 AuctunnuposaHHasa soga no 1SO 3696.

A.2.1.4 KoHTeliHep 13 6opcunnkaTHoro ctekna no 1SO 3585.

A.2.1.5 NoHowmep.

A.2.2 MpurotoBieHne pacTBopa g/ UCnbiTaHnii

[na kaxkgoro mcnbiTaHus rOTOBAT HOBbI pacTeBop. Passogat 10,01 r mMono4Hoi
Kncnotbl (C cogepxaHnem ocHoBHoro Bewlectsa 90 %) B 300 cm3 BOAbl, A406aBMAIOT
5,85 1 xnopuctoro HaTpua v gonuearT Bogbl Ao 1000 cm3. N3mepsaoT pH pacTsopa,
3HayYeHVe KOTOPOro AO0/HKHO ObiTh B npefenax ot 2.2 Ao 2,4 . Ecnn pH MeHblue wnm

6onbLue YKa3aHHbIX 3Ha4YeHun, TO pacTtBop A0JDKEH 6bITb 3a6paKOBaH, a peakTuBbl

3aMeHeHbl.
A.2.3 MNMpoBeaeHme ncnbITaHWI
M3mepsatoT nnoLlaab NOBEPXHOCTU KaKaoro obpasua ¢ TOYHOCTbIo Ao 0,1 cm2.

MpombiBatoT 06pasuUbl B 3TWIOBOM ChUPTE B TeYeHWe 2 MUH U 3aTeM B

ONCTUNNMPOBaAHHOK Boge. MNoMelaT Kaxabli obpasel, B OTAENbHbIA CTEKNSHHbIN
8
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cocys gnametpom 16 MM u BbicoToin 160 mMM. BrimBaroT pacTBOp, 4TOObI MOKPbITb
obpaseL, NOHOCThLI0, 3aKPbIBAKT COCYS , YTOObI He Obl10 UcnapeHns pacTeopa.

Cocypn ¢ obpasuomMm nomellaroT B TepmocTaT Ha (7+£0,1) gHein npu Temneparype

(37+1) °C. 3arem BbIHMMAKOT 06pasLbl 13 pacTeopa.

A.2.4 AHanus

VccnemyloT  KakAbli  UCMbITATeNbHbI  pacTBOP  OTAE/IbHO,  MCMNO/b3ys
aHaMTUYeCKnii  MeTof  COOTBETCTBYHOLLEN  YyBCTBUTENBHOCTW, W  OMNpeaenstort
KONINYECTBO 3/1IEMEHTOB /INTENHOTO Chn/laBa U BPeAHbIX 3/1EMEHTOB, €C/IN TaKOBble €CTb
B yKa3zaHWAX N3rotoBUTENA B COOTBETCTBMM C pasgenamm 8 n 9.

A.3 OTYeT NO UCTMbITAHNAM

Heobxoaumo onvcaTb WCMNO/b30BaHHbIA  aHa/IMTMYECKUA MeTof, W yKasaTtb
BEPXHUIA M HWKHWIA Npefesbl KOIMYecTBa BbISIB/IEHHLIX 3/IEMEHTOB /IMTENHOIO CrjiaBa
— [/19 KaKOOro 3M1EMEHTA B KaXAOM pPacTBOpPE B MUKpPOrpaMMax Ha KBagpaTHblii

CaHTUMETP.
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MpunoxeHve B

(pekomeHayemMoe)

MeToA ncnbiTaHnA Ha NOTYCKHEHME MOrpy>eHnem B PacTBoOp cynbd:m,qa

HaTpus

B.1 N3roToBneHne o6pasLoB 4/19 UCMbITaHNSA

[na vcnbiTaHus Ha MNOTYCKHEHME W3rOTOBASAKT METOAOM MUTbs ABa obpasua
AnameTtpom 10 MM v TonwmHoi 0,5 MM 1 obpabaTtbiBatoT cornacHo 6.1.

Ecnu wun3rotoButens pekomeHayet (8.1, nepeuucneHve d), TO npoBoAAT
TepMoo6paboTKy COrfTacHO UHCTPYKLMW U3roTOBUTENS.

O6pa3supl 06e3KMpMBaOT 1 NONUPYIOT MO CTaHAAPTHbIM MeTasiorpamyeckum
MeToZaM C MOMOLLBIO MOMMPOBOYHOW MacTbl, NOKPbLIB 06pa3sel, MOSIHOCTLIO TOJILLMHON
1 Mkm. 18 06e3XUpMBaHASA MCMONL3YIOT Bymary v NOMMPOBOYHBIA MaTepuas, Kakapli
pa3 HOBble A1 06Pas3LOB KaXXaoro crniasa.

OumlaloT NOBEPXHOCTN CBEPX3BYKOBbIM METOAOM B TEYEHUE 2 MUH B 3TUI0BOM
cnvpTe, MOKT UX B AMCTWIMPOBAHHOW BOAE M CyllaT CTpyel cxatoro Bo3gyxa 6es
npumeceli macna v Bnaru.

B.2 MeTtoguka

B.2.1 PeakTBbl 1 060pyaoBaHme

B.2.1.1 Mvapat cynbdmaa Hatpusa (npubnuantenbHo 35 % Naz2S) Na2S (7—9)

Hz2 O (B aHannTMYECKOI CcTENneHM).

B.2.1.2 Bopga no 1SO 3696.

B.2.1.3 MpucnocobnexHne AN norpyxeHns obpasua B UCMbITATENbHbIA pacTBOp
Ha 10—15 c Kaxaylo MUHYTY npu Temnepartype (23+2) °C.

B.2.2 icnbITaTtenbHbI pacTBOp

FoToBAT BoAHbIA pacTBop 0,1 mMonb/gm3 cynbmaa HaTpuss HenocpeaCcTBEHHO
nepeg, npumeHeHneM (pacTBopsoT 22,3 T rmgpara cynbduaa Hatpus B BOAe U AOBOAAT
06BEM pacTtBopa fo 1000 cm3, nognmsas Bogy).

B.2.3. NpoBegeHve ncnbiTaHns

OfuWH 13 06pa3L0B, NPUrOTOB/IEHHLIN ANS UCMLITAHUS HA NOTYCKHEHUE COr/lacHO

B.1, kpenaT B npucnocobsieHne ans norpyxeHus. PacTtBop crnefyeT MeHsiTb nocre

10
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(24£1) u n (48+1) u. Mocne (72+1) 4 BbIHMMAKOT 0b6pasey, N3 NPUCNOCO6MIEHNS, MOKOT
TWaTeNbHO B AUCTUNMPOBAHHOWN BOAE, MOrPYXXatlT B 3TaHO/, a 3aTem cylwaT cTpyei
cXarToro Bosfayxa, CBO60AHOro OT Bfaru U Macrna.

WcnbiTaHne cnegyeT npoBOAUTb MO MNpaBu/ibHO paboTarowyM  BakyyMHbIM
KOJINaKoMm.

B.2.4 AHanus

VccnenyoT 1 cpaBHMBAOT BUM3yaslbHO NOBEPXHOCTU 06pasLoB, NOABEPrHYTOMO U
He MOABEPrHYTOro MWCNbITaHUAM, 6e3 WUCMNO/Sb30BaHUSA YBEJSIMYEHWUs, ANS BbISBNIEHNA
Kakoro-nnéo yxyalweHna noBepxHOCTW. JInua, NpoBoAsLLMe aHanu3, AO/MKHbI 061anarthb
HOMUHaNIbHO ~ HOPM&J/lbHbIM  TPUXPOMHBLIM  3pEHMeM,  [0MyCcKaeTcs  HOLIeHue
KOppekTupylLWwmx (He yBennuMBaloLMxX) HETOHUPOBAHHbIX JIMH3. AHanu3 cnegyet
NpoBOAWTbL MPW OCBELLEHHOCTU 06pa3uoB He MeHee 1000 KC U Ha PacCTOSHUWN He
6onee 25 cwm.

B.3 OTyeT no ucnbITaHUio

Mo pe3ynbTatam WCNbITaHWii COCTaB/IAT OTYET, B KOTOPOM (OUKCUPYHOT, Oblnn
N JonyuleHbl HapylieHus npyu NpurotoBneHun o6bpasuos no Bl wim B Xoge
ucneltTalnsa no B.2. Heobxoaumo 3adkcupoBaTb BCe BUAMMbIE pas3/iMuvs B LBETE U

oTpaxaTesibHoi cnocobHocTu no B.2.4.
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(1] 1SO 10993-1:1997

[2] 1SO 7405:1997

(3] ISO 10271:1993

(4] 1SO 1562:1993
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Bubnnorpadus

Biological evaluation of medical devices - Part
1 Evaluation and le3KngWzpenusa
MeaULIMHCKME. (OueHka  6yonornuyeckoro
OEVCTBUS MeaunUMHCKMX u3genuii. Yactb L

OueHKa 1 nccnefoBaHus)

Dentistry - Preclinical  evaluation  of
biocompatibility of medical devices used in
dentistry - Test methods for dental materials
(OueHka 61010rMYEeCcKoro aelicteuns

CTOMAaTO/IOMMYECKUX MaTepPUasIoB)

Dental metallic materials. Corrosion test
methods  (CTomaTonornyeckne  MeTas/v-
yeckne MaTepuasibl. MeTog onpeaeneHns

Koppo3un)

Dental casting gold alloys
(Ctomatonoruyeckne  nuTeliHble  30/10Tble

cnnaebl)
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MpwunoxeHve O.A
(cnpaBo4yHOE)

CBefieH/s O COOTBETCTBUN MEXroCcyAapCTBEHHbIX CTaHA4APTOB CCbI/TIOYHbIM

MeXayHapoAHbIM cTaHAapTam

Ta6nuua AA1

O603Ha4YeHne 1 HaMmMmeHoBaHue CreneHb O603HaueHne un
MeXAyHapo4HOro ctaHgapTta COOTBETCTBUSA HanMeHoBaHue
MEXroCy4apCTBEHHOIO
CTaH&apTa

ISO 3585:1998 BopocunvkatHoe CTekIo.
XapakTtepucTumku

ISO 3696:1987 Boga ona 1MCnosib3oBaHWsA B
aHasMTuyeckon nab6opatopumn. Cneuundu-
Kaumsi 1 MeToAbl UCNbITaHWUi

ISO 6507-1:1997 MeTannumyeckue
Marepuasibl. WcnblTaHne TBepAocTn Mo
Bukkepcy. YacTb 1. MeTof, ncnbiTaHns

ISO 6892:1998 MeTannmyeckue
mMaTepuasbl. lcnbiTaHne Ha pacTsxeHue
npu KOMHaTHOM Temneparype

ISO 9693:1991 MeTaniokepammka *
cTomaronoruyeckas ons 3y6HOro
NnpoTe3MpPoBaHus

* COOTBETCTBYHLLMIA MEXIOCYLapCTBEHHbI CTaHdapT oTtcyTcrByeT. Mo ero
YTBEPXKAEHNS PEKOMEHAYETCS WCMO/b30BaTb MEPEBOA Ha PYCCKUA A3blK  AAHHOMO
MeXOyHapo4Horo ctaHgapta. epeBog AaHHOrO MEeXAyHapO4HOro cTaHgapTa HaxoAauTcs
B PepepasibHOM NHGOPMAaLMOHHOM (POHAE TEXHUYECKUX perfnaMeHToB 1 CTaHO4apToB.
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YK 615.463:665.14:006.354 MKC 11.060.10 HOoT

KntoueBble c/1oBa: CTOMaTosornA, 3y6HbIe npoTe3bl, CTOMaToNorn4eckne martepuassbl,

cnnasbl, 30/10Tbl€ CraBbl, Tpe6OBaHVIFI, MncnblTaHNA, ynakoBKa, MapkmpoBka
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