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Mpeauvcnosue

Llenn, OCHOBHble MPUHUMMBLI M NOPSAAOK NpoBedeHWs paboT Mo  MexXrocyaapCTBEeHHOM
ctaHgapTtusaumu yctaHossieHbl TOCT 1.0—92 «MexrocygapcTBeHHasa cuctemMa craHgaptusaumm. OCHOBHbIe
nosnoxeHua» wn TFOCT 1.2—2009 «MexrocygapcTBeHHasas cuctema cTaHgapTtusauuun. CraHgapTbl
MEXrocy4apCTBEHHble, MpaBuna W peKkoMeHZaLuu M0 MEeXrocyfapcTBEeHHON cTaHjapTu3auun. [paBuna
pa3paboTku, NPUHATUA, NPUMEHEHNS, 0BOHOBNEHNSA U OTMEHbI»

CeefieHna o cTaHpapTe
1 NOArOTOBNEH ®eaepanbHbiM rOCYAapCTBEHHLIM YHUTApPHbIM Npeanpusatnem «Bcepoccuinckuii
HayuyHO-uccnefoBatenbCkuii  MHCTUTYT  cTaHgapTu3auMm U cepTudpmkaumm B MalUMHOCTPOEHWUU»

(BHUVHMALL)

2 BHECEH ®epepanbHbiM areHTCTBOM MO TEXHUYECKOMY perympoBaHuio U MeTposnornm
(PocctaHgapT)

3 MPUHAT MexrocyfapCTBeHHbIM COBETOM M0 cTaHjapTusauun, MeTposiorum u ceptudukaummn
(npotokon Ne 40-2011 ot 29 Hoabpsa 2011 r.)

3a npuHATUE cTaHgapTa NpPoroaoCcoBasiu:

KpaTkoe HavmMeHoBaHue CTpaHbl Mo Kog, ctpaHbl no CokpalleHHOoe HavMeHOoBaHue
MK(UCO 3166)004—97 MK(NCO 3166) HaUMOHaNbLHOro opraHa
004—97 no ctaHgapTmsauuu

Benapycb BY FocctaHpgapT Pecnybnukn Benapycb
KasaxcTaH Kz FocctaHpgapT Pecny6nukn KasaxcrtaH
Kbiprbi3ctaH KG KblpreisctaHgapt

Poccwiickas ®egepauns RU PoccTtaHpapT

TamknkicTaH TJ TamxnketaHgapT

Y36ekncTaH uz Y3ctaHpapTt

4 Tlpvka3om ®efepasibHOTO areHTcTBa MO TEXHWYECKOMY perympoBaHuio U MeTposioruM ot
13 pekabps 2011 r. Ne 1303-cT MexrocyaapCTBeHHbln cTaHgapT FOCT ISO 10993-14-2011 BBejeH B
JeicTBue B KayecTBe HauMoHasibHOro ctaHgapTa Poccuiickoli ®egepaunn ¢ 1 aHBapsa 2013 T.

5 HacTtoswmii ctaHgapT WAEHTMYEH MexayHapogHomy cTaHgapTy I1SO 10993-14:2001 Biological
evaluation of medical devices - Part 14: Identification and quantification of degradation products from
ceramics (OueHKka 6GMONOTMYECKOrO AOENCTBUA MeAUUMHCKMX usgenuii. Yacte 14. WpeHTudpmkauyma u
KO/IMYECTBEHHOE onpefesieHne NpPoAYKTOB Aerpajauun usgesvin us kepamuku).

CTeneHb COOTBETCTBUA - uaeHTuyHasa (KOT).

CtaHpapT noAroToBsieH Ha ocHoBe npumeHeHusa TOCT P MCO 10993-14-2009.

CBefleHMsi O COOTBETCTBUM MEXIOCY[AapCTBEHHbIX CTaHAApPTOB CCbIJIOYHBIM  MeXAYyHapOoAHbIM
cTaHfapTam npuBeAeHbl B AOMNONHUTE/IbHOM NPUAoXeHun JA

6 BBEJAEH BIEPBbLIE

WHdopmauusi 0 BBefeHun B feicTBue (MPeKkpalleHun [encTBMA) HacTOosWero cTaHjapTa
ny6amkyeTcsa B ykasaTesnie «HaunoHasibHble CTaHAapTbi»

WHpbopmaumsa 06 KM3MEHeHMsX K HacToswemy cTaHgapTy nybnukyeTcs B ykasaTene
«HaumoHasbHble CTaHfapTbi», a TEKCT M3MEHeHUd - B MHGOPMALMOHHbIX YKasaTenax «HaumoHas bHble
CTaHgapTbi». B cnyyae nepecmoTpa WM OTMeEHbl HACTOALWEro CTaHgapTa CoOTBeTCTBYKLWAs
nHgopmaums byaeT onybvkoBaHa B MHOPMaLMOHHOM yKasaTene «HaunoHanbHble cTaHaapThi»

© CraHgapTtuHdopm, 2013
B Poccuiickoii Pepepauum HacTOAWMA cTaHAAPT HE MOXET ObiTb MOMIHOCTB WM  YaCTUYHO

BOCMPOU3BE/IEH, TUPAXUPOBAH U PacnpocTpaHeH B kKauyecTBe odMuMasibHOIO u3faHus 6e3 paspelleHus
depepanbHOro areHTCTBa MO TEXHUYECKOMY PETFY/IMPOBAHMI0 Y METPOIOTUN
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BBepgeHue

CobntogeHve nonoxeHunin ctaHgapToB cepun I1ISO 10993 «OueHKa 6UOMI0rMYecKoro
[ENCTBMA  MeLULUUHCKMUX  U3LeNnid»  Mo3BOIUT  06ecneyntb CUCTEMHbIA  MOAXO4 K
nccnepoBaHnio 61OI0rMYEeCcKoro AeNCTBUS MeANLUHCKUX U34ennid.

Llenbto aTux CcTaHOApTOB He ABMSETCA 6e3yCnoBHOe 3akpernsieHne eanHOo06pasHbIX
METOAO0B UCCNefoBaHWiA 1 UCMbITAHWIA 3a rpynnaMmm O4HOPOAHbIX MEeOVUUNHCKUX N34eNnii B
COOTBETCTBUN C MPUHATON Knaccudukaumerr mx no Buay v AUTENbHOCTU KOHTakTa C
opraHnM3MoM 4esnoseka. [103TOMy MfiaHMPOBaHME W NPOBEAEHNe WCCNefoBaHun 1
MCMbITAHWI  OO/DKHbI  OCYLLECTBAATb  CNEeUMasiCTbl, MMeKLWme  COOTBETCTBYIOLLYIO
NOArOTOBKY W OMbIT B 061acT  CaHUTapHO-XMMUYECKOW, TOKCUMKOIOTMYECKON 1
610/10rMYECKONn OLEHOK MeANLMHCKNX N3OENNIA.

CraHgapTtbl cepun I1SO 10993 ABNAKTCA PYKOBOAALWMMU  AOKYMEHTaMu Ans
MPOrHO3MPOBaHUA W UCCMefoBaHNst GMOMOrMYECKOro AEeNCTBUS MEOUUMHCKUX U3LeNnii Ha
CTagmu Bblbopa MaTepuasioB, NpefHasHavyeHHbIX 419 UX W3rOTOB/IEHUA, a Takke AA
nccnenoBaHuii roToBbIX U3OENNIA.

B ceputo ISO 10993 BXogAT crefyrowme yactu nog obuimm HassaHuem «M3penuns
MeguumHckme. OueHka 61Moornyeckoro A4encTBns MeguuUHCKNX N34eNins:

Yactb 1- OueHka n uccnegoBaHus;

YacTb 2 - TpeboBaH/s K 06paLleHNI0 C XXMBOTHbIMU;

Yactb 3 - WccnegoBaHWsA TreHOTOKCMYHOCTM, KaHLLEPOreHHOCTU U TOKCUMYECKOro
AEeVCTBUA Ha PenpoAyKTUBHYIO (DYHKLMIO;

YacTb 4 - ViccneposaHve nsgenvii, B3aMMOAEeNnCTBYOLWNX C KPOBbIO;

Yactb 5- VccnepgoBaHne Ha UMTOTOKCUYHOCTbL: METOAbI in Vitro;

Yactb 6 - VccnepgosaHne MeCTHOro AelCTBMA Nocne UMNaHTaumm,;

YacTb 7 - OcTaTo4yHOe cofep)kaHue 3aTuIeHoKcuaa nocrne crepunvauuu,

Yactb 9 - OCHOBHblE MPUHUMMBbI MAEHTUMKALUA N KOIMYECTBEHHOIO ONpeaenieHns
noTeHunanbHbIX NPOAYKTOB Aerpajauunu,

Yactb 10 - VccnepoBaHue pasgpakarowero n CEHCUOUNN3NPYIOLWEro AeNCTBUS;

YacTtb 11 - ViccnepoBaHme 0OLLETOKCUYECKOrO AENCTBUS;

YacTb 12 - lMpurotosrieHne nNpob n cTaHgapTHble 06pasupl;

Yactb 13 - VpgeHTUpukauma W KONMMYECTBEHHOE onpefernieHne MnpoayKToB
Aerpagaummn nosiMMepHbIX MegUUUHCKUX N3L4ENWIA;

Yactb 14 - VgeHTudpukaumss ©M  KOSIMYECTBEHHOE  OrnpefesieHne MnpoayKToB

[lerpagaummn naenvii n3 Kepamuku;

\Y
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Uactb 15 - WageHTudmkauma W KONMYECTBEHHOE onpefeneHve  npoayKToB
ferpagaumun msgenuin n3 MeTasisioB 1 Cniasos;

Yactb 16 - MogenvpoBaHne U wuccnegoBaHne TOKCUKOKUHETUKW MPOAYKTOB
aerpagauuv 1 BbIMbIBaHUS,

Yactb 17 - YcTaHOB/IEHME NOPOroBbIX 3HAYEHWUIA A1 BbIMbIBAEMbIX BELLECTB;

Yactb 18 - ViccnepgoBaHue XMMUYECKMX CBOMCTB MaTepuasios;

Yactb 19 -  lccneposaHve — (PU3MKO-XMMUYECKMX,  MOPJIONIOTUYECKUX U
Tonorpagmyecknx CBOWCTB MaTepunasios,;

Yacte 20 - TMpuvHUMNbI M MeToAdbl MUCCNefoBaHUs MMMYHOTOKCUYECKOro AencTBus
MeAMNLNHCKNX N3L4ESWIA.

OO6BLEKTOM  HACTOALWEro CcraHgapTa ABASAIOTCA  MEeToAbl  UAEHTUdIMKaLMK U
KOJIMYECTBEHHOIO OnpeaesieHMa MpOoOAYKTOB JAerpajauun KepamMmuyeckux maTepuasios,
KOTOopas BO3HVWKaeT B pe3y/ibTarte W3MEHEHUS XUMUYECKMX CBOWCTB TOTOBOrO K
NCNOJIb30BaHNIO MeAULIMHCKOro U3aenus.

[aHHble, nonyyaemble B pe3ynbTate UAEHTUUKALMM W KONIMYECTBEHHOro
onpegeneHns XMMMYECKOro coctaBa MPOAYKTOB Jerpajauuu, criyXar OCHOBOW [Anis
OLEHKN pucka W, Npu HeobXoAMMOCTW, OMONOrMYeckoin 6e30NacHOCTN  MeOULMUHCKMX

n3nennuin - U3 Kepamuyeckux marepuvasios B cooTtBeTcTBMM c  ISO  10993-1.



MonpaBka kK MOCT ISO 10993-14—2011 W3genua meamuuHckme. OueHka GMONOrMYeckoro Aeiicteus
MeOVLMHCKNX m3genuii. Yactb 14. NpgeHTudmkaumsa M KONMYecTBEHHOe ornpejesieHne NpoayKToB
aerpagaunn nsgennini n3 Kepammkm

B kakom mecTe HaneuyaTtaHo [onmKHO 6bITb
Mpeaucnosne. Tabnmua Apmerust AM 3A0 «HaLoHaNbHbIV opraH
cornacoesaHusi Mo CTaHAapPTU3auUMmn 1 METPOSIOTANY

Pecny6mkn ApmeHns

(NYC Ne 3 2024 1)
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MEXTIOCYAAPCTBEHHTEBIN CTAHAOAPT

N3DENNA MEOVNUVHCKNE
OLEHKA BMOIOMMYECKOro AENCTBUA MEAVNLUUHCKUX U3OENNIA
YacTtb 14
NaeHTndurkaumsa v KoimyecTBeHHOE onpeaerieHne NpoaykToB gerpagauun nsgenni

N3 KepaMUnKun

Medical devices. Biological evaluation of medical devices.

Part 14. Identification and quantification of degradation products from ceramics

Jata BBegeHna — 2013-01-01

1 O6nactb NnpuUMeHeHUs

HacTosimii  cTaHgapT pacnpocTpaHsieTcss Ha  WUCCnefoBaHue  Aerpagauum
KEpPaMUUYECKNX MaTepuasioB, KoTopasi BO3HMKAET B pe3y/ibTare M3MEHEHUS XUMUYECKMX
CBOWCTB TOTOBOIO K MCMO/Ib30BAHNIO MEMMLMHCKOrO W3AEeNuUsi, U yCTaHaB/MBaeT METO/lbl
NAEHTUPUKALMN U KOSTMYECTBEHHOMO ONpeAeneHns NPoAyKTOB AerpafaLuu:

- MeTopA, 3KCTPeMasibHOTO pacTBopa — METOJ, YCKOPEHHOIO U3yuYeHusl Aerpajaumm;

- MeTof, MOoZEeNMPYIOLLEro pacTBopa — MEeTO[, U3ydYeHust Aerpajauuy B peasibHoM
BPEMEHMW.

Tpe6oBaHMs HACTOSILLEro CTaHAapTa SB/ISTCA PEKOMEHAYEMbIMU.

CTaHgapT He pacnpocTpaHsieTca Ha MeTofbl WCCMefoBaHus  Aerpagauum
KEpaMUUYECKMX MaTepuasioB, KOoTopasi Bbi3BaHa MeXaHWYecKol Harpyskoi, aHepruel
BHELLHWX U3/TyYeHWId pas/IMyHol NPUPOAbl UM M3HOCOM M3AENUsi BO BPEMS MPUMEHEHUS
Mo Ha3HAYEHMIO, a TaKkKe Ha OLEeHKY GMONMorMYeckoro AeiicTBMsS MPOAYKTOB Aerpaaauuu,

KOTOpYK NpoBOAAT B cooTBeTCcTBUM C ISO 10993-1.

2 HopmaTuBHbIE CCbI/IKU

M3paHne odmuymanbHoe
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B HacTosLWeM cTaHAapTe MCNO/b30BaHbl CCbINIKM Ha cneayowme ctaHaapTbl:

ISO 3310-1 Test sieves — Technical requirements and testing — Part 1 Test
sieves of metal wire cloth (Cuta KOHTpOSibHble. TexHuveckme TpeboBaHWs U MeToApl
ncnbitaHuin. Yacte 1. CuTa 13 NpoBOJIOYHON TKaHW)

ISO 3696 Water for analytical laboratory use — Specification and test methods
(Boga ona npoBefeHnss aHanm3a B slabopartopusix. TexHudeckme ycnosust M MeTtogpl
NCMbITAHNIA)

ISO 5017 Dense shaped refractory products - Determination of bulk density,
apparent porosity and true porosity (A3genna orHeynopHble M/I0THblE  (PaCOoHHbIE.
OnpegeneHve 06bEMHON NIOTHOCTU, KaxXyLelicsi NOPUCTOCTU U UCTUHHOW NOPUCTOCTN)

ISO 6474 Implants for surgery — Ceramic materials based on high purity alumina
(MMnnaHTauMoHHbIE MaTepuasibl o1 XUPYPruv. Kepamuyeckme marepuasibl Ha OCHOBe
OKMCU a/TFOMUHNS BbICOKON YMCTOTbI)

ISO 6872:1995 Dental ceramic (MaTepuanbl Kepamuyeckune ans 3yboBpavebHbIX
uenem)

ISO 10993-1 Biological evaluation of medical devices — Part 1. Evaluation and
testing (OueHka 6MON0rMYEeCcKoro AecTBUS MefuUUHCKMX usgenunii. Yactb 1. OueHka wu
nccnenoBaHns)

ISO 10993-9 Biological evaluation of medical devices — Part 9: Framework for
identification and quantification of potential degradation products OueHka 61MonorM4YecKoro
[encTBua MeguumHCKUX m3genuii. Yactb 9. OCHOBHble NPUHUMNBI MAEHTUMKAUMN ©

KO/IMYECTBEHHOIo onpeaeneHnsa noTeHunabHbIX NPOAYyKTOB Aerpajalni.
3 TepMUHbI U onpeaeneHns

B HacToAwem cTtaHgapte npumMeHeHbl TepMuHbl o ISO 10993-1, ISO 10993-9, a
Takxke cnegywoume TEPMUHbI C COOTBETCTBYIOLLUUMM OnpeaeneHnsiMin:

3.1 Kepammnueckuin matepuan: Kpuctanimyeckme marepuasibl, He OTHOCALIMECS K
HemeTa/l/laM U HeopraHNYeCcKMM BELLLEeCTBaM.

3.2 3arotoBKa: HeobpaboTaHHbI ANCK U3 UCXOAHOr0 Matepuasna, UCnosib3yemMoro
B KOHEYHOM U34eNNN.

3.3 ocagok: YacTb BellecTBa, ocTtawouwascs nocrie dmnbtTpaumm Ha 6yMaxHOM
JonnbTpe.

3.4 dounbTpat: PacTtBop, npoweawnin yepes 6yMaxHbIii ounbTp.
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4 MeToabl nccnegoBaHuA

4.1 OCHOBHbIle NMPUHLUMNMBI

B HacTosilLem cTaHAapTe pacCMOTpPeHbl ABa MeToAa:

-MeTO/[, «3IKCTpeMa/lbHOro pacTBopa». PaccmaTpvBaeTCA KakK CKPUHUHI-METOZ
nccnenoBaHWss  BO3MOXHbLIX — MPOAYKTOB — Aerpajauumv  Kepamuyeckux  maTepuasios
60/bLUINHCTBA BUOOB MPU HU3KUX 3HAYEHUAX pH;

-MeTo/[, «MOAENbHOro pacTsopa». VccnenosaHus NpPoBOAAT NPU IU3MOSIOTNYECKNX
3HavyeHusax pH, Hambonee TUNUYHLIX 418 YCIOBUIA iN Vivo.

Ha pucyHke 1 npepncrtaBneHa 6/10K-Cxema, WTCTPUPYHOLWAsa Mpouecc NpUHATUA
peLleHVa nNpu BbIbope MeToha MccnenoBaHus.

O6a meTofa UCMOMb3YKT Kak A/1A KepaMuki B Macce W B BuAe rpaHysn, Tak u ans
Kepammnyecknx nokpbITUN.

Mp HeobxoAMMOCTM MCNoNb3oBaHWA 06pasyoB M 06BHLEMOB MpPob6 PacTBOPOB,

OT/INYHLIX OT PEKOMEHAOYEMbLIX pa3MepoB, NpMBOAAT 060CHOBaHuMe.
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PucyHok 1 — BJIoK-CxeMa NPUHATAS peLLleHns Npu BbIGOpe MeTO0B MpoBeAeHNs

VICCI'IGAOB&HI/IVI C NCNOJ1Ib30BaHNEM 3KCTPEMa/IbHOIoO N MOoAENNPYOLLETo PpacTBOpPOB
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4.2 ViccnepoBaHUs CTOMATO/IOIMMYECKNX U3OeNni

4.2.1 O6wue NooXeHUs

Mpepnaraemble B HaACcToAWEM CTaHfapte MeTogbl npefHasHadeHol AN
NMUTMPOBAHMA CBOWCTB OWMOIOrMYECKUX cped, Hambonee oTpuuaTeNlbHO BAUSIOWMX Ha
Kepamuyeckne wmarepuasibl. [nd  cTOMatosiorMyecknx Kepamuyeckmx maTepuasios,
npefAHasHavyeHHbIX 419 UCMNOSb30BaHUA B POTOBOW MOMOCTW, Hambonee noaxoasume
MoAerbHble cpeabl npuBedeHbl B ISO 6872. [ Apyrux CTOMaTtosIorMyecknx nsnenum,
TakMX Kak CTOMartosiormyeckne umniaHTarbl, onucaHue metoga nuccnefosaHua npuseneHo
B 4.4. HacToALWlero ctaHgapTa.

4.2.2 MeTtoabl uccnegoBaHMA CTOMATOJSIOMMYECKUX U3OENNA, HaXO4AWMXCA B
pPOTOBOW MO/OCTW.

WccnepoBaHne CTOMaTtonornyecknx M3Lenuii, HaxoAsWMXCS B POTOBOW MOMOCTHU,
NPOBOANTCA METOLAOM «3KCTPEMa/IbHOIO pacTBopa», KOTOpbIA NpuBefeH B nogpasgene
8.4 1S0O 6872.

4.2.3 XapaktepucTtmka obpasLoB

O6pa3upbl A0/MKHbI ObITb OXapakTepu3oBaHbl B cooTBeTcTBUM C 4.4.4. Ecnn
NJOTHOCTb O6pasua cocTas/isieT He MeHee 99 % ee MakCUMaslbHOro TeOopeTU4ecKoro
3Ha4YeHus, a cpefHee 3HaYeHne LLIepoxoBaToCTU MeHee 5 MKM, TO 3HA4YeHUSA WUCTUHHOW ©
BMAMMON nnowanein noBepxXHOCTN PaBHbI.

4.2.4 AHanun3 pesynbLTaTtoB

[Ona aHanm3a unbTpata OH A0/MKEH ObITb OTAENEH OT ocafka cornacHo 4.4.7.6 u
4.4.7.11.

4.3 0O6wwue meToabl nccnenoBaHms

4.3.1 V3mepeHne macchbl

Maccy M3mMepsitoT ¢ TouyHOCTbo Ao 0,0005 r. Yncno mamepeHuin ogHoro obpasua
[O/DKHO ObITb HE MeHee LLECTU.

4.3.2 MeToauKa BbICyLUMBaHUSA

BbicywumBaHne B neun npu temneparype (100 = 2) °C npogosnkatoT A0 Tex nop,
noka W3MeHeHWe MacCbl Mexay B3BelmBaHuaMM cocTtaBut <0,1 %. PekomeHayoT
nccnegyemyro npoby BbiCylMBaTb B TeYEHME HOYM M B3BELUMBATb C [BYX4YacOBbIM
WHTEepBaJ/IOM B TEYEHWNE CNeayroLero aHs.

4.4  MeTopn 3KCTpeEMasIbHOIo pacrteBopa

441 OCHOBHbIe NOJIOXEHUA

MeTof, 3KCTpeMasibHOro pactsopa — 3TO MeTo[ C MCMOoJib30BaHWeM 6ydiepHOro

pacTBopa /IMMOHHOI KUCNOTbl C HU3KMM 3HauYeHneM pH. 3TOT pacTBoOp BblGpaH NOTOMY,
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4YTO OCTEeOKNacTbl BbICBOOOXAAKT JIMMOHHYIO KuCNoTy. 3HadvyeHne pH, pasHoe 3,0,
BbIOMpaloT B Ka4ecTBe c/iaboarpeccBHOM cpeabl.

Ecnv  mepuumMHckoe w3genve, W3rOTOB/IEHHOE U3 M3yyaemMoro mMartepuasia, B
peasibHbIX YC/OBUSAX NoABeprarT BO3AEWCTBUIO 6onee KuCAoin cpefbl, TO Bblibop pH
3KCTpeMasibHOro pacteopa Hwke 3,0 Ao/mkeH 6bITb 060CHOBaH.

4.4.2 TlpnMmeHeHne mMeToda

OTOT MEeTo MPUMEHSAIOT K KepaMUYeckuM mMartepuasiaMm BCex BUAOB, HECMOTPA Ha
TO, YTO MexaHu3Mbl gerpagaumm Mnpu HU3KUX 3HayYeHuax pH MoryT He coBsnajaTtb C
MexaHuamamu gerpagaumm npu yposHe pH kposu (7,35 — 7,45). TeM He MeHee, 3TOT
MEeTO/, MOXET CNYXUTb B KAYECTBE CKPUHUHIOBOro Tecta A1 60/1blMHCTBa MaTepuasios.

Mpn wnccnepoBaHuM npegnosiaraldT, 4YTO MaTepuasibl  pacTBOpPAOTCA [0 UX
npefesnbHOM pPacTBOPMMOCTU. YTOObI YCKOPUTb MNPOLLECC PacTBOPEHMSA A0 AOCTMXKEHMS
npeaenbHOl pacTBOPMMOCTH, 06pasubl Matepuana nsamensyaot (cm. 4.4.3.3).

4.4.3 TlogrotoBka o6pa3yoB

4431 dopma obpasua

Wccnepyemblii  obpasel, W3rOTOB/IEHHbIA  CMOCO60M, aHasIorMYHbIM  CNOCo6y
N3roTOB/IEHNA U3aenus, uiMesnbyaloT. Ecnm obpasel, nMeeT kepamuyeckoe MoKpbITUe, TO
MOKPbITME CHUMAKT C MOAJIOXKA W 3aTeM M3MeNnbyatoT A0 Heobxoaumoro pasmepa. [Mpu
HEBO3MOXHOCTU oOnpefenutb pasMepbl U3MefIbUYeHHbIX YacTul, T[OTOBAT HaBEeCKy
BewecTBa 13 pacyeta 11 Ha 20 cM3MOAeNbHOM cpeapbl.

4.4.3.2 Vi3menbyeHne

YacTuubl MaTepvasia nosyyaroT nyTemMm u3mesibyeHus obpasia B CTynke u3 kapbuga
BO/IbppamMa C NOMOLLbIO MecTuKa.

4.4.3.3 Pasmep yvactuy,

YacTuubl obpasia AO/MKHbI NPOXOAUTL Yepes CUTO € oTBepcTuaMn aunameTpom 400
MKM W yAepXuBaTbCA Ha cute C oTBepcTuaMuM guametpom 315 mMkm. [ns nosyyveHus
yacTuy, 3a4aHHOro pasmMepa MUCnosb3yT MeTo Cyxoro cuta, npusegeHHoro B 1SO 3310-
1.

Ecnv HEeBO3MOXHO MOMyYnUTb YacTuubl YKa3aHHOro pasmepa (Hanpumep, npu
N3MeNbYEeHUN MOKPbITUSA), WUCNONb3YKT rpaHy/ibl MeHbLUero pasmepa. Pasmep uactuy,
3aHOCAT B OTYET 06 MccnenoBaHusix.

I'Ipmmeanme — Wcnonb3oBaHune yactuy, MeHblnxX pa3mMepoB, 4em olnpenesneHo B
HacToAWeM nOoAMNyHKTe, BEPOATHO, NpuBEAEeT K YBeJIMYEHWI0 PpacTBOPUMOCTW, U MO3TOMY He

oOXngakwoT YyMEeHbLWEeHNA NPOAYKTOB pacTBoOpeHUA U He O0XmaakdT COOTBETCTBUA  PUCKOB

Gnonornyeckon 6e3onacHoOCTu.
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4.4.3.4 MoparoToBka o6pasua

Macca ncxogHoro marepuasia 3aBUCUT OT €ro pacTBOPUMOCTWN U onpefenseTca B
cooTBeTCcTBUN C 4.4.4.3:

- eCnin pacTBOpPMMOCTb HU3Kasi, 6epyT (5,00 + 0,05) r matepuana,

- €C/In pacTBOPMMOCTb BbicOKasi, 6epyT (10,00 + 0,05) r matepunana.

4.4.4 XapakTepucTuka obpasua 419 MeTofa SKCTpPeMas/lbHOro pacTeopa

4441 Mnowanb NoBepxXHOCTH

[omkHa 6bITb faHa XxapakTepucTuka rasonorsoweHns obpasua ¢ UCnosib3oBaHneM
COOTBETCTBYHOLLEro MeToha, Hanpumep, metogqom no ASTM D4780 [6].

4.4.4.2 [noTHOCTL

MnoTHOCTbL obpasua onpenensaoT B cooTBeTcTBMM € ISO 5017.

4443 PacTtBopMOCTb

Ha ocHoBe wvHbopMauMn W3roTOBUTENA WM OPYrMX MCTOYHUKOB Marepuasibl,
BXOAsLLME B COCTaB obpasua, kiaccuuumpyoT no ux pacTBOPUMOCTU Kak MaTepuasbl C
«BbICOKO» N «HWU3KOW» PacTBOPUMOCTLIO Cnefyowmum o6pasom:

- PYKOBOACTBYKOTCA PuUCyHKOM 1 - BrioK-cxema NpUHATUA pelueHns npu Bblibope
MEeTOAO0B  MNPOBEAEeHNs  UCCNefoBaHuii € UCNOJIb30BaHMEM  3KCTPEMASIbHOIO U
MOZENNPYIOLLEro pacTBopoB,

- ecm (5,0 + 0,05) r matepurasia NOMHOCTLIO pacTBopsTca B 100 cm3 pacTBopa B
cooTBeTCTBUN C 4.4.8, TO MaTeprast 06n1afaeT BbICOKOW pacTBOPUMOCTbLIO;

- echm (5,0 £ 0,05) r matepmana He NosHOCTLIO pacTeopstoTcsa B 100 cm3 pacTBopa
B COOTBETCTBMM C 4.4.8, TO MaTepuasl 06/1a1aeT HA3KOW PacTBOPMMOCTLIO;

- ecnn nHpopmMauusa OTCYTCTBYET, TO CuMTatoT, YTO Marepuasn obnagaet BbICOKOWN
pPacTBOPUMOCTbIO.

4.4.4.4 XapakTepucTka MUKPOCTPYKTYpPbl obpasua

MUVKPOCTPYKTYpy oO6pasua oOueHMBaT M0 peHTreHorpamMme, Mnosly4eHHOM Ha

PEHTTEHOBCKOM  AMIpakTOMETpe  C  paspeluaroLLel crnocobHoctelo 20 n

BOCMPOM3BOAMMOCTbI0 He MeHee 0,02° cornacHo 1SO 6474.

4.45 O6opygoBaHue

4.4.5.1 KoHTeliHep ansa obpasua

B kauecTBe KOHTeliHepa [ o6pasua UCNosb3ylT eMKOCTb 06beMom 250 cm3 13
nonvnponuaeHa Wi nNoAUaTWIEHa BbICOKOW M/IOTHOCTWU. [Ns  Kax[oro U3MepeHus
MUCNONb3YIOT HOBbIA  KOHTeHep. He pekomeHOyeTcA UCNoNb30BaTb  CTEK/ISAHHbIE
KOHTENHepbl, Tak Kak OHY MOTyT 3arps3HaTb UccregyemMble pacTBopbl.

4.4.5.2 BopoHka BroxHepa
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Wcnonb3yloT BOPOHKY bBroxHepa winm NofOGHY0 €eil, CNOCOGHYH YyAepXuBaTtb
HepacTBOpPEHHbIe YacTULbI.

4.4.6 bydoepHbIii pacTBOP JIMMOHHOW KUCNOTbI

B kauyecTtBe pacTBOpUTENS UCNOMb3YOT OyhepHblii pacTBOP SIMMOHHOM KUCIOTbI C
ypoBHem pH 3,0 + 0,2 Temnepatypoii (37 £ 1) °C, KOTOpbIi rOTOBAT HEMNOCPEACTBEHHO
nepeg vCnosb3oBaHNEM cnepgylowmm obpasom: (21,0 £ 0,02) r moHormgpara AMMOHHOWA
Kncnotel pacteopsAloT B 500 cm3 Boabl knacca 2 no ISO 3696 B MepHOM CTakaHe
BMecTumocTblo 1000 cm3, pobasnsaot 200 cm3 1 mMosb/n pacTBopa ryapokcuaa Hatpus,
3aTeM AonvBaloT Bogol knacca 2 no ISO 3696 go otmeTku. 40,4 cm3 3TOro pacTteopa
cmewmBatoT ¢ 59,6 cm30,1 monb/n pacteopa HCI.

MpumeuyaHune — ECAM NpoUCXOAUT XMMUYECKAS peakuusi Mmexagy uutpatHbiM 6ydepom
n mncenegyemMmbim o6pa3u,0|v|, TO 3TOT METOA HE NpurogeH.

4.4.7 Xopn aHannsa

4.4.7.1 V3mepsatoT mMaccy KoHTeliHepa 6e3 obpasua.

4.4.7.2 W3mepsalT Maccy KOHTelHepa C npoboi. PasHuuy Mexay maccamu
KOHTeliHepa ¢ o6pa3LomM 1 6e3 obpasla paccMmaTpmBaloT Kak Maccy obpasua.

4.4.7.3 B KoHTeliHep ¢ obpasuom gobasnawT (100 + 1) cm3 6ychepHOro pacreopa
JIMMOHHOW K1cnoTbl. Heobxoammo, 4To6bl BeCb 06pasel, Gbl1 NOKPLIT PacTBOPOM.

4.4.7.4 KoHTeNHep C coaepXMMbiM MOMeLWAaT B TepMmocTar npu temnepatype (37
+ 1) °C Ha (120 £ 1) u. KoHTelHep BCTpsIXMBAKT Ha Lleikepe ¢ yactoton 2 lu. Ecnm
ob6pasel, NOMHOCTLI pacTBOpuaCA MeHee yeM 3a 120 4, 3aKkaHuYMBaKOT aHaIM3 U 3aHOCAT
BpPEMS pacTBOPEHUS B OTYET.

4.4.7.5 KoHTeHep 13BMekarT 1 AalT OCTbITb A0 KOMHATHOW TemnepaTypbl.

4.4.7.6 BsBewwunBalT QUILTPYIOWNA MaTepuan (Hanpumep, UNbLTPOBA/IbHYHO
oGymary) nosia onpegeneHns ero maccol 6e3 ocagka.

4.4.7.7 PacTtBop (hunbTpytoT, bmnbTpar OCTaBNAWT AN AasibHERlWero aHaavaa,
KOTOpPbIV He JO/MKEH XPaHUTLCA B CTEKIAHHOW nocyae.

4.4.7.8 dunbTpytowyo cpepy (Hanpumep, 6GymMaxHbI (PuUIbTP) MPOMbIBAKOT U
unbTPYOT TpU pasa ¢ Hebonbwmm KonudectsoM Boabl (ISO 3696, knacc 2) ans Toro,
4yTOObI YaanuTb 6ydoep.

4.4.7.9 Ocafiok U UNbTPYIOLLYO Cpefy BbICyLUMBAtOT [0 MOCTOSAHHOW MacChbl B
npucyTcTBumn BRaronornotutens (cm. 4.3.2).

4.4.7.10 WN3mepawT mMaccy unibTpa € ocagkom. PasHuua mexay maccamu

thunbTpa ¢ ocagkoM 1 6e3 ocagka M ecTb Macca maTepuana, 0CaxAeHHOro Ha MnbTpe.
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4.4.7.11 PasHuua mexay nepBoHa4vasibHOM Maccoi Npobbl M MAacCOil OCaXAEHHOMO
mMaTepuasia 1 ecTb Macca pacTBOPEHHOro mMarepuasna.

4.5 MeToa MoaenvpyloLLero pacteopa

4.5.1 OCHOBHbIE MNOJIOXEHUSA

MeTog MoZenupytowero pacteopa OCHOBaH Ha WCMNO/Mb30BaHUM  BydiepHOro
pactBopa ¢ pH 74 += 01 «kak onpegeneHo B 4.5.6. 3TOT pacTtBop MoAenvpyet
HOpMaslbHOEe 3HavyeHue pH ana BHYTPEHHel cpefbl opraHmM3ma.

4.5.2 T[lpnmeHeHne meToaa

OTOT MeToq, NPUMEHSAIOT K KepaMUyeckum mMaTepuasniam BCEX BUAOB.

|_|pI/IMe‘-IaHI/Ie - MexaHn3m gerpagaumn B 3TOM  MeToAe MOXET OoT/indarbCAa OT
MexaHu3Ma gerpajauuv B Metoie aKCTpemasibHOro pacrsopa.

4.5.3 dopma obpasua

4.5.3.1 KepamuKa C NOKpPbITUEM

Mpy nccnefoBaHUM Kepamuky C MOKPbITUEM MCMO/b3YHOT 06pasubl Kpyr/ion ¢hopmbl
AvamveTpom (36 £ 1,0) MM © TOoNWwmMHOM (2 + 0,1) mMm B cooTBeTcTBUM C ISO 6474.
Heo6xo4MMO OTMETUTb, YTO MNPV YMEHbLUEHMN COOTHOLLUEHUSA TMJ/IOWaaM MOBEPXHOCTU K
06beMy, UYYBCTBUTENIbHOCTb MeTo4a MOAENUPYHOLEro pactsopa MOXET CHU3UTbCA. [ns
KepamMukn BCex ApYrux BMAOB MpPoObl rOTOBAT B COOTBETCTBUM C 4.4.3.

4.5.3.1.1 KOHTPOJIbHbIE ANCKU

OnbITHble 06pasLbl AO/DKHBLI ObITb MOATOTOB/IEHLI K&K MOKPbITUE Ha KOHTPOJIbHbIX
anckax.

KOHTpPO/IbHbIE ANCKM [O/MKHbI ObITh AvamMeTpoM (36 + 1) Mvm 1 TonwmHon (2 £ 0,1)
MM, W3rOTOBJ/IEHbI M3 TOrO e MaTepuasia, 4to M cybcTpaT, C cobnogeHneM MeToOUKM
N3rOTOB/IEHUA KOHEYHOro U3Lenuns.

4.5.3.1.2 OncKn C NOKpbITUEM

KOHTpO/ibHblE OUCKM [O/MKHbI ObITb MOKPbITbI CO BCEX CTOPOH METOAOM, KOTOpbIi
MCNOJIb3YIOT NPU U3roTOBJSIEHUM TOTOBOIO U3AENUS.

MpumeyvaHune - V3-3a CHWKEHHOrO OTHOLIEHUSA nAOWAAN MOBEPXHOCTU K 06bemy
HYyBCTBUTEJ/IbHOCTb aHa/In3a 6y,qu YMEeHbLUaTbCA.

4.5.3.2 Kepamuka gpyrnx BuaoB

Wcnbityemble  o6pasubl  OO/DKHbI - ObITb  M3MesIbY4eHbl A1 aHa/ms3a, ¢
MCNOSIb30BaHMEM MeTOoAdOB, oOnucaHHbiX B 4.4.3.2, n 4.43.3. O6pasubl roTOBAT
aHas1I0rMyHO rOTOBOMY U3LENUIO.

4.5.4 XapakTepuctukm obpasuos

45.4.1 O6Lpme NONOXKEHMUS
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[na o06pa3uoB C MOKPbITUEM [AO/DKHbI  OblTb  3aperncTpyvpoBaHbl  naowanb
MOBEPXHOCTM, MUKPOCTPYKTYpa W PEHTIEHOBCKME XapakTepucTuku. [Ona Bcex Apyrux
KepamMuk [OO/DKHbl  ObITb  3aperMcTpuvpoBaHbl  MJIOTHOCTb, MOWaAb  MOBEPXHOCTH,
MUKPOCTPYKTYpa N PEHTTEHOBCKME XapaKTepUCTUKN.

4.5.4.2 TInoTHOCTb

MnoTHoCTb 06pa3yoB onpeaenstoT no 1ISO 5017.

4.5.4.3 MUKpPOCTPYKTYpHasa 1 PeHTIeHOBCKasA XapakTepucTumka

PeHTreHorpammy nosiyq4aloT C MOMOLULID PEHTreHOBCKOro AudppaktomeTpa C
paspeLuarowein cnocobHOCTbI 1 BOCNPON3BOAMMOCTLIO HEe MeHee 0,02°.

MUWKPOCTPYKTYPHbI ~ aHa/in3  MPOBOAAT B COOTBETCTBMM  C  MeTofamu,
npveBeaeHHbIMU B 1ISO 6474,

4.5.4.4 XapaKTtepucTrKa noBepxHOCTH

[omkHa 6bITh aHa xapakTepucTuka rasonorsoweHns obpasua ¢ UCnosib3oBaHnem
COOTBETCTBYIOLLLEr0 MeToAa, Hanpumep, metogom rno ASTM D4780 [6].

4.5.5 O6opyaoBaHue

4.5.5.1 KoHTeiiHep

B kauecTBe KOHTeiHepa [An1a ucciegyemMoil npobbl  UCMONb3YHT  OyTbllb
BMECTMMOCTbIO 250 cM3 M3 MoAunponuieHa WM NoAMaTWIEHa BbICOKOW NAOTHOCTW. B
KaXX0M MCCnefoBaHnn 415 Npoodbl MCNOb3YHOT HOBbIN KOHTENHEP.

4.5.5.2 BopoHka BroxHepa

Vcnonb3yloT BOpPOHKY bBloxHepa wanM NoJoGHYH ell, CnocoBHYl yaepXuBaTb
HepacTBOPEHHbIE YaCTULbI.

4.5.6 bydrepHbIin pacTBOp

B KauyecTBe pacTBOpUTE/IA  UCMO/b3YHT CBEXENPUIOTOB/EHHbIA  BYdIepHbIit
pactBop TRIS-HCI. Ero rotoBaT pactBopeHvem 13,25 1 TRIS (rugpokcumeTunn)
ammHomeTaHa B 500 cm3 Bofpb! knacca 2 no 1SO 3696. fosoasat pH 1 mMosb/f1 pacTBOpOM
HCI po pH 7,4 + 0,1 npu Temnepatype 37 °C. JoBoasaT obbem pactBopa Ao 1000 mn
BOAOW knacca 2 no 1SO 3696.

4.5.7 AHaNn3 gnUcKa c NOKPbITUEM

4.5.7.1 O6wme nonoxeHNs

[VCKN C NOKPbITUEM WM €3 MOKPLITUA 3KCMOHUPYHT B MOAENBHOW cpefe 4yToObl
onpegennTtb, HabngaeTcsa n gerpagaumnsa B yC/I0BUSX HACTOSALLEro MOAeIMpoBaHUs.

4.5.7.2 AHaIM3 KOHTPOJILHOIO Ancka

4.5.7.2.1 TMomelaoT KOHTPOSIbHBIN AMCK B KOHTEMHEP A1 NpoBeAeHUsa aHamsa.

10
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4.5.7.2.2 B koHTeiHep ¢ obpa3uom gobasnsoTt (100 + 1) cm3 6ydrepHOro pactesopa
JIMMOHHOW KNCMOTbl. HeobxoamMmo, 4Tobbl BeCb 06pasel, Obl1 NOKPbLIT PacTBOPOM.

4.5.7.2.3 KoHTeliHEp C cOAepXMMbIM MOMELLAT B TepMocTar npu Temneparype
(37 £ 1) °C Ha (120 + 1) u. KoHTeliHep BCTPSIXMBAOT Ha Lueikepe ¢ yactoton 2 'y, Ecnn
ob6paseLl, NOMHOCTLI pacTBOpUACA MeHee YeM 3a 120 4, 3aKaHUMBAKOT aHaIM3 U 3aHOCAT
BpeMsi pacTBOPEHUS B OTYeT.

4.5.7.2.4 KoHTeliHep M3B/eKaloT 1 AatoT OCTbITb A0 KOMHATHOW TemnepaTypbl.

4.5.7.2.5 PacTtBop ounbTpytoT, mnnbTpaT OCTaBNAT AN Aa/IbHENLLEro aHanmsa
(cm. pasgen 5).

4.5.7.3 AHanun3 gucka c NoKpbITUEM

4.5.7.3.1 OnpefensT Maccy Kepamnmyeckoro MnokpbITUS, BbluMTad Maccy Amucka C
MOKPbITUEM M3 MACCbl KOHTPOJILHOIO AMCKa O/151 KaKA0ro aHansa.

Kaxablii AuCcK OO/MKEH ObITb B3BELIEH A0 U NOC/e MOKPbITUSA, YTOObl OnpeaennTb
Maccy NOKpPbITUSA.

4.5.7.3.2 MNMomeLaT ANCK C NOKPbITUEM B KOHTEHEP AN1S NPOBEAEHNS aHa/IM3a.

4.5.7.3.3 B KoHTelHep ¢ o6pasuom gobasnstot (100 + 1) cm3 6ydepHoro pacreopa.
Heobxoanmo, 4Tobbl BeCb 06pasel, 6bl/1 MOKPLIT PAacCTBOPOM.

4.5.7.3.4 KoHTeliHep C coAepXMMbIM MOMELLAT B TepmocTar npu Temneparype
(37 £ 1) °C Ha (120 £ 1) u. KoHTeilHep BCTpSAXMBatOT Ha Leikepe c yacTtoToi 2 Iy, Ecnu
ob6pasel, NOMHOCTLI0 PacTBOPW/ICA MeHee YyeM 3a 120 4, 3akaHYMBalOT aHa/IM3 U 3aHOCAT
BPEMSI PacTBOPEHUSI B OTYET.

4.5.7.3.5 KoHTeliHep n3BnekatoT 1 Aal0T OCTbITb 0 KOMHATHOW Temneparypbl.

4.5.7.3.6 B3ewwvBalT UILTPYOLWY cpedy (Hanpumep, QUNLTPOBASIbHYIO
oymary).

4.5.7.3.7 PactBop (hunbTpytoT, UNbTPaT OCTaBAAT A4/19 AaUIbHENLero aHamsa
(cm. pasgen 5).

4.5.7.3.8 dunbTpytowyto cpegy (Hanpumep, OGymMaxHbli (OUALTP) NPOMbIBAIOT U
oUNLTPYIOT TPU pasa C HebobLWMM KonnyecTBoM Bofpbl (ISO 3696, knacc 2).

4.5.7.3.9 OcafoKk 1 (hnnbTPyHOLLYHO cpeay BbICyLUMBAKOT A0 NOCTOSIHHOW Maccehl.

45.7.3.10 WN3mepsawT maccy punbTpa € ocagkoMm. PasHuua mexay maccamu
JounibTpa € ocagkom n 6e3 ocagka M ecTb Macca MaTepuasna, 0Cax[eHHOro Ha ubTpe.

45.7.3.11 PasHuya wmexagy nepBOHa4yaslbHOM Maccol npobbl M Maccoi
OCaXAEHHOIo MaTepvana 1 ecTb Macca pacTBOPEHHOrO MaTtepuana.

4.5.8 Xop aHann3a (Bce gpyrve Buabl Kepammkin)

4.5.8.1 V3meps0T mMaccy KoHTeliHepa 6e3 npoobl.

1
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4.5.8.2 W3mepstoT Maccy KOHTelHepa C npob6oi. PasHuua mexay Maccamu
KOHTelHepa ¢ npob6oi 1 6e3 nNpobbl M ecTb Macca Npobbl. Maccbl KOHTeliHepa 1 Npo6bI
BHOCAT B OTYeET.

4.5.8.3 B koHTeliHep ¢ obpasuom gobasnstot (100 + 1) cm3 6ydpepHOro pacrtsopa.
Heobxoanmo, 4Tobbl BeCb 06pa3el, Obl/1 MOKPLIT PAaCTBOPOM.

4.5.8.4 KoHTeliHep C cogepXumMbiM NnomewarT B TepMocTaT npu temneparype (37
+ 1) °C Ha (120 £ 1) u. KoHTelHep BCTpsIXMBAKT Ha Lleikepe ¢ yactoton 2 u. Ecnm
ob6paseL, NOMHOCTbI pacTBopu/icA MeHee yeM 3a 120 u, 3aKaHUMBAKOT aHaIU3 U 3aHOCAT
BPEMS pacTBOPEHUS B OTYET.

4.5.8.5 KoHTeliHep 13BneKawT 1 AaloT OCTbITb A0 KOMHATHON TemMnepaTypbl.

4.5.8.6 B3ewmBatoT oubTpyoLLy0 cpedy (Hanpumep, hunabTpoBasibHY Bymary).

4.5.8.7 PacTtBop (hunbTpytoT, huabTpar oCTaBNAT [N AasibHelwero aHavsa.
®dunbTpaT He JO/HKEH XPAaHUTBLCA B CTEK/SHHLIX KOHTEHepax.

4.5.8.8 dunbtpytowyto cpegy (Hanpumep, OymMaHbIi (UAbLTP) MNPOMbIBAOT U
ouNIbTPYIOT TPU pasa ¢ HebobLLMM KonnyecTsoM Bogpl (ISO 3696, knacc 2).

4.5.8.9 Ocafok U unbTPYHOLLY cpedy BbICYLLUMBAKT A0 MOCTOSAHHOM Macchl (CM.
4.3.2).

45.8.10 WNamepsawT maccy dwmnbTpa € ocagkoM. PasHuua mexagy maccamu
dmnbTpa ¢ ocagkoM 1 6e3 ocagka M ecTb Macca marepuasna, 0CaKLAEeHHOro Ha thunbTpe.

4.5.8.11 PasHuua mexay nepBoHayasibHOM Maccoi nNpobbl U MacCOM OCaXAEHHOTO

MaTepunasia n eCtb MacCCa paCTBOpPEHHOIo Marepuasia.
5 AHanus cpunbTpata

5.1 O6Lwue nonoxxeHus

Uncno metogoB mccneaoBaHus, npoueayp, TwaTtenbHOCTb YU TOYHOCTb NPOBEAEHNS
METOIOB aHa/iM3a MOCTOSHHO MeHATCA. [Mpobbl, N0 BO3MOXHOCTM, aHaIM3NPYHOT C
NPMMEHEHNEM MaCC-CNEKTPOCKONMMN C WHAYKTMBHO CBSI3aHHOM M1a3Moil. [onyckatoTcs
Apyrme MeTodbl, Hanpumep aTOMHO-abCopOUMOHHAs CMEeKTPOCKONWs, KOTopble Mpw
onpeaeneHHbIX YPOBHSIX KOHLEHTpauMM 1 B 3aBUCUMOCTM OT NPUPOAbI 3/IEMEHTOB MOrYT
HOCUTb MHCDOPMATUBHbIA XapakTep.

5.2 BbI6Op XMMNYECKMX BELLECTB U 3/1IEMEHTOB, NpeaHa3HavYeHHbIX A5
aHa/In3a

AHanunay nogseprarvT XMMUYECKME BELLECTBA U 3/IEMEHTbI, KOTOpbIE COAEpXaTcs B

mMaTepuane Kak ero COCTaB/siolMe, a Takke 3arps3HUTENn, Hanpumep He6osbluve
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KO/IM4YecTBa 3/1IEMEHTOB, COAepXalmecs B MCXOAHOM MaTepuasie, Win nonajawoowme B
MaTepuas B npouecce o6padboTKu.

O6bem dmnbTpata AOBOAAT A0 bukcupoBaHHOro obvema 125 mm 250 cm3 B
3aBMCUMOCTM  OT  HayaslbHOTO 06bema. licnonb3oBaHve o6bemMa  (unbTpara,
NnpeBbllLAloLLLEro yKazaHHble 3HaYeHUs, fO/MKHO ObITb 060CHOBAHO.

5.3 4YyBCTBUTENLHOCTbL MeTOoAa aHasim3a

Mocne Kaxaoro SKCnepuMeHTa MpPOBOAAT KOMIMYECTBEHHBLIA W KavyeCTBEHHbIN
aHa/M3bl  pacTBopa C  NpUMEHeHMeM MeToda, obnajawwero  agekBaTHON
4yBCTBUTE/IbHOCTbIO (He MeHee 10'6, Mcnosb3ys, Hanpumep, aToMHO-abCopPOLMOHHYIO
CMEKTPOCKOMNUIO WM MacC-CNEKTPOCKONUID € MHAYKTUBHO  CBSI3aHHOW  M/1a3Moi).
PernctpupytoT TO/IbKO COCTaB/IAKOWME PeLENnTYpbl, KOTOpble OblIM onpefeneHbl CBepx
npefesioB KOSIMYECTBEHHOTO ONpeaesieHuns.

OnacHble MaTepuasibl perncTpupyoT, rno BO3MOXHOCTH NosIb3YyACb
COOTBETCTBYyOWMMKN cTaHgapTamy 1SO. Kpome TOro, peructpuypyroT BCe 0CajkM Ha

3M1EKTPOAE CUETUMKA A9 AasIbHELIEero aHam3a.

6 OTtueT 06 nccnenoBaHnn

B oTueT 06 uccnepoBaHUM BKIOYAKOT BCE [aHHble, NoJlydYeHHble B COOTBETCTBUM C
HaCTOALLMM CTaHAapTOM B XOAe WCCefOoBaHUs, OLEHKN XapakTepucTuk n aHaimsa:

a) HaMMeHOBaHVe opraHm3aunn, BbINOSHMBLLEN UCCNefoBaHUS;

b) 4aTy nNpoBefeHns nccnenoBaHus;

C) 3asB/IeHNe, 4YTO HacTosiuee uccnegoBaHue COOTBETCTBYeT TpebosaHusaMm SO
10993-14, onncaHne NtobbIX OTKIOHEHMIA OT CTaHA4APTHOM npoueaypbl ¢ 060CHOBaHUEM;

d) onncaHue ncnbITyeMoro marepuasnia, BK/IHo4ast KOsIM4ecTBO UM HOMEpP napTuu;

e) TUN UccnenoBaHus:

1) BbICOKas pacTBOPUMOCTb,

2) HM3Kas pacTBOPUMOCTb,

3) aKcTpeMasibHbIii (MHTPaopasibHbIif),

4) akcTpeMasibHbIi (ISO 10993-14),

5) mogenupyembli;

f) niowans NOBEPXHOCTU U METOZ pacyeTa;

[) NIOTHOCTb, MUKPOCTPYKTYPY U PEHTIeHorpammy;

h) NpoAo/HKUTENTIbHOCTL UCCNe0BaHNS;

I) pe3ynbTaTtbl aHa/IM3a:

1) maccy obpasLa,
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2) o6bem gobaBneHHOro pacTeopa,

3) Bpems BbICyLUMBaHWA,

4) maccy thunibTpara,

5) maccy pacTtsopuTens,

6) o6beM hunbTpara,

7) XMMUYEeCKUn aHann3 1 mMeTog (415 NOKPbITbIX 06pa3yoB NPOAYKTbl Aerpajaunn
Kepamukn gudpcpepeHympoBaHHo OT cybeTparta, B CpaBHeHWM € huibTpaTtoM Mpoobl
nccnepyemoro v KOHTPOJIbHOro AMcKa),

8) on1A Kak4oro asniemMeHTa, WAeHTUMUMpPOBaHHOrO B ounbTpare, pacyeT Macchbl

pPacTBOPEHHOIO 3/IEMEHTA Ha nJiolagb NOBEPXHOCTU.
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MpunoxeHne A

(cnpaBo4HOE)

CBefieHMs1 0 COOTBETCTBUM MEXIOCYAapCTBEHHbIX CTaHAapTOB
CCbIJTOYHbIM MeXAYHapOAHbIM CTaHAapTam
Tabnuua JA.1

O603HauYeHne 1 HaMmeHoBaHue
MEeXrocy/lJapCTBEHHOro ctaHgapTa

O603HayeHne n HanmeHoBaHue CreneHb
MeXAyHapo4HOro ctaHgapra COOTBETCTBUS
ISO 3310-1:2000 Curta *

KOHTPOJIbHbIE. TexHnuyeckme
TpeboBaHua 1 meToapl
ncnbiTanuin. Yacte 1. Cuta u3
MPOBOJ/IOYHON TKaHK

ISO 3696:1987 Bopa ans
nabopaTopHOro aHanmsa.
TexHun4yeckne TpeboBaHns U
MeToAdbl MUCMbITAHWIA

ISO 5017:1998 W3penusa
OrHeynopHble NnoTHble. MeTop,
onpeaeneHns Kaxylleincs
NAOTHOCTU, OTKPbLITOM 1 0bLLeit
nopuUcToCTH

ISO 6474:1994 mnnaH-
TauMoHHble mMaTepuasbl gns
xupyprun. Keppamumyeckme
Marepuasibl Ha OCHOBE OKWUCU
AJIIOMUNHNSA BbICOKOW YNCTOThI

ISO 6872:1995 Matepuasibl
Kepamuyeckue ans
3yb6oBpayvebHbIX Lenen

ISO 10993-1:2003 OueHka IDT FOCT ISO 10993-1-2011

61010rM4ecKoro AeiicTeuns
MeANLUHCKMX n3genuii. Yactb 1
OueHka 1 nccnegosaHus
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M3penna megunumHckune. OueHka
610M10rMYECKOro AeNCTBUSA
MeauUMHCKMX u3gennin. Yactb 1
OueHKka n nccnepoBaHus



OkoHyaHve Tabmmupl JA. 1

O603HauYeHne n HamMmeHoBaHue
MeXAyHapoaHOro cTaHgapTta

ISO 10993-9:1999 OueHka
6monornyeckoro AeicTeuns
MeaMLMHCKUX n3genuii. Yactb 9.
OCHOBHble NPUHLMNbI
naeHTudmnkauumn n
KO/IMYECTBEHHOIO onpeaeneHus
noTeHUMasbHbIX MPOAYKTOB

aerpagauum

CTeneHb
COOTBETCTBUA

IDT

MOCT ISO 10993-14-2011

O603HaueHne 1 HauMeHoBaHne
MEXTroCcyapCTBEHHOIO cTaHaapTa

FOCT ISO 10993-9-2011
N3penna meguumHckne. OueHka
610M10rNYecKoro aeicTens
MeANUUHCKMX n3genuii. Yactb 9.
OCHOBHbIE NPUHUUNLI UAEHTUDN-
Kauun n KONIMYeCcTBEHHOTo
onpejenieHnsa noTeHuanbHbIX
NPoOAYKTOB Aerpagauuu

* COOTBETCTBYHOLWMNI MEXrocyaapCTBEHHbIN cTaHA4apT OTCyTCTBYeT. [0 ero yTBepxXAaeHus

peKOMEeHAYeTCS UCMOMb30BaTb NEPEBOA, HA PYCCKUIA A3bIK JAHHOTO MeXAyHapo4Horo ctaHaapTa.

MepeBoa AAHHOTO MEXAyHApOAHOro cTaHAapTa HaxoauTcs B pefepasibHOM MHGOPMaLMOHHOM

thoHAe TEXHUYECKMX pPernameHTOB 1 CTaHAAPTOB.

MpumeuaHne - B HacTosllem cTaHgapTe WCMOMb30BAHO clieAyloliee YC/ioBHOe 0603HaueHune

CTeneHn cooTBEeTCTBUA CTaHOapTa:

- KOT - ngeHTMYHblEe cTaHaapThI.
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YAK 615.46:002:006.354 MKC 11.020 P20 HOT

KnioueBble cnoBa: uUccnefoBaHue aerpajauum Kepammyecknx martepuasioB, XMMWUYEcKue

CBOWCTBA, MeAMUMHCKUE Wn3fenvsl, KaTeropuu, Metoabl WAEeHTUMKauuM, NpoayKTbl

Aerpagauum
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MonpaBka kK MOCT ISO 10993-14—2011 W3genua meamuuHckme. OueHka GMONOrMYeckoro Aeiicteus
MeOVLMHCKNX m3genuii. Yactb 14. NpgeHTudmkaumsa M KONMYecTBEHHOe ornpejesieHne NpoayKToB
aerpagaunn nsgennini n3 Kepammkm

B kakom mecTe HaneuyaTtaHo [onmKHO 6bITb
Mpeaucnosne. Tabnmua Apmerust AM 3A0 «HaLoHaNbHbIV opraH
cornacoesaHusi Mo CTaHAapPTU3auUMmn 1 METPOSIOTANY

Pecny6mkn ApmeHns

(NYC Ne 3 2024 1)
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