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[Ipeaycionme

I PASPAROTAH [NocvoapeToedHidy Vapesieddes Haykd «BoepoccHlciii  HayuHo- Hooie 1oba-
TEALCEHMH B HCORTATE LM HHCTHTYT MeguurHackod Texunkins (I¥YH «BHHMHMHMT=)

BHECEH Texunveckum koMUTETOM 10 cTaplapreiann TR 422 «Ouenxa BHoaornyeckorn geicr-
BHS MeIHUHHCKHY H1aenHis

2 MPHHAT M BBEAEH B NEHCTEME [ocranornennes Doccrannapra Poccun ot 21 nosdps
WM ro e 475t

3 Hacrosmmil cTaniapT npejcTagnaeT cofoil ayTeHTHUHEIN TeKCT MesIyHAPOIHOrD CTANIAPTA
HCO 109931499 »OueHka OHOAOMHYECKOTD JefcTENA MeTHUHHCKHX manenni. Yacte 14, MaenTidgm-
KALNA W KOTHYECTBEHHOE ONpeleleHHe NPOIVETOR JECTPVELHHE KE[RiHKHe

4 BBEAEH BITEFBLIE

£ MNK Hamarenscreo crangapron, 2002

Hactoamui craliapT He ModeT OLThE MoNHOCTEES HEH YacTHUHO BOCTIPOMIBEIEH, THRPAKWUPOBATL K1
PACHPOCTPAHEH B KauecThe OMuIHANBHorD HiaHKus Gea paspelierid loccranmapra PoccHu
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Bregenue

Cobmogerne noaesedull crawnapros cepan NOCT P MO0 10993 «Ouenks SHOMOMMYeckoro
A2HCTBHA METMIHHCKHY H1Teadils NosnoauT oGecneumTh CACTEMHBIH NOAXOT K HCCIeIOBIHME HHOIOTH-
YECKOrs D2HCTEHA METHLHHCKMY HATemHH.

Leneiy 9THX CTAMOAPTOR HE ARMASTCH De3yCROBHOE 3aEpelUIeHue KOHEPETHEN METOLOR HOCIea06a-
HHE W MCNBITAHME 32 rpyNinaMy OHOPOIHLIY, MEIHWUHHCKHY HIZeAHI 0 COOTBETCTEMH C TIPHHATOH
EnaccHpHEanMed no BHIY 0 AIMTENLGHOCTH KOHTAKTA ¢ OPFadHIMoM yenosers. [oatoMy miannponsanie
W AposeIede HOCHedoRIHHA 0 HCNBITAHKHE J0MEHE GCYILECTRIATE CIELHATHETE, HMEIIHE CIEHATE-
HYIO NOACOTORKY H OMNLIT B OLMACcTH CanUTARHO-XHMHYeCKOH, TOKCHKOIOTHYeCKOH B GROIorHYecKoi
OLEHOK MeTHIHHCKHY H3Teni.

CranpapThl 310 cepHH ARHIOTCH PYVEOBOAALIMME JOKVMEHTAMH A8 MPOTHOTHPOBIHHA GHOTOM -
YECKODD DeHCTEHH MelHIIHHCKHY HHENHE Ha CTAIHH BLIDOpG MaTepHANoR, NpeiiasiaderiEy 108 1Y
HIFOTOMASHHA, 8 TAIKXE 18 HCCTeAoBaHHA MOTORY o0palluon,

B cepro NOCT P WCO 10993, iseniyio tpynnonoil saroosok «Magenna seanupnckie. Ouelka
OHOIOTHYSCKOTD e HCTERA MeAHUHHCEHY HINeNHils, BXOIAT CReIvIioiiHe YacTH!

= qacTk | = (JueHKa W HCCHe oBAHHA,

= 4acTh 3 — Hecnenosanne TeHoTOKCHYHOCTH, KAHUEPOTeHHOCTH M TOKCHYECKOTO AeHCTEMA 18
PETIPOIYVETHEHYID (v HKLE KD,

= 4acTh 4 — HMocnegonaiie Hageadil, BaiMoleBCTEVIOIHY ¢ KPORLID,

- 4aCcTh 3 — Hecnegopanue M UMTOTOKCHYMHOCTL. METOARL in vitro:

- HACTE & -~ Hoonefosanme MecTHOMD J2HcTiHA NOcie HMIUIAHTALLHH,

= HACTL 7 = CTATOMHOE COOSPRANHE FTHICHA OKCHAA NMOCTE CTEPHIHIANHN,

- 9ACThL 9 — OCHOBHBIE MPRHLEHITL MISHTHOHKALHH H KOAMYeCTREHHOTS ONPeIeTe HHE OTe HLFATL-
HELY MPOIYETOR JeCTRYRIHM,

- 4acTh 1) — HMeochegopanne pazipadaouero W ceHCHDMIHIAPYIOIEers JeHCTER,

- 4acTh 11 — HMecnegopanue o5iUeTORCHYSCKOTO J8HCTEHA]

- 4acTk 12 — [purotopienye npod B CTANIAPTHEE ODRaaLL;

- gacTe 13 — Haentadeannsg ¥ KOIHYeCTREHHOS ONPpeieieHde NPOIYETOE JecTPYKIHH TOJTHMep-
HELY MeTHUHHCKAY HI0eHA;

- YaCTh 16 — Monenuponane B HCCNSOOBEIHHE TOKCHEKOKHHETHEH NPOIYKTOR TeCTPYKUHH H BlIM Ll -
BAHHA.

OOLekToM CTAMBARTHIAENH HACTOALIETD CTAHIAPTA HRIHOTCA METOOL HISHTHHOHEILNE H Koanve-
CTEEHHOIO OINpPede/leHEE NPOIYETOR JeCTPVELHE KepaMHYSCEHY MATERHANOR, KOTOPAH BOIHHKAET B
PEIVILTATE MIMEHEHMHA XHMHYSCKHY CEOHCTE MOTOROrD K YIoTPEOIeM HIG METHIWHCKOND W01

JaHHsie, ToryiaesMele BPesvILTATe HISHTHGHKAIHE W EONHYECTRSHHOTO OMPeIgieHiH XHMHYECKOrD
COCTARED MPOIYETOR JECTPYKLHH, CAVHAT OCHOBOW Q1A OUEHKH PHCKD H, NPH HEODNOIHMOCTH, GHOIOTH-
YECKOH DEIOMACHOCTH MEIHUHHCKHY HITENHH H3 KepaMHUeckHy MaTepiancs B cooteeTcTenn ¢ NOCT P
HOCO 1031,

AonyCrasTed NPUMeEHeHHe APVIHY MeTOI0E, G0eCeu BI0UIHY HOeHTHPHEALTHD W KOTHYECT BEHHDE
OTNpelsieHie NPoIVETOL JECTPYEURH KepaMHHeCKHY MATEPHATOR B COOTRETCTEMH © TPeDOBAHMAMM Mo -
AVHAPOEHLIX CTAHIAPTOE.

Y
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FTOCYAAPCTBEHHBH CTAHJAPT POCCHMHUCKONW DEAEPALUHH

Hinenna sMeTHiuuncKme
OUEHKA BHOJTOIMMYECKOIO AENCTBUA MEIHIHHCKHX HME}IHﬁ

Yacre 14

HaenmaHkauna # KoUHSECTEEHHOS ONPEIEIenie NPOLYETOR JECTPYEDHH KepaMikH

Medical devices. Biological evaluation of medical devices. Part 14, ldentification and quantification of degradation
prodocts from cermics

Hara senewnn 2003—01—01

1 ObaacTs npuMeneHHs

HacrToaiunil cTaniapT pacnpocTPAHACTCA HA HCCNSADBAHHE DECTPVEIHH KePaMHYECKHY MATE PHATOE,
KOTOpad BOIHHKAST B PEIVILTATE HIMEHEHMH XHMHYECKHX CROHCTE MOTOROID K YIOTPeDIeHHID METWLHH-
CKOMD HIMLAWA, M YCTAHARTMBAET MeToOk HISHTHOHEILNN B KOTHYeCTRE HHOD ONpeieiie i NPpoIyETOR
AECTPYELHH

= METO IRCTRPEMATLHOTO PACTBOPA ~~ METOA YOKOPEHHOND HIYUESHHA JECTPYEHNHH]

= METOI MOASAHPYIIETD PACTROPNE — METON WIYYEHHA DECTPYELIHH B PeaisHOM BPeMEi.

TpeGopaiHa HACTOALIEND CTAHAAPTE ARTAMTCA PEKOMEHIYEMLIMI.

CranpapTt He pacnpocTPaHaeTed Ha METONL HCCNSI0BAHMA NECTPYKIMHE KepaMHYeCKHY MaTePHAnOn,
KOTOPAA BRIABANA Mexauudeckoll Harpyskoik, sneprvell nHem ey WinvaeHnil pasanaHol npupoasl K
HIHOCOM HIICNHA BO BREMA NPAMEHSHHSA MO HATHAMEHHKD, & TAKKE HA OUCHEY DHOIOTHYCCKOrD TeHCTRHA
OPOIVETOR JECTRYELINK, KOTOPYIO NPOBOIAT B cooTieTcTend ¢ NOCT P HCO 10993 1.

2 HopmaTHeHbIe CCHIITKH

B sacToalles CTAHAAPTE WCMOILIOBARL] CCLUIKH Ma CRSIyIoHe CTaMIAPTL:

MOCT P HCO 10993, 199 Maneana meguupHckie. CueHKa GHOTOTHYECKOTO 1eHCTBHA MeIHLHHE-
CEMX Migenui. YacTte 1. OQueHka © MCCIE106aHHA

[OCT P HCO 0993 9—99 HMageada MedduiHcKHe, OueHEs OHOMOMMYecKoro e dcTnid MeaHLHH-
chMx mamenni. Hacte 9. OCHOBHLIE NPHHIANTE HOSHTHEHEEALTHEE 1 KOJIHYSCTEEHHOID ONPeteieinHn
NOTEHHHATEH LY TPOIYKTOR JSCTPYEKLHA

HOCO 33101 =90% CuTta kouTpoisHee. TexHHyeckie TPeDoBaHHySL H MeTo Henbsmanui, Yacts 1.
CHTa B3 ApoROIOYHOH TEAHK

HCO 3696—87* Boaoa ona npopeieda adannia B aabopatopuax. TexuHyeckue yeIona H METO0k
HCTIETAHH

HOCO 3017 -=98% Mageausa orHevnopise ioTHse duconise. Onpeleiaede obLemMuol mI0THOCTH,
KA VILSACH MOPHCTOCTH B ACTHHHON MOPHCTOCTH

HMCO 6474—-94% HMniaHTauHoHHEEe MATEPHATE N8 XHPYPrUd. KepauuueckHe MarepHansd Ha
OCHORBE OKHCH AMOMHHKEA BLICOKOH YHCTOTEL

HOO 6ET2--95* Matepiane KepaMudeckme L 3veonpauebHbix wenei

3 Onpenenenns

B wactosmes cTapjapTe npHMedsoT repsunsl oo FOCT P HCO 109931, OCT P MCO 10939,
O TAKKE CASIVIOMIMA TePMHH ¢ COOTRETCTEVIOMHM ONpeieneHHeM!
3] EepamEqeckHil Marepuar BelecTso WM BellecTh, He MEeTLIb, HeopralHuec ke,

* Mexonyuapoaree craHapTe — so BHHHKH Nocorangapra Pocoms.

Hananne odmmmmaneme
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4 MeToasl HecIeI0BAHKA AeCTPYKIHH

4.1 Odide noR0AeHHA

B HacTofmes CTAHAAPTE PACCMATPHBAIOTCA JIBA MeTOMA:

- METOO ICTPEMALHOND PACTROR, KOTOPLIE NPpeIcTaRTAeT COOOH MOTeTE ATPABAPOEIHHLIX VCIOEHE,
[Tposetene WCCNETOBANHA OCVILECTRAAIOT NMPH HAIKOM nokazarene pH. 2707 MeTOd cOyvENT 1
HCCJIENOBAHHA BOIMOKHEIN MTPOOYKTOR RECTPYEUHK DOOLUHHCTEL KepaMHYeCkiy MATEPHATON,

- METOH MOASTHPYIOIErD PACTROPd, KOTOPRD MOJENHPYET PeAnhHLIC YCIODHA, B OCHOBHOM pH,
Hanboaee xapakTepHLl LA in vivo,

Ha pucyviake | Opencraniens GIoK-cXema, HUGCTPUPVIOILAA MPOUece NPUHATHI pelleHda pM
BRIGOPRE METONE HCCTIEI0BAH HA.

MausaHAOT BaTag
MO M YD DACTECHRE

l

Dramr -

l

DsoHuaHm

|’I-LL'}']1I.'IK | — Baok-cxesa NPHHATHE POIECHPMR TIPH H!ll'|_'ll.'l|3|.' METOMOE, [N RC I HE R HCCI DL H M
£ HOCMOALIDEAHHCM JECTPCMATRHEON B MOICNHPEFYHHUETD PacTEOPOEH
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(b2 MeTooa MoNoIEIVIOT Kak A0S KepaMHEH B MacCe H b BHIE Fpady/l, Tak B LIH KepaMEvyeckHy
NOKPEITHH.

[Mpy HeolXOIMMOCTH HCTILI0BAHAA O0REMOE NP0 H PACTEOPA, OTAHYHEY OT PeKOMEHIYEMBIX,
NPHESTAT O5OCHOBIHHE.

4.2 Hecnenonamyse HINETHil 1A CTOMATOAOIAH

IMpi HCcneI0BAHME HITEMHA U8 CTOMATOTORHH B KAMECTEE FKCTPEMATLHOTO METOMA HCTTOILIYIOT MeTo,
npueeaeHHeiE B MO0 6372, Marepian onucwsaior mo 4.4.4 4 NoasepraoT alaHIy B COOTRETCTEHN C Patienos
5 noche OTASNSHNA OT JKCTPEMATLHOND PacToopd ¢ MPHMEHEHHEM METOLON, WAOHeHHEY B 4.4 8. 6445 [0,

4.3 Odmme TpedonamHS

4. 3.1 HMavepenne Maccl

Macey mamepsoT ¢ TOUHOCTRG 1o 0,003 1.

432 MeTonMEa BLICYIITHEAHHE

Brcvinumanie & neud npd Tednepatype 100£2) "C npoao/saoT 10 TeX Nop, NoKa H3MeHeHHe MAcCh]
MEXIY BIBCIIHEAHHAMIE cocTapuT <0, | %, PexoMeayloT HoCAeIYEMYK NPOGY BLCYVIUHEATL B TEYSHHE HOUN
W BIBCLUMBATE C MEYNUACONLIM HHTEPHEATOM B TEUeHHE CHelyniens THA.

4.4 MeTid IKCTPEMAILHOND PACTEODA

4.4 1 CcHOBHLIE TIOMOEE I

MeTon skcTpeMATLHOrD PACTBORA — 3TO METOA ¢ HeROIBIoBaHHeM BydepHors pacToopa THMOH O
KHCIOTE ¢ HMIKoi pH. ZrToT pacteop BLIOpaM NOTOMY, H9TO OCTeOEIACTL BRICBOGOAIAMNT JIHMOHHYID
EucaoTy. 3uadenne pH, papnoe 3,0, pubupaot B kavecTre caaboil arpapupoBadiol cpenkl.

Ecan MelHUWHCKE HWINEAHe, HITGTOWIEHHOE W3 HIYYaeMOoro MATEPHATA, B PLalbHBX VOUIOBHAX
MOBLPTART BoineicTam Gonee KHchol cpeaw, To BeIGop pH SKCTpeMaAnLHoro pacTiopa Hiee 3.0 aonme
OETE OGOCHIBAL.

442 lpuseHeie MeToma

HTOT METOO NMPHMEHAKT KO BCEM BHMIIM KePaMMKH HECMOTPA HA TO, 4TO MEXAHWIME TECTPYELHH
ps HHEKoil pH MoryT He coBnagaTh ¢ MexaHd aMaMi JecTpyvKiHEe npe pH kposn (=7,35—=7 43). Tem ne
MEHEE ITOT METO] MOKEeT CAVANTE B KAUSCTHE CKPHHHHTOROTD 1A BONLIMHHCTRA MPOIYETOD ASCTRYVEIEHH.

[MpH HocheIonaHHH TIPEENGTAAINT, YTO MATEPHATL PACTEOPAIOTCH 10 WY NPEfeinion pacTBof Mo -
TH. HTofL VCKOPHTE OPOLIECC PACTROPEHHA 10 I0CTHACHHE NPELEILHON PACTEOPHMOCTH, ero NPoBonaT
Hi TRaHyITHPOERHHON npode.

443 lloaroTopka Hccagayvesoi apobisl

4431 ropma uceaenyemoi npoGl

Heonenyesuifi ofpasell, HIroToRASHHEH cocoboM, aHATOMYHLIM cocody HIOTORIEHAH HIAeTHA,
rpauyaHpyioT. Ecnou obpasen HaeeT KepasMitieckos MOKPLITHE, TO MOKPEITHE CHEMANT C NOATKKH W 3aTeM
W3 Hero FOTORAT MPAHYALL HEQOXOARMOTO [RIGAMEL.

4.4 3.2 [MTomwende rpady

[MpaHyiLl MOAYMAKT MYTEM HIMEIRUeHHA ODpasla B CTYIKE M3 Kaphuil Bodbdpada © moMOLkR
NeCcTHER,

4.4 3.3 Paxsep rpadyn

[Mpapy e Mpohs! I0EEHB TPOYNOIHTE YepEs CHTO C OTEEPCTHAMHK THaseTpon 400 MEM 1 YIS HBATECH
Hi CHTE © OTBEPCTHAME IHaMeTpoM 315 s Ana noayuenHs rpaivi HCIoiLayKT MeTon CYXOTD CHTA,
HAMPHMER MeTon, nNpHseiedduif B MO 3310-]1.

Ecnu HeRoIMosHO MOTYUHTE MPAHYIE YEARHHOTO PasMepa (HANpHMEep cCi HIMelIBYRI0T MoK -
THE ), HCTIOVIBIVEGT TPAHYTE MEeHLIETD passdepd. Paisep rpapyil 3a0cAT B OTYET 06 HCCNeaoBaiHax.

4.4 4 XapakTepHcTHEH MarepHana

444 1 XapakTepHCTHER HOBEPXHOCTH

KapakTepucTHER NORePXHOCTH NPOGE NOTVHMOT © NOMOLLI TA10a1c0palHoHHONO MeToEa, HarpH-
MED METOAA, NPHBSIEHHOTD B 4 (MpUNoEerHe A).

4.4.4.2 [laoTHocT

IroTHoCTE onpegerawnT 6 cooTieTerory ¢ MO0 3017,

4.4.4.3 XapaKTepHCTHED pacTEOpHMOCTH

Ha ocxone MHQOPMALFME HITOTORMTENRA WIH JPYTHY HCTOMHMHEOR MATEPHATE OUSHWRIOT 10 HX
PACTROPHUMOCT I

= e (5,00.03) r MaTe pHATA NOAHOCTLIG PacThopsoTe & [0 M pacTeopa B COOTRETCTRHM ¢ 4 4.5,
TO MATEPHAT ODNASET BRICOKOH PAcTROPHUMOCTRI,

- gcol (3.040,03) r Mareprana He MoAHOCTLIG pacTEopAnTCE B 100 sl pacTeopa B COOTRETCTRHN C
4 4.5, To Matepual 00021387 HHIKOH PacTRORHMOCTRIO.
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Ecan nndropuaius oTCYTCTRYET, TO CHHTAINT, YTO MATSPHAT 00aaiasT X¥opoed pacTROPHMOCTRID.

4.4.4.4 XapakTepHcTHED MHEKPOCTPYETYPLL, PEHTIEHORCKOS HCCIEI0BaHHE

PeuTrenorpamyy NMOOyHUaioT © MOMOWBI0 PEHTIEHOBCKOTD IRQPakToMeTpa ¢ paspelnaniuell cnocod-
HOCTBIO M BOCTIPOHIBGOMMOCTLI0 He Medee (0,027 npu yriae 28, MUKPOCTPYETYPHEL] AHATHI OCYILECTRIA K0T
no MO 6474,

4.4.5 llpuroToriedie obpaiua

KonuuecToo HCXOIHOTS MATEPHATE JARHCHT OT érd PACTEOPRHMOCTH, KOTOPVIO ONPEISTnT B CO0T-
peTeTeMKE ¢ 4.4.4. 2. g rpadyAHpoBaHMOors MaTepHala ¢ HHIKoH pacThopHMOCTLI BepyT (3,020,051 r. das
MPEaEYITHPOBAHHEON0 MAaTEPHANA ¢ BHCOKOH pacTBOpHMOCTEIG GepyT (10 (00, 05) r.

4.4.6 CObopyiosaHue

4461 Kowreidnep

B xauectne KoMTeliHepa AN Hocnenyesod npobn HCnonLayviorT GyTLilb BMeCTHMOCTEID 250 a1 na
MOTHIPOMTHIEHA WAH DOMTHITHIEHA RHCOROH MoTHoCTH. B 2an ioM Hectenosaiym L apobsl HeNonBIveT
CRERHE KoHTelnen.

4462 [luneTtka

HenoasayioT NHNSTEY BMECTHMOCTLR {TO0E]) s,

4463 [leun

HenoaeavioT nedh, B KoTopol noatepanpant Temneparypy (37211 "C. TemnepaTypy neus J0BOOaT
a0 yeazaunoi 32 30 MuM 10 Hauana HecheqosadHa. Kpose TOro, HCNoABIVIOT TV KE CRMYED HAH APVTYHY
f2tl, O KOTOROH nopieprusaoT remneparypy (HE) °C.

4464 Bopouka

Heomoasavior mopodky bioxpepa wad nogobuyio e, cnocofHyIo VIepHHBATE HepacThHORSHH LIS
YACTHL.

447 bydepitlil pacTROpP ARMOHHOR KHCTOTE

B kavecthe pacTROPHTEIN MCNoibavioT Dviepubld pacTsop AMMoHHoR kucooTe © pH 3,040.2
Tesneparypoil (3711} "C, KOTOPLIA FOTORAT HENOCPeACTEEHHD nepen nenonLsosanes: 21,008 r MoHorHa-
parta AHMOHHOH EHCAOTH pacTROpsoT B M an poow emacca 2 mo MO0 369 5 smepuos crakade
BMECTHMOCTRID 1000 san, pobannsor 200 s | B, pacTROpa FHAPOKCHIZ HaTPHS, 3aTem JOTHBAKT BoIoi
wnacea 2 no OO 369 mo orderin. 40,4 w0 3T0ro pacteopa cselnnsanT o 396 v (L1 1. pacteopa HCL

Mpusevanne — Ecow NpoMcEoInT IRMHMCCKEA PEOKIES MEXTY UWTPETHEIM Ovifepom 0 HCeaenyeMon
IEPOGH, TO 9TOT METOI HE IPHTISH.

4.4 8 Xoa adamHsa

44 5.1 HimepawoT saccy kouTefdHepa Des npod.

4.4 8.2 Hasmepmor Maccy KonTelinepa ¢ HocaenyeMoil npodoi. Paznirny Mesay Maccady KoHTelnepa
C npotoi ¥ 0e3 Npodhl PACCMATPHEAIOT KAK MACCY MpodL.

Peaynbrarel H3MepeHyi J0caT B OoT9eT 00 HCoCIeIoRAHNAX,

4483 B woureiinep ¢ npoboil gofapnsmot (10021 ma Svfepione pacTROpa THMAMOHOHE KHCIoTL,
Heobxoauao, dTobLl BCf MPOoE LA NOKPLITA PICTEOPOM.

44854 Kourelipep ¢ colepaHMBs TOMSULEIOT B Nedl Opd Tespepatyvpe (37410 "C wa (12021) u.
Kourefipep BCTPSXHEBAINT ¢ wacToTod 2 u.

4485 [Mowerewennn (120£1) 9 KONTEHHED HIKIEKIIOT W JA10T OCTEITE A0 KOMHATHOH TeMITe paTy k.

4.4 8.6 HMasepawor macey UILTPYIOWEN CPpea (B KavecTee HALTRYROLIEH CPeqs MO® NG HCMoh-
SOBATL, HANPHMED, PHALTPORANLHY GyMary).

4 4 8.7 Pactoop HaeTpyvIior, HALTPAT OCTARTAIOT I08 NATEHSHILErD AHATH S,

4 4 KB Db Tpyiousyn CReny NpoMEIEIOT W UALTRYIOT TPH pati ¢ HeGomLUi KoaHUecTHOM BoHL
(HCO 3696, xrace 2) AnA Toro, 4TohM YIAMHTL Syvdep.

44 89 (Ocanork W pUILTPYIGWYE Cpedy BRICYIIMBAKT A0 NOCTOAHHOH MAacck B TPHCYTCTEHHM
BTATOTIONIOTHTENN .

4.4 5 10 Masepsior Maccy (pHALTPYIOUEH cpedbl ¢ Gcaakos. Patinna ey Maccassl prnsTpyviomei
CPelil ¢ DCAAKOM W 083 OCATKA W BECTL MACCA MATEPHANA, OCARIEHHOTO Ha GHILTPVIOWeH cpene.

44 811 Paaunua sMexoy Mepeoiadais ol Maccol npodsl H Maccoil oCcaxIeiHOM MaTEpHANA H 8CTh
MIACCA PACTHODEHHOID MATEPHLTD.

4.5 Meroa MoIZeIHpYIIIery pacTeopa

4.5.1 OcHoBHEE MONOKeHH

MeTon MOZERHPYIOMETO PACTEOPA OCHOBAH HA WCnoiLIosanHd duapacteopa ¢ pH 7440 1. Dot
ypoBeHL pH COOTRETCTEVET HOPMATLHOMY vporHe pH KpoBi.

4
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4.5.2 TlpaseHeHHe MeTomE

2TOT MeTod MPHMEHAKNT KO BCeM BHIAM KePAMHEH HECMOTPA Ha To, YT0 MEXAHHIMLL JeCTPYKUHH
MOTYT OBTE PATHRIMH LT PAIAHYHEY MaTepranos o pacteope ¢ pH, ananormuncii pH kpoor, 1 B Goonee
KMol cpeae.

4.5.3 ropua npobinl

[MpH HCCNeAOBANHH KEPAMHEKH © NOKPLITHEM HCTIONLAYIOT MARCTHHEH KPYEaod QropmMed DJHAMETPOM
(36t L0 v W Tomupeoi (240,1) vy B cootoercTeny © HOO 6474, HeoGxooMao OTMETHTL, 4TO [PH
VMEHBIIEHHE CODTHOWEMAA TUIOMATH NOBEPAXHOCTH K OTBeMY, MYBCTEHTETLHOCTE METONA MOOSIHPYIoILerD
PACTROME MOMET CHHIMTRCA. N8 poex IpyrHy BALOR KePaMHEH Mol roToRdaT & cooTeeTeTorn ¢ 4.4.3.

4.5.4 XapakTepHCTHER Mpodkl

4541 MNaotHocTs

[roTocTh opobbl onpeeadT no MO0 3017,

4.5.4.2 MukpocTpyKTVpHAs H PeHTrEHOBCKAA XapaKTepHCTHEA

PentrenorpaMay moayqyamnT ¢ MOMOMEBID PEHTICHOBCKOTD JHGPaKTOMeTPa ¢ paspelliaomeil cnocod-
HOCTEIY M BOCHAPOHIROANMOCTEO He Medes (LO2" npur yroe 24,

MHKPOCTPVETYPHLE AHATHI NPOBOSAT B COOTRETCTEHH ¢ METOA0M, NpHBeleHALIM B MO0 6474,

4.5.5 ObopyIosaHue

4551 Konreiduep

B kauecrne kouTefimepa Ans wccaenyemodl npofn HCOONLIWIOT DYTLIE BMECTHMOCTED 2500 aT 13
AOIHAPOMTHIEHA WAH TOHITHIEHA BECOROH MIoTHOCTH. B Kas oM HCCIenosa iyl A npobsl HeNoaLIveT
coedHi KonTelinep.

4.5.5.2 [Tunetxa psecTHMOCTLI (121§ s,

4 553 Bopouka

HenmoaeavioT popoHky bloxpepa WiH nogodHvio e, cnocolHylo VIEpHMBATE HEPACTBOpSHHBE
YACTHLLA.

4554 [eun

HenoAsavioT nevb, B KOTOPOH ModaepanpaiT reMoepatypy (37£1) “C. Tesnepatypy neud 2oB0aaT
A0 yEadansHoil 3a 30 MMy 30 Havana vecrefoBanua. Kpose Toro, HCnoiLIvIoT TV e HAH OpYTVED Nevl, §
KOTOROH moatepaHsaoT resneparypy ( 100x1) *C.

4.5.6 B kauecTee pacTBopHTENA HCMOIBIYIDT CEEASTPHTOTORIEHHE N dyipepiisid pacteop TRIS-HCL
Erp rotoBaT oyvres pactoopenda 13,25 1 TRIS (rugpokcimeTiin) aviHosMeTada B MW s nofed Knacca 2
no HOO 3696 B sepoll eME0cTH BMecTAMOCTERS 1000 s, doGannmor 125 wn | v, HOL w aosonar oo
HYRHOM 0bLesa poaei ktacca 2 no MOCD 3696 npu temnepartype 20 "C.

Mpusmewanue — Henoneaver pacreop o pH 7,440, 1 npa remneparype 37 °C.

457 XoO ananMsa

4. 571 HamepsoT maccy kouTednepa bes npod.

4.5.7.2 [NosemwaoTr npody & KoHTelHep.

4.53.7.3 HasmepawoT saccy KouTelnepa ¢ npoboll. Pajnnua sMesly MaccaMy KoHTelHepa ¢ npobdoi |
Ded npodL H eCTE Macca Npodsl. MacCkl KOHTEAHEePa B NPobid BHOCAT B OTYET.

4.5.7 4 Konrelinep ¢ npoDoil nosemawT o nedk npd (3721 "Cowa (1202]) 9.

4575 Konreitnep ¢ npoboli suimsanT nocae (120:20) 4 W ocTamIaoT OCTHBATE 30 KOMHATHORN
TEMIIE PATY Pl

4. 57.6 [lpoby yiangawT nyTes GUILTRALKA M HILTRAT COXPAMAKDT L4 AT,

4 577 [MposepaioT ocagok sogoid knacca 2 oo HOO 3690, BLoyHBanT OCcalok B IpHCYTCTEHH
EATOMOTIOTHTERR A0 MOCTORHHOH MACCL.

4.5 7.8 Hasmepawr saccy BRICVIUeHHOH npobel. DT0 W eCTh MAacca MaTepHana, VISpHalHoro Ha
sTpe.

4379 Paxpmua weday peantHofl Maccoll Marepuana W saccoil MaTepHana, yaepsandoro ua
PHIETPE, H 2CTE MACCE PACTROPEHHOND MATEPHATA.

5 Anannz puabTpaTa

KonuuecTno METOAOE MCCTEZOBAHMA, NPOLEIVE, TWETEILHOCTE H TOUHOCTE TPOBSISHNA METOLOE
AMATHE DOCTOAHNO MeNA10TCA. [TpodLl, No BOIMOMHOCTH, AUATHIMPYIOT C NPHMENSHHMEM MACC-CIEKTPO-
CKOMMA ¢ HAOYETHRHO CRASaHEo mnassoi. Tomyckaomes IPYIHe MeToIkl, HANPHMEp aToMHo-abcophliu-
OHHAS CICKTPOCKONWA, KOTOPEIE OPH ONPEIeTedikyY YPOBHAY KOUIEHTPALIMK W 0 3ABMCHMOCTH OT
APMPOLE JIEMEHTOR MOTYVT HOCHTE HHOPMATHRNEIN XapakTep.
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5.1 Bribop XUMEMECKHX BEECTE H WIEMEHTOE, NPEeIHATHAYeHHLY 118 AHATHIA

AMATHTY MOIREPTAKT XHMHYECKHE D2IECTRA B WIEMEHTH, KOTOPLES CONEPHATCH B MATepHANS Kak
ero COCTARTHEILIINE, A TAKME SarPAINHTENH, HANPUMED HeboILELIIHe KOSHYSCTRS 3eMeHTOR, COOEpaallHecH
B MCKOIHOM MATERHANE, WIH MOMAAMNIHE § MATERHAT B NpoUecee oDpaboTKH.

Ofees QUILTPATA S0BOJIAT 10 mEcHpomHHore obwema 123 van 2500 M0 B 3aBHCHMOCTH OT
HanwikHore obeera. Mononwaopanxe o0LeMa, NRSBRIUIAIOWETD YEAIAHHEE IHAYSHHI, O0MAHD OLITh
OBOCHOBAHO.

5.2 YUyBCTBHTEALHOCTE METOMA AHATNAN

[Tocne KakIoTo IKCMEPHMENTA NMPOLOAAT KOTHMECTEEHARH 1 KaYeCToeHHEIH aHANMIL PACTROPA ©
OpHMEHEHEEM METOIA, 06AaIaI0Mere LIeKEATHON Y¥ECTEHTEARHOCTLID (He Memes 109 wr/n, HenomLIva,
HATIPHMED, ATOMHO-AGCOPGUHOHHYIO CIEKTPOCKOMHID WIH MACC-CASKTROCKOIMED ¢ HEIVETHBHO CBAIAH-
HOl muaisol). PerdcTpupyiorT TOOLKO COCTARTAMILAE PEUSOTYVPEL, KOTOPLE OBLAH ONpeieneiil CHEpx
NPEREIol KOMHYeCTESH HOTD OMpeneieiig.

OnacHBie MATEPHATL PericTPHPYEST, MO BOIMOZKHOCTH, MOILEIYVHCE COOTBETCTEVIOUIHMH CTAHAAPTIAMM
HCO. Kpose 1010, perdcTPHPYIOT Boe GCAIKH HA WIeKTPOLS CUSTUMEA 008 TLHefmero aammsa,

6 Oraer ob HCCHeTOBAHMHH

B oryer o HCCNEOoRIAHHH BEIOMAKT BCE TAHHBE, TONYYEHHLIE B COOTRETCTEHH © HACTOMLLHM
CTAILIAPTOM I X002 HCCISI0RAHMA, OUEHEH XpakTepUCTHE H aHLTH D!
a) ONHCAHHE HCCASIVeMOrD MaTePHaTE, HOMED THATHH]
0} MeTon, BECOKAR WIH HHIKAA PACTBROPHMOCTL,
B} HCCHAenyeMLll PACTROP W YCAOBHA (IKCTPEMAILHLE HIIH MOIEIHPYIOLINE );
I} MCCALTOBAHKE NOBEPNHOCTH C MOMOMLK Fa3060id abcopbuMH W MeTOI MCCIEI0nAMKHE,
1) pazmepd wecneqvermoll npoln (OpaMeTp, TOJMmIHEA);
2} TUIOTHOCTE TIPO0L;
A} KARYWVIOCH [OPHCTOCTE H VISMEHLIH Bec,
3] BPEeMH NPORSIeHHA HCCTeOBAHN ]
M) PEIVILTATEL OPYTHX HCCAeJ0BAHME {IPH HenoaBaoBIHEM ),
K} pesvibTaTel AHANHEA:
1} maccy sarepuana,
2} obkeM DobaRieHHOM PAcTBOP,
3} Bpesd npedsIBAHHA 1 0eun,
4} siaccy hIAETPATA (104 SKCTPEMATEHOTD MEeTRIA), Maccy MPpooLl (LT MOIETMPYLIETO METOI),
3} PEHTTEHOIPAMMY,
) aMMuuec KMl aHATHI W METO,
T} pe3vIkTATH AHANHIA TRAHYI,
B} BLIBOTLL.
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MPHITOAHEHHE A

{enpasoyHae)

Cnpasounas IRTEPATYPR

I FPOCT P HCO 1089312 —5%9 Ouesxs GROMOIHSECEONS MeACTERA MennuaHekex vaaenuil. Yacre 12, [pnrome-
JEHAE Mpod M CTAHZEETHREE ODPasLklL

2 POCT P HCO 10993.16—% Ouesxn DROEOMGMMSCEODO AeACTRAE MegnuiHekix naaennil. Yacre 16, Moseanpo-
BUEHHE W HCCISOBAHNRE TOKCHEOKRHETHER OPOAYKTOBE ASCTRYKUAE H BRIME]BLHA

3 OHCO 10993172000 Ouenka GHOACTHIECKOND IEHCTERA MEanUuECcKas wisennit, Yacres 17, Meron nopanpo-
BUHHA BRMBIBLE ALY BELLSCTH  HEMOIBI0HEHEEY OUEHKH PHCES U JI0POELHE

4. ASTM D 478095 Cradaaprinil Merod onperereHui MG II0LAISH MOBEPKHOCTH KATAIMIATOPOBE ¢ MnoMo-
LIERY MHOMOTOMESHON KpHNTOHOB0 agcopBumm
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YIAK 613.46:002:006.354 ORC 07.140.20 P20 ORCTY 9403
E1.060.10

Kieodepnle CAOBA! KepaMHYECKHe MaTepHANE, JECTPYELIMA, NCCISIveMan npoba, MeTol, KCTPEMATLHLI
PACTROP, MOTETHPYIOIHI PACTEOP, AHATNI

Pepakrop J.8. Hoxuuoss
Texnnuecku it peaakrop J.A4, Dyoeer
Koppeemop P.A. Mesmoea
Kosnwwrepnan seperin 54, Kppeoamd

HWan. sau. M 02154 or 14,07 2010 Caape s wadap 13 122K Moanueano s nevars O] 3003, Yea. meu. a1 dik.
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