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Mpeaucnoeve

LUend, oOcHoBHLIE NPAHUKIL W NOgRGOK  NpoeedeHdAd  paBoT  nNo MEesrocyoapcTBeHHON
CTAHOAPTHIAUMH yoTadoaneksl MOCT 1.0—092 «MexrocyapCTREHHAR CHCTEMA CTAHOARTHAAUMK. CDCHOBHEIE
noneeedua: w TOCT 122008 «MemrocygapcreesHas  cucTeMa  CcTasgapTwaaugme.  CTadgapTel
MESIOCYOA2PCTREHHERE, MNPABWNE W PEEOMEHOALKW MO MERTCCYZADCTEEHHON cTaHdapThaauqd. [Npaswna
paapaboTEd, NPUHATHA, NRAMEHERUA, OGHOBMNEHMA W OTHMEHI 0

CooaeHKA o cTaHAaApTE
1 NOONMOTOBNEH degepanuHbis rocyJapcTBEEHHEIM YHUTADHLIM NpeanpuaThen «BoepoccHincii
HaYUHO-HECNBO0BATENLCKMA  WHCTUTYT  CTAHOAPTHAAUMKW W CEPTUDMEALUMK B MESWMHOCTPOEHAM D

(BHMAHMALL }

2 BHECEH depepancHbis AreMTCTEOM M0 TEXHAYSCKOMY DEMYNADCEAMWKD W MeTRonondd
{PocctangapT)

3 MPHHAT MewrocydapcTasHHsiM COBETOM N0 CTAHJAPTWIALMM, METPONOrkd W cepTHdHKaLmHW
(npoToron Me 40-2011 or 29 Hoadpa 2011 1)

33 NpWHATHE CTAHGAPTA NPOronNoCoBan;

KpaThos HEMMEHDBAHKE CTRaHLI NO Kopn cTpases no COKPALLEHHOE HAMMEHDBaHIE
MK (MCO 3166) 004—907 ME (MCO 3166) HALHOHANEHOMD OpraHa
004—a7 No CTaHLapTHIALMG
EBEenapyce BY MNococtangapT Pecnytnuee Benapyck
Kazaxcrau KZ MNococtangapT Pecnytmake KazaxcTau
KeiprelacTan KG KelprslacTasaapT
Poccuitckan Denepauma LU PoccTangapt
TagsmKicTaN Td TagsukcTasnapT
WabheKHoTaH Uz YacTaHnaapT

4 MNpeueazos PegepansHOro aredTcTBa N0 TEXHHYECHEOMY PEryNUpoBAHMED W METPONCrMK oT
13 pexabpa 2011 r. Ne 1303-cT mesxrocygapcTeendsi ctawgapt MOCT IS0 10983-14-2011 eeegen B
OBACTEHE B KAYECTES HALKOHANEHOrD cTaddapta Poccridckol Tenepadwu c 1 sueapa 2013 T,

3 HacToAWwWA cTaHgapT WOSHTHWHEH MesOyHapoodoMy cTangapTy 1S5S0 10993-14:2001 Biological
avaluation of medical devices - Part 14: ldentification and quantification of degradation products from
ceramics (OueHka BWCMNOMMYecKor JelcTEMA MedduuHckhny dagenvd. Yacte 14, Woeutudukagua W
EOMAYSCTRSHHOE GNDEAENEHAE NPOOYETOE JerPagauqy MIgenAdH 13 Kepamuim).

CTengte COOTRETCTEMA — WaeHTKYHaA (IDT).

CTaHnapT NogroToened Ha oCHoBE NpUkeHesyda TOCT P MCO 10993-14-2009.

Ceeaedra 0 COOTEETCTEMM MEHIMOCYLAPCTREHHEX CTAHOAPTOR CCBUNCUHLIM  MEHTYHADOHEM
CTAHOAPTAM NPHBEE0EHSLl B DONONHATENEHOKM Npunosesis 04

d BEEJEH BMNEPEBLIE

Hughopsayus o eesdenuld & Jelomeus (NMpexpalwesul SeUcmeus) Racmofweso cmardapma
Ayfinunyemed @ ywazamone «Hayuosams e cmasdapmiss

Hhghopalyus  of  uameHenuday ¥ HESCMOAUEMy cmakdapmy  aphnukyemcd @  ykazamens
wHALUOMANEHLE CMaKdapmeis, & MEKCT UIMEHENLLT — @ UMPODMaUUOHREX YKa2amenay « HauuoManbibie
cmaddapmbeis. B ciywae negecMompa Wik mMdedk! Macmosieso cmanrdapma coomasmaomayrowian
umghopaayus Bpdem onyinukosana @ uUMbopMayLIoHHOM YEaaameaene «Hayuosans e cmaddapmid e

i CrangapTaudgropm, 2013
B Poccuickon Telepaudd HACTOAWKA CTaHZapT He MOMET ObiTe MNONHOCTEID WA YacTHYHOo

BOCTPOWIBEOEH, THRAHMPOBAH W PACNpPOCTRPaHEH B KAYECTEE OMUUMANLHONS Wagadua Gea paspelweHvn
DEnepansHoro araHTCTES NO TEXHWYSCKOMY PEMYIADOBaHMID B METPONOIHA
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BeegeHmne

CobniogeHue nonoxednid cTaHgapToe cepuu [SO 10993 «Ouenka BUONOrMYeCcKoro
O0eRCTBMA  MEdWUMHCKWX  Wagenuids no3sonuT obecneyuTe CUCTEMHLIA Noaxoa K
MocnenosaHnio BUONOrM4eckoro AeRCTENMA MEOMUMHCKWX M30ENHIA.

Lenww atwx cTaHOApTOE He ABNAETCA DeaycnoeHOe 2aKkpennedHwe efrHo0bpazHbIX
MeTO4OB WCCNeoBaHUA W MCNBITAHWK 33 rpynnasMy oQHOPOOHBIX MeOWUWNHCKME W3denvi B
COOTEBETCTBHM C NPUHATOA Knaccudukauwed WX nNo Buady W ANWTENLHOCTH KOHTaKTa C
opraHuaMom denoeeka. [lo3ToMy nNNaHWPOBAHWE W NPOBEdeHWE WCCNejoBaHuk W
WCNBITAHMA  O0M#MHBl  OCYLWECTBNATE  CNeunanucTel, WMelLWe COOTBETCTBYHILLYHD
NoAroTOBKY W ONWT B  obnactv  CcaHuTapHOo-XMMUYECKOW, TOHCUKOMNOMMYECHOW ¢
DUMONOrMYeCckol OUEHOK MelMUMHCHMY Magena.

CrangapTel cepuur IS0 10993 ABNAKTCA PYKOBOOALUMMKM  OOKYMEHTaMW  ONA
NPOrHO3MPOBAHMA W MCCNefoBaHUA BUONOrMYECcKoro AeWCTBUA MeQWLUWMHCKNX W3genui Ha
cTagvu Bbibopa maTepwance, nNpefHa3szHaYeHHbiX ONA WX W3IroTOBNEHWMA, 3 TaKke ONA
WMCCNefosaHuid MoToOBbIX M3O0enui.

B cepuo IS0 10993 exogaTt cnegyowue 4actv nofg oblwkm Hazeanwwem «Manenua
MeauurHckue . OueHka BUoNOrMyeckKoro Qe WCTBMA MedULMHCKMX W30eNMA»:

YacTe 1 — OUueHKa M MCCNedoBaHWA;

YacTe 2 — TpeboeaHKA K 0BpalleH o ¢ EHBOTHRIMMW,

Yacte 3 - MconegOBAHWA TMEHOTOKCUMMHOCTM, KAHUESPOr&HHOCTHM W TOKCHYECKOro
OeACTBUA HA PENPOOYKTUBHYID OYHELUNKD,

Yacte 4 — Mccnegosadve U3genui, B3auModencTBY OLWMX C KPOBLID,

YacTe & — ViccnegoeaHve HA UMTOTOKCHYHOCTE. METOOR! i Wi,

Yacte 6 — MlccnegopadHie MeCcTHOM OeWCTEWA NOCNE MMINaHTaLHiK,

YacTe 7 — OcTaTtouHoe cofepkanie 3THNEHOKCKMOA Nocne CTeprNNMaannm;

Yacte 9 — OcHOBHBIE NPMHUMNEL MOEHTURUKAUKMKM M KONWYECTBEHHOMD onpedensHuMs
NOTEHUMANLHEIX NPOOYKTOR Oerpafaumm;

Yacte 10 — Mcocnepoeadue paszgpakanilerc 1 ceHCUBrNnanpyoweros 4eicTenn,;

Yacte 11 — Mcocnepoeadye obWETOKCHYECKOrD AeHCTEBMWA,

Yacte 12 — Mpurotoenedye npob W CTaHOapTHee obpasubl;

Yacte 13 - VpoedTupukauma KW KONWYECTEEHHOS  onpedeneHue NpoaykTos
gerpanalyy NonMMepHex MeguUUHCKWY M3nenidm;

Yacte 14 — MWpewtuukauwa KW KONWYECTEEHHOS onpefenedHue NpoaykToB

nerpanalymy Wagennii M3 KepamMuki;

IV
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Yacte 15 — Wapentudukauyma K1 KONWYECTBEHHOS onpefensHue NpoaykToB
ferpagauuy U3genvid M3 MeTannos W CnNaeos;

“Yacte 16 - MogenwpoBaHwe W WMCCNedOBaHWE TOKCWKOKWHETMKW NpodykToB
gerpagauMy W BelMBIBAHWA,

Yacte 17 — YecTadoeneHWe Noporoeelx 3HAYeHWA ANA BhIMBIBSEMEIX BELLECTE,

YacTe 18 — MocnepoeadHue XMMWYECHMY CEOWCTE MaTepHanos;

Yacte 19 - Wccocnegoesadwe  U3IMKO-XMMU4ECKAX,  mOoponoruveckux w
Tonorpauyeckix CBONCTE MaTepUancoe,

Yacte 20 — TlpvHUMNEl W MeTOOLl WCCNEedOBaHWA MMMYHOTOKCHMYECKOrD JeWCTBHA
MeOMUMHCKAY M30eMMiA.

ODBLEeKTOM HACTOAWEre Ccradjapta  ABNAKTCA  MeToObl  WAEHTUMKALMK ¢
HONWYECTBEHHOMD OnpefensHWA NPoOOyKTOB Oderpajauyy Kepamuuyeckux martepuanos,
HOTOpAasA BO3HWMKAeT B pe3yneTaTe W3IMEeHEHWA XWMWUYEeCKMX CBOWCTE [OTOBOMC K
MCNONB3CBAHMKD MEOWUMWHCKOND Wa0eNKnA.

[daHHbie, nonyyaemele B pe3yneLTate MWOSHTUOWEKALMKM W KONWYECTBEHHOro
onpefenedna XWMHYeCKOro cocTaBa NpOoOAyKTOBR OerpajauuK, cny#aTt OoCHOBOW AnA
OUSHKW pUCKa MW, NpW HeobBxoaumocTW, BUonorvueckon BGe3onacHoOCTH MedMUMHCKUX

M3genuMi W3 KEpaMKMECKMX  matepwanoce B cooteeTrcTeun c IS0 10983-1.
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MEXIOCYOAPCTBEHHBW CTAHAOAPT

M3OENKUA MEOWMUWHCKKWE
OUEHKA BMONOMA4YECKOINo QENCTBMA MEQMUMHCKMX M3OENUA
Hacte 14
WoenTuchurauma v KONMHECTBEHHOE ONpegeneHUe NPoOAYKTOB AerpagauMu u3genui

H3 KepadMHKH

Medical devices. Biological evaluation of medical devices.

Fart 14. |dentification and guantification of degradation products from ceramics

Oata eeepgenusa — 2013-01-01

1 ObnacTe NpUMeHEHUA

HacToAwMiA cTaHoapT pacnpocTpaHAETCA HAa  WCCNedoBaHWe  Oerpajauuu
KEpAaMWYECKHX MATEPUANDE, KOTOPAR BO3HWKAET B PEIYNLTATE MAMEHEHWA XUMHYECKMX
CBOWCTE FOTOBOM K WCNOMNb30OBAHWD MEQMUWHCKOMD WM3OENWA, W YCTAHABNWBAST METOObI
WAEHTUDMEAUMKM 1M KONW4ECTBEHHOMD ONpeaeneHvs NpoayKToE derpanaumu:

- METO[ 3KCTPEMANbLHOTO PACTBORAE — METOL YCKOPEHHOMO M3Y4eHWA Oerpagalmi;

- MeTO MOQENUPYIOWEro pacTeopa — METOL W3ayueHWA derpafauli B peansHoM
EPEMEHH.

TpeboBaHWA HACTOAWEND CTAHOADTE ABNAKTCA PEKOMEHOYEMBIMA.

CTaHOoapT He pacnpOCTPaHAeTCH Ha  MeTodbl  WCCNefoBaHMs Oerpajalunu
KEpAMWYECKMX MAaTEepWanoB, KOTODAA Bbi3BaHa MEXAHWYECKOW HarpyakoW, 3Heprven
BHELHMX M3NyueHWA paanuyHon NPUpogsl WK W3HOCOM M30enWA BO BDEMSA NPUMEHEHKA
NO HAZHAYEHWKD, A TAKKe Ha OUEeHKY DMONOrMYecKoro QeWcTBMA NPOOYKTOB Oerpadauuu,

KOTOPYH NPOBOLAAT B cOOTBETCTEBMKM ¢ 1SO 10993-1.

2 HopmaTUBHbIE CChINKK

Mapanue oduunansHoe

1
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B HacToAweMm cTaHOAapTe MCNONL30BAHL! CChINMKK Ha CNegylwe CTaHaapTsl:

150 3310-1 Test sieves — Technical requirements and testing — Part 1: Test
sieves of metal wire cloth (Cuta konTponeHbie. TexHwueckwe TpebosBaHWAs W MeTOOw!
WCNBITaHKKE. YacTe 1. CuTa Ma NpoBONOYHOW TKaHKM)

ISO 3696 Water for analytical laboratory use — Specification and test methods
(Boga ans npoeedeHus adanuia B nabopaTopuax. TexHWMECKME YCNOBMA W MeToOsl
MENBITAHKMA)

ISO 5017 Dense shaped refractory products - Determination of bulk density,
apparent porosity and ftrue porosity (M20enws orHeynopHbie NNOTHsle (HABCOHHLIE.
Onpegeneyie 0BbLEMHOW NNOTHOCTM, KaMYLWEACA NOPUCTOCTH W MCTUHHOW NOPUCTOCTH)

ISO 6474 Implants for surgery — Ceramic materials based on high purity alumina
(MMnNnanTauWoHHBle MaTeprans ona xupyprud. Kepamudeckue MaTtepuans Ha OCHOBE
OKWCH aNIOMHUHWA BbICOKOW YHCTOTEI)

ISO BBT2:1995 Dental ceramic (MaTepwans: kepamuseckne onsa ayboepaqebHbIx
Luenei)

ISO 10993-1 Biological evaluation of medical devices — Part 1: Evaluation and
testing (OueHka DUONOrMYECcKOro OeWCTEMA MedWUMHCKMX uMagenua. Yacte 1. OueHka w
MCCnenosaHun )

150 10993-9 Biological evaluation of medical devices — Part 9. Framework for
identification and guantification of potential degradation products Ouexka Bronoruueckoro
OedcTBMe MedWUMHCKMX u3nenwd. Yacts 9. OcHoBHbie NPpUHLWMNLL WASHTUOUKALKMK K

EONWYeCcTBEHHOM onpefsenedda NoTedUHaneHsX NpoaYEToE JerpaldalKiA.
3 TepMHWHBI K OnNpegeneHnn

B HacToswem cTaHgapTe NpMMeHeHsl TepmMuHel no IS0 10993-1, ISO 10993-9, a
TalKe cnegylolwve TEpMUHEl C COOTBETCTEYOLWUMMKW onpedeneHuAMA:

3.1 kepaMHM4eCcKHH maTepuan: KpucTannuyeckie MaTeplans!, He OTHOCHALUECA K
HEMETANNAM M HEODTAHWYECKUM BELECTEAM.

3.2 zarotoeka: HeobpaboTaHHBIA OWCK M3 MCXOAHOIO MaTepuana, MCNonb3ayemMoro
B KOHEYHOM W30enuu.

3.3 ocagok: YacTe BewecTea, OCTAKWAACA nocne @UNETRAUMK HA DyMamHoM
HuneTpe.

3.4 punbTpaT: PacTeop, npoweawmi yepes BymamHsd puneTp.

2
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4 MeToak! uccnegoBaHuAa

4.1 OCHOBHbIE NPUHUMN I

B HacToAwemM cTaHoapTe paccMoTpeHsl ABa MeToga:

-METOO «3KCTPEMANEHOro pacTeopas. PaccMmaTpueaeTcs KAk CHPUHWHI-MeToq
WCCNefoBaHus  BO3IMOMHLIX  NPOAYKTOB AOerpafjauuy  KepaMmuyeckux  maTtepuwanos
DONLLWKWHCTEBA BUODE NPKW HWM3KWMX 3Ha4eHMAX pH;

- MeToO «MOAensHOro pacteopar. MiccnefoBaHWA NpOBOGAT NPY U3MONOTMYECKHX
JHaveHuax pH, Hanbonee TUNWYHLIX ANA YCNOBKA 1N vivo.

Ha pwcyHke 1 npegcraenedHa DNok-cxema, MNNKCTPUPYIOWAA NPOLECe NPUHATHA
pewexna npu exbope METOO3 MCCNEaoBaHKMA.

Oba meTona MCNons3yT Kak AN Kepamusl B MACCe W B BWOE FPaHyn, Tak 1 ans
HEPAMUWYECKUX NOKDBITHA.

Mpy HeoDXOOMMOCTM WCNonNb2oBaHWA obpasuoe v obbemoe npob pacTeopos,

OTNWYHBIX OT pEKOMEHOYEMbIX paaMepos, NPUBOOAT 0B0CHOBAHKWE.

3
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HAMAND
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METEHAENE NOMHOCTED B
100 &m’ BECTPEMANLHAMD
pacrecpa?

L
HMemoneaywor 10 Mononsawor S
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SECTPEMANBHIND PACTBORE

|

PacTeopyncya n
METEpan?

*

MEAREHART METOL
MOENMEYIHLETD PacTRORS

l

OTHET

Het

QECOHYAHHME

PucyHok 1 — Bnok-cxema NpUHATUA PELEHWA Npy BoiBope METOO0E NPOBEOEHMA

HCCNEeNoBaHWA C MCNONBI0BAHMEM IKCTPEMaNEHOMD M MOOENUPYIOWErD PACTEOPOR
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4.2 HcenenoBaHMA CTOMATONOMMYSCKWMXY M3OENWHA

4.2.1 Obwme NoNoMeHWA

lMpeonarasmeie B HacTOAWEM CTaHoapTe MeTode NpegHasHadedHsl  AnA
WMUTHPOBAHWA CBOWCTE BUOonorvdeckux cped, Hawbonee oOTPUMUATENEHO BNMAKLMY Ha
KepaMmudeckMe maTtepuans.. [na  CTOMaTONOMMMECKMX KepamWu4yeckux MaTepuanos,
npegHazHaveHHblx 4Ns WMCNoNbL30BaHWA B pPOTOBOW NONocTW, Haubonee nogxogalime
MOOensHLEe cpedsl npuBededsl B IS0 BB7Z. [Ana apyrux cTOMaTONOMMYECKUX W3OEnui,
TAKWX Kak CTOMATONOrWYeckue WMNMNaHTaThI, ONUCaHWe MeToda WccnejoBaHWA NpUBeeHo
B 4.4, HACTOAWErD CTAaHOApTA.

4.2.2 MeToAbl MCCNeAO0BAHWA CTOMATOMOrMMECKMX M3OENWHA, HAXOOALWMXCA B
pPOTOBOHW NONOCTH.

MococnenopaHve cTOMATONOMMYECKUY MANENWA, HAXOOSWMECR B DOTOBOW NONOCTM,
NpoBOAWTCHA MeTOOOM «3KCTPEMAaNnbHOro pacTeopas, KOTOPBIA NpUBedeH B nogpazfene
B.4 IS0 6872.

4.2.3 XapaktepucTuka obpasuos

OGpa3ybl 0on#Hel OblTe OxapakTepuzoBadel B cooTeeTcTemw ¢ 4.4.4. Ecnwu
nnoTHoOCTE oDpa3ua cocTaenseT He meHee 99 % ee MakCMMAanLHOTD TeopeTWYecKoro
AHAYEHKA, A CpefHES 3HAYEHMWE LUEPOXOBATOCT MEHEE 5 MEM, TO 3HAYEHWH WCTHMHHOW W
BUAMMOW Nnowageid NoOBepxXHOCTH PaBHbI.

4.2.4 AHanKs pe3ynsLTaTos

Ona aHanwaa unsTpaTa oH gom#ed DelTe OTOENEH OT ocaaka cornacHo 4.4.7.6 v
4.4.7.11.

4.3 O6wMe MeToabl HCCNenoBaHKWA

4.3.1 WamepeHue macchl

Maccy wamepnawT ¢ TouHocTewo o 0,0005 r. Ywcno wamepedwid ogHoro obpazua
OOMKHD DEITe HE MEHEee LLeCTH.

4.3.2 MeToguka BbiCYLWKWBAHWA

Boicywwneanne B neuw npy Temnepatype (100 £ 2) °C npogonxawT 4o Tex nop,
noka M3MeHEeHWe MAcChl Meway EB3BelMBaHuAMK cocTaeut <01 %. PexkomeHayoT
wccnegyemys npody BLICYLWUWMBATL B TEYEHWE HO4YM W B3BEWMBATL C OBYX4aCOBLIM
WHTEPBANOM B TEYEHWE CNefyWero qHA.

4.4 MeToq 3KCTPEMaNbLHOMo pacTeopa

4.4.1 OCHOBHbIE NONOXEHHA

MeTon skCTpeMmanebHoro pacTeopa — 3TO MeTod © WenonbaceaHwem BydrepHoro

PACTBOPA NUMOHHOM KMCNOTBl C HW3KMM 3HauYeHkem pH. 3ToT pacTeop BeibpaH noTomMy,
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4TO OCTEOKNACTH BHICEODOMOAKT NUMOHHYK KMCnoTy. 3HadeHwe pH, paexnoe 3.0,
eulbupakoT B kadecTee cnaboarpeccMBHOW cpeabl.

Ecny seguuuHcKkoe wagenwe, W3roToBNEHHOE W3 W3y4aeMmoro mMartepuana, B
peantHbIX YCNoBWMAX NOABEprawT BOOeWCTBMK Donee kWcnoW cpedkbl, To ewlbop pH
3KCTpPEManeHoro pacteopa Huxe 3,0 gonxeH DuiTe 06oCHOBAH.

4.4.2 lNpumeHeHne MmeTona

ATOT MEeTOO NPUMEHADT K KEDAMMHYECKMM MATEpManam Bcex BWOOB, HECMOTDA HA
TO, 4TO MexaHu3mel Jerpajauud npv HW3KKMX 3Hadenmax pH soryT He coenagate
MexaHuamamu fgerpagauuu npu ypoede pH kpoew (7,35 — 7.45). Tem e medee, 3107
METOL MOMET CNYXMWTE B KAYECTEE CKPMHWHIOBOTD TECTa ANA DONBWWHCTEA MATepuanos.

Mpy wccnegoBadHuk NpegnonarawT, YTe MaTepuansl pacTBOPAKITCA 00 MX
npegensHoW pacTeopumocT. YTobbl YyCKOpUTE NPOUECC PAcTBOPEHWA 00 AOCTHUMEHWA
npegensHoM pacTeopuMocTi, 0Bpasup MaTepuana uamens4atT (cm. 4.4.3.3).

4.4.3 Nogrotoska obpazuyoe

4431 Popma obipasya

Wccneayemeld  obpased, WIroTOBNEHHBIW cnocoDoM, aHanorMyHelM  cnocoby
M3roTOBNEHWA W3OenuA, mamenedanT. Ecnu obpazel MMeeT KepamUYeckoe NoKDLITHE, TO
NOKPLITHE CHAMAKT C NOANOMKA M 3aTeM WaMmens4yawT 4o Heobxogumoro pasmepa. MNpu
HEBO3IMOMHOCTW ONpedenyTe pasmepsl WIMenbYeHHbIX YacTWvl, TOTOBAT HaBecky
BellecTea va pacdeta 1 rHa 20 cm” MOOensHoA cpeibl.

4.4.32 MamensyeHue

YacTuup maTtepuana nony4awT NyTemM uamens4eHya obpa3aua B cTynke ua kapbuga
BoNbgipamMa ¢ NOMOLWLID NECTUKA.

4,433 Paamep wactuy

YacTuup obpa3sya JonyHe NpoXodnTe Yepes cUTo ¢ OTBepCTHAMK auameTpom 400
MEM W yYOSDHMWUBATBCA Ha CWTe C OTBEpCTMAMMK Auametpom 315 mem. [Ana nonyveHus
4acTUL 334aHHOMD pasMepa WCNonb3aywnT METOoA CyXoro cuta, npueenexHoro 8 150 3310-
1.

Ecnv HeBOAMOXHO NONYYWTE YacTUUb YK33aHHOMC pasmepa (HanpumMep, npu
W3IMENBYEHMKW NOKPLITUA), WUCNONL3IYHOT rpadyne MeHbluero paimepa. Paisep 4acTuy
3AHOCAT B OTYET 00 MCcneaoBaHusAx.

nDHME‘-I-EIHHE — cnone3oeaHue YACTHWL MEHEBW WX pasmMepoB, Y4eM onpensensdHoe 8
HACTORWEM NOONYHETE., BEPOHTHO, NPUBEOEST K YBENWYEHWKD pPECTEOPMMOCTH. W NO3ITOMY HE

OHHMOEKT  YMEHBLIEHWA NPOAVETOE PacTEOREHWA W HE OHWWO3HT COOTEETCTBWMA  DHUCEDB

OHONOrMYecKon BesonacHoCTH.
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4.4.3 4 NopgroTtoeka obpa3aua

Macca UCXOOHOro MaTepuana 3aesucuT OT ero PAacTBOPUMOCTH W ONpedenAeTeA B
COOTBETCTEMM C 4.4.4.3:

- BCNM PAcTBOPHMOCTE HWakas, BepyT (5,00 + 0,05) r matepuana;

- BCNW PAcTBOPHMOCTE Beicokan, BepyT (10,00 £ 0,05) r maTepwana.

4.4.4 XapakrepucTura obpazua AonA mMeTofa 3KCTPEManbLHOro pacTeopa

4441 Mnowans NoBepXHOCTH

Oon#Ha BeiTe AaHa XapakTepUCTUEA ra3onornoweHa obpasua ¢ MCNoNsL3oBaH e
COOTBETCTBYOLWErD MeToga, HanpuMmep, Mmetogom no ASTM D47E0D [6].

4.4.4.2 MnoTHOCTE

MnoTHocTe 0Bpa3sya onpefensAoT 8 cooTeeTcTeMKM ¢ 150 5017,

44473 PacreopymocTs

Ha ocHoee wHOpMaUWMK WMIrOTOBMTENA MNW APYIMX WCTOMHUEOB mMaTepuans,
exogAawme 8 coctae obpasua, knaccHPUUUPYOT NO WX PACTEODMUMOCTM KAk MaTepuanksl c
«BEICOKOW? W «HW3KOA» PACTEOPMMOCTEH CNEdyoLWKWM obpazom:

- pykoeogcTEYTCA PucyHkom 1 — Bnok-cxema NpUHATHS pewedus npu ewbope
METOO0B NPOBSAEHWA  WCCMEA0BaHWMKA  C  WCNONL30BAHWEM  3KCTPEMAaneHOMo W
MOOENUPYIOWErs pacTeopos,;

- ecnu (5,0 + 0,05) r mateprana nonHocTe pacteopawTea 8 100 Th pacTeopa B
cooTeeTcTEWM ¢ 4.4.8, TO MaTepuan obnagaeT BeICOKON PACTEBOPUMOCTEHD,

-ecnwu (5,0 £ 0,05) r matepuana He NONHOCTLID pacTeopalTca & 100 e’ pacTeopa
B COOTBETCTEMMK C 4.4.8, To martepuan obnagaeT HU3IKOW PACTBODHUMOCTLID:

- ecny MHPOpPMaLMA OTCYTCTEYET, TO CYMTAKT, |UTO Marepwan obnagasT BuICOKOW
PacTBOPUMOCTLH.

4.4.4 4 XapakTepucTrka MUEDOCTPYKTYpH obpaszua

MukpocTpykTypy o0Bpasua OUSHWMBAKT NO PEHTrEeHOTPaMMe, MNOoNyYeHHOW Ha

peHTreHoBCKOM  audbpakTomeTpe ¢ pa3dpewawwed  cnocobHocTeld 28 M

BOCMNPOMIBOAMMOCTE He Meree 0,02° cornacHo IS0 6474,

4.4.5 ObopyaoBaHue

4.4.5.1 Kontenrnep gna obpa3ua

B kadecTee koHTeWHepa ansa obpa3sya UCnone3yHT emrkocTe obbemom 250 cM’ M3
NoNUNponNUNedHa WNKM NONW3STUNEHa BbICOKOA NNOTHoOCTH. [ONA Kasgoro W3mepeHwus
WCNONB3YIOT HOBLIW  KOHTEWHep. He pekoMeHOyeTcs WCNONB30BATe CTEKNAHHbIE
HOHTEAHEPE!, TAK KAK OHW MOTYT 3arpA3HATE UCChNedyemMble pacTeODbI.

4.4.5.2 BopoHka broxHepa
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WcnoneayoT eopodHky BroxdHepa wnu nogobHyw ed, cnocobHy yOepwueaTb
HEepacTBOPEHHLIE YaCcTHULbI.

4.4.6 BydtepHbin pacTeOp NUMOHHOW KUCNOTEI

B kakecTee pacTBOPMTENA WCNONb3YKT BydepHeIR pAcCTBOP NUMOHHOW KWCNOTEl C
ypoeHem pH 3,0 £ 0.2 TemnepaTypol (37 £ 1) "C, xOTOpeIA rOTOBAT HENOCPEOCTEBEHHO
nepes WCnone3ceaHwem cnegywowmwm obpazom: (21,0 £ 0,02) r MmOHOrMApaTa NMMOHHONA
KMCNOTEl pacTeopawT B 500 oM’ soael knacca 2 no 1SO 3696 B MepHoM cTakaHe
BMecTUMocTbio 1000 cm”, pgobaenawT 200 cm® 1 mone/n pacTecpa rmapokcuia HaTpre,
aaTem gonueawT eBogod knacca 2 no IS0 3696 oo otmetiw. 404 cm’ aToro pacTeopa
CMellMBawT ¢ 58,6 cm? 0,1 mons/n pacteopa HCL

Mpumevanwe — Ecnv NporcxognT XMMUYECKSA DEAKUNA MEROY UWTpaTHEM Gydhepom
¥ MCCnegyeMelm 08pasLomM, To 3TOT METOO HE NPUIOOEH.

4.4.7 Xog aHanu3a

4.4.7.1 ViamepawT Maccy KoHTedHepa bes obpaaya.

4.4.7.2 WamepawT maccy KoHTedHepa ¢ npobod. Paaduuyy Mexay mMaccamwu
KOHTelHepa ¢ obpaayom 1 Besz obpasyua paccMmaTpUBaoT Kak maccy obpasua.

4.4.7.3 B koHTeliHep ¢ obpasuom goGasnawT (100 £ 1) cm” BycepHoro pacTeopa
NUMOHHOKW kucnoTel. Heobxoaumo, yTobel Beck oBpazey BbIN NOKPLIT PACTBOROM.

4.4.7. 4 KoHTelHep © COJepHHUMBIM NOMELWaT B TEPMOCTAT Npy Temnepatype (37
2 1) "C Ha (120 £ 1) 4. KoHTeWHep BCTPAXMBAIOT Ha Welkepe ¢ 4acTotol 2 [u. Ecnu
obpazel NONHOCTEH PACTEBOPMNGCA MeHee Yem 3a 120 u, 3aKaHYMBAKT aHAMNW3 ¥ 3aHOCAT
BpeMA PACTBOPEHHWA B OTYET.

4.4.7.5 KoHTEWHED W3IBNEKAKT W JAKT OCTETE 40 KOMHATHOW TEMNEPRATYDLL.

4476 BapewreawT ©UNLTPYHOWKMA mMatepyan (Hanpumep, ©UNLTROBANLBHYH
Bymary) ana onpeaenedua ero maccsl bea ocagka.

4.4.7.7 Pacteop uneTpyT, UNLTPAT OCTABNAKT ANA OJanbHeWWero aHanuaa,
KOTOPBIM HE AOMKEH XPaHUTECA B CTEKNAHHOW Nocyae.

4478 d©uneTpywwy cpeny (Hanpumep, OymamHeld QUNLTR) NPOMBIBAKT W
OUNLTPYIOT TpWU paza ¢ HebonblWKM KonuyecTeoMm Boaw (ISO 3698, knacc 2) ana Toro,
4Tobbl yoanuTs Bydep.

4479 Ocagok v MNETPYHLWYD Cpedy BbICYWMWMBAHT A0 NOCTOAHHOW MACChl B
NPUCYTCTEMKA BNArONornoTuTena (cMm. 4.3.2).

4.4.7.10 WamepawTt wmaccy $uneTpa © ocagkom. PasHuua mexgy Maccamu

thuneTpa ¢ ocagkom U Bes ocagxka v 8CTb MAcCa MaTepuana, OCawaeHHoro Ha uneTpe.
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4.4.7.11 Pazndvua mexay nepeoHaYansHol maccod npobsl v Maccol ocamaeHHoro
MaTepuana W ecTe Macca pacTBOpeHHOMO Martepuana.

4.5 MeTog MmoaenupyLWero pacTeopa

4.5.1 OcHOBHBbIE NONOXEHWA

MeToa wMoOgenupyloweroc pacTBOpa OCHOBAH Ha WCNonkioBaHuW OydiepHoro
pacteopa ¢ pH 74 + 01 wkax onpegenedo B 456 3T0T pacTeop Mogenupyer
HopManbHoe 3HadYeHwe pH AN\ BHYTpeHHeW cpelbl opraHuama.

4.5.2 lNpumMmeHeHne MmeToga

ATOT METOA NPUMEHRAIOT K KEPAMWUYECKWM MaTepManam Bcex BUOOE.

”l:lld'.'..'l gyarue - MexaHwam derpagadna 8 atoM METOOE MOMET OJOTNWYaTRCHA OT
MEXFHWIME JErpajaury B METOOE IKCTREMANLHOMD PACTBODA.

4.5.3 ®opma obpasua

4.5.3.1 KepaMuka C NoOKPLITHEM

Mpr wccnefoBaHWKA KEPaMKMEWM C NOKDBITMEM MCNONB3YIOT 0bpasybl Kpyrnod opMel
auvameTtpon (36 £ 1,0) MM U TonwuHol (2 £ 0,1) MM B cooTEBeTCTEBMM C SO 6474,
Heobxogumo OTMETWTL, 4TO NPW YMEHBLUEHMM COOTHOLEHWA NNOWanu NoOBEPXHOCTH K
obbemy, YYBCTBUTENLHOCTL METO4a MOOENUPYIOLWErs pacTeopa MOMEeT CHHU3WTecH. [AnA
KepaMUEK BCEX OpYrvx BWOOB Npobel TOTOBAT B COOTBETCTEMK C 4.4.3.

4.5.3.1.1 KOHTpONBHbLIE OWCEK

OnbITHEle 0Bpa3ubl 4ONKHEl BeiTe NOATOTOBNEHE! KAK NOKPLITUE HA KOHTPONEHBIX
OWCHax.

KoHTpOoNbHBIE OUCKKM Aon#HEl BeiTe guasmeTtpom (36 + 1) smm v TonwmHou (2 + 0,1)
MM, M3MOTOBMEHL U3 TOFO Me maTepwana, 4To W cyboTpaT, ¢ cobnmaeHuem MeTogMim
M3roTOBNEHWA KOHEWHOID Magenus.

4.5.3.1.2 IMCKEW C NOKPBITHEM

KoHTponbHele OWMCKW O0M#HEl BbiTe NOKPBITEI CO BCEX CTOPOH METO4O0M, KOTOpbIA
WCNONbL3YIOT NPY MArOTOBNEHWW TOTOBOID M3AENUA.

1l PAMEYMEHME — Ma-38 CHHHMEHHOIO OTHOLUEHWA mowagKy nogepxHOCT K DEII'I:-EM‘,’
YYBCTEMTENBHOCTE aHaNKW3a ﬁ'ﬂ:IET YMEHBLWSETLCH.

4.5.3.2 Kepamuka Apyrux BMOoE

Weneityemele  obpasysl  OomsHe!  OBITE M3MensYeHbl  ONR  aHanMza, c
WCNONb3ocBaHWeM MeTonos, onucadHelx 8 4432 w 4433 06pazuw rotoear
2HaNOTWYHO NOTOBOMY W3OENMID.

4.5.4 XapakTepHCTHKW oBbpasyos

4.5.4.1 OBWKe NONOHKEHWA
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Ona oBpa3yoe © NOKPBITUEM OOMMHE ObiTe  33pEerMcTpMPOBAaHEL  NNOWank
NOBEPXHOCTH, MUKDOCTPYKTYPE2 W PEHTITEeHOBCKWE XapakTepucTuku. [na Bcex Opyrux
KEpaMUK  OOM#Hbl  DbiTe  3apercTpMpoBadHbl  NNOTHOCTL, NNOWAAL NOBEPXHOCTM,
MWKPOCTPYKTYDA W PEHTIEHOBCKWE XapaKTepUCTHRK.

4.5.4.2 [INOTHOCTL

MnoTHocTe oBpa3ayoe onpedenanT no IS0 5017.

4.5.4.3 MUKpOCTRYKTYPHAA U PEHTTEHOBCKAA XapakTeprucTHEa

PeHTreHorpammy nony4awT © NOMOWbID pEeHTreHoBCKoro aWdpakTomerpa c
paspewatoweil cnocobHOCTED W BOCNPOM3BOOMMOCTEH He meHee 0,02°.

MUKDOCTPYKTYPHEIM  aHanua nNpoBoART B COOTEBETCTEBMM C  METOOaMM,
npueefeHHbIMK B ISO 6474,

4.5.4 .4 XapakTeprucTHka NOBEPXHOCTH

AonxHa ObiTe AaHa XapakTepUCTUKA rasonornolwerHya obpasya ¢ MCnonbL3IoBaHUEM
COOTBETCTBYLWErD MeToga, Hanpumep, metogom no ASTM D47ED [6].

4.5.5 ObopynoBaHue

4.5.5.1 KoHTenHep

B kauecTee KOHTEMHepa ANA uvocnegyemod npobel  Wonofe3ykT  OyTeifb
BMECTUMOCTEI 250 cM” M3 NONUNPONMNEHa WNKM MONUSTHASHA BLICOKOA NNOTHOCTH. B
KaMOOoM MCcCnefoBaHui Ana npobsl MCNONs3YHT HOBLIA KOHTEWHEP.

4.5.5.2 BopoHka Boxuepa

WcnoneayoT BopoHky BioxHepa wnu nogofHyi ed, cnocofHyl yOepwueaTb
HEepaCTBEOPEHHBIE YacTUULL

4.5.6 BydepHbIA pacTeop

B kauecTee pacTBOPWMTENA WCNONL3IYKT CBEXENDPUIOTOBNEHHBIA  GydepHbii
pacteop TRIS-HCIL. Ero rotoeaTt pacteopedHuem 13,25 r TRIS (rwgpokcumeTtian)
amuHoMeTaHa & 500 cm’ oAbl knacca 2 no IS0 3696, Oosogat pH 1 mons/n pacteopom
HC| go pH 74 + 0,1 npu temnepatype 37 “C. [dosogat obwem pacteopa oo 1000 mn
Boa0K KNacca 2 no 1S5S0 3696,

4.5.7 AHanNMz gUCKa C NOKPLITHEM

4.5.7.1 OBWKe NoNoKEHAA

Ouckr © NOKpeITHEM W DEe3 NOKDLITMA IKCNOHWPYKT B MOOENsHOW cpede YToDbl
onpegenuTb, HabnwoaaeTca N1 gerpafauns B yCNOBUAX HACTOALLEro MOAeNUpoBaHuA.

4.5.7.2 AHanu3 KOHTPONLHOMC AWcka

4.5.7.2.1 lNoMelWanT KOHTRONEHBLIA JWCK B KOHTEHWHEeD OANA NpoBedeHWA aHanKaa.
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4.5.7.2.2 B koHTelHep ¢ obpa3uom gobasnawT (100 £ 1) om” GydepHoro pacTeopa
NUMOHHOW KMCNOTRI. Heobxoaumo, 4Tobel Beck obpaszey BbiN NOKDLIT PACTEOPOM.

4.5.7.2.3 KoHTeWHep C COASpPHMMBIM NOMELWAKT B TEPMOCTAT NpM TeMmneparype
(37 £ 1) "C Ha (120 £ 1) 4. KoHTelHep BCTPAXMBAKIT HA Welkepe ¢ YacToTod 2 My. Ecnm
oBpa3zel NOMNHOCTEH PACTBOPMNCA MeHee Yem 38 120 4, 3aKaH4YnBaloT aHanW3 U 3aHoCAT
BpEMA pacTBOPEHWA B OTYET.

4.5.7.2.4 KoHTerWHep W2BNSKaT W 40T OCTHTE 40 KOMHaTHOW TEMNEpaTypLI.

4.5.7.2.5 PacTeop unsTpywT, PUNETRPAT OCTABNAKT ANA anbHeWWere adanuaa
{cm. pasnen 5).

4.5.7.3 AHANK3 OKCKA C NOKPBITHEM

4.5.7.3.1 OnpegenawT Maccy KepamMWJeckoro NOKPLITUA, BbIMMTAA Maccy OWCKa C
NOKPLITHEM W3 MACCh! KOHTPOMLHOMD AWMCKa ONS Kaw4oro aHanuaa.

Kawab ouck nonsed ObiTe BIBELEH A0 W nocne NokpeliTva, 4Tobbl onpefendTs
Maccy NoKPEITHE.

4.5.7.3.2 lNoMmeWwanT OKMCE C NOKPEITUEM B KOHTENMHEeD ONA NPpOBEASHWA aHan1aa.

4.5.7.3.3 B koHTeRHep ¢ obpazuom nodbasnawT (100 + '1}1:!.13 BydepHoro pacTeopa.
Heobxogumo, uTobebl Becs oBpaizey Bein NOKPLIT PACTEOROM.

4.5.7.3.4 KoHTenHep ¢ COOQep#MMbIM NOMELWAKT B TEPMOCTAT NpM Temnepartype
(37 £ 1) "C Ha (120 £ 1) 4. KoHTelHep BCTPAXMEAT Ha Wenkepe ¢ Yactotol 2 [Ny, Ecnwk
obpazel NOMNHOCTEH PACTBOPMNCA MeHee Yem 3a 120 4, 3aKaH4YvBaT aHanWa U 3aHocAT
BpeMA pacTBOPEHHWA B OTYET.

4.5.7.3.5 KoHTeWHep U3BNSKaT W A48T OCTHTE 00 KOMHATHOW TEMNEPATYDLL.

45736 BapewweawT QUNILTPYHOWYW cpedy (Hanpumep, GUNETPOBANBHYD
Bymary).

4.5.7.3.7 Pacteop hunsTpyoT, UNLTPAT OCTABNAKT ANA JansHedWwers ajanuaa
{cm. pasnen o).

4.5.7.3.8 DuneTpywWyw cpedy (Hanpumep, DymamHsid UNLTP) NPOMBIBAKOT W
hUNLTPYIIT TpW paia ¢ HebonslW MM KonWYecTeoM Boabl (150 3696, knacc 2).

4.5.7.3.9 Ocanok 1 huNeTPYHLWYK cpeay BeICYLWMBAKT 00 NOCTOAHHOW MACCh.

4.5.7.3.10 MamepawT maccy duneTpa © ocagkom. PasHuua mexay mMaccamu
twnbTpa c ocagkom 1 Bes ocagka ¥ ecTb Macca Marepuana, ocameHHoro Ha unesTpe.

457311 Paanuua mexay nepeoHaYansHoW wmaccod npobbl M Maccod
OCANOEHHOro MaTepuana v ecTe Macca pacTEOPEHHOro Matepuana.

4.5.8 Xopn aHanuz3a (Bce Apyrve BMAbLI KEPaMMUKK)

4.5.8.1 MamepawoT maccy KoHTeaHepa ez npobbl.
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4582 WamepawdT maccy KoHTedHepa c npoboi. Pazduua mexay Maccamu
KOHTeWHepa c npobon M Bez npobel M ecTe macca Npobel. Maccw KoHTerHepa u npobsl
BHOCAT B OTHET.

4.5.8.3 B KodTeWHep ¢ obpasuom fgobasnsot (100 + 1) oM’ BydepHoro pacTeopa.
Heobxogumo, 4Tobk! Becs 0Bpaizey BeIN NOKPLIT PACTEOROM.

4.5.8.4 KoHTelHep © COOQepHHMBIM NOMELWLAKT B TEPMOCTAT NpY TeMmnepatype (37
+ 1) °C wa (120 £ 1) 4. KoHTelAHep BCTPAXMBAKOT HA Welkkepe ¢ JacTotol 2 My, Ecnm
obpazel NONHOCTLHY PAcTEOPMACHA MeHee «em 3a 120 4, 2akaHuMBaroT aHanua 1 3aHocAT
BpEMA PACTBOPEHWA B OTHET.

4.5.8.5 KoHTERHED W3BNEKAKT W JAHT OCTEITE 40 KOMHATHOW TEMNepaTYpLl.

4.5.8.6 BapewneawT @MUNETPYOWYW cpeldy (HanpuMep, duneTpoBansHyw Bymary).

4.5.87 Pacteop UMNbTpyOT, DUNLTPAT OCTABNRAKNT ANA AanbHEHWero aHanuaa.
DUNLTPAT HE A0NKEH XPAHWTLCA B CTEKNAHHLIX KOHTEAHEpAX.

4588 ®unsTpyowyw cpedy (Hanpumep, DymamHsld QUNLTD) NPOMBLIBAKDT W
OUNETPYOT TpM pa3a ¢ HeDonswuMm konuyecTBoM eogsl (150 3696, knacc 2).

4.5.8.9 Ocanok v QUNETPYIOWYH Cpeqy BuICYLWWBAKT 40 NOCTOAHHOW MACCH (CM.
4.3.2).

4.5.8.10 WamepawT wmaccy $uNeTpa © ocagkom. PasHuua sMexgy Maccamu
duneTpa c ocagkom 1 Bez ocagka ¥ eCcTb Macca MaTepuana, OCaMgeHHoro Ha duneTpe.

4.5.8.11 Pazsvua mexay nepeoHaqvansHol Maccol npodbl M Maccol 0cawaeHHoro

MaTepdana W ecCTe Macca pacCTBOpEeHHOM MaTepuana.
5 AHanua puneTpaTa

5.1 OBwKHe NONOKEHHA

Yucno MeToOO0B MCCNenoBaHWA, NpoUeayp, TWAaTeNsHOCTE W TOMHOCTE NPOBESEHHUA
METOOOB aHanui3a NOCTOAHHO MeHATCA. Mpobbl, NO BOIMOMHOCTH, AHANWAWPYIT C
NpUMEHEHWEM MACC-CNEKTPOCKONWKM € WHOYKTUBHO CBAZAHHOW nna3imol. JonyckawTcs
OpyrKe MeTogdsl, Hanpumep aTtoMHo-abcopbUMOHHAR CNEKTPOCKONWA, KOTOPLIE NpM
onpegeneHHbl YPOBHAX KOHLEHTPAWMM M B 3aBMCUMOCTHA OT NPUPOAL! 3NEMEHTOBR MOMYT
HOCWUTE MHODMaTHEBHEIW xapakTep.

5.2 Beibop XMMHYECKWX BEWECTE M 3NeMeHTOB, NpeaHa3HaYeHHbIX ANA
aHanuaa

AHanway noaseprawT XMMUYeCKHEe BELWECTEA M 3NEMEHTHI, KOTOPLIE COOEPKATCA B

MaTepdane Kak elro COCTaBNAawwKe, a TakHe 3Jarpda3dHuTend, Hanpumep HEGO ML KE
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KOMWYecTBa 3NeMeHTOB, codepixawvecd B MCXOQHOM sMartepuans, und nonajawiimve B
MaTepuan e npoyecce 0bpaboTeM.

Obbem guNeTpaTa QOBOAAT A0 duKoupoeawHoro obvema 125 wnu 250 oM’ B
IABMCMMOCTM  OT  HadaneHoro obwema. Mcnonezoeanwe obbema dwMneTpara,
NPEBLILAKLLETD YKAZAHHBIE 3HAYEHWA, 00MNKHO DbiTe 0BOCHOBAHO.

5.3 YyBcTEMTENLHOCTL METOOA aHaNU3a

Mocne kawmOoro 3sKCNEpMMEHTa NPOBOAAT KOMWYECTBEHHbIM W KavyecTBeHHbLIW
gHanwWael pacTeopa C©  NpyUMeHedHWem  meTola, obnapawwerc  agexkBaTHOM
YYBCTEUTENBHOCTEHY (HE MeHee 107, MCNOoNB3YA, Hanpumep, aToMHO-abcopbUMOHHYHD
CNeKTPOCKONWKY  WNW MACC-CNEKTPOCKONMKY C  WHOYKTMBHO CBA3AHHOW MNNasMon).
PermcTpupyloT TONBKO COCTABNAKLWME PeuenTypbl, KOTOpsle ObiNM onpefeneHbl CBepx
Nnpegenos KONWYecTBEHHOTC onpefeneHis.

OnacHble MaTepuans pErMCTPUDYIOT, no BOAMOMHOCTH Nons3ysAch
COOTBETCTEYWWMK cTaHaapTamd 150, Kpome TOro, pervcTpupyoT BCE OCagkl Ha

SNekTpode cYeTYMEa ONA JanbHerWero aHanuaa.

6 OTyeT 0D McCcnegoBaHWK

B oryer of nccnenoBaHMu BKNIOYAKT BCe OaHHLIE, NOMYYEHHbIE B COOTBETCTBUM C
HacTOAWMM CTAHAAPTOM B X0e WCCNefoBaHuA, OLUEHKW XapakTepucTUE U aHanuaa:

a8} HaMMeHoBaHWe opraHM3aumniE, BEINONHWBLWEW KCCNEd0BaHMKA;

b} gaty npoeedeHWA MCCNefoBaHus,

C) 3amBnedHWe, 4TO HACTOoAWee WCCNefoeBaHue cooTeBeTcTeyeT Tpeboeanwam SO
10993-14, onucaxdue NobbIX OTKNOHEHWIA OT CTAHAAPTHOW NpoUedypsl ¢ 0B0CHOBAHMEM,

d) onucaHue MCNbiTyeMoro MaTepuana, BKNHYas KoNUYecTBO UMK HOMEP NapTumM;

e) TN MCCNEN0BAHWAS

1) BEICOKAA PACTBODMMOCTR,

2) HH3KaA pACTBOPMMOCTh,

3} 3KCTpeManbHeEIW (MHTRPaopansHbLIA),

4) akcTpemaneHeld (ISO 10993-14),

5) mogenupyemMeIn;

f} nnowanes NnosepxHoOCTU U MeTo pacyeTa;

g} NNOTHOCTE, MUKDOCTRYKTYPY W PEHTreHorpammy:

h) NpodonNAUTENEHOCTE MCCNEeO0BAHKMA,

I) pe3ynsTaThl aHanwaa:

1) maccy obpa3zua,
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2) obvem nobaeneHHoro pacTeopa,
3) BpemMs BolCYLIUBAHWE,

4} maccy hunsTpara,

5) maccy pacTeOpMTENA,

&) obren MNsTRAaTA,

7) XMMMYECKMIA aHaNKM3 W MeTod (ANA NoKPBITEX 0Bpa3Uoe NPOAYKTE Oerpafaumu
Kepamukn audgdpepedHyrposadHoe o7 cyboTpaTta, B CpaBHeHWd © unsTpatom npobsl

WCCNeqyeMoro M KOHTRONLHOMD AWCKa),

8) ana KakOooro anemedTa, MaeHTWgUUMPOBAHHOMD B (MNLTPaTe, pacyeT MAacChl

pacCTBOpEHHOMND aneMedHTa Ha NNowaib NoOBepXHOCTIA.
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Buenuorpadcuna

[1] | 150 9693 Metal-ceramic dental restorative systems
CHCTeMbl MeTaNNOKepaMu4eckue AnA ayGHoro
NpoTE3IupoBaHUA

[2] [S0 10993-]12 Biological evaluation of medical devices — Part 12
Sample preparation and reference materials
Ouexka BUoNorvyeckore JercTBrA MeOUUMHCKMY M3aenia.
Yacts 12. Mpurotoenedune npob v cTaHgapTHeIe obpa3ukl

[3] 150 10993-16 Biological ewvaluation of medical devices — Part 16:
Toxicokinetic study design for degradation products and
leachables
OueHKa BWonorvMyYeckoro OelcTBMA MedWUMHCKMY WaOennid.
Hacte 16. Mogenupoeanwe M MococnegoBaHue
TOKCHMKOKMHETUKA NPOAYKTOR Aerpajaumni M BbiMbIBAHWA

[4] 150 10993-17 Biological evaluation of medical devices — Part 17:
Establishment of allowable limits for leachable substances
using health-based risk assessment
OueHka DUONOMMYECKOro OSWCTEMA MEeOUUMHCKWX W3nenui.
HMacTte 17. YCTAHOBNEHWE NOPOroBeIX  3HAYEHWW  ANA
BbIMbIBAEMbLIX BELECTB

[2] ASTM C82 standard Test Methods for Sieve Analysis and Water
Content of Refractory Materials

[6] ASTM D47T80 Standard Test Method for Determination of Low Surface Area
of Catalysts by Multipoint Krypton Adsorption
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Mpunoxenne A

(cnpaeovHoe)

CeefeHHMA 0 COOTBETCTEMH MEXTOCYQAPCTEEHHbIX CTAHOAPTOR
CChINOYHBIM MEXOYHAPOAHLIM CTaHOaPTaM
TaBnuua OA.1

OB03HaYeHE W HEMMEHOBAHKE CrensHe OE03HEYEHME 1 HEMMEHOBaAHWE
MEMOYHAPOOHOM CTaHOapTa COOTEETCTEWA MENTOCYIAPCTBEHHOM CTAHOEpTa
IS0 3310-1:2000 Cuta — *

KOHTpOMNeHBE. TEXHUYECKHE
TpeDoEaHUE W METOORI
MenbliTadHuin, HacTte 1. Cuta va
NPOBONOMHON THEHW

IS0 3696:1987 Bopa anA — w
NabopartopHOro aHanwaa.
TexHuyeckne TpeboBaHKA 1
METOAbI HCNBITAHWRA

IS0 50171998 HManenwA — *
OrHeynopHeie nnoTHee. MeTtog
ONpEenensHne KEMyWencH
MMOTHOCTH, OTERBITOR W 00w el
MOPUCTOCTH

IS0 6474:1994 MmnnaH- — "
TALUMOHHBIE M3TEPHANL OM#A
apyprvn. Keppamudeckre
MATERWANM H3 OCHOBE OKMCK
ANHMUHWA BEICOKOA YHCTOThI

S0 BT 2:1945 MaTtepuant — “
KEDAMMYECKWE ONH
syBospavebHbix uenei

IS0 10993-1:2003 CueHra ioDT MOCT IS0 109593-1-2011
BMONOrMYSckoro QERcTEMA WMagenua meguyuHckre. DueHka
MEJWUMHCENY W3genui. HacTs 1. BUONOrMYeckoro 4eRcTENA
OUEHEE W MCCNENOBESHMA MEDWMUMHCKMY M3genun. Yacte 1.

CILEHKA M MCCn e00BEdHNA
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BMONorMYEckor OERCTEMA

DCHOBHBIE NPWHUMNE
MOBHTHOMESLMN W

NOTEHUWANEHEIX NPOOYKTOB
OErpagaumm

MEOWUMHCENX W3genun. Hacts 9.

HOMAYECTEEHHOND OnpenentHywA

DEO3HAEYEHME 1 HEWMMEHOBAHWE CTensHe CEoaHAYEHHME W HAWMEBHOBaHWE
MEsqYyHEpoOHoro CTaHgapTa COOTEETCTEMA MENTOCYASPCTEEHHOMD CTaHaapTa
IS0 10993-9:19499 Ouexxa IoT FOCT IS0 10993-9-2011

Mznenua meguuuHckre. OUusHKS
DMONOrMYBcKOrD QeRcCTEWA
MEOMUWMHCEMK Wagenyin. YaoTe 9.
CCHOBHBIE NDMHLWNEL MOEeHTgM-
KALWMM W KONWYSCTEEHHOMD
CNPEgENeHA NOTEHUMANEHBIX
NpoAyKTOB Qerpagaumm

CTENaHA COOTEETCTEWA CTavgapTa.

< |OT = MOEHTHYHEE CTAHOAPTE.

* COOTBETCTEYHOLWMA MERTOCYAapCTBEHHBIA CTAHAapT
PEKOMEHAYETCA MCNONBIDEATL NEPEBD HE PYCCKMA A3LIK AaHHOMD MEROYHAPOAHOID CTaHaapTa.
MNepesos AaHHOMD MEXAYHAEPOOHOMD CTAHOAPTE HAXOOWMTCA B PEenepansHOM WHPOPMALMOHHOM
hoHOE TEXHWYECKWX DEMAMEHTOE M CTAHOAPTOE.

Mpumevadde - B HacToAWEM cTaMOApTE WCNONLIOEAHD CReQyWes YenosHoe oBoaHadene

orcyteTeyeT. Qo ero yTBEpHOSHWA

FOCT rocTIso 10993-14-2011
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YOK 615.46:002:006.354 MKC 11.020 P20 oT

Knwouyeesle cnoBa: WCocnedoBadHWe gerpagalyue KepamMUAMeCEM Y MaTepHanos, XMMUYeckne

CBOMCTBA, MEOWUMHCKME W3OENWA, KATErOpWM, MeTo4bl WOSHTUUEAUWKA, NpogyKTol

aerpagagum
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