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Mpearncaonue

Henn, ocnopibe TPHHIMNLL B OOPAOOK OPOBEISHUE paboT M0 MERrocylapeTBen o
crapaapriHiauny yeranosaenst  [OCT [.O—92 «MemrocyoapeTeennans  cHCTEMA
craiapriianay. Ocuoentie nonosmennss w [OCT 122009 «MemrocyaapeTsennas cucTema
cranaaprHianny.  CTauaaprel MERToCYRapCTBENNLE, OPAaBHIa M PEKOMEHIALMN 1o
MERTOCY apcTREHNOH  cTapaapTiiannn.  [Ipasuna  paipaloTkl, OPHHSTHE,  [NPHMENSITHA,

CONOBEIEHNA H OTMEI LI

Ceeaenus o (rangapre

I TIOATOTOBRIEH  deaepanuiiniy rocyJapeTBEHHLIM  YHHTAPHEM  OpeInpHaTHeM
«BeepoccHACKHI HAYYHO-HCCTEAOBATENLCKHA MECTHTYT CTARIAPTHIALMH H CepTHRHKALHE B

sampocTpoeaudy (BHHHHMALLL

2 BHECEH enepanuipiy areNTeTEOM 110 TEXHHYECKOMY PETVIHPOBAHHIO H METPOIOTHA

i Pocctannapr)

3 TPHHAT Mesrocy apeTBeHibiM  COBETOM N0 CTAHJAPTHIALHH, METPOJIOTHH M

ceprHipurauuy (npotokon Ne 41-2012 o1 24 mas 2012 1)

3a NpHIATHE CTAIIANTA TPOrOUIOCORLTH!

KpaTsoe nanMenoBanie cTpainl no Kon crpanut no Coxpamiennoe HauMenoBanHe
ME (HOO 31660 004-—97 ME (OO 3166) HAKGHATLIONG Oprana
004—97 10 CTANIAPTHIALHH
AcenDaiimsan AL Ascranaant
Benapyce BY Noceraugapt Pecnyonmniy benanyen
Kamaxcran kZ [MNocoranaant Pecovinnen Kasaxcran
K nipremeran K KuiproseranganT
Monoosa KSEN Mommosa-Crannant
Poconilckas Penenanuna R1) Poceranmant
Taasurneran T TamaukcTanmapT
Yabexkucran Uz YacTanaapr

4 MMpurazom Pegepaibioro areHTCTER N0 TEXHHYECKOMY PEryIHPOBIHHIG B METPOIOTHI
ot O noabpa 2012 r. Ne 647-c7 memrocynapersenniil cramtapr DOCT 3158052012 (150
F1979-52006) Bepeaen B AeHCTBME B KAUecTBe HauHonansnore crangapra  Poccouiickodl
Pegepaunn ¢ | susaps 2015 r.

5 Hactosmmii  cramaapT  MOAWHUHPOBAN N0 OTHOWEHHIO K MERIYHAPOIHOMY
crannapry SO [1979-5:2006 Ophthalmic  implants Intraccular  lenses Part 35:

Biocompatibility {Hsnnasrars ofranesonorsveckne. Hutpaokynapinwe nupisl. Yaers 5.

[
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Broforieckas coBMECTHMOCTE) NYTEM HIMEHEHHA CTPYETY L.

CpaslieHne CTPYETYPE MEHIYHAPOAHOre  CTalJapTa ©o  CTPYETYPOH  HACTOAINETD
CTAHAAPTA NPHESIEHO B npunoxenin H

Hononmureasnsie fpassl, cloBa, NOKATATENH HWHIH HX IHAMEHHA BHECEHM B TEKCT
CTAHIAPTA W BLIIEICHL] KYPCHBOM

Crenent cooTeeTcTiAA ~ Moanduuuposannas (MOD)

Crannapr nogrotoened na ocuoee npuMenenns NOCT POS2RSE-2007 (HCO 11979-
5:20040:)

& BBE/IEH BINEPBLIE
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B Poccwickol Tegepaurd HACTOAWMK CTAHOART HE MOMET ObiTh NONHOCTEK WK Y43CTHYHO
BOCNPOWIBENEH, THRARMDOBAH W DACNDOCTRAHEH B KAYECTEE OMUMANEHOND Wigadda Dea paspeeHra

PegepansEHOns argHTCTEa Mo TEXHWYECKOMY DETYNIMPOBAHKIO W METRONOMMH
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MEXIOCYOAPCTBEHHTEBH CTAHOAPT

MMMNNAHTATEI O®TANBMONOrMYECKWME WHTPAOKYNAPHLIE MWUH3bLI
Yacte &

BEwonorv4yeckas COBMECTHUMOCTL

Ophthalmic implants. Intraocular lenses.
Part 5. Biccompatibility

Oata seegerna 2015-01-01

1 ObnacTs NnpUMeEHEHUA

Hactoawu®  cTaHnapT  pacnpocTpaHAaeTCcA  Ha  nNepefHekaMepHble W
JaAHEeKaMEDHBIE HHTRPAoKYNAPHEIE NKH3EI (aanee — WMOJT) He3asuCcUMO OT MaTepuana,
M3 KOTODOro OHW W3roTOBNEHe!, MEeCTa NOoKanuiaudy WX B rMmaly nagueHTa W ux
OYHKUMOHANBHOND  HAa3HadYeHwAa  (NpoTe3  XpycTanuka rMma3la  WvnW NKH3a,
npenHasHadYeHHan ANg Koppekue adakuy ¥ aHomanuy pedpasymm).

CrtaHpapt ycTaHaesnueaer TpeboBaHuA K OUBHHE Buonorvyeckon
COBMECTWMOCTH MaTepwanoe ona waroToeneHwAa WOIM, a Tawxe wMeTolbl WIMKO-

XHMWYECKHX M BHMONOMMYEcKY MCNBITaHMA.

2 HopmaTHUBHLIE CChINKKW

B HacToswem cTaHfapTe MCNoNb30BaHbl HOPMATHMEBHBLIE CObINKWM HA CNEedyHLwme
CTaHaapThi:

FOCT 1SO 10993-1—2011 HMadenus meduyuHckue. OueHka BUONDEUYECKO20
dedcmaun Medudurckux uazdenud. Yacme 1. Ouerka u uccnedosarus

FOCT IS0 10993-3—2011 HMadenus meduyuHckue. Ouerka BUONOSZUYECKOR0
dedcmeua meduyuHckux uzdenud. Yacmes 3. Hcocnedoesanue 2eHOMOKCUYHOCMIU,
KAHUEPO2EHHOCIMU U MoKcuYeckoao dedcmeus Ha penpodykmuaHyio (hyHKULIK

FOCT 1SO 10993-5—2011 Hadenus meduyuHckue. OueHka BUONOZUNECKO20

dedicmeun medulurckuy uzdenud. Yacme 5. Moonedogakue Ha ULIMOMOKCUNHOCTIE.

Hapauue omumansmoe

|
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memods! in vifro

FOCT IS0 10993-6—2017 Madenus meduyuHckue. OueHka OUONOSUYECKO20
dedcmeaun MedulyuHckux wzdenul., Yacme 6. Mcochedosaxue mecmudozo delcmeus
nocne uMnaHmaduu

FOCT 150 10993-10—2011 Madenus meduuyluncxue. OueHxka BUONOSUNECKOZ0
delicmaua meduyuHckux uzdenud. Yacme 10, HMeocnedosadue pa3zdpawawwezo u
ceHcubunuaupyroweao delicmeus

FOCT 150 10993-12—2011 Mzdenus Meduuudcxue, OueHxa BUONOEUYECKO20
dedemaua mMeduyuHekux uadenud. Yacme 12. MNpuzomoenenue npolb u cmaddapmusie
abpaszis

FOCT 150 14971—201171 MWadenus meduyurckue. MpumerneHue MededxMesma
pUCKa K MedULUHCKUM U3denuam

rocr 31580 2—2012 (150 11979-2:1999) Mnvnnanmamei
ohmansMonozuYeckue. MHMpPackynapHele nuHasl. Yacme 2. Onmuyeckue ceolicmeaa u
Memodel Uchsimanud

rocr 371580.3—2012 (IS0 11979-3:1999) Mnvnnasmamei
ohmansMoosudeckue. MHMpaokynapHese nuHssl Yacme 3. Mexaruveckue ceolicmea

U Memodsl Ucasimadu

Mpuumedadue — Mo NONLICEAHWA HACTOALMKM CTaHOapToM Uenecoobpailte NpoRepMTe
OEACTEME CChINOYHBLY CTAMZAPTOR NO yeazaTenw sHauvoaneHsle cTAHOApTRe, COCTABMEHHOMY No
COCTOAHMIO Ha 1 AHBapA TeKYWEro roga, M no COOTESTCTEVIOWMM WHDOPMAaUHOHHEIM YEA3ATENRM,
onyBNUKCEaAMHEIM B TeKyles rogy. EcnM CChiNoYHeEl cTaHdapT 3amesed  {(MameHeH), 10 npe
NONEIOEAMMA  HACTOALMM CTAHMOAPTOM, CRegyeT PYKOBOACTBOBATECHA ISMEHANLNAM (MIMEHEHHBIM)
CTaKMaapToM. ECnu cChiNOoYHEE CTaHgapT oTMeHed Dea samedsl, TO NONOHEHWME, B KOTODOM JAHA CobNKa

Ha HETD, MPWMEHASTCA B YACTK, He IATPATHEIIOWER 3Ty CobINKY.

3 TepMmHHbI, oNpeeneHA U COKPaLLEHHA

3.1 B racmoAwem cmandapme MpuMeHeHkl MepMurbl N0 HaUUOHANEHOMY
cmaHdapmy eocydapcms, YIOMAHYMLIX & npeducnosuy, Kak Npo2o0/ocosasliux 3a
ApUHAMUE  HAacMoAweao MexaocydapcmeedHozo cmaddapma U cnedyrowjue
MEpMUHL! C COOMEBMCMEVOWUMUY onpedeneHuaML!

3.1.1 ucneimanue dezpadayuu mamepuana (material degradation test):
Mcneimadue, komopoe onpedensem nomeHyuan despadayuu mamepuana.

3.1.2 pacmeopumens (sofvent): Bewecmeo (xumuxkam, HANOARUMENs, cpeda),

2
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ucrons3yemoe dnA cMavueanun, pazfasnenrus, CyCreH3UpoaanUn, 3KCMpasuposaHus
Uy pacmeoperus ucnsimyeMo2o mamepuana.

3.1.3 woHmponsHeiu pacmeop (reference solution): Pacmaopumens,
HOMopeld  OUeHUEaeMCcA  OOHOBPEMEHHO  CO  CMOYEeHHLIM,  pa3baeneHHLIM,
CYCNeH3uposaHHkIM,  3KCMPAZUPOSaHHLIM UMW PACMBOPEeHHLIM  UCNLIMyeMbiM
Mamepuanom.

3.2 B racmosawemM cmaddapme NpuMesaom cnedyiolue CoKpaLeHun!

MNd-YAG — anmomo-ummpuessit 2padam, akmuguposadHsill Heodumom,

In vivo — 8 ecmecmaeHHLIx yenosuax,

In vitro — & nabopamopHLix YCIOBURAX;

Y@-uznyyeHue — yhempaduonemaoase UanyyeHus,

B3MX — 8biCOKOMONEKYNApHEIL  XudkocmHold  xpomamozpadh  esicoko20
daeneHun,

X — 2a308sild xpomamoszpadh,

MX/MC — aazoesil xpoMamomacc-cnekmpomMemp;

CIM — crkanupyrowuld 3nekmpoHHLI0 MUKDOCKON.
4 Obwme TpeboBaHWA K oueHKe BUONOrMYECKOW COBMECTHMMOCTH

4.1 OueHky DUONOTKMHECKOW COBMECTHMMOCTH MCNLITYEMOro MaTepHana cnenyer
HaYyWHaTE C NepBoHaYvaneEHoOW OUEHKM pUMCKa B COOTBETCTEBMW o FTOCT IS0 149771,
nNpoBOAA cnedyowuWe NercTBYA!

1) paccMmaTpyvBaDT Pe3ynNeTaTsl PHIKNKO-XUMUYECKUY HCNBITAHMA NO pazneny 5;

2) NpoBOgAT  OUEHKy  WMCNBITYEMOro  Matepuana  Ha  OWMonorvyecky
BesonacHocTs no FOCT ISO 70993-1 v [1], yuuTolBan pe3aynsTaTel MU3MKO-XHUMUYECKUX
MCNLITaHWA No paageny 5.

4.2 QOueHka pucka ernwMaeT B cebAa OUeHKY NOTEHUWANEHON BO3MOMHOCTH
H3MEHEHWA CBOWCTB WCNLITYEMOroc mMarepwana, Hanpumep, 3aTBepdeHue, NO3TOMYNpH
oueHke BWoOnNorvyeckoW COBMECTMMOCTH  HeobDX0AWMMO  WaAYyuWTe  NpefbICTOpPHID
KNUHUYECKDID WCNONE20BAHWMA Marteprana v Mogensid #MWBOTHEIX ONA WCNBITaHWA
CTOWKOCTW MaTepuana.

4.3 TMpw oueHke BUONOMMYECKOW COBMECTUMOCTH HEODXOOMMO Tak#e NPOBECTH
oueHky BWONOrMYMEcKoro OeWCTBMA Martepwana no FOCT SO 10983-3, FTOCT IS0
10993-5, FOCT IS0 10993-6, FOCT 50 10993-10 v no pazgenaM 5—6 HACTOALWErD
cTaHpapra.

4.4 Bce nonyyYeHHsle pe3yneTatel ouedkn no  4.1—4.3 Heobxoaumo

3
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0bbeauHUTE B ODW Y OUEHKY pUCKa/Nons3kwl B cooTeeTcTeuKn ¢ FOCT IS0 14971,

2 DPUIMKO-XMMWYECKHE MCNBITAHMA

5.1 Obwwe TpebopaHua

5.1.1 K ©U3MKO-XMMUYECKMM WMCNBITAHWAM OTHOCATCH Chnefyrwwrs WCNeITaHKWA
Ha:

a) NOMHYK 3KCTPaKUMID,

b) eBsllenadveasMblie NPOOYETHL

C] TMOPONHTHYECKYHD CTOMKOCTL!

d) doTocTabunbHOCTE (CTOWHOCTE KY®-/BUOMMOMY MaNYYEHMKD);

€) CTOWKOCTb K BO3QeWCTBMID nanyyveHus Nd-YAG nazepa;

f) OuEHKY HEPACTBOPMMbIX HEQDIAHMYECKHX BELLECTE.

5.1.2 UenaMw vcneiTadyuid no 5.1.1 ABNAKTCA:

a) onpedenums  KONUWECMEOD  HUIKOMOMeKyIApHbIX  aewecmeas  HOJ,
cnocobHbIX NPU UX 3KCnAyamayuy e 2na3sy esidenamech 8 cpedy myaded anaza,

b) onpegenuTb KONWYECTBO NPOAYKTOB OECTPYELUMK B pe3ynbTaTte rMaponunaa;

C] onpegenuTb KONWYECTBO BbillenavlBaeMelX XMMHWYECKWX NPOOYKTOB,

d) obner4WTs NpoBELEHWE AHANW33 PWUCKOE, BbI3LIBAEMBIX TOKCHMYHLIMK
NpOOYKTAMKM, KOTOpLIE NOABNAKTCA B pe3ynkTaTe WIroTOBNEHWA, NPU MCNONL30OBaAHWK
WKWNK CTApEHUKW MCNBITYEMOro MaTepuana.

J'_J'ﬁ-n'..l MevaMue — [od MUINDWOMeN YTARKBIMLY G2LLeCTMEAML  NOMLUMamT. OCRIEMoYHbLil
MOHOMED, DaINUYHERE pﬂﬂhl dobaeoi, UCNMTLIYEMEN MU CUNMEess MOHOMEDE, 4 MIkKwe aoIMoONHLIE
TpUdecy, monadaiouiue @ MonuMED MU wazomoaiasuu WO u ux ynakoass.

5.1.3 PeaynkTatel dcnbiTaHdd no 5.1.1 QonkHsl GbITeE  38pervcTpupoBaHsbl
MCNBITATENAMM WM BENHOYEHE! B OUEeHKY pucka no FOCT IS0 14871,

Ecni kakoe-nubo wvoneitadve no 511 He Beino npoeegeHo, Heobxoaumo
NpedcTABUTE  OOKYMEHTansHoe ofBoCHOBaHWE, nogTeepxiaoles pelaH1e
MCNLITATENA O HENPOBEOSHWK 3TOMD UCNBITAHWA.

5.2 MenbiTaHKWe Ha NONHYK 3KCTPaKUMWK

521 Meneityemeld maTepwan gonsed ObiTe NPOBEpeH HA 3KCTparvpyembie
BelecTea B YCNOBWAX NONHOW 3IKCTPaKUKMK No MeTogdy NpunoxeHns A,

NaHHbil MeTod COOepHMT HECKONbKD YCNOBWMW 3KCTPaKUWMK, BENMOYaR cpelbl,

TEMNEPATYPY W ANMTENLHOCTE.

4
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NonyckaeTca UCNONL3IOBATE ANbTEPHATUBHEIE METOOLI MCNLITAHKUA NPK YCNOBKK
COBNaAeHWA OLEeHKW pe3ynbTaToB.

5.2.2 MNpwu ucnelTadun Heobxogumo cobniegarts cnegyowme yenosua:

a) NpPUYMHE!, NO KOTOPsIM Db Beibpad Kaxgbld pacTBOpMTENb, AOM#HbI DbITh
0B0OCHOBaHB M JOKYMEHTANLHO OopMNeHbI;

b) cpeabl ANA IKCTPAKUWKM QONKHE DbITh NPOAHANW3UPOBAHE! B KAYECTBEHHOM W
KONWYEeCTBEHHOM OTHOWEHWMW B KOHUE 3KCTPaKUWK Ha BO3MONHLIE 3IKCTparupyembie
KOMMOHEHTHl MaTepuana. Hanpumep, 3arpaaHaolLWe BeWwecTsa Npouecca, OcTaTouHbIe
MOHOMEpPEI, A0DaBKK W OpYyrMe KOMNOHEHTH. YpoBeHbs obDHApYHEHWMA SKCTparvpyemMblx
BellecTs JoMKeH ObiTe YCTAHOBNEH HA OCHOBAHWW OUESHKM PpWCKa CyMMapHoro
BO3NEWCTBMA HA NaLwWeHTa U JonxeH ObITh BhipaxeH B MKNT MaTepuana;

C} WMCNbLITYeMblA MaTepwan HeobxogWMO B3BECHTE 00 W NOCNE 3KCTPaKUMK.
Nboe uaMeHeHe Macchl J0NHKHO BbITe 3ahMKCUMDOBAHO.

523 Peaynbtatel  MWCNbITAHWW  OOMEHb  ObITe  33aperMcTpuMpoBadsl aAnA
nocnegyrowen  OUEHKW  pUCKa Ha  MOTeHUWansHO  BpedHble  BO3OeWCTBWA
IKCTparvpyeMslx MaTepuanos.

2.3 MenbiTaHMe Ha BeIWENaYHMEAEMEbIE BEWECTEA

5.3.1 WcnelTyemsld maTepran fon#ed BeiTe NpoBEpEeH Ha BhliWenadYvBasMble
BSlecTEa B UMUTUPOBAHHLIX DHU3IUONOTHYECKMX YCNOBWAX NO MeTody npunoxeHna b.

NaHHbIn MeTod COOepHMWT HECKONbKO YCNOBWMWA 3KCTPaKUWMKW, BHENHYMaR cpejb,
TeMnepaTtypy U ANUTENBHOCTL.

5.3.2 lNpW WcneiTaduk Heobxooumo cobnionate yonoewa 5.2.2 v TpeboBaHwA
D.2.3.

5.4 MenbITaHWe HA TMAPONHUTHYECKYHD CTOHKOCTL

5.4.1 WMcneiTaHue Ha rMaponuTHYeCcKyH CTOWKOCTE HeobxoauMo NPoBOaWTE NO
MeToay npunoxequs B.

5.4.2 Mpwu ucnelTadun Heobxogumo cobnienarts cnegyowme yenosua:

8) OUEHWTL CTOWKOCTE MATEpWana & BOOHOW Cpele npW Temnepatype (35 £ 2)
“C B TedYeHWE NATHW NEeT WAKM NpW  NOBbIWEHHOW TemMnepaTtype B TEeuYeHWe
WMWUTHUPOBAHHOID BpEMEHK BO3ASACTBUA TaKHe B TEYEHUE NATKH NaT;

b) WMMWTWUPOBAHHOE BpeMA BO20SHCTBMA HeobXOAWMO OonpefendTe MyTem
YMHOMEHNA O2WCTBUTENLHOMO BpeMeHWM WccnefoBaHWs Ha  Koadduuwmedt  F,

paccyMTLIBaEMbIA No hopMyne

5
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F=gpfa Tl (1)

roe T, — NoBblleHHan Temnepatypa, “C;
To — TemnepaTtypa BHYTpW rNaza, paexas 35 "C;

C} NpoaHanuavwpoBaTe  BO3OSWCTBYIOWYHW  cpely B KAauecTBEHHOM W
KOMMYECTEBEHHOM OTHOWEHWMKM HA HanW4Yve XMMUYeCcKHy BellecTB B KOHUE Meprogda
BO3O2WCTBMA,

d) npoeecTu vccnefoBaqHye MCNBITYEMOro Martepuana 4o M Nocne MCnbiTaHWA:

- CMNOMOLLGH CBETOBOMO MUKPOCKONA NpW yeenudedun 10° v Boiwe;

- CMNOMOLWbK PACTROBOrO MMKPOCKONA NpK yEenuyeHun S00° 1 Boiwe.

McneiTyeMmeld Matepvan HeobxoQWMO CpPaBHWTL C MaTepuanoM, KOTOpbiW He
noaseprancA BO3O0elCTBUKD BOOHOW cpedbl. [pW CpaBHeHMW BO BHelWHeM Buje
NOBEPXHOCTEN WMCNBITYEMOrO MAaTepWana He OonwHo ObiTe Ny3bipbyoB, OeHOPWTOR,
pa3pbIiBOB WM TPELWMWH,

e) 3aperMcTpypoBaTh KoathdrUHeHTH CNEKTRansHor NponycraHWa
MCNBITYEMOrO Mmatepwana B ¥@ 1 BUOMMOA 0BNacTAX CNeKTpa 40 W NOCNE WCNbITAHWA.
MyTem conocTaBneHWA cnekTpoB ybeQuTeECA B TOM, YTO KOAMWUWEHT ChexkTpankHoro
NpONYCKaHWA CYLWEeCTBEHHD He WaMeHunca. B cnydyae WCnonb3oBaHWua Npe MCNbITaHUM
roToBeix MON onpegenute ontudeckyw cuny MO oo v nocne weneitaduAa. B cnyJae
WMCNONbL30BAHWA  WMCXCOHOMC mMartepdana  Heobxogwwmo onpefendTe  NoOKasaTenb
npenomneHua matepwana. Ontudeckas cuna WMON wnn nokaszatens npenomMngeHMs
WMCXOOHOMD MaTtepuana oo W nocne WCNsITaHWA He O0MMHBl CYLUECTBEHHO DazNUMYaTLECH
(£ 0,25 anTp — gna MO ¢ onTHYecKoW CHMNor paedoil 20 anTp).

5.4.3 Pesaynemamel UcNLIMadua JdonxHel Beimbs  3apeaucmpuposans:  Ana
nocnedyoweld OUeHKU pucka Ha nNomeduuansHo epeddsie eozdelicmeus  u3-3a
HecmabuneHocmu mamepuana & eoduol cpede.

55 MWeneiTanwe Ha poToCTabMNBHOCTL

5.5.1 WMcneitadue Ha doTocTabunbHOCTE NPOBOOAT MO METOOY NpMNowkeHWa .

5.5.2 TMNpu npoBedeHWl UCNEITAHWA NepeqHerkamepHblx MO Ha CcTOWKOCTE K ¥ $-
WM BUOMMOMY WANyYeHKH HeobDxoOuMo NOOTEEpaWTL, YTO MEeXaHWueckwe CBOWCTEA
HMCNbITYEMOre Martepuwana, NoABeprHyTore YO-uanyyeHn, WAeHTHYHEI MEeXaHWYecKnM
CBOWCTEAM He Noasepraemorg ¥ M-uanyyeHuso UCNsITYemoro matepuana.

553 CnekTpancHble AWanaioHbl WCNLITYEMOrD MaTepuana, nogeeprasmoro

OercTEMRD  Y®- W BHOWMOMD Hany4YeHWA, W EKOHTPOMBHBIX  MaTepWanoeB, He

]
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NoABepraeMslx DeACTEHED WaNYYeHWA, JONKHE ObiTe MOSHTHYHBIMA.

MprMedaudua

1 (MepegHesamepble  MOM, NOQESPrEyTEE  WINYHEHWAID, O0M#HB OETE  WCNRITadsl Ha
mMExanndecsde caokorea no FOCT 315803

2 YCTAHOBNEHD, 9T NPH BonelTadkmg WON gedcTeadio YO-uanyde ks QoNyCTHMe CNeayiowme
napameTphl:

) WHTEHCHBHOCTE WaNyYedds YO-A in vivo B adanaiode ankd sond o7 300 oo 400 Ha npd
oceelweHil WO audbyaqbim ceetom 1= 0.3 mBT/om’.

MNoHHATaA B MEXOYHADOOHOM MACWTabe OUEHKA NONHOR HHTEMCHBHOCTHA CONKEYHOND CBeTa
cOoCTapnqAeT cpenwes ot 1 KBTS = 100 MBT/cM® B CONHEMMBIX pernoHax, Bnuakkx & akeatopy. Yacte
OMWH BONH HANYyYeHWa Bnuakors K ¥® e ganaszone o7 300 go 400 W cocTaanAeT npubnuadTensHo 6.5
%, OT CYMMApHDR WHTEHCHMBHOCTH, T.8. okono 6.5 mBricm®. MO nonsepraliTca NeRCTEMI0 CONHBYHBIX
My4el, KOTOPbe OOCTHrAINT y4ACTHOE NOIAOW POrOBHLE W BHYTPWIMasHol wuikocTH. B npegenax
COMNHEYHOND CNesTpa Ta 4Y4acTe WanyyYeHdd, Bnuakoro | Y@O-WanyseHqs, £oTopan He Normnowastca
POFCBMUEHA W BHYTPWMMAEIHOR MWMOKOCTRK) W KOTORAA  MOMET NOTedMuManeHDd  paipyWwhte  HWON
NOCpEACTEOM DOTORMMWYECKON OECTPYHLMK, cocTaenAeT npuéndadTensHos ot 40 % ao 50 %
cymMmapHoro Yo-A panyyenns. Npeinonosue, 4T0 POroEdUa | BHYTRHINAIHAR MNOHCCTE NornewarmT S50
% YA wanyyenua, MO nogeepraTed A8RCTEMIO nanydedda B 3,25 mBt/cq” B granasole ot 300 oo
400 WM NpH NOAHOR MHTEHCHEHOCTH CONHEYHOrND cBeTa. CHWTASTCA, YTO HHTeHCHMBHOCTE Dy Mo
OTRAMEHHOTO CBETa COCTABRMSET OOy OSCATYI0  BhIWEYKAISHHOMD  aHadednd. CneacBaTenbHo,
MHTEHCHBHOC T 00NyYeHMa MO in vivoe cocTaanseT npuinuanTensHoe 0,3 MBT/oM™

b  emegHeBHAR NPOSOMMWUTENEROCTE OONYHEHWA CONHEYHEM CBETOM [ coCTaBNART 3 4,

C}  NpOgon¥MTENEHOCTE BOAQEACTENA in vive T, = 20 neT;

d)l  KoMPOUUHEHT WHTEHCHBHOCTH 1 =1 (T.2., MaECHMANEHAA WHTEHCHBHOCTE, ECNW WMETE B
BHOY COMNHEYHLIE PEIACHE ).

MpoaoMEUTENLHOCSTE MCNBTAHKA N vitro T;, 8 QHAK, MOMHD DACCYMTaTE NO QopMyne

-1

_f w I 2!‘-"
T, = 365- T, [_2 -{_ , 2)
ARYS

roe fy — HHTEHCHBHOCTE WCTOYMMWEA WINYyYeHKA inwvilfo B gdanazode andd sond ot 300 go
400 um [2].

Mpumep — Ecau b = 10 MBmicam®, T, = 27,4 dus.

5.5.4 Peaynemamesl ucieiMaxdus JonxHel OblMe 3apezucmpuposadsl dna
nocnedywolgeld OUEHKU pucka Ha MNOMeHUyuansHo epedHbie eozdelcmeun u3-3a
npodykmog decmpykuuy, oBHaPyXeHHBIX MNPpU NpogedeHull UCNLITIAHLUA.

5.6 MWcnbiTaHWe Ha Bo3aeWcTEME ManyyveHuAa Nd-YAG naszepa

56.1 Wecneitadue Ha soageicTeure wany4eHus Nd-YAG nazepa Ha vcnuiTyemeIn
Marepuan NpoBOOAT METOLOM NC NpunoxeHuo 1.

56.2 MNpu BO3OEWCTEMM MANy4YeHWA Maszepa He [OOMNkHbl BbIOENATLCA

.
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LUMTOTOKCHYECKWE BEWLECTEA.

5.7 OueHKa HepacTBOPWUMbIX HEOPraHHMYeCKWX BELWecTB

5.7.1 Marepman ana uarotoenedna WOJ ponmed DoiTh OUBHEH HA HAaNW4YMe
OCTATOMHOMD COOEpHAHWA HEPACTBOPMMBEIX HEOPraHWMYECKWUX BELLEeCTE HA NOBEpXHOCTH
W BHyTpW WO, NOABNAKLWMXCA NpW  WIrOTOBMEHWKM MATEpPMAana WNK  BHECEHWW
TexHonoruyeckmx  gobasok. Ecnw  ocTaTodHoE  CcOOQepaHWe  HEepacTBOPMMbIX
HeopraHwdeckuy BewecTte waeHTudwyuposado, WOMN  cnegyer oueHueaTs B
OTHOWEHWA TakWxX OCTATOuYHbIX BewecTe. MeTodwl WCNBITAHWA, WCNONb3ayemble ONA
NpoBEdeHMA TAKOW OUEHKM, [O0M#Hbl ObiTe  WMABHTUWUWMPOBAHE!, OUEHEHBI W
obocHoeaHel. CnegyeTr nNpUMeHATe MeTodw ¢ npedenom obHapywedua 0.2 wsurir
(BHyTpr MOM) unwn 10 mer/t (Ha noeepxHocTi WOT ¢ pacTeopuTenem).

572 Peaynsmamsi ouenky donxusl Obimes  3apesucmpuposads!  O0na
nocredyroweld OUeHKU pUcKa Ha MoMeHYUansHo spedHsie sozdelicmaus 0cmamouHbIx

HepacmeopUMblY HEop2arUYeCckUx eglyecme Ra nogapxHocmuy U eHdympu HOr.

&€ BuHonorMY4ecHHe MCNbBITAHKUA

6.1 Obwmre nonoxeHWA

6.1.1 Ouenka OWonorudeckon ©Dez0nNacHoOCTW fonmkHa ObiTe NpoOBEOEHAa B
COOTBETCTEMW ¢ TpebBosanuamu MOCT ISO 109393-1 ¢ yyeTom pe3ynbTatol (HW3uKo-
XMMWUECKUX MCNBITaHWA No pazgeny 5. HeobxoauMo yunThIBATE CNeayrWne OCHOBHbIE
MOMEHTHI:

- BO30SWCTBME Ha POCT KNETOK U paspyLUeHWe KNeTok;

- FEHOTOKCHMMHOCTL;

- MECTHOE OenCTBWE NOCNE WMNNaHTaWWK,

- NOTEHUWAN CeHCUDMNMU3aLMm.

6.1.2 Ecne yCTaHOBNEHO 4TO NPOBOAWMTE MCABITAHWE HEeoBXOOUMO, NPUMEHAKT
FOCT IS0 10983-3, FOCT IS0 10893-6, FOCT IS0 10993-10 ¢ nononHUTENLHLIMK
WMCNBITAHWAMK No 6. 2—6.3 cTaHgapTa.

6.1.3 MNogroToeky obpazua cnegyeT NPOBCOWTE B cooTBETCTBMK c [OCT SO
T10993-12 ¢ y4eToM AONONHHWTENBEHOMD MCNBITAHWA NOo 6.4 HACTOALWErD CTakaapTa.

6.1.4 Echkv B peayneTarte NpoBedeHWA OUEHKWM PUCKa WOEHTHRWUMpOBaHA In
VIVO BOIMOMHOCTE M3MEHEHWMA CBOWCTEBA Martepwana nod eo3feWcTEMEM OKpYMAHILER

cpelbl, HEODXOOWMMO NPOBECTH WMCNLITAHWE, Y4TODE OUBHWTEL ﬂ'ElI]ElTH}I'H] TONepaHTHOCTb

by
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WMCNbITYEMOre MaTepwana W MecTHOW THaHu. [NpMmepomM TaKoro WCNBITAHWA ABNAESTCH
MCMBITAHWE Ha MEecTHoe OeWCTBME maTtepuana nocne wmnnadTaugue no FOCT SO
10993-6 ¢ DONONHUTENBHLIMK YCNOBUAMK NO NpUNoxeHwo E.

Mpumedanmwne — Tak kak Macca MON obeidHo cOCTaRNSET Toneks oxono 20 sr, To
HMCNETAHWME Ha CACTEMATHYECEYID M XPOHUYSCKY D TOKCHYHOCTE NPOBRSONTE HE TpEﬁ",‘DTCH.

6.2 McocneiITaHWE Ha FreHOTOKCHMYHOCTEL

6.2.1 McnelTaHwe Ha reHOTOKCUMMHOCTE chnedyeT NPoBOAWTE B COOTEBETCTBUM C
FOCT 150 10853-3 ¢ QONONHEHWAMMK, MANOKEHHLIMK B HACTOALLEM Nogpasgene.

6.2.2 CnegyeT nNpUIoTOBWTL [Be OTOENbHLIE BLITAXEW M3 WCNLITYEMOIO
MarepWana c SKCTPaArvpywWwWMKM  BelwecTeamMy.  UaINoNorMyeckuM pacTBOpPOM,
MACNAHLIM WK NONAPHBIM pacTeopuTenem. MacnaHeli UNKM NONAPHEIA PACTBOPKUTENL
He O0M#eH pacTEOPATL UMW pa3ipylaTte matepuan.

6.2.3 BoiTasky cnelyeT NpyuroToBMTE Nepemellneadves 1 r matepwana xHa 10
MIT 3KCTPArMPYIOLWEro BEWECTEa NpM TemnepaTtype (37 £ 2) "C B TedeHue (72 £ 2) u.

6.3 HecnbiTanve Ha ceHCMBUNKU3IaAUMID

6.3.1 WcneiTadkde Ha  ceHouBunW3Iauvi  OoMmKHo  GeITe NpoBedeHo B
cooTeeTcTEMK ¢ MOCT IS0 10993-10 ¢ DONONHEHWAMKM, WMAINOHEHHLIMKA B HACTOALLEM
nogpaagene.

6.3.2 [na npoBegeHMA MCNLITAHKMA MOMHO WCNONb3ceate nwbo meton
MaKCUMaNbBHOMO  CEeHCMDWNMAWPpYIOWEero  BO3dedcTEMA, nNubo  MecTHyw  npoby
nuMmdaTUMeckoro yana.

6.3.3 BoiTsmey W3  MCNBTYEMOrO mMaTepuana  roToeAT ¢ gobaeneHuem
IHCTPArvpyloWKx pacTEBOpUTENel, OOHMM M3 KOTODLIX ABMNASTCA (UIMONOMMYeCcKHi
pacTeop, a OpPYyrMM — MacnAHeld WNWM NONSpHBIA pacTeopuTens. MacnaHsld vnu
NoNApHLIW - PacTBOpUTENbL He J0MN#eH pacTBOPATE WNK  paspylwartb WCNbITYeMbid
Marepuarn. PacTeopuTent He OOnM#eH MMETE pasfpaxaniero MM
CEHCHMDMNWZMPYIOLWEre DeWCTBHA.

6.4 MWcneiTaHWe MMNNaHTaUMed BHYTPb rnaza

6.4.1 WMcnelTadie WMNNadTauned BHYTPL rNasa O0N#HO NPoBOAWMTECA B TOM
Cy4as, ecny y M3rOTOBWTENA HET QOKYMEHTANLHOro NoATEEpHAeHUS O De3onacHoCcTK
Marepuana B0 BHYTPUIMA3IHOW cpefe.

6.4.2 WcnelTaHwe cnegyeT NpoBoguTe B cooTeeTcTEMKM ¢ JOCT IS0 10893-6 ¢
OononHEHWAMUK Mo NpUNoXeHMo H.

6.4.3 EchK¥ YCTAHOBNEHO, YTO NPOBOAWTE 3TO WCNLITAHWE HeoBa3aTensHo,

9
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OUEeHEa pWCHa OodHa CcodepHaTh DEDEHQEI-EIHHFI-D rapaHTHE B TOM, YTO DWHCKK,
BO3HMEaKIWMWEe B peayneTarTe HOBOMO WCNONe30BaHWA MaTepuana, CYUTakoTCH
npuemMnemMelmMid  Ha  OCHOBZHWM HH{pﬂpMEHHH O npedblgyes ENHHWY2CROM

HMCNONE30BAHKK WWNK HA OCHOBAHWK APYTHY HCTOMHHMESE OaHHbBIX.

1o
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Npunoxenune A
(oBRzaTensHoE)

MeToa MCNLITAHWA Ha NONHYH JKCTPAaKUHHD

A.1 O6wMe nonoxeHWA

A.1.1 Uensky OaHHOrO MCNBITEHWA RENASTCA O0OHAapyHeHWe W KONWYeCTEEHHOES
onpegenedwe 0oDaBOK W OpYIMX BblllenavyvBaemblx BELWECTB, 3KCTParupyembix w3
HCNbITYEMOre MaTepMana B YCNoBWAX NONHOA IKCTPaKUMi.

A2 Tlp  WCNBITAHKKM  cRNeayeT  NPMMEeHATE AHANWTHYeCKWE  MeTo4bl,
MCNONb30BAHWE KOTOPBIX ONPABOAHO C TOYKM 3APEeHMA Xopowed obDOCHOBAHHOCTH W
obnagawwnx 0oCTATOYMHOR YYBCTEMTENEHOCTEK ONA ODHAPYMEHWA 3HAYMTENBHEIX
KOHLUEHTRAL M.

A.1.3 B npueefeqHOM METOOE 3KCTPaKUMKM NPpUMeHAT annapat CokcneTa.

A.1.4 Tlpw ewbope pacTeopuTena ocoboe BHUMaHWe cnefyeT YOenWTh
CcNoCoBHOCTH pacTBOPUTENS BbidblieaTe Habyxadwe wmaTtepuana, YTobbl BBINONHWMTE
aKcTpakuuio Ge3 pa3pyweHWA nonuMepHoW CTPYETYpel WMNW  Ge3  pacTBoOpeHMSA
Marepvana, a Takde pacTEBOPUMOCTH NOTEHUWANbLHOMD OCTATOMHOIO COgep#aHWua
MOHOMEPOB B pacTeopuTene, YToDkL! QOCTHUIHYTE MONHON 3KCTPaKLWKM.

A1.5 Ona  akcTpakywk  cnegyeT  WCNONL30BaTe  BOAHBIA  PacTBOp  MNK
opraHvyeckud pacTeopuTens. [NA 3CTpakuWM HEeKOTOpPLIX MaTepuanos, HanpuMmep,
rugporenessix MOMN, sMoryT noTpeboBaThcA W BOOHAA 3IKCTPAKUMA, M 3KCTPaKUWA
OpraHUYeckds pacTeopuTenam, uToObl 0BecneYlTe SKCTPaKWWID  rMopodunbeHEIX
{conei) ¥ rmapodobHex (MoOHOMEpOB, Y d- NOrNOTUTENEA U T.0.) KOMNOHEHTOB.

A1.6 Martepwan, skcTparvpyemeid w2 WMOJ, gomxed ObiTe MocnegoBadH c
nomowsin X, cnextpodpoTomeTpa u B3MOK, wtobbl maeHTMMUMpOBATL OCTaTOYMHODE
COOEepMaHWE MOHOMEDOE, BELIECTE, Bhi3biBAHWMX 0Dpa3zoBaHWe MEHMONEKYNAPHLIX
CBA3EW, KATANW3ATOPOR W T.4., UCNONL3YEMbIX B NpOUECCe WAroTOBNEHWSA.

MeTog MOMHO WCNONb3OBaTL, KOr4a pPacTBOpUTENs Bei3biBaeT Habyxanue
maTepuana, ocTatouHoe, YToDbl rApaHTUPOBATE NONHYID 3KCTRAKLMKD.

A.2 TpeboBaHWA K MCNBITYEMbIM 0Dpaszuam

A.21 Bec crepunsHblx rotoeslx MO gonxex OuiTs He mexdee 200 wmr.

A.3 TpeboBaHWA K BCNOMOraTenbHbIM 3MEMEHTaM (peakTuBam)

A2 1 Bopa, AMCTUNNUPOBAHHAA MNK AeMOHWAWMPOBAHHAA.

A.3.2 OpraHM4eckmid pacTBOPWTENb, AHANWTHYECKDW YMCTOTEL WnKk  Gonee

Il
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HHUCTLINA.

A.3.3 HarpeeatencHele KaMHK WM rpaHynksl, NpedoTERaWakLiWe
NyNLCHUpYHLLES KMNEHWE.

A.3.4 AKTHBHBIN OBCHEAHT (BNAronornoTUTens).

A4 TpeboBaHMA K cpencTBaMm MCNbITAHWUA

Ad1 BucTpakumonHbi annapat Cokcneta, CcocTOAWMA M3 KoHOEHCOopa, KONkl
C HpYrNbiM OHOM W HArpeeBaTensHoW ODONOYKOW CO CTEKNAHHLIMK HOMMOHEHTaMM,
M3rOTOBNEHHLIMKM W3 CTAHOAPTHOMD DOPOCKMNKMKATHOrO NabopaToOPHOro CTeKNa.

A4 2 JECTPAKUMOHHBIA NaTpoH ¢ NpoDKOW W3 CTEeKnoBaTsl WAWM  OpYrMMm
3AMNOpHBIM - 3MNEMEeHTOM. JKCTPAKUMOHHBIA NaTpoH moxeT OblTe W3rOTOBNEH W3
nepdopUpOBaHHOW HEKABELWEW CTanW, CNeYeHHoro CTexkna U T.0.

A.4.3 BakyymHas nedb WK Apyrod cylWwnnNeHslW annapar.

A.d.4 AHAaNWTHYECKEWE BECH!, C TOMHOCTEH A0 0,1 Mr WKNK BhilLe.

AdS BIMX,

AdB X

A4T CXMC.

A48 PoToOpHBIA MCNApUTENb.

A.4.9 lNpueegedHHble no A42—A48 cpedcTea  WCNBITAHWMA  ABMNAKTCA
pekoMeHOyeMsiMiA. [onyckaeTcA NDUMEHATE ApYrMe CpeAcTEa UCNBITaHWA.

Mprmedaunne — Mpyd HCNONEIOBIAHWA NETYYE0 WO FOpIOYero DACTREODWTENA CpencTea
WMCMETAHMA CNegyeT YCTaHoBUTE B BHTREHON WKad.

A.5 Mopagok npoBeAeHHWA UCNLITAHWA

A51 Cywar MON oo nonyyeHuA NOCTOAHHOW MACChl B CylWWMMNBHOM annapaTe
npu Temnepatype (B0 + 5) “C. Oxnaxpawt WO go KOMHATHOW TeMmnepatypsl B
CYyWMNBHOM  annapate nepeg Bagewweadvesm. Ecnw WO rurpockonuyHel,
nepernageiBanT MX M3 CYLWKWNBHOMo anNapaTa B akTUBHLIA JeCHKaHT W OXNaxganT.

A.5.2 BapewwueawT BoicyweHHsle MION ¢ TouHocTe go 0,1 mr.

A5.3 MNomewarwT MOJ B 3KCTPEKUWOHHLIW NATPOH, HAMPEBATENEHLIE KAMHKY — B
konby annaparta, ecnW Heobxogumo, W BNHUBaWT B KoMDY COOTBETCTEYHILLMA
pacTeopuTens ao 70 % es obbema.

A.5.4 YCTaHaBNWBAKT 3KCTPAKUMOHHBIA NaTpod B annapat Cokcnera w
MOHTHMPYKOT KONDY, annapat Cokcneta 1 koHOeHcop. CTasaT konby B HAarpesaTenkHyk
obonouky.

AS55 B TewsHrwe 4aca 4—E6 pas HanoONHAKT pPACTBOPUTENEM, CNWBAKT
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pAcTEOPUTENE U3 NATPOHA U NPOBCAAT 3KcTpakuu MO B TeueHWe YeTkIpeX Yacoe.

A5.6 ObOopavvBardT 3KCTPAKUWOHHLIW annapat donsrod, 4Tobbl NONYYMTh
HEMAEMYHD CHOPOCTE 3KCTPAKUMK NPKU UCNONL30BaHKK TAKWX PACTEOPUTENEN, Kak Boaa.

ADT HawT pacTeOpDHTENK OCTEITE 40 KOMHATHOW TEMNEpaTY D,

A.6 MpaewWna aHanWia MCNbITYEMbIX 0Bpazyoe

A.6.1 BeiHumawT MON 13 3KCTPaKUMOHHOMD NaTpoHa.

A6.2 Cywart WMOMN go nony4eHWsa NOCTOAHHOR Maccel no A5.1.

AB.3 Onpegenswt obwyw maccy WOI nocne akcTpakumy M BRIMMCIAKT
HM3IMEHEHWE MACCH!.

AB4 B cnywae, ecnu WO nocTaBnawdT Ha pPBIHOK B MMAPATHPOBEHHOM
COCTOAHWKM, cneayeT CHOPPEeKTHpOBATE COOEep#aHWe conv B TMAPaTURYHILWEW cpene
nyTem gobaBneHus Conu B 3KCTParvpyeMeld MaTepran.

MNpWHATO rMgpaTMpoBaTe W NOCTaBnATe rugporeneesie WION e pacTteope,
COOepHaLlemM HeopraHu4eckme conu. YTobs TouHo onpefenuTs AeRCTBHE COdepHaHua
CONKW Ha BblMUCNAEMBIE pE3yNbTaThl, HEODXOOAMMO 3HATH MNK WAMEPWUTE COJEpKaHWe
gogel 8 MOJ & cooTeeTcTemy c [3]. MOJ mMOMHO NpUBECTH B PABHOBECHE NPW OBYX
HMIMEHEHWAX COO0SPMaHWA Bodbl B TedeHMe 24 4 Npu EOMHATHOW TemnepaTtype nepeq
npoBedeHHWeM UCNBITAHWA.

A.7T MNMpaBuna aHaNW3a BbITAXKEK

A7.1 YpoanswoT cpeny ons skcTpakuum 13 annapata Cokcneta u 0aoT NpyunTy B
paBHOBECKE NPH KOMHATHOW TEMNepaType.

A2 KOHUBHTPWPYIOT BRITAXKY A0 10 MN noCpeacTBoM pOTOPHOND MCNapHTENS.

A3 TpoBoaAT KaYeCTEEHHEIA W KONMUYECTBEHHBIA AHANW3E! BRWENaYUBaeMbIX
BElWeCTB, Takux kak¥d-nornotvrend, gobaskw, nNpoaykThl OECTPyKUMWM W Opyrie
npumMecH, obpazyioWwreca NpK MIroTOBNEHWKM C NpUMeHeHnenm BIXX, MX, MX/MC.

AT.4 MNpoeogAT KAYECTBEHHLIM WM KONWHMECTBEHHLIA AHANW3LI PAcTBOPHTENEN,
KOTOPSIE NPOLWNKY TY3E Npoueaypy SKCTparuposaHua.

A TS5 CpaBHHBAKIT pe3ynbTaThl KaYeCTEBEHHOTD W KONWYECTBEeHHOND adanuaos
BLITAMEK WCNBITYEMOrD MAaTEpWMana c BbITAMKAMW pPAcTEBOPUTENA W OOKYMEHTHRYIOT
NonNy4eHHLIE J8HHBIE B KOHTEKCTE BOIMOMHBIX M3MEHEHMW MaTepuana.

A.B8 lMpaswna odopMneHWA Pe3ynLTAaTOB HCNLITAHKWA

AB.1 Otuer 0b wonbITaHUKM QOMHEH COOQEDHATE CNEAYHOLYD HhopMaun:

- BCE AaHHble Heobxogumble ana uaeHTHhUKAUWMK HeNBITYeMoro obpasua;

- CChLINKY Ha HACTOAWWA CTaHO4apT:

- Ccpefay ANA 3KCTPAKUWK,
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- pe3yNbTaTbl MCNBITAHWA;
- niBble OTKNOHEHWA OT NPHMBEOEHHOND METOoAA;
- HeoDbMHbIE NPM3HaKK (aHoManwik), Habnwpaemele BO BPeMA NPOBEAEHMA
MCNBITAHUA!

- DATY 3KCTpArWpoBaHWA W JaTy NPoBSfeHnsA aHanuaoe no A6 w AT.
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Npunoxenune b
(oBRzaTensHOE)

MeTol WECNLITAHWA Ha BelWeNavYyMBaeMele BEWECTEA

E.1 OBwMe nonokeHMA

E.1.1 WMcneiTad4e npenHazHadveHo ana onpenensHua KOnd4ecTea
SKCTPArMpyeMelx NpMMecel U 4pyrux BellenayvreasmMex NpoayKTOE W3 MaTepuana ans
WMOI & hM3IMONOrHUecKux YCNoBHAX.

6.1.2 Cnegyer ewlfpaTe adHanuTUYeckMe MeToOsl, WCMONL30BAHWE KOTOPLIX
OnNpaBfgaHo © TOYKM 3peHMs xopowed obocHOBaHHOCTW NPOBEPKM M A0CTaTOHHOM
HYBCTEMTENBEHOCTW ANA ODHAPYHEHWA 3HAYMMBIX KOHLEHTPALMA.

B.2 TpeBoBaHWA K MCNBITYeMbIM 0Dpazuam

B.2.1 McnoneaywT cTepunedeie rotoesle WOI Wnk  martepyan  THIKMYHOMOD
ofBpa3zua eecom He Bonee 4 1.

B.3 TpeboBaHMA K KOHTPONLHOMY MaTepHany

£.3.1 Ona npoBedeHWA CPaBHEHWMA C SKCTPAKTAMKW MCNLITYEMOrD MaTepuana
MCNONBE3AYIT PACTBOPUTENL, KOTOPEIW NpoWwen npouedypsl akcTpakuyi no 6.5.1.

B.4 TpeboBaHWMA K CpedcTBaM WCNbLITAHWUA

B.4.1 CreknaHHble NpobWpKW rMOponMTWYeckoro knacca 1 8 COOTBETCTEMM C
MOCT P MCO 10993.12.

E.4.2 NabopatopHas cTeknonocyaa.

B.4.3 Wnpuukl.

B.4.4 AHanaTHYeckEWe BeChl.

B.4.5 Wenkep.

BE.4.6 TepmMmoCTAT.

BE.4.7 Uentpudgyra.

BE4EB BIHX.

4.8 [

BE.4.10 ¥Y®-cnekTodoToMeTp, CNeKTRoMOTOMETD BHOANMOTD Many4eHHUA.

BE.4.11 TllpueefeHHBIA nepeYeHs CpencTs HMCNBITaHWA ABNASTCA
pekoMeHdyeMsiM. JonyckaaeTca UCNonNs20BaTs ApYyrMe CpeacTea UCNbITaHWA.

B.5 lMopagok npoeefeHHA HCNLITAHKWA

E.5.1 MNMpaewvna npoueaypbl 3KCTPakUMK

£.5.1.1 BwbwupawT gee paznuuHble cpefs! 4NA 3HCTPAKUMK OOHY — BOOHYH,
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Opyrylww — ©3  oneoddunbHOMD  PAcTBOPUTENS, NOOXOAALEro ANA  WCNsITyemoro
Marepuana.

B.5.1.2 Pa3zgenawdT WCNBTYEMBIW MAaTepWMan Ha OBe paBdHbie 4acty  ans
oBbpaboTiu B TepMmocTaTe B AByx cpenax. OnpegensanT Maccy Kaw ool 4acTu.

£.5.1.3 MomewawnT WCNuITYeMeIR MaTepwan B CTeknAHHble npobuprd, B
HOTOpLIX COOEpHAaTCA cpelbl ANA SKCTPpakuvk B cooTHowednuu 10 r ucneTyemoro
matepwana Ha 100 mn cpegbl. WMononeaywoT no gee npobupky Ans kamgod cpegol.
BorpaxkeanT npoBupku, ybexaawTea, YTo BCE NOBEPRXHOCTH UCNEITYEMOro MaTepuana
roTOBLI K 3KCTPAKLUMK B TEMEHWE BCErD NepUoaa BRpeMeHH.

B.5.1.4 3kcTparipyoT MCNBITYEMEIR MaTepran B TepMOCTaTe NpM TEeMNepaTtype
(354 2)°C B TeueHwe (72 £ 1) 4.

B.5.2 [lpaevna aHanuaa 3KCTpaKTOB

5.5.2.1 BoHuMawT npobMpKkM W3 TepMmocTata v OCTABNAKT MpH KOMHATHOM
TemnepaType Ha (2,00 + 0,25) 4. BelHUMaOT WCNBITYEMBIA MaTepruan Ma npobupok u
NpoOBOAAT aHanua no bB.5.3.

£.5.2.2 MlNpoeroaAT KaAYECTEEHHBIA W KONWYSCTBEHHLIM 3HANW3bl Ha Hanv4ue
EbllENaYMBaeMblX  BEWEeCTs, Takux Kaxk YO-NornoTWTend, NpUMecu o NpoaykTs
pacnaga c NnpuMeHeHWeM annapaTypel no A4.7 wunn b.4.8, B5.4.9.

B.5.2.3 AHaANWaupyT 3KCTPAKTLI OTAENEHO B KAXA0W Npobupke.

E.5.2.4 lpoeoaaT COOTBETCTEBYKILWME KAYECTBEHHBIK W KOMNHYBCTEEHHLIA
aHanu3bl Ha pacTBOPUTENAX, KOTOPLIE NOABEPINUCE TOW e ONepaumnH.

5.5.2.5 CpaBHWBAHOT peaynbTaThl KAYECTBEHHOMD W KONMHYECTBEHHOIO aHanu3oe
SKCTPaKTOB MCNBITYEMOro Martepuana c skCTpakTamy pacTEopuTEnsa W OOKYMEHTHUPYIOT
NonyyeHHsLIe JaHHBIE B KOHTEKCTE BO3AMOXHOID MaMeHeHWA Martepuana.

B.5.3 lMpaenna aHanuia MCNeITYyemMore Matepuana

£.5.3.1 BepyT NpoM3sonbHO NATE PPArMEHTOBR WCNBITYEMOrs MaTtepuana wa
Ka#Ooro YyCNOBWA 3KCTPAKUMK W ONPEefenaT WX CNeKTpantHbid  KoadduuveHT
nponyckakma no MOCT 31580 2.

£.5.3.2 CpaeHusawT cnexkTpansHLIA ko3 hUUMEHT nponyckaHua
JKCTPArMpoBaHHOD Marepuana co CNekTpansHsIM KOAPUUMEHTOM
HEIKCTParMpoBaHHOrD MaTepyana v perncTpUPYHT M3MEeHEHHA.

B.6 lNpasuna odropMmneHWa peaynLTaToOB WCNbLITAHWA

B.6.1 Otyer of MCneiTaHUM GON¥EH COOQEDHATE CNEaYOWY K MHhOopMaLMKD:

- BCE JaHHbie, Heobxooumbie 0N MOeHTUdUKALUKWKA MCNbiTyemoro obpasua;
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- CCbINKY HA HACTOALWWIA CTaHaapT;

- cpefy ANA 3KCTRaKUWK,

- pe3yNbTaThl UCNLITAHWA;

- nobBble OTKNOHEHWA OT NPWBEAEHHOMO METOLA WCNbITAHMA;

- HeobbMHbIE NPW3HAKK (aHoManwk), Habnopaemble BO BpeMsA NPOBEOEHMA
MCNBITAHWUA!

- Oarty no NposefeHrH Npouenypbl SKCTPaKUMW W 0aTel aHankzos no 6.5.2 v
B.5.5.
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MNpunoxeHwe B
(oBrzaTensHoe)

MeTog MCNBITAHMA HA TMOPONUTHYECKY O CTOMKOCTD

B.1 OBwme nonoxeHnna

B.1.1 [JandHoe wWCneiTaHWe npegHazdaqdeHe Ana  onpejensHua CTOWHOCTH
maTepuana MO e eogHol cpege nyTem 0DHApYWEHWA W ONpedeneHWs KONWYecTea
EO3MO¥HBIX NPOOYKTOB OECTPYELMKM, BOIHWKAWWMWX NpW TMODONK3E, U M3MeHEeHWW
pHU3IMYecKoro BHelWHero Buga, ONTHUMECKWX CBOWCTE W Xpomarorpaduyeckux
XAPAKTERMUCTHE.

B.1.2 Cnegyer BuibupaTs aHanWTWYECKME METOObl, WCNONbL3DBAHWME KOTOPLIX
onpaBgaHo  CTOMKEM  3peHWA  xopowed  obocHoBakHOCTM W JOCTaToOYMHOM
HYBCTEMTENBLHOCTKH ONA 0DHAPYHEHWA IHANUMBIX KOHUEHTPAaLMWA.

B.2 TpeBoBaHWMA K MCNBITYeMbIM 0Dpazuam

B.2.1 WMcnoneaywT cTepwneHbie rotoeele MO unv  maTepdan  THUIMYHOMO
obpazua. Tpebyetca He meHee 15 hparmMeHTOB MCNEITYEMOrO MaTepuana ana Kawxoon
KOMBWHALMK TEMNEpaTyps! W ANUTENLHOCTA TM4ponKaa.

B.3 TpeboBaHMA K KOHTPONLHOMY MaTepHany

B.3.1 3aroToBKM pacTBOpUTENA, KOTOPLIE NDOWMK 3KCTpakuyww no B.5.1,
MCNONb3YIOT B KAYECTBE KOHTPONBHOMO MaTepuana npW cpaBHEHWW C DACTBOpWTENEM,
HMCNONbL3YEMBIM NMPKU MCNBITAHKK.

B.4 TpeGoBaHWA K CpeACcTBAM MCNbITAHWUA

B.4.1 MNagponuaHana cpeda B TepmocTate (BOOHLIA pACTBODHUTENS).

B.4.2 CreknaHdele npobupkym rugponuTuyeckore knacca 1 B CODTBETCTBMM C
FOCT 150 1099312,

B.4.3 laboparopHad CTEKNAHHAA nocyaa.

B.4.4 Wnprubl.

B.4.5 AHanWTuYecKWe BecChl.

B.46 lWedkep.

B.47 TepmocTar.

B.4.8B Uentpudyra.

B.4.9 BaMX.
B.4.10 Ix.
1%
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B.4.11 CnexTpodoroMeTp AnA ¥ @-UanyyeHUa 1 BUOMMOro WanyyeHus.

B.4.12 OnNTUYECKWA MUEDOCKON.

B.4.13 CraHwpyLwMi 3nekTpoHHBN Mukpockon (C3M).

B.4.14NpueefeHHbLIA NepaeYeHt CPeacTB MCNBITAHKWA ABNASTCA DEXOMEHOYEMBIM.

[NonyckaeTca WCNoNB3oBaTe ApYrve cpegcTea MCNbITaHWA.
B.5 Mopagok npoEedeHWA WCNLITAHWA

B.5.1 lNpasuna npoueaypbl IKCTPAKLUWK

B.5.1.1 MomewawT WCnelTyeMsld maTepwan B CTekNAHHbe nNpobupkd, B
KOTOPBIX COOSDAMTCA BOAHAA CPeda B COOTHOWEHWW 10 I MCNBITYEMOrD MaTepHana Ha
100 MmN cpenkl.

B.51.2 Boidepxusawm 8 mepMocmame npu memniepamype, nodxodawed dna
ucnsimyemMoao Mamepuana, Hanpumep: {37+ 2) “C u (50+ 2)°C.

B.5.1.3 MWeononeayom no dee npobupku Ama kamoold komBUHALLL MemMiepamypsl U
GAUMensHoCMU UChbIMaHURA, Hanpumep: (30 + 2) dned v (90 + 2) dred.

B.5.1.4 Bempaxueawm npobupky, yBexdawmca, 4Ymo 8ce  N08epxHOCTIL
ucnelmyemMozo mMamepuana JocmynHel K 3KCMpPaKyuu 8 medyenue eceso nepuoda
uchsimanus.

B.5.2 MNpaewna aHanWia pacTEOPWTENA NOCNEe SKCTPaKUWK B TEpMOCTaTe

B.5.21 ¥YpanawT npobWpkk W3 TEpMOCTATA W OCTABMAKT NPW KOMHATHOM
TeMnepaTtype Ha (2,00 £ 0.25) 4.

B.5.2.2 BuIHAMAKIT UCNEITYEMEIR MAaTEDHUAN M3 DACTBOPWTENA W UCCNEOYIOT &ro
no B.5.3.

B.5.2.3 lNpoeoaAT KAYECTEBEHHLIW W KONWYECTEEHHLIN aHanKabl NOBEpXHOCTHOMND
CNOA PACTBOPMTENA C MPUMEHEHWMEM CpPEeACcTE MCNuTadud BIMX, MX wunw C3IM,
YCTAHOBNEHHLIX B NMAHE WCNBITaHMA.

B.5.2.4 BepxHuA cnol pacTeopuTens cneiyeT aHanu3vpoBaTe OTASNLHD W3
K2¥O0N Npobupeu.

B.5.2.5 MNMpoeoaaT COOTEBETCTEBYKILWME K3YECTBEHHBIN W KONWYECTEEHHLIN
aHanu3bl Ha HanuYue KOHTPONLHLIX PacTBOPUTENSH, KOTOpPLIE NOABEPIMACE TOW e
npouenype BsiAepHUBaHUA B TEpMOCTaTe.

B.5.2.6 CpagHMBaT pe3ynsTaTel KAYECTBEHHOMD W KONMWYECTBEHHOMD aHanu2a
cpefbl B TEpPMOCTaTe C pe3ynsTaTaMy KavyeCcTBEHHOrO W KONWYeCTEEeHHOrD adHanvaa
PACTBOPWUTENA W OOKYMEHTUPYHOT NOMNyYEeHHBIE OAHHLIE B KOHTEKCTE BOIMOMHLIX

M3IMEHEHWA MaTepKana.
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Mpumedanne — Ecn aKcTpasLWio NPOBSOAT NPK NOBLILUSHHONE TeMNepaType, HeofxoauMo

CoENaTe aHanKa, HToG6 OUEHHTE JENCTENE, OKadLIBAEMOE TEMNEpaTypon.

B.5.3 Npaeuna aHanK3a WCNLITYEMOro MaTepuana

B.5.3.1 lMocne Bhigep#uBadvAa B TEpMOCTaTe nNpoMbIBaOT W obcywueawdT
HCNbITYEMbIW MaTepuan.

B.5.3.2 BbepyT NpoW3BonNbHO NATe ParMeHToOR WCNBITYEMOro MaTepuana w3
KaXOoro YCNOBWMA 3KCTPaKUMK W ONpefendAwT WX CNekTpaneHbii  KoadduuveHT
nponyckanma no MOCT 371580.2. CpaBHUBAKT CNEKTPhl NPONYCKAHWA WMCMbITYEMBIX
MartepManoB cO CNeKTpaMi NPonycKkadWa KOHTPONbHeIX 0Gpa3suoB W pervcTpUMpyroT
MAMEHEHMWH.

B.5.3.3 BepyT npouasoncHo WO w onpepensawTt ontusecky cuny no FTOCT
31580.2. Echyv WCNOoNe3yHOT ANA WCNsITAHWA Mmarepdan Tunoeoro obpasua, cnegyer
onpegenyTe NoOKalaTens NPenoMneHna Ha NATK obpa3suax ¢ NpUMEeHEeHWeM OUeHOMHOro
meTofa. CpaBHWMBAHDT ONTUHECKYHD CHMNY WK NOKa3aTens NPenoMMEHWA UCNBITYEMOID
MaTepWana ¢ ONTH4ecKOWd CUNoW MK NoHaaartensem NPpenoMnedHus  KOHTRONbHOro
MaTeplana v perucTpUPYIOT MAMEHEHKA.

B.5.3.4 OcmartpwearT W GoTorpapupyoT  MCNBITYEMBIR M KOHTPOMbHbLIA
MaTepuans ¢ NOMOLWbLK ONTUYECKOro MUKpoCckKona o yeenudenwem 10%, a zavem c
NOMOLLEK PACTPOBOMO SMNEeKTPOHHOMD MUKPOCKONa ©  yeenwdedHuwem 5S00°. Ecnwu
HeobX0aAUMOo, BEICYLLIMBAKT UCNLITYEMBIA MaTepuan nepen nposefeHuem dortorpadmm,
4ToDEBI NPOBECTH CPABHEHKWE C KOHTPOMBHBIM MaTEPUanom.

B.5.3.5 CpaeHMBaT pezyneTaTel HabnwooeHua W doTorpadiin MCNeITYEMOTC W
KOHTPONEHOMO Martepwanos, YTobbl ODHADYHMTE Kakue-NMbDo WaMEHEHWA BHELHEro
EWAA, HANpUMED, NY3kLIDK, CKONB, CKNAaKK W TPeLMHLIL.

MpuMmedadne — ECNA IECTRAELMID NQOBSOAT NPK NOBLIWEHHOW TEMNEpaTYRE, HEOBXOIHMD
MNpOBECTHA AHAMKI, YTODLI CUSHWTE DERCTENE, OKaIL BASMOE TEMISDATYDOH.

B.6 [lpaewna ocgopmneHna pesynsTaToB MCNLITAHHUA

B.6.1 OT4er 0D MCNbITAHWK QOMHEH COAEDPMATE CNEAYHILLYH MHDOPMAaLMKD:

- OaHHbie, Heobxogwmele ANA WOeHTUEWKAUWK MCNbITyemoro obpaaua;

- CCbINKY Ha HAacTOAWKWA cTaHdapT,

- TemnepaTtypy W ANWTENLHOCTL MTMAponuaa,

- pe3ynbTaTtel WMCNBITAHWA, BKNOYAA pelyNsTaThl OTAENBHLIX OnpedeneHud w
WX cpegcTea, ecni OHW NPOBOOMNWCD,

- nbble OTKNOHEHWA OT npyUBedeHHOND MeToda HCNBITaHKA
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- HeobbiMHbIE NPW3HAKK (aHOManWK), Habnwoaemble BO BPeMA NPOBENEHWMA
MCMNbITAHWUA;
- [aTy BO3AeNCTBMA TMOPONMAHOW CPedoW W OaTy NpoBefeHMA aHanwu3oe no

B.5.2, B.5.35.
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Npunoxexnve I
(oBrzaTensHoe)

MeTod MCNLITAHWA Ha qJﬂTnCTHEHHI:HE}CTh

r1 O6wMe nonokeHWA

1.1 JadHoe MCNBITAHKWE npeaHasHaveHo ans onpeneneHua
dpotocTabunsHocTy mateprana MO (ceeTocToWKoCTU) NpM BO3OEACTEMKM M3NYYEHWA B
Ouanaaode anud sond ot 300 go 400 Hm.

r2 TpeboBaHMA K MCNbITYeMbIM 0Dpazuam

2.1 Becate rotoeslx MOJ wnu 10 hparMedTos MaTeprana TMNoeoro cbpaaua
TONWWHOW, pABHOW ToNWKHe rotoson MOI.

3 TpebGoBaHWA K KOHTPONBHOMY MaTepMany

r.3.1 Oecats rotoeslx MON wnu 10 dparmedTos TMnosoro martepuana WO,
TonwwmHol, pasHod TonwuHe WO, koTopas He nogeepraeTcA  gedcTBui Y-
HM3NY4YEeHUA.

4 TpeboBaHWA K cpefe ANA IKCTPAKUWMK

4.1 B kKavectee cpelbl ANA 3KCTPAKUMK  WMCNONB3YHIT  OUIKONOMMYECcKHA
pacreop.

5 TpeboeaHWA K cpefcTBam WCNLITAHMA

51 MNpobupka BmecTUMOCTED 5 MN, Npo3paddHans ons WanNyYeHus OMUHOR
gonHel oT 300 no 800 HM, xMMU4ECKHM WHEpTHaA W cToWkas. Hanpwwmep, npobupka,
MArOTOBNEHHAA W3 TMAPONMTHYECKOrD cTekna knacca 1 B cooTeeTcTeum ¢ FOCT IS0
1089312,

5.2 KcedHoHOBaA Oyroeas namna, cHabxeHHas OUNETPOM, WCKNEYARKLKM
Hany4eHue NUHoKW BONHE Meree 300 HM.

r.é Mopaaok npoBefeHWA MCNLITAHKWA

6.1 llorpyx*awT WCnelTyeMblA mMaTepdan B npobUpky, cofdepsawywn 2 mn
uanonoryeckoro  pacteopa. [MogeeprawT  npobupky  OSACTEBMH  MaNy4YeHWeM
KCEHOHOBOW OyroBol Namnbl B TEYeHWe nepwoja BpeMeHW, YCTAHOBNEHHOro B 5.5.3,
npumedadne 2, npu 3Tom Heobxogumo, 4Tobbl TEMNepaTypa MCNBITYEMOro Marepuana
e npobupre Nnogaepxueanacs Ha ypoeHe (35 + 2) “C.

6.2 WMHTEHCMBHOCTL WCTOMHWKA MW3NyYeHus JonwHa OuiTe He BOonee 30

MBT/cm®, uToBel He BuiaBaTh MaBsITouHyo hoToaerpafaLMic MaTepuana.
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n PAMEYaHKWE — ﬂpl.-‘l BEIHACNEHAKY WMHTEHCABHOCTH '.‘r"ﬂ'-'—l."l:]]'l-!,“—IE!IIHH HCNONE3YIOT  TOMERD
MHTEHCHBHOC T KCEHOMOBOHE OyTOBON NamMni NpW Ondde sonssl of 300 a0 400 Hu.

6.3 CnegyeT NpUHATE Mepbl, NPefoTBRaLLAWWe MUKpoDHOe 3arpAaHeHue
Onga ycTpaHeHWA pocTa MUKPOODraHWaMoB B npobupkax B TeueHWe nNepuoda OeWcTBMA
H3Ny4eHUA.

6.4 MogesepradT TakoW #e Npouedype KOHTPONBHLIW MaTepuan, rapaHTupys,
YTO MaTepuan 3awuileHd oT WaNy4YeHua.

.7 TlpaBuna oUeHKH Pe3ynNLTaTOB UCNLITAHKWA

7.1 o 3apeplleHMd  pacCYMTAHHOMD BpeMeHW OeWCTBHUA  ManyyYeHHem
KCEHOHOBOW nNamnel cnegyet WCCcnedoBaTk PACTEOP HA Hanudvue ©ONywOalwux
KOMMNOHEHTOB W NPOBECTH LMTOTOKCUMECKOR UCNbiTadwe no FOCT IS0 10993-5.

7.2 OnpenenswT cNexTpel NornoweHua B Y@-un sngumoi obnactu many4eHus
no FOCT 31580.2 natk NoABEPrHYTLIX M3MYYEHWKD 1 NATH HE NOABEPTHYTHIX M3NYHEHMKD
obpazuoce. MccnegyT CNEKTpel HA HANWYWME PAANMYHA W PEMMCTPHMPYIOT WAMEHEHWA,
NOABMBILWECH B pe3yneTaTe BO3OeNcTBUA Y D-HanyyeHWA. MaMepaioT oNTUYSCKYD cuny
W pazpewanwy cnocobHocTs MO,

7.3 Ona nepenHexamepHsolx WMOI onpegensanT mexaHuyeckwe cBOACTBA NO
FOCT 31580.3 He meHee, 4eMm Ha NATW NOABEpPrHyThiX Y®d-wanyugeHwwo obpasyos.
ConoctaenawT  pe3ynsTaTel C©  NONYYEeHHBIMK  pe3ynbTaTamyd  He NoABEeprHyThiX
nanydedun WMOM, 4Tobbl yOeauTeCA, YTO HE NPOM0LWII0 CYLUECTBEHHOTD YXYOLWEHWA WX
MEXaHWMYSCKMY CBONCTE.

.8 fMMpaewna oopMmneHna pes3ynLTaToOB HCNLITAHHWA

8.1 Otuer of MCNbITaHWKM OOMKEH COOAEPHATE CNEAYHLWYH MHpOopMaLMKD:

- BCe AaHHble, HeobxoauMmble ONA MOeHTUdMKAUKWK MCNbITYeMmoro obpasya;

- CCbIMKY Ha HAcTOAWMKWA cTaHdapT,

- MCNONB3yeMyl MHTEHCHBHOCTE MCTOMHWMEA W3NYYeHWA,

- ONWTENLHOCTE BO3OEWCTEWA M3NyJYeHWeM;

- pe3ynbTaThl WCNBITAHWA, BKNWOYAA pe3ynsTaThl OTAENBHLIX onpedeneHdl w
W cpedcTea (ecni OHW NpOBOOWUNMCE),

- nwbble OTKNOHEHWA OT NPUBEOEHHOMD METOOa;

- HeoOblMHble NpW3HaKK (aHomanwu), Habnwaaemble BO BpEMA NPOBEOEHMA
MCNEITaHWA,

- OaTy BO30eWcTBME WanyyeHWeM W JaTel MNpoBedeHWsa  NoCneayiolux

dHankaoe.
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Npunoxexne [
(oBAzaTtensHoe)

MeToa McnbITaHKWA Ha Bo3aeWcTEBHe MinyyYyeHnAa Nd-YAG naszepa

0.1 OBwwe nonoxeHUA

0.1.1 [dauHoe wcnsiTaHue npegdasHadedHo ona onpefenedua QUanyeckore w
XMMHYECKOrD J2HCTBWA, OKa3sIBAEMOro vany4yeduenm Nd-YAG nazepa Ha WCNBITYEMbIA
MaTepuan, OnA rapadTiM Toro, YTO NPW npuMeHedwn nazepa Nd-YAG e npouecce
umnnadTauun MO He NporcxXogunT YTEYKa TOKCHYHEIX BELUECTE.

0.2 TpeboBaHMA K MCNBITYeMbIM oBpazuam

0.2.1 Mare crepuneHblx roToskslx WO,

0.3 TpeboeaHwWA K cpege ANA 3KCTPaKUMK

031 B kavecTee cCpefbl ONA 3KCTRAKUMW  MCNONBE3YHOT  @UIKONOTMYECKMA
pacrTeop.

0.4 TpeboBaHMA K cpegcTBaM MCNbITAHWUA

0.4.1 OnTWYeCcKAA KHBETA BMECTUMOCTRHY 2 M.

0.4.2 MNd-YAG nasep, ycTaHOBNEHHLIA HA MUKPOCKONE CO LUENEeB0R NamMnoM.

0.5 MMopagok npoeefgeHWA UCNBITaHKUA

0.5.1 NMorpyxawot  WMON B ONTHYeCKyH)  KIOBETY, COQep#awyw 2 mMn
PUANONOTMYecKOro pacTeopa, W NoABeprawT A8RcTEMK 50 00MHOYHBIX MMNYNBECOE MNd-
YAG nazepa, aHeprua HanyvyeHus KoToporo — 5 M.

0.5.2 dorycupyoT manydedue Md-YAG nazepa Ha 2agH010 noeepxHocTs MOT.
MepediokycupyloT Na3sep NOcnNe Kamaoro WMNynNsca, PaBHOMEPHO pacnpefensn ny.|Mm
BO3OSWCTEMA B Npegenax 3 MM UeHTpansHoW 3oqsl MOT.

0.5.3 Yoanawt WMON w3 xoeeTe W cobDupaldT cpegy ONA 3KCTPakUWK AnA
npoeegeHya asanuaa. MNoeTopawT Nnpouegypy ana gpyrmx MO,

0.6 lMpaewna oUeHKH pe3ynNLTATOR UCNLITAHWA

A.6.1 MNpoeogAT XMMHHECKHMA 8HANKI ¥ UCNBITAHME HA3 UWMTOTOKCHMMHOCTE Ccpes
ana axctpakumr WOMN no FOCT ISO 10993-5.

0.6.2 WonelmeeanT  cpedy ANA  SKCTPakUWMKM  HE  UMTOTOKCMYHOCTL  nocne
BO3AEWCTEMA Many4YeHnem nasepa Nd-YAG no FOCT IS0 10993-5.

0.7 MNpaewna opopMNEHNA PE3YNLTATOB HCNLITAHKMA

0.7.1 Otuet 06 MCNBITAHKMK JON¥EH COABDHKATE CNEOYOLWYH MHPOPMALKMKD.
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- BCE JaHHbie, HeobxooumMele 0N MOeHTHDKWKAUWK MCNBITYeMoro obpasua;

- CCbINKY Ha HACTOSLWWA CTaHaapT;

- BHEPrW MaNyYeHWs Nasepa;

- pe3ynbTaTel WCNbITAHKA, BKNHYAA peayNsTaTel OTOENbHEIX ONpedeneHnd K
WX CpeacTea (ecni NPpoBOOMNMCE);

- nBbie OTKNOHEHWA OT NPUBEOEHHOMD MEeTOOA;

- HeobbMHbIE NPU3HAKW (aHOManWK), Habnwaaemble BO BpeMs NPOBEAEHWA
MCNLITAHWUA:

- Oary npoBedeHHdA MCNBITaHKWA W JaTel NpogedeHnd nocnedywy aHanyaose.
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MpunoxeHue E
{pekomeHayemoe)

JononHWTenbHbIe YCNOBWA MCNBITAHWMA HA MECTHOE OEWCTBME MaTepuana
nocne uMnnadTauum K FOCT ISO 10993-6

E.1 TpebGoBaHWA KYCNOBMAM MCNbLITAHWA

E.1.1 McneitaHue Ha MeCcTHOE OeWCTBWMEe MaTepHana nocne WMNNadHTauuM
npoeogat no FOCT IS0 10993-6 ¢ pononHUTEnbHeMK TpeDOBaHMAMKM KYCNOBHAM
HonbiTadua no E.1.2—E. 1.5 HacToAWEro NpUNOXKEHHA.

E.1.2 HMCneiTyemed MAaTEpHan WMNNAHTHPRYIOT NOOKOMHD UMK BHYTDUMSILUSYHO.

E.1.3 WMcneimyemsim  maTtepwanom aenswTcAa  rotoesie WOJ TonwWHoW B
ueHTpaneHol 3oHe ot 0.8 go 1,0 MM KNW NNACTMHKK M2 TUNWMYHOro matepuana WO,
paiMep KoTopbix NO3BCNAET NPOM3BECTH HeobxoQuMbIe OLEHKW NOCNE WILATHA.

E.1.4 AnuTensHoCcTe MMNNaHTAUWK COCTABNAET YEThIDE HEOEeNW.

E.1.5 Mcneimyemsld mMarepuan BblHMMEWT B KOHUE Nepuoga WMNNadTauuy w
OUEHWBAKIT B OTHOWEHWW W3MEeHeHWW CBOWCTE MaTepwana W ero UenocTHOCTH.
MaTepwan oUueHWBAKTC NOMOLULID ONTHYECKOTO MWKPOCKCNA MpW COOTBETCTBYIOLWEM
YBENWYSHWW, NOIBONAKLWEM OUBHWUTE NOMYTHEHWA W NOBEPXHOCTHbIE AHOMANWM.
MonoewHy ofpa3yoe nOCNeqoBaTensHO OUEHWBAWT © nomowesws C3M  npw
COOTBETCTBYHILUEM YBENWYEeHWW B OTHOWEHWMW W3IMEHEHWWA NOBEPXHOCTM WNW C
nomowsis C3M ans oueHkM NOBEPXHOCTHsIX Hanetos. ONTUHECKMA  MUKpOCKON
NOUMEHADT, &CNK WCNBITYEeMBEIW MaTepWan He nNogxoguT OnA WCCnefoBaHWA ©
nomoLw s C3IM.

E.2 [lpaswuna odopMneHUa pe3ynbTaToB HCNLITAHKUA

E.2.1 Otyer of wcnbiTaHWM OM#EH COOQepXaTe CNeayowy MHopmMaumio.

- BCe AaHHble, HeobxoauMmble ONA MOBHTHUMMKAUKWK MCNbITyeMoro obpasya;

- cobiky Ha FOCT IS0 10993-6 u vacmoawud cmaxdapm;

- MOgenb HUBOTHOMD,

- MeTod UMNMaHTaUWK NOOKOKHO UMK BHYTPUMBILLEYHO,

- pe3yneTaTel WCNBEITAHWA, BKNOYAA pelynsTaThl OTAENbHLIX onpedeneHuid W
MY CpeacTea, ecnu NpoBOOMNKCE,

- mobsle OMKNOHEHUA OM ycnosud ucnsimanus memoda;

- HeobbiMHble NpU3HaKK (aHomanwu), Habnwaaemble BO BPEMA NPOBEOEHMA
MCNBITAHWA,

- Oarty WccnefoBadHWa ¥ gaTthl NpoBEOeHWA NOCNeayoWWX aHan1aos.
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MNpunokedne XK
(oBRzaTensHOE)

MeToa MCNbBITAHKWA MMNNAHTaUMEn BHYTPL rnaza

H.1 Obwme nonokKeHA

H.1.1 Meneltadue npegHazHaqdedo Ans oueHkt BUonorMveckol COBMECTUMOCTH
WMCNLITYEMOTe Marepuana v TEaHW BHYTPWM rnasa nyTem XUpYyproYeckol WMnnaHTauum
Marepdana B rna3s Mogeny #WBOTHOMC B TEYeHWe COOTBeTCTBYHLWEro nepuoga
gpemerHn. OueHnBakoToBpaTHY TONEePAHTHOCTE MCNLITYEMOro Martepuana W TEaHew
rnaza nocrne WMNIaHTalum.

H.2 TpeboBaHMA K MCNBITYeMBIM 0Bpazuam

AC2.1 MenelTyemelm 0Bpasuom ABNASTCA CTEpUnbHAaA rotoean WMOJ. MaTtepwan
Tunoeoro obpasua MoxeT DbiTe MMNNaHTUPOBAaH, ECNKM Ero NPUMEHEHWE DD0CHOBAHO.

A 2.2 CobmiogawnT Te e METOALI WArOTOBMNEHWA, KOTOPLIE NPEaYCMOTPEHL! ANA
WOMN, noctagnaemelx Ha peiHok. Matepuan Tunosoro obpazua MMeeT MACCy, paBHyH
macce rotoeod WMOMN wnu DBonewe, a dopMa W pasMep NO3IBONAKT NPOBECTH
HeobxoauMele OUEHKW nocne Maenavedna MO,

NMpuMmedaHne — Hrobkl NpEQYCMOTPETE PAIMEDHEIE DAINKYWA MEXDY MasamMy YenoBeka ¥
AHBOTHOMD, MOKET NOTPES0RaATECA HHAMBMOYANLHEN JaKkald 4a narcTosneqde MO gna avatoMuseckon
COBMECTHMOCTH © [MAI0M  MUBOTHOMD, nMB0  MCNone3oBaTe A0S WMIAadTaudd  dparsedt  WMON,
EI'LHHHEIDLIJ,HK'I B cebn OMNTHH2CKYR: W NAanTHYeCKysd YacTd.

H.3 TpeboBaHWA K KOHTPONLHOMY MaTepHany

H.3.1 KoHTpOnbHbIM — MatepuanomM #ABNAETCA CTepunsHaa rotoeaa  MOM,
KOHCTPYKUMA KOTOPOW NogobHa KoHoTpykumu WMOJ, Wupoko peanu3yemelX Ha poiHKE B
TEYEHWE NATH NEeTH He CBA3IAHHLIX C HebnaronpuMATHBEIMK CODBITUAMKW B OTHOLEHWK
MaTepuana.

M. 3.2 Marepwan Ttunoeorc obpa3aua moxeTr DObITe WCNONL30BaH, €cCnW ero
npumeHedue obocHoeado. Martepwan Ttunoeoro ofpasya ponsedH WMeETs maccy,
paeHyt macce rotosod MOMN wnu Bonbwe, a dopMa W pazmep OOMKHL NO3IBONATL
NpOBECTH HeoDXoOMMbie OUEHKM NOocne W3enedeHuA. NS OUeHKM COBMECTMMOCTH
KOHTpOoNLHaA NOJ1 moxeT BbiTe HENPUIOAHOW B CUNY KPATKOBDEMEHHOMD KNUHWYECKDTO
vcnone3ceaHua.  TpeboBaHe K MCNONL30BAHWHY  KOHTPOMNBHOMO — Marepuana

onpedendanT B 3aBUCHMOCTH OT KOHKPETHOMD CNy4as 1 0f0CHOBLIBAKIT.
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H.4 TpeboeaHWA K cpeficTEBaM MCNLITAHWA

41 PUIMONOrMYMECKHMH PACTBOP NOBAPEHHOW CONK MNK chanaHcKpoBaHHLIA
CONeBol pacTeop.

A4.2  AHecTeaupywlwee cpecTBO.

4.3 [lekapcTeeHHbie cpelcTBA ANA Nped- W NOCNeonepaloHHOND NeYeHus.

H.4.4  OnepauWoHHBLIA MAKPOCKON.

H.45  Mukpockon co WWeNeBoW NaMNoR.

HA46 TMNpubop gna obpaTHOW OhTANBMOCKOMKMM,

K47  BnokdakosmynscurKaymi {3MyNbCUEALNOHHBIA BNoK).

A48 BeropacllWpUTens.

A48  HeTK gNA HANOKEHWA LWBOE.

H. 410 Xupyprideckre WHCTDYMEHTLL.

[NepeyeHe cpelcTe WaMepeHd no A4 1—H.4.10 apnAeTCA peKOMEHOYEMBIM.
JonyckaeTcs WCNONL30BEATE APYIHe CpegcTea WCNLITAHWA.

H.5 TpeboBaHMA K IKCNEPUMEHTANEHONW MOOENKH XUBOTHOTO

AC51  Kponuk cymTaeTcs camon nNoaxoffwlen MOOens: HWMBOTHOMG ANA
NpOBEASHHMA WCNBITAHKMIA.

H.6 MNMopapok npoBeAeHHWA UCNLITAHWA

A6.1T  Mucno HWBOTHBLIXK, WCNONbIYEMLIX ANA NPOBEASHWA WCCNEOOBaAHMM,
OONAKHDO BbITe MUHHMANBHBIM W COOTBETCTEBOBATE YCTAHOBNEHHOMY B [1]. C y4eTom
npoUueHTa OTCeBa W ApYrvx ABNEHWHW B OTHOWEHWW 300POBLA M YCNOBWKA COOQepHaHua
WMBOTHBLIX CNegyeT WCNONb30EaTe TAKOE YMCNO HWMBOTHbIX, 4ToDbI B KOHUE nepuoga
HabnwoaoeHMa B HANWYKK BsIN0 WeCTs MCNLITYEMLIX MNa3 W WEeCTs KOHTPOMLHEIX Ma3.

HME2 MMNNadTUpyT B rMa3 0gHOM W3 MMBOTHBIX WCNBITyeMsld oDpazeu
{maTtepwan). WimnnadwTaudA B OBa [Ma3la npegnodTUTensHee, HO  JonycThma
MMMMNAHTaUMA B OOKMH rMaa.

HE3  VMMmnnadTauumn  O0NKHEl  NpoBOOWTE  Nuua, obDyJyeHHbIE TexXHWKE
HMNNaHTaUMKM ¥ MMEDLLWE COOTBETCTBY WMWK ONBIT B MmnnaxTaywn WO,

HE4 Metoouka vmnnaHTauMW gomxHa DeiTe NpMBNMMEHa K KNWHWYECKOMY
HMCNLITAHWID.  AHATOMMWYECKWE pPa3nWYMAa MeXay MHWBOTHBIM W HENOBEKOM W
AMDYprudeckde TPpyOHOCTW, CBA3AHHLIE CO CTPYKTYpPOW (recMmeTpuen) rnasa, MoryT
noTpeboeaTe pazmewenna MO unu matepuwana TunuuHoro ofpasua B apyrom mecte
rnasza wueoTtHoro. Ecnu marepuan WMOI oueHusaeTCca He B NpegyCcMOTPEHHOM MeCTe

pasMmeleHnd Y KHBOTHOMD, HeobxogMmo 08Tk oDOCHOBAHWE K npoBECTH aHanMua pyucka,
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uToBEl MOEHTUMWMUMPOBATE NOTEHUWANbHLEe YydyacTew, korga MO pasmewaetca B
NpegycMoTPEHHOM MECTe Y YenoBeKa.
HMES5 B TeusHwe BrLero nNepwofa WCONsITAHWA HeobDXogWmMmo OcylWecTBNATh

KOHTPOMNE TNazs ¢ NoOMOLLBID MUKPOCKONA C WENeB0r NamMnoin.
W.7 TpeboBaHuA K HaBMWAOEHWAM, NPOBOAMMbLIM BO BPEMSA UCNbITAHUA

H. 71 HabnwpgeHwsa, NpoOBOAMMLIE BO BPEMA WCNLITAHWMA, BENHUWAKT OLEHKY

CNEayHWNX ABNEHWA:

KOHTEKT MEX Y UCNBITYEMbIM MATEDHAN0oM W POrOBUHHBIM 3HAOTENHEM;
- HONNanc nepenHeid Kameps;

- HpOBOTEYEHWE W3 NepedHel KaMephbl;

- MOBpEXOeHWe pafywHOoW oBonodkm;

- MONOMEHWE ranTuueckon Yacti MOT W onTuyeckan QeUeHTpaUmWs;

- HeoDblMHbIE XMpYyprdHeckie npobneme.

HM.7.2 Bce HabnwaeHwa u npobnemesl GON#HL DbITe 32pEerMcTpUPOBaHbI.
H.B TpeboBaHMA K nepvoay WMNAAHTALMM

AL8.1  Ecnk Ana MMNNadHTaunK rmasa eslbpad Kponue, Nepwod MCecnedosaHuA
OOMKEH ONWTECH WecTe MecAues. Kponuky ceoncTeenHo obpaizosadHwe dubpuHa w
go3obHoeneHne pocta MONM, 4To 3aTpyOHseT NpoBOAMTE oueHKy Bonee ONUTENbHOW
GuonorMyeckor coemecTumMocTH. [Nockoneky W3IBECTHO, 4YTO rMa3 Kponuka ObicTpes
pearvpyeT Ha pasfgpaxeHve, ANS NpoBEdEeHWA WCCNefoBaHWA [OCTAaTOMHO LIecTy
MecAleB.

M.B.2 Ecnw ona npoBegeHWA MCCNeqoBaHWd BuIDpaH He Kponwk, a apyroe
HHUBOTHOR, OANWUTENLEHOCTE MCCNEeqoBAHKA COCTaBNAST 0guH rod. Nwobsle OTHNOHEHW:A OT
Tpeb0oBaHWMA K ANWTENBHOCTHM WCCNegoBaHWA B OOWH rof, Bbi3BAHHLIE KOHKDETHLIMW
OrpaHrYEHUAMK, 00M#HbI BbiTs 0DoCHOBAHL.

H.9 MpaBwuna oOUeHKH pe3yNLTATOR UCNLITAHWA

A.9.1.1 MNocneonepalMoHHBIE OUBHKW  33KNHY3KTCA B BLINOANHEHWH W
perucTpaumy cnedyowmny JeMcTBUNA.

a) MaKpoCKONWYeCKWX WCCnefoBaHWW ONepupoBaHHEIX rNas Jyepes OeHb nocne
onepat i,

G) npoeegeHve OMONOMMYECKOW MWEPOCKONKMW C WCNONB30DBaHWEM LENESBOM
namnel 4epes 7 aHel, 4 Hepenu, 3 mec, B mec M B KoHUe nepuoaa HabnwgeHus.

AL9.1.2 ViccneoyoTcA cnegy e aeneHus:

- (hHBpUHR;
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- NPWIWUB KPOBMK,

- HKNEeTEW,

- agreadu;

- HeoBaCKYNAPW3AUWA;

- OTeK poroBuUbL,

- NpO3paYHoOCTb Matepuana;

- pAcnonoMeHWE FanTHMYECKOW YacTK;

- ueHTpupoeanwe MO,

#.9.1.3 Ecnn TpebyeTcA, MOMHO caenate (POTOCHMMEMW LWEenesoy Namnon ana
OOKYMeHTankHoro oopMnedua UCCNeoBaHKue.

HO2 OueHka 3HYKNEWPOBAHHOIO rNasa

HE.2.1 YMepTENAKTHMBOTHOE B KOHUE Nepuona HabnogeHua W 3HYKNEeMpyrT
rnaza. TaKke 3HYKNEeWpPYKT [Nas3a HWBOTHLIX, KOTOPbIE YMEepnW wWnu  Dbnu
De300MNe3HeHHD YMEPLLENEHH BO BPEMA NPOBEOEHMA WCCNedoBaHWA M3-33 DoneaHew,
HE CBA3AHHBIX C rNasami.

A 922 0na npoBefeHWA  OUESHEM SHYKNEWPOBAHHLIX Ma3 BO3IMOXHL OBe
aneTeEpHATHBLI:

a) SHYKNeWpoBaHHLIE rNa3a HeMefQneHHo nNOorpYXawTcA B DHUKCHPYHIWMKA
pacTeop ANA XpaHeHwA, 4ToDbl Noawe NPOMIBECTH QMCCEKAUMKD rNAa3a U NoCNeay oWy
OUEHKY, KaK YKA3AHO B nepeducnedws 6) #.9.2.2;

) npoBOdAT OWCCeKauWwy rNasa cpaly nocne 3HykNeuMpoBaHWA, W NPOBOOAT
BHYTpeHHee wccnefoeadwe. CnegyeT oTMedaTs BCE  8HOMANWKM, pasMellgeHHe
WMNMaHTaTa W UeHTpupoeaHwe, ecnu Heobxoawmo. Ocobo cnegyeT wocnenoeathb
mecta koHTakta MON W okynApHOW TkaHu, ecnu Heobxogumo. ChnegyeT coenate
poTOrpadiuK, YTobsl NOATEEPAWTE HAEBNHKOSHWA.

H.9.2.3 Ocropoxdo ygansawoT MOMN wnu obpa3zey matepuana v aaTem NpoBO4AT

rMACTONaTONOrMYMeCckHe HCCNedoBaHWA NepeqHed K 3aHeld KaMep rnasa.

Mpumedyasd e — XpaHEHHE SHYKENEHDOBAHHOM MazHorm ADNoEE 8 WECHpPYRLWEM DACcTEORE MOMET

NEHBECTH K MEMaHaHUI marapuana KON,

H.9.3 Ouenka srcnnadTupyemex MO

H.9.3.1 WccneaywT  akcnnaHtupyemele MO wnu obpazus martepuana c
NOMOLWBID  ONTHYECKOrD MUKDPOCKONa Ha HanWYWe KNeToK (MraqHTCHMX  KNeTok,
makpodaroe v 1.4.). NPOAYKTOB pacnafa kneTok W dubprosHbix oTnoxeHuid, ocobeHHo

B TOME3X KpennedHa neteNbk W BHYTPKW NOIMLMOHHBIX DTBEPCTHE.
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H.9.3.2 3atem nonoewHy oBpa3zuoe chnegyer TWATENEHO OYUCTHTL, He
noBpexaan OonTUYecKWe NOBEPXHOCTH, KW OUEeHWTbL ONTHMYecCKWe CBOWCTEA B
cooTeeTcTRMK ¢ FOCT 31580 2.

Opyrye nonoewHy oDpazyoe chnegyeT OUEHWTE Ha HANWYMe NOBEPXHOCTHBIX
OTNOHEHWA W MAMEHEHWA WM HA HANWYKE NPUAHEKOE KaNbLUWDUKaLWK.

A.9.3.3 PeaynkTartel 33HOCAT B OTYeT. ECNW HEKOTODLIE AaHHBIE NPonyWeHsl
MK HEe MOryT BbiTe NONyYeHkl, CNeayeT YCTAHOBUTE NPHYKMHE.

H.10 NMpaesuna ohopMnNeHna pes3ynsLTaToB UCNLITAHKWA

A 101 Otuet 00 MCNLITAHMKM AONKEH COQEPHATL CNeayoWyH uHdopMaLmi:

- BCe AaHHble, HeobxoOuMmble ONA MOEHTUdMKAUWK MCNBITYeMoro obpaaua;

- CChbINKY Ha HACTOAWKWA cTaHaapT,

- MecTo pazmeweHus MO,

- pe3ynbTaThl MCNLITAHWA, BKNHOYAR pe3yneTaTel OTASNBHBIX ONpejeneHiid 1
WX CpencTea, ecnd NPOBOOMNKCE,

- nwbble OTKNOHEHWA OT YEA3aHHON METOOMWKK,

- HeobDbiMHBIE NPM3HAKK (aHOoMAaNKKW), HabnwgaeMmsle BO BpEMA NPOBELEHNA
MCNBITaHWA;

- OaTy peansLHoro NpoBedeHna UCNBITAHWA W 0aTkl NpoBedeHWs NoCNeayowWwmnx

dHanKuioe.
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Npunoxedue K
(cnpaBovHoe)

ConocTaBneHWe CTPYKTYPbl HACTOALLErD CTAHAAPTa CO CTPYKTYPO#R
NPUMEHEHHOTO B HEM MeXAyHapogHOro cTaHaapTa

M.1 ConocTasnedHue CTPYKTYpPR HACTOALWEND CTAHOAPTE CO CTRYKTYPOW

NPUMEHEHHOIO B HEM MEXIYHAPOOAHOIO CTAHAAPTA NpeacTaBneHo & Tabnuue M.1.

TaGnuua W.1 — ConocTapneHHe CTPYETYPEl HACTORLLEMD CTAHGANTA CO CTRYETYPOH NPMMENEHHOTD B

HEM MEXIYyHAROOHROID CTadaapTa

CTpysTypa MesIyHEpoOHOID CTAaHOapTd
WCO 11978-5:2006

CTpyeTypd HACTOALWEND CTAHOAPTA

1 QBNAcTe pACnpoCTRAHEHMA

1 DEMAcThE NPHMEHEHNRA

2 HopMaTHEHEE CobINKA

2 HopmAaTHEHEIE COLIMER

3 TepMHHEl M ONpEgENEHNR

3 TH[_"M HHE ONpEQSNBEHAR W COERALLEHARA

4 O0wwe TpeboBaHnA, NPUMEHAEMES K DUSHRE
BONorMyeckon coeMmecTMacTi KO

4 Dbwea TpefoBaHKMA K OuaHEE DLONOAHECKDN
COBMECTAROCTH

5 D ARO- K MAYECEAE MCNETEHMKA

5 PHIMED- A HMPHECKBE WCNEITEHHA

5.1 OBwmne ceeOSHMA

5.1 Obwwe TpabosaHis

5.2 MoneiTaHWe HE NONHYED 3KCTREKL M

5.2 MCNeITaHWE HE NONHYHD SKCTPEKEHED

5.3 MonelTanee HE BRLBENSHUEESMbIE BEWBCTED

5.3 Moneimadws Ha BRLUENa<HEIeMLIE BEWECTED

5.4 MensTaHne HE rHORonUTIHESEY D CTORKDCTE

5.4 MoneTadws HE rMapondTHHBCKY I CTORKOCTE

5.0 McneiTaHWMe HE CBETOCTORKOCTE

5.5 Moneimadws Ha GoTocTabuneHoCTE

5.6 MoneTadwe Ha BO3NSHCTEME manydaeHng Nd-
YFG nazepa

5.6 MonelmTadws Ha BoanedcTars wanyqednn Md-
YFG nazepa

5.7 DusHEa HEpACTROPWMLE HEORMEHNHSGEME
BELLBCTE

5.7 OueHra HEPACTEORMME X HEOPTEHMHE KIS
BHLLBCTE

B BHONOIHBCEHE HCNBITAHNR

G BHOMOr-EacEie NENBTAHNA

B, 1 OOwmre noncHeHnA

.1 OOWwMe nonos#EHAR

.2 MCNeiTAHBE HA reHOTORCHYHDC TE

.2 MCNeITAHWE HA MEHOTORCHHYHOCTE

.3 Moneitadue Ha cedosbanyaaumo

§.3 MoneiTanws Ha ceHCHOMMzaUMD

B4 MonsTaHne Ha MMnnaHTagMED BHYTRE TNEaE

6.4 MenkiTaHne MMNNAHTEUMERA BHY TP Ma3a

Mpunickarnes A (oEAzaTENEHOS ] VEnsITaHne Ha
NOMHYH HCTREKLMIS

MNprnossHyae A (obraransioe ] MeTog MenemaHus
Hal MONHYH 3HCTPERUMI

&1 HaaHaqannea

A1 CDwpe nonoHEaHis

£,.2 Obwne coobpaskeHuA

A2 TpeboeaHus K HCNBITYEMBIM OOpa30Em

.3 Mpsswan

A3 Tpebosarus K BCAOMOrSTEMEHEM ANEMEaHTaM
[peanTnaamM]

&4 Monwmeeaemes obpagwl

A4 Tpebosadus K CPegoTEEaM HEMBITAHMA

&5 PeakTHEm

£.5 MopRAoK NPOSBIEHKUA KCNEITEHWR

8.6 Annapar

£.6 Mpasvna aHanK2a noneTyesors obpazya

8.7 Metogusa BCneITaHwA

A.7 Mpasnng aHaNM3a BEITRHSK

A8 AHannz HoNeTEIBEEROND METEpWENa

A8 Mpapwna othopriaHa PEIYNETETOE MCNETAHNA

8.9 AHAMMI BhITAMSK
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CTpYETYPE MesOyHEPOOHDID CTaHOapTa
MCO 11978-5:2006

CTPYHTYDE HACTOALErD CTaHnapTa

A 10 Cryer ob Mon=TaH«u9

Mpunosedws B (obRzarensHoe) MonkimaHye Ha Be-
WENAHHMBIBMEIS BEWBCTES

NMpenoxesns b (obraarensHoa) Marog voneiTadma
HE BhILUENAYMBSEMEE BELWBCTES

B.1 HazHaqeHwa

B.1 Ohwre nonaseHds

B.2 Obwme coobpakanis

B.2 TpebosaHUA K wonkI Tyame chpaagan

B3 MoneiTxiBasmMeliA MaTapHan

5.3 TpeDoEaHUA K HOHTRONBHOMY METEDHANY

B4 KonTponsHeld maTepran

5.4 TpeOoEaHWA K CPEgCTEEM WENBITHHWR

B.5 Annapar

E.5 MNopsook NpoBEgEaHNE MCTETAHNRA

B.G MaTooMka MCnsTaHEA

B.G Mpaswna ofopMNeHan pRIYNETATOR MENETEHMA

B.¥ Orse7t 00 HCnbITAHAN

Mpunosedwe C (obRzaranesos) DagpondTeHeceas
CTOMKDCTE

NMpenoxesue B (obraareneroe) Metocg HoObITAHMR
HE MAOPONHTHSECKYH CTOMKOCTE

.1 HaanaqweHne

B.1 DBwua nonaseHdA

C.2 Chwme cocbpasedur

B2 TpeboEaHUA K HCNeITYEMEM oOpaagam

T3 MoneTeeasmsii MaTaepMan

B.3 TpeDosaHuA K HOHTRONLHOMY MaTSprany

T4 KoHTpOneHEIA MaTEapHan

B4 TpeboEaHUA K CpancTeaM HENLITEHWA

C.5 Annapar

B.5 MNoproor npoBEgEHUs MCNETEHMA

.6 MeTogHeEa BCNEITEHHA

B.E Mpaswna oopyNeHng pe3ynkTATIE MOMNLTAHMA

C.7 Oryar ob neneTaHWKM

Mounosedws D Moneitaswe  Ha

PO TOCTADHNEHOCTE

[oOR3aTensHOE]

Mpuwnowenws [ (obRaarensHoe) Metog HoneITaHNS
Ha thoTeCTalunEHocTE

.1 Haanasesne

.1 CHwpe nonoEsHds

0.2 Mocne Tei2aemsA Manepuan

.2 TpebosaHHMA K HENBITYEMEIM DOpa3LAK

0.3 KoHTponsHelin Marapyan

.3 TpebosaHMs K KOHTPOMNBHOMY MATERHANY

0.4 PeakTHem

.4 TpabosaHus ¥ Cpene 4NA SHCTREKLNH

0.5 Annapar

.5 TpebosaHMA K CPegCTEEM HONBITAHHA

0.6 MeTogHeEa BCnkITAKHA

.G Mopsook NPOEEOEHNA MCMETaHIEA

0.7 CusHga pe3yneTATOR NOCNE 3XCNO03MLHM

.7 Mpasyna ousHge pEIyNeETAT0E NCNsTaHnA

0B Oruer of vcnemadaM

.8 Mpaenna ohoprnesHa PE3yneTETOE HENBITAHWA

Mpunoxedwa E  (obAzarenwHoe) MoneitasEue  Ha
BO3OSACTEME wanydeHns MNd-YAG nazepa

Npenaxenne [ [obriarenssos) Meton HCNbITEHWR
HE BOAGEACTEME HanyHeHyA MNd-YAG naaepa

E.1 HazHauaHwa

0.1 Qbwws nonoseHwA

E.2 MonbiTiBasamMelA MaTapdan

0.2 TpeboBaHUA K Hone TyemMeM oipaagam

E.3 PeakTussl

0.3 TpeboBaHuA K CpEOE ONA SHCTREELMK

E.4 Annapar

0.4 TpeboBaHUA K CpBOCTEEM MCNEITEHMA

E.5 MaTonMka MocnsimaH@A

0.5 NMopAgor NpOBSREHHR MCMBITAHWA

E.B QuexHka peayneTaTos nocna obpaboTim

0.G Mpasaina oueHm pe3ynsTaToE HoNBITAHWE

E.¥ Orse1 00 HCNbITARAK

FOCT 31580.5-2012
GostExpert.ru

0.7 Mpaeuna oopNesns PRIYNETATIE MCNLETAHMA

33
Ctpanuua: 36/40



http://GostExpert.ru/gost/gost-31580.5-2012
http://GostExpert.ru
http://GostExpert.ru

rocT 31580.5-2012

Ciromsakie mabnuus M. 1

CTpyETypa MesgyHapoOHoIo CTEaHOapTa
MCO 11978-5:2008

CT[.I'_-.'KT'_-.'pEI HACTOALWETD CTAHOapTa

Mpunosedws  F (cnpasoykoe]  JononHTensHBIE

Npwnoxesue E (perosmesgyamos ) JononHTENEHEIR

YCMOBWA MCMLITAHMA HA MECTHOS SSACTEME NOCNS | yCOOBMA WCMBITEHKA HE MBSTHODS NSACTEWME MAETESpWans
wnnnaHTagny & MCO 10893-6 nocna winnasTagas & NOCT P RCO 10893-5
F.1  OonanHarankHele  yonoBMA  MCOLITAHHR B E.1 TpeDosaHuA K YyoNOSHAEM MCNETEHWA

COOTEETCTRMA Co cTaHgapram MCO 10993-6

F.2 OmyeT 0b monemaHm

E.Z Mpaswna odapsneHng peEIYNeTATIE MCNETEHMA

Mounomedws G [obR3gTensHoe) WonelTaHws Ha
MMINAHTALMED BHYTPE (N33

NMpwnoxensue ¥ [obRaransros] MeTan HenBITaHnA
HE WBMMNEHTALUMH BHY DL [ME38

5.1 HaaHa4eHus

HL T Chwme nonoHaHds

5.2 MoneiTeB2aMER MaTepran

HLZ Tpabosadus K nCneTyE eI ODpazuaEm

5.3 KoHTponbHBIA METEPWMEnN

HLE Tpabosaswe K KOHTRONBHORMY MATSEHATY

5.4 PeakTvBesl M MaTapHas

HCA Tpabosasus ¥ CPEQcTEaMm NCMLTaHWR

G.5 Anmapat

HA TpeOOBaHWA K SKCMERHMEHTENEHDN  MOSLENd
HHBOTHDI

G.6 IxCnepiMEHTANEHAR MOGENE: MHEDTHOM

HLE MopRIok NPOEENSHMA KENEITEHKA

G.7 MeToanka MonuTaHyA

HLT TpebosaHwA & HaGNoODEHWAM, NEOBOOMMERM BO
HEEMA WG TEHWA

5.8 HabnuoasHWA. NPOe0guMeEa BO BRErA ONEpELI9

HLE Tpabosasws K Nepuony HsMnnasTalHu9

5.9 MNapuog, MrMnnEHTaun9sn

HLE MNpaswna oUSHEW DE3YNETATOR MENRTEHKMA

5,10 CrusHxa MCNBITAHKA

HAD
MCTILITAHMER

Mpaewana OPOPMIEHKA  PE3YNLTATOR

G171 Oryar o monemaHne

Mpwnosennse W (cnpaeoqsos]  ConocTasnaqae
CTOYETYPE  HBCTOAWEN CTAHOAPRTE ©0  CTRYKTYpOR
NpHMEHSHHOTD B HEM MEOYHAROOHOID CTAHSapTa

Mpwnoxeswse K (cnpaeossos)  CeEegeHHs o
COOTEETCTEHM COEINOHHELX MERYHAPOSHEX
[PEFHOHANEHEX) CTEHOEpTOR HEL{HOHEMBHEIM

craHgapTan Poccuiceon Tegepaund, HoNoneIoseaHHEIM
B HACTORWEM CTAHZAPTE B HAYSCTEE HOPMETHEHEX
CChINoK

BubnuorpadivA

EubnuwarpacuA

MpumedaHwa — B HACTORWWA CTAHOBPT BENEHEHE TEPMMHE M DNPESENSHAR, HE COOSPSEILHECH B
MOCT P 51892, v eee0aHL CORDSIBEHWA, NPAMEHASKMBIE B TEXCTE CTEHO8PTA.
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NMpunoxenne K
(cnpaeo4Hoe)

CBE,FI,EHHH O COOTBETCTEMH CCBINOYHBIX MEXOYHAPOAHBIX CTAHOAPTOB
MexrocygapcTeeHHbIM CTaHOaPTaM, MCNONL3OBAHHBIM B HACTOALLEM CTaHOApTe
B Ka4eCTEe HOPMATHEHbIX CCBINOK

Tatnuwuya K.1

OB0aHaAYEHME CoENOYHOrD
MERMICY JAPET BEHHOMD CTAHOARTS

CIB0IHAHEHME 11 HAWMEHDBEHWE COLINDHHOMN MEXIYHADOOHOM
CTAHOAPTA W YOMOBHOS 050IHAYESHNE CTENSHN COOTEATCTEHR
COBINOHHOMY MESHTDOYAARCTEOHHOMY CTEHOARTY

MOCT 150 14971—2011

WMCO 1487 1:2005 «MeguuuHcke vaganeA. NpHMEHEHME yHPpEEnaqH9a
PHCHEMH K MEQHUMHCKEAM n3ganeAme {I0T)

WMCo 1187a-1.19849 T ANEMONDrTHaCHHE HMNMAHTATE.
WMHTpaokynapHee NuHaw, Yacte 1) Cnosape: (MOD)

MOCT 315802 —202 (MCO 11970-2:549)

WMCo 11979-2:1909 T BNEMONDT EECKHE WBMNMAHTETE.
WHTpEOEYNADHEE MMHde. Yacts 2 OnTHHSckHe CEORCTEE W MBETOOER
HeneITaHsAn (MOD]

MOCT 315803 —2012 (MCO 11978-3:59)

WCo 119793-3:1909 T BNEMONOrHECEHE WMMMEHTATE.
WMHTpaokynspHee  neH3ael. Yacre 30 Maxgdesecsvs cBORCTEE K
METOOR MCNETaHWA R (MOD)

MoCT 150 10993-1—2011

WMo 10863-1:2003 wyedra Lt plal gt BTt el ] ] LEBCTEHNR
MEgMUMHCE: Hagenyid., Yacte 1) JueHEa W MCNETaEHWE B CHMCTEME
YNpasnaHns prcsasman (I0T)

WMZO 108893-2: 2008 aCueHEs LS el p Tal gt =T el ul ] OERCTENA
MEOWUNHCEKY  Hagenvi. Yacte 2@ TpeBobBaHwe & Gnaronony-Ws
HMBOTHEINS

MoCcT 120 10893-3—2011

WMCO 10883-3:2003 w{yeHra LTl plal gt BTt el u] ] OERCTENR
MEOWUMHCEK: M3eEndi. “acte 3 HMonbiTauis HE FEHOTOHCHHHOGT,
EEHUBPOMEHHOSTE M RENPOSYETHEHYES TORCKSHOGTRS (DT

MoCT 150 10883-5—2011

WCo 10893-5:1999 a{JeHka L el Ll gt T Ted ] ] OERCTENR

MEOWUHHCEMY  Wagema. Macte 5 Mlocnepoeanwe in witmo
UMTOTORCHSHOC TN (IOT)

MOCT 150 10983-6—2011

MCo 10883-6:1994 alyeHLa GRONOrMYecKong LEBECTENR
MEOWUMHCEKY Hagenni Macte 6 Meneitanis HES MeCcTHDE DeRCTEWME
nocrg wMnnadTagaas (107)

MOCT IS0 10883-10—2011

WMo 10983-10:2002 waHEa CHONOrW-ECKOr:  JEECTEWR

MEOWUMHCKIE Magenyd. McnsmaHuA Ha pasgpaserde 1 zanosganyo
CHEPAYYECTEMTENEHDCTRE ([OT]

MoCT 150 10993-12—2011

WO 10983-12:2002 AOIEBHEE GHONOTE-<ECEOrD OARCTEMR

MEOWUMHCEMY  wagenyd,  Yacte  12: NMogroroesa  obpaayoe
MATEpKANE cpagHedmas (DT}
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[1] WCO 10993-2:2006 Biclogical evaluation of medical devices - Part 2:
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wagenui. Yacte 2: Tpeboeaxua k BNaronony«“wio #WBOTHLIX)

[2] Journal of Cataract Refract Surg. 13,1987, with. 297-301, Sliney, D.H.
«Assessment of the impact of solar UV radiation on the 10L» (MypHan Cataract Refract
Surg. 13,1987, c. 297—301, Sliney, D.H. «OugHka BO3OEWCTEBMA CONHEWYHOro Y-
nanydeHus Ha MOIM»)

[3] WCO 10338:1897  Ophthalmic optics - Contact lenses - Determination of
water content of hydrogel lenses {OnTuka v onTryecke NpUBopel. KOHTAKTHLIE NMH3LL

DHPEHEHEHHE COOSP#HAHMA BOAL B TMOPOrenesblx KOHTAKTHBIX NUH3axX)
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YOK 616-089.843:006.354 MEC 11.040.40 46

Knwodeesle cnosa. o@TANBMONOIAYECKME WMNNAHTATE, MWHTRPAOKYNAPHBIE  NWH3LL,
obwre TpeboBaHWA, MUIMKO-XMMHYECKHE WCNBITAHWME, BUONOrMYEcKUE WCNBITAHWA,

METOOL MCNEITAHWA, Npaenna Uq}ﬂpMﬂEHHﬂ pe3yNeTaToB MCNBITAHWA
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