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IIpeancaosue

I{eny, OCHOBHbIE MPUMHLMIBI U TMOPSIJOK HPOBENEHUs padOT IO MEKIocCyIapCTBEHHOM
cragapruzauuu  ycraHoBieHst  [OCT 1.0—92  «MexrocynapcTeeHHast  CuCTeMa
cranpapruzanuu. OcHoBHble mojokerus» u TOCT 1.2—2009 «MexrocynapcTBeHHas CHCTEMA
cranpaptizaiuu.  CTaHOAapThl  MEXrOCy[JapCTBEHHble, TMpaBWiIa M PEKOMEHIALUHU IO
MEXrOCYNapCTBEHHOM cTaHmaprusauuu. [IpaBuna pa3paboTKM, NPHHATHA, HPUMEHEHHs,

OOHOBJIEHUS H OTMEHBD»
CaeneHus 0 cranaapre

1 TIIOAI'OTOBJIEH ®enepanbHblM TOCYAApCTBEHHBIM YHMTApHBIM INPEONIPUATUEM
«Bcepoccuiickuil Hay4HO-UCCIENOBATEIbCKUIT HHCTUTYT CTAHAAPTH3aLUM M cepTuduKkamu B

MamuHocTpoeHumy (BHMMHMAIIT)

2 BHECEH ®enepanbHbIM areHTCTBOM I10 TEXHHYECKOMY PETyIMPOBAHUIO U METPOJIOTUI

(Poccrannmapr)

3 TIPUHAT MexXrocyaapcTBEHHBIM COBETOM IO CTaHAAPTHU3ALMH, METPOJIOTMH H

ceprudukaimu (nporokon Ne 41-2012 ot 24 mas 2012 r.)

3a npuHsITIE CTaHAAPTA MPOrOJIOCOBANIU:

KpaTKoe HAUMECHOBAHUEC CTpaHI)I o KOZ[ CTpaHbI Imo Coxpameﬂﬂoe HANUMECHOBAHUE
MK (UCO 3166) 004—97 MK (MCO 3166) HALIMOHAJILHOTO OpraHa
004—97 10 CTAaHAAPTU3ALUH
Asepbaiimkan AZ Aszcrannaor
benaovce BY Toccrannant Pecnivbsmku benapven
Kazaxcran KZ T'occrannaot Pecnivonuku Kaszaxcran
Keiprocran KG Kepreiscrannant
Monnosa MD Momnnosa-Ctanmant
Poccutickas ®enevatins RU Poccranmant
TamxukucTaH TJ TamkukcTaHOADT
Y30ekucran UZ V3cranpapt

4 Ilpuxazom PenepaspbHOro areHTCTBAa M0 TEXHUYECKOMY PEryJUpOBaHHUIO U METPOJIOTHH
or 01 HOs16ps 2012 1. Ne 647-ct MexrocynapcreenHbiid cranmapt [OCT 31580.5-2012 (ISO
11979-5:2006) BBemeH B peiicTBHE B KadeCcTBe HAIMOHAJIBHOTO CcTaHmapta Poccuiickoit
Oenepanun ¢ 1 saBapst 2015 .

5 Hacrosium#i cTaHmapr MomuUUMPOBaH IO OTHOLIEHHI0 K MEXKIyHApOXHOMY
cramapry ISO 11979-5:2006 Ophthalmic implants — Intraocular lenses — Part 5:

Biocompatibility (MmmmanTtatsl odramsmornorudeckue. HHTpaokymspHble nuH3bL YacTh 3,
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Buonorinyeckasi COBMECTUMOCTb) Iy TEM H3MEHEHHS CTPYKTYPbI.

CpaBHeHHE CTPYKTYpbl MEXKAYHApOMHOTO CTaHAAapTa CO CTPYKTypOH HAaCTOSILNEro
CTaHAapTa NpUBEICHO B pritoxkeHnn H

JononauTenbHbie (Ppashl, CIOBa, MOKA3ATENd W/WIM WX 3HAUYEHHUs BHECEHbI B TEKCT
CTaHAAPTa U BBIIENIECHBI KYPCHBOM

Crenenb cootBercTBUsA — MoAupuimposanHas (MOD)

Cranmapt noarorosiieH Ha ocHoBe npumenenmsi [ OCT P 52858-2007 (MCO 11979-
5:2006)

6 BBEJIEH BIIEPBLIE

Hupopmayus o eeedenuu ¢ Oeticmeue (npexpauwjenuu Oelicmeus) HACMOosue20 CManHoapma
nNYOIUKYyemcs @ edcemMecsIaHO u30aeaeMoM UHMoOpMayuonHom ykasamene « Hayuonansnsie cmanoapmot ».

Hugpopmayus 06 usmeneHusx K HaAcmosueMmy cmanoapmy HYOIUKYemcs 8 elcecoOHO
usoagaemom un@opmayuonnom yxazamene «Hayuonanshvie cmandapmery,  meKCm UMeHeHul u
NONPABOK — 8 eNCeMeCAYHO U30a8aeMom unGopmayuonnom yxazamene « Hayuonanvnvie cmanoapmory. B
ciyuae nepecMompa Uiy OMMeEHbl HACMOSAWe20 Cmanoapma coomeememesyiowas ungopmayus 6yoem

onyﬁfmkoeaya 8 edHCeMeCAYHO UB0ABACMOM uH¢0pMal{u0HHOJW YKrazamene ((Hal{uOHCUleble cmaHOapmbl»

© CrangaptuHdopm, 2013

B Poccuiickon deaepaumn HaCToSALMA CTaHAAPT HE MOXET ObiTb MOMHOCTbIO UAKM YaCTUYHO
BOCMPOW3BEAEH, TUPKUPOBAH U PacnNpOCTPaHEH B KaYeCcTBe OuLManbHOro u3gaHusa Ges paspeLweHus
degepanbHOro areHTCTBa N0 TEXHUHYECKOMY PETYNIMPOBaHUIO U METPOJSIOTUM

I
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(ISO 11979-5:2006)

MEXTIOCYAOAPCTBEHHBW CTAHROQOAPT

MMNNAHTATbI O®TANBMONOMNMYECKUE MHTPAOKYNAPHBIE NIWH3bI
YacTtb 5

Buonornyeckaa coBmectTuMOCTb

Ophthalmic implants. Intraocular lenses.
Part 5. Biocompatibility

Data BBeaeHun 2015-01-01

1 OGnactb npUMeHeHus

Hactoswmin  cTaHgapT  pacnpocTpaHsieTcs  Ha  nepeAgHeKamepHble  ©
3aHeKaMepHble MHTPaoKynspHble NMUH3bI (nanee — UOJT) He3aBucMMO OT martepuana,
M3 KOTOPOrO OHW W3roTOBMEHbI, MECTa noKanuMsauum ux B rnaldy nauueHta un umx
PYHKUMOHANBHOrO  HasHadYeHWs  (MpoTe3  Xxpycranuka rfnasa Wi - fvH33,
npeaHasHa4YeHHas anst KOPPEKUMM adakmm 1 aHomanun pedpakuymnm).

CraHpapT  ycraHaBnuBaeT  TpeboBaHMA K  oueHke  Guonormuveckon
COBMECTUMOCTU MaTepuanoB ans wsrotoenenuns MO, a Tawke meTopbl pu3mKo-

XUMUYECKNX Y BUOMNOTMYECKNX UCTIBITAHWNA.

2 HopmaTtuBHbIe CCbIIKU

B HacTodleM CctaHaapTe UCnosfib3oBaHbl HOPMaTMBHBIE CCbINTKKU Ha crneayrwme
cTaHaapThl:

[OCT ISO 10993-1—2011 UsOenus meduyuHckue. OueHka 6uoi0eu4ecKoeo
Oeticmesusi meduyuHckux usdenut. Yacme 1. OQueHka u uccrnedosaHus

[OCT ISO 10993-3—2011 UsOenus meduyuHckue. OueHka 6uo0eu4ecKo20
Oelicmeusi meduuyuHckux usdenuti. Yacmes 3. UccnedosaHue e2eHOMOKCUYHOCMU,
KaHUEepo2eHHOCMU U MOKcUYecko20 delicmeus Ha pernpoOyKmusHyo hyHKUU

[OCT ISO 10993-5—2011 U3denus meduyuHckue. OueHka 6U0102uU4eCcKo20

Oelicmesusi meduyuHckux uszdenull. Yacme 5. MiccnedosaHnue Ha yumomoKCUYHOCMb!

M3paHue opuumnansHoe
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memoosl in vitro

TOCT ISO 10993-6—2011 UM3denus meduyuHckue. OueHka 6UOI02u4eCcKo20
Odeticmeuss meduyuHckux uslenuld. Yacmp 6. ViccnedosaHue mecmHoz0 Oelicmeusi
roce umnnasmayuu

FOCT ISO 10993-10—2011 Usdenus meduyuHckue. OueHka 6UOmI02u4ecK020
Oeticmeusi meduyuHckux u3denul. Yacms 10. HccnedosaHue pasdpaxarouweso U
ceHcubunusupyroweao delicmeust

[OCT ISO 10993-12—2011 U3zdenus meduyuHckue. OUeHKa 6uonoauyeckKoao
deticmeusi meduyuHckux usdenul. Yacme 12. [Mpueomosnerue npob u cmaHdapmHbie
obpa3syb!

[OCT ISO 14971—2011 Uzdenus meduuuHckue. lpumeHeHue meHedXxMeHma
pucka Kk MeQUUUHCKUM u30enusim

rocTt 31580.2—2012 (ISO 11979-2:1999) Umnnasvmamsl
oghmarnbmonoaudeckue. VIHmpaokynspHbie nuH3sl. Yacme 2. Onmuveckue csolicmea u
memoObl ucrbimaHruli

rocTt 31580.3—2012 (ISO 11979-3:1999) Hmnnanmamel
ocbmarnbmonoaudeckue. IHmpaokynspHsle nuH3sl. Yacme 3. MexaHuyeckue ceoticmea

u Mmemo0s! ucribimarul

MpumeyaHue — MNpu NONL30BAHUM HACTOSILUMM CTaHAAPTOM LiENecoobpasHO NpPOBEPUTL
[EefCTBUE CCbINTOYHbIX CTAHAAPTOB NO ykasatenio «HauuoHamnbHble CTanAapTbi», COCTaBIEHHOMY MO
COCTOSIHWIO Ha 1 siHBapA Tekyliero roga, U Mo COOTBETCTBYIOLUMM WMH(OPMALMOHHLIM YyKa3aTensam,
onybnuKOBaHHbLIM B TekyweM roAy. ECnu CCbiNOYHbIA CTaHAapT 3aMeHeH (M3MEHEH), TO npu
NnonbL30BaHUM HACTOALWMM CTaHAApPTOM, cneayeT PYKOBOACTBOBATLCA 3aMEHAIOWMM  (M3MEHEHHBLIM)
craHaapToM. Ecnm cobinoyHblii ctaHaapT OTMEHeH 6e3 3aMeHbl, TO NONOXEHWE, B KOTOPOM [laHa CCbika

Ha HEro, MPUMEHSIETCA B YaCTK, HE 3aTparuBaloLLei Ty CCbInKy.

3 TepMuHbI, onpeaeneHust U COKpaleHus

3.1 B Hacmoswem cmaHdapme fpuUMeHeHbl MepPMUHbl M0 HayuOHarbHOMY
cmandapmy eocydapcms, YrnoMAHymbix 6 npeduciiosul, Kak fpo2osiocosasux 3a
puHamue Hacmoswezo MexeocydapcmeeHHo20 cmaHOapma U credyowue
MepMUHbI C COOMBEMCMBYIOWUMU OnPedeneHUsIMU:

3.1.1 ucnbimanHue Jdezpadayuu Mmamepuana (material degradation test):
UcnsimaHue, komopoe onpedensem nomeHyuan 0espadayuu Mmamepuarna.

3.1.2 pacmeopumens (solvent): Bewiecmso (xumukam, HanonHumens, cpeda),



rOCT 31580.5-2012

ucrionb3yemoe Orii cMayusaHusi, pa3baesrieHusi, CyCneH3uposaHUsi, 3KCmpaauposaHus
unu pacmeopeHuUsi UCTbImyemMoe0 Mamepuana.

3.1.3 kowmponeHblli pacmeop (reference solution): Pacmeopumerns,
Komopsblli  oueHusaemcsi  OOHOBPEMEHHO CO  CMOYEHHbIM,  pa3basneHHbIM,
CYCMEH3UPOBAHHbIM,  SKCMpasuposaHHbIM  UU  PAaCMEOPEHHbIM  UCMbIMYyEeMbIM
mMamepuanom.

3.2 B Hacmoswem cmaHdapme npUuMeHsom crnedyroue COKpalueHUs:

Nd-YAG — annomo-ummpuessbili gpaHam, akmuguposaHHbIll HEOOUMOM;

In vivo — 8 ecmecmeeHHbIX yCrosusix;

In vitro — 8 mabopamopHbIX yCrio8uUsix;

Y®-usny4eHue — yrnbmpaghuonemosoe Usny4eHue;

BOXX — 6bICOKOMONEKYMSAPHBILU XXUOKOCMHOU XpoMamoepagh ebiCOKO20
OasneHus;

X — eas0ebili xpomamoepag;

X/MC — 2a30ebili xpomMamomacc-CrieKmpomMemp;

COM — ckaHupyowuli ar1eKmpPOHHbIL MUKPOCKO!.
4 O6uue TpeboBaHUA K OLleHKEe GUONIOrMYeCcKOn COBMECTUMOCTHU

4.1 OueHky Buonorm4eckort COBMECTUMOCTM UCMLITYEMOro Marepuana cnepyer
HauMHaTb C MepBOHaYanbHOW oueHku pucka B cootesetcTBum ¢ [OCT ISO 14971,
NpoBoAsA CrepyoLme 4encTBus:

1) paccMaTpuBaloT pe3ynbTaTbl (PU3NKO-XUMUYECKUX UCTIBITAHWUIA MO pa3sgeny 5;

2) NpoBoAST  OUEHKY WCMbITYEeMOro  Matepuana Ha  Buonorudeckyto
BesonacHocTe no FOCT ISO 10993-1 n [1], yuutbiBasn pesdynbTartbl PUIMKO-XUMUYECKUX
UCMbITaHWIA no pasgeny 5.

4.2 OueHka pucka BknMtovaeT B ceba OueHKy MOTEHUMansHOW BO3MOXHOCTU
N3MEHEHNs1 CBOWCTB MCTbITYEMOro Matepuana, Hanpumep, 3aTtBepaeHue, No3ToMynpu
oLeHke OWOMOrMYEcKo COBMECTUMOCTM HEOBXOAUMO  U3y4nTb  NPEAbICTOPUID
KMMHUYECKOTO WCMONb30BaHWA Marepuana WU MoAener XMBOTHbIX ANA WCMbITaHWS
CTOMKOCTM Marepuana.

4.3 Tpu oueHke BMONOrMYECKON COBMECTUMOCTM HEOBXOAUMO TaKXe MpoBecTn
oLeHKy Buronoruyeckoro gencrtemna martepuana no fOCT ISO 10993-3, TOCT ISO
10993-5, [OCT ISO 10993-6, TOCT ISO 10993-10 v no pasgenam 5—6 HacTodLero
cTaHgapTa.

4.4 Bce nonyyeHHble pesynbTatel oueHkn no 4.1—4.3 HeobxoanMo
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06befnHUTL B 06LLYI0 OLEHKY p1cka/nonb3abl B cooteetcTeum ¢ FOCT ISO 14971.

5 ®dU3NKO-XMMUYECKUEe UCTIbLITaAHUA

5.1 0O6wwue TpeboBanna

5.1.1 K PU3MKO-XMMUYECKMM WCTbITAHWSIM OTHOCATCS CrefyroLlme mcnbliTaHus
Ha:

a) MOSIHYH SKCTPAKLMIO,

b) BbllenaynBaemMble NPOAYKThI;

C) TMAPONUTUYECKYHO CTOMKOCTD;

d) coTocTabunbHOCTE (CTOMKOCTL KYD-/BUAMMOMY N3NYyYEHNIO);

€) CTOWMKOCTb K Bo3fenctamto nanyyeHus Nd-YAG nasepa;

f) oueHKy HepacTBOPUMbIX HEOPraHNYECKNX BELLECTB.

5.1.2 Uensmu ucneitanni no 5.1.1 snsroTtes:

a) onpedenumps  KOIUYECMBO  HUSKOMONEKYMspHbiX  eewecmss MO/,
CrIOCOBHBIX NPU UX SKCrslyamauyuu e enaly ebi0ensmscs 8 cpedy mkaHel anasa;

b) onpenenuTb KONNMYECTBO NPOAYKTOB AECTPYKLMM B pe3ynbTare rmaponuag,

C) onpeaenvTb KONMUYECTBO BbILLENaYMBaeMbIX XUMUYECKUX NPOAYKTOB;

d) obnerunTb npoBefEeHWEe aHanu3a pPUCKOB, BbI3bIBAEMbIX TOKCUYHBLIMU
NpoAyKTamMu, KOTOPbIE MOABNAIOTCS B pe3dynbTare WU3roToBNEHUS, NPU UCMONb30BaHUA
n/vnm cTapeHnmn NCnbITyeMoro marepuvana.

MpumeyaHue — [100 HUSKOMOMEKYNAPHbIMU 6ewecmeamu [OHUMaKom: OCMamoYHbIl
MOHOMEP, pa3asfiudHbie poldbi 006ae0K, UCMONNb3YeMbIX npu cuHmMe3e MOoHomMmepa, a maKxKe 603MOXHble
npumecu, rornadaiowjue e nonumep npu uzzomosneHuu NOJT u ux ynakoexe.

5.1.3 PesynbTtatbl ucnbitanMni no 5.1.1 porkHbl ObiTb 3aperucTpupoBaHbl
ucnbITaTeENsaMN 1 BKITFOYEHBI B OLEHKY pycka no fOCT ISO 14971.

Ecnn kakoe-nmbo wucnbiraHme no 5.1.1 He 6bino nposeaeHo, HeoGXOAWMO
npeacraBuTb  AOKyMEHTanbHoe  0BOCHOBaHVWe, MNOATBEpXKAawWee  pelueHue
UCMbITaTensi 0 HEMPOBEAEHUM 3TOrO UCTbITAHUA.

5.2 WcnbiTaHue Ha MOMHYIO 3KCTPaKLUIO

521 Wcnbityembln matepuan AOMKeH ObiTe NPOBEPEH Ha 3KCTparvpyemMble
BELLEeCTBA B YCMOBMSAX MOJHOW SKCTPaKLUM NO METOAY NPUNOXeHNs A.

[aHHbIN MeTOA COAEPKUT HECKONbKO YCNOBUM SKCTPaKuMK, BKMKOYaa cpefbl,

TeMnepatypy U AnNUTenbHOCTb.
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JonyckaeTcs Mcnonb3oBaTb anbTepHaTUBHLIE METOALI UCMBITAHWUSA MPU YCNoBUA
COBMafeHNsa OLEHKN pe3ynbTaToB.

5.2.2 TMpw neneiranmm Heobxoammo cobnogaTb CneayoLme YCrnoBus:

a) MPW4YMHbI, N0 KOTOPbIM Bbin BbIOpaH KaXAbIN PacTBOPUTENb, AOMKHbI ObITb
060CHOBaHbI 1 JOKYMEHTANLHO OPOPMIIEHD;

b) cpepbl Ans 3KCTpakUum fOImKHbI BbiTb NMPOAHaNM3NPOBaHLI B KAYECTBEHHOM 1
KONUYECTBEHHOM OTHOLLEHMW B KOHLIE 3KCTPakUMM Ha BO3MOXHbIE 3KCTparvpyembie
KOMMOHEHTBI MaTepuana. Hanpumep, 3arpssHsatoLme BeLecTBa NpoLiecca, OCTaTouHbIe
MOHOMepbI, J06aBKN 1 APYrMe KOMMOHEHTLI. YPOBEHb OBHapYKeHUsI 3KCTparupyembix
BELECTB JOMKEH ObiTb YCTAHOBMIEH Ha OCHOBAHWM OLEHKA pUCKa CYMMAapHOro
BO3AEVCTBUS Ha NaumeHTa n fosmkeH BbiTb BbIPaXEH B MKI/T Marepuana;

C) ucnbITyembIn MaTepuan HeobXxogMmo B3BECUTb A0 W MOCHE 3SKCTPaKuuu.
Jlto6oe nameHeHne maccebl JOIKHO ObITb 3aNKCUPOBaHO.

5.2.3 Pesynbtathl UCMbITaHWA  JOMKHbI  ObITb  3aperucTpupoBaHbl s
rnocnegyrowen OLEHKM pucka Ha  MOTeHUManbHO  BpefHble  BO3AEUCTBUS
aKCTparMpyembIx MaTepuanos.

5.3 MWcnbiTaHMe Ha BblulenaunBaeMble BelwecTBa

5.3.1 Ucnbityembin matepuan aomkeH ObiTb NpoBepeH Ha BbilenadveaemMble
BELLECTBa B MMUTMPOBAHHBIX (PU3NONOrMYECKUX YCIIOBUAX NO METOAY Npunoxenus b.

[daHHbIn MeTon COAEPXUT HECKONbKO YCMOBWIN SKCTPaKUMM, BKNKOYas cpepbl,
TemMnepartypy v ANUTENbHOCTD.

5.3.2 Mpwu ucnbiraHum Heobxoaumo cobntogaTtb ycnosusa 5.2.2 n TpebosaHus
523

5.4 WcenbiTaHue Ha rIMAPOSIUTUYECKYIO CTOUKOCTbL

5.4.1 WcnbiraHue Ha ruaponuTUyecKyo CTOMKOCTb He06Xxo0aMMO NPOBOAUTL MO
meToay npunoxeHus B.

5.4.2 TMpw ucnbiTaHnm Heobxoammo cobntogaTe cneayoLme ycroBus:

a) oueHUTbL CTOMKOCTb MaTepuana B BOAHOW cpefe npu Temnepatype (35 + 2)
°C B TeYeHne nNSATM NET WM MPW  MOBLIWEHHOW TemrepaType B Te4YeHue
UMUTUPOBAHHOTO BPEMEHWN BO3AENCTBUSA TaKKe B TEYEHWE NATU NET;

b) umuTUpOBaHHOE BpeMs BO3OEUCTBMA HeoOXoauMO OnpeaenuTb MNyTem
YMHOXEHUS1 AEUCTBUTENBHOTO BPEMEHM WCCnepoBaHust Ha  KoadduumeHT F,

paccunTbIBaEMbIA MO popmyrne
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F =2l (1)

rae T, — noBblWeHHaa Temneparypa, °C;
To — Temnepatypa BHyTpY rnasa, paeHasa 35 °C;

C) npoaHanuavpoBaTb BO3AEWCTBYIOLLYIO Cpeay B Ka4eCTBEHHOM W
KONVYECTBEHHOM OTHOLLEHUWM Ha HanuuMe XMMUYECKNX BELECTB B KOHLUE nepuoaa
BO3eNCTBUS;

d) nposecTu uccnegoBaHUe UCMbITYEMOro Matepuana Ao U Nocne UCTbITaHUS:

- C NOMOLLbIO CBETOBOrO MUKPOCKONA Npy yeenuyeHun 10° u ebilwue;

- CMOMOLLbIO PACTPOBOrO MUKPOCKONA Npu yBenuyeHun 500% v Bbilue.

WUcnbiTyembin Matepman HeobXxoAMMO CpaBHUTL C MaTepuanoM, KOTOpbIA He
rnoABepranca BO3LENCTBMIO BOAHOW cpepbl. [lpn cpaBHEHUW BO BHEWHEM Buie
MOBEPXHOCTEN WCMBLITYEMOro Marepuana He AOIKHO ObiTb Ny3blPbKOB, AEHOPUTOB,
Pa3pbIBOB U TPELLMH;

€) 3aperncTpupoBaTb K03 PULMEHTBI CrneKTparnbHoro nponycKaH1s
ueneltyemoro Matepuana B Y® v sugumon obnacrsx cnekrpa A0 U NoCne UCTbITaHUS.
lMyTem conoctaBneHus cnekTpoB y6eauTbcsa B TOM, UTO KOI(PULMEHT CnekTpanbHOro
NPOMyCKaHWs CYLLECTBEHHO HE M3MeHUrcs. B cnyyae ncnonb3osaHnst Mpy UCMbITAHUA
rotoBbix NOJ1 onpenenuts ontuyeckyto cuny UOJ ao n nocne mnenbitaHus. B cnyyae
UCMOMb30BaHNSA WCXOAHOrO Marepvana HeobxoaMmo onpeaenuTb  nokasaternb
npenomneHns marepvana. Ontnyeckas cuna UOJT vnv nokasatens npenomneHusi
WCXOAHOro mMaTtepuana Ao U Mocre UCTbITaHUS He AOMKHbI CYyLLIECTBEHHO pasnuyaTbCs
( 0,25 antp — ans VO c ontuueckoli cunon paeHon 20 aAnTp).

5.4.3 Pesynbmambl ucnbimaHus OOMKHbI Obimb 3apeaucmpuposaHsbl  Ons
nocnedyrowiell OUEHKU pucka Ha nomeHyuanbHo epedHbie eo03delicmeus U3-3a
HecmabunbHoCMu Mamepuara 6 600HOU cpede.

5.5 WUcnbitanue Ha poTOCTabMNBHOCTL

5.5.1 WUcnbiraHue Ha dpoTocTabunbHOCTL NPOBOAAT MO MeToay npunoxeHus I

5.5.2 NMpwn npoBeaeHm ucnbiTaHusi nepeaHekamepHbix MOJT Ha cTorkocTb k Y-
U BUAUMOMY MU3NyYeHUIo HeobXoauMO MOATBEpPAUTb, YTO MexXaHu4yeckue CBOWCTBA
UCTIbITYEMOro Martepuarna, NoABepPrHyToro YO-uany4eHuo, MAEHTUYHbI MEXaHNYECKMM
CBOWCTBaM He NofBePraemoro Y®-many4eHmio UCrbITyeMOoro marepuana.

5.5.3 CnektpanbHble fuanasoHbl WCMbITYEMOro marepuana, noaBepraeMmoro

aevctBuio  YO- M BAAMMOTO  M3MyYeHWs, W KOHTPOMbHbIX Marepuanos, He
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noABepraembIx AEACTBUIO U3NYYEHUS, JOMKHbI ObITb MLEHTUYHBIMU.

Mpumevanns

1 TepegHekamepHble WOJI, noaBeprHyTbie W3MYy4eHUIO, AOMKHbI ObiTb MCMBLITAHbI HA
MexaHu4yeckue csonctea no FOCT 371580.3.

2 YCTaHOBNEHO, YTO Npu UcnbiTaHumn UOJT geicTBMio Y®-nanyyeHnss 4onyctumMsl criegyoLme
napameTpsbi:

@) WHTEHCMBHOCTb U3ny4yeHUs YP-A in vivo B AnanasoHe anuH BonH oT 300 go 400 HM npm
ocseLyeHn MO anddysHbiM ceToM /,= 0,3 MBT/cM>.

MpuHATas B MexayHapoAHOM MacwTabe OLeHKa NONHOM MHTEHCMBHOGTW COJSIHEYHOrO CBETA
cocTaBnseT cpeagHee ot 1 KBT/M?> = 100 MBT/CM®> B COMHEUHbIX permoHax, Onm3kux K akBaTopy. “YacTb
ANVH BOMH n3nyyeHuna 6nmskoro k Yo B ananasoHe ot 300 go 400 vm cocTasnser npubnuautensHo 6,5
% OT CyMMapHON MHTEHCUBHOCTU, T.€. OKONo 6,5 MBT/cM?. NON noABEpPratTcsa AENCTBUID COSTHEYHbIX
nyyei, KOTOpble AOCTUralOT Y4acTKOB NO3aayM POrOBULBl W BHYTPMINasHOW XuAKOCTU. B npeaenax
COJIHEYHOrO CMEKTpa Ta YacTb M3Ny4yeHus, BnM3Koro K Y®-u3nyyeHuto, KOoTopas He MOrnoLiaeTcs
poroBuuei W BHYTPUINA3HOW >MAKOCTbIO M KOTOpasi MOXeT MOoTeHuManbHO paspywute WOJ
nocpeacTBOM (HOTOXMMUYECKOW AECTPYKUMW, COCTaBnsieT npubnusutensHo ot 40 % go 50 %
CymmapHoro Y®-A usnyvenus. MNpeanonoxus, 4to porosuua U BHYTPUrnasHas XuakocTb nornowanT 50
% Y®-A nanydenus, O noasepraiotcs AeiCTBUIO U3Nydenus B 3,25 MBT/cM B guanasoHe o 300 ao
400 HM NpPU NOMHOMN WHTEHCUBHOCTWU COMHEYHOro cBeTa. CYMTAETCH, YTO WHTEHCUBHOCTb AU Y3HO
OTPaXXEHHOro CBeTa COCTaBMNAET OJHY AECATYI0 BbILLIEYKA3aHHOrO 3HadeHus. CneaoBaTenbHo,
WHTEHCUBHOCTL 06nyueHna MOI in vivo cocTaBnsieT npubnuautensHo 0,3 MBT/cM?;

b) exeaHeBHas NPOAOMKMTENLHOCTL 0BMYYEHUs1 CONHEYHbLIM CBETOM f COCTaBNseT 3 y;

C) MpOAOIMKMTENBHOCTL BO3AENCTBMSA in vivo T & 20 ner;

d) KOIMULMEHT WHTEHCUBHOCTM N =1 (T.€., MAKCUManNbHAs MHTEHCUBHOCTb, €CNU UMETbL B
BWAY COSTHEYHbIE PETNOHBI).

MpoAOMKUTENBHOCTL UCNBITAHUIA iN Vitro T, B AHAX, MOXHO paccuuTaTth no opmyne

Cags. 7| [12) (24 2
T 3657“[1,)(:)’ @)

rae /[, — UHTEeHCMBHOCTbL WCTOYHMKA M3Ny4eHua in vitro B auanasoHe anud BonH ot 300 ao
400 Hm [2].

Mpumep — Ecnu I = 10 MBm/cm?, T, = 27,4 OHs.

5.5.4 Pesynbmamsbl ucneimaHusi QomkHbl 6bimb 3apeaucmpuposaHbl  Orisi
nocnedyrowel OoueHKU pucka Ha nomeHyuanbHO epedHbie 8030elicmeusi U3-3a
npodykmos 0ecmpyKyuU, OBHaPY>XEHHbIX NMPU npoeedenuuU ucrbimaHus.

5.6 WcnbiTaHue Ha Bo3gencTeue usnydeHus Nd-YAG nasepa

5.6.1 WUcneitaHme Ha BosgencTteue usnydeHns Nd-YAG nasepa Ha UCMbITyEMbIN
mMaTepuan NpoBoAAT METOAOM MO NpUMoXeHuto [1.

5.6.2 lNpun BO3DENCTBUN W3MYYEHUA nasepa He [OIDKHbl BblAEeNATHCS
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LIMTOTOKCUYECKME BELLeCTBa.

5.7 OueHka HepacTBOPUMbIX HEOPraHMYEeCKUX BELLEeCTB

571 Matepuwan ansa mnarotoeneHns VOJT gomkeH ObiTb OLUEHEH Ha Hanudve
OCTaTO4YHOro CoAepXaHNs HepPaCTBOPUMbIX HEOPraHUYECKUX BELLECTB Ha NOBEPXHOCTU
n BHyTpu WOJI, nossnaoWmMxCss npu  MIroTOBNEHUM MaTepuana Wnn BHECEHWUM
TexHonormyeckux pobaeBok. Ecnm  octatouHoe copepxaHue  HepacTBOPUMMbIX
HeOopraHMyecknx BewecTB uaeHtnduumposaHo, WOJ  cnepgyer oueHumBats B
OTHOLLEHMN Takmx OCTaTOYHbIX BellecTB. MeToabl MCMbITaHUSA, WUCMONb3yeMble ANnst
NPoBEAEHVNA TakoW OUEHKM, AOMMKHbI OblTb  MAEHTUULMPOBaHLI, OLEHEHbI U
obocHoBaHbl. CnegyeT npuMMEHATb MeToabl ¢ npegenom obHapyxkeHuns 0,2 MKr/r
(BHyTpUY NOMN) nnm 10 mkr/r (Ha nosepxHocTn UOJT ¢ pacTtBopuTenem).

5.7.2 Pesynbmambl oueHku QomkHbl  6bimb  3apesucmpuposaHbl  Onis
nocnedyrowell OUEHKU pucka Ha NomeHyuanbHO epedHbie 8030elicmeusi 0CMamoYHbIX

HEePacmeoPUMBbIX HEOP2aHUYECKUX eeujecms Ha nosepxHocmu u eHympu MOJ1.

6 Buonoruyeckue ucnbiTaHnA

6.1 O6wme NonNnoXeHns

6.1.1 OueHka Ouonornyeckon 6GesonacHocT pAorkHa OblTe npoBefeHa B
cootBetcTBMU ¢ TpebosaHmsaMu FOCT ISO 10993-1 ¢ yyeTom pesynbtatoB (puamko-
XUMUYECKUX UCTbITAHWK Mo pasaeny 5. Heobxoaumo yunTtbiBaTh Cneayowme 0CHOBHbIE
MOMEHTbI:

- BO34EWUCTBME Ha POCT KMNETOK 1 paspyLLUEHMEe KNeToK;

- TeHOTOKCUYHOCT®;

- MECTHOe JeWCTBUE Mocne umnnaHTauuu,

- nNoTeHuvan ceHcmbunuaaumm.

6.1.2 Ecnu ycTaHOBMEHO YTO MPOBOAWUTL UCMbITAHNE HEOBXOAMMO, MPUMEHSIIOT
OCT ISO 10993-3, OCT ISO 10993-6, FOCT /SO 10993-10 ¢ [ONONHUTENbHLIMA
ncnbiTaHnsaMn no 6.2—6.3 ctaHgapTa.

6.1.3 TMoarotoeky obpasua criegyeT npoeoauTs B cooTeTcTBun ¢ [OCT ISO
10993-12 ¢ y4eToM JOMONHUTESNBHOMO UCTbITaHWA Mo 6.4 HaCTOALEro cTtaHgapTa.

6.1.4 Ecnu B peaynbTaTe NPOBELEHVA OLEHKM pucka naeHtTudvumposaHa in
VivO BO3MOXHOCTb M3MEHeHMs1 CBOICTBa MaTtepuana noj BO34eUCTBUEM OKPYXKaIOLLIEeN

cpeabl, HeoBX0AMMO NPOBECTN UCTbITaHWE, YTOGkI OLeHUTL 0BpaTHyO TOEPaHTHOCTb



rOCT 31580.5-2012

NCMbITYEMOro Mareprana U MecTHON TkaHW. [pUMepPOM Takoro UCMbITaHWA SABMAETCS
UCMbITaHNE Ha MECTHOe AeNcTBue MaTepuana nocne umnnantaumm no MOCT /SO
10993-6 ¢ fLONONHUTENBHLIMY YCNOBUSAMM NO MPUNOXKEHMHIO E.

MpumevyaHne — Tak kak macca MOJT o6bluHO cocTaBnsieT TONbkO okorno 20 wr, TO
UCnbiTaHUE HA CUCTEMaTUYECKYIO UIMU XPOHUYECKYO TOKCUYHOCTb MPOBOAUTL HE Tpe6yeT0ﬂ.

6.2 WcnbiTaHWe Ha reHOTOKCUYHOCTb

6.2.1 WcnbiTaHne Ha reHOTOKCUYHOCTb CredyeT MPOBOAUTbL B COOTBETCTBUM C
FOCT ISO 10993-3 ¢ fONONHEHNAMMN, N3NOXKEHHBIMM B HACTOSALLEM Nofpasfene.

6.2.2 CrneayeT npurotoBuTb fABE OTAESIbHbIE BbITSKKA U3  UCMBITYEMOro
Matepuana C JKCTparvpylowuMn BeLlecTBamMn:  PU3NONIOTUHECKMM  PacTBOPOM,
MacnsHbIM UnU NOMnspHBIM pacTeopuTenem. MacnsHbin Uny NONSAPHLIM PacTBOPUTENDb
He JOrpKeH pacTBOPSATH UMK paspyllate Marepwan.

6.2.3 BbITSXKy crnegyeT npurotoBuTb nepemewumsaHvemM 1 r marepuana Ha 10
M 3KCTparvpyoLero eBelectea npu temneparype (37 + 2) °C B TeueHue (72 £ 2) u.

6.3 WcnbiTaHMe Ha ceHCUOUNU3auu

6.3.1 WcnbitaHne Ha ceHcubunusaumio pomkHO ObiTb  NpoBeAeHO B
cootBeTcTBUM ¢ [OCT ISO 10993-10 ¢ AONONHEHNSAMM, U3NOXKEHHBIMU B HACTOSILLEM
nogpasgene.

6.3.2 na npoBefeHUs WUCMbITaHUS MOXHO WUCMONb3oBaTb NMGo MeToq
MaKCUMasnbHOro  CEeHCUBMNM3NPYoLWEero  BO3gencTBusl, nnBO  MeCTHyro  npoby
numdartnyeckoro yana.

6.3.3 BbITsxkKky ©3 uUCMBITYEMOro Marepuana roToBaT C  jaobaBneHnem
SKCTPArvpyroLLMX pacTBOpPUTENEN, OAHUM W3 KOTOPbIX SIBMSETCS (U3NONOTUYECKUIA
pacTBop, a ApYyrMM — MacnsHblA UM NONApHBIM pacTBopuTens. MacnsiHbii unu
NonspHbIA pacTBOpUTENb HEe [OMKEH pacTBOPATb WMU paspylliatb UCMbITYEMbIA
matepuan. Pacteoputensb He  AOrXeH UMETb pasgpaxalowero  unu
CEHCUBMMN3NPYIOLLIEro JEeNCTBIS.

6.4 WcnbiTaHue MMNaHTauuen BHYTpb rnasa

6.4.1 WcnbitaHne vMmnnaHTaumMen BHyTPb rnasa AOMKHO MpOBOAUTLCA B TOM
criyyae, ecnv y U3roTOBUTENSA HeT AOKYMEHTAanbHOro noaTeepxaeHns o 6e3onacHocTun
marepuana Bo BHyTPUrnasHown cpeae.

6.4.2 WcnbiTaHne cnepyeT npoBoauTe B cooteetcTBumn ¢ TOCT ISO 10993-6 ¢
AOMOMHEHNAMM MO NPUNOXeHnto XK.

6.4.3 Ecnu ycTaHOBMeHo, 4TO MPOBOAWTL 3TO WUCMbITaHWE HeobszaTenbHo,
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OLeHKa pucka [OomKHa cogepaTb OOOCHOBaHHYH rapaHTUK B TOM, 4YTO PUCKY,
BO3HMKaOWME B pe3ynbTarte HOBOTO MWCMOMb30BaHUS —Martepuana, CuYATakoTCs
npuemMnemMbiMM Ha  OCHOBaHWM  WHGOPMauMKM O npeablaylieM  KIUHAYECKOM

MCMOMb30BaHNN WM Ha OCHOBaHUN APYrnxX NCTOYHUKOB AaHHbIX.

10
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MpunoxeHue A
(obs3aTenbHOE)

MeTop ucnbiTaHma Ha NOJTHYHO 3KCTpakuuko

A.1 O6uwwme nonoxeHus

A.1.1 Llenbto AaHHOrO MCNbITaHWUA ABNSETCA OOHapyXXeHWe U KOMMYeCcTBEHHOE
onpepeneHne [obaBoK M LPYrX BbilenadnmBaeMblX BELLECTB, 3KCTparMpyemMbix W3
UCMbITYEMOro Marepuana B yCrnoBUsIX MOMHON SKCTPaKLmm.

A1.2 Mpn wucnbITaHMM  cnegyeT  MNPUMEHsITb  aHanuUTUYEecKMe  MeTodbl,
WCMONb30BaHME KOTOPbIX OMPaBAaHO C TOYKN 3PEHMs XOopowerh 0BOCHOBaHHOCTU U
obnafarowmx AOCTATOMHOM YyBCTBUTENBbHOCTBI ANsi OOHapyXeHUs 3HauUTernbHbIX
KOHLEHTpaLuIA.

A.1.3 B npvBeAeHHOM METOAE 3KCTPaKLMU NPUMEHSIOT annapat Cokcneta.

A1.4 Tlpn BbiGope pacTBOpUTENS 0COBCOE BHUMaHWE cnegfyeT YyAenuTb
CrMocoBHOCTM pacTBOpUTENS BbI3biBaTb HabyxaHue marepuana, 4ToObl BbINOMAHWUTL
akcTpakumio 6e3  paspylueHus MONMMEPHON CTPykTypbl unu 6e3  pacTBOpeHus
marepuana, a Tailkke pacTBOPUMOCTM MOTEHUMAnNbHOTO OCTATOYHOrO COAepXaHWsA
MOHOMEPOB B pacTBopuTene, 4tobkl JOCTUMHYTL MOMHOW 3KCTPaKLMW.

A1.5 [Ina skcTpakuvm cneayeT WCMonb3oBaTb BOAHbIA pacTBOp  unu
opraHV4yeckuin pacTtsopuTenb. [na SKCTpakuMM HEKOTOPbIX MarepuarioB, HanpuMmep,
ruaporenesbix MOJ, moryT noTpeboBatbcs M BoAHAs 3KCTPaKUMS, W SKCTpaKuUs
opraHuyeckum pacTtsoputTeneM, 4Tobbl 0BecneunTb SKCTpakumlo  rmapodunbHbIX
(coneit) n ruapodoBHbLIX (MOHOMEpPOB, Y- nornotTutenel N T.4.) KOMNOHEHTOB.

A.1.6 Marepnan, akctparvpyembldi u3 WMOJ1, pomkeH ObiTb uccnegoBaH C
nomouyeto X, cnektpodpotomeTtpa n B3XKX, utobbl MaeHTUdULMpoBaTL OCTaTo4HOE
cofepxaHne MOHOMEPOB, BELLECTB, Bbi3biBalOWMX 0OpasoBaHNe MEXMONEKYNSpHbIX
CBSI3el, KaTanM3aTopoB U T.4., UCTIONb3yEeMbIX B NPOLIECCe N3roToBMNeHns.

Metog MOXHO WCMONbL30BaTb, KOrAa pacTBOPUTENb BbI3biBaeT HabyxaHue
mMaTtepuana, 4OCTatouyHoe, YToBbl rapaHTUPOBaTL MNOMHYIO SKCTPAKLMIO.

A.2 TpeboBaHUs1 K UCNIbITYEMbIM OGpasuam

A.2.1 Bec ctepunbHbix rotoebix NOJ1 nomkeH ObiTe He meHee 200 Mr.

A.3 TpeboBaHusi K BcnomoraternbHbIM 3fieMeHTaM (peakTusam)

A.3.1 Bopa, guctunnunpoBaHHas Unn LeENOHN3NPOBaHHAS.

A.3.2 OpraHunyeckuii pacTBOpUTENb, aHaNUTUYECKOW YUCTOThbl WUnu  Goree

11
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YNCTBIN.

A.3.3 HarpesatenbHble KaMHK unu rpaHynel, npegoTepaljarome
NynbCUpytoLlee KUNeHue.

A.3.4 AKTVBHbIV flecukaHT (BnaronornotTuTens).

A.4 TpeboBaHus K cpeACcTBaM UCTbITAHUA

A.4.1 3kcTpakumoHHbIA annapar CokcneTa, COCTOAWMIA U3 KOHAEHCopa, Konobl
C KpyrfbiM OHOM WM HarpeBaTernbHOM OOONMOYKON CO CTEKNSAHHLIMW KOMIMOHEHTaMW,
M3roTOBJIEHHBIMU U3 CTaHAAPTHOro 6opocmnukaTHOro nabopaTopHOro crekna.

A.4.2 OKCTpaKUMOHHBLIA naTpoH C npobko u3 cTeknoBaTbl WMNU  ApYrm
3aMnopHbIM  3MIEMEHTOM. JKCTPaKLMOHHLIA NaTpPoH MOXeT OblTb WU3roToBrneH U3
nepthopnpoBaHHON HEPXXaBetoLLLEN CTanm, CNeYeHHoro cTekna u T.n.

A.4.3 BakyymHas nevb unv Apyrou CylunnbHbIn annapar.

A.4.4 AHanuTuueckue BECbI, C TOYHOCTBIO 40 0,1 Mr n/mnu ebile.

A.4.5 BOXKX.

A46 TX

A4.7 TXIMC.

A.4.8 PoTopHbI ncnaputens.

A.4.9 MNpueegeHHble no A4.2—A 4.8 cpeactea WUCMbITaHUS  SIBASIIOTCA
pekomeHayeMbIMU. JJonyckaeTcs NPUMEHSTb APYrMe CPEACTBA UCTIbITaHUS.

Mpumevyanne — lMpu UCNOnNb3OBAHMKM JIETYYEro UMM FOPIOYEr0 PacTBOPUTENS CpeAcTBa
UCMbITaHWUA CreayeT YCTAaHOBUTb B BbITSXHOMN LUKad.

A.5 Topsapok npoBeAeHUA UCNbITaHUA

A.5.1 Cywat NOJ1 4o nony4yeHnss NoCTOAHHOW Macchl B CyLUWSIbHOM annapare
npu Temnepatype (60 + 5) °C. Oxnaxgator MOJ1 oo koMHaTHOM Temneparypbl B
CylWUMnbHOM annapate nepea  B3sewwBaHwem. Ecrm  MOJT  rurpockonuyHel,
nepeknanbIBaoT UX 13 CyLUMMBHOMO anmnapaTa B akTUBHbIN SECUKaHT U OXIaXK4aroT.

A.5.2 BasBewwwuBatoT BbicyweHHsle MOJT ¢ TouHocTsio Ao 0,1 mr.

A.5.3 TMowmewarotr UOJ B aKCTpaKUMOHHBIN NaTPOH, HarpeBaTerbHbIe KaMHU — B
konby annapaTta, ecnu HeobxoAMMO, W BNMBaT B KONGy COOTBETCTBYHOLLMIA
pacTBopuTens go 70 % ee obbema.

A.5.4 YcTaHaBnuBalwT OSKCTPaKUMOHHBIM MaTtpoH B annapat Cokcneta u
MOHTUPYIOT konBy, annapat CokcneTta n koHgeHcop. CtasaT konby B HarpeBaTenbHyo
obonouky.

A55 B TeyeHve uyaca 4—6 pa3 HaMoOMHAT pacTBOpPUTENEM, CnBaKT

12
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pacTBOpUTESb U3 NaTPOHa N NPOBOAAT 3KCcTpakumio MOJ B TeyeHne YeTbIpex 4acos.

A.5.6 ObopaumBaloT 3IKCTPAKLMOHHBIA annapar onbroi, 4tobbl MNONy4YnTh
Xenaemyro CKOPOCTb SKCTPaKLMW MpK NCMOMNb30BaHUM TakUx pacTBopUTENen, Kak Boaa.

A.5.7 [arT pacTBOPUTENIO OCTbITb A0 KOMHATHOW TeMMepaTypbl.

A.6 TlMpaBuna aHanusa UCNbITyeMbIX 06pa3LoB

A.6.1 BbeiHumatoT NOJT 13 akCTpakumMOHHOro naTpoHa.

A.6.2 Cywat MO go nonyyeHna nocTosHHOM macesl no A.5.1.

A.6.3 Onpepenstor obwyto maccy WOJT nocne akcTpakumm W BbIMUCISAIOT
N3MEHEHNe Macehbl.

AB6.4 B cnyyae, ecrim WOJ1 nocrtaBnstoT Ha PbHOK B rMapaTtupoBaHHOM
COCTOSHWM, CrefyeT CKOPPEKTUPOBaTe COAEPKaHWE COnM B FMAPAaTUPYIOLLEn cpeae
nytem fo6aBneHus Conm B SKCTparMpyemein marepumarnn.

MpuHATO rmgpatupoBaTe M noctaenate rmaporenesele VMOJ1 B pacteope,
cofepxallem HeopraHu4eckme conu. Utobbl TOUHO onpenenuTs AefcTBME CoAepXKaHus
COMW Ha BblUUCNAEMbIE pesynbTaTbl, HEOBXOANMO 3HaTbL NN USMEPUTb COAEpPKaHNe
sogbl B MOJ1 B cooteeTcTBUMM C [3]. MOJ1 MOXHO npuBecTn B paBHOBECUE NMPU ABYX
U3MEHEHWSAX COAEPXKaHNA BOAbI B TeYEHME 24 4 Npu KOMHATHOW Temnepartype nepea
NPOBEAEHNEM UCTIBITAHNS.

A.7 lNpaBuna aHanusa BbITAXEK

A.7.1 YpansoT cpeny Ana akcTpakuumn ns annapara Cokcreta v AatT NpUnTu B
paBHOBECKE NpW KOMHATHOW TeMnepaType.

A.7.2 KoHueHTpupytoT BbITSKKY A0 10 M NOCpeACTBOM POTOPHOMO Ucnaputens.

A.7.3 TpoBOAAT KAYECTBEHHbBIN U KONMYECTBEHHLIN aHanMsbl BbillenavmBaembix
BELECTB, Takux kaky®d-nornotutenu, pobaeku, NpoAyKTbl AECTPyKUMW U Apyrue
npumecu, obpasyoLmecs Npu U3roToBIIEHWUN C NpUMeHeHnem BIOXKX, X, TX/MC.

A.7.4 MpoBOAAT Ka4eCTBEHHBLIN W KONMMYECTBEHHbIA aHanMabl pacTBopuUTenen,
KOTOPbIE NMPOLUMM TYXe NPOLEAYPY IKCTparnpoBaHus.

A.7.5 CpaBHuBatoT pesynbTarbl KaYeCTBEHHOTO U KOMWUYECTBEHHOrO aHanu3oB
BbITSXKEK WCMbITYEMOrO MaTtepuana C BbITS)KKaMW pacTBOpUTENs M AOKYMEHTUPYIOT
MoNyYeHHbIE AaHHbIE B KOHTEKCTE BO3MOXHbIX M3MEHEHWUI MaTepuana.

A.8 MpaBuna odopmneHuns pe3ynbTaToB UCNbITAHUSA

A.8.1 OTyeT 06 MCMbITaHWN [OITKEH COAEpPXKaTh CNEAYIOLLYIO MHDOPMaLNIO:

- BCe jaHHble HeobxoauMble ANS uaeHTUdbMKaLMM ncnbityemoro o6pasya;

- CCbINKY Ha HacTOSLMIA CTaHAapT;

- cpeay ANs aKCTpaKuuu;

13
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- pesynbTaTbl UCTbITaHUS,

- ntoBble OTKNOHEHWS OT NPUBEAEHHOrO METOAS;

- Heobbl4Hble MPU3HaKM (aHoManuu), HabnLaeMble BO BPEMS MPOBEAEHUS
UCTbITAHNS;

- JaTy 9KCTparnpoBaHus 1 AaTty NpoBeAeHNs aHanmsos no A.6 n A7.

14
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MpunoxeHue b
(obs3aTenbHOE)

MeToa ucnbiTaHMA Ha BblleflaymBaemMble BelecTsa

5.1 O6wwne nonoxeHus

b.1.1 WcnbiTanne npeaHasHa4yeHo ans onpeaeneHus KonunyecTtea
KCTparMpyembIx NpuMeCen 1 Lpyrix BollLenadymBaeMbix NPOAYKTOB U3 Marepuana ans
NOJ1 B dpmamonorndeckmx ycnosmsx.

b.1.2 CneayeT BbiGpaTe aHanUTUYECKME METOAbI, MCMONb30BaHWE KOTOpPbIX
onpaBLaHO C TOYKU 3peHUsi XOopoluel OBOCHOBAHHOCTU MPOBEPKN M AOCTaTOYHON
YYBCTBUTENBHOCTU ANSi OOHAPYXEHUSI 3HAUYUMbIX KOHLIEHTpaLMI.

B.2 TpeboBaHuA K UCNILITYEMbIM Obpasuam

b.2.1 WUcnonbsytoT crepunbHble rotoBble NOJT wnn  martepuan TUNWUYHOMO
obpasLa BecoM He Bonee 4.

B.3 TpeboBaHWA K KOHTPONLHOMY Marepuany

B.3.1 [Ons npoBefeHWs CpaBHEHUSI C 3KCTpaKTaMmu UCMbITYeMoro marepuana
WCrONb3YHOT PacTBOPUTENb, KOTOPLIN NPOLLEN Npoueaypbl 3KkcTpakumm no b.5.1.

B.4 TpeboBaHuA k cpeacTBaM UCNbITAHUA

b.4.1 CteknsiHHble NPOBUPKM rMAPONMTUYECKOrO Knacca 1 B COOTBETCTBUM C
FOCT P NCO 10993.12.

b.4.2 NaBopatopHas cTeknonocyaa.

b5.4.3 LWnpwupl.

b.4.4 AHanuTudeckue BecChl.

B.4.5 Llenkep.

b.4.6 Tepwmocrar.

b.4.7 LeHTpuddyra.

B.4.8 BOXX

B.4.9 X

B.4.10 Y®-cnekrodoTOMETP, CNEKTPODOTOMETP BUAUMOIO U3NyYEeHUS.

B.4.11 TlpvBeaeHHsIN nepeveHb cpeacTts ucnbITaHU ABNAETCA
pekomeHayeMbIM. [lonyckaeTcst UCNoNb30BaTh APYrne CPEACTBa UCMbITaHUS.

B.5 MMopsaaok npoBeaeHUsi UCNbITAHUA

b.5.1 lNpaBmna npoueaypbl 9KCTpakumm

B.5.1.1 BbibuparoT ase pasnmuHble cpeabl ANA 3KCTPaKUMU: OAHY — BOAHYHO,
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LPYrylo — 13 0neounbHOrO pacTBOPUTENS, MOAXOASLLEro Ans WUCMbITYeMOro
martepuana.

B.5.1.2 PaspenstoT MWCNbITyeMbl Marepvan Ha fABe paBHble YacTu Ans
obpaboTku B TepmocTaTe B AByx cpegax. OnpenenstoT Maccy Kaxzon YacTu.

b5.5.1.3 MNomewarT uCnbITyeMbIA MaTepuan B CTeknsHHble nNpobupky, B
KOTOPbIX COLEPXaTCs Cpeabl ANA 3KCTPakuMm B COOTHOWEHMM 10 r nchbITyemoro
maTtepuana Ha 100 mn cpeabl. cnone3yroT o aBe Npobupky ANs KEXAOW cpeabl.
BcTpsxusaror npobupkuy, yOexaarTces, YTO BCE NOBEPXHOCTM MCMbITYEMOro MaTtepvana
roTOBbI K 3KCTPaKLuM B TEYEHME BCEro nepuoaa BpEMEHU.

B.5.1.4 3kcTparnpytoT UCMbITYyeMbIA MaTepuan B TepmocTaTte npu Temneparype
(35 £2)°C BTe4eHume (72 £ 1) u.

b.5.2 lMNpaBuna aHanmnsa 3KCTPaKToB

B5.5.2.1 BblHMMalOT MpobupkM M3 TepmocTara U OCTaBNAT NPU KOMHATHON
Temnepatype Ha (2,00 £ 0,25) 4. BelHUMAIOT UCNBITYEMbIN MaTepuan u3 npodupok u
npoBoAsT aHanus no 5.5.3.

B.5.2.2 MNpoBogAT KaYeCTBEHHbIM N KONMYECTBEHHBLIM aHanM3bl Ha Hanuqve
BbilLena4MBaeMblx BELLECTB, Takux kak Y®-nornotutenu, npumecu w NpPOAYKTbI
pacrnaga c npuMmeHeHneM annapatypbl no A.4.7 ninnn 6.4.8, 6.4.9.

b5.5.2.3 AHanM3npyroT aKCTPaKTbl OTAENBbHO B K&XA0M Npodupke.

b5.5.2.4 MNpoBogAaT COOTBETCTBYHOLUME KAYECTBEHHbIM W  KOJIMYECTBEHHLIN
aHanmabl Ha pacTBOPUTENSIX, KOTOPbIE NOABEPITIMCL TOM Xe onepauuu.

B.5.2.5 CpaBHuBaloT pe3ynbTaThl KQYECTBEHHOTO U KONMMYECTBEHHOIO aHanM3os
3KCTPAKTOB UCMLITYEMOro Matepuarna ¢ 3KCTpakTamn pacTBOpUTENS U JOKYMEHTUPYIOT
Mony4YeHHbIe faHHbIE B KOHTEKCTE BO3MOXXHOIO M3MEHEeHWA Matepuana.

B.5.3 lMpaBuna aHanu3a UCMbITYeMoro matepuana

b5.5.3.1 Bepyt npounssBonbHO MATe OparMeHTOB MCNLITYEMOro marepwana us
KaXZOro YCNOBMA 3KCTPaKLMW U OMPEJEensioT UX CnekTpanbHbIn  KO3PDULUMEHT
nponyckanusa no FOCT 31580.2.

b6.5.3.2 CpaesHuBatoT cnexkTpanbHbIn KoapduymeHT nponyckaHns
3KCTparnpoBaHHOro mMaTtepuana co cnekTpanbHbIM koatbpurLmeHTOM
HEe3KCTparnpoBaHHOro MaTtepuana u perMcTpupyroT U3MEHEHNS.

B.6 MMpaBuna ocopmneHUs pe3ynbTaToB UCMbITAHUS

B.6.1 OTtueT 06 ncnbITaHUM AOMKEH COAEPXaTb CNEeAYHOLLYO NHGOPMaLMIO;

- BCe faHHble, Heobxoammble 4NA UaeHTMDKUKaLMmM ncnsiTyemoro obpasua;
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- CCbINKY Ha HAaCTOALUA CTaHAAapPT,;

- cpedy Ang SKCTpakuuu,

- pesynbTaTbl UCMbITAHUSA;

- noBble OTKNOHEHNS OT NPVMBEAEHHOrO METOAA UCTbITAHUIA;

- HeobblyHbIE MpU3HaKM (aHoManuu), Habnogaemble BO Bpemsi NMPOBefeHUS
UCMbITaHMS;

- Jarty no nNpoBefeHMIO Npoueaypbl 3KCTPakumMM 1 Aatbl aHanvs3os no 6.5.2 p
B.5.3.
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MpunoxeHue B
(o6s3aTenbHoe)

MeTtopn ucnbITaHUA Ha NTMAPONIUTUYECKYH CTOMKOCTb

B.1 O6wwue nonoxeHus

B.1.1 [daHHoe wcnbiTaHe npefHasHa4yeHo Aanst onpefaenieHnus  CTOMKOCTMU
matepuana NOJ1 B BogHou cpeae nytem oOBHapYyXeHWs M OnpeAerneHusi Konm4ecTsa
BO3MOXHbIX MPOAYKTOB AECTPYKLMM, BO3HMKAKOWMX NPU TMAPONN3E, U WU3MEHEHWUI
PU3NYECKOrO BHELUHEro BWAA, OMNTUYECKUX CBOWCTB W XxpomaTtorpadmyeckmx
XapaKkTepUCTUK.

B.1.2 CneanyeT BbIbupaTb aHanUTUYECKUE METOfAbI, MCMONb30BaHME KOTOPbIX
onpaBLaHO  CTOYMKM  3peHMss  xopowern  OBOCHOBaAHHOCTM M [OCTaTOuYHOW
UYBCTBUTEMBHOCTU A5 OOHAPYKEHUS 3HAYUMBIX KOHLEHTpaLUiA.

B.2 TpeboBaHus K UCNbITYEMbIM Obpasuam

B.2.1 WcnonbayoT cTepunbHbie rotoBele WOJT munu marepuan TUNWMYHOIO
obpasua. Tpebyetcsa He meHee 15 pparMeHTOB UCMLITYEMOro MaTepuana ans Kaxaomn
kOoMBMHaLUMK TemnepaTypbl U ANUTENBHOCTU MM poNnMaa.

B.3 Tpeb6oBaHMA K KOHTPONLHOMY MaTepuany

B.3.1 3aroToBkM pacTBOpUTENS, KOTOpPbIE MpoWM 3KCTpakumo no B.5.1,
UCMOMb3YIOT B Ka4eCTBE KOHTPONBbHOro Marepuana npu CpaBHEHUU C PacTBOpPUTENEM,
NCMOMb3YyeMbIM MPU UCTIbITaHWW.

B.4 TpeboBaHus k cpeacTBaM UCNbITaAHUA

B.4.1 'mpponusHasa cpepa B TepMocTaTe (BOAHLIA pacTBOpUTENb).

B.4.2 CreknsiHHble NPOBWMPKX rMapPONUTMYECKOro Krnacca 1 B COOTBETCTBUM C
FOCT SO 10993.12.

B.4.3 NabopatopHasi cteknsaHHas nocyaa.

B.4.4 LWnpuupl.

B.4.5 AHanutuyeckune BeChl.

B.4.6 LWeikep.

B.4.7 Tepmocrar.

B.4.8 LenTpudyra.

B.4.9 BOXX.

B.4.10 X
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B.4.11 CnektpodoTtomeTp AN YP-n3ny4yeHns u BUAUMOro 13ny4eHus.

B.4.12 OnTn4eckuii MUKPOCKON.

B.4.13 CKkaHMpyOLWMIA SNEKTPOHHBIN Mukpockon (COM).

B.4.14lMNpunBeaeHHbIN NepeYeHb CPELCTB UCTIbITaHNS ABMSETCA PEKOMEHLYEMbIM.

[JonyckaeTcs ncnosnb3osaTth Apyrne CPeacTsa UCMbITaHMS.
B.5 MNopspok npoBeaeHus ucnbiTaHmA

B.5.1 MpaBuna npoueaypbl 3KCTPaKUUKU

B.5.1.1 MNomewarwT uWCNbITYeMbI MaTepuan B CTEKNsiHHble npobupky, B
KOTOPbIX COLEPXKUTCH BOAHAs cpefa B COoTHoweHMU 10 r UChbITyeMOro Marepuana Ha
100 mn cpeabl.

B.5.1.2 BeiOepxusarom 8 mepMocmame rnpu memnepamype, nodxodswel ons
ucrnbimyemoeo Mamepuana, Hanpumep: (37 2) °C u (50+ 2)°C.

B.5.1.3 Ucnone3ytom rio dee npobupku Ons kaxdoll KOMOUHaUUU memMnepamypbl U
OrumeribHocmu ucrbimarusi, Hanpumep: (30 + 2) Oneli u (90 + 2) OHed.

B.5.1.4 Bcmpsixusarom npobupku, ybexoaromcs, 4mo 6ce No8epxXHocmu
ucrbimyemoao mamepuana SoCmyrnHbl K 3KCMPakuyuu 6 meveHue ecezo nepuoda
ucCrbIMaHus.

B.5.2 MNpaBuna aHanu3sa pacTBOPUTENSA NOCe 3KCTPaKUMu B TepMocTarte

B.5.2.1 YpanawT npobupkn 13 TepmocTata W OCTaBMsOT MpU KOMHAaTHOW
Temnepatype Ha (2,00 + 0,25) u.

B.5.2.2 BbIHMMatOT NCMBITYEMBIA MaTepuan 13 pacTBopuUTENs U UCCNEYOT ero
no B.5.3.

B.5.2.3 TNpoBoaaT KaYECTBEHHBIA N KONMYECTBEHHbIA aHanm3bl MOBEPXHOCTHOIO
Cnos pacTeBopuTensd C MNpUMEHEHWeM CpeacTB ucnbitanHmin BIXKX, X unmn COM,
YCTaHOBIEHHBIX B MnaHe UcnbITaHus.

B.5.2.4 BepxHuii cnoii pacTtBopuTens CreayeT aHanvMavpoBaTb OTAENbHO U3
Kapkgon npobupku.

B.5.2.5 MNpoBogAaT COOTBETCTBYIOLUME KAYECTBEHHBIM U KONMUYECTBEHHbBIN
aHanusbl Ha Hanuyne KOHTPOMbHbBIX PAacTBOPUTENEN, KOTOPblE MOABEPrIMCE TOW Xe
npoueaype BblaepXunsaHusa B TepmocTare.

B.5.2.6 CpaBHuBaloT peayrbTatbl Ka4eCTBEHHOrO U KOJIMYECTBEHHOMO aHanusa
cpeabl B TEpMOCTaTe € pesynbTaramy Ka4eCTBEHHOTO M KOMWMYECTBEHHOrO aHanmsa
pacTBOpUTENS W AOKYMEHTUPYIOT MOMyYeHHble AaHHbIE B KOHTEKCTE BO3MOXHbIX

WU3MEHEeHUn maTtepuana.
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MpumeyaHue — Ecnu aKkCTpakumMio NPOBOAAT NPM NOBLILLEHHON TemnepaType, HeobxoaAumo
caenartb aHanus, 4TOGbI OLUEHUTb ,D,eIZCTBI/Ie, oKasbiBaemoe TeMﬂepaTypoﬁ.

B.5.3 MpaBuna aHanu3a UCNbITYyeMoOro marepuana

B.5.3.1 MNocne BbigepxMBaHus B TepMocTarte NpPOMbIBAT U o6CylLIMBaloT
UCMbITYEMBIN MaTtepwman.

B.5.3.2 BepyT npoussonsHO MATb (PparMEeHTOB MCMbITYEMOro marepwana w3
KaXZOro YCNOBMA 3KCTPAKLMW W OMPEfensioT WX CneKkTpanbHbii KO3 MOULmMEHT
nponyckaHus no [OCT 37580.2. CpaBHuBalOT CNEKTPbl MPOMYyCKaHWUS WCTbITYEMbIX
MaTepuanoB CO CreKTpamMu MPOMyCcKaHUsi KOHTPOMbHbIX 0OpasLoB U pervcTpupyrot
N3MEHEHUS.

B.5.3.3 Bepyt mpoussonsHo UOJ n onpepensatoT ontuyeckyto cuny no FOCT
315680.2. Ecnv vcnonb3yloT Ans ucnbiTaHWA martepuan Tunosoro obpasua, cnepyeT
onpefenvTb nokasartesb NPEnoMIeHNs Ha ATy obpa3uax ¢ MPUMEHEHNEM OLIEHOYHOTO
meToga. CpaBHMBAKOT ONTUYECKYHO CUMY WIW MOKa3aTenb NMPEenOMIIEHUS UCTIBLITYEMOro
marepuana C OMTUYECKOW CUSION WNA MoKasaTenem MPEnoMIIEHUsT KOHTPOJIbHOrO
marepuana n permcTpupyroT U3MEHEHUS.

B.5.3.4 OcmaTpusaorT UK doTOrpadupyoT UCMLITYEMbIA U KOHTPOMNbHbIA
maTepuarnsl C MOMOLLBI ONTMYECKOr0 MUKPOCKOona ¢ yeenudeHnem 10%, a 3aTem c
MOMOLLBH0  PaCTPOBOrO  3MEKTPOHHOTO MUKpOcKona ¢ yBenudeHuem 500°. Ecnm
HeoBXoAMMO, BbICYLLMBAIOT UCMLITYEMBIA MaTepuan nepes nposeaeHnem dotorpadun,
4TOObI NPOBECTM CPaBHEHWE C KOHTPOMbHBIM MaTepmnanom.

B.5.3.5 CpaBHuBatoT pesynbtaThl HabnogeHna n gotorpadunm UChbITyeMoro m
KOHTPOMBHOrO MarepuanoB, 4ToObl OBOHapyXuUTb Kakve-nubo W3MEHEHWs BHEeLUHEero
BMAA, Hanpumep, ny3sbIpy, CKOIbIl, CKNaAK1 1 TPELLMHBI.

MpumeyaHue — Ecnu skcTpakuuio NpoBoASAT NPU NOBLILIEHHON TEMNepaType, He00x0AnMO
NPOBECTW aHanmu3, UTo6bl OLEHUTL AENCTBUE, OKa3biBaEMOE TEMNEPATYPOIA.

B.6 [lMpaBuna ocpopmneHus pe3ynbTaroB UCMbITAHUSA

B.6.1 OTtueT 06 MCnbITaHUM [OMKEH COAEPXKATb CEeAYHOLLYO NHOPMAaLIMIO:

- LaHHble, Heobxoanmble Ans ngeHTUdUKaLMM ncneiTyemoro obpasua;

- CCbINKY Ha HACTOALLMIA CTaHAAaPT;

- TemnepaTtypy v ANUTENBHOCTbL MMAPONN3a;

- pesynbTaTbl UCMbITAHWA, BKMOYasa pesyrnbTaTbl OTAENbHbIX OMNPefeneHun n
WX CPEACTBa, ECINWN OHW NMPOBOANINCE;

- ntobble OTKNOHEHUS OT npmeefeHHOro Metoaa UcnbITaHns;
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- HeobblYHble MpU3HaKM (aHoManuu), HabniogaemMble BO Bpems npoBefeHus
UCMbITaHUS;

- paTy BO3LEUCTBUS TMAPOSNIN3HOM CPefon M AaTy NPOBEAEHUS aHanmn3oB Mo
B.5.2, B.5.3.
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Mpunoxenue I
(obs3aTenHOE)

MeTtoa ucnbiTaHusa Ha POTOCTabUNBLHOCTL

.1 O6wwme nonoxeHus

1.1 [daHHoe ncnbiTaHue npegHasHa4yeHo ans onpeaeneHus
dorocrabunsHoctu marepuana NOJT (cBETOCTOMKOCTH) Npu BO3AENCTBUN U3NYYEHNS B
avanasore anvH BonH ot 300 ao 400 HM.

2 TpeboBaHuA K UCNbITYEeMbIM Obpasuam

2.1 Oecsatb rotoebix UOJT nnn 10 ¢oparmeHToB Matepuana Tunosoro obpasua
TONWWHOW, paBHOW TonuwuHe rotoson UOJI.

3 TpeboBRaHUA K KOHTPONLHOMY Marepuany

3.1 Jdecare rotoBbix MON nnm 10 dparmeHToB Tunosoro martepuana WO,
TOnwmHOoW, pasHom TonwmHe WOJI, koTopaa He noaBepraeTcs [enucTBuo YO-
N3ny4YeHus.

4 TpeboBaHusA k cpeae ANsA 3KCTPaKUUN

4.1 B «kayectBe cpeabl ANS 3SKCTPaKUUWM UCMONb3YHOT  HPU3MONOrNYECKUN
pacTBop.

.5 TpeboBaHuA K cpeocTBam UCMbITaHUSA

5.1 Mpobupka BMECTMMOCTBLIO 5 Mn, npo3pavyHas AN WU3NyYeHUs ANUHON
BonHbl OT 300 po 800 HM, XMMWMYECKM WHEPTHas M CToMkasn. Hanpumep, npobupka,
W3roTOBMNEHHasA M3 MMaponMTMYeckoro crekna knacca 1 B cootserctum ¢ FOCT /SO
10993.12.

5.2 KceHoHoBasi pyroBasi namna, cHabxeHHas UMbTPOM, MWCKIHOYaoLWLmUM
N3ry4YeHne LrHol BomnHbl MeHee 300 HM.

.6 MMopsaaok npoBeAeHUs UCNbITAHUA

6.1 TMorpyxatoT UCMbLITYEMbIA MaTepuan B NpobupKy, cogepXxallyto 2 Mn
dusnonornyeckoro pacrteopa. [loasepraloT npobupKy OEWCTBUMIO  U3NyYEHUEM
KCEHOHOBOW AYroBOW Namrbl B TeYeHWe Nepuoga BPeMeHu, ycTaHoBMneHHoro B 5.5.3,
npumeydaHme 2, npyn stom Heobxoaumo, YTobbl TEMMNEPaTypa UCMbITYEMOro MaTepvana
B Npobupke noaaepxmeanacs Ha yposHe (35 * 2) °C.

6.2 WHTEHCMBHOCTb WCTOYHMKA W3MNy4YeHUs AomkHa ObiTb He 6Gonee 30

MBT/cM?, uTOBbI He BbI3BaTb n3BbITOYHYHO poToAEerpagaumnio matepuana.
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n pumMmevyaHune — I'Ipm BbIYUCNEHUU WHTEHCUBHOCTU YP-U3Ny4YeHUs WUCMOMb3YOT TONbKO
WNHTEHCUBHOCTb KCEHOHOBOIA [YroBOW NaMnbl Npu ANUHE BOMHbI 0T 300 A0 400 HM.

6.3 CneayeT npuHATb Mepbl, NpefoTBpallaloLe MUKPoOHoe 3arpsisHeHne
ANS yCTPaHEHWs POCTa MUKPOOPraHM3MOoB B Npobupkax B TeYeHne nepuosa [encTens
N3MNyYeHns.

6.4 TMoaBepraloT TaKoW e NpoLeaype KOHTPONbHLI Matepuan, rapaHTupys,
YTO MaTepvan 3alyLeH OT U3NyYeHns.

.7 MpaBuna ouUeHKU pe3yNbTaToB UCNbITaAHUA

7.1 Mo 3aBepweHMM pacCUUTaHHOrO BpPEMEHN AEWUCTBUS  U3MYYEHUEM
KCEHOHOBOW namnbl ChneayeT uccnepoBaTe pacTBOp Ha Hanudve  Gnyxaatowmx
KOMMOHEHTOB W NPOBECTU LUTOTOKCMYECKOE ucnbiTaHne 1o FOCT ISO 10993-5.

7.2 OnpepenstoT cnekTpbl nornoweHns B YO-1 Bugumon obnactm nsnyyeHus
no FOCT 31580.2 naTn NOABEPrHyTbIX U3IYYEHUIO U NSAT HE NOABEPTHYTbIX U3ITyUYEHNIO
obpa3yos. MccneaytoT CnekTpbl HA HanMuue pasnuyui M PerucTpupyroT U3MEHeHWs,
NOSIBUBLLMECA B pe3ynbTare BO3AeWUCTBUA YP-uanyyeHus. MamepsaroT ontuyeckyto cuny
1 paspeLuaroLLyto cnocobHocts UOJ.

7.3 Ons nepepHekamepHbix MOJ1 onpepensioT MexaHW4eckue CBOWCTBA MO
FOCT 31580.3 He MeHee, YeM Ha MSATU NOABEPrHYTbIX Y®-uanyyeHuto ob6pasuos.
ConoctaBnaT  pesynbTatel C  MNOMYYEHHbIMW PEe3ynbTaTamMu HEe  MOABEPrHyTbIX
nany4enno NOJ1, ytobel yb6eanTses, YTO HE NPOU3OLLIIO CYLLECTBEHHOMO yXyALLEHNS UX
MEXaHN4eCKMX CBONCTB.

.8 TMpaBuna ocopmneHus pe3ynbLTaToB UCMbITAHUS

8.1 OTtyeT 06 MCNbITAHNM JOIBKEH COLEPXKaTb CNEayHoLLYHO MHGOPMALMIO:

- BCe JaHHble, HeobxoaMMmble Ana ngeHTUKnKaLmm ncneliryemoro obpasua;

- CCbINKY Ha HACTOALWMNA CTaHAapPT;

- VCMOMb3yeMYH MHTEHCMBHOCTb UCTOYHUKA U3MYYEHUS;

- ANMTENBHOCTb BO3AEUCTBUS U3NYYEHNEM;

- pesynbTaTbl UCMBITAHUS, BKIOYas Pe3ynbTaTbl OTAEMNbHBIX ONPEeAEeneHnn 1
1X CpeacTBa (eCnm OHU NPOBOAUMUCE);

- nobble OTKNOHEHNS OT NPVBEAEHHOrO METOAS;

- Heobbl4yHble MpuaHaku (aHoManuu), HabnogaeMble BO BpeMsl MPOBEAEHUS
UCTbITAHNS,

- [aTy BO3AEWCTBMA M3NyYEHMEM W Aatbl MPOBEAEHMSI MOCMenYHLLMX
aHanvaos.
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Mpunoxexnune
(obsizarenbHoOe)

MeToa ucnbitaHusa Ha BosgencTeue usnyveHnsa Nd-YAG nasepa

A.1 O6wue nonoxeHusn

[.1.1 [JaHHoe ucnbiTaHue npepHasHadYeHo AnA onpeaeneHvs OU3nYeckoro n
XUMUYECKOTO AEWNCTBMS, okasbiBaeMoro musnydeHnem Nd-YAG nasepa Ha ucrnbityembii
Martepwan, Ansa rapaHTtuM TOro, 4To npu npumMeHeHun nasepa Nd-YAG B npouecce
umnnanTadmn NOJ He npoucxoauT yTeuka TOKCUYHbIX BELLEeCTB.

0.2 Tpe6oBaHus K UCNbITYyeMbIM 06pa3uam

[.2.1 Natb crepunbHbIX rotoebix UOJ.

0.3 TpeboBaHus K cpeae ANA 3KCTPaKUUn

[.3.1 B kayectBe cpepbl ANA SKCTPaKUUKM MUCMONb3YOT  PU3MONOrM4eckuii
pacTBop.

0.4 TpeboBaHus K cpeAcTBaM UCTbITAHUSA

0.4.1 Ontndeckas koBeTa BMECTUMOCTBIO 2 MI.

[.4.2 Nd-YAG nasep, yCTaHOBIMEHHBIA HA MUKPOCKOMNE CO LLENEBOV NaMMon.

0.5 Mopsagok npoBeaeHUA ucnbiTaHUA

0.5.1 Morpyxator WO B onTudeckyo KoBETy, coaepxawyw 2 wn
HU3NONOrMYECKOro pacTeopa, 1 nogeepraroT genctento 50 ognHOUHbIX nMnynscoe Nd-
YAG nasepa, sHeprvsi U3ny4yenHms Kotoporo — 5 mIx.

[.5.2 dokycupytoT mnanyueHne Nd-YAG naszepa Ha 3agHioro nosepxHocts UOJ.
MepedokycnpytoT nasep nocne Kaxaoro MMMynbca, PaBHOMEPHO pacrpenenss ny4yu
BO3/eNCTBMA B Npefenax 3 MM LeHTpansHon 3oHs! NOJT.

0.5.3 Ypansaiotr WO n3 kioBeTbl 1 cobupatoT cpepy ANA SKCTpakumv Ans
nposedeHus aHanuaa. MostopstoT npoueaypy ansa apyrux NOJ.

0.6 [MpaBuna oueHKU pe3ynbTaToB UCNbITAHUA

[.6.1 TpoBOAAT XUMNYECKMIA aHANM3 N UCMbITaHNE Ha LMTOTOKCUYHOCTb Cpeabl
ansa skerpakuum NOJ no FOCT ISO 10993-5.

0.6.2 WUcnbitbiBaloT cpeay ANS  3KCTPaKUMM  Ha  LMTOTOKCUYHOCTL Mocne
BO3AeNncTBuA nanyyeHnem nasepa Nd-YAG no FOCT ISO 10993-5.

0.7 MpaBuna ocpopMneHns pe3ynbLTaToB UCMbITAHUSA

0.7.1 OT4eT 06 UCMbITAHNN JOMMKEH COfePXaTb CNeayHoLLYHo MHdopMaLmio:
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- BCe jaHHble, HeobxoauMbIe ANs NAEHTUdMKaLMKU UCTbITyemoro obpasuga;

- CCbINKY Ha HacTOSILLUIA CTaHAapT;

- 3Hepruio U3ny4eHus nasepa;

- pesynbTaTbl UCMbITAHWSA, BKMHOYas pesyrnbTartbl OTAENbHbIX OMPefeneHnn n
nX cpeacTBa (ECnun NPOBOAMMUCE);

- ntobble OTKNOHEHNS OT NPVBEAEHHOrO METOAS;

- HeoOblyHble Mpu3HakM (aHomanuu), Habniogaemble BO BPeEMS MPOBEAEHUS
UCMbITaHUS;

- AaTy npoBeaeHuA UCnblTaHUA U AaTbl NPOBEAEeHNA NOCNeay oL aHann3os.
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Mpunoxexue E
(pexomengyemoe)

JlononHutenbHbIe YCNOBUSI UCNbITAHUA HA MEeCTHOe e CTBME MaTepuana
nocne umnnadrtaumm kK F'OCT ISO 10993-6

E.1 TpeboBaHusa KyCnoBUAM UCNbITAHUA

E.1.1 UcnbitaHne Ha MeCcTHOe pAencTBMe marepumana nocne umnnaHTaumm
npoeoaaT no FOCT ISO 10993-6 c pononHUTEnbHbIMKM TPeBOoBaHWAMM KYCNOBUSIM
ncnbitaHna no E.1.2—E. 1.5 HacToALero NnpunoxeHus.

E.1.2 Wcnbiryembin Matepran UMMNaHTUPYOT NOAKOXHO U BHYTPUMBbILLEYHO.

E.1.3 Ucnbiryembim maTepuanom aenstotca  rotoeele UMOJT TomwwmHom B
ueHTpansHow 3oHe ot 0,8 o 1,0 MM unm NNacTuHKM u3 TunmMyHoro matepuana MOJT,
pasmep KOTOpPbIX MO3BOMSET MNPON3BECTM HEOOXOAMMBIE OLEHKWN MOCHE U3bSATUS.

E.1.4 OnuTenbHOCTb MMMANaHTaUMmM COCTaBNSET YETbIPE HELENN.

E.1.5 Wcnbityembin mMaTepuan BbIHAMAOT B KOHLUE Mepuoja vMmnnaHTaumm u
OLEHMBAIOT B OTHOLUEHWW W3MEHEHWI CBOWCTB MaTepuana W ero LeIOCTHOCTMU.
MaTtepuan oLeHMBatoTC MOMOLLBHO OMTUYECKOro MUKPOCKOMa MpU COOTBETCTBYHOLLEM
YBEMUYEHNM, MO3BOMSAOWEM OLEHUTE MOMYTHEHUS WU MOBEPXHOCTHbIE aHOManuu.
MonoeuHy o6pasuoB nocrnegoBatenbHO OueHMBalT ¢ nomowped COM  npu
COOTBETCTBYIOLLEM YBENNYEHUN B OTHOLUEHUA W3MEHEHWIA MOBEPXHOCTU WM C
nomowbio COM ans OUEeHKU MOBEepPXHOCTHbIX HaneToB. ONTUYECKUA MUKPOCKON
NMPUMEHSIIOT, €CNN  WCMbITYEMBIN Marepuan He noaxoAuT ANA WUCCNEeAOBaHnA C
nomotsio COM.

E.2 NpaBuna ogopmneHus pe3ynbTaToB UCTIbITaHUA

E.2.1 OtyeT 06 ucnbiTaHMn JOIMKEH COAepKaTb CNeayoLyo MHOPMaLMIO:

- BCe AaHHble, Heobxoaumble AN naeHTUbMKaLmMm ncnsiryemoro obpasya;

- cebinky Ha FTOCT ISO 10993-6 u Hacmosiwul cma+Hdapm;

- MOpAenb XMBOTHOIO;

- METOoZ MMNMaHTaLyM NOAKOXKHO UM BHYTPUMBILLEYHO;

- pesynbTaTbl UCMbITAHUS, BKMOYas pesynbTarbl OTAENbHbIX OnpeaeneHnn 1
VX CpefcTBa, eCnu NPoOBOAUIIUCE;

- J1106ble OMKIOHEHUS O0m ycriosull ucnsimaHus memoda;

- HeoOblYHblE Mpu3Haku (aHomanun), Habnogaemble BO BpeMsi NPOBEAEHUS
MCMbITaHUS,

- Jarty uccneaosaHvs U Aarbl NPOBEAEHNS NOCTIEAYOWMNX aHaNM3os.
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MpunoxexHue XX
(o6asarenbHoe)

MeTtoa ucnbitaHus uMnnaHTaumen BHYTPb MMas3a

XK1 Obwwme nonoxeHus

2K.1.1 UcnbiTaHne npefHa3Ha4yeHo Ans oLeHKN BUOoNormyeckon CoBMECTUMOCTI
UCMbLITYEMOrO Marepuvana v TKaHu BHyTPW rnasa NnyTem XUpypruveckord MMnnaHTauum
MaTtepuana B rna3 MOAENN XWBOTHOTO B TEYEHWE COOTBETCTBYHOLIEIO nepuoaa
BpemeHn. OueHMBaTobpaTHy0 TONEPaHTHOCTb UCMLITYEMOrO Marepuana u TKaHewn
rrnasa nocrne nMnnaHTaumu.

X.2 TpeboBaHusA K UCNIbITYEMbIM OOpasuam

2K.2.1 UcnbiryembiM 06pasuom sensietcs crepunbHas rotoeas MOJ. Matepuan
TMnoBoro ofpasLa MoXeT ObiTb UMNNAHTUPOBAH, ECINN €ro NPUMEHeHNe 060CHOBaHO.

2K.2.2 Cobnirogarot Te e MEeToAbl U3rOTOBINEHWS, KOTOPLIE NMPEAYCMOTPEHbI ANS
NOJ, nocraBnsemMbix Ha pbiHOK. MaTtepuan Tunosoro obpasua MMeeT maccy, paBHyH
macce rotosor WMOJI wnu Gonbwe, a dopMa u pasmep MO3BOMSIOT MNPOBECTU
HeoBxofMMble oLeHkM nocrne nssneyvexns NOJL.

MpumeyvyaHue — Y1o0bl NpeayCMOTPETL pa3MeEPHbIE Pa3NMUUA MexXxay rnasammu Yenoseka u
JKMBOTHOTO, MOXET NoTPeboBaThCA MHAMBUAYANbHBIN 3aka3 Ha urotosneHue NOM ans aHaTOMU4ECKO#M
COBMECTUMOCTM C [Na30M >XMBOTHOro, nubo wucnonb3oBaTe AnNsS uMnnaHtauun dparmedt KOJ,
BKIIOYatoWmi B ce6 ONTUYECKYIO M ranTUYecKylo YacTu.

XK.3 TpeboBaHMUs1 K KOHTPONBLHOMY MaTepuany

2K.3.1 KoHTponbHbIM ~ Matepuanom aBnseTca crepunbHas rotoeas WO,
KOHCTPYKUMSt KOTOpoW nopobHa koHcTpykummn NOJI, winpoko peanmsyemMbix Ha pbiHKE B
TEYeHWe MHATU NETN HE CBA3AHHBLIX C HEBNAronpUATHLIMKU COBLITUSIMU B OTHOLLEHWU
Marepuana.

XK.3.2 Marepyan Ttunosoro obpasya MoxeT ObiTb WMCNONbL30BaH, €cnvM ero
npumeHenne obocHoBaHo. Matepuan Tunosoro obpasua AOMKEH WUMETb Maccy,
paeHyto macce rotosor UOJT unn Gonblie, a dopMa M pa3amep AOITKHbI MO3BOMSATH
NpoBECTN HeOBXOAMMBbIE OLIEHKU rfocne u3snedeHus. [Ona OueHKUM COBMECTUMOCTU
koHTponbHas NOJT MoxeT BbITb HENPUIroAHOM B CUIY KPaTKOBPEMEHHOTO KIMHUYECKOTO
ucronb3oBaHus. TpeboBaHMe K  WCMONb3OBaHWIO  KOHTPOMbHOIO  MaTepuana

onpenenarT B 3aBUCUMOCTU OT KOHKPETHOro cny4vaa n 0o60cHOBbIBAIOT.
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X.4 Tpe6GoBaHus k cpeAcTBaM UCNbITaHUA

K41  dusnonornyeckun pactsop NOBapeHHOW conn unu cbanaHCMpoBaHHbIN
COneBon pacTBop.

XK4.2 AHecTesupyloLlee CpeacTeo.

K43 JlekapcTBeHHbIe CpeacTBa ANA NPea- N NOCNEoNePaLNOHHOrO NeYeHUs.

K4.4 OnepaunOHHbIN MUKPOCKON.

K45 Mukpockon Co LeneBon Namnon.

XK4.6 Mpubop ans obpaTtHon ohTansMOCKONUN.

K47 Bnokdakosmynscudmkaumm (3MmynscudukaLmoHHbIN 610kK).

X.4.8 Bekopacwuputens.

K4.9 Hwutu ana HanoxXeHus LLBOB.

XK.4.10 Xnpypruyeckme NHCTPYMEHTBI.

MepeyeHb cpeacts mnameperun no XK.4.1—K 4.10 aBnseTcs pekoMeHLYyEMbIM.
[onyckaetcst ncnone3oBaTk ApYrme CpefcTsa UCMbITaHus.

XK.5 TpeboBaHuA K 3KCNEPUMEHTaNIbHOW MOAENU XXUBOTHOIO

K51 Kponuk cuutaetcs camom noaxoAsilerd MOAENbIO XUBOTHOMO Ans
NMPOBEAEHUS UCTIbITAHWNA.

XK.6 TMopsiaok npoBeAeHUA UCNbITAHUA

KB.1 Ymucno XMBOTHbIX, MCMONb3yeMbIX ANS MNPOBELEHUS WCCNefoBaHWN,
OOMKHO BbITe MMHMMarnbHBIM M COOTBETCTBOBAaTb ycTaHoBneHHOMY B [1]. C yyeTom
npoueHTa oTceBa N APYrnx SBNEHUA B OTHOLLEHUN 340POBbS U YCIOBUA COREPKaHUS
XMBOTHBIX CINEAYET UCMOMb30BaTb TaKOe YMCHO KUBOTHBIX, YTOObLI B KOHLE mepuoga
HabnoaeHnsa B Hann4um GbIno WeCTb UCMbITYEMbIX FNa3 U LWEeCTb KOHTPOMbHbIX rnas.

XK6.2 WmMnnaHTvpytoT B rnas OAHOTO W3 XUBOTHbIX WUCMbITYEMbIA obpasey
(matepuan). WmnnaHTauua B ABa rnasa MnNpeanoyTUTenbHee, HO  gonycTuMa
UMMnaHTaums B O4UH rnas.

XK6.3 WmnnaHTauuro  JOmMKHbl NpOBOAUTb NMUAE, OOyYeHHble TexXHuKe
UMMMaHTaumMm 1 MMeLLmMe COOTBETCTBYHOLLMIA ONbIT B uMnnaHtaumm UOJ.

XK6.4 Metogmka vmnnaHTaumm aommkHa 6biTe NpubnmkeHa K KIMHUYeCcKkoMy
UCTbITaHUIO.  AHaTOMUYECKME  Ppasnuuns Mexay >KMBOTHbIM W YENIOBEKOM U
XUpypruyeckme TPyAHOCTW, CBSI3aHHbIE CO CTPYKTYpol (reomeTpuen) rnasa, MoryT
notpeboeatb pasmelyeHns NOJ1 unu mateprana TunuyHoro obpasua B 4pyroMm MecTe
rnasa xwBotHoro. Ecnn marepman MOJ1 oueHnBaeTca He B NpeayCcMOTPEHHOM MeCTe

pasMeLLeHnst y XXUBOTHOrO, HeoBX0ANMO AaTb 0GOCHOBaHME 1 MPOBECTM aHanma pucka,
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ytobbl MAEHTUPULUMPOBATL MNOTeHUManbHble ydactku, korga WOJT pasmellaetcs B
npesycMOTPEHHOM MECTe y YernoBeka.
)K.6.5 B TeueHne Bcero nepvopa WCMbITaHUA HEOBXOAMMO OCYLLECTBMATbL

KOHTPOIb rnas ¢ NoMOLLIbIO MUKPOCKOMA C LLENEeBOM Nammomn.
XK.7 TpeboBaHus kK HAGNIOAEHUAM, NPOBOAVMMBLIM BO BpeMs UCNbITaHUA

X.7.1 HabniogeHns, NpoBOAUMbIE BO BPEMSI UCTbLITAHWS, BKMHOYAIOT OLEHKY
CNeAyHoLWMX SBNEHNNA:

- KOHTaKT ME&XAy UCMbLITYEMbIM MaTepuanom 1 POroBUYHbLIM SHAOTEMUEM;

- Konnanc nepeaHen kamepbi;

- KPOBOTEYEHMWE M3 NepeaHen kamepbl

- MOBPEXAEHNE pagyXHOM 060MNouKM;

- nonoxeHue rantuyeckon Yactn MOJ1 n onTudeckas feueHTpaums,

- HeoOblYHbIE XMPYpruveckme npobnemsi.

XK.7.2 Bce HabnoaeHns 1 npobnembl JOmMKHbI ObITb 3aperncTpypoBaHbI.
X.8 TpeboBaHusA K nepuoay UMMNNaHTaLMUU

XK.8.1 Ecnv ana nmnnaHTauum rnasa BeibpaH Kponuk, nepuos UccneaoBaHns
DOSKEH ANWUTLCA LWecTb Mecsues. Kponvky cBoWcTBeHHO obpasosaHue dhubpuHa u
Bo3oBHoBneHwe pocta WNOJI, yto 3atpyaHsieT npoBoauTb OueHKy Gonee anuTensHOM
Ouonormyeckor CoBMECTUMOCTU. [1OCKONBKY M3BECTHO, YTO rmas kponuka ObicTpee
pearvpyeT Ha pasfgpaxeHue, ANs NPOBEAEHUS WUCCNeAOBaHWA AOCTATOMHO LUECTU
MecsiLieB.

XK.8.2 Ecnv ana npoeeaeHus uccriefoBaHUM BbiOpaH He Kpomuk, a apyroe
JKMBOTHOE, ANMTENBHOCTb UCCNEA0BaHWUA COCTaBNAEeT OauH rog. Jlrobble oTKNoHeHWs oT
TpeboBaHUst K ANUTENBHOCTU UCCNEAOBaHWWA B OAWH TOA, Bbl3BaHHbIE KOHKPETHBLIMU
OorpaHUYeHnaMK, AOmKHbI ObiTb 060CHOBAHDI.

K.9 MpaBuna oueHKU pe3ynbTaToB UCMbITAHUA

2K.9.1.1 MNocneonepaunoHHbIE  OLEHKM  3aKMOYalOTCA B BbINOSIHEHUMW W
perncTpauumn cnepyowmx 4ENCTBUN:

a) MaKpOCKOMUYECKUX UCCME0BaHWI ONMepupoBaHHbIX a3 Yyepes AeHb nocne
onepaumu;

0) npoBepeHne OMOMOrMYECKOW MUKPOCKOMUM C WCMOMb3OBaHUEM  LLENEBON
namnbl yepes 7 gHen, 4 Hegenu, 3 mec, 6 MeC U B KOHLIE Nepuoaa HabnogeHns.

2K.9.1.2 Uccneaytotcs cnegyome sSBneHns:

- ubpuH;
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- MNpUn1B KPoBMW,

- KNeTKu;

- apresuu;

- HeoBacKynsapusauus;

- OTEeK poroBuLpl;

- MpO3payvyHOCTbL Marepunana;

- pacronoXeHne ranTU4eckon YacTy,

- uentpuposanne UOJI.

2K.9.1.3 Ecnn TpebyeTca, MOXHO caenatb (POTOCHUMKU LUENEBON namnon Ans
LLOKYMEHTanbHOro opopmMneHns nccnefoBaHus.

2K9.2 OueHka 3HyKnenmpoBaHHOrO rnasa

2K.9.2.1 YMepTBRSAIOTKUMBOTHOE B KOHLUE nepuoga HabnoaeHns n 3Hyknempyot
rnasa. Takke SHYKNevpyloT rnasa >MBOTHbIX, KOTOpble yMepnu unu  6binn
6e36one3HeHHO yMepLUBIEeHbI BO BPEMs NPOBEAEHUA UCCNEA0BaHWsA n3-3a GonesHen,
He CBA3aHHbIX C rnasamu.

XK9.22 [ina npoBeAeHUS OLEHKM SHYKMENPOBaHHbIX [na3 BO3MOXHbI [ABe
anbTepHaTuBbI:

a) SHyKmevpoBaHHble [na3a HEeMEANEHHO MOorpyxarTcs B  UKCUpyoWmi
pacTBOp ANS XpaHeHWs, YToObl NO3Xe NPOU3BECTU ANCCEKALMIO rNa3a U NOCNEeAYIOLLYIO
OLIEHKY, KaK yka3aHo B nepeudncneHnm 6) 2K.9.2.2;

0) NPOBOAST AUCCEKAUMIO rnasa cpasy rnocne 3SHyKNnemposBaHus, U NPOBOAAT
BHyTpeHHee wuccriegosaHve. CneayeTr oOTMedyatb BCE aHoOManuu, pasMelleHune
uMnnaHTaTa u ueHTpuposaHue, ecnn Heobxoammo. Ocobo cnepyeT wuccneposaTb
mecta koHTakta WOJT n okynspHoi TkaHu, ecnu Heobxopwumo. CnepyeT caenatb
doTorpacdum, 4Tobkl NOATBEPAUTL HAONOAEHWS.

2K.9.2.3 OcrtopoxHo yaanstoT MO nnu obpasey matepuana n 3atem npoBogAT

rMCTONAaToNorMYecKkMe UCCNeaoBanHns NepeaHeit u sagHel kamep rinasa.

MpuMeyaHne — XpaHeHWe SHYKNEWPOBAHHOTO rnasHoro séroka B uKCUPYOLEM pacTBope MoXeT
NpUBECTU K U3MeHeHuto maTepuana NOJ.

2K.9.3 OueHka akennaHTupyemeix MOJI

K.9.3.1 Uccnepytot akcnnaHtvpyemsle WOJT wnm obpasusl martepuana ¢
MOMOLLBIO  OMTMYECKOTO MMWKPOCKONa Ha HanmuumMe KIeToK (TUraHTCKUX — KMETOK,
Makpodaros v T.4.), MPOAYKTOB pacnaga KneTok U pubprosHbIX OTNOXEHWIA, OCOBEHHO

B TOYKax KpenneHna neTenb U BHYTPU NO3ULUNOHHbBIX OTBepCTI/Il7I.
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K.9.3.2 3atem nonoevHy o06pasuoB cregyeT TWATEMbHO OYUCTUTL, He
nospexpas OnTUYecKMe MOBEPXHOCTM, W  OUEHUTL OMTWYECKME CBOWNCTBA B
cooTBeTcTBUM ¢ FOCT 31580.2.

Opyrylo nonosuHy 06pasuoB CneayeT OUEHWTb Ha HanMunme NOBEPXHOCTHbIX
OTMOXEHWIA N N3MEHEHWUIA N Ha HanMyMe NPM3HaKoB KarbLndUKaLmm.

7K.9.3.3 PesynbTtartsl 3aHocAT B otyeT. Ecnm HekoTopblie faHHble NponyLieHb!
Unu He MOoryT BbITb NOMy4YeHb!, CNeayeT yCTaHOBUTb MPUYMHDI.

.10 MNpaBuna ocdopmneHns pe3ynbTaToB UCMLITAHUA

K.10.1 Ot4yeT 06 MCMbITaHUM AOMKEH COAEPKATE CrEAYHLLY UHopMaLMI:

- BCe AaHHble, HeoBxoaMMble ANa uaeHTUdUKaummM UcnbItyemoro obpasua;

- CCbIMKY Ha HacTOSILUMIA CTaHAaPT;

- MecTo pasmellenma NOJT;

- pesynbTaTbl UCMbITaHWUS, BKMHOYas pesynbTaThl OTAENbHbIX ONPeseneHuni n
WX CPencTBa, eCnv NpoBOAUIMCS;

- noBble OTKNOHEHNS OT yKkaszaHHOW METOANKY;

- Heobbl4HbIE NpU3HaKK (aHoManuu), Habnoaaemble BoO BpeMsl NpoOBEEHNSA
UCMbITaHUS,

- JarTy peansHOro NpoBefeHNs UCTILITAHUS N AaTbl NPOBEAEHNSA NOCNEAYHOLLNX
aHanu3os.
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MpunoxeHune U
(cnpaBoyHoOe)

ConocTtaBrneHue CTPYKTYpPbl HACTOSILWEro CTaHAApPTa CO CTPYKTYPOM
NPUMEHEHHOro B HEM MeXAYHapOoAHOro cTaHaapTa

N.1 ConocraeneHne CTPYKTYpbl HACTOSILLErO CTangapTa Co CTPYKTYPOW

NPUMEHEHHOro B HEM MEXAYHapOo4HOro cTaHaapTa npeacrasneHo B Tabnvue U.1.

Tabnunya N.1 — ConocraBneHne CTPYKTYpPbl HACTOALLEro CTaHaapTa CO CTPYKTYPON NPUMEHEHHOTO B

HeM MeXayHapoIHOro cTaHaapTa

CTpyKTypa MexayHapo[Horo cTaHgapTa
NCO 11979-5:2006

CTpyKkTypa HacToslLero cTaHiapTa

1 ObnacTb pacnpocTpaHeHusi

1 ObnacTb NpUMeHeHUsI

2 HopMaTuBHbIE CChIMKM

2 HopmaTuBHbIE CChIMKM

3 TepMuHbI 1 onpeaeneHns

3 TepMUHbI onpefeneHus U CoKpaLleHus

4 Obwme TpeboBaHuA, NPUMEHSIEMBIE K OLiEHKe
Ouonornyeckoit coeMecTumocTtn MOJ

4 Obwue TpeboBaHUs K oLeHKe Buonoruyeckoi
COBMECTUMOCTU

5 OU3NKO-XUMMHECKME UCNBbITAHNA

5 On3nko-XumMmndeckme ncnbiTaHna

5.1 Obwwue ceegeHns

5.1 Obwme TpeboBaHma

5.2 NcnblTaHne Ha NosHYo SKCTpaKLuto

5.2 VcnblTaHne Ha NOSHYI0 SKCTpaKLuto

5.3 UcnblTaHWe Ha BblLenadnBaeMble BelllecTBa

5.3 WcnblTaHne Ha BhlLenadnBaeMble BellecTBa

5.4 VcnblTaHue Ha rugporinTUYeckyro CTONKOCTb

5.4 VicnblTaHne Ha rugposiMTUYecKyto CTONKOCTb

5.5 UcnblTaHne Ha CBETOCTOMKOCTb

5.5 WcnblTaHne Ha poTocTabunbHOCTL

5.6 NcnblTaHuwe Ha Bo3gelicTBue uanydveHus Nd-
YFG nasepa

5.6 UcnblTaHue Ha Bo3aeicTBue UanyyveHus Nd-
YFG nasepa

5.7 OueHKa HepaCTBOPUMbIX HEOPraHUYECKUX
BeLlecTB

5.7 OueHKa HepaCTBOPUMbLIX HEOPraHUYEeCKUX
BeLlecTB

6 Buonornyeckne ncnbiTaHNA

6 Buornorunyeckne UcnbiTaHna

6.1 ObLme nonoxeHns

6.1 OBbLme nonoxeHus

6.2 NcnbiTaHne Ha reHOTOKCMYHOCTb

6.2 NcnbiTaHme Ha reHOTOKCUYHOCTb

6.3 NcnbiTaHne Ha ceHcubunusayuto

6.3 McnbiTaHue Ha ceHcubunusayuto

6.4 NcnblTaHne Ha MMNNaHTauuio BHYTpb rnasa

6.4 NcnbiTaHne umnnaHTauuein BHyTpb rnasa

MpunoxeHue A (o6a3aTtensHoe) McnelTaHue Ha
MOSTHYO SKCTpaKLuto

MpunoxeHue A (o6asaTensbHoe) MeTog UcnbITaHUA
Ha MOSTHYH SKCTPaKLuIo

A.1 HasHaueHne

A.1 ObLwue nonoxeHus

A.2 Obuue coobpaxkeHus

A.2 TpeboBaHUSA K UCNBITYeMbIM o6pa3sLam

A.3 MpuHyun

A.3 TpeboBaHusa k BcroMoraTesbHbIM arieMeHTaM
(peakTuBam)

A.4 NcnbiTbiBaeMble o6pasLbl

A.4 TpeboBaHuA K cpeficTBaM UCMbITaHWA

A.5 PeakTtuBbl

A.5 MNopsgok NpoBeAeHNA UCNbITaHWUS

A.6 Annapart

A.6 MpaBuna aHanusa ucneltyeMmoro obpasua

A.7 MeToauka ncnbitTaHna

A.7 MNpaBuna aHanu3a BbITSHKEK

A.8 AHanus ucnelTbiBaeMoro Matepuarna

A.8 lNpaBuna oopMneHns pesynbTaToB UCMbITAHWUSA

A.9 AHanus BbITAXeK
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FOCT 31580.5-2012

CTpyKTypa MexayHapogHoro cTaHgapTa
NCO 11979-5:2006

CTpyKkTypa HacToslLLero cTaHfapTa

A.10 OT4eT 06 ucnbITaHuK

MpunoxeHue B (obsasatensHoe) VcnbiTaHwe Ha Bbl-
LenaynBaemble BellecTsa

MpunoxeHue B (obasatensHoe) MeToa wucnbiTaHMA
Ha BblLienadmBaeMele BellecTBa

B.1 HasHaueHune

B.1 O6wme nonoxeHus

B.2 Obwue coobpaxeHus

B.2 TpeboBaHusa k ncneiTyeMbliM 06pasyam

B.3 VcnbiTeiBaeMblil MaTepuan

B.3 TpeboBaHWA K KOHTPONBLHOMY MaTepuany

B.4 KoHTponbHbIA MaTepuan

B.4 TpeboBaHuA kK cpefcTBaM UCMbITaHNUA

B.5 Annapart

B.5 MNopsagok npoBefeHNsA UCMbITaHNS

B.6 MeToguka ncnbitaHusi

B.6 MNpaBuna odopMreHns pesynbTaToB UCMbITAHNUS

B.7 OT4eT 06 ucnbiTaHum

MpunoxeHue C (oBaAsaTenbHoe) [uMaponuTuyeckas
CTOWNKOCTb

MpunoxeHne B (obasaTenbHoe) MeToa uchbITaHMA
Ha rMaponUTUYECKYIO CTOMKOCTb

C.1 HasHaueHune

B.1 O6Lwue nonoxeHus

C.2 Obuue coobpaxeHus

B.2 TpeboBaHus k ucnbiTyemMblM 06pasyam

C.3 UcnbiTbiBaeMbIA MaTepuan

B.3 TpeboBaHuA k KOHTPONBLHOMY MaTepuany

C.4 KoHTponbHbI MaTepuan

B.4 TpeboBaHus k cpefcTBam UCMbITaHWUM

C.5 Annapart

B.5 MNopsgok npoBefeHnsA UCnbITaHns

C.6 MeToauka ncnbiTaHna

B.6 MNpaBuna oopMneHuns pesynsTaToB UCMbITaHUs

C.7 OT4eT 06 ucnbiTaHum

MpunoxeHue D MenblTaHne  Ha

¢oToCcTaGUNLEHOCTL

(obsaA3aTenbHoE)

MpunoxeHue [ (obazaTenbHoe) MeTog wucnbITaHMA
Ha oTOCTabUNBHOCTL

D.1 HasHaueHue

.1 Obwwe nonoxeHns

D.2 NcnbiTbiBaeMblli MaTepuan

I".2 TpeboBaHusa K UCnbITyeMbIM 06pasuam

D.3 KoHTponbHbIil maTepuarn

[".3 TpeboBaHUA K KOHTPONBHOMY MaTepuany

D.4 PeakTuBsbl

I".4 TpeboBaHua K cpefie ANA 3KCTpaKLUu

D.5 Annapat

I".5 TpeboBaHusa K cpefcTBaM UCMBITaHNA

D.6 MeToauka ncnblTaHns

[".6 MNopsagok NpoBeAeHUS UCNbITAHUA

D.7 OueHka pe3ynsTaToB Nocre 3KCcnosnuum

[".7 MNpaBuna oyeHKn pe3ynsTaToB UCMbITaHUA

D.8 OT1yeT 06 ncnbiTaHun

I".8 MpaBuna ohopMNeHNs pesynbTaToB UCNLITAHWA

MpunoxeHne E (obasatenvHoe) WcenbiTaHne Ha
Bo3geictaue usnydveHua Nd-YAG nasepa

MpunoxeHue [ (obasaTtenbHoe) MeToa ucnbiTaHMsA
Ha Bosgeictaue nanydveHus Nd-YAG nasepa

E.1 HasHaueHKne

0.1 O6Lwme nonoxeHus

E.2 VcnbiTbiBaeMbIi MaTepuan

[.2 TpeboBaHuMA k UcnbITyeMbiM 06pasuam

E.3 PeaktuBbl

[.3 TpeboBaHus k cpefie AN aKCTpakumm

E.4 Annapart

[.4 TpeboBaHuWA kK cpeAcTBaM UCMbITaHNUA

E.5 MeToguka ncneltaHms

[.5 Mopsagok npoBeAeHUA UCMNbITaHUA

E.6 OueHka pesynetaToB nocrne obpaboTku

[0.6 MNMpaBuna oLeHKN pe3ynbTaToB UCMbITaHWs

E.7 OT4yeT 06 ncnbITaHum

[.7 MNpaBuna oopMreHns pe3ynsTaToB UCMbITaHNUs
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OkoHyaHue mabnuupsi N1.1

CTpyKTYypa MexXgyHapogHoro ctaHgapTa
MCO 11979-5:2006

CTpyKTypa HacTosiLLero ctaHaapTta

Mpunoxenne F (cnpaBovHoe) [ononHutenbHble
yCnoBua UCMbLITaHMA Ha MecTHoe jAeiicTBue nocne
umnnauTauumn k UCO 10993-6

Mpunoxexue E (pekomeHayemoe) [JononHUTenbHbIe
YCMNOBUS UCTILITAHUS HA MECTHOE JlecTB1E MaTepuana
nocrie umnnanTtauum k FOCT P UCO 10993-6

F.1  [onomHuTenbHble YCNOBUA WUCNbLITAHUSA B
coOTBETCTBUM cO cTaHaapTom NCO 10993-6

E.1 TpeboBaHuA K yCNOBUAM UCMbITAHUA

F.2 Ot4yeT 06 ncnbiTaHuu

E.2 MNpaBuna odopMrneHuns pe3ynbTaToB NCNbITaHUA

Mpunoxexune G (o6a3aTensHoe) UcnbiTaHue Ha
UMNNaHTaumnio BHYTpbL rnasa

Mpunoxenune XK (obasatenbHoe) MeToa ucnbITaHUA
Ha UMNMaHTaLuio BHYTpb rnasa

G.1 HasHavyeHue

2K.1 Obwue nonoxeHus

G.2 UenbiTbiBaeMblit MaTepuan

K2 TpeboBaHus Kk McnbITyeMelM o6pasyamM

G.3 KoHTpOrbHbIN MaTepuan

2K.3 TpeboBaHuWe K KOHTPONLHOMY MaTepuany

G.4 PeakTusbl U MaTepuansl

K.4 TpeboBaHusi K cpeficTBaM UCNbITAHUA

G.5 AnnapaTt

X5 TpeboBaHus K aKcnepuUMeHTanbHOW Mopdenu
KMBOTHOTO

G.6 3kenepuMeHTanbHan Moaenb XXUBOTHOMO

2K.6 Mopsagok npoBeAeHUA UCNbITaHWUA

G.7 MeToauka ucnbiTaHnsA

XK.7 TpeboBaHusa k HabniogeHUaM, NpoBOAUMBLIM BO
BpEeMsi UCTIbITaHUS

G.8 HabniogeHus, nposoaguMble BO BpeMs onepauun

2K 8 TpeboBaHusi K nepuogy MNNaHTauum

G.9 MNepuoa uMNNaHTaunu

K9 MNpaBuna oueHKN pe3ynbTaToB UCNBITAHUA

G.10 OueHKa UcnbITaHus K10  TlpaBuna  odopmneHus  pesynbTaroB
ucnbITaHuA
G.11 OT4eT 06 ucnbITaHuu —
Mpunoxenne W (cnpasouyHoe) ConocraBnexune

CTPYKTYpbl HacTOAWero craHgapta co CTPYKTYpOil
NPUMEHEHHOro B HEeM MeXAyHapoaHOro craHpapTa

Mpunoxenne K  (cnpaBoyHoe) CefieHns o
COOTBETCTBUM CCbINOYHBIX MeXAyHapoAHbIX
(pervoHanbHbIX) CTaHAapToB HaLMOHaNbHBIM

cTraHgapTtam Poccuiickoin degepanum, UCnorb3oBaHHbIM
B HacTosLEM CTaHAapTe B KayecTBe HOPMaTMBHLIX
CChINOK

Bubnuorpadus

Bubnuvorpadusa

MpumeyaHne —B HacToAWMI CTaHAAPT BKINIOYEHbI TEPMUHBI U ONPEAEneHns], He coaepxalluecs B
[OCT P 51892, n BBeieHbI coKpalleHus, NpUMEHAeMbIe B TEKCTe CcTaHfapTa.
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MNpunoxeHue K
(cnpaBo4HOe)

CBeneHusA 0 COOTBETCTBUM CCbINTOYHbIX MeXAyHapoaHbLIX CTaHAapTOoB
MeXrocynapCcrtBeéHHbIM CTaHAapTaMm, uCNoNnb30BaHHbLIM B HACTOsALWEM CTaHaapTe
B Ka4yecTBe HOPMAaTUBHbLIX CCbITOK

Tabnuya K.1

O603Ha4YeHne cChINoYHOro
MEXrocyAapCTBEHHOIo cTaHaapTa

O603Ha4YeHne N HauMeHOBaHNE CCLINMOYHOrO MEXAYHapOAHOro
cTaHgapTa WU ycnoBHoe 06o3HayeHWe cTeneHn COOTBETCTBUS
CCbITOYHOMY MEXIOCy/1apCTBEHHOMY CTaHaapTy

rOCT ISO 14971—2011

MCO 14971:2005 «MeaunyuHckue uagenus. NpuMeHeHne ynpasreHus
puckamu K meauuuHckum nagenuamy (IDT)

_ nco 11979-1:1999 «OdpTanbmonoruyeckue UMIMaHTaThl.
UHTpaokynapHble NuH3bl. Yactb 1: CrioBapb» (MOD)
nco 11979-2:1999 «Odpranbmonoruyeckue UMIMMaHTaThl.

FOCT 315680.2 —2012 (MCO 11979-2:99)

UHTpaokynsapHble nNuH3bl. YacTb 2: OnTuyeckue CBOWCTBa U METOAbI
ucnbiTatuit» (MOD)

roCT 31580.3 —2012 (MCO 11979-3:99)

nco 11979-3:1999
UHTpaokynsapHble NUH3bI.
MeToAbl ucneiTaHuiiy (MOD)

«OdpTanbmonoruyeckne MMMANaHTaThl.
Yactb 3: MexaHudeckne CcBOWCTBa W

rOCT ISO 10993-1—2011

nCco 10993-1:2003 «OueHka buonornyeckoro  aeicTBuA
MeaULMHCKMX uagenuin. Yactb 1: OueHka U ucnbITaHUe B CUCTEME
ynpasnexus puckamu» (IDT)

nCoO 10993-2:2006 «OueHka Guonoruyeckoro  AaeiicteunA
MEAUUMHCKUX u3genuii. YacTe 2. TpeboaHus Kk OGnarononyduio
KUBOTHBIX»

FOCT ISO 10993-3—2011

nCoO 10993-3:2003 «OueHka 6uonoruyeckoro  AewcTBuMA
MeauUMHCkX unsgenuii. Yacte 3. McnblTaHua Ha reHOTOKCUYHOCTE,
KaHLeporeHHOCTb U penpoayKTUBHY TOKCUYHOCTE» (IDT)

NCO 10993-5:1999 «OueHka 6uonornyeckoro  AercTBUSA
rocCT ISO 10993-5—2011 MegUUMHCKMX  uadenuit. Yacte 5. MccnegosaHue in  vitro
uutoToKkeudHocTu» (IDT)

NCO 10993-6:1994 «OueHka Ouonornyeckoro  AeicTBUsA

rOCT ISO 10993-6—2011

MeaULMHCKMX n3genuii.YacTb 6. McnblTaHua Ha MecTHoe JeWcTBue
nocne uMmnnaHtauum» (IDT)

roCT 1SO 10993-10—2011

MCO  10993-10:2002  «OueHka  OGuororudeckoro  AeWCTBUA
MeLWLMUHCKUX M3fenuid. VcnblTaHua Ha pasjpaxeHue W 3anosganyto
cBepx4yyBcTBUTENBLHOCTEY (IDT)

rOCT 1SO 10993-12—2011

ononorn4yeckoro
[NoaroToBKka

AencTBuA
obpasyoB K

MCO  10993-12:2002  «OueHka
MeauLUMHCKMX un3genuid. Yacte 12
mMaTtepuana cpaBHeHusA» (IDT)
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Bubnuorpadusn

[11 WNCO 10993-2:2006 Biological evaluation of medical devices -- Part 2:
Animal welfare requirements (OueHka 6uONOrMYECKOro [AENCTBUA  MEAULIMHCKUX
msgenvn. Yactb 2: TpebosaHus k 6narononyymnto XXMBOTHbIX)

[2] Journal of Cataract Refract Surg. 13,1987, with. 297-301, Sliney, D.H.
«Assessment of the impact of solar UV radiation on the I0L» (KypHan Cataract Refract
Surg. 13,1987, ¢. 297—301, Sliney, D.H. «OueHka BO3geUCTBUA COMHeYHoro Yo-
nanyyenns Ha UOJ»)

[8] WNCO 10339:1997  Ophthalmic optics - Contact lenses - Determination of
water content of hydrogel lenses (Ontuka n ontrnyeckne npuGopbl. KOHTaKTHbIE NUH3bL.

OnpepeneHune cofepXaHusa Bofbl B r’MAPOreneBbIX KOHTAKTHBIX MUH3aXx)
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YAK 616-089.843:006.354 MKC 11.040.40 n4e

KntoueBble criosa: OCbTaJ'IbMOJ'IOFVI‘-leCKVIe nMMnNaHTaTbl, WHTPAOKYNApPHbIE JNH3bI,
o6|.|4|/|e Tpe6OBaHI/IF|, ¢)M3I/IKO—XI/IMI/I‘-I€CKI/I€ vcnbiTaHnsa, Buonormyeckne UCMbITaHUS,

METOAbI UCMbITaHUA, NpaBuna opopMIEHNS pe3ynbTaToB UCMbITaHNN
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