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MNpeancnoBue

Llenv v npuHumMnel ctaHaapTusaummn B Poccniickon Peaepavumm yctaHoBneHbl PegepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TexHU4ecKOM perynmpoBaHumny», a npasuna NpUMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon ®egepaumm — FNOCT P 1.0—2004 «CtaHgapTtusaumsa B Poccuiickon degepaunn.
OCHOBHbIE MONOXEHUA»

CBeneHus o ctaHgapTe

1 NOATOTOBIIEH OTKpbITEIM akuuoHepHbiM 0becTBoM « TKC-onTuka» Ha ocHoBe COBCTBEHHOroO
ayTeHTUYHOTO NepesBoja cTaHAapTa, ykasaHHoro B nyHkre 4

2 BHECEH TexHu4yeckum koMuTeTOM No cTaHaapTusauum TK 296 «OnTtuka n ontudeckune npnbopbi»

3 YTBEPXKOEH U BBEJEH B JEWUCTBUE Mpukasom deneparnbHOro areHTcTea no TeXHU4Yeckomy
perynupoBaHu1io u metporiornn oT 27 aekabpsa 2007 r. Ne 504-ct

4 HacTtoawmi ctaHaapT SaBnsieTCA MoANULMPOBAHHBIM MO OTHOLLEHUIO K MEXAYHapoaAHOMY CTaHAapTy
MCO 11979-5:2006 «MmnnaHTaTthl opransmonorudeckue. UHTpaokynsipHble NuH3bl. YacTb 5. BuocoBmecTn-
MocTb» (ISO 11979-5:2006 «Ophthalmic implants — Intraocular lenses — Part 5: Biocompatibility» ) nytem:

- N3MeHeHus1 ero cTpykTypbl. CpaBHeHWe CTPYKTYpbl HACTOSILLIEro CTaHAapTa Co CTPYKTYPOU yKasaHHOro
MeXAyHapoAHOro cTaHaapTa npuseeHo B AONOMHUTENbHOM npunoxeHuu H;

- BBe[ieHUs1 AONONMHUTENbHLIX cnoB (dpas). Mpu aToM gononHUTENbHbIE cnoBa (hpasbl), BKIOYEHHbIE B
TeKCT cTaHgapTa Ans yueTa noTpebHocTen HaunoHanbHo M akoHOMKKM Poccuiickoin degepaunm n/unm ocobeH-
HOCTEl POCCUINCKOWN HaLUMOHarbLHON cTaHAapTU3aLmMm, BolaeneHbl KYypCUBOM.

Mpv npUMeHeHN HacToSILLIEro CTaHAapTa peKoMeHAYyeTCsl UCNOMNb30BaTb BMECTO CChIIOYHbIX MeXayHa-
pPOAHbIX CTaH4apPTOB COOTBETCTBYIOLLIME UM HaumMoHarnbHble cTaHAapTel Poccuiickon degepaunun, cBegeHus o
KOTOPbIX NPUBEAEHEI B CNPaBOYHOM NpunoxeHun K

5 BBEJEH BMEPBbIE

UHbopmayus 06 UBMEHEHUsIX K HacmosaweMy cmaHdapmy rybnukyemcsi 8 exe2o0Ho uszdasaemMoMm
UHGbOpMayUOHHOM yKka3amerie «HauuoHansHeie cmaHOapmbl», & MeKCM U3MeHeHUU U r101ipasoK — 8 eXxeme-
CAYHO U30asaeMbix UHHOPMaUUCHHLIX ykazamersix « HayuoHaneHeie cmaHdapmei». B ciiydae nepecmompa
(3aMeHbl) unu ommMeHbl Hacmosiu,eeo cmaHdapma coomeememayroujee yeedomiieHue bydem onybnukosaHo
8 exemMecsIYHO u3dasaeMoM UHhOpMaUUOHHOM yKka3amerne «HayuoHanbHele cmaHOapmsbi». Coomeemem-
syrowasi uHgpopmauyus, yeedoMIIeHUE U meKcmbl pasMeujalomcesi makxe 8 UHgopmayuoHHol cucmeme obuye-
20 r1o51b308aHUsT — Ha oghuyuanbHoM calime PedeparibHO20 a2eHMemea 110 MexHU4eCKOMYy peayiupo8aHUIo
u Memporsozuu e cemu MHmepHem

© CraHgaptuHdgopm, 2008

HacTtoswuin cTaHaapT He MOXeT GbiTb NMOMHOCTLI0 MW YAaCTUYHO BOCNPOU3BEAeH, TUPaXNPOBaH 1 pac-
NpocTpaHeH B kauecTBe ouLManbHoro usaaHua 6es paspelwerus degepanbHOro areHTCTBa Mo TeXHUYEecKo-
MY perysiupoBaHuio U MeTposiorim
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HAUWOHANBbHBIN CTAHAOAPT POCCUWMUCKOW @GEREPALMUM

UMMNAHTATbI O®PTANIbMOJNIOTMYECKUE UHTPAOKYNAPHbBLIE NUH3bI
YacTtb 5
Buonoruyeckasi COBMeCTUMOCTb

Ophthalmic implants. Intraocular lenses.
Part 5. Biocompatibility

DataBBepeHna — 2009—01—01

1 O6nacTb NPUMeHeHnsA

Hacmoswu cmaHGapm pacrnpocmpaHsiemcsi Ha rnepedHeKkaMmepHble U 3a0HeKaMepHbIe UHMPaoKyisip-
Hble ruH3bi (0anee — MOJ1) HezasucumMo om Mamepuara, U3 Komopozo OHU U320moefieHbl, Mecma floKasu3a-
yuu ux 8 2fasy nauyueHma u ux (hyHKUYUOHaNbHO20 Ha3HadeHusl (Mpomes Xxpycmarnuka anasa unu JuH3a,
rnipedHa3Ha4YyeHHas1 011 KoppeKUuu aghakuu u aHoMmanut pegpakyuu).

CmaHdapm ycmaHasnusaem mpebosaHusi K OUeHKe buoo2u4eckoll coemMecmumMocmu Mamepuaiios
0ns1 uszomosneHusi UOJT, a makxxe memoObi (hU3UKO-XUMUYECKUX U BUOI02UYECKUX UCbimaHUU.

2 HopmaTtuBHbIe CCbINKKN

B HacTosiLeM cTaHAapTe UCNOMb30BaHbl HOPMATUBHbBIE CCbINKW Ha criedyolue cTaHaapTh:

FOCT P UCO 10993-1—99 N3denust meduyuHckue. OuyeHka buonoaudeckoz2o delicmaust MeOUUUHCKUX
uzdenul. Yacme 1. OyeHka u uccriedosaHus

FOCT P UCO 10993-3—99 U3zdenusa meduyuHckue. OyeHka buoriozuydeckoz2o delicmeusi MeOQUUUHCKUX
usdenutl. Yacme 3. NccrnedosaHue 2eHOMOKCUYHOCMU, KaHUepOo2eHHOCMU U MOKcu4eckozo delicmeusi Ha
pernpodyKmueHyto QhyHKUUIO

FOCT PUCO 10993-5—99 U3zdenus meduyuHckue. OueHka buono2udeckozo delicmeus MeOUYUHCKUX
usdenutl. Yacme 5. UccrniefogaHue Ha yumomoKCU4HOCMb Memodskl in vitro

FTOCT PUCO 10993-6—99 U3zdenus meduyuHckue. OyeHka buosioauyeckozo delicmeusi MeOUYUHCKUX
uzdenul. Yacms 6. MiccnedosaHue mecm+ozo delicmeus nocrne uMmnnanmauuu

FOCT P MCO 10993-10—99 U3zdenusi meduyuHckue. OyeHka buonoauyeckoz2o delicmeus MeduyuH-
ckux usdenut. Yacme 10. UccnedosaHue pazdpaxarouiezo u ceHcubunusupyrouwezo delicmeaus

TOCT P UCO 10993-12—99 Uzdenust meduyuHckue. OyeHka buonoz2udeckozo deticmeaust MeSuyuUH-
ckux usdenui. Yacme 12. lNpuzomosneHue npob u cmaHdapmHele obpa3susi

FOCT P UCO 14971—2006 U3sdenusi meduyuHckue. [pumeHeHue MeHeOXMeHMa pucka K MeOUUUH-
CKUM U30esTusim

rF'OCT P 51892—2002 (MCO 11979-1—99) Mimnnanmamesi ogpmaribMosiogudeckue. VIHmpaoKynapHeie
nuH3bl. Yacmeb 1. TepMuHbl U onipedeneHust

FOCT P 52038—2003 (MCO 11979-2—99) UmnnaHmamsi ogpmarbmornoaudeckue. IHmpaokynspHsie
1uH3bl. Hacme 2. Onmu4deckue ceolicmea u Memoob! UcrbimaHull

FOCT P 52039—2003 (MCO 11979-3—99) Vimnnanmamsi ogpmarnbMoriogudeckue. IHmpaoKkynsapHsie
11uH3bl. Hacms 3. MexaHudeckue ceolicmea u Memodbi ucribimaHull

M pwumeyaHune— NpuNonb3oBaHUM HACTOSILLUM CTAHAAPTOM LenecoobpasHo NpoBepuTb AEWCTBUE CCbINOY-
HbIX CTaHAapTOB B MH(OPMALMOHHOW CuCTEME O6GLWEro Nonb3oBaHWA — Ha odmumansbHoM cante degepanbHOro
areHTCTBa MO TEXHUYECKOMY PErynmpoBaHuto U METPONOIMU B CETU MIHTEPHET UKW MO eXerogHo uagasaeMomy nHdopma-
LIMOHHOMY ykasaTenio « HaumoHanbHele cTaHgapThbi», KOTOPbIN ONyBNnKoBaH No COCTOAHMIO Ha 1 IHBaPS TeKyLWero roaa, n

UzpaHve opnumansHoe
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Mo COOTBETCTBYOWMM €XEeMECSYHO U3naBaeMbiM MHGHOPMAaLMOHHBIM yKa3aTensiM, onybrMKOBaHHbLIM B TEKYLLEM rogy.
Ecnu ccbinoyHbI cTaHAapT 3aMeHeH (M3MEeHeH), TO NPY NOSIb30BaHUW HACTOSIMM CTaHA4apTOM CrieayeT pyKOBOACTBO-
BaTbCA 3aMEHSIIOWUM (MBMEHEHHBIM) CTaHAAPTOM. ECnmn cebinoyHbIi cTaHAapT OTMeHeH 6e3 3ameHbl, TO NoNoXeHue, B
KOTOPOM JaHa CChIfKa Ha Hero, MPUMEHSAETCH B HaCTW, He 3aTparveatowWwen 3Ty CCblKy.

3 TepMuHbI, onpeaeneHna U CoKpalleHnsA

3.1 B Hacmosiuwem cmaHOapme rpumeHeHsl mepmuHsi o FOCT P 51892 u cnedyrouwue mepMuHbi ¢
coomeemcmeyowuMu oripedeneHusIMuU;:

3.1.1 ucnbiTaHue gerpapgaumuu matepuana (material degradation test): UcribimaHue, komopoe ornpe-
Oernisiem rnomexyuarn degpadayuu Mmamepuarna.

3.1.2 pacmeopumens (solvent): Beuwjecmso (xumuxkam, HanonHumens, cpeda), ucrone3yemoe 071
cMayueaHusi, pazbassieHusl, CyCreH3upo8aHUs, 3KCmpazuposaHus Uil pacmeopeHUs UCbIMyeMo20 Mame-
puarna.

3.1.3 koHmponbHbIl pacmeop (reference solution): Pacmeopumeib, komopbiil oyeHuUs8aemcs 00Ho-
8PEMEHHO CO CMOYEHHbIM, pa3basneHHbIM, CyCreH3Upo8aHHbIM, IKCMpazupoeaHHbIM UNTU pacmeopeHHbIM
ucribimyeMbiM Mamepuarom.

3.2 B HacmosuweM cmaHdapme rpuMeHsiiom criedyroujie CoKpaueHUs:

Nd-YAG — annromo-ummpuessill 2paHam, akmugupoeaHHbili HEOOUMOM;

In vivo — 8 ecmecmeeHHbIX ycriosusx;

In vitro — & nabopamopHsix ycrnosusix;

Y®-usnyvyeHue — ynempacdhuonemosoe usfyqyeHue;

B3XXX — abicokoMorneKynapHbIl xudkocmHol xpoMamozpagh 8bicoK020 dasfieHUs;

X — 2asoebiti xpomamozpad;

IX/MC — 2a308bill XxpoMamomacc-criekmpomMemp,;

COM — ckaHupyouwuli 351IeKMPOHHBIU MUKPOCKOT.

4 O6wme Tpeb6oBaHUA K OLleHKe 6UONOrMyeckon COBMeCTMMOCTH

4.1 OueHky 6uonorniecko CoOBMECTUMOCTHU UCTIBITYEMOrO MaTepuyarna crelyeT HauMHaTb C NepBoHa-
YanbHOW oLeHku pucka B cooTBeTcTBUM ¢ FTOCT P UCO 14971, npoBoas crieaytolime AeACTBUSA:

1) paccmatpuBaloT pesynbTaTthl (PU3NKO-XUMNYECKUX UCTIBITAHWIA NO pasaeny 5;

2) nNpoBoOAAT ouUeHKy wWcnblITyemoro maTepuana Ha 6Guonoruueckylo 6esonacHocte no FOCT P
NCO 10993-1 n[1], yunTbiBas pesynbTaThl PU3NKO-XMMUYECKAX UCMbITAHWIA MO pasgeny 5.

4.2 OueHka pucka BktoyaeT B cebs oLeHKY MoTeHLManbHON BO3MOXHOCTU U3MEHEHUS CBOUCTB UCMbITY-
eMoro MaTepuana, Hanpumep, saTBepaeHmne, No3TOMY Npu oLeHKe BUONornYeckon COBMeCTUMOCT N Heobxoau-
MO U3YYUTb MNPEeabICTOPUIO KITMHUYECKOTO UCTIONb30BaHNS MaTtepuana u Moaenei XXUBoTHbIX AN UCTIbITaHUSA
CTONKOCTU MaTepuana.

4.3 MpuoueHke 6MONOrMYECKO COBMECTUMOCTN HEOBXOAMMO TaKKe NPOBECTU OLLeHKY B1onorndeckoro
genctenss matepuana no FOCT P MCO 10993-3, TOCT P MCO 10993-5 NOCT P NCO 10993-6,
FOCT P UCO 10993-10n no pasaenam 5—6 HacTosLero ctaHgapTa.

4.4 Bce nosnyveHHble pe3ynbTaTtbl OLeHkU No 4.1—4.3 Heob6xoanMo 06beaUHUTL B OBLLYHO OLEHKY pUC-
Ka/nonbabl B cooTBeTCTBUMN ¢ FTOCT PUCO 14971.

5 ®PuUsnko-xmmm4yeckue UCnbiTaHUA

5.1 O6uwue TpeGoBaHuA

5.1.1 K busnko-xuMmm4ecknm NcnblTaHUAM OTHOCSTCS crieaytoLne NCNblTaHns Ha:

a) MOMHY IKCTPaKUMIo;

b) BblWenauMBaemble NPOAYKTHI;

C) rMapOnUTUYECKYH CTONKOCTb;

d) coTocTabunbHOCTL (CTOMKOCTb K Y®P-/BUAMMOMY U3TyHEHUIO);

€) CTOMKOCTb K BozaencTButo nanyderHms Nd-YAG nasepa;

f) oueHKy HepacTBOPUMbIX HEOPTraHNYECKMX BELLECTB.

5.1.2 UenamuucnbitTaHnii no 5.1.1 asnsiiotcs:

a) onpedenumb KO/TUYECMmBOo HU3KOMOIIEKYNsipHbIX eeulecme 8 MIOJ1, criocobHbIX fpu UX 3KCryamayuu
8 2n1asy ebidesnisimbcs 8 cpedy mkaHell 2nasa;

2
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b) onpeaennuTb KONU4ecTBO NPOAYKTOB AeCTPYKUMN B pe3ynbTaTte rmgponusa;

C) onpenennTb KoNM4yecTBO BhlllenavynsaeMbIX XUMUYECKUX NPOOYKTOB;

d) obnerunTb npoBegeHne aHanmaa pMCcKoB, Bbl3bIBAEMbIX TOKCUYHBIMWU NMPOAYKTaMM, KOTOPbIe NOABNA-
HOTCA B pe3ynbTaTe N3roToBneHnd, Nnp UCNoNb3oBaHUn n/vnn CTapeHnn NCnblTyeMmoro Mmatepuana.

lMpumedyanue— 100 HUSKOMONEKYNAPHLIMU 8eLUecmeamu rOHUMaKm: 0CMamoYHbIl MOHOMEP, pa3nuyHbie
po0dsi 806asoK, UCMONL3YeMbIX MPU CUHME36 MOHOMEepa, & MakxKe 803MOXHbIe npumecu, nornadaroujue 8 ronumep fpu us-
2omosneHuu NOJT u ux yrnakoske.

5.1.3 PesynbTatbl UCnbITaHW1 Mo 5.1.1 40mKHbI 6bITb 3apErMcTPUPOBaHbI UCTILITATENAMN U BKIOYEHbI B
oueHKy pucka no FOCT P UCO 14971.

Ecnu kakoe-nnbo ucnbitaHne no5.1.1 He 661110 NpoBeaeHo, HeoBx0AMMO NpeacTaBUTh AOKYMEHTabHoe
obocHoBaHuWe, noaTBepXKAaoLEE peLleHne UCNbITaTens 0 HenpPoBedeHUM 3TOr0 UCTIbITaHNS.

5.2 WcnbiTaHWe Ha NOMHYIO 3KCTPaKLMUIO

5.2.1 UcnbiTyemblii MaTepran AomkeH GblTb NMPOBEPEH Ha 3KCTparupyemble BellecTsa B YCIOBMSIX
MOMHON 3KCTPaKLMM NO MeTOAY NPUIoXeHNs A.

[aHHbIn MeToA coOepXKUT HECKOMbKO YCNOBUIA aKCTPaKLMK, BKIOYas cpedbl, TeMnepaTtypy U Anutenb-
HOCTb.

HonyckaeTcs UCNoOMb30BaThb anbTepHaTUBHLIE METOAbl UCTBITAaHUA NPW YCNOBUWA COBMAAEHWS OLeHKW
pe3ynbTaTos.

5.2.2 TMpwuucnbiTaHnM Heobxoamumo cobntogats criegyroLne ycroBus:

a) NpUYMHBI, MO KOTOPBLIM BbiN BbIBGPaH Kaxkablld pacTBOpUTENb, AOMKHbI BbITb 060CHOBaHBI U AOKYMEH-
TanbHO opopMIIeHbl;

b) cpeabl ans akcTpakumm 4OHKHbI GbIThb NPOaHaNU3UPOBAaHbI B KAYECTBEHHOM U KONUYECTBEHHOM OTHO-
LLIEHWN B KOHLLE BKCTPaKLMU Ha BO3MOXHbIE 3KCTparupyemble KOMNOHeHTbI MaTepuana. Hanpumep, sarpsasHaio-
LLMe BeLlecTBa npoLecca, ocTaTouHblie MOHOMEpPbI, 406aBKK U ApYrMe KOMMNOHEHTbI. YpoBeHb 0BHapyXeHus
aKcTparnpyemblx BeLLEeCTB AOKEH ObITb yCTAHOBNEH HA OCHOBaHUW OLIEHKW prcka CYMMapHOro Bo3AeNCcTBUA
Ha nauneHTa U goSikeH 6bITb BbipaXeH B MKr/r MaTepuana;

C) UcnbiTyeMbli MaTepuan HeobxoaMmo B3BECUTb 0 U Nocne akcTpakuun. Nioboe nsmeHeHne macchbl
AOMKHO BbITb 3acbMKCMpPOBaHO.

5.2.3 Pe3synbmamesi ucrieimaHuti 00JKHbI 6bImb 3apeaucmpupogaHsi 01151 rocnedyiouiell OUEHKU pucka
Ha rnomeHuyuarnbHo 8pedHble 8030elicmeust akcmpazaupyeMbiX Mamepuarnos.

5.3 UcnbiTaHKe Ha BbiWenayuBaeMble BelecTBa

5.3.1 WUcnbiTyemblit MaTepuan gomkeH 6biTb NPOBEPeH Ha BhilLenavyMBaeMble BelllecTBa B UMUTUPOBaH-
HbIX (PU3NOTIOTMYECKNX YCITOBUSIX MO MeToAY NpunoxeHus b.

HaHHbI MeToA CoAepXXUT HECKONMbKO YCITOBUA SKCTPaKLUMK, BKNKOYas cpeabl, TeMnepartypy v AnuTerb-
HOCTb.

5.3.2 Mpwu ucneiTaHum Heobxoaumo cobniogatb yenoeus 5.2.2 u tpeboannsa 5.2.3.

5.4 WUcnbiTaHUe Ha rMAPONUTUYECKYIO CTOWKOCTBL

5.4.1 UcnblTaHne Ha ruaponUTUYECKY0 CTOMKOCTb HeoBXxogumo NpoBOAWMTL MO MeToady MNpusioXe-
Hus B.

5.4.2 Tpw ucnbiTaHn1 HeobxoanMo cobnoaaTth cneayoLwme ycnosus:

a) oLeHUTb CTOMKOCTb MaTepuana B BOAHON cpefie npu teMnepatype (35 +2) °C B TeyeHue naTu neT unu
npu NoBbILLEHHOW TemnepaType B TedeHue UMUTUPOBAHHOMO BPeMEHW BO3AEACTBUS Takke B TeHeHne NATu
ner;

b) uMuTUpoBaHHOe BpeMs Bo3gencTBUS HeobXoaUMO onpeaenuTb NyTeM YMHOXEHUS AeACTBUTENbHO-
ro BpemMeHu uccnefiosaHus Ha koadpuumneHT F, paccunteiBaembii o popmyne

F= 2,0(Ta—7'0)/10’ (1)

rae T, — noBblWeHHas Temneparypa, °C;
T, — Temnepartypa BHYTpu rmasa, pasHas 35 °C;
C) NpoaHanuanpoBaTb BO3AEUCTBYIOLLYIO cpely B Ka4eCTBEHHOM W KONMUYECTBEHHOM OTHOLIEHUU Ha
HanMune XMMmn4eckux BeLLlecTs B KOHLLe Nep1Moaa BO3AenCcTBUS;
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d) npoBecTu UccnegoBaHUe UCNLITYEMOro MaTepuana 4o 1 nocrne UcnbiTaHus:

- CNOMOLLbH CBETOBOIO MUKpOCKoma npuy ysennyeHunn 10%u Boilwe;

- CMOMOLLBIO pacTPOBOro MUKpOCKona npu ysenuveHun 500%u Beilue.

WUcnbiTyemblil MaTepuan HeobxoaMmo cpaBHUTL C MaTepUarom, KOTOpPbIA He NoaBeprancs Bo3nencTBuio
BoAHON cpeabl. MNpu cpaBHEHUU BO BHELLHEM BUAEe NOBEPXHOCTEN UCTILITYEMOro MaTtepuana He AOPKHO BbiThb
ny3bIpbKOB, AEHAPUTOB, Pa3pbIBOB U TPELLUH;

e) 3aperucTpupoBaTtb KoahULMEeHTBI CieKTpansHOro NponyckaHust UCNbiTyeMoro Matepuana B YO u
BMAUMOI 0bnacTax crnekTpa 4o 1 nocse ucnoitaHus. MyTem conoctaBneHust cnekTpos y6eanTbea B TOM, YTO
Ko3hpuUnMeHT cnekTpanbHOro nNporyckaHusl CywecTBeHHO He U3MeHunica. B cnyyae ucnonbsosaHus npu
ucnbiTaHun rotosbix MOJ onpeaenutk ontudeckyto cuny MOJ ao 1 nocne ucneitanus. B cnyvae ucnonb3osa-
HUA UCXOAHOro mMaTtepuana HeobxoAWMO onpeaenuTb NokasaTenb NpenoMneHus matepunana. OnTudeckas
cuna NON unu nokasatenb nNpenomsieHns UCXoAHOro Matepuana Ao 1 nocne UCMbITaHUA He A0SKHbI cyllec-
TBEHHO pasnuyaTtbed (0,25 antp — ana NOJT ¢ ontudeckon cunoi pasHoi 20 onTp).

5.4.3 Pesynsmambl ucribimaHusi OOIDKHbLI bbimb 3apeaucmpuposaHbi 0515 rocsiedyroulell OUEHKU pucka
Ha riomeHyuarnsHo epedHbie 8030elicmeusi U3-3a HecmabunbHocmu Mmamepuara 8 800HoU cpede.

5.5 UcnbiTtaHue Ha poTOCTaOUNBLHOCTDL

5.5.1 UcnbiTaHue Ha hoToCTabubHOCTL MPOBOAAT N0 MeToAy npurnoxeHusa .

5.5.2 [Mpuv npoBeaeHUM UcnbITaHuA nepeaHekamepHbix MOJT Ha cTOMKOCTb K Y- 1 BUAMMOMY U3nyde-
HUIO HeobXxoAUMO NOATBEepAUTb, YTO MeXaHUdeckue CBOWCTBA UCMLITYEMOro mMatepuana, NnoaBeprHyToro
Y®-nznyyeHuno, UOSHTUYHBI MeXaHUYeCcKUM CBOWCTBaAM He noaBepraemoro Y®-usnyyeHuto UCMbITYeMoro
MaTepuana.

5.5.3 CnekrpanbHble guanasoHbl UCMLITYEMOro MaTepuarna, noasepraemoro AeucTeunio YP- u suamMmoro
U3MyyYeHUsi, U KOHTPOJIbHbIX MaTepuasioB, He NoABepPraeMbiX AEACTBUIO U3NYYEHUA, OOMKHBI BbiTh UAEHTNY-
HbIMUA.

MpumeuvaHnuns

1 MepeaHekamepHbie NOJ1, noaBeprHyTbie N3NyYEeHUIo, [OMKHBI BbITh UCMIbITAHBI HA MEXaHNYEeCKMe CBOMCTBA No
FOCTP 52039.

2 YcTaHoBMNeHo, 4To Npu ucneitadnm UOJT geiicTemio YO-uanyyeHns gonycTumsl criedyiowme napameTphbi:

@) WHTEHCMBHOCTb M3ny4eHns Y®-A in vivo B gnanasoHe agnuH BonH ot 300 go 400 Hm npwm oceewennn NON and-
yaHbIM ceeToM I, = 0,3 MBT/cm2.

MpuHsTas B MeXQyHapoaHOM MacluTabe OLeHKa NONHOWM MHTEHCMBHOCTU COTNTHEYHOro CBEeTa COCTaBMsAeT cpeaHee
oT 1 kBT/M2= 100 MBT/cM2 B CONMHEUHbIX pervoHax, 6rnakux K skeaTopy. YacTb ANVH BOMNH M3ryyenus 6rimskorok YO B ana-
nasoxe ot 300 8o 400 HM cocTaenseT NpubManTensHo 8,5 % OT CyMMapHOR MHTEHCMBHOCTH, T.e. okono 6,5 mBT/cm2. MOJ
noAgeprarTca AENCTBUIO CONHEYHbIX NyYei, KOTOPbIE 4OCTUraloT y4acTKOR NO3aAUN POTrOBWLbI M BHY TPUITIa3HOW XUAKOCTH.
B npepenax conHe4Horo cnekrpa ta YacTb U3nyyeHusi, 6rimakoro Kk YO-uany4eHuto, KoTopas He normoLaeTcsl pOroBuLLei u
BHYTPUINA3HON XNAKOCTBIO U KOTOPas MOXEeT NoTeHUunanbHo paspywmnte MOJ1 nocpeacTBom hOTOXMMUYECKON OECTPYK-
umm, coctaenseT npubnunantensHo ot 40 % po 50 % cymmapHoro YO-A nanyqenus. MNpeanonoxuse, 4To poroBuLa u BHyT-
purnasHas xwakocTs nornowatot 50 % Y®-A nanydyenusi, VIOl nogeepraioTcs 4eMCTBUIO nanyyenus B 3,25 uBt/cm? B
AvanasoHe ot 300 go 400 HM NPW NONHOW MHTEHCMBHOCTU CONHEYHOro cBeTa. CUMTAETCS, UTO MHTEHCUMBHOCTL UMD MY3HO
OTpaXeHHOro CBeTa COCTaBMAET OAHY AECATYI0 BblLEYKa3aHHOro 3Ha4eHus. CrnegoBaTenbHO, UHTEHCUBHOCTb 06My4YeHus
MO in vivo cocTaensieT npubnuantensHo 0,3 MBT/cMZ;

b) exegHeBHas NPogONKUTENBHOCTE 06NYyYeHUs CONHEYHbIM CBETOM f COCTaBNAET 3 u;

C) MPOAOIIXMTENBHOCTb BO3AENCTBUA in vivo T, = 20 ner;

d) koadhVLNMEHT MHTEHCUBHOCTU N = 1 (T.e., MaKCUMarnbHas MUHTEHCUBHOCTb, €CMY UMeTb B BUZY COMNHEYHbIE pe-
TVIOHbI).

MpOQOMKNTENBHOCTL UCMBITAHWA iN Vitro T, B AHAX, MOXHO paccumTaTth No opmyne

-1
24
(24 2)
)
rae I, — VHTEHCMBHOCTb MCTOYHMKA M3NTyHeHUs in Vitro B Ananasore AnvH BonH oT 300 o 400 Hm [2].

Mpumep — Ecnu I = 10 MBm/cm?, T, = 27,4 9.

5.56.4 Pe3synbmamei ucnsimaHusi 00xHbI 6bimb 3apeaucmpuposaHbi 515 nocnedyrouwjell OUEHKU pUcKa
Ha rnomeHyuanbHo spedHble 8o30elicmausi U3-3a Mpodykmoes decmpyKuuu, OBHapyXeHHbIX fpu rnposedeHuy
ucrneimarus.

n
T2 =365. T1 [[2]
I1
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5.6 UcnbiTaHue Ha BozgeiicTBue usnyvenus Nd-YAG nasepa

5.6.1 NcnbiTaHne Ha BosgencTsue usnydeHnsa Nd-YAG nasepa Ha ucnbiTyemblil MaTepuan nposoasT
MeTOAO0M Mo NpUnoXxeHuo L.

5.6.2 NpvBO3AESNCTBUN U3NYYeHUS Nadepa He AOMKHbI BbIAENATLCSA LMTOTOKCUYECKUE BellecTsa.

5.7 OueHKa HepacTBOPUMBbIX HEOPraHU4YeCKUX BelecTB

5.7.1 Martepuan ans nsrotosneHus MOJT gomkeH 6biTb OLEHEH Ha Hanu4ne oCcTaTOYHOIo CoalepXKaHus
HepacTBOPUMbIX HEOpraHNYeCKUX BELLLeCTB Ha NoBepXHOCTU U BHYTpKU MOJT, nossnaowmxcs npyu nsrotosne-
HUW MaTepuana 1Unu BHeceHUn TexHornorndeckux nobasok. Ecnu octatouHoe cogepkaHue HepacTBOPUMbIX
HeopraHu4eckux BellecTs naeHTuguLmposaHo, MOJ cnegyeT oueHUBaTb B OTHOLIEHUN TAKUX OCTaTOYHbIX
BewecTs. MeTobl UCMbITaHUS, UCTIONb3YeMble ANA NPpoBeAeHUA Takon OLEeHKN, A0KHBI Bbl Tb MAEHTUDULIMPO-
BaHbl, OLleHeHbl 1 0bocHoBaHbl. CriegyeT NPUMEHATE MeToabl ¢ NpeaenioM obHapyxeHua 0,2 Mkr/r (BHYTpY
NOJIT) unu 10 mr/r (Ha nosepxHocTn MOJ ¢ pacTBoputenem).

5.7.2 Pesynsmamsi oUeHKU OomxHbI Obimb 3apeaucmpuposaHsi 0114 rnocnedyowell OyeHKU pucKa Ha
rmomeHyuansHo epedHbie 8030elicmeusi 0OCMamMOYHbIX HEepacmeopUuMbIX HeopaaHU4YeCKUx eeujecme Ha
rnosepxHocmu u eHympu NOJ1.

6 Bbuonormnyeckue ucnbiTaHuUA

6.1 O6wue nonoxeHusn

6.1.1 OueHka bronornyeckoin 6eszonacHoCcTU 4omkHa 6bITb NPoBeAeHa B COOTBETCTBUMU € TpeboBaHus-
MnTOCT P HCO 10993-1 c yueToM pesynbTaToB hrU3nKo-XMMUYIECKUX UCNIbITaHWUIA No pasaeny 5. Heobxoaumo
YUYUTbIBATL CeayroLiMe OCHOBHbIE MOMEHTHI:

- BO3JeNCTBWE Ha POCT KIeTOK U paspylUeHue KNeTok;
reHOTOKCUYHOCTb;

- MecCTHOe AelCTBME Nocre MMNaHTauuu;

- noTeHuwman ceHcMbunmsaumm.

6.1.2 Ecnu yctaHoBneHO 4YTO MPOBOAUTL UCTbITaHWE Heobxogumo, npumersatoT FTOCT P UCO 10993-3,
FTOCTPHCO 10993-6, TOCT P ACO 10993-10 ¢ AONOMHUTENbHBIMU UCTBITAHWUAMW NO 6.2—6.3 cTaHgapTa.

6.1.3 MoaroToBky obpasLa credyeT npoBoAuTb B cooTBeTcTBUN ¢ TOCT P LCO 10993-12 ¢ yyeToM
OOMONHNTENbHOTO UCMbITaHus Mo 6.4 HacTosAWwero ctaHgapTa.

6.1.4 EcnuB pesynbTaTe NpoBeaeHUs OLLEeHKN pucka uaeHTUdULMpoBaHa in vivo BO3MOXHOCTb U3MEHe-
HUSA CBOWCTBa MaTepuana nog Bo3aencTBMeM OKpyKatoLLe i cpefbl, HeobxoAnMMo NpoBeCcTU UCNbITaHne, YToGbI
OLEeHUTb 0BPaTHYIO TONEePaHTHOCTb UCTILITYEMOTo MaTepuasa u MeCTHOWN TKaHW. MprumMepom Takoro ucneliTaHus
SIBASETCS UCMbITAaHNE Ha MeCTHOe OeWCTBMEe MaTepuana nocrne umnnantauun no FOCT P UCO 10993-6 ¢
[ONOMHUTENBHBIMU YCIIOBUSIMUI MO NMpUoxeHuto E.

MpwumMedaHne— Tak kak macca MOJT 06bIMHO cOCTaBMnSIET TONBKO OKOMO 20 MF, TO UCMbITAHME HA CUCTEMATK-
HECKYH0 UINN XPOHUYECKY O TOKCUYHOCTb NPOBOAUTDL HE Tpe6yeTc;|.

6.2 UcnbiTaHMe Ha reHOTOKCUYHOCTb

6.2.1 NcnbiTaHne Ha reHOTOKCMYHOCTL cregyeT NpoBoAnUTL B cooTBeTCcTBUM ¢ FOCT P UCO 10993-3 ¢
OOMOSTHEHUAMN, N3MOXKEHHBIMU B HACTOSILLEM Nnoapasaene.

6.2.2 CneayeT NpUrotoBUTb ABE OTAESbHbIE BbITSDKKU U3 UCTILITYEMOro MaTepuara ¢ aKCTparmpyowmmm
BellecTBamMu: (hM3MONorMieckumMm pacTBOPOM, MacsiHBIM UMK MOSISIPHLIM pacTBopuTenem. MacnsHbii unm
NONsIPHLIN pacTBOPUTESb HE AOIPKEH pacTBOPSATL UMK paspyluaTb Matepuan.

6.2.3 BbITsDKKY cniegyeT NpuroToBuTb nepemeluvsaHuemM 1 r matepvana Ha 10 Mn akcTparupytowero
BewlecTsa npu temneparype (37 +2) °C B TedeHune (72 £ 2) u.

6.3 UcnbiTaHUe Ha ceHcMOGunu3auuo

6.3.1 UcnbiTaHne Ha ceHcnbunuMsaumo OOkKHO ObiTb  NPOBEAEHO B COOTBETCTBAM C
FOCT P CO 10993-10 ¢ gononHeHnsaMn, N3noXXeHHbIM1 B HAcCTOsILLIEM nNoapasaene.

6.3.2 [ns nposeaeHWs UCNbITAHUA MOXHO UCTIONb30BaTh MMB0 MeToA MakcUMarbHOro CeHCMOUNUM3npy-
oLLero Bo3aencTus, nubo mecTHyio Npoby numdarudeckoro ysna.

6.3.3 BbITSDKKY U3 UCMILITYEMOro MaTepuana rotoseT ¢ gobasneHneM aKcTparmpyowmnx pacTeoputenen,
OHAM U3 KOTOpPbIX ABNSIeTCA (DU3MONOrMYECKUin pacTBop, a APYrMM — MacIIfHbIA UMK NONSAPHLINA pacTBOpU-

5
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Tesnb. MacnsaHblil Unu NonApHLIN pacTBOpUTESb He AOMKEH PacTBOPATbL UNUW paspyLlaTe UCNLITYEMBbIn MaTepy-
an. PactBopuTenb He AOMKEH UMETb pasapaaloLwero Ui CeHCUbUnNUsnpyowero 4ecTeus.

6.4 UcnbiTaHMe UMNNaHTaUuen BHYTpb rnasa

6.4.1 UcnbiTaHne umnnaHTaunein BHyTPb rasa AoMKHO NPOBOANTLCS B TOM Cllydae, eCriny U3roTosute-
N HeT AOKYMeHTanbHOro noaTeepxaeHus o 6esonacHoOCTM MaTepuana Bo BHyTpUrnasHoi cpeae.

6.4.2 UcneiTaHne cneagyet nposoauts B cootseTcTBUMC/ OCT PUCO 10993-6 c gononHeHUaAMA No npu-
noxeHuo XK.

6.4.3 EcnnycrtaHoBneHo, 4To NpoBoAnUTL 3TO UCTIbITAHUE HeobsA3aTenbHO, OLeHKa pUcka AoSkHa coaep-
XaTb 060CHOBaHHYIO rapaHTUIO B TOM, YTO PUCKW, BO3HUKAIOLLME B pe3ynbTaTe HOBOIO UCNOMb30BaHUA MaTepu-
ana, cyuTaroTca npueMnemMbiMmM Ha OCHOBaHUM UHbopMaLUun O Npeabiayllem KNMHUYEeCKOM UCNoNb3oBaHUU
u/unn Ha OCHOBaHUN APYTUX UCTOYHUKOB AAHHbIX.
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MpunoxeHune A
(o6azaTtenbHoe)

MeTop ucnbiTaHuA Ha MOJTHYHO 3KCTPakKuyuw

A1 O6wwe nonoxeHnsa

A.1.1 Lenbio aaHHOro ncnbiTaHna aenaeTcs obHapyXeHne 1 KonuyecTBeHHOe onpeaeneHne o6aeok n Apyrmx
BbllLeNaqMBaemMblX BELLECTB, IKCTParmpyeMbIX U3 UCNbITYEMOro MaTepuana B YCIoBUSX NOMNHOW SKCTPaKLUN.

A.1.2 TNpw ncneiTaHum cnegyer NPUMEHATL aHaNMTUYEeCKue MeToAbl, UCNONb30BaAHNE KOTOPbLIX ONPaBAAHO C TOYKU
3peHus xopoler 060CHOBaHHOCTM 1 0Bnagalowmx AOCTaTO4HON YYBCTBUTENBHOCTBIO ANS OGHAPYKEHNS 3HAYMTESNbHBIX
KOHLEHTpaLuuiA.

A.1.3 B npuBegeHHOM MeToAe SKCTpakumm npumensioT annapat Cokcnera.

A.1.4 Tlpu BbIGOpE pacTBopuTEns oco6oe BHMMaHUE criefyeT yAenuTb CnocoBHOCTH pacTBOpUTENN Bbi3biBaTb
HabyxaHne maTtepuana, 4tobbl BbINOMHUTL SKCTPakuuio Ge3 paspyLueHusi IONMMEPHON CTPYKTYPbl unn 6es pacTBopeHns
marepuana, a TaKkke pacTBOPUMOCTY NOTEHUMANbHOIO OCTaTOMHOTO COAepPKaHUsi MOHOMEpPOB B pacTBopuTesne, 4To6bl
OOCTUIHYTb NOMHON SKCTPaKUWW.

A.1.5 [Onsa skcTpakuuu cnegyeT UCNonb30BaTh BOAHLIN PACTBOP WM OpPraHnYeckuit pacteoputens. [Ans akcTpak-
LMW HEKOTOPbIX MaTepuanoe, HanpvmMep, rmaporenesbix MOJ1, moryT noTpeboBaTtbes M BOgHANA 3KCTPaKUWSA, U 3KCTPaKUMUA
OpraHnYecKMm pacTBopuTenemM, YTobbl 06ecneunTs aKCTPakLuu rmapodunbHbIX (conei) n rnapodobHbIX (MOHOMEPOB,
Y®- nornotutenei u 7.4.) KOMNOHEHTOB.

A.1.6 Martepuan, akctparupyembii n3 NOJI, gormkeH BbiTb uccnegoBaH ¢ nomowpto X, cnektpodotomeTpa m
B3XKX, uTo6bl AeHTMHMLUMPOBaTE OCTATOMHOE COAEPKaHNE MOHOMEPORB, BELLECTB, BbI3bIBAOLMX 06PA30BaHNE MEXMO-
NeKynsipHbIX CBA3EM, KAaTanm3aTopos 1 T.4., NCMOb3YeMbIX B NMPOLECCe N3FOTOBITEHUS.

MeTo MOXHO UCMOMNb30BaTh, KOrga pacTBOPUTENb Bbi3biBaeT HabyxaHue MaTepuana, 4oCTaToqHoe, YTo6bl rapax-
TUPOBATL NOMHYH SKCTPaKUUIO.

A.2 Tpe6oBaHus K UCNbITyeMbIiM o6pasuam

A.2.1 Bec cTepunbHbIX rotoBbix MO gomxeH 6biTb He MeHee 200 mr.

A.3 TpebGoBaHus K BCOMOraTenbHbIM 3f1eMeHTam (peakTnBam)

A.3.1 Boaga, auctunnvmpoBaHHas unu 4enoHN3npoBaHHas.

A.3.2 OpraHndeckuii pacTBOpUTENb, aHANMTUYECKON YNCTOTbI MK Gonee YMCTLIN.

A.3.3 HarpeBarenbHble KaMHW UK FPaHyIbl, NPEAOTBPALLAIOLNE NYNBLCUPYIOLLIEE KANIEHWE.

A.3.4 AKTUBHbIV eCuKaHT (BnaronornotuTens).

A.4 TpebGoBaHuA K cpeAcTBaM NCNbITAHUA

A.4.1 3SkcTpakumoHHbIV annapaTt Cokcnerta, COCTOSLWMIA U3 KOHAEHCOPA, KONGbI C KPYTIbIM JHOM U HarpeBaTerb-
HOW 060N0YKONM CO CTEKNAHHBIMU KOMNOHEHTaMM, U3rOTOBMEHHbLIMU M3 CTaHA4Ap THOro 6opocunukaTHoro nabopaTopHoro
cTekna.

A.4.2 3KCTpakuMOHHBIN NATPOH € NPOGKOW N3 CTEKNOBATLI UM APYIMM 3aNOPHLIM 3MEMEHTOM. JKCTPaKLMOHHbIIA
naTpoH MoXeT OblTb U3rOTOBNEH U3 NePhHOPUPOBAHHON HEPXKaBEIOLLEN CTaNKN, CNEYEeHHOro CTEeKNa u T.1.

A.4.3 BakyymHas nevs unuv gpyrov CywmneHblv annapar.

A.4.4 AHanutuqeckue Becbl, ¢ TOHHOCTLIO A0 0,1 Mru/unu BoiLLe.

A.A45 BIXKX.

AA46 X

AAT7 TX/IMC.

A.4.8 PoTOpHbIV ucnapurens.

A.4.9 TpuBegeHHble nNo A.4.2—A 4.8 cpeacTBa UcnbiTaHWsl IBNSIOTCA pekoMeHgyeMbiMu. [lonyckaetcs npume-
HATb Apyrue cpeacrea ncnbiTaHus.

M pwumeyaHwn e— lpu ucrionb308aHuu emy4ye20 Unu 20pioHeso pacmeopumensi cpedcmea UcrbimaHus cre-
dyem ycmaro8umb 8 8bIMSHKHOL wKadg.

A.5 Mopsaok npoBeaeHNA NCNbITaHUA

A.5.1 Cywart NOJl go nony4yeHus NoCTOSHHON Macchl B CyLUIMINBHOM annapare npu temneparype (60 + 5) °C. Oxnax-
aaot MOJ no komHaTHOWM TeMMepaTypbl B CyLUMIBHOM annapare nepeg, e3gewmsannemM. Ecnu NOJ rurpockonnyHbl, nepe-
KIafblBaloT UX U3 CYLLUIIBHOIO annapara B aKkTUBHbIN JECUKAHT U OXIaXAaloT.

A.5.2 BsBewwBaioT BbicywieHHble NOJ1 ¢ TouHoctbio o 0,1 Mr.

A.5.3 Momewatot NOJ B 9KCTPaKUMOHHbIN NATPOH, HAarpeBaTesibHbIEe KAaMHN — B konby annapara, ecnv Heobxoau-
MO, M BIMBAIOT B KONby cooTBeTCTBYIOWMIA pacTBopuTens Ao 70 % ee obbema.

A.5.4 YcTaHaBnuBalT SKCTPaKUMOHHLIN NaTpoH B annapat Cokcneta u MoHTUpYIOT konby, annapart Cokcnera u
KoHAeHcop. CtaBAT konby B HarpeBaTenbHyio 060MoYKy.
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A.5.5 B TeveHune yaca 4—=6 pa3s HaNoNHAT pacTBOPUTENEM, CITMBAIOT PacTBOPUTENb M3 NaTpoHa U NPOBOASAT SKC-
Tpakumo MOJ1 B TeueHne HeTbipex HacoB.

A.5.6 ObGopaumBaloT 3KCTPaKUMOHHbLIN annapaT onbroi, YTobbl NONYyYNTh Xenaemylo CKOPOCTb SKCTPaKLUu npu
MCMNOMNb30BaHNM TaKMX PACTBOPUTENEN, Kak BOAA.

A.5.7 [aioT pacTBOPWTENIO OCTbITb 40 KOMHATHON TemnepaTypsbl.

A.6 MpaswunaaHannsawcnbiTyeMbix o6pasyoB

A.6.1 BbiHumatoT NOJT 13 SKCTPaKUMOHHOIO NaTpoHa.

A.6.2 Cywat VOJ1 go nonyyeHma noctossHHon maceel no A.5.1.

A.6.3 OnpegensitoT 06wyt maccy MOJT nocne skcTpakumMm 1 BbIYMCIISIOT U3MEHEHUE MacChl.

A.6.4 B cnyuae, ecnin NOJ1 nocTaBnsitoT HA PLIHOK B ITMAPATUPOBAHHOM COCTOSIHUM, criegyeT CKOPPeKTUPOBaTb
coZiepxaHve Conu B ruapatupyoLweit cpeae nyteMm goGaBrneHusi Conuv B 9KCTparupyeMelii Matepumarn.

MpyHaTO rIMapaTpoBaTth M NOCTaBNATE rtMgporenesbie O/ B pacTBope, cogepxallem HeopraHnyeckue conu. Yro-
6bl TOYHO ONpeaenuTb AeNCTBUE COAEPXKAHUS COMNMKU HA BbIYUCISIEMbIe pe3ynbTaTbl, HEOGX0AMMO 3HATb UMKU U3MEPUTb
cogepxanue sogbl B NOJ1 B cootBeTcTBMM € [3]. MUOJT MOXHO NpMBECTU B paBHOBECKE NPU ABYX M3MEHEHUAX COAEPKaHUS
BOZbl B TEeUEHUE 24 4 Npy KOMHATHOW TemnepaType nepeg npoBeaeHNeM UCMbITaHUS.

A.7 MpaBwunaaHann3a BbITAXEK

A.7.1 YpgansioT cpegy ansa akctpakuum na annaparta CokcnerangarT NPMRTY B paBHOBECWE NPV KOMHATHON TeMne-
patype.

A.7.2 KoHueHTpupyioT BbITSXKY 40 10 MmN nocpeacTBOM POTOPHOIO UCNapuTens.

A.7.3 TpoBoasiT KAYECTBEHHbIN M KONUYECTBEHHbIV aHANW3bI Bl EeNavnBaeMbix BELLECTB, TakMX Kak YP-nornotu-
Tenwu, gobaeku, NPOAYKTbI AECTPYKUMM 1 Apyrve npumecy, obpasytowmecs Npu M3roToBNeHun ¢ npumeHeHnem BaOXKX, X,
MX/MC.

A.7.4 TlpoBOAAT Ka4eCTBEHHbIN N KONNYECTBEHHbIM @aHanM3bl PAacTBOPUTENEN, KOTOPbIE NPOLLNK TY Xe npoueaypy
3KCTParvpoBaHusi.

A.7.5 CpaBHuBaloT pedynbTaTbl KQYECTBEHHOIO U KONTMYECTBEHHOTO aHanM30B BbITAXEK UCTIBITYEMOro MaTepuana
C BbITS>KKEMMW PAcTBOPUTENSA U OKYMEHTUPYIOT NONYyYEHHbIE AaHHbBIE B KOHTEKCTE BO3MOXKHbBIX M3MEHEHUI MaTepuana.

A.8 MpaBwnnaodopmneHuns pe3ynbTaToOB UCNLITAHWUA

A.8.1 OTu4eT 06 McnbITaHUM JOMKEH coaepxaTb Creayrowyo MHopMaLuuio:

- BCe AaHHble Heobxoammble ANns naeHTudmKaumm ncnelTyemoro obpasua;

- CCbIMIKY HA HACTOAWMIA CTaHOAPT;

- cpeay A4Ns 3KCTpaKuuum;

- pesynbTaTbl UCTbITAHNWS;

- ntobble OTKNOHEHUSI OT NPUBEAEHHOIO METOAA;

- Heobbl4HblE NpU3HakKK (aHomanuu), Habnoaaemblie BO BpeMsi NPOBEAESHUSA UCMbITAHUS;

- JaTy 3KCTparMpoBaHvs M gaTy npoBeaeHusl aHanu3oBno A.6 nA.7.
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Mpunoxenne b
(obsazaTrenbHOe)

MeTopa UcNbITaHUA Ha BbillenadyuBaeMble BellecTBa

B.1 O6wmne nonoxeHuna

B.1.1 WcnbiTaHne npegHasHaveHo ans onpeaerneHusl KonuyuecTBa SKCTparmpyembix NpUMecen U Apymx Bolllena-
ynBaeMblx NpoaykToB 13 matepuana ansa NOJ 8 dnanonormyeckmx ycrioBusix.

B.1.2 Cnepyet BbibBpaTh aHanNUTUYECKUe METO/bI, MCMONb30BaHWE KOTOPLIX ONPaBAAHO C TOHKW 3PEHUS XOPOoLLEen
060CHOBaHHOCTY NMPOBEPKU 1 OCTATOYHOW HYBCTBUTENBHOCTY sl OGHAPYXEHWUS 3HAUMMBIX KOHLIEHTPaLUWN.

5.2 Tpeb6oBaHMA K MCNbITYEMbIM OGpa3suam

B.2.1 WUcnonbaytoT cTrepunbHbie rotoebie MOJT unu matepuan tunnyHoro o6pasua Becom He 6onee 4.

5.3 Tpeb6oBaHMA K KOHTPONBLHOMY MaTepuany

B.3.1 [ns npoBeaeHnsi cpaBHEHNSA C SKCTPAKTaMy UCTIbLITYEMOrO MaTepurarna UCrnorb3yloT pacTBOpUTENb, KOTOPLIN
npoLen npoueaypsl akcTpakumm no b.5.1.

B.4 Tpe6GoBaHus K cpeacTBaM UCNbITAHUA

B.4.1 CreknsiHHble Npobupku rmaponuTuyeckoro knacca 1 B coorsetcteumn ¢ F[OCT P UCO 10993.12.

Bb.4.2 INaGopaTtopHas cTeknonocyaa.

B.4.3 Wnpwuusbi.

b.4.4 AHanuTnyeckue Bechl.

b.4.5 Lenkep.

b.4.6 TepmocTar.

6.4.7 UenTtpndyra.

b5.4.8 BOXX.

b.4.9 I'X.

5.4.10 Y®-cnektohoToMeTp, CNeKTPOOTOMETP BUANMOIO U3MNyYEeHUS.

b.4.11 lNpvBegeHHbIN NepeYeHb CPeACTB UCTBITAHWMI ABMAETCA pekoMeHgyembiM. [lonyckaeTcs ucnons3oBarb
Apyrve cpeacTea ucnbITaHUA.

B.5 Mopagok npoBeaeHUA UCNbITAHUA

B.5.1 MpaBuna npoueaypbl 3KCTPaAKLUK

B.5.1.1 BbibupatoT ABe pasnunudHble Cpeabl Anst SKCTPaKUMW: oaHy — BOAHYHO, APYryl0 — 13 oneodunbHOro pac-
TBOpUTENSs, NOAXOASLLIEro ANA UCMbITYEMOro marepvarna.

B.5.1.2 PasgensioT ucneiTyeMbli Matepuan Ha ABe paBHble YyacTu anst o6paboTku B TepMocTaTte B ABYX cpeaax.
OnpepgensoT Maccy Kaxgow YacTu.

B.5.1.3 MomewatT ncnbiTyemMbii Matepman B CTEKIAHHbIE NPOGUPKK, B KOTOPbIX COAEPXKaTCH cpeabl ANA 3KCTPaK-
LuKn B cOOTHOLWeEHMM 10 r cnbITyemoro matepvana Ha 100 mn cpegebl. Micnonb3ayoT no ABe NpobWpKK ANsA Kaxaon cpeab!.
BeTpsixveatoT npobupku, y6exagaroTces, 4To BCe NOBEPXHOCTU UCTLITYEMOrO MaTepuana rotToBbl K 9KCTpakumMu B TeHeHue
BCEro nepnoga BpemMeHm.

B.5.1.4 3kcTparmpyloT UcnbiTyeMbll MaTepuan B TepmocTaTe npu temnepaTtype (35 £ 2) °C B TedeHue (72 + 1) u.

B.5.2 MpaBnna aHann3a 3KCTPAKTOB

B.5.2.1 BblHumatoT npobupku 13 TepmocTaTa u OCTaBMAT Npu KOMHATHOW TemnepaType Ha (2,00 £ 0,25) 4. BbiHu-
MatoT UCMbITYeMbIV MaTepuan 3 npobupok u NpoBoaAT aHanua no b6.5.3.

B.5.2.2 MpoBOAsT KAYECTBEHHbIV M KONMMYEeCTBEHHbIN aHanM3bl Ha HAaNU4YMe BbllLenaYMBaeMblX BELEeCTB, TaKNX Kak
Y®-nornotutenu, NpUMecy 1 NPoAyKTel pacnaga ¢ npyumeHeHrem annaparypsl no A.4.7 u/nnn b.4.8, 6.4.9.

b.5.2.3 AHanuanpyroT 9KCTPaKTbl OTAENBHO B KaxXAoM npobupke.

b.5.2.4 poBoasT COOTBETCTRYIOLLME KAYECTBEHHbIA U KONMYECTBEHHbIA aHann3bl Ha pacTBOPUTENsX, KOTopble
noaBeprnuchb TOM Xe onepauunm.

b.5.2.5 CpaBHMBaloT pe3ynbTaTthl KAYECTBEHHOIO U KONMUYECTBEHHOTO aHANM30B 3KCTPAaKTOB MCMbITYEMOro MaTe-
puwana c aKkCTpaKkTamu pacTBOpMTENS U JOKYMEHTUPYIOT NONYyYEeHHbIE AaHHbIE B KOHTEKCTE BO3MOXHOIO U3MEHEHWs maTe-
pwana.

B.5.3 lMpaBuna aHann3a ucnbITyeMoro matepuana

b.5.3.1 BbepyT Npomn3BonbHO NATbL PParMeHTOB UCMbITYEMOro MaTepurara ua Kaxgoro yCnoBusi 3kCTpakuum u onpe-
OensiioT UX cnekTpaneHbIi koadduumeHT nponyckanmnsino FOCT P 52038.

b.5.3.2 CpaBHuBaloT CneKkTpanbHbIN KOIMOMLUMEHT NPONYCKaHUs 3KCTPArMpoBaHHOIO Marepvana co crnekTparnb-
HbIM KO3 DULMEHTOM HESKCTParnpoBaHHOrO MaTepumana um perMcTpupyoT 3MeHeHusl.
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5.6 MpaBuna odgopmneHns pe3ynbTaTOB UCTILITAHUA
B6.6.1 OtueT 06 ncnbiTaHMM JOMKEH COAEPXKAaTb CNeayoLwyo MHOPMaLUIo:

BCE AaHHble, HeobGXoanmble Ans naeHTudrKaumm ucneliTyemoro obpasua;

CCbIIKY Ha HACTOSLLMIA CTaHaapT;

cpeny Anst IKCTPaKUuu;

pes3ynbTaTthl UCMbITAHUS;

Nto6ble OTKIOHEHWs1 OT NPUBEAEHHOIO MeToAa UCTbITAHUN;

HeoObIYHbIe NPM3HaKKU (aHOManum), HabnwgaeMole BO BpeMS NPOBEAEHN S UCTIbITAHUS;
JaTy No NpoBeAeHnIo NpoLeaypbl SKCTPaKUUM U gaTel aHanu3oB no 6.5.2un b.5.3.
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MpwunoxeHne B
(oba3aTenbHoe)

MeToa UcnbITaHUA Ha rTMAPONMUTUYHECKYHO CTOMKOCTb

B.1 O6wme nonoxeHus

B.1.1 [anHoe ucneiTaHve npegHasHadeHo ans onpeaeneHnst cTomkocTn marepuana OJ B BogHonM cpee nytem
obHapyxeHus 1 onpedeneHust KoNM4ecTBa BO3MOXHbBIX NPOAYKTOB A4eCTPYKLMMW, BO3HUKAIOLLMX NPU FTMAPOonu3e, U n3MeHe-
HUIM PU3NYECKOTO BHELLHErO BUAA, ONTUYECKMX CBOWCTB M XpOMaTorpadnyeCKuxX XapakTepmeTyK.

B.1.2 CnegyeT BbiGypaTh aHanMTUYeckne MeToAbl, UCMONb30BaHUE KOTOPbIX ONPaBgaHO C TOHKM 3pEHUsI XOpoLLen
060CHOBaAHHOCTMW U 4OCTaTOYHONM YYBCTBUTENBHOCTH ANsi OOHAPYXEHUs1 3Ha4YMMbIX KOHLLEHTpauUni.

B.2 TpeboBaHus K UCNbITyeMbIM 06pa3uam

B.2.1 Wcnonb3ayioT cTepunbHblie rotoeele MOJT nnu matepran tunmyHoro obpasua. TpebyeTcsi He meHee 15 hpar-
MEHTOB WCMNbITYEMOro Matepvana Ans kaxgon kombrHauum TemnepaTypbl M ANUTENbHOCTU TMAPONM3a.

B.3 TpeboBaHWA KKOHTPONbLHOMY MaTepuany

B.3.1 3arotoBku pacTBopuTens, KOTOPbIE NPOLWNN 3KCTpakumio no B.5.1, ncnoneayioT B KA4€CTBE KOHTPOITbHOIO
mMaTepuana npyv CpaBHEHUN C pacTBOPUTENEM, MCNOSb3YEMbIM MPU UCMbITaHUW.

B.4 TpeboBaHuA K cpeacTBaM UCNBITAHUA

B.4.1 T'naponun3Has cpega B TepmocTarte (BOAHbIV pacTBOPUTEND).

B.4.2 CreknsiHHble Npobupku ruaponuTnyeckoro knacca 1 8 cootsetctBun ¢ FOCT PUCO 10993.12.

B.4.3 INaGopatopHas cTeknsiHHas nocyza.

B.4.4 Wnpwvubl.

B.4.5 AHanutnyeckue BecChbl.

B.4.6 Llelikep.

B.4.7 TepmocrTar.

B.4.8 UenTtpudyra.

B.4.9 BOXX.

B.4.10 X

B.4.11 CnektpodoTomeTp Anst YP-nanyuyeHnss n BUANMOIo U3ryHeHUst.

B.4.12 OnTrv4eCcKuii MMKPOCKON.

B.4.13 CkaHupyowuii sNeKTPOHHbi Mukpockon (COM).

B.4.14 lNpvBegeHHbI NepeyeHb CPEACTB UCMbITAHUA SIBMSIETCSl pekoMeHayembiM. [lonyckaeTcsi UCnonb30BaTh
apyrve cpeacTsa ucnbITaHUA.

B.5 Mopagok npoBeaeHUA NcnbiTaHUs

B.5.1 MpaBuna npoueaypbl 3KCTPaKUnMn

B.5.1.1 MNMomewaioT ucneiTyemslii matepuarn B CTEKMNsIHHbIE NPOGUPKU, B KOTOPLIX COAEPXUTCS] BOAHAsi cpeaa B
cooTHoweHun 10 r ucneiTyemoro marepuana Ha 100 mn cpepibl.

B.5.1.2 BriQepxusarom 8 mepmocmame ripu memriepamype, nooxodsuweli Ons ucnsimyemMoz20 mamepuarna,
Hanpumep: (37 + 2) °C u (50« 2)°C.

B.5.1.3 Wcnons3yrom no dae npobupku 0ns kaxooli komburauuu memriepamyphsi U OnumernsHOCMU UCTbIMAHUS,
Hanpumep: (30 £ 2) OHeli u (90 £ 2) Oredl.

B.5.1.4 Bcmpsixusarom ripobupku, y6ex0armcsi, 4mo ace ro8epxHOCMU LUCbIMyemMo20 Mmamepuarna 0ocmyriHbl K
SKCMpaKkyuu 8 Me4yeHUe 8cez0 repuoda ucrsimaHus.

B.5.2 MpaBuna aHann3a pacTBOpUTens Nnocrie 3KCTPaKLMM B TepmocTaTte

B.5.2.1 YpansioT npobupky n3 TepMocTaTta v OCTaBnsiioT NPy KOMHATHON TemnepaType Ha (2,00 + 0,25) u.

B.5.2.2 BbelHMMaOT MCNbITYEMbIN MaTepuan n3 pactBopuTens u uccnegytor ero no B.5.3.

B.5.2.3 lNpoBoasiT Ka4eCTBEHHbIN M KONMYECTBEHHbIN aHaNM3bl NOBEPXHOCTHOrO CIIosi pACTBOPUTENS C MPUMEHEHU-
eM cpepcTe ncnbitanui BaXKX, MNX nnm C3M, ycTaHOBNEHHbIX B NaHe UCMNbITaHUA.

B.5.2.4 BepxHwuii Cnon pacTBOPUTENS crieyeT aHanMampoBaTh OTAENbHO N3 KaXXaow npobupku.

B.5.2.5 MNpoBogAT COOTBETCTBYIOLLME KAYECTBEHHBIN U KONMHYECTBEHHbIA aHaNM3bl Ha Hanu4ne KOHTPONbHbLIX pac-
TBOpUTENeNn, KOTOPbIE NOABEPIIUCE TON Xe NpoLeaype BblAepKMBAHUA B TepMOCTaTe.

B.5.2.6 CpaBHuBaloT pe3ynbTaThl KAHECTBEHHOIO U KONMYECTBEHHOMO aHanm3a cpedbsl B TepMocTaTe cpesynbrara-
MW K@4€CTBEHHOTO 1 KONMYECTBEHHOIO aHanuaa pacTBOpPUTENsi M JOKYMEHTUPYIOT NOMyYeHHble AaHHble B KOHTEKCTE BO3-
MOXHbIX U3BMEHEHWI maTepuana.

MpwumedyaHwune— EcnmakcTpakumio NpoBogsAT Npu NOBbLILLEHHON TeMnepaType, Heobxoanmo caenaTtb aHanms,
4TObbI OLEHUTL JeCTBME, OKa3biBaEMOE TEMNEPATYPON.

B.5.3 MpaBunaaHanusa ncnbiTyemoro marepvana
B.5.3.1 lMocne BbiAEPXMBAHUS B TEPMOCTATE NPOMbIBAIOT M 06CYWUBAKOT UCMbITYEMBIV MaTepuar.
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B.5.3.2 BepyTt npou3BonbHO NsiTb PparMeHToB UCMBbITYEMOro Matepuana ns Kaxaoro ycnoBusi 3KCTpakLmm n onpe-
AensiioT uX cnekTparnbHbii koadduumneHT nponyckanus no FOCT P 52038. CpaBHUBAIOT CNEKTPLI NPONYCKaHUA UCTIbITYe-
MbIX MATEPUAnoB CO CNEKTPaMM NPOMNYCKaHUsi KOHTPOIbHBIX 06Pa3LOB U PErUCTPUPYIOT U3MEHEHUS.

B.5.3.3 BepyTnpoussonsHo MOJ n onpegensiot ontuyeckyto cuny no FOCT P 52038. Ecnv ncnonb3ayioTt Ans ucnbi-
TaHusi MaTepuan TMnoBoro obpasua, cnegyeT ornpeAenuTb NoKasaTernb NPenoMneHns Ha NATH o6pasuax ¢ NPUMEHeHneM
oLeHoYHoro metoga. CpaBHUBAIOT ONTUYECKYIO CUITY UITU NMOKa3aTerb NPenoMIeHUA NCNBITYEMOro matepuara ¢ ontu4ec-
KOW CUIOM UIN NoKasaTtereM rnpenomMreHnsi KOHTPONbHOro MaTepuana u perMcTpupyoT U3MEHeHUs.

B.5.3.4 OcmatpuBaioT u poTorpadmpyioT UCMbITYEMBIA M KOHTPOMBHBIA MaTepuans C NOMOLWLIO ONMTUYECKOTO MUK-
pockona ¢ yeenuueHmem 10% a 3aTeM C NOMOLLBIO PACTPOBOIo 3NEKTPOHHOIO MUKpockona ¢ yBenuyeHnem 500% Ecrnin
Heob6XxoaMMo, BbICYLLMBAIOT UCMLITYEMbIN MaTepuarn nepes npoeegexunem dortorpacdum, 4Tobsl NPOBECTU CPABHEHNE C
KOHTPOJbHbIM MaTepuanom.

B.5.3.5 CpaBHuBaloT pe3ynbTaTtbl HabnogeHusi u otorpacmm UCNLITYEMOrO U KOHTPOSIBHOFO MaTEPUanoB, YTobbl
06HapyXnTb Kakne-nmbo n3ameHeHUsi BHELLHETO BUAA, HAaNpUMep, Ny3blpy, CKOMbI, CKNAAKu U TPeLWwWHbI.

MpwumeyaHue— Ecnn akcTpakumio NpoBOASAT MNpU MOBbILEHHOW TeMneparype, HeobxoauMo NPoBECTU aHa-
nun3, YTo6bl OUEHUTH AEMCTBUE, OKA3bIBAEMOE TEMMEPATYPON.

B.6 MNpasunaodopmneHus pe3ynbLTaToB UCNbLITAHUA

B.6.1 OTueT 06 ncnbiTaHMM JOIDKEH coepKaTh criefyoLyo nHdopmaumio:

- haHHble, Heobxoanmble aANs naeHTUdMKaUUM NcnbiTyeMoro o6pasua;

- CCbINIKY Ha HACTOSILUMIA CTaHAAPT;

- TemMneparypy v ANUTeNbHOCTb ’MOponu3a;

- pe3ynbTaTbl UCTbITAHWS, BKIIOYas pe3ynbTaThbl OTAeNbHbIX OnpeaeneHin unx cpeacTea, eCnv OHU NPOBOANUNKCS;
- nio6ble OTKNOHEeHUs! OT NPUBEAEHHOIO MeTOAAa UCTbITAHWS;

- Heobbl4HblE NpU3Haku (aHoManuu), Habngaemblie BO BpeMsi NPOBEAESHUS UCMbITAHUS,;

- AaTy BO34eNCTBUS NMAPONW3HON cpedon u AaTy npoBeaeHust aHanusos no B.5.2, B.5.3.

12
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Mpunoxexne I’
(o6asaTtenbHoe)

MeTtopa ucnbiTaHuA Ha hpoTocTabUNbHOCTL

.1 O6buwme nonoxeHnsa

".1.1 [anHoe ncnbiTaHmne npegHasHaqeHo ana onpegenenus poroctabunbHocTn matepuana MOJ1(ceeTocTonkoC-
TV) NPU BO3AEWCTBUM N3NydeHUsi B AnanasoHe anuH BonH ot 300 ao 400 Hm.

.2 Tpeb6oBaHMsA K ncnbITyeMbiM 06pasuam

2.1 Oecats rotoebix NOJTnnmn 10 chparmeHToB maTepuarna TmnoBoro o6pasua TonwuHon, paBHON TOMNWMWHE roTo-
Bovi NOJ.

.3 TpeboBaHusa K KOHTPONLHOMY MaTepuany

.3.1 Oecsartb rotoebix WO nnn 10 cdparmenTor TMnosoro marepuana UOJ, TonwuHow, pasHoi tonwmHe UOJ,
KOTOpas He NoABepraeTcs AENCTBUMIO YP-usnyqeHuns.

.4 TpeboBaHws K cpeae ANA 3KCTPaKUNN

4.1 BkaudecTtBe cpepbl ANs 3KCTPAKLMU UCNONBL3YIOT PMU3Nonormueckuii pacTeop.

.5 TpeboBaHusa K cpeacTBaM UCNLITAHUA

.5.1 Mpobupka BMECTUMOCTLIO 5 MN, NPO3payvHas Ans uanyvyeHusi 4nMHou BonHbl o1 300 go 800 HM, XMMUYECKU
MHepTHasA u ctonkasa. Hanpumep, npobupka, n3rotoBneHHas ua rmaponuTMUecKoro crekna knacca 1 B COOTBETCTBUM C
FTOCT P UCO 10993.12.

I.5.2 KceHoHoBas gyroeas namna, cHabxeHHas (punNbTPoOM, UCKIIOUAIOLLMM U3TTyYeHne ANMHON BOJHbI MeHee
300 Hm.

.6 MopapnoknposBeaeHNA NCNbITAHUA

.6.1 MorpyxaloT ucneityemsin matepuan B npobupky, cogepaluyto 2 mn domsnonornyeckoro pacteopa. lNMogsep-
raloT NpobypKy AENCTBUIC M3NYyYeHWeM KCEHOHOBOM AYroBOW namrbl B TEYEHME NEpUMoAa BPEMEHHW, YCTAHOBIEHHOIO B
5.5.3, npumevaHue 2, npu 3ToM Heobxoanmo, 4To6bl TEMNEpaTypa UCTBITYEMOro Matepuana B npobupke noaaepxvea-
nack Ha ypoBHe (35t 2) °C.

8.2 VIHT@HCMBHOCTE MCTOYHMKA M3NyYeHns AomxHa BbiTh He Gonee 30 MBT/cM2, UTOBbI He BbI3BaTb U3GLITOUYHYIO
cdhoTogerpagaumio matepuana.

Mpwnmeyanune—IpyBbMACNEHNN MHTEHCUBHOCTN YD-3ny4eHNa NCNorib3yoT TONbKO UHTEHCUBHOCTB KCEHO-
HOBOW AyroBON namnel Npv anvHe BonHel o1 300 go 400 HMm.

.6.3 CnegyeT NpuHATL Mepbl, NpedoTepalawme MUKpoBHOe 3arpsisHeHne AN YCTPaHeHUst pocTa MUKpoopra-
HU3MOB B Npobrpkax B TeueHne nepuoaa AencTBUs U3Ny4YeHus.

.6.4 MNogeepraloT Takom e npoueaype KOHTPOMNbHLIN Marepuar, rapaHTMpys, YTO Marepuan 3awuiLeH oT nany-
YeHUs.

.7 MpaBnna oueHKN pe3ynbTaTOB UCNbITAHUA

.7.1 o 3aBepLueHnn pacCHNTaHHOro BPEMEHN AENCTBUA N3NyYeHMeM KCEHOHOBOM Namnbl criegyeT nceneaosarb
pacTeop Ha Hanu4yue 6nyxaatoWwmx KOMNOHEHTOB M NPOBECTW LMTOTOKCUYECKoe ucnbitanue no FOCT P UCO 10993-5.

7.2 OnpegenstoT cnekTpbl nornowexusi B Y®-u snaumon obnactv nanydenusi no F'OCT P 52038 nsitv nogBepryy-
ThIX U3NYYEHMWIO U NSTU He NOABEPrHYThIX U3nyyeHuto obpasLoB. MiccrnedytoT CNeKTpbl HA HAaNU4Yue pasnnyninu permcTpupy-
0T U3MEHeHWs1, NOSIBUBLLMECSH B pe3ynbTarte Bo3gencTeus YP-uanydenust. MamepsioT oNnTMHECKYO CUMY U paspeLuaioLyio
cnocoBHocTb MO,

7.3 OnsnepeaHekamepHblx MO onpegensioT mexannyeckue ceoncteano TOCT P 52039 He meHee, YeM Ha naTU
NoABeprHyThIX YP-uanydeHuto o6pasuos. ConocTaBnsioT peaynbTaThl C NONYYEHHLIMU pe3ynbTatamu He NOABEpPrHyTbIX
nanydennto MOJ, 4yTo6bl yBeanTees, HTO He NPOU3OLLINO CYLWECTBEHHOMO YXYALLEHWS UX MEXaHUYECKMX CBOWCTB.

.8 MpaBunaodopmMneHuns pe3ynbLTaTOB UCNbITAHWUA

I.8.1 OTueT 06 ncnbiTaHUM JONMKEH cogepxaTb Credyowyo UHopMaLuto;

- BCe AaHHble, Heobxoanmble ANs naeHTudmrKaumum ncnblTyemoro obpasya;

- CCbIMKY HA HACTOALWMIA CTaHaapT;

- WCMOMb3yeMy MHTEHCUBHOCTb UCTOYHUKA N3NYyHEHUS;

- ONUTEnbHOCTL BO3AENCTBUS U3NYYEHUEM;

- pesynbTaTbl UCMbITaHWS, BKNIOYAs pe3ynbTaTbl OTAENbHbIX ONpeaeneHui u Ux cpeacTea (eciv OHU NPoBoOAW-
nvchb);

- nobble OTKNOHEHWUs1 OT NPUBEAEHHOIO METOAa;

- HeobbluHble NPU3HAaKK (aHomanum), Habngaemele BO BpeMs NPOBEAeHWS UCMbITAHUS;

- AaTy BO3AeWCTBUA 3NyYeHWeM 1 AaTbl NpOBeAeHNs NocneayowmX aHanm3os.

13



rOCT P 52858—2007

Mpunoxenve [
(o6asaTtenbHoe)

MeToa ucnbiTaHUA Ha BosaencTBue usnyvyenus Nd-YAG nasepa

A.1 O6wwue nonoxeHunn

[.1.1 OanHoe ucnbiTaHue npegHasHa4eHo ansa onpegeneHnsa huanHeckoro 1 XMMUYECKoro JencTBUsl, OKasbiBae-
moronznyyvenvem Nd-YAG nasepa Ha ncnoiTyembii matepuan, AnarapaHtum Toro, 4To npv ipumeHeHnmn nazepa Nd-YAG B
npouecce umnnarntaunm NOJT He nponcxoanT yTeuka TOKCUYHBIX BELWECTB.

0.2 TpeboBaHua K ucnbiTyeMbIM 06pasyam

0.2.1 MaTtb cTepunbHbIX rotoBbix MOJ.

0.3 TpeboBaHua Kk cpene Ans 3KCTPAKUNMK

[.3.1 BkadecTtBe cpegbl AN IKCTPaAKLMKM UCNONBL3YIOT PUMONOIMYECKUIA pacTeop.

0.4 Tpe6oBaHunA K cpeacTBaM UCNbITAHUA

0.4.1 OnTtudeckas kloeeTa BMECTUMOCTBLIO 2 M1,

[.4.2 Nd-YAG nasep, yCTaHOBIMEHHbIN HA MUKPOCKONE CO LLLENEBON NTAMIOMN.

0.5 Mopagok npoBeaeHUA NCNbITaHUA

[.5.1 MorpyxaoT NOJ1 B onTnyeckyio KIOBETY, coaepKaluyto 2 mn hrU3nmonormieckoro pacteopa, n nogsepraior
Aevicteuio 50 ognHoudHbIX uMnynbcoB Nd-YAG nasepa, sHepms n3nyyeHuns Kotoporo — 5 mx.

[.5.2 dokycupytot nanydenmne Nd-YAG nasepa Ha 3agHioio nosepxnoctb NOJL. MepedokycnpyloT nasep nocne
KaXaoro UMnNynbca, paBHOMEpPHO pacrnpeaenss nyyv BO3aencTBusl B Npeaenax 3 Mm LeHTpansHon 30Hs MOJ1.

0.5.3 YaansawT WO u3 kioBeThl n cobupatot cpegy Arsi 3KCTpakumm 4N npoBeaeHns aHanusa. MNosTopsioT npoue-
aypy ans apyrmx NOJ1.

0.6 MpaBuna oueHkn pe3ynbTaTOB UCNbLITAHWA

0.6.1 MMpoBoaAT XMMUYECKMIA aHANU3 W UCMbITAHWE Ha LMTOTOKCUHYHOCTL cpeapl Ans akcTpakumn NON no FOCT P
nco 10993-5.

[0.6.2 VcnbiTeiBaOT Cpegy Ans SKCTPaKUMM Ha LMTOTOKCUHYHOCTL NOCNe BO3aencTBUs nanyyeHnem nasepa Nd-YAG
no FOCTP UCO 10993-5.

0.7 MpaBuna ocopmneHns pe3ynbTaToB UCNbITAHUA

[.7.1 OtueT 06 ncnbITaHMKM AOMXEH coAgepXaTh CNneayoLyio nHopmaumio:

- BCe aHHble, HeobxoauMble ANs naeHTUdMUKaumm ncnbityemoro obpasua;

- CCbINTKY HA HACTOALWMI CTaHAAPT;

- 3HEpPIuio N3Ny4YeHns nasepa;

- pes3ynbTaTbl UCTIbITAHWS, BKMOUas pe3ynbTaTsl OTAeNbHbIX onpeaeneHunii M ux cpeacTsea (€Cnm NPoBOANIMUCS);

- noGble OTKNOHEeHUs! OT NPUBEAEHHOTO MeTOA3;

- HeobbluHble NPU3HakKK (aHomanum), Habngaemele BO BpeMsa NPoBEAEHUS UCTIbITAHUS,

- AaTy NPOBeAeHWA NCNbITaHUs U AaTel NPOBeAeHUs NOCNeayoWwmX aHanm3os.
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Mpwvnoxenune E
(pekomeHayemoe)

JononHutenbHble yCNOBUA UCNBITAHUA Ha MeCTHOe AelicTBUe MaTtepuana
nocne umnnanutauuu K FOCT P 10993-6

E.1 TpeboBaHWA KyCNnOBUAIM UCNbITAaHUA

E.1.1 WNcnbiTaHne Ha MeCcTHOE AecTBUE MaTepuana nocne nMmnnanTaumm nposogasat no FOCT P 10993-6 ¢ gonon-
HUTENbHBIMU TPEGOBaHMSIMU K YCNOBUSIM MCMbITaHusi no E.1.2—E.1.5 HacTOsILLEro NpunoXeHus.

E.1.2 NcnbiTyembii matepran MMNNQHTUPYIOT NOAKOXHO UM BHYTPUMbILLEYHO.

E.1.3 WNcnbityembim maTepranom sinswoTtcs rotoeele MOJT TonwmHom B ueHTpaneHom 3oHe o1 0,8 go 1,0 mm nnm
NNacTUHKK 13 TunuyHoro matepuana NOJ1, pa3amep KOTOPLIX NO3BOMNSET NPOM3BECTU HEOOXOAMMbIE OLIEHKMN MOCIE U3bsi-
™S.

E.1.4 OnuTenbHOCTb MMNNaHTauMm COCTaBMAsAEeT YeThlpe Hegenm.

E.1.5 WcnbiTyembii MaTepran BBIHUMAIOT B KOHLE Neproaa UMNNaHTaumm 1 OLEHMBAIOT B OTHOLEHWN U3MEHEHUN
CBOWCTB MaTepuanau ero LernocTtHocT. MaTepurarn oueHUBaT C MOMOLLBI0 ONTUHYECKOTO MUKPOCKONa Npy COOTBETCTBYIO-
LeM yBEITMYEHUN, NO3BOSISIOWEM OLEHUTb MOMYTHEHWS Y NMOBEPXHOCTHLIE aHoManuu. MNonoeuHy o6pasuoB nocrnegoBa-
TeNbHO OLEeHMBatoT ¢ nomoLblo C3M npy COOTBETCTBYIOLWLEM YBENUYEHNN B OTHOLLEHUM U3MEHEHWIA MOBEPXHOCTU WU C
nomoubio COM Ans oLeHKN MOBEPXHOCTHBIX HAaneToB. ONTUYECKMIN MUKPOCKOM MPYMEHSIIOT, €CNN UCMbITYEMbIN MaTepran
He noaxoauT ANst uccneaoBaHust ¢ nomouwsbio COM.

E.2 MNpaBuna odopmneHuns pe3ynbLTaToOB UCNbITAHUA

E.2.1 OtueT 06 ncnbiTaHMM JOMKEH COAEpXKaTh CNeayoLwyo MHOPMaLmio:

- BCe JaHHble, HeobxoaumMble Ans naeHTUdUKaLum ncnbiTyemoro obpasua;

- ceoinky Ha FT'OCT P 10993-6 u Hacmoswul cmaHdapm;

- MOAEb XXUBOTHOIO;

- MeToA UMNaHTauum NOAKOXKHO NI BHYTPUMBbILLIEYHO;

- pesynbTaTbl UCNbITAHWS, BKITIOYas pe3ynbTaThl 0TAENbHbIX onpeaeneHnin u nx cpeacTsa, ecrv NPOBOAUIUCE;

- mobble OMKIIOHeHUs om ycrosul ucrsimaHust Mmemooda;

- Heobbl4Hble MPU3Haky (aHomManuu), Habnaaemble BO BpeMsi NPOBEAEHUS NCIbITaHUS;

- JaTty nccneoBaHus U A4aTbl NPOBEAEHWS NOCNeAyWLMX aHaNn3oB.
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Mpunoxenwne XK
(o6s3aTenbHoe)

MeTopg UcnbITaHUA UMNNaHTaLuen BHYTPb rnasa

XK.1 O6wme nonoxeHus

XK.1.1 Ucnbitanne npegHa3HaqveHo Ans oLeHKU B1onornyeckorn COBMeCTUMOCTU UCTILITYEMOrO MaTepuarna u TKaHm
BHYTPW rnasa nytem Xupypruieckon uMnrnaHtauum matepuana B rnas Mogenu XUBOTHOTO B TEHEHUE COOTBETCTBYIOLLENO
nepuoaaepemenn. OueHnBaloT 06paTHYO TONEePaHTHOCTb UCMbITYEMOro MaTepuanau TKaHew rnasanocne MMNNaHTaumm.

.2 TpeboBaHMsA K MCNbITyeMbIM 06pasyam

XK.2.1 Ncneityemeim obpasuom sinsietcs cTepunbHas rotosas MOJ1, MaTepuan Tunoeoro o6pasua MoxeT 6biTh
MMNNaHTUPOBAH, €CIW ero NpUMeHeHre 060CHOBaHO.

XK.2.2 CobniogatoT Te e MeToAbl M3roTOBIEHWSA, KOTOPbIe NpeaycMoTpeHbl 4na MOJT, nocTaBnsieMbiX Ha PbIHOK.
Matepuan Tunoeoro o6pasuaumeeT Maccy, paBHyto macce rotoeoi MO unum 6onbwe, a popma n pasmep Nno3sonsoT Npo-
BECTU HeobxoauMble oLeHkM nocrne naenedvenuns MOJI.

MpwuMeyaHne—YTobbl NPeayCMOTPETL Pa3MEPHbIE Pa3nuuns MEXAY rna3ammn YENOBEKA U XXUBOTHOTO, MOXET
noTpeboBaTbCsl MHAVMBUAYaNbHbIN 3aka3 Ha uarotosrneHne MOJ gna aHaToMuyeckon COBMECTUMOCTYU C MMAa30M XXMBOTHOTO,
nmbo ucnonb3oBaTtk AN nmnnaHTauun dparmeHT NOJ1, Bkniovaowmii B ce6si ONTUYECKYHO U FaNTUHECKYHO YacTw.

X.3 TpeboBaHnsa KKOHTPONLHOMY MaTepwany

XK.3.1 KoHTponbHbIM MaTepuanom sBnsetca crepuneHas rorosasi YOI, KOHCTPYKUMS KOTOPON NOA06HA KOHCTPYK-
ummn NOJ1, wmpoko peanuayembliX Ha PbIHKE B TEYEHWE NATU NET U He CBA3AHHBIX C HEBNaronpUATHLIMW COGLITUAMM B OTHO-
LeHnn matepuana.

XK.3.2 Martepwan Tvnoeoro o6pasua MoxeT 6blTb UCNONB30BAH, €CNK €ro NpuMeHeHne obocHoBaHo. Matepuan
TMNOBOro obpasua AonxeH MeTb Maccy, paBHyto macce rotoso MOJ unu Gonblue, a hopma u paamep 40MKHbI NO3BO-
NsITb NPOBECTM He06X0aMMble OLEHKM Nnocne naenevenus. [ins oueHkn CoOBMeCcTUMOCTU KoHTponbHas NOJT moxeT 6biTb
HEenpUrogHow B CUNY KPaTKOBPEMEHHOIO KIMHUYECKOro Ucnonb3oBaHus. TpeboBaHue K UCNONb30BaHUI0 KOHTPONLHOrO
martepuana onpegensioT B 3aBUCMMOCTHU OT KOHKPETHOIO Cny4asi » 060CHOBLIBAIOT.

XK.4 Tpe6GoBaHusA K cpeacTBaM NCNbLITAHUSA

K.4.1 dunanonornyeckuii pacTBop NoBapeHHON conu unv cbanaHcupoBaHHbIN CONeBON PacTBOp.

XK.4.2 AnecTesupytowee CpeacTeo.

XK.4.3 JekapcTBeHHbIE CPeACcTBa ANS Npea- U NocrneonepaunoHHOro NeYeHus.

K.4.4 OnepaunoHHbIN MUKPOCKO.

XK.4.5 Mwukpockon co Wwenesor namron.

XK.4.8 Mpwnbop ons o6paTHOM 0O TanNbMOCKONUMK.

XK.4.7 Bbrnok akoamynecudmkaumm (aMyrnbcuuKaLMoHHbIi 6Mnok).

K.4.8 BekopacwupuTensb.

2K.4.9 HuTh ans HanoXeHwusi LWBOB.

XK.4.10 Xupyprudeckne NHCTPYMEHTbI.

MepeyeHb cpedcTs namepennn no X.4.1—X.4.10 asnseTtca pekomeHgyembiM. [lonyckaeTcs ucnons3oBaTe Apyrne
cpeacTBa UCMbITaHus.

XK.5 Tpe6oBaHMA K 3KCNEePUMEHTaNLHON MOAENN XNBOTHOTO

XK.5.1 Kponuk cuntaeTtcsi camon noaxoasien MOAenblo XXMBOTHOTO ANsi NPOBeAEHWA UCTILITAHUMA.

XK.6 Mopsagok npoBeaeHNA NCNbLITAaHWA

2K.6.1 Yncno XMBOTHBIX, UCNOMNb3yeMbIX 4515 NPOBEAEHNA MCCNeAOBaHUN, AOMKHO 6bITb MUHMMATIbHLIM U COOTBE-
TCTBOBaTb yCTaHOBMNeHHOMY B [1]. C y4eTOM npoLeHTa 0TCeBa U APYrmxX SBNEHNIN B OTHOWEHNMN 300POBbs U YCITOBUI COAep-
KaHWs KMBOTHBIX CriegyeT UCMONb30BaTh Takoe YNCO XUBOTHbIX, YTOOLI B KOHLE Nepuoaa HabnogeHusi B Hanuumm bbino
LECTb UCMBITYEMbIX [M1a3 W LWECTb KOHTPOSbHbIX F1as.

XK.8.2 MnnaHTMpytoT B rNas 0gHOro 13 XXMBOTHbIX UCMbITYeMbIV 06pasel (maTtepran). MimnnaHtauus B gea rrasa
npeanoYTUTEnbHee, HO AONYCTUMA MMNNaHTaUus B O4WH rnaa.

XK.8.3 MmnnaHTaumio gOMKHbLI NPOBOAWTL LA, 0By4YeHHbIe TEXHWKE MMMNMaHTauum U nMeloWwmne COOTBETCTBYIO-
LM oNbIT B uMnnanTauum NOJT.

XK.6.4 MeTtoguka umnnaHTaummn gormkHa 6blTe NPUBNUXEHa K KIMHUYECKOMY UCTbITaHWI0. AHaTOMUYECKMe pasnu-
Yna MeXAY XKUBOTHBIM W YENOBEKOM W XUPYPruveckme TpyaHOCTU, CBSI3aHHbIE CO CTPYKTYPOW (reomeTpuent) rnasa, MoryT
notpeboBaTth pasmelueHus MOJ unm matepuana TunuyHoro obpasua B Apyrom mecte rnasa XveoTHoro. Ecnu matepuan
NOJloueHnBaeTcsi He B NPeAyCMOTPEHHOM MECTE pa3MeLLeHUs Y XMBOTHOIO, Heobxoanmo aaTe 060CHOBaHWe U NPOBECTU
aHanu3 pucka, 4tobbl ngeHTMPULMPOBaTE NOTEHUMANbHbIE y4acTku, korga NOJT pasmelwaeTcs B npegycMOTPEHHOM Mec-
Te y YeroBeka.
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K.6.5 B TeueHne Bcero neproza UcrbiTaHnsi HEOGX0AUMO OCYLLLECTBIIAATL KOHTPOSb IN1a3 ¢ NOMOLLLIO MUKPOCKONA C
Wweneson Namromn.

X.7 TpeboBanus K HabnOAEHNAM, NPOBOANMBIM BO BPEMS UCNbITAHUA

XK.7.1 Habniogenus, npoBoaguMbIe BO BPEMSI UCTIbITAHUS, BKIIOYAIOT OLEHKY CreyoWmX ABNEHUNA:

- KOHTaKT MeXzy UCTbITYEMbIM MaTepuarnom 1 poroBUYHbIM 3HAOTENUEM;

- Konnanc nepeaHen Kamepsbl;

- KpoBOTEYEHUe U3 nepeHen Kamepsi;

- NoBpexaeHne pagyXHow 060nouky;

- nonoxeHwue rantudeckon yactu NOJ1 n ontnueckas geueHTpaums;

- HeobblYHblE XMpypruyeckue npobrnemsi.

2K.7.2 Bce HabnitogeHns u npobnembl JOImKHbI GbITb 3aperncTpupoBaHbI.

X.8 TpeboBaHusa Kk nepnogy MMNNaHTauum

>K.8.1 Ecnu anst umnnaHTaumMm rnasa BbibpaH Kponuk, nepuoa uccrieioBaHusl 4OMXeH ANUTbCs LEeCTb MEeCALEB.
Kponuky ceoricTBeHHO obpa3oBanue dmnbpuHa n Bo3obHoBneHune pocta MOJI, uto 3aTpyaHsieT NpoBOAUTL OLEeHKy Gonee
AnuTensHon Buonoruyveckor coBMecTMMOCTU. [MockonbKy M3BECTHO, YTO rna3 kponuka 6GbicTpee peampyeT Ha pas-
OpaxeHue, Ans NpoBeeHUs1 UCCref0BaHUs IOCTATOYHO LLECTU MECSILIEB.

>K.8.2 Ecnu ans npoeeaeHus uccrieqoBaHwin BbiGpaH He KPOoruK, a Apyroe XMBOTHOE, ANUTENBbHOCTL UCCnenoBa-
HUs1 cocTaBnseT oauH rod. JlioGble OTKNoHeHWs1 OT TpebGoBaHUs! K ONIMTENBHOCTY UCCNEA0BaHUA B OAVH rofi, Bbi3BaHHble
KOHKPETHbBIMU OrpaHUYEHV sSIMU, JOIMKHbI ObITb 060CHOBaHbI.

X.9 MpaBuna oueHKn pe3ynbTaToOB NCNLITAHUSA

2K.9.1.1 TMocneonepaunoHHbIE OLIEHKUN 3aKITI0HAIOTCA B BLIMOMHEHUU U PErMCcTpaumm cnegyowmx AencTBUN:

a) MaKpOCKOMUYEeCKMX UCCrefoBaHNi ONepUpPOBaHHbIX rNa3 Yyepes AeHb Nocre onepauuy;

6) npoBegeHve HMONOIMYECKON MUKPOCKOMNMM C UCTIONb30BaHMEM LLLENEBON Namnbl Yepes 7 aHen, 4 Hegenu, 3 mec,
6 Mec 1 B KOHUe neproga HabnogeHus.

2K.9.1.2 Wccnepytotes cneayiolume sBreHus:

- hubpuH;

- MPUIIUB KPOBY;

- KIeTKu;

- agreawu;

- HEeoBacCKynApv3aums;

- OTEeK poroBuupbl;

- Npo3paYHOCTb MaTepuana;

- pacnonoX)eHue ranTu4eCkon 4YacTm;

- ueHTpupoBaHue NOJI.

2K.9.1.3 Ecnu TpebyeTtcs, MOXHO caenaTth POTOCHUMKM LLENEBON NaMnon Ans AOKYMEHTanbHOro oopmneHus
UCCreJOBaHusI.

2K.9.2 OueHka aHyKnenmpoBaHHOrO rnasa

2K.9.2.1 YMepTBNSIIOT XXMBOTHOE B KOHLLE Nepuoa HabnoaeHna n 3HyKNenpyoT rnasa. Takke SHyKnenpyioT rnasa
XKMBOTHbIX, KOTOPble yMeprv unv 6binm 6e36one3HeHHO yMepLLBeHb BO BPEMSA NPOBeEHNA UCCNEA0BaHNUA u3-3a 6ones-
HeW, He CBA3aHHbIX C rNas3ammu.

2K.9.2.2 [nsi npoBeAeHns OLEeHKM 3HYKNEUPOBAHHbBIX IMa3 BO3MOXHbI AB€ anbTepHATUBDI:

a) 3HYKNeupoBaHHbIe IMa3a HeMeANeHHO NorpyXalTcsi B QUKCUPYIOWMIA pacTBOP ANA XpaHeHus, 4YTobbl no3xe
NPoV3BECTU AUCCEKALMIO IMa3a U NocrneayoLyio OLEHKY, KaK ykasaHo B nepevmncrieHnm 6) XK.9.2.2;

6) nNpoBOAAT AMCCeKaUMIo rnasa cpasy rnocrne 3HyKIeupoBaHusi, U NPOBOASAT BHYTPEHHee ucenegoeanve. Cneayet
OTMeYaTb BCE aHOMarnvu, pa3MelleHre MMITiaHTaTa u LeHTpupoBaHue, ecnu Heobxoamnmo. Ocobo cnegyeT nccrniegoBarb
mecTa koHTakTa OJ n okynsipHoi TkaHu, ecnu Heobxogumo. CriegyeT caenatb dororpacdum, 4TobBI NOATBEPAUTL
HabnwaeHus.

2K.9.2.3 OctopoxHo yaansiot MOJTunm o6pasel matepuana v 3aateM NpOBOASIT IMCTONATONOIMYECKUe NccrieoBa-
HWS NepeaHen U 3agHen kamep rnasa.

MpwumedyaHu e — XpaHeHne 3HYKITEUPOBAHHOIO I11a3HOro s16rnoka B ouKCHpyIoLwem pacTBOpe MOXET NMPUBECTU
K n3ameneHuo matepuana NOIJ.

2K.9.3 OueHka akcnnanTupyembix YO

2K.9.3.1 WccnepytoT akcnnaHtupyembie MOJ unm o6pasubl matepuana ¢ noMolLLbio ONTUHECKOro MUKPOCKONAa Ha
Hanun4ue KNeToK (TMraHTCKMX KIMeToK, Makpodaros U T.4.), NPOAYKTOB pacnaga KrneTok u ubprno3HbIX OTNOXEHUI, 0CO6eH-
HO B TOYKaXx KpernreHusi neTerb U BHYTPY MO3ULMOHHBIX OTBEPCTUIA.

2K.9.3.2 3aTtem nonoeuHy 06pasLoB crieqyeT TwaTernbHO OYUCTUTB, HE NOoBpeXaasi ONTUYECKUe NOBEPXHOCTU, U
OUeHUTb onTUYeckne ceoncTea B cooTBeTcTBUM ¢/ OCT P 52038.

Opyryio nonoerHy 06pa3suoB criefyeT OLEHUTb Ha Hanuvune NoBEPXHOCTHBLIX OTITOXEHWUIN U UBMEHEHUI U Ha Hanu4yue
NPU3HaKOB Kanbundukaumm.

7K.9.3.3 PesynbTaTthl 3aHOCAT B OTHET. ECnn HekoTopble AaHHbIE NPONYLLLEHbI UIK HE MOTYT ObITh MONYYeHbI, crieay-
€T YCTaHOBWTb MPUYMHBI.
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K10 MpaBuna odopmneHns pe3ynbTaToB UCNbITAHUA
K.10.1 OTt4eT 06 MCnbITaHUM AOKEH COAEKaTh CriegyroLLyo MHOpMaUKLo:

BCE AaHHble, HeobGXxoanmble Ans uaeHTUdrKaumm ucnelTyemoro obpasua;

CCbIIKY Ha HACTOSLLMIA CTaHaapT;

mMecTo pasmeweHnst NOJT;

pe3ynbTaTthl UCMbITAaHUS, BKIOYasi pe3yrbTaTbl OTAENbHbIX ONpeaeneHuil U X cpecTea, eCrv NPOBOAMNITUCD;
ntobble OTKINOHEHUS OT YKa3aHHOW METOAUKY;

HeoObIYHbIe NPM3HaKKU (aHOManum), HabnwgaeMole BO BpeMS NPOBEAEHN S UCTIbITAHUS;

JaTy pearnbHOro NpoBeAeHUs NCMbITaHWUs M 4aThl NPOBEAEHUS NOCNEAYIOLWMNX aHaNM30B.
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Mpwunoxenne U
(cnpaBo4Hoe)

ConocTaBneHue CTPYKTYPbl HACTOSILLEro CTaHAapTa Co CTPYKTYpon
NPUMEHEHHOro B HeM MeXAYHapoAHOro cTaHaapTa

.1 ConocTaeneHne CTPYKTYpbl HACTOSLLLEro cTaHaapTa co CTPYKTYpor NPYMEHEHHOIo B HEM MEeXAYyHapOoAHOoro

cTaHgapTa npeAcTaBneHo B Tabnuue . 1.

Tabnwnuya N.1— ConocraeneHne CTPyKTypbl HACTOSILLETNO CTaHAapTa CO CTPYKTYPOW NPMMEHEHHOIO B HEM MeXayHa-

poagHoro cTaHgapTa

CTpykTypa mexayHapogHoro ctaHgapTta MCO 11979-5:2006

CTpyKkTypa HacToslLLero ctaHaapTa

1 OGnacTb pacrnpocTpaHeHusi

1 O6nacTb NPUMeHeHus

2 HopmaTtuBHbIe CCbINKK

2 HopmaTtuBHbIe CChINKK

3 TepmuHbI 1 onpegenexHust

3 TepMuHbI onpeAenenus u cokpalyeHns”

4 O6wme TpeboBaHWs, NPUMEHSIEMbIE K OLieHke Guo-
norunyeckorn coemectumoctn NOJ

4 O6wme TpeboBaHMA K OLEHKe B1ONOrnyeckol CoB-
MECTUMOCTM

5 ®PU3MKo-XxMMMYecKkme UCnbiTaHns

5 ®PU3MKO-XMMMYECKME UCTbITAHUS

5.1 O6wwue cBeaeHus

5.1 O6wwe TpeboBaHusi

5.2 VcnbiTaHve Ha NOMHY0 SKCTPaKLMIO

5.2 VcnbiTaHye Ha NOnHy1o 3KCTPaKumIo

5.3 VcnbiTaHne Ha BbilenavmBaemble BEWECTBA

5.3 WcnbiTaHne Ha Bbiwenavvesaemble BeWecTBa

5.4 VcnbiTaHve Ha rMaponuTUYECKyo CTOWKOCTb

5.4 WcnbiTaHne Ha rmaponuTUHECKyIo CTOMKOCTb

5.5 McnbiTaHne Ha CBETOCTOMKOCTb

5.5 WUcnbitanne Ha hoTOCTaBUNBHOCTL

5.6 VcnbiTanne Ha Bo3gericTeue uanydvennst Nd-YFG
nasepa

5.6 WcnbitaHne Ha BosgevicTeue nanyyvenna Nd-YFG
nasepa

5.7 OueHka HepacTBOPUMbLIX HEOPraHW4YeCKUX Be-
uecTs

5.7 OueHka HEepacTBOPUMbLIX HEOpPraHW4eCcKux Be-
necTs

6 Buonoruueckue ncnbiTaHus!

6 Buonoruyeckne ncnbiTaHUA

6.1 OGwme nonoxeHus

6.1 OGwwme nonoxenns

6.2 WcnbiTaHne Ha reHOTOKCUYHOCTb

6.2 WcnbiTaHne Ha reHOTOKCUYHOCTb

6.3 WcnblTaHue Ha ceHeMbunusaumio

6.3 WcnbiTanne Ha ceHenbunusaumio

6.4 WcnbiTaHve Ha MMMNaHTaUMIo BHYTPb IMa3sa

6.4 Wcnbitanne nmnnaHtauven BHyTpb rrasa

Mpunoxenne A (o6s3atensHoe) Ncnbitanne Ha non-
HYIO 3KCTPaKLMIo

Mpunoxenne A (obazatenbHoe) Metop wcnbiTaHus
Ha MOMNHYI0 3KCTPaKLUUIO

A.1 Hasnauenwue

A.1 Obwue nonoxeHus

A.2 Obwue coobpaxeHus

A.2 TpeboBaHus K UCNbITyeMbIM obpasuam

A.3 MpuvHumn A.3 TpeboBanHuss Kk BCMOMOraTenbHbIM 3NeMeHTam
(peakTuBam)
A.4 WUcnbiTbiBaeMblie 06pasubl A.4 TpeboeaHusa K cpeacTBam UCTbITaHWS

A.5 PeaktuBbl A.5 Topsinok NpoeeaeHns ucnbiTaHnus
A.6 Annapart A.6 lMpaeuna aHanu3aa ucnoityemoro obpasua
A.7 Metoavnka ncnbiTaHna A.7 lNpaBuna aHanuaa BbITSHKEK

A.8 AHanuns ucnbiTbiBaEMOro matepmana

A.8 lMpaBuna oopmnenusi pe3ynbTaTtoB UCNbITAHUA

A.9 AHanus BbITsKEK
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lpodomxerue mabnuusi U1.1

CrpykTypa MexayHapopaHoro ctaHgapta NCO 11979-5:2006

CTpykTypa HacTosLLero craHaapTa

A.10 OT1yeT 06 ncnbiTaHMn

MpunoxeHne B (o6ss3atensHoe) VcnbiTaHve Ha Bbl-
WwenadyvBaemMble BelLEecTBa

MpunoxeHve b (o6sasatensHoe) MeTod wcnbiTaHWs
Ha BbllenavvBaemble BellecTBa

B.1 HasHnaueHue

B.1 O6wwue nonoxeHusi

B.2 O6wume coobpaxeHnns

B.2 TpeboBaHus K ucrbITyeMbIiM o6pasuam

B.3 UcnbiTbiBaeMbIi matepunan

B.3 TpeboBaHusi K KOHTPONMBLHOMY Marepuany

B.4 KoHTponbHbIi Matepuan

B.4 TpeboeaHusi k cpeacTBam MCnbITAHMA

B.5 Annapar

B.5 lNopsiaok NpoBedeHUA KCNbITAHNA

B.6 MeTtoguka nenoiTaHus

B.6 Mpaeuna odopmneHnsa pe3ynsTaToB UCMbITAHNA

B.7 OtyeT 06 ncnbitTaHMm

Mpunoxenne C (obsi3aTenbHoe) [maponutuyeckas
CTOWKOCTb

Mpunoxenne B (o6asatenbHoe) Metoa wmcnbiTaHna
Ha MMAPONUTUYECKYI0 CTOWKOCTb

C.1 HasHa4eHune

B.1 O6wwe nonoxeHus

C.2 O6uwue coobpaxeHus

B.2 TpeboeaHus k ucneityemsim obpasuam

C.3 WcnbiThiBaeMbIi Matepuan

B.3 TpeboeaHus Kk KOHTPONBLHOMY MaTepuany

C.4 KoHTponbHbI maTepuan

B.4 TpeboBaHus k cpeacTBam UCMNbITAHUA

C.5 Annapart

B.5 lMopsaok npoeegeHna ncnsiTaHns

C.6 MeTtoguka nenbiTaHus

B.6 lMpaeuna ochopmneHnsa pe3ynbTaTtoB UCMbITAHUA

C.7 OTt4eT 06 ncnbiTaHun

Mpunoxenne D (o6s3atensHoe) Ucnbitanme Ha dpo-
TOoCTabnnbHOCTL

Mpunoxenne I (o6a3aTenbHoe) Metopg ucnbiTaHus
Ha hoTocTabUnNbLHOCTL

D.1 HasHna4veHune .1 O6bwue nonoxeHus

D.2 VcenbiThiBaeMbI maTepuan .2 Tpe6oBaHusi K ucrbiTyeMbim o6pasuam

D.3 KoHTponbHbIN matepwan .3 TpeboBaHnA K KOHTPONBLHOMY MaTtepuarny

D.4 PeaktuBbl .4 TpeboBaHuA K cpege AnA SKCTpakuum

D.5 AnnapaTt .5 TpeboeaHnus K cpeacTBam UCNbITAHNA

D.6 MeTtoawvka ncnbiTaHus .6 lMopsiaok npoeeaeHUs ncnbiTaHnA

D.7 OueHka pe3ynbTaToB Nocne aKeno3muum .7 MNpaBuna oueHKN pe3ynbTaToB UCMbITAHUA

D.8 Ot4et 06 ucnbiTaHun .8 Mpaeuna oopmMNeHnss pesynbTaToB UCMbITAHNS

Mpunoxenue E (oGsizatensHoe) MeneiTaHne Ha BO3-
gericteme nanydeHns Nd-YAG nasepa

MpunoxeHve [ (o6s3atencHoe) MeTod wcnbiTanus
Ha BoagencTeue nanyvernmsa Nd-YAG nasepa

E.1 Hasna4eHnue

0.1 O6wwme nonoxeHws

E.2 WcnbiTbiBaembIi matepuan

0.2 TpeboeaHus K UcnbITyemsIM obpasuam

E.3 Peaktuebl

.3 TpeboeaHnusi K cpefe Ans sKCTpakuum

E.4 Annapar

0.4 TpeboBaHusi K cpeacTBam MUCMbITaHUSA

E.5 Metoguka ncnoitaHms

[.5 Mopsgok NpoBegeHus NCnbITaHns

E.6 OueHka pesynbtartor nocne o6pabotku

[.6 MNpaBuna oueHKN pe3ynbTaToB UCMbITAHNA

E.7 Otyet 06 ncnbitaHum

[.7 MNpaBuna oopMneHnst pesynbTaToB UCMbITaHUsA

Mpunoxenne F (cnpaBovyHoe) [dononHuTenbHble yc-
NOBMWA UCNbITAHWA HA MECTHOE JelCcTBMe Nocrne uMrnaH-
Taumm kK MCO 10993-6

MpunoxeHne E (pekomengyemoe) JononHuTenbHble
YCIOBWST UCMBITAHUA Ha MeCTHoe AeNcTBME maTepuana
nocne umnnantauum Kk FOCT P MCO 10993-6

F.1 JononHutenbHble YCNoOBUS WUCMbITAHWS B COOT-
BETCTBUM co cTaHaapTom CO 10993-6

E.1 TpebGoBaHus K yCnoBUSM UCNbITAHUS
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CrpykTypa MexayHapoaHoro ctangapta MCO 11979-5:2006

CTpykTypa HacTosLLlero crangapTa

F.2 Otuet 06 ucneiTaHum

E.2 lNpaBuna odopmnenus pesynbTaTtoB UCMbITaHUA

Mpunoxenne G (obsi3aTenbHoe) VicneiTaHme Ha umn-
NaHTaunio BHYTpb rnasa

Mpunoxenne XK (obsi3atensHoe) MeToa wenbiTaHwA
Ha UMNNaHTaumio BHYTPb rnasa

G.1 HasHaueHue

K.1 O6wume nonoxeHus

G.2 VcnbiThiBaeMbIn MaTepuan

XK.2 TpeboeaHusa k ucneiTyeMbiM obpasuam

G.3 KoHTponbHbIN Matepuan

K.3 TpeboBaHue Kk KOHTPONIBHOMY MaTepuany

G.4 PeaktuBbl M Matepuansl

K.4 TpeboBaHusi kK cpeacTBamM MUCMbITAHUSA

G.5 Annapart

XK.5 TpeboBaHus K 3KCNepUMeHTarbHON MOZENM Xu-
BOTHOIO

G.6 JkcnepumMeHTanbHas MOGEIb XXUBOTHOMO

XK.6 lMopsigok npoBegeHust ucnbiTaHWs

G.7 MeTtoamnka ucnbiTaHus

XK.7 TpeboBanus k HabnogeHUsIM, NPOBOAVMbIM BO
BPEMSI UCMNbITaHWs

G.8 HaGnopeHusi, NpoBOAUMbIE BO BPEMS onepauum

)K.8 TpeboBaHus k Nnepuoay UMNaHTauum

G.9 lNepuog nmnnaHTaumm

K.9 TlMpaBuna oueHkM pes3ynbTaToB UCMbITaHUSA

G.10 OueHka ncnblTaHusA

XK.10 lMpaBuna odopmnenus pesyrnbTaToB MCMbITa-
HUS

G.11 OtueT 06 ucnbiTaHUU

Mpunoxenne W (cnpaBouHoe) ConocraBneHne CTpyk-
TYpPbl HacTOSILLEro cTaHpapTa Co CTPYKTYPOW MPUMEHEH-
HOrO B HEM MeXAyHapoaHoro ctaHgapra

Mpunoxenne K (cnpaBouHoe) CBeaeHust 0 COOTBET-
CTBUM CCbUTOMHBIX MEXAYHAPOAHbIX (PErMOHanbHbIX)
cTaHAapToOB HaumMoHanbHbIM CTaHgapTam Poccunckon
depepaumm, MICNONL3OBAHHBIM B HACTOSLWEM CTaHZapTe B
KaueCcTBE HOPMATUBHBIX CChINOK

Bbubnuorpadun

Bbubnuorpadun

MpumMmevyaHune—B HacTOsWMIA cTaHOAApT BKNIOYEHbl TEPMMHBI U OMpedeneHusn, He cogepXawmecs B
FOCT P 51892, n BBeaeHbl COKpaLLeHUsl, NPUMEHSIEMbIE B TEKCTE CcTaHaapTa.
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MpunoxeHune K
(cnpaBo4Hoe)

CBeAieHUA 0 COOTBETCTBUU CChINMOYHbIX MeXAYHapoAHbIX CTaHOapToB
HaLMoHanbHbIM cTaHgapTam Poccuitckon ®epepanun,
MCNOMbL30BaHHbLIM B HACTOSILLEM CTaHAapTe B KaYecTBe HOPMaTUBHbIX CCbINIOK

Tab6nwuuya KA1

OB603Ha4YeHUe CChINOYHOro
HaLUOHANBHOro cTaHaapTa

Poccuiickon ®enepauum

OB603Ha4YEHNE U HAMMEHOBAHWUE CCbINTOYMHOMO MEXOYHAPOAHOro CTaHAapTa U YCIOBHOE
0603Ha4YeHUe CTENEeHU COOTBETCTBUS CCLINOYHOMY HALMOHANBHOMY CTaHaapTy

FOCT WNCO 14971-1—2006

MCO 14971:2005 «MeanumHckue nagenus. NprvMmeHeHre ynpaBneHns puckamm K
mMeanuuHckum nagenusmy (IDT)

FOCT P 51892—2002
(UCO 11979-1:99)

MCO 11979-1:1999 «Odpranbmonormyeckme uWMNMaHTatbl. VIHTPaoKynsipHbie
nuH3bl. YacTs 1: Cnoeapby (MOD)

FOCT P 52038-2003
(UCO 11979-2:99)

MCO 11979-2:1999 «Odpranbmonormyeckme WMNMaHTatbl. VIHTPaoKynsipHbie
nuH3bl. YacTtb 2: OnTnyeckue CBOWCTBa U MeToAb! ucnbitanunii» (MOD)

FOCT P 52039—2003
(UCO 11979-3:99)

MCO 11979-3:1999 «Odpranbmonormyeckme uWMNNaHTatsbl. VIHTPaoKynsipHble
nuH3bl. YacTtb 3: MexaHuveckne cBOWCTBa M meTofbl ucnsitaduiny (MOD)

FOCT P NCO 10993-1—1999

MCO 10993-1:2003 «OueHka 6MONOrM4eckoro AeNCcTBmUs MeanLMHCKUX 30enuii.
YacTtb 1: OueHka u ncnbiTaHvwe B cuctemMe ynpaerenns puckammy (IDT)

MNCO 10993-2:2006 «OueHka 6MoNorM4eckoro AeNCcTBmUsl MeauLUMHCKUX 30enuii.
YacTb 2: TpeboBaHusi kK Griaronony4mio JXUBOTHbIX»

FOCT P NCO 10993-3—1999

MCO 10993-3:2003 «OueHka 6MoNorM4eckoro AeNCTBUs MeanLMHCKUX 30enuii.
YacTtb 3: VcnbiTaHusi Ha reHOTOKCUYHOCTh, KaHLEPOreHHOCTb U PENPOAYKTUBHYIO
TOKCcHyYHOCTbY (IDT)

FOCT P NCO 10993-5—1999

MCO 10993-5:1999 «OueHka 6MoNorM4eckoro AeNCTBUs MeaULMHCKUX 30enuii.
Yactb 5: UccnepgoBanwe in vitro untotokenyiHocTu» (IDT)

FOCT P NCO 10993-6—1999

MCO 10993-6:1994 «OueHka GMONOrM4eckoro AeWCTBUS MEAULMHCKUX W3ae-
nui.YacTtb 6: VcnbiTaHusa Ha mecTHoe AelicTBre nocne nMnnadtaummny (IDT)

FOCT P NCO 10993-10—1999

MCO 10993-10:2002 «OueHka GMOMNOrMYECcKOro AencTBUS MEAULMHCKUX 13ae-
nuiA. MicnbiTanus Ha pasgpaxkeHve U 3anosganyto ceepxyyBcTBuTensHoCTbY (IDT)

FOCT P NCO 10993-12—1999

MCO 10993-12:2002 «OueHka OWONMOMMYECKOr0 AEUCTBUA  MeaULIMHCKUX
uagenuii. Yacte 12: Mogrotoeka obpasuos 1 matepuana cpaeHeHus» (IDT)
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Bubnuorpadun

[1] MUCO 10993-2:2006 OueHka BNONOrMHecKoro AecTBUA MeaULMHCKMX uagenuit. Yacte 2: Tpebosanusa k Gnaronony-
HMIO KMBOTHbIX
[2] XKypnan Cataract Refract Surg. 13, 1987, c.297—301, Sliney, D.H. «OueHka BO34eACTBUSA CONMHEUHOro Yd-u3nyyeHus
Ha NOJ»
[3] NCO10339:1997 Ontuka u onTuueckune Npubopsbl. KoHTakTHbIE NMMH3LL. Onpeaenexne cogepxaHna Bogpl B ruapo-
reneBbIX KOHTAKTHbIX NIMH3aX
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