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[lpeaucnoBue

LlennunnpuHumnel ctTaHgapTusauum B Poccumnckon PegepaummyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHin», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUSAY

CBepgeHUA o cTaHgapTe

1 NMOAINrOTOBINEH OTKpbITbIM akunoHepHbIM oblecTBOM « TKC-onTuka» Ha OCHOBE COOCTBEHHOrC
ayTEHTUYHOro NepeBoja ctaHaapTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHnyecknm kommutetom no ctaHgaptTusaumn TK 296 «OnTtuka n ontuveckue npnodopbi»

3 YTBEP)XXAEH VN BBEAEH B JEWCTBUE Mpukasom PenepanbHOro areHTCTBa no TEXHNYECKOMY
perynmpoBaHunio nmeTponorin ot 27 aekadbpsa 2007 r. Ne 504-ct

4 HacTtodawmm ctaHgapT asnseTca MoandpuuUMpoBaHHBIM MO OTHOLLEHUIO K MeXayHapoaHOMY cTaHAapTy
NCO 11979-5:2006 «MmnnaHTaThl opTanbmonorudyeckme. IHTpaokynapHble NMH3bL. HYacTb 5. bBuocoBmecTur-
MoCTb» (ISO 11979-5:2006 «Ophthalmic implants — Intraccular lenses — Part 5: Biocompatibility» ) nytem:

- M3MeHeHUs1 ero CTpyKTypbl. CpaBHEeHMe CTPYKTYPbl HACTOSLWETO CTaHaapTa Co CTPYKTYPOU YKAa3aHHOTO
MeXayHapoaHoro ctaHgapTa npmeegeHo B A0NONHUTENbHOM NMPUoXXeHun H;

- BBedeHua aononHuTenbHbIX cnoB (ppas). [pnatom gononHUTenbHbIE CrioBa (ppashbl), BKITIOYEHHbIE B
TEKCT cTaHaapTa Ang ydeta notpedbHoCcTen HauuoHansHoM akoHoMunkn Poccuimnckon egepaumm n/nm ocoben-
HOCTEeN pOCCUUCKOU HaLUMOHaNbHOW cTaHaapTM3aUnn, BelaerneHbl KYPCUBOM.

[Tpy NnpMMeHeHUN HACTOALLEro ctaHaapTa pekoMeHayeTCs UCMNONb30BaTh BMECTO CChINTOYHBIX MeXayHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLWME UM HaUMOHaNbHble cTaHgapTel Poccunckon @eaepaun, ceeaeHUa o
KOTOPbIX MpUBeAeHbI B CIpaBO4YHOM NMPUNoXXeHunn K

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOpMalUUOHHOM yKa3amerie «HauuoHarnbHbie crmaHOapmbi», a meKkem UMeHeHUU U rorpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPpMaUUOHHbLIX yKazamernsax « HayuoHanbHble cmaHOoapmely. B criydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXXeMeCsYHO u3dagaeMoM UHGopMaUUOHHOM yKazamerne «HayluoHanbHbie cmaHOapmbil»y. Coomeemcecm-
syroujasi UHgbopmMmauus, yeeOoMIIeHUe U meKcmabl pa3Meljaromces makxe 8 UHpopMalylUoHHOU cucmeme obuye-
20 r1o/1b308aHUss — Ha ohuuyuanbHoM caume PedepaiibHo20 azeHmemea o mexHU4eCKoMy peaynupogaHuro
U Memporsio2uu 8 cemu ViHmepHem

© CtaHgaptuHdopm, 2008

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

MMIMNAHTATbI OPTAJIbMOJIIOIMYECKUE UHTPAOKYIIAPHDLIE JIMH3bI
YacTtb 5

buonormyeckass COBMeCTUMOCTDb

Ophthalmic implants. Intraocular lenses.
Part 5. Biocompatibility

NaTta BBeaeHna — 2009—01—01

1 Ob6nacTtb NpUMeHeHus

Hacmosuwuu cmaHOapm pacripocmpaHsaemcs Ha riepeOHeKaMepHbie U 3a0HeKaMepPHbIe UHMPaoKysap-
Hbie NUH3bI (Oanee — VOJ1) HezasucumMo om Mamepuarna, U3 Komopo20 OHU U320mMOo8/1eHbl, Mecma JioKalu3a-
Uuu Ux 8 anasly nayueHma U ux QyHKUUOHalIbHO20 Ha3Ha4dYeHUs (npome3s Xpycmalluka anasa unu J1uH3a,
ripeOHa3Ha4YyeHHas Ol KoppeKyUu aaKkuu U aHomMaruu pegpaxkuyuu).

CmaHOapm ycmaHassnusaem mpebosaHus K oUeHKe buonoaudeckol cosMecmumMocmu Mamepuarnos
o515 uz2omosneHuss N0J1, a makxe MemooOb! QU3UKO-XUMUYECKUX U buonioa2u4decKkux ucrbimaHuu.

2 HopMaTuBHbIE CCbINKN

B HacTodAweM cTaHgapTe UCNONb30BaHbI HOPMAaTUBHBbIE CChINKUA Ha cneayiowme ctaHaapThl:

[OCT PHCO 10993-1—99 U3zoenus meouuuHckue. QueHKa buosioc2u4yeckoao delticmausi MECUUUHCKUX
uszoenuu. Yacme 1. OueHka u uccriedogaHus

[OCT PHUCO 10993-3—99 U3zoenus meouuuHckue. QueHKa buosioc2u4yeckoao oelicmausi MECUUUHCKUX
uzoenuu. HYacmb 3. VlccriedogaHue 2eHOMOKCUYHOCMU, KaHUepo2eHHOCMU U MOKCUYECK020 delicmeus Ha
PEnPOOYKMUBHYH (DYHKUUIO

[OCT PHUCO 10993-5—99 U3zoenus meouuuHckue. QueHKa buosio2u4eckoa2o oelticmausi MECUUUHCKUX
uszoenuu. Yacme 5. ViccrnedogaHue Ha UUMomoKcU4YHoOCMb: Memooki in vitro

[OCT PHUCO 10993-6—99 N3zoenus meouuuHckue. QueHKa buofio2u4deckoao delticmeausi MECUUUHCKUX
uszoenuu. Yacme 6. ViccriedogaHue MeCMHO20 oeucmeusi riocsie uMriaHmauuu

[OCT P CO 10993-10—99 U3zoernus meouuuHckue. OQueHka buornoaudecko20 oeucmausi MeSuUuH-
ckux uzoenuu. Yacme 10. MlccnedogaHue paizopaxaruwea0o U ceHcubunulupyrouweao oelcmeaust

[OCT P CO 10993-12—99 U3zoenus meouuuHckue. OQueHka buornoaudecko2o oeucmaust MeSuUuUH-
ckux uzoenuu. Yacme 12. lNpuzomoesneHue ripob u cmaHOapmHbie obpa3ubi

[OCT P UCO 14971—2006 V3oenus meouyuHckue. lNpumeHeHuUe MeHeOXMeHmMa pucKa K MeOUUUH-
CKUM U30€eNTUSM

[OCT P51892—2002 (MCO 11979-1—99) ImMnnanmamail ogpmanbMorio2udeckue. IHmpaoKynsipHbie
NTUH3bI. Yacmb 1. TepMUHbLI U oripeoefieHUs

FOCT P52036—2003 (MCO 11979-2—99) UmnnaHmamsbsi ogpmarnbmMorioaudeckue. IHmMpaoKynspHbie
NTUH3bI. Yacme 2. Onmuyeckue cgoucmea U Memoohki ucrbkimaHuu

FOCT P52039—2003 (MCO 11979-3—99) UmnnaHmamasi ogpmarnbmMorioaudeckue. IHmMpaoKynspHbie
NTUH3bI. Yacme 3. MexaHu4eckue ceoucmea U MemooOhbi ucfbimaHuu

[TpumedaHwune—Illpu NONb30BAHUM HACTOSALWMM CTAHAAPTOM LenecoobpasHo NPOBEPUTL AENCTBUE CCbINOM-
HbIX CTaHOAPTOB B WHMPOPMAUMOHHOW cucTeme obuero nonb3oBaHUs — Ha oduumanbHom cante PegepanbHOro
areHTcTBa no TEXHUYECKOMY PEryriMpoBaHUIO U METPONOrMu B cetn VIHTepHe T nnn no exxerogHo nagasaemomy nHpopma-
LMOHHOMY YKa3aTtento « HaunoHanbHble CTaHAAPThI», KOTOPbLIW ONYyBNMMKOBAH Mo COCTOSHMIO Ha 1 SIHBaPS TEKYLLEro roaa, u

U3paHune odbmumanbHoe
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N0 COOTBETCTBYIOWUM €XEMECAYHO N3JaBaEMbIM MHPOPMALMOHHBIM yKasatensam, onybriMKOBaHHbIM B TEKYLLLEM roay.
Ecnun ccbinovHbIv cTaHAAPT 3aMeHeH (M3MEeHeH), TO NPY NONb30BaHMU HACTOSALLMM CTAaHAAPTOM cneayeTt PyKOBOACTBO-
BATbCS 3aMEHAWUM (UBMEHEHHbIM) CTaHAapTOM. ECnun cebinovHbIM cTaHAApPT OTMEHEH De3 3aMeHbl, TO MONOXEHNE, B
KOTOPOM JaHa CCbINKa Ha Hero, NPUMEHSIETCSH B YacTU, HE 3aTParMBatoLLLEN 3TY CCbINKY.

3 TepMuHbLI, onpeAaeneHNsa U COKpaLleHUs

3.1 B HacmosuwemMm cmaHoapme rnpumeHeHsl mepmudsl no FOCT P 51892 u cnedyrouwiue mepMUHbI C
coomeemcmeayrouwuMUu orpedeneHUsIMU.

3.1.1 ucnbiTaHUe gerpagauuu matepuana (material degradation test): VicnbimaHue, Komopoe oripe-
oendgem riomeHyuarn oezpadaluu Mamepuana.

3.1.2 pacmeopumensb (solvent): Beuwecmso (xumMukam, HaronHumens, cpeda), Ucrojib3yemMoe Ors
cMadueaHUus, pazbaerieHus, CyCcrieH3uUpo8aHUs, aKecmpazaupog8aHUs Ulu pacmeopeHUs UCbimyeMo20 Mame-
puana.

3.1.3 kOoHMponbHbLIU pacmeop (reference solution): Pacmeopumerb, Komopbitl oueHuU8aemcs 00HO-
8PEMEHHO CO CMOYEHHbIM, pa3basrieHHbIM, CYCNeH3UPO8aHHbLIM, IKCmpaz2upo8aHHbIM UTU pacmeopeHHbIM
ucribimyemMsbiM Mamepuarom.

3.2 B HacmosuwemM cmaHoapme rnpuMeHsaiom creoyrouiue cokpalleHuUs.!

Nd-YAG — annioMo-ummpuessiu 2paHam, akmusupoeaHHbIU HEOOUMOM,

In VivO — 8 eCmeCmeeHHbIX yCIT108USIX;

In vitro — e nabopamopHkIX yCII08USIX,

YO-usny4yeHue — ynbmpaguosiemoegoe UsfyyeHue,

B3XKX — 8bICOKOMONEKYNAPHbIU XXUOKOCMHOU XpoMamozpagh 86ICOK020 0a81eHUs,

[ X — 2a308hbiU XpoMamozapa,

[ X/IMC — 2a308bIU XpoMamomMacc-crieKmpomMemp,

C3M — ckaHupyrowul 3neKmpoHHbIU MUKPOCKOT.

4 OOLwWune TpedoBaHUA K OLLEHKe OMONOrmM4ecKom COBMECTUMOCTM

4.1 OueHKy BMonorm4eckomn COBMECTUMOCTU UCMNLITYEMOro MaTepuana cneagyet HaunHaTth C NepBOHa-
YyanbHOW oUeHKM pucka B cooTBeTcTBUM C T OCT PACO 14971, npoBoas cneagyrolimne 4eUcTBUS:

1) paccMmaTpuBaroT pe3ynbTaTbl PUINKO-XUMUYECKUX UCTIbITAHWUK MO pasgeny o;

2) NPOBOOAT OLEHKY WCNbLITyeMOoro martepuana Ha Ouonornmdeckyrwo OesonacHoctb no [fOCT P
NCO 10993-1 n[1], yuntbiBaga pesynbTaTthl PUINKO-XUMNYECKUX UCMbITAHUA MO pasaeny S.

4.2 OueHka pucka BKoYvaeT B cebsl OLIeHKY NoTeHLUMaNbHOW BO3MOXHOCTU MUSMEHEHWNSI CBOUCTB UCMLITY-
eMOro Mmatepuana, Hanpumep, 3aTeepaeHue, N03TOMY NpU oLLeHKe BMONOrM4eckon COBMECTUMOCTU HEODXo Q-
MO U3YYUTb NPeabiCTOPUIO KMMHUYECKOro UCNONbL30BaHUA MaTepuana n Mmogeneun XXUBOTHBLIX AN UCMbITaHUA
CTOUKOCTU MaTepuana.

4.3 lpunoueHke BUoNorM4eckor COBMECTUMOCT HEODXOANMO TaKkKe NPOBECTU OLLEHKY ODUONOTMYEeCcKoro
aencteBua mMatepmana no FOCT P NCO 10993-3, TOCT P HNCO 10993-5, TOCT P NCO 10993-6,
[OCTPUACO 10993-10 n no pasgenam 5—6 HacTosdLWero craHaapTa.

4.4 Bce nonydeHHble pesynbTaThl oUueHKN no 4.1—4.3 Heobxoanmo obbegNHNTL B ODLLYHO OLEHKY PUC-
kKa/nonb3bl B cooTBeTCTBUN C T OCT PUCO 14971.

5 Onanko-xmmmyeckKkme NCnbiTaHnNA

5.1 O6wue TpeboBaHUA
5.1.1 KPnN3NKO-XUMNYECKUM UCMbITAHNAM OTHOCATCA cneayroLline UCTbITaHUA Ha:
a) NMOJIHYO SKCTPaKLUUIO;
) Bblllenadnsaemblie npoayKThl;
) TMAPONMUTUYECKYO CTOUKOCTD;
) PoTOCTAabUNBHOCTL (CTOUKOCTL K Y®- /BUOANMOMY NINYHEHNIO);
) CTOUKOCTL K Bo3agencTasuto nsnydeHuda Nd-YAG nasepa;
f) oueHKYy HepaCTBOPUMbIX HEOPraHMYeCKUX BELLECTB.
5.1.2 UenamuucneiTaHnnno 5.1.1 asnaworcsa:
a) oripeoderniums Konu4decmaeo HU3KOMOoNeKynapHbix sewecme e MNOJI, criocobHbIX ripu UX akcrinyamayuu
8 2/1a3y 8bI0eIAMbCS 8 CPECY MKaHelU a2na3sa,

b
C
0
e

2



[OCT P 52858—2007

b) onpegenuTb KONUYECTBO NPOAYKTOB ASCTPYKUNN B pe3ynbTaTe rugponumsa;

C) onpeaennTb KONMYECTBO BhiLLenavnBaeMbiX XUMUYECKUX NPOAYKTOB;

d) obnerynTb NpoBeaeHNEe aHanNM3a PUCKOB, Bbl3bIBAE€MbIX TOKCUHYHBIMU MPOoAYKTaMn, KOTOPbIE NOSBIISA-
IOTCS B pe3ynbTaTe U3roTOBMEHUS, MPU UCMOMNb3OBaHUN UW/NNMN CTapeHUU UCNLITYEMOro MaTepuana.

[1TpumedyaHue—IT100 HUSKOMONMEKYNAPHBIMU 8elecmeamu rMoHUMam, 0CMamoyYHbIt MOHOMEP, PasfuyHbie
pPOO0bI 00basoK, LUCoNb3yeMsiX rIipu CUHMe3e MOHOMepa, a makxe 803MOXXHbIe ripuMecu, roraoaruwiue 8 ronumMep rpu Us-
2omoerneruu NOJT u ux yrnakoske.

5.1.3 PesynbTaTthl UcnbliTaHM No 5.1.1 40MKHBI ObITb 3apPErMcTpPUPOBaHbI UCMILITATENSIMU U BKNIOYEHBI B
oueHky puckano FfOCTPHACO 14971.

Ecnunkakoe-nnbo ucnoitaHne no5.1.1 He ObING NpoOBeAeHO, HEObXOANMO NPEeACTaBUTb AOKYMEHTalIbHOE
obocHOBaHMe, NoATBepXAatoLlee pelleHmne UcnblTaTerns 0 HENPOBEAEHUN 3TOMOC UCMLITAHUA.

5.2 UcnbiTaHne Ha NOJNTHYIO 3KCTPaKLUUIO

5.2.1 UcnbiTyembln maTtepmnan O0MKeH ObITb NPOBEPEH HAa 3KCTparmpyemble BellecTBa B YCIOBUSX
MNONMHOW 3KCTPaKUMK No MeToay NPpUNoXxeHus A.

[daHHbIM MeTod CoaepPXUT HECKONMbLKO YCIMOBUN 3KCTPpaKUMK, BKNOYasa cpeldbl, TeMnepaTtypy U 4nmTenb-
HOCTb.

[lonyckaeTcsa UCMoNb3oBaTh anbTepHaTUBHbIE METOAbl UCMbITAHUA NMPU YCINOBUU COBMAageHUA OLEHKA
pe3ynbTaToB.

5.2.2 lNpnuncneiTaHnn Heobxoanmo cobnogaTtb cneayroline yCrnoBus:

a) NMPUYUHBIL, MO KOTOPLIM ObIN BbIOpaH KaXKabl pacTBOPUTENL, AOMKHLI ObITb 0OOCHOBAHBLI 1 AOKYMEH-
TanbHO OPOPMINEHDI;

b) cpeabl AN 3KCTpaKLUWM AOMKHBI ObITb NPpoaHanM3npoBaHbl B KAYECTBEHHOM U KONMMYECTBEHHOM OTHO-
LLIEHWW B KOHLE 3KCTpaKLU M1 Ha BO3IMOXXHBIE SKCTparmpyemole KOMMOHeHTbl MaTepuana. Hanpumep, sarpasH4ato-
LLiMe BellecTBa npoLecca, ocTaTtouHbIe MOHOMEpPLI, A0DaBKN U ApyrMe KOMMOHEHTLI. Y POBEHb 0OHapYKeHUS
dKCTparnpyemsbix BelecTB A0/MKeH ObITb YCTaHOBMNEH Ha OCHOBAHWUW OLEHKU pUCKa CYMMapHOro Bo3aeUCTBUS
Ha nauueHTa 1 AomKeH ObiTb BbIpaXkeH B MK/ MaTepuana;

C) MCMNbITYEMBIN MaTephan HeobXxoanMMo B3BECUTb A0 U Nocne 3KcTpakuun. Jlioboe nameHeHne macchl
OOITKHO ObITb 3aPUKCUPOBAHO.

5.2.3 Pe3ynbmambi UcrbkimaHul O0IMKHbEI bbimb 3apeaucmpupogaHki 014 riocnedyirouiel OUEeHKU pUcKa
Ha nomeHyualibHO 8pe0HbIe 8030elICMeaUs aKkcmpaaupyeMbiX Mamepuaros.

5.3 UcnbiTaHUe Ha BbillenavynBaeMble BelLlecTBa

5.3.1 VcnbiTyeMbln MaTepnan AomKeH ObITb NPOBEPEH Ha BhlLLeNavMBaemMble BELWLECTBA B UMATUPOBAH-
HbIX PU3NONOTMYECKUX YCIOBUAX N0 MeToay NpUnoXxeHus b.

[laHHBLIM MeTo coaepXUT HECKONbKO YCIMOBUN 3KCTPAaKLUWN, BKIIOYasaA cpeabl, Temnepartypy v AnuTernb-
HOCTb.

5.3.2 lNpnucneitTaHUn Heobxoaumo cobnoaaTtb YCnoBust 5.2.2 U TpeboBaHna 5.2.3.

5.4 AcnbiTaHMe Ha rMAPONUTUYECKYIO CTOUKOCTb

5.4.1 UcnbiTaHne Ha rMAPONMUTUYECKYIO CTOMKOCTb HeobXoAUMMO NPOBOAUTL MO MeToay NPUIoXe-
HUA B.

5.4.2 TllpununcnelTaHnm Heodbxoanmo cobnogarts cnegyrowme ycnoBus:

a) OLeHUTb CTOUKOCTb MaTepuana B BoAHOU cpeae NnpuTemnepatype (35+2) °C B TeueHUe NATU NeT UNn
NP NOBLILLEHHOW TeMnepaType B TedeHne UMUTUPOBAHHOIC BpeMeH BO3AEUCTBUSA Takke B TedeHUe NATA
neT;

D) MMUTUPOBaHHOE BPEMS BO3OENCTBUSA HEODXOAUMMO onpeaennTb NyTemM YMHOXEHNUA AENCTBUTENbHO-
ro BpeMeHu nccneagosaHua Ha KoadpdpuuneHT F, paccunTteiBaeMbl No popmyne

F = 2,0(T3_T0)”O, (1)

rae T, — noBbllWeHHasa TemnepaTtypa, °C;
T, — TeMmnepaTtypa BHyTpW rnasa, pasHaa 35 °C;
C) npoaHanu3npoBaTb BO3AESUCTBYIOLLYIO cpeay B KAYeCTBEHHOM U KONMUYECTBEHHOM OTHOLLUEHWUU Ha
Hann4ne XMMmn4eCcKknx BeLLiecTB B KOHLLe neprnoja BO3AEUCTBUS;
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d) npoBecTn nccrnegoBaHUe UCNbITYEMOro Matepmana go U nocne UcnblTaHUs:

- CMOMOLLbBIO CBETOBOIOC MUKpOCKoNa nNpu ysenmndeHnn 10*u BelLLE;

- CNOMOLLBLIO PacTpPOBOro MUKpockona npu yesennieHnn 500* 1 BelLLE.

NcnblTyeMblin MaTepman Heobxoanumo CpaBHUTL C MaTeEpUanoMm, KOTOPbIA He NoABEprancd B034eNCTBUD
BoAHOW cpeabl. [pu cpaBHEHUM BO BHELLHEM BUAE NOBEPXHOCTEN UCTILITYEMOro MaTtepumana He A0TKHO ObITh
Ny3bIPbKOB, AeHAPWUTOB, PA3PbLIBOB U TPELLMNH;

e) 3apernctpupoBaTb KO3 PULMEHTEI CNEKTpanbHOro NPonyckaHns UCnbITyeMoro matepmnana B YO u
BUWOMMOW 0BNacTsaxX cnekTpa Ao U nocne ucnelTaHusa. [NytemM conocTaBneHnUsa CNekTpoB yoeanuTsLCcHa B TOM, UTO
Ko pULMeHT cnekTpanbHOro nponyckaHUa cylecTBeHHO He U3MeHUNncd. B crnydyae MCnonb3oBaHUA Npu
ncneiTaHnn rotoBbiX MOJ1 onpeaennts ontudeckyto cuny NOJT go n nocne ucneitaHms. B cnyyae ncnonb3oBa-
HUA UCXOOQHOro Matepuana HeobxoaumMo onpeaennTb nokasaTtenb npenoMneHmns matepmana. Ontuyeckas
cuna NOJT unu nokasatenb NnpenomMmneHnsa NCXoaHoro Mmatepuana ao 1 nocne UcnblTaHns He JOMMKHbI CyLLec-
TBeHHO pasnumdatbed (£ 0,25 antp — ana NOJ1 c onTtudeckon cunon pasHon 20 AnTp).

5.4.3 Pe3ynbmambl UcribimaHus O0/KHbI bbimb 3apeaucmpuposaHhbi 05151 rnocredyrowel OUeHKU pucka
Ha rnomeHuyuanbHO 8peOHbIe 8030elicmaus U3-3a HecmaburnbHocmu Mamepualra 8 B00HOU cpeole.

5.5 UcnbiTaHne Ha poTOCTAOUNBHOCTDL

5.5.1 UcnbiTaHne Ha poTOCTabUNBLHOCTL NPOBOAAT NO METOAY NPUNOXEHUS T .

5.9.2 [lpn npoBegeHun UcneiTaHnga nepegHekamepHbiX NOJT Ha cTOMKOCTE K YP- 1 BUOAMMOMY U3NyYe-
HAKO HeobxoauMo NOATBEPAUTb, UTO MeXaHUYecKMe CBOUCTBA UCMBLITYEMOro martepuana, NoABeprHyToro
YP-n3nyyeHuo, naeHTUYHbl MexaHM4eCcKMM CBOWUCTBaM He noasepraemMoro YO-nsnyydyeHuo UCnbiTYEMOro
MaTtepuana.

5.5.3 CnekTpanbHble AMana3oHbl UCNbLITYEMOro MaTepuana, noasepraemoro genctemio Y®- msuanmMmoro
N3MYYEHUS, N KOHTPONbHBLIX MaTepUanoB, He NoagBepraemMblX AEUCTBUIO U3NMYHYEHUNA, OOKHBI ObITb NOEHTUY-
HbIMMW.

[TpumevyaHwmns

1 TepegHekamepHble NOJ1, nogBepruyTble N3anyyveHunto, A0MKHbI ObliTb UCMbITAHbI HA MEXaHU4YeCKNne CBONCTBA MO
[OCT P 52039.

2 YcTtaHoBneHo, 4to npu ncneitanmm NOJT genctenio YP-nanyyeHmns gonyctuMsl criegylowme napameTpbl.

a) MHTEHCUBHOCTb nany4venuns YO-A in vivo B ananasone anuvH BornH ot 300 ao 400 Hm npu oceewennn NOJT and-
cby3HbIm ceeToM I, = 0,3 MBT/CcM?.

[TpuHATan B MexgyHapogHomMm macwtabe oueHka NnonHoOM MHTEHCUBHOCTU CONHEYHOIO CBETA COCTaBNSAET cpeaHee
oT 1 kB1/M2= 100 MBT/cMZ B CONHEYHbIX permoHax, Brimskux K aksaTopy. YacTe AMMH BOMNH n3nyyYeHuns 6nmskoro k YO B ana-
nasoHne o1 300 o 400 HM cocTaBnsaeT NpUbNNM3nTenbHO 6,5 % 0T CyMMapHOW MHTEHCUBHOCTN, T.€. OKONO 6,5 MBT/cmZ. MO
NOABEPrarTCHA 4ENCTBUIO CONTHEYHbIX NYYEWN, KOTOPbIE AOCTUraloT y4acTKOB No3aav POroBULbI M BHYTPUITITa3HOW XXUOKOCTW.
B npegenax conHe4YHOro cnekrpa ra 4acTtb uanydeHust, 6nmakoro K Y®-n3nyyeHunto, KoTopasi He NornowaeTcs porosuLen u
BHYTPUITIA3HOW XUOKOCTbIO N KOTOPas MOXET noteHuuansHo paspywutb MOJ1 nocpeactBomMm OTOXMMNYECKON OECTPYK-
Lunn, coctasnsaeT npndnuantensHo oT 40 % o 50 % cymmapHoro YO-A nanydenust. [peanonoxus, 4To poroBuLa U BHYT-
pUrnasHas »xugkocts nornowaioT 50 % Yd-A nanyyenns, NOJT noasepraroTca 4eNCTBUIO n3anyyYeHus B 3,25 mBT/cv? B
ananasoHe ot 300 oo 400 HM NpUV NONMHON UHTEHCUBHOCTU CONHEYHOro ceeta. Cuntaercs, YTO MHTEHCUBHOCTb AN AY3HO
OTPaXXEHHOro CBETA COCTABNAET OAHY AECATYIO BblLLEYKA3aHHOro 3HaveHus. CneaoBartefibHO, MHTEHCUBHOCTb OBNy4YeHuns
MOIJTin vivo coctaBnset npnbnmantensHo 0,3 MBT/cM?:

b) exeagHeBHas NPOAOITIKUTENBHOCTb ODNYyYEHUSA CONTHEYHbIM CBETOM [ COCTaBNSAET 3 u;

C) NPOAOITKUTENBHOCTL BO3AENCTBUA IN vivo T, = 20 nerT;

d) koapPnuneHT nHTEHCUBHOCTU N = 1 (T.€., MAKCUManbHas UHTEHCUBHOCTb, €CIN UMETb B BUAY COJTHEYHbIE pPe-
MOHbI ).

[TpoaomKNTENBHOCTL UCMIbITAHUN IN Vitro T, B AHAX, MOXHO paccunTaTh no hopmyne

_ ] 1
T, =365 T, [12] : (24) , (2)
I t

rae £, — MHTEHCUMBHOCTb UCTOYHMKA M3ny4eHuns in vitro B ananasoHe anuH BonH ot 300 4o 400 Hm [2].
Mpumep — Ecnu I, = 10 MBm/cm®, Ty = 27,4 OHsi.

5.5.4 Peaynbmamei UcrbimaHUusi 00/MKHbI bbimb 3apeaucmpupogaHki 0511 rnocriedyrouiel OUEeHKU pUCKa
Ha rnomeHyuarnbHoO 8pe0HkbIE 8030elICMaBUSs LI3-3a MPOOYKMoe8 oecmpyKuuu, obHapyXeHHbIX NMpu rpoeedeHuUU
UucrbimaHus.
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5.6 UcnbiTaHne Ha Bo3aeucteune nanydeHua Nd-YAG nasepa

5.6.1 UcneiTaHne Ha Bo3genctene nsanydeHmna Nd-YAG nasepa Ha ncnelTyemMmbl matepuan nNnpoBoadaT
MeToa0M Mo npunoxeHuwo .

5.6.2 [lpnBO3OEUCTBUN U3NYyYEeHUA Nasepa He A0JIKHBI BbIAeNATbLCA LUTOTOKCUYeCKne BeLecTBa.

5.7 OLueHKa HepacTBOPUMbIX HEOpraHu4eckux sBeLlecTB

5.7.1 Matepunan ansa usrotosneHnsa MOJT gonkeH ObITb OLUEHEH Ha HaNMU4ne oCcTaToOUHOro coaepKaHus
HepaCTBOPUMLIX HeopraHM4Yecknx BellecTB Ha noBepxHocTU U BHyTpu NOJ1, nosasnarowmxca npu U3rotTosre-
HAW MaTepuana N1 BHeCeHUN TexHonorm4ecknx aobasok. Ecnu octatoyHoe coaepXaHme HepacTBOPUMbBIX
HeopraHnyeckux selwects naeHtTudguumposaHo, NOJT cneayeT oueHMBaTb B OTHOLIEHUM TaKUX OCTaATOYHbIX
BellecTB. MeToabl UCMbITAHUA, UCNOTb3yeMble ANA NPOBeAEHUA TAKOW OLEHKN, AOMKHbI ObITb UASHTUPULNPO-
BaHbl, OLleHEeHbI 1 0DOCHOBaHbI. CrieayeTt NpUMMeHATb MeToabl ¢ npeaenom obHapyxeHusa 0,2 MKr/r (BHYTpWU
NOIT) nnn 10 mkr/r (Ha noBepxHocTn MOJT ¢ pacTBoputenem).

5.7.2 Pe3ynbmambi OUeHKU OOITKHbI bbimb 3apealucmpuposaHhi 051 rnocnedyrouiel OUeHKU pUucKa Ha
riomeHuuaribHO 8peOHbie 8030elicmeuss 0CMamo4YHbIX HepacmeopUMbIX Heopa2aHUYeCcKUX eeulecme Ha
riosepxHocmu u eHympu 1071,

6 bunonormyeckKkue ncnbiTaHnsAa

6.1 O6WwMe NnonoxeHus

6.1.1 OueHka buonormyeckon besonacHoOCTN AoMKHA BbITb NpoBeAeHa B COOTBETCTBUN C TpeboBaHUS-
MU OCTPUCO 10993-1 c y4yeToM pe3ynbTaToB (PUINKO-XUMUYECKNX UCNBbITAHUIN NO pasaeny 5. Heobxogumo
YUUTLIBATL crneayolme 0CHOBHbIE MOMEHTHI:

- BO3deWCTBKE Ha POCT KINETOK 1 paspylLleHne KNeToK;

- T@HOTOKCUYHOCTb;

- MecTHoe gencTBne nocne MMniaHTaunu;

- NoTeHuman ceHcnbunmuaaunn.

6.1.2 EcnuyctaHOBNEHO YTO NPOBOAUTL UCNbITaHWUE Heobxoamnmo, npumensitor FOCT P ACO 10993-3,
[OCTPHCO 10993-6, TOCTP HNCO 10993-10 c AonONMHNTENbHBIMU UCMIbITAHUAMK MO 6.2—6.3 cTaHaapTAa.

6.1.3 loarotoBky obpasua cneayet npoBoanuTb B cootTBeTCcTBUU ¢ TOCT P MCO 10993-12 ¢ ydyeTOM
OONONHUTENbHOro UCNbITAaHWUA No 6.4 HAacTosALWEero ctaHaapTa.

6.1.4 EcnunBepesynbTaTte NpoBedeHUs oLeHKN pucka ngeHTudurumpoBaHa in vivo BO3SMOXHOCTb USMEHe-
HAS CBOMCTBA MaTepuMana noj Bo3aencTBUeM oKpyKatowen cpeabl, HeobXoaMMO NPOBECTU UCMbITAHUE, YTODLI
OLUEHUTb ODpaTHYIO TONEPAHTHOCTL UCNBLITYEMOro MaTepuana M MeCTHOWU TKaHW. [TpUMepoM Takoro UCNbITaHUS
ABMAETCH UCMBITAHNE Ha MeCcTHoe AeUCTBUe MaTepuana nocne nMmnnaHtauum no FfOCT P ACO 10993-6 ¢
OOMONHUTENbHLIMU YCNOBUAMMK NO NMPpUnoXxeHuto E.

[TpunmedaHwune— Tak kak macca NOJ1 0bbivHO cocTaBnsaeT Tonbko OKono 20 Mr, TO UCMbITAHME HA CUCTEMATH-
YECKYHO NN XPOHUYECKYO TOKCUYHOCTb NPOBOAUTL HE TPEDyeTCA.

6.2 UcnbiTaHne Ha reHOTOKCUYHOCTD

6.2.1 VcnbiTaHMe Ha reHOTOKCUYHOCTbL cneayeT NpoBoaAnTb B cooTBeTCTBUN C FTOCT P MCO 10993-3 C
OOMNONMHEHNAMUN, N3NOXEHHBIMW B HACTOALLEM rnoapasgerne.

6.2.2 CneayeTNnpUroTOBUTL ABE OTAENMbHbIE BbITSIKKUA M3 UCMIBITYEMOro MaTepuana c 3keTparmpyoLwmmm
BellecTBaMn: PU3NONOTMYECKUM PacTBOPOM, MaCMAHbIM UMK NONSAPHBIM pacTBoputenem. MacnsHbin Unn
NONSAPHLIA pacTBOPUTENb He A0IMKEH PAacTBOPATL UMK paspyllaTe MaTepuan.

6.2.3 BbITSXKY cnegyeT NpUroToBUTb NepemelunBaHnem 1 r matepuana Ha 10 Mn skCTparmMpyroLwero
BellecTBa nputeMnepatype (37 £2) °C B TedeHUe (/2 +2) u.

6.3 UcnbiTaHUe Ha ceHCUOUNN3auuro

6.3.1 NcnbitTaHne Ha ceHcUbunusaumwo OO/BKHO OblTb  MNPOBeAeHO B COOTBETCTBUU  C
[OCT PUCO 10993-10 ¢ pononHeHUsIMIn, NU3NoXeHHbIMU B HACTOSILLEM noapasaene.

6.3.2 OnanpoBeaeHNs UCMIbITAHUS MOXHO MCNOMNb30BaTh NMOO MeTo4 MaKCUManNbHOrO CEHCUDOUNNINPY-
loLLlero Bo3aencTBus, NMdo MeCcTHYo Npoby numMmdaTnyeckoro ysna.

6.3.3 BbITSXKKY U3 UCTIBITYEMOIO MaTepmnana roToBAT ¢ 400aBNEHNEM 3KCTParMpyrowmx pacTBopuUTenen,
OQHUM U3 KOTOPLIX ABNAETCA (PUINONOTMYECKUN PACTBOR, a APYrMM — MacnaHbIM MU NONAPHBIA PacTBOPU-

5



[OCT P 52858—2007

Tenb. MacnaHbIn N NONAPHBIXA PACTBOPUTENL HEe A0IKEH PaCTBOPATbL UMK paspyLllaTh UCNbITYEMBIN MaTep K-
an. PactBopuTtenb He A0MKEH UMETb pasapaxarLWwero nnm ceHcndunmusnpyowero A4eUcTeus.

6.4 UcnbiTaHMe UMNNaHTaLuen BHYTPb rnasa

6.4.1 VcnelTaHne numnnaHTaunen BHYTPb rnasa gofmkHo NpoBOAUTLCA B TOM clydae, ecniiy U3roToBuUTe-
NS HET AOKYMEHTaNnbHOro NOATBEPKAEHUSA 0 De30NacHOCTM MaTepuana Bo BHYTpUrnasHom cpeae.

6.4.2 VcnblTaHne cneayet npoBoAnTb B coOTBETCTBUNCT OCTPUCO 10993-6 ¢ A4ONONHEHUAMUN MO NMPKr-
NoXXeHunwo K.

6.4.3 EcnnyctaHOBNEHO, YTO NPOBOAUTL 3TO UCMLITAHNE HECDA3aTEeNbHO, OLUEHKa pUCKa A0IKHA coaep-
XXaTb 0OOCHOBAHHYIO rapaHTUIO B TOM, YTO PUCKW, BO3HUKAIOLLME B pe3ynbTaTe HOBOIO NCMNOMb30BaAHUS MaTEPU-
ana, cduTaloTca NnpueMneMbelM Ha OCHOBaHUU MHGOPpMaLUMK O npedblayLlem KNMHUYeCckoM UCMONb30BaHUN
/NN Ha OCHOBAHUKU APYIrMX UCTOUYHUKOB AaHHbIX.
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[MpnnoxeHwne A
(obsizaTenbHOE)

MeTopa UcnbITaHUA Ha NOJTHYIO IKCTPaKUUIo

A.1 Obwme nonoxeHus

A.1.1 Uenbio gaHHOro ncnelTaHns sIBNSIETCs 0bHapyXXeHne N KONUMYeCcTBEHHOE onpeaeneHne aobaBok u gpyrnx
BbilLEelavynBaEMbIX BELWLECTB, 3KCTPArnpyemMblX U3 UCMbITYEMOIro Matepuarna B YCNOBUSAX MOJNTHON 3KCTPaKUUN.

A.1.2 llpnuncneliTaHnm cnegyet NPUMEHATb aHaNIMTUYECKNE METOAbI, UCMOMb30BaAHNE KOTOPLIX ONpaBaaHO C TOYKW
3pEHNS XopoLwen 060CHOBAHHOCTU M 06NnaaaleWmx 4OCTAaTOMHON YYBCTBUTENBHOCTBIO AN 0OHAPYKXEeHUS 3HAYNUTENbHbIX
KOHUEHTpauunn.

A.1.3 B npnBegeHHOM MeTOaE IKCTPAKUMU NPUMEHAIOT annapart CokcnerTa.

A.1.4 Tlpwn BbIbOpe pacTBOpUTENS 0CcOBOE BHUMAHUE cregyeT yaenntb CnocobHOCTM pacTBOPUTENS Bbl3bIBATb
HabyxaHne matepuana, 4YTobbl BbINONHUTE 3KCTPaKUUio 6e3 paspyweHus normmMmepHOn CTPYKTYpPbl nnn 6e3 pacTBOPEHUS
MaTepuana, a Takxke pacTBOPUMOCTU NOTEHUMANBHOIO OCTATOMHOIO coagepXaHusi MOHOMEPOB B pacTBoputene, 4YTobbl
OOCTUIHYTb MONMHON 9KCTPaKUmn.

A.1.5 HOnsa skcTtpakuymu criegyet ncnonb3oBaTtb BOAHLIM PACTBOP UMW OPraHnYecKkun pacteopurtens. ns akcTpak-
LMK HEKOTOPBLIX Marepunanos, Hanpumep, rmgporenessix NOJ1, moryt notpeboBaTbCHa M BOAHASA 3KCTPAKLKWSA, U SKCTPaKUUS
OpPraHU4YeCKUM PacTBOPUTENEM, YTODLI 0DeCnNeunTb 3IKCTPaKUMo rmapopunbHsiXx (conen) n rmgpodhobHbIX (MOHOMEPOB,
YO®- nornotmtenen n 1.4.) KOMNOHEHTOB.

A.1.6 Marepuan, akctparnpyemoin n3 NQOJ1, ponxeH 6biTb nccnegosan ¢ nomowbto [X, cnekrpootomeTpa u
B3O2XKX, 4Tobbl nageHTUMOUMUMPOBATL OCTATOYHOE coaepXaHne MOHOMEPOB, BELLLECTB, Bbi3bIBAOLWKMX 0Opa3oBaHne MEXMO-
NEKYNAPHbIX CBA3EN, KAaTanmn3aTopoB U T.4., UCNONb3yEMbIX B NPOLECCE N3O TOBITEHUS.

MeToa MOXHO NCNONb30BaTh, KOrga pacTBOPUTENDb Bbl3biBAET HAbyxXxaHne matepuana, goctartouHoe, YToObl rapaH-
TUPOBAaTb NOJHYIO 3KCTPaKUMUIO.

A.2 TpeboBaHMA KMCMNbITyeMbIM Obpa3uam

A.2.1 Bec crepunbHbix rotoBbix NOJT gonxeH bbiTb HE meHee 200 mr.

A.3 TpeboBaHMA K BCcnomMmoraTesrnbHbIM 3fieMeHTaM (peakTnBam)

A.3.1 Bopaa, anctmnnmnpoBaHHas unm 4eNOHU3NPOBAHHAS.

A.3.2 OpraHn4veckmm pactBopuTenb, aHANUTUYECKON YUCTOTbI Unn bonee YncTbIn.

A.3.3 HarpeBartenbHble KAMHW UKW TPaHyINbl, NPpegoTBpallalome NynbCUpyouLee KUNneHmne.

A.3.4 AKTUBHbIV AECUKAHT (BNaronornoTuTenb).

A.4 TpeboBaHMA KcpeacTBamMm NCNbITAHUA

A.4.1 JkcTpakunoHHbIM annapat Cokcrnerta, COCTOSAWMN N3 KOHAEHCOPA, KONObI C KPYrnbiM AHOM U HarpeBaTelb-
HOM 0B0NOYKON CO CTEKNAHHBIMW KOMMOHEHTaAMMW, N3roTOBMEHHBIMU U3 CTAHAAPTHOIro 60POCUNUKATHOIO NadbopaTopHOro
CTeKna.

A.4.2 DKCTPaAKUMOHHbLIN NATPOH C NPOBKOW M3 CTEKNOBATHI UMW APYIMM 3aNOpPHbIM 3MTEMEHTOM. SKCTPAKLUMOHHbLIN
NaTPOH MOXET ObITb U3rOTOBNEH N3 NEPHOPUPOBAHHON HEPXKABEIOLWLEN CTann, CNeYeHHOro cTekna u T.0.

A.4.3 BakyymHasa neyb nnu apyrov CylwmnnbHbIN annapar.

A.4.4 AHanUTUYECKUE Becbl, ¢ TOYHOCTLIO A0 0,1 Mr n/unv BolLWeE.

A.4.5 BIXX.

A4d.6 [ X

Ad.7 T X/MC.

A.4.8 PoTtopHbin ncnaputens.

A.4.9 [lpueegeHHble No A.4.2—A.4.8 cpeacTBa NCNbITAHNUA SBNAIOTCHA peKOMeHagyemMbiMn. [lonyckaeTcs npume-
HATb APyrne cpeacTBa UCnbITaHUA.

[TpumedaHwue—lIpu ucnons3aosaHuu nemyyez0 UMuU 20pOYe20 pacmaeopumerns cpedcmea ucrbimaHUs crie-
dyem ycmaHo8UMb 8 8bIMAXHOU wWKad.

A.5 MNMopapok npoBeaeHNA NCNbITAHUA

A.5.1 CywatNOJ1 gonony4eHnsa nOCTOSAHHOW MacChl B CYLUMNbHOM annaparte npu remnepartype (60 £ 5) °C. Oxnax-
nattT NOJ1 go komHaTHOM TeMnepaTypsbl B CyLWWMNbHOM annapare nepeg e3pewmnsaHnem. Ecnm MOJT rurpockonnyHel, nepe-
KInagbiBaloT X N3 CYLLUIBbHOIO annapara B akTUBHbIVN AECUKAHT U OXINa)gatoT.

A.5.2 BaeewwusatoTt BbicyweHHble NOJ1 ¢ TouHocTeio 4o 0,1 wr.

A.5.3 lNMomewatoT MOJ1 B 3KCTPaAKUMOHHbLIVM NATPOH, HAarpeBaTenbHbIE KAMHN — B KONOy annapara, ecnv Heobxoau-
MO, N BNMMBAIOT B KONOY COOTBETCTBYO WMWK pacTBoputenb Ao 70 % ee obbema.

A.5.4 YcTtaHaBnmBaloT 3KCTPAKLUMOHHBIM NATPOH B annapat CokcneTta n MOHTUPYIOT Konby, annapat Cokcnerta u
KoHAeHcop. CTaBAaAT KONOY B HAarpeBaTenbHY0 0DONMOUYKY.
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A.5.5 B TeveHne yaca 4—56 pas HaNnonNHAT pacTBOPUTENEM, CITMBAIOT PACTBOPUTEND U3 NATPOHA N NPOBOOAT 3KC-
Tpakyuto MOJ1 B TeveHne YeTbIpex Hacos.

A.5.6 Obopa4vmBaloT SKCTPAKUMOHHBIWM annapart Ponbron, YTobbl NONY4NUTb XENAEMYKO CKOPOCTb SKCTPaKUMN Npu
NCMONb30BaHUN TAKUX PACTBOPUTENEN, KAk BoAA.

A.5.7 [aioTt pacTtBopuTernto OCTbiTh 40 KOMHATHOW TEMMEPAaTYpPbI.

A.6 [lpaBvnaaHanu3a ucnoiTyemMmbiX 00pa3uoB

A.6.1 BbiHumatotT MOJ1 n3 skcTpakyMoHHOro naTtpoHa.

A.6.2 Cywart NOJ1 go nonyveHns NOCTOAHHON Mmaccbl no A.5.1.

A.6.3 Onpegenstot obwyo maccy NOJT nocne akCTpakuum n BbIYUCTIAKOT U3BMEHEHNE MACCHI.

A.6.4 B cnyvae, ecnn NOJ1 nocTtaBnaloT Ha PbIHOK B rMapaTUPOBaHHOM COCTOSIHUN, CriegyeT CKOpPpPEeKTUpoOBaTh
coaepXaHne conu B rmapaTtupyowen cpeae nytem gobasneHus conm B 3KCTparmpyemMsin matepuarn.

[TpnHaTO rMapaTnpoBaTh U NoCcTaBNATL rmaporenesslie NOJ1 B pacTBope, coaepalem HeopraHnyeckmue conu. Yto-
Dbl TOYHO onpeaennTb AEUCTBUE COAEPKAHUA COMU HA BbIYUCNIAEMbIE Pe3yrnbTaTbl, HEOBX0AUMO 3HATbL UNTU N3MEPUTDL
coaepxanune Bogbl B NOJ1 B cootBeTcTBUM C [3]. NOJ1 MOXHO NpuBECTN B paBHOBECUE MPU ABYX UBMEHEHUSAX COAEPKAHUSA
BOAbl B TeYeHue 24 4 npmn KOMHaATHOW TEMMepaType nepea npoBeaeHnem UCrbITaHusS.

A.7 lpaBuna aHanun3a BbITAXeK

A.7.1 YpansawTcpeny ansakeTpakumm ns annapara Cokcneran garoT NPUNTN B paBHOBECUE NPU KOMHATHON TEMIE-
paType.

A.7.2 KOHUEHTPUPYIOT BbITSXKKY 40 10 mn nocpeacTBoOM pOTOPHOIo ncnapuTens.

A.7.3 [lpoBoasiT KAYEeCTBEHHbLIN U KONUYECTBEHHbLIN aHaNN3bl BblLLEeNavynBaemMbiX BELWLECTB, TAKUX KaK YP-nornotm-
Tenu, 4obaBkn, NPOAYKTLI AECTPYKLUUU N APpYTrne NpumMmecu, obpasyiowmecs npm narotoBneHnm ¢ npumeHenmnem BOXKX, X,
[ X/MC.

A.7.4 [lpoBoasAT KAYECTBEHHbLIN U KONTMYECTBEHHbBIM aHann3bl PaCTBOPUTESIEN, KOTOPbIE MPOLUIY TY Xe npoueaypy
3KCTparnpoBaHus.

A.7.5 CpaBHUBaIOT pe3ynbTaTbl KAYECTBEHHOIO N KONTMYECTBEHHOIO aHaNnn30B BbITSXXEK UCMbITYEMOro Matepuarna
C BbITSDKKAMW pacTBOPUTENSA U AOKYMEHTUPYIOT MONyYeHHble JaHHbIe B KOHTEKCTE BO3MOXHbIX U3BMEHEHUN MaTepuana.

A.8 lpaBunaodopmneHnsa pe3ynbTaTOB UCNbITAHUA

A.8.1 OT4yeT 06 ncnbiTaHMKM AOITKEH COAEPKATb CNeayoLWyo MHpopmMauyuto:

- BCE AlaHHble Heobxoanmble Ans naeHTnuKaumm NCrnolTyemoro obpasua;

- CCbIJIKY HA HACTOALWNN CTaHOAapT,;

- cpeay ans aKkcTpakumm,

- pe3ynbTaTtbl UCMNbITAHUSA,

- NtoOble OTKNOHEHUS OT NPUBEAEHHOIO METOAA;

- HeOobblvHbIE NPU3HaKKM (aHOManum), Habnwgaemble BO BPEMSA NPOBEAEHUSA UCTbITAHUS;

- JaTy 3KCTparpoBaHusa n gaTty npoBeaeHns aHanmsoeno A.onA.7.
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[MpunoxeHve b
(obsizaTenbHOE)

MeToa ucnbiTaHUA Ha BblllenavnBaeMble BellecTBa

.1 Obwme nonoxeHuA

b.1.1 WcneitTaHne npegHasHaveHo ans onpegeneHuns KormdecTBa akcTparmpyemMmsix npumMecen n apyrmx Boillerna-
YyMBaeMbIX NPoAYyKTOB N3 matepunana gns MOJ1 B duanonornyecknx ycrioBusx.

E.1.2 Cneayet BbIbpaTh aHANUTUYECKNE METOAbI, NCNOMb30BaAHUE KOTOPLIX ONPaBgaHO C TOYKU 3PEHUSA XOPOLLEN
0DOCHOBAHHOCTU NPOBEPKN U AOCTATOYHOWN YYBCTBUTENBHOCTY AN OOHAPYXEHUS 3HAYUMbIX KOHUEHTPALWIA.

b.2 TpeboBaHMA K ncnbITyeMbiM OOpa3suam

6.2.1 UcnoneayoT ctepunbHble rotoBble WO nnu matepmnan tunndHoro obpasua Becom He bonee 4.

b.3 TpeboBaHMA KKOHTPONIbHOMY MaTepuany

b.3.1 OnsanpoBegeHusa CpaBHEHUSA C IKCTPaAKTAMU UCTbITYEMOIo Matepuarna ncrnosib3yoT PaCTBOPUTESb, KOTOPbIW
npowen npoueaypbl akcTpakuymm no b.5.1.

B.4 TpeboBaHuA KcpeacTBamM UCNbITAHUA

b.4.1 CreknsaHHbie Npobunpku rmgponutunyeckoro knacca 1 B coorsetrctBum cOCT P NCO 10993.12.

E.4.2 JlabopaTtopHas cTeknonocyaa.

b.4.3 lnpuubil.

b.4.4 AHannTn4eckune BecCHhI.

b.4.5 Wewnkep.

b.4.6 TepmocTar.

b.4.7 Uentpudyra.

6.4.8 B3OXX.

6.4.9 TX.

6.4.10 Y®-cnektopoTOMETP, CNEKTPOPOTOMETP BUANMOIO N3NYHEHUS.

b.4.11 llpvBegeHHbIN NepeveHb CPeacTB UCMbITAHUN ABMSAETCHA pekoMmeHayembiM. lonyckaeTcs ncnonb3oBaTth
Opyrve cpeacrtea UCnbiTaHUA.

5.5 lNopaanok npoBeaeHMA NCNbITAHUA

b.5.1 lNMpaBuna npouenypbl IKCTPaAKUMMN

£.5.1.1 Buibupatot aBe pasnuyHbie cpedbl AN 9KCTPaKumMu: 0gHy — BOAHYIO, APYIyio — 13 0neounbHOro pac-
TBOPUTENSA, NOAXOAALWErO AN NCNbITYEMOro matepuana.

£.5.1.2 PasgensioTt ncnbiTyeMmbli MaTepmuan Ha ABe paBHble YacTun Ansa obpaboTkn B TepmMmocTaTe B AABYX cpeaax.
OnpegensaT Maccy KaXXgom 4acTu.

£.5.1.3 lNomewanT ncnbiTyemMbl MaTepuarn B CTEKNSAHHbIE NPOBUPKU, B KOTOPbIX COAEPXKaTCs cpeabl AN 3KCTPaK-
Lumm B cooTHowernnmn 10 r ncneityemoro marepuana Ha 100 mn cpegbl. lcnonbayloT no gBe Nnpobupku Ans Kaxgowu cpeasbl.

BeTpsaxuBatoT npobupkun, ydoexaarTesi, YTO BCE NOBEPXHOCTU UCMbITYEMOIo MaTepuarna roToBbl K 3KCTPaKUUM B TEHEHUE
BCEro nepnoga BpeMeHM.

£.5.1.4 3KcTparvpyloT UCNbITYEMbBIM MaTeEpuan B Tepmoctarte npu temnepartype (35 + 2) °C B tevenHme (72 + 1) .

B.5.2 [NpaBuna aHanun3a 3KCTPaKTOB

£.5.2.1 BblHMMaOT NPpobUPKM N3 TepmMmocTaTa n oCTaBnsoT NPU KOMHaATHOW TemnepaTtype Ha (2,00 £ 0,25) 4. BbiHK-
MaloT UCNbITYEMbIN MaTepman na Nnpobupok n nposogsaT aHanuino b.5.3.

b.5.2.2 [lpoBoAsAT KA4eCTBEHHbLIN U KONMUYECTBEHHBLIN aHANN3bl HA HANNYWE BbllLenavYmBaeMblIX BELWECTB, TAKUX KaK
YO-nornoturtenu, NpuMecn n NpoayKTel pacnaga ¢ npumeHeHnem annapartypol no A.4.7 n/innn b.4.8, b.4.9.

£.5.2.3 AHanu3npyroT 3KCTPAaKTbl OTAENBHO B KAXXO0W Npobupke.

6.5.2.4 [lpoBogaT COOTBETCTBYHOWMNE KAYECTBEHHbIN N KOJIMYECTBEHHbBIM aHanu3bl Ha PacTBOPUTENSAX, KOTOPbIE
NOABEPITINCB TOW e onepauunn.

6.5.2.5 CpaBHuBaloT pe3yrbraTbhl KAYECTBEHHOMO U KONMNYECTBEHHOIO aHAaNM30B 3KCTPAaKTOB UCMbITYEMOIro MmaTe-
pruana c 3KCTpakramu pacTtBOpPUTENA U AOKYMEHTUPYIOT MONMyYeHHbIEe AaHHbIE B KOHTEKCTE BO3MOXHOIO NU3AMEHEHUA MaTe-
puana.

b.5.3 lNpaBnna aHann3a ucnbITyeMoro matepuvana

6.5.3.1 bepyT npon3BonbHO NATL PParMeHTOB UCMbITYEMOIo MatTepuarna ua Kaxaoro yCrioBus 3KCTpakuum n onpe-
OENAT NX cnekrpanbHbin Ko prnumeHT nponyckanna no f OCT P 52038.

6.5.3.2 CpaBHuBalOT crnekTpanbHbIN KOIMDOUUNEHT NPONYCKAaHUA IKCTParmMpoBaHHOro Martepuarna co crnekrpanb-
HbIM KO3(PPULUNEHTOM HEIKCTPArMpoOBaHHOIo Mmateprana v permcTpupyroT U3MEHEHUS.
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b.6 lpaBnnaodropMmneHna pe3ynbTaToB UCMNbITAHWUSA

£.6.1 OT4yeT 00 ncnbiTaHMKM AONMKEH COAEPXKATb CNEAYIOLWYI0 MHPOPMAaLWIO:
- BC€ AaHHble, Heobxognmble AnNs naeHTMPUKaUMmM NCnblTyemoro obpasuya;
- CCbIJIKY HA HACTOSAWMN CTaHOApPT;

- cpeay Ans aKCTpakumnu,

- pe3ynbTaTbl UCMNbITAHUSA,

- Ntobble OTKITOHEHUS OT NPUBEAEHHOIo MeTo4a UCMbITAHUN;
- HeoOblYHblE NPU3HaKM (aHOManuu), HabnwagaemMbie BO BpEMS NPOBEAEHUS UCMbI TAHUS;

- AaTy no npoBeaeHnto npoueaypbl akcTpakumm n gatel aHann3os no b.5.2un b.5.3.
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[MpunoxeHve B
(obsizaTenbHOE)

MeToa UCNbITaHUA Ha TMAPONTUTUYECKYIO CTOMKOCTb

B.1 Obwme nonoxeHwunA

B.1.1 HaHHoe ncnbiTaHne npegHasHavyeHo ang onpegenenHnsa ctomkoctn martepuana MOJ1 B BogHoM cpene nytem
ODHapYXEHUS U oNpeaeneHns KONMYeCcTBa BO3MOXHbIX MPOAYKTOB AECTPYKLUMN, BOSHMUKAOLWMX NPU TMAPONN3E, U U3MEHE-
HUN PU3NYECKOTO BHELWHENO BUAA, ONTUYECKUX CBOUCTB U XpomaTorpahnyecknx XxapakTepucTuK.

B.1.2 Cneayet BbIbupaTtb aHanMTU4eCcKne Metobl, UCNONMb30BAHUE KOTOPLIX ONPaBAaHO C TOYKU 3PEHUSA XOPOLLEN
0DOOCHOBAHHOCTU U AOCTATOYHOWN YYBCTBUTENBHOCTU ANS ODHAPYXEeHUS 3HAYUMBbIX KOHLEHTPaLWM.

B.2 TpeboBaHMA K NCNbITyeMbIM 0bpasuam

B.2.1 UcnonbayoTt ctepunbHbie rotoble NOJT nnn matepunan tunnyHoro obpasua. Tpebyetcs He meHee 15 hpar-
MEHTOB UCMbITYEMOro Mmartepuana ansi Kaxaom komobumHauum remnepaTtypbl U 4NMNTENBHOCTU TMAPONN3A.

B.3 TpeboBaHWA KKOHTPOJNIbHOMY MaTepuany

B.3.1 3arotoBku pacTtBOpUTENA, KOTOPbIE MPOLLNN IKCTPaKUMio no B.5.1, NCNONb3ylOT B KAYECTBE KOHTPOJIbHOIO
MmaTepuana npu cpaBHEHUN C pacTBOPUTENEM, NCMOSNTb3YEMbIM NPU UCTILITAHUMN.

B.4 TpeboBaHuA KcpeacTtBam UCNbITAHUA

B.4.1 'maponusnas cpega s tepmocTaTte (BOAHbIM PACTBOPUTEND).

B.4.2 CreknsHHble Nnpobupku rmaponutnyeckoro knacca 1 s coorsetcteumn ¢ OCT P UACO 10993.12.

B.4.3 JlabopaTtopHas cTeknsHHas nocyaa.

B.4.4 Wnpwuubl.

B.4.5 AHanuntun4yeckmne BeChI.

B.4.6 Wenkep.

B.4.7 TepmocTar.

B.4.8 LleHTpnopyra.

B.4.9 B3XX.

B.4.10 [ X.

B.4.11 CnektpogoTtomeTp Ans YP-nany4veHnsa n BULGUMOro nany4eHus.

B.4.12 Ontn4ecknm mMmnKpoCKor.

B.4.13 CkaHWpyOLWKWN 3NEKTPOHHBIN MUKPOCKon (C3M).

B.4.14 [lpvBeaeHHbIN NepeYvYeHb CPeacTB UCMbITaHUSA ABMNAETCHA pekoMmeHayembiM. lonyckaeTcs Mcnonb3oBaTh
Opyrve cpeacrtea UcnbiTaHuA.

B.5 lNopagok npoBeaeHnsa ncnbiTaHUA

B.5.1 lNpaBuna npouenypbl IKCTPaAKUMNMA

B.5.1.1 lomewanT ncnbliTyembln matepuan B CTEKINSAHHbIE NPOBUPKN, B KOTOPLIX COAEPXKUTCH BOAHAs cpeaa B
cooTHoweHmn 10 rucneityemoro matepmnana Ha 100 mn cpeas!.

B.5.1.2 Breibepxugarom 8 mepmocmame rpu memMrepamype, rnodxodgauiell 0na ucrnbimyemoz0 Mamepuarna,
Harpumep: (37+2) "Cu(50+ 2)°C.

B.5.1.3 Ucrnions3yrom rio 08e rnpobupku 0na kaxxoou koMbuHauuu memrepamypbsi U OnumernsHOCMuU UcrbimaHus,
Hanpumep: (30 + 2) OHeld u (90 £ 2) OHed.

B.5.1.4 Bcmpsaxusarom ripobupku, ybexoarmcs, 4mao 8ce rogepxHocmu Uucribimyemoz0 Mmamepuarna 0ocmyriHbl K
IKCMpaxkyuu 8 meyeHue 8cea0 riepuoda ucribimaHus.

B.5.2 NpaBuna aHanu3a pacTtBOpUTensd Nocrie 3KCTPaKkunmn B TepMocTaTe

B.5.2.1 YgansawT npobupkn na Tepmoctarta n oCTaBnaloT Npu KOMHATHOM TemMnepatype Ha (2,00 £ 0,25) v.

B.5.2.2 BblHUMaIOT nCnbITyeMbIN MaTepuan na pacTtBopuTerns u nccnegytot ero no B.5.3.

B.5.2.3 [lpoBoasaT KA4eCTBEHHbLIN N KONTMYECTBEHHbBIN aHaNN3bl NMOBEPXHOCTHOMO CNOSA PACTBOPUTENSA CNPUMEHEHN-
em cpeactB ucnbiTaHnm BOXKX, [ X nnm COM, ycTaHOBIMEHHbIX B Nf1aHE NUCMNbITaHWUS.

B.5.2.4 BepxHun crion pactBopuTens cnegyeTt aHanuanpoBaTtb OTAENBHO N3 KXXA0N NPOBUpKw.

B.5.2.5 [lpoBogAaT COOTBETCTBYIOWME KAYECTBEHHbBIN U KONTMYECTBEHHbLIM aHaNM3bl HA HANM4Yne KOHTPOIbHbIX pac-
TBOPUTENEN, KOTOPbLIE NOABEPIIINCE TOWU Xe Npoueaype BblAePXUBAHUA B TEPMOCTATE.

B.5.2.6 CpaBHuBalOT pe3ynbTaTbl KAYECTBEHHOIO N KONTMYECTBEHHOIO aHanu3a cpeabl B TepMocTaTte cpesynbrara-
MW KQY€CTBEHHOIO N KONMMYECTBEHHOIO aHanuaa pacTtBOpuUTENA N QOKYMEHTUPYIOT NONYyYEHHbIE AAHHbIE B KOHTEKCTE BO3-
MOXHbIX UBMEHEHUN MaTepuana.

[TpunmeyaHwune— Ecnu skcTpakumnio NpoBOAAT NPU NOBbILLEHHOW TEMNEPATYPE, HEODX0ANMMO caenaTb aHanms,
YTOObI OUEHNTL AENCTBUE, OKA3bIBAEMOE TEMIMEPATYPON.

B.5.3 lNpaBuna aHann3a ncnbeiTyemMoro matepuana
B.5.3.1 llocne BblaepXMBaHus B TEPMOCTATE NPOMbIBAIOT N 0OCYLLIMBAIOT UCTMbITYEMbBIN MaTepuarnl.
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B.5.3.2 bepyT npon3BonbHO NATbL PparMeHTOB UCMbITYEMOro Martepuarna na Ka)xaoro yCcrioBus 3KCTpakunum n onpe-
OEeNnAT X cnekrtpanbHbiv KO3 duumeHT nponyckanmna no f OCT P 520386. CpaBHMBAKOT CNEKTPbI NMPONYyCKaHUA UCTbITye-
MbIX MaTEPUarnoB CO CMEKTPaMM NPONYCKaHNS KOHTPONbHbBIX 00pa3LoB U PETMCTPUPYIOT U3MEHEHUS.

B.5.3.3 bepytnpounssonsHo NOJTnonpeaensawTontndeckyto cunynol OCT P 52038. Ecnn ncnonb3yoTt s UCb-
TaHUs maTepuan TMNoBoro obpasua, cnegyert onpeaenuTe NokasaTternb NPenoMneHns Ha Nt obpasyax ¢ NPUMEHEHNEM
oueHo4Horo metoga. CpaBHMBAalOT ONMTUYECKYIO CUIY UK MOoKa3aTernb MPenoMIeHNA UCMbITYEMOro Mmatepmnana ¢ ontn4ec-
KOW CUITOW NN NMoKasaTernem NPerioMneHns KOHTPONbHOToO matepuana n permcTpupyoT USMEHEHMUS.

B.5.3.4 OcmaTtpuBatot n poTorpatupyoT UCNbITYEMbIN M KOHTPOSbHbBIM MaTepuarsb! C NOMO Wb ONTUYECKOIO MUK-
pockona ¢ yeenndeHnem 10% a 3atem C NOMOLLbIO PACTPOBOroO 3NeKTPOHHOIro MUKpockona ¢ ysenundenmnem 500% Ecnu
HEODBX0AMMO, BbICYLLMBAIOT UCMBITYEMbBIM MaTepuan nepeg nposegeHmnem potorpacdumn, YtTobbl NPOBECTU CPABHEHNE C
KOHTPOITbHBIM MaTEpPUanom.

B.5.3.5 CpasHuBatloT pesynbraTbl HAbNogeHnsa n gotorpapum NCnbiTyeMoro n KOHTPONbHOIO MaTepuarnos, YTobbl
0BHaAPYXXNTb KAaKNe-nnbo NAMeHEHU BHELLHErO BUAA, HANpUMepP, Ny3blpu, CKOMMbl, CKNaAKN U TPELLWHbI.

[TpumeyaHwune—Ecnn akCcTpakymio NPoOBOAAT MPU NOBbILLEHHOW TeMnepaTtype, Heobxoanmo NPOBECTU aHa-
N3, YTOObI OLEHUTb AEUCTBUE, OKA3bIBAEMOE TEMNEPATYPON.

B.6 lNpaBunnaodopmneHnsa pe3ynbTaToB UCMNbITAHUSA

B.6.1 OT14yeT 06 ncnblTaHMM AOIXKEH CoAepKaTb CNeayoWyo MHPOpMauunto:

- JaHHble, HeobxoanMble ANs naeHTUUKaLmMm NcrnblTyemoro obpasua;

- CCbIJIKY HA HACTOALWNN CTaHOapT,;

- TemneparTtypy v AnuTenbHOCTb TMaponmn3aa;

- pe3ynbTaThl UCMbITAHUA, BKINOYas pe3ynbTaThl OTAENbHbIX ONpeaeneHnn n nX cpeacTaea, eCriv OHU NPOBOAUINCH;
- NoOble OTKMOHEHUS OT NPUBEAEHHOIO METOAA NCMNbITAHWUS;

- HeOobblYHbIE NPU3HaKK (aHOManun), Habnwgaemsole BO BPEMSA NPOBEAEHUS UCTbITAHUS;

- JaTty BO34encTBUS rmaposIM3HON cpeaou n gaTty npoeegeHus aHanmsoe no B.5.2, B.5.3.
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MpunoxeHnvnel
(obsizaTenbHOE)

MeToa ncnbiTaHuAa Ha boTOoCTabUNBLHOCTL

.1 O0wme nonoxeHuns

[.1.1 [JaHHoe ncnbiTaHne npegHasHaveHo ans onpegenerHnsa gortocrabunbHoctu matepunana MOJ1{cBe TOCTONKOC-
V) NpY BO3AENCTBUN N3NyHeHUA B gnanasoHe anuvH BonH ot 300 go 400 Hm.

[.2 TpeboBaHMA K NCNbITYyeMbIM Obpasuam

[.2.1 Necatb rotoBbix NOJ1nnun 10 dbparmeHTOB MaTepmnana TMnoBoro obpasua TonwmuHoOn, paBHON TOJLWMHE roTO-
soun NOJI.

.3 TpeboBaHMA K KOHTPONIbHOMY MmaTepuany

[.3.1 Hecsatb rotoBbix MOJ1 nnn 10 oparmeHtToB Tunosoro martepunana VOJ1, tonwmHon, pasHon tonwmHe O/,
KOTOpas He noaBepraeTcH 4encTenio YP-nanyyeHuvs.

[.4 TpeboBaHMA K cpene ANA 3KCTPaKLUnW

[.4.1 BkadecTBe cpedbl 415 3KCTPaKLUUN UCNONMb3YIOT (PU3NONONMYECKUN pacTBop.

[.5 TpeboBaHMA KcpeacTBamM UCNbITAHUA

[.5.1 T1pobupka BMECTUMOCTBIO 5 M, Npo3pavHas ans nanydveHnst AnnHown BonHbel 0T 300 4o 800 HM, XUMUYECKN
MHepTHas n ctorkasl. Hanpumep, npobupka, narotToBNeHHas U3 rmaponuTnHecKoro ctekna knacca 1 B COOTBETCTBUM C
[OCT P UCO 10993.12.

[.5.2 KceHoHOBas ayroBasi namna, cHabxeHHas UNbTPOM, UCKITIOYALWUM N3nyyYyeHne AnnHOW BOJIHbI MEHee
300 HMm.

[.6 [MopagoKnpoBegeHUA NCNbITAHUA
.6.1 TMorpyxatoT ucnblTyembl maTtepuarn B Nnpobupky, cogepxauyto 2 mn usanonorndeckoro pacteopa. l[logsep-
ratoT NnpodbupKy AENCTBUIO N3TNTYYEHUNEM KCEHOHOBOW AYroBOW Namrbl B TEYEHME NEPNOaa BPEMEHU, YCTAHOBITEHHOIO B
5.5.3, npyumMmeyanune 2, npu sTom Heobxoanmo, YToDLI TEMNepaTypa UCNbITYEMOro Mmatepuana B npobupke nogaepxmea-
nacb Ha ypoBHe (35 + 2) °C.

[.6.2 VIHTEHCMBHOCTb UCTOYHVKA U3MNYyYeHNst A0MMKHA BbiTb He 6onee 30 MBT/cM?, 4TOBbI HE BbI3BaTb M3BbITOYHYIO
goToAderpagauuio marepuana.

[TpumeyaHwne—IlpnBblMUCIEHNN NHTEHCUBHOCTU YP-U3NYyHYEHUA NCNOMb3YIOT TONBKO MHTEHCUBHOCTL KCEHO-
HOBOWM gyroeBow namnbl npuv grinHe BornHbl 0T 300 o 400 HMm.

[.6.3 Chneayet NpuvHATL MEPLI, NpeaoTBpallatone MMKPObHOE 3arpsi3HeEHE NS YCTPaHeHUA PpocTa MUKPOOpPra-
HM3MOB B NPOBUPKaxX B TEHEHNE NEPUOaa AENCTBUSA U3TTYHEHNS.

[.6.4 [logBepraloT Takon xe npouegype KOHTPOIbHbIM MaTepuar, rapaHTupys, 4To matepuan 3awmieH oT Uany-
YEHUS.

.7 NMpaBnna oueHKN pe3ynbTaTOB NCMbITAHWA

[.7.1 1o 3aBepLlUeHNN pacCHNTAHHOIO BPEMEHU AENCTBUA N3NYHYEHNEM KCEHOHOBOW NamMnbl creayeT uccnegoBarth
PacTBOP Ha HanNM4ne BnyXaatWwmx KOMNOHEHTOB U NPOBECTU UMTOTOKCHYeckoe ncnoitanmne o f OCT PACO 10993-6.

[.7.2 OnpeaensitoT cnekTpbl nornoweHus B YO-um suanmon obnactn nanydenma no f OCT P 52038 natn noaBepryy-
ThIX U3NYYEHUIO U MATU HE NOABEPIHYThIX N3NydeHunto 06pasyos. MiccneaytoT cCnekTpbl HA HAann4ne pasnuymninn PErmMcTpupy-
10T U3MEHEHUS, NOSBUBLLMECSH B pe3ynbrarte Bo3genctens YP-nanydeHus. NamepsaoT onTUYECKYo CUNYy 1 paspeLlatowyo
cnocobHocTb NOJN.

[.7.3 ODnsanepeanekamepHbiX NOJ1onpeaenstoT mexannvyeckmne ceoncteano/ OCT P 52039 He meHee, YeM HA NATY
NOABEPrHyThIX YP-nanyveHnto odpasuoB. ConocTaBnsaoT pesynbTaTthl C NOMYYEHHbIMWU Pe3yrbTaTaMu HE NOABEPIHYTbIX
nanyverHuto MOJ1, 4yTobbl yoeanTbesi, YTO HE NPOU30 L0 CYLWLECTBEHHOIO YXYALLEHNSA X MEXAHUYECKUX CBOUCTB.

.8 lNpaBunaodopmneHnsa pe3ynbTaToB UCMbITAHUS

[7.8.1 OTyeT 06 ncnbliTaHMM AOIKEH COAEPXKAaTb CNeayowy o MHpopMauunio:
- BCE AlaHHble, HeobXoaumMble AN MAEHTUPUKALNN NCNBITYEMOIo 0bpasua;
- CCbIJTIKY HA HACTOALWMN CTaHQapT;

- UCMOSNb3yeMYI0 UHTEHCUBHOCTb UCTOYHUKA N3NYYEHUS;

- IJINTEITbHOCTD BO3,EI,8F’ICTBMFI N3ryveHnem,
- pPe3yiibTaTbl NCTbITAHUA, BKITHOYAA pedyiibTaTbl OTAEIIbHbBIX OI’IpE,EI,EJ’IEHHﬁ U NX cpeacrtea (ECJ'II/I OHU TPOoBOAN-

- NoOble OTKMOHEHUSA OT NnpmeeaeHHoOro metoia,

- HeoDblYHbIE NPU3HaKM (aHOManuu), HabnwgaemMble BO BpeMs NPOBEAEHUS UCMbITAHUS;
- AaTy BO3AENCTBUSI U3NTYHYEHMEM U JaTbl MPOBEAEHUS NOCNeayoLWmnX aHanmn3os.
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[Mpnnoxenwe 1
(obsizaTenbHOE)

MeToa ucnbiTaHuA Ha Bo3geucteue nanyvyeHna Nd-YAG nasepa

01 Obwme nonoxeHunn

[.1.1 JaHHoe ncnbiTaHmne npegHasHaveHo ans onpegeneHns PUandeckoro  XMMmn4eCcKkoro 4enNcTBusl, OKasbliBae-
moro nanydyeHmnem Nd-YAG nazepaHauvcnbeiTyeMbl MaTepuarn, grnsrapaHtmm Toro, 4to npu npumeHeHumn nasepa Nd-YAG B
npouecce nmnnadtaumm MOJ1 He nponcxognT yTeuka TOKCUYHbIX BELWECTB.

H.2 TpeboBaHMA K NCNbITyeMbIM OOpa3yam

[.2.1 Tlatb cTepunbHbIX roToBbIX NOJ.

1.3 TpeboBaHUA K cpeae ANA 3KCTPaKUNW

[1.3.1 B kadecTtBe cpeabl 4Mns SKCTPaKUMM NCNONb3YIOT (PU3NOTTOTMYECKUN pacTBOP.

.4 TpeboBaHMA K cpeacTBaAM UCNbITAHUA

1.4.1 OnTnyeckas KioBeta BMECTUMOCTbIO 2 MIT.

[.4.2 Nd-YAG nasep, yCTaHOBTEHHbIN HA MUKPOCKONE CO WeeBoun namMmrou.

.5 lNMopaaok npoBeaeHUA UCNbITAHUA

1.5.1 Tlorpyxatot MOJ1 B onTnyeckyto KIoBeTy, cogepxalyo 2 mn punanonorm4eckoro pacteopa, n nogesepratoTt
aencteunio 50 ognHodHbIX nmnynecoB Nd-YAG nasepa, aHeprmsa nanydeHns KotToporo — 5 mx.

[1.5.2 ®okycupytoT nanydenmne Nd-YAG nasepa Ha 3agHioo noepxHocTb NOJL. Tlepedokycnpylot nasep nocrne
Ka)goro uMnynbca, paBHOMEPHO pacnpegenss nyym so3gencTeus B npegenax 3 Mm UeHTpansHoU 30HbI O],

[1.5.3 YpansioT NOJ1na kioBeThl ncobupatot cpeay ansa akCTpakumm Ans npoBeaeHnst aHanmnaa. [oBTopstoT npoue-
aypy ans gpyrmx NOJI.

[.6 [NpaBuna oueHKn pe3ynbTaToB UCMNbITAHUA

[.6.1 NlpoBoaAaT XMHU4eCKMMN aHanNn3 N UCNbiTAHUE HA UMTOTOKCUYHOCTL cpeabl ans akctpakumm A0 no FfOCT P
NCO 10993-5.

[1.6.2 VicnbeiTeiBaloT cpeqy A4ns aKCTpakuum Ha UMTOTOKCUYHOCTL Noce Bo3genctens nanydeHmnem nasepa Nd-YAG
nof OCTPUCO 10993-5.

A.7 TpaBuna ohopmMneHna pe3ynbTaToB UCMNbITAHUA

[.7.1 OtyeT 06 ncnbITaHMM AOIKEH COAEPXKAaTb CNeayoWy o MHPOpMaUunIo:

- BCE [laHHble, HeobXoanmMble ANs U AEHTUPUKAUNK NCNBITYEMOro 0bpasua;

- CCbIJIKY HA HACTOSAWMN CTaHOApPT;

- JHEPIuio N3nyvYeHns nasepa,;

- pe3ynbTaTbl UCMbITAHUA, BKITIOYAA pe3ynbTaThl OTAENbHbLIX ONpeaeneHnu n nx cpeacrtea (ecnm NpoBOAUINCD );

- Ntobble OTKITOHEHUS OT NMPUBEAEHHOIO MEeTOAA;

- HeObbIYHbIE NPU3HaKK (aHOManun), Habngaembie BO BPEMSA NPOBEAEHUS UCTbITAHUS,;

- AaTy npoBeaeHns NCnbiTaHUA N AaTbl NPOBEAEHNA NOCNeayIoWmnX aHann3os.
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[MpunoxeHune E
(pekomeHayemoe)

dononHuTenbHble YCNOBUA UCNBbITAHUA HA MECTHOe AeUCTBUe MmaTtepuana
nocne umnnantauum Kk F'OCT P 10993-6

E.1 TpeboBaHnA KycCnoBMAM UCNbITAHNA
E.1.1 WMcnbiTaHne Ha mecTHOE gencTtBmne martepuana nocne nmnnadraumm nposoasatno f OCT P 10993-6 ¢ ponorn-

HUTENbHLIMKU TPEBOBaHUAMM K ycnoBusmM ncneitaHns no E.1.2—kE. 1.5 HacToawero npunoXxeHus.

E.1.2 Vcnbityembin matepman MMNAaHTUpYT NOAKOXHO NNN BHYTPUMbILLEYHO.

E.1.3 Wcneityembim matepmnanom ansaotcs rotosble NOJ1 tonwmHom B ueHTpansHon 3oHe o1 0,8 go 1,0 mm nnwm
NNacTUHKM N3 Tunn4Horo matepunana NOJ1, paamep KOTOPbIX NO3BONSAET NPOU3BECTU HEODBXOAUMbIE OLLEHKU MOCIE U3bS-
TUS.

E.1.4 OnuTtenbHOCTb UMMNNAHTAUUN COCTABNSAET YETbIPE HEOENMWN.

E.1.5 Vcneityembin matepman BbIHUMAKOT B KOHLUE nepunoga nMmniaHtaymm n OUeHUBatoT B OTHOWEHNN U3MEHEHUN
CBOMCTB Martepuanam ero yenoctHoctn. Matepuan oueHMBaIoT C MOMO Wb ONTUYECKOIo MUKPOCKONa rnpm COOTBETCTBYIO-
LLEM YBENMUYEHUN, NO3BONACLWEM OLUEHUTb MNOMYTHEHUS U MOBEPXHOCTHLIE aHOManuu. [MonoBmnHy 0bpa3uLoB NocneaoBa-
TENbHO OUEHUBAKT ¢ nomMmouwbio COM npu COOTBETCTBYIOWEM YBENTUYEHUN B OTHOLLEHUN N3MEHEHUWN NOBEPXHOCTU NN C
nomowbio COM gnsa oueHKN NOBEPXHOCTHbLIX HANEToB. ONTUYECKUN MUKPOCKOMN NPUMEHSIOT, ECNN UCMNBbITYEMbIU MaTepuar
HE NoaAxoanT AN NccreaoBaHns ¢ nomowbio CIOM.

E.2 NMpasunaodopmneHuns pe3ynbTaToB UCMNbITAHUSA

E.2.1 Ot4yer 06 cnbiTaHMKN AONXKEH COAepXaTh CNEAYHOWYIO MHOOPMALNIO:

- BCE AaHHble, HeobXxogumble AN MAEHTUPUKALNN NCNBITYEMOTo 0bpasua;

- cebinky Ha OCT P 10993-6 u Hacmosguwuta cmaHlapm,

- MOAernb XUBOTHOIO;

- MEeTo4 MMMnNaHTauum NogKOXHO NN BHYTPUMbILLEYHO;

- pe3ynbTaTbl UCMNbITAHUSA, BKITIOYaA pe3ynbTaThl OTAENbHbIX OnpeaeieHnn U X CpeacTBa, eCrv NpoOBOANITUCS;

- 11106bIe OMKIOHEHUS Om ycnosuu ucrisimaHus memooa,

- HeobblYHbIE NPU3HaKK (aHOManum), Habnwgaemole BO BPEMS NPOBEAEHUS UCTbITAHWUS;

- garTty uccnegoBaHusa 1 gaThl NPoBe4eHNA NOCIeayiowmx aHann3os.
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[MpunoxeHwune X
(obsizaTenbHOE)

MeTopg UcnbiTaHUA UMNNaHTaLuuen BHYTpb rnasa

K1 Oowme nonoxeHuns

K. 1.1 VcnbiTaHne npegHasHa4veHo ans oueHKM BUOnorn4eckom COBMECTUMOCTU NCNBITYEMOIo MaTepuarna mn TKaHu
BHYTPW rnasa nyTemMm Xupypruieckon uMmniaHtauum matepuarna B rrnas Mmogaesnuv XMBOTHOINO B TEYEHUE COOTBETCTBYIOLLEND
nepunogaspemenn. OueHnBaoT 0bpaTHYIO TONEPaHTHOCTb UCMbITYEMOro MaTepuanamn TKaHenm rnasa nocrne uMnaHTauum.

K.2 TpeboBaHMA KUCNbITyeMbIiM 0Opasuam
K.2.1 VcnbiTyembim obpasuom sinsietcs crepunobHas rotosas NOJ1. MaTtepunan tunosoro obpasua MoXeT bbITh
MMNNAHTUPOBAaH, €CNKY €ro npnmMmeHeHne o60CcHOBaHO.

K.2.2 CobniogatoT 1€ Xe MeToabl N3roTOBIMEHUS, KOTOpble npeaycmoTpers! ans NOJ, noctaBnsiemMblX HA PbIHOK.
MaTepnan tunosoro obpasyaunmeeT maccy, paBHyto macce rotoson NOJTunmn bonbwe, a dopma n pasmep no3BonsoT NPo-
BECTU HEODXOAUMBIE OUEeHKU noche naenevedns NOIJN.

[TpumeyaHune—UYTobbl NPegyCMOTPETb PA3MEPHbLIE Pa3NUYNS MEXIY IMa3aMm HENOBEKA U XXUBOTHOIO, MOXET
noTpeboBarbCcs MHOAMBUAYANbHbLIWM 3akal3 Ha narotoenenne VMOJ1 ans aHaTtToMmMYeCcKon COBMECTUMOCTH € IMa3oM XXUBOTHOIO,
nnbo ncnonb3oBartb Ans umnnantaunm pparmenTt NOJ, Bknovarowmm B cebs ONTUYECKYIO U TanTUYECKYIO YacTH.

K.3 TpeboBaHUA KKOHTPOJNILHOMY MaTepunany

K.3.1 KoHTponbHbIM maTepunanom siBnsietcs crepunbHasi rotopas MOJ1, KOHCTPYKUMA KOTOPOWU NOA0OHA KOHCTPYK-

LU NOIJI, LN POKO pealrim3yemMblX Ha PbIHKE B TEHEHUE MNATU J1€T U HE CBA3AHHbLIX C HE6J’I8FOI’IDMFITH bIMWU CODBITUAIMU B OTHO-
LHEHWNWN MaTepualla.

2K.3.2 Matepuan tTunoBoro obpasuya MoXeT ObiTb UCMOMNb30BaH, €CNn ero npuMmeHeHmne obocHoaHo. MaTtepwuan
TUNOBOIro obpasya AomXeH MMeTb Maccy, paBHyto macce rotoson AOJT nnm Bonblwe, a dopma n pasmep 40nMKHbl NO3BO-
NATb NPOBECTU HEODXOAMMbIE OLEHKM Nnocne nasneveHns. [ins oueHkn coBMecTMMocTn KoHTponbHas NOJT moxeT bbiTb
HENPUIOAHOW B CUNY KPATKOBPEMEHHOIO KITMHUYECKOrO NCMONb30BaHuUs. TpeboBaHne K UCMofb30BaHUID KOHTPOITBHOIO
MaTepuana onpeaensioT B 3aBUCUMOCTU OT KOHKPETHOIro cny4asi u 060CHOBbLIBALOT.

K.4 TpeboBaHuMA KcpeacTBamMm UCNbITAHUA

K.4.1 dnanonormveckmn pactBop NOBaAPEHHOM CONU nnm coanaHcnpoBaHHbIN CONEBOW PaAcTBOP.
K.4.2 AHecTesupyloLwee cpeacTso.

K.4.3 JTlekapcTBeHHbIe cpeacTBa ANA npea- u nocneonepaumnoHHOro rneveHuns.
K.4.4 OnepaunoHHbIN MUKPOCKON.

K.4.5 Mwukpockon co wenesowv namriou.

K.4.6 Tpnbop ansa obpaTtHoOM opTanbMOCKONUMN.

K.4.7 bnok hakoamynbcndukaumm (3mynbcuPuUKaLumnoHHbIN BNOK).

K.4.8 BekopacwmpuTens.

K.4.9 Hntu ang HanoXeHus WBOB.

K.4.10 Xupyprnvyeckme MHCTPYMEHTbI.

[lepedveHb cpeacts namepeHnm no XK.4.1—xXK.4.10 ansaetcsa pekomeHgayembiM. [lJonyckaeTcsa ncnonb3oBaTh 4PYrve
cpeacTBa UCNbITAHUS.

K.5 TpeboBaHMA K a3KCnepyUMeHTaNnbHON MOAESN N XXMBOTHOTO
K.5.1 Kponuk cuntaeTcs camon noaxoasiwen Mmoaenbio X XMBOTHOIO AN NPoOBEAEHNSA UCTIbITAHUMN.
K.6 lNopsgok npoBegeHNsa UCNbITAHUA

K.6.1 YUncno XMBOTHBLIX, NCNONb3yeMbIX A1 NPOBEAEHUA NCCNEAOBAHUN, OIMKHO ObITb MMHMMAIbHBIM U COOTBE-
TCTBOBaTb ycTaHOBNeHHOMY B [1]. C y4eTOM NpoOLEHTa OTCEBA N APYIUX ABMTEHNN B OTHOLWEHNN 340POBbSA U YCNOBUN COAEP-
XXAHUS XUBOTHbLIX ClieayeT UCNONb30BaTh TAKOE YMCIIO XXUBOTHbIX, YTOObLI B KOHLUE Nepnoga HabnoaeHus B Hanm4mm dbuino
LLECTb UCMNbITYEMbIX INAa3 U LWECTb KOHTPOIbHbIX rNas.

K.6.2 ViMnnaHTupytoT B rnas 04HOro U3 XXUBOTHbLIX UCNbITYEMbIN 0bpaseu (martepuan). MimnnaHtauus B gBa rnasa
npeanoYTuTenbHee, HO 4ONyCTUMa UMMNMaHTaums B O4MH rnaas.

K.6.3 VMimnnaHTaumtio gOMMKHbI NPOBOANTL NMULA, ODYYEHHbIE TEXHUKE MMNNAHTALUN U UMEIOLWLNE COOTBETCTBYIO-
WKWK onbIT B uMmnnantaumm AOJ1.

K.6.4 Metoamka nmnnantaumm AonmkHa beiTe NPUBNMXKEHAa K KNMMHUYECKOMY UCNbITAHUIO. AHATOMUYECKUE Pasnu-
UMA MEXAY XUBOTHLIM U YENOBEKOM N XUPYPIrnvecKkmne TPyaHOCTU, CBSI3aHHbIE CO CTPYKTYPOU (reoMeTpuen) rnasa, MoryT
notpeboBaTtb pasmewenns MOJ1 unm matepmana Tunn4Horo obpasua B Apyrom MecTe rnasa XmBoTHoro. Ecnm marepuman
NOJloueHmnBaeTcA HE B NPeaAyCMOTPEHHOM MECTE Ppa3MeLLLEHNS Y XUBOTHOIo, HE0BXoanmo Aate 060CHOBAHUE U NPOBECTU

aHanu3 pucka, YTobbl MAEHTUMOMUMPOBATL NOTEHUMAaNbHbIE y4acTKu, korga MOJ1 pasamewaeTcs B npegycMOTPEHHOM MEC-
TE y YenoBeka.
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K.6.5 B TeyeHmne Bceronepnoga nucnbiTaHNS He0BXo0aNMMO OCYLLLECTBNATE KOHTPOIb Ma3 ¢ NOMOLLbIO MUKPOCKONAa C
LLENEeBOW NaMMoOMn.

K.7 TpeboBaHMA KHabGNOOEeHUAM, NPOBOAVMBIM BO BPpeMA UCTMNbITAHUA

XK.7.1 HabniogeHuns, npoBogUMbIE BO BPEMSA UCTbITAHUSA, BKITIOYAIOT OUEHKY CNneayrowmnx ABrMeHUN:

- KOHTaKT MeXxAay UCrbITyeMbIM MaTepuanom n poroBUYHbIM 3HOOTENTNEM;

- Konnarc nepegHen Kamepsol,

- KpOBOTEYEHUE U3 NepeaHEN KaMeEpPHI;

- NoOBpexgeHue pagy>xKHon 060no4Ku;

- nonoxeHwe rantndyeckon yactn NOJ1 n ontnyeckas geueHTpaumns;

- HeOobbIYHbIE XUpyprudeckue npobnemesi.

K. 7.2 Bece HabntoaeHunst n npobnemsbl AOIMKHbI ObITb 3apPErmMcTpUpPOBaHhbI.

/K.8 TpeboBaHusa Knepmnoay vMnnaHTaumm

>K.8.1 Ecnu ansa mnnaHtauum rnasa BblbpaH Kponuk, nepnoa ncerneaoBaHus AomKeH 4NUThCs LeCcTb MeCcsiLEeB.
Kponuky cBOMCTBEHHO 0bpa3oBaHne pnbpuHa n BozobroBneHune pocta VIO, uTo 3aTpyaHsieT NpoBOANTb OUEHKY Bonee
ONTENBHOW BUONOrNMYEecKon COBMECTUMOCTU. [TOCKONBbKY WM3BECTHO, YTO Ma3 KPonuka ObICTpee pearMpyeTt Ha pas-
apaxkeHue, ans npoBeeHns nccnegoBaHnsa 4OCTaTOYHO LWECTU MECHLEB.

K.8.2 Ecnwv ans npoBeaeHus nccnegoBaHUM BblIDpaH HE KPOIUK, a Apyroe XuBoTHoOe, ANMUTENBHOCTb UCCnegoBa-
HUS1 cocTaBnsieT oauH rog. Jliobble OTKNOHEeHUS oT TpeboBaHUA K ANMUTENBbHOCTU NCCNEeA0BaHnn B OAWH rofl, BbI3BaHHbIE
KOHKPETHbIMU OrPaHUYEHUAMMN, AOIMKHbI ObITb 0OOCHOBAHbI.

K.9 TNpaBuna oueHKU pe3ynbTaTOB UCNbITAHUSA

2K.9.1.1 TlocneonepaunoHHbIe OLEHKU 3aKITIO4YalTCH B BBIMOJIHEHUN N PErMcTpaumnm crnegyowmx 4eNCTBUN;

a) MaKpOCKOMUYECKMX NccrnegoBaHnmn ONnepupoBaHHbIX rNas vYepes AeHb Nocre onepauum,

6) npoBeaeHmne BNONOrMYECKON MUKPOCKONUN C UCTMONBb30BAHNEM LLENEBON NaMnbl Yepes 7 aHen, 4 Hegenwm, 3 Mec,
6 MeC M B KOHUE nepuoaa HabnogeHus.

K.9.1.2 WNceneayrotes cnegyowme siBINeHus:

- bunbpuUH;

- NMPWIINB KPOBWU;

- KINEeTKWU;

- aaresuvu;

- HeoBackynsapusaums,

- OTEK pOorosuubl;

- NPOo3padvyHOCTb MaTepunana;

- pacnonoXeHwue rarnTMYeCcKon YacTu;

- ueHTpuposaHue ANOIJI.

K.9.1.3 Ecnu Tpebyetcs, MOXHO caenatb POTOCHUMKU LLENEBOW Namnon Ans AOKYMeEHTaNnbHOro oopmMIneHus
NccneaoBaHus.

K.9.2 OueHka saHyKnemMpoBaHHOro rnasa

K.9.2.1 YMepTBNSAIOT XMBOTHOE B KOHLE Nepmnoga HabnioaeHNAa N SHYKNENPYIOT rnasa. Takke SHYKNenpyoT rnasa
XUBOTHBIX, KOTOPbLIE yMEPNU nnu beinmn 6e360ne3HeHHO YMEPLLBIIEHBI BO BPEMS NPOBEAEHUSA UCCNeA0BaHNA N3-3a bones-
HEW, HE CBA3AHHbIX C rnasamm.

2K.9.2.2 1ns npoBedeHns OUEHKN SHYKIMENPOBAHHbLIX IMNa3 BO3MOXHbI ABE albTepHaTUBbI:

a) 3HYKNEWPOBAHHbIE IN1a3a HEMEANEHHO NOrpyXatTcs B DUKCUPYIOLWMIW PacTBOP A5 XPaHEHUS, YTODbI NO3Xe
NPON3BECTU ANCCEKALUNIO INa3a v NOCNeaylouyo OLUEHKY, KaK YKa3aHo B nepevncrieHnm 6) 2K.9.2.2;

B) npoBOAAT ANCCEKALMIO rNasa cpasy Nocrne 3HyKNenpoBaHUs, U NPOBOAAT BHYTPEHHEE nccnegoBanne. Cnegyer
OTMEeYaTb BCE aHOMAaNuK, pasmMeLleHne UMNanTaTa u LeHTpupoBsaHue, ecnm Heobxogmmo. Ocobo cnegyet nccnegoBatb
mecTta koHTakta NOJ1 n okynspHon TkaHu, ecnmn Heobxoammo. Cneayet caenatb otorpadpum, 4tobbl NOATBEPANTD
HabnwaeHus.

2K.9.2.3 OctopoxHo yaansaiet NOJTunm obpaseu matepmnana mn 3atem NpoBOAAT IMCTONATONOINMYeCKNE nccnegoBa-
HUA NepeaHen U 3agHeEN Kamep rnaasa.

[TpunmeyaHun e — XpaHeHne SHYKITENPOBAHHOIO rMasHoro A6noka B OUKCUPYIOLWLEM PaCcTBOPE MOXET NPUBECTU
K nameHeHuto matepuana AOJ.

/K. 9.3 OueHka akcnnantnpyemobix N1OJ]

K.9.3.1 Uccnepywot skcnnaHtupyemole MOJT nnn obpasubl matepuana ¢ NOMOLWbI ONTUYECKOrO MUKPOCKONa Ha
HanM4une KNeTok (TMraHTCKMX KINeTokK, MakpodaroB n T.4.), NPOAYKTOB pacnaga KneTtok n hnbprno3HbIX OTITOXEHUIN, OCODEH-
HO B TOYKaX KpenneHus netesib U BHYTPU NO3NLUNOHHBLIX OTBEPCTUN,

>K.9.3.2 3artem nonoBuHy 06pa3uoB crnegyeT TwaTtenbHO OUYUNCTUTL, HE MOBPEXAAs ONTUYECKNE NOBEPXHOCTHU, U
OUEeHUTb onTudyeckue ceoncTBa B cootTBeTctBUMN C T OCT P 52038.

Hpyryto nonoBmnHy 06pasuoB cneayert OUEHNUTb HA HAanM4mne NOBEPXHOCTHbLIX OTITOXEHUA N NBMEHEHUN U HA HANnn4une
NPU3HAKOB Kanbundpukaymn.

2K.9.3.3 PesynbTrartbl 3aHOCAT B OTYET. ECNU HEKOTOPbIE AaHHbIE NPONYLWEHbI UM HE MOTYT BbITh MONYYEHbI, CNeay-
eT YCTaHOBUTb MPUYUNHBI,
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K10 lMpaBuna odopmneHnsa pe3aynbTaToB UCMNbITAHWA

K. 10.1 OT4eT 06 ncnbiTaHUKM JOIMKEH CcoAepXaTh Cneaylowyo MHHOPMAaLNIO:

- BCE AlaHHble, HeobXxoanmble ANs UAEHTUPUKALUNK NCNbITYEMOro obpasua;

- CCbIJIKY HA HACTOALWNN CTaHOAapT,;

- mecTo pasmeweHns NOIJT,;

- pe3ynbTaTbl UCMbITAHNA, BKITIOYaA pe3ynbTaThl OTAENbHbLIX ONpeaeneHnin u ux cpeacTea, eCrnv npoBOANINNCS;
- NtoBblE OTKITOHEHUS OT YKA3aHHON METOANKN,

- HeOobblvHbIE NPU3HaKK (aHOManun), Habnwgaembie BO BPEMSA NPOBEAEHUSA UCTbITAHUS;

- JgaTy pearnbHOro npoBe4eHns NCNbITAHNUA U 4aTtbl NPOBEAEHUA MOCNeayoLWmMX aHanm3os.
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MpunoxeHve U
(cnpaBo4HOe€)

ConocTtaBneHue CTPYKTYpPbl HACTOSILLEro CTaHA4apTa CoO CTPYKTYPOM
NPUMEeHeHHOro B HeM MeXAyHapoaHoro craHaapTta

.1 ConocraBrneHne CTPyKTypbl HACTOAWEro cTaHgapTa co CTPYKTYPOU MPUMEHEHHOTO B HEM MEXAYHAPOAHOIo

cTaHpgapTa npeacrtasneHo B Tabnvue U.1.

Tabnwnua N.1— ConocraBneHne CTPYKTYPbl HACTOSWENO CTaHAApPTa CO CTPYKTYPOU MPUMEHEHHOIO B HEM MEXAYHa-

POAHOro cTaHgapTa

CTpykTypa mexayHapoaHoro ctaHgapta NCO 11979-5:2000

CTpyKTypa HacTosLLero craHgapra

1 ObnacTtb pacnpocTpaHEeHUs

1 ObnacTtb NPUMEHEHUS

Z2 HopmaTuBHbLIE CCBINKU

Z2 HopmaTuBHbLIE CCLINKU

3 TepMmunHbl M onpegeneHuns

3 TepMuWHbI onpeaeneHns U cokpalleHus”

4 Obwwme TpeboBaHus, NPUMEHAEMbIE K OLEHKE BMO-
nornvyeckomn coemectumoctu NOJI

4 Obwwme TpeboBaHMs K oueHKke BUonorM4eckon CoB-
MECTUMOCTU

5 PUBNKO-XMMUYECKUE UCTbITAHUA

5 PUNKO-XMMUYECKNE UCTbITAHUA

5.1 Obwue cBeageHns

5.1 Obwme TpeboBaHms

5.2 VcnblTaHne Ha NONHY0 3KCTPaKUuio

5.2 VcnblTaHne Ha NONHYI0 3KCTPaKUuio

5.3 VcnbiTaHne Ha BbllwenavynBaeMble BEWECTBA

5.3 cnbiTaHne Ha BbllwenavynMBaemMble BELWECTBA

5.4 VicnbiTaHne Ha TMAPONINTUYECKYIO CTOUKOCTL

5.4 VlcnbiTaHne Ha TMAPOSINTUYECKYO CTOUKOCTL

5.5 VcnbiTaHne Ha CBETOCTOUKOCTb

5.5 WcnblTaHne Ha poTocTabunbHOCTL

5.6 VlcnbiTaHne Ha Bo3gencTemne nanydeHns Nd-YFG
nasepa

5.6 VicnbiTaHne Ha Bo3gencTBmne nanydeHnsa Nd-YFG
nasepa

5.7/ OueHKa HepacTBOPUMbLIX HEOPraHNYEeCKUX Be-
LLLECTB

5.7 OueHka HepacTBOPUMbLIX HEOPraHUYECKUX Be-
LLLECTB

o6 Bbunonormyeckmne ncnbiTaHus

o bunonormyeckme ncnbiTaHUA

6.1 Obwme NonoeHus

6.1 ObWwKre NoNoXeHns

0.2 VcnbiTaHne Ha TreHOTOKCUYHOCTDb

0.2 VcnbiTaHne Ha TeHOTOKCUYHOCTDb

6.3 KcnbiTaHne Ha ceHCnbUNn3auuio

6.3 lcnbiTaHne Ha ceHCMbUnn3aumio

6.4 lcnbiTaHne Ha nMNNaHTaunio BHYTPb rnasa

6.4 lcnbiTaHne nMmnnaHTaymen BHyTpb rnasa

[Tpunoxenne A (obszatenbHoe) VicnbiTaHme Ha Nor-
HYHO SKCTPaKUUIO

[MTpunoxenne A (obszartenbHoe) MeToa WUCnbITaHUS
Ha NONHYIO IKCTPaKUUNIO

A.1 HaszHadveHue

A.1 Obwume nonoeHus

A.2 Obwune coobpaxkeHus

A.2 TpeboBaHus K ncnbiTyemblM obpasuam

A.3 [NpuHumn

A.3 TpeboBaHuss K BCNOMOratelbHbIM 3MNeMeHTam
(peakTnBam)

A.4 VcnbiTbiBaemMmble 0Opasubl

A.4 TpeboBaHus K cpeacTBamMm UCMNbITAHUS

A.5

PeaKTUBbI

A.5 [llopsiaok npoBeaeHUs NCMbITAHUSA

A.6 Annapar

A.6 [lpaBuna ananusa ucnelTyemoro obpasua

A.7 MeTtoanka ncnbitTaHUsA

A.7 [NlpaBunna aHannsa BbITSXeEK

A.8 AHanua ucnbiTbiBAEMOIro Martepuana

A.8 [lpaBnna opopmMneHns pesynbTaToB UCTbITAHUSA

A.9 AHanun3 BbITAXEK
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[lpodomxernue mabnuusi .1

CTpykTypa mexayHapoaHoro ctaHgapta MCO 11979-5:2000

CTpyKTypa HaACcTOALWLEro craHaapra

A.10 O1tueT 00 ncneiTaHUU

[Tpunoxenne B (obsizatenbHoe) VcnbitTaHne Ha Bbl-
LienayYnmBaemMble BELWECTBA

[Tpunoxenne b (obsizatenbHoe) MeToa wmucnbiTaHUS
Ha BblLLLENAYMBaAEMbIe BELWECTBA

B.1 HaszHaveHmne

6.1 Obwue nonoxeHuns

B.2 Obwwme coobpaxxeHus

E.2 TpeboBaHus K ncnbityembiMm obpasuam

B.3 VMcnbiTbiBaembin maTtepunan

£.3 TpeboBaHust K KOHTPONMBHOMY MaTepuany

B.4 KoHTpoOnbHbIN MaTepuarn

6.4 TpeboBaHus K cpeacTBaMm UCMbITAHUS

B.5 Annapar

b.5 lNopsiaok npoBeaeHUs NCNbITAHUS

B.6 Metoaunka ncnbiTaHnA

b.6 [lpaBuna odopmMmneHns pesynbTaTtoB UCMbITAHUSA

B.7 OtyeT 00 vcnbiTaHWK

[Tpunoxenne C (obs3arenbHoe) [mnaponutnyeckas
CTOUKOCTb

[Tpunoxenne B (obsizarenbHoe) MeToa wmcnbiTaHUSA
Ha NTMAPONUTUYECKYIO CTOMKOCTb

C.1 HasnaveHume

B.1 Obwmne nonoxeHus

C.2 Obuwue coobpakeHus

B.2 TpeboBaHus K ncnbiTyembliMm 0bpasuam

C.3 VlcnbiTbiBaeMbin MaTepumar

B.3 TpeboBaHuA K KOHTPONMbHOMY MaTepuany

C.4 KOHTpOINbHbLIN MaTepuarn

B.4 TpeboBaHusa K cpeacTBam UCMNbITAHNN

C.5 Annapart

B.5 [Nopsaok npoBegeHUs NCMbITAHUS

C.6 MeTtoauka ncnbitTaHUA

B.6 [lpaBuna opopmneHns pesynbTaTtoB NCNbITAHUSA

C.7 OT1yeT 00 ncnbiTaHun

[TpnnoxeHne
TOCTaOUINBHOCTb

D (obsi3aTtenbHoe) VcnblTaHne Ha o-

[Tpunoxenne [ (obsa3artenbHoe) Metog wucnbiTaHus
Ha PoTOCTADUINBHOCTL

.1 HasHaveHune

[.1 Obwme NoNnoXeHus

D.Z2 VcnbiTbiBaembln matepuan

[.2 TpeboBaHWs K NCNbITYEMbIM ODpasuam

D.3 KOHTpOnbHbLIN MaTepuan

[.3 TpeboBaHUs K KOHTPONBHOMY Matepuany

D.4

PeaKTUBbI

[.4 TpeboBaHus K cpeae anst SKCTpakumn

D.5 Annapar

[.5 TpeboBaHus K cpeacTBam UCNbITAHUSA

D.6 MeTtoauka ncrnbiTaHuA

[.6 [lopsaok npoBedeHUs UCMNbITAHUSA

D.7 OueHka pe3yrnbTaToB NOCIE 3KCNno3nynm

[.7 [lpaBnna oueHKn pe3ynbTaToB UCMbITAHUSA

.8 OT1vyeT 00 MCNbITAHUU

[.8 [NlpaBnna opopmMmneHns pesynbTaTtoB UCTbITAHUS

[Tpunoxenne E (obs3artenbHoe) VcnbiTaHne Ha BO3-
aevncrteue nanydeHnsa Nd-YAG nasepa

[Tpunoxenne 1 (obszatenbHoe) MeToa wmucnbiTaHUS
Ha Bo3gencTene nanydeHmns Nd-YAG nasepa

E.1 HazHaveHmne

1.1 Obwme nonoxeHus

E.2 VcnbiTbiBaembin maTepuman

1.2 TpeboBaHus K nCnbliTyemblM 0bpasuam

E.3

PeaKTUBbI

1.3 TpeboBaHusa K cpeae Anst SKCTpakumm

E.4 Annapar

1.4 TpeboBaHusa K cpeacTBam UCMbITAHUS

E.5 Metoanka ncnoitaHus

1.5 [Mopsiaok npoBedeHnsA NCMbITAHUS

E.6 OueHka pesynerartoB nocne obpaboTku

[1.6 [lpaBuna oueHKn pe3ynbTaTtoB NCNbITAHUSA

E.7 OtyeT 00 ncnbiTtaHuu

.7 TlpaBuna oopMneHns pe3ynbTaTtoB UCMNbITaHUSA

[Tpunoxenne F (cnpaBo4vHoe) HononHUTEnNbHbIE YC-
NOBUS UCMbITAHNA HA MECTHOE AENCTBUE MOCIE UMMIIaH-

Taumm K MCO 10993-6

[Tpunoxenne E (pekomeHayemoe) JononHuUTENbHbIE
YCINOBUSA UCMNbITAHUA HA MECTHOE AEeWNCTBME maTepwuana

nocne mmnnantaumm K [ OCT P NCO 10993-6

F.1 JononHutenbHble YyCNOBUA WUCMbITAHUA B COOT-
BeTCTBUU co cTaHgaptTom NCO 10993-6

E.1 TpeboBaHusa K yCrnoBusim UCNbITAHUSA
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CTpykTypa mexayHapoaHoro crtangapta NCO 11979-5:2000

CTpyKTypa HacTosLLero craHgapra

F.2 OtyeT 00 ncnblTaHun

E.2 [lpaBuna oopmneHns pesynbTaTtoB UCNbITAHUSA

[Mpunoxenne G (ob6sa3artenbHoe) VcnbiTaHmne Ha nMr-
naHTauuio BHYTPb rnasa

[Mpunoxenne K (obsasatenbHoe) MeToa ucnbiTaHns
Ha UMNNaHTauuio BHYTPb rNasa

.1 HasznaveHnmne

K. 1 Obwme nonoxeHus

G.2 VcnbiTbiBaembi matepuar

K.2 TpeboBaHus K ucnbiTyemblM 0bpasuam

(G.3 KOHTpONbHLIM MaTepuar

K.3 TpeboBaHme K KOHTPONMbBHOMY Marepuany

G.4

PeaKTUBbI U MaTepuaribl

K.4 TpeboBaHus K cpeacTBam UCMbITAHUSA

G.5 Annapar

K.5 TpeboBaHus K aKCnepuMeHTanbHOW MOAENN XU-
BOTHOIO

G.6 JKcnepumeHTanbHas Moaenb XUBOTHOMO

K.6 Tlopsiaok npoBegeHns UCMbITAHUS

G.7 MeTtoauka ncnbliTaHUA

XK.7 TpeboBaHus K HabnwoageHUsaM, NPOBOANMbIM BO
BPEeMS UCMbITaHUSA

G.8 HabnwoaenHus, npoBoauMbie BO BPEMS onepauunm

K.8 TpeboBaHus K nepnogy MmnnaHTauum

G.9 [lepnog nmnnaHtTaumm

K.9 TlpaBnna oueHKn pe3ynbTaTtoB UCMbITAHUS

G.10 OueHka ncnbiTaHus

K10 TMpaeBuna oopmneHns pesynbTaTtoB UCHMbITA-
HUS

G.11 OtyeTt 06 ncnblTaHUU

[punoxenne W (cnpaso4yHoe) ConocTraBneHne CTpyK-
TYpbl HACTOAWEro cTaHAapTa Co CTPYKTYPOU NPUMEHEH-

HOro B HEM MEXAYHapOoaHOro craHgapra

[Mpunoxenne K (cnpaBovHoe) CBeaeHns 0 COOTBET-
CTBUM CCbIMTOYHBLIX MEXAYHAPOAHbIX (PernoHanbHbIX)
CTAHOAQPTOB HauuoOHalnbHbIM CcTaHgaptam Poccunmnckon
denepaumnmn, UCNornb3oBaHHbLIM B HACTOSLWEM CTAHOAPTE B

KavelCTBE HOPMATUBHbBIX CCbIJTT10K

bubnuorpadus

bubnuorpadus

[TpyuymevaHne—B HacTossAWmMM cTaHapT BKOYEHbl TEPMUHbLI W OMPeAerneHnsl, He coaepXawuecs B
[OCT P 51892, n BBegeHbl COKpalLeHNs, NPUMEHSEMbIE B TEKCTE CTaHaapTa.
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MpunnoxeHnwune K
(cnpaBo4HoOe€)

CBefeHUA 0 COOTBETCTBUM CCbINTOYHbLIX MeXAYHapoAHbIX CTaHOapToB
HauuoHanbHbIM cTaHgapTaMm Poccunckom ®@epgepaluum,
MCNOJIb30BaHHbLIM B HACcTOfLLEeM CTaHAapTe B Ka4yecTBe HOPMaTUBHbIX CCbINOK

Tadbnwua K.1

OBo3HaYYeHne CChIJTOYHOro
HALIMOHANBHOrO cTaHaapTa

Poccunckon $epgepayun

O603Ha4eHne U1 HAMMEHOBAaHWE CCbINOYHOTO MEXXAyHAPOAHOro cTanaapTa U YCNOBHOE
oDo3HavYeHne cTeneHn COOTBETCTBUA CCbINMOYHOMY HALMOHANBHOMY CTaHAAPTY

TOCT WNCO 14971-1—2006 MCO 14971:2005 «MegnunHckue nagenuvs. [pumeHeHne ynpaeneHns puckamm K
MeanunHckum nagenuam» (IDT)

[OCT P 51892—2002 MCO 11979-1:1999 «OdTanbmonorndeckne wumMnnaHtatel. WHTpaokynspHble

(MCO 11979-1:99) nuH3bl. Yactb 1: Cnoapb» (MOD)

[OCT P 52038-2003 MCO 11979-2:1999 «OmTanbmonorndeckne wmMnnaHtartel. WHTpaokynspHble

(MCO 11979-2:99) NUH3bI. YacTb 2: OnTnyeckune cBoNCTBa U MeToabl ucnoitannny (MOD)

[OCT P 52039—2003 MCO 11979-3:1999 «OgTanbmonorndeckne wumMnnaHtartel. WHTpaokynspHble

(MCO 11979-3:99) NUH3bl. YacTtb 3. MexaHu4veckne cBonctea u metogbl ncneitaHumy (MOD)

TOCT P NCO 10993-1—1999 NCO 10993-1:2003 «OueHka brnonorm4eckoro AeUcTBns MeANUUHCKUX U3AETNTUN.

Yactb 1. OueHka n ucnelitaHmne B cucteme ynpasneHust puckamm» (IDT)

— NCO 10993-2:2006 «OueHka brnonorm4eckoro AeUcCTBns MeaNUNHCKUX U3AETNTUN.
YacTtb 2: TpeboBaHua kK Bnaronony4mio XXNBOTHbLIX»

FTOCT P CO 10993-3—1999 NMCO 10993-3:2003 «OueHka Brnonorm4eckoro AeNcTBUSA MeanuUHCKNX N3aernuvn.
YacTte 3: McnbitTaHns Ha reHOTOKCMYHOCTb, KAHUEPOreHHOCTb N PENPOAYKTUBHY IO

TOKCn4YHoCTL» (IDT)

FTOCT P CO 10993-5—1999 NMCO 10993-5:1999 «OueHka Bnonorm4eckoro AeNcTBUSA MeauuUUHCKNX N3aernun.
Yactb 5. Nccneposanue in vitro yntotokenyHocTu» (IDT)

TOCT P NCO 10993-6—1999 NCO 10993-6:1994 «OueHka OBMONOrnyeckoro AencTBUA MegUUUHCKUX n3ae-
nmn.Yactb 6: Vcnbitanmsa Ha mecTHOe aencteue nocne mmnnantaymmny (IDT)

TOCT P WCO 10993-10—1999 NCO 10993-10:2002 «OueHka BUonornyeckoro AenNCTBUA MeauUMHCKUX U3ae-
nvn. VicnelTaHnsa Ha pasgpaxXeHne v 3ano3ganyto cBepxXHyBcTBUTENbHOCTLY (IDT)

[OCT P NCO 10993-12—1999 NCO 10993-12:2002 «QOueHka OWMOMOINMYEcKoro AencTBUs MeAUUMHCKUX
nagenun. Yacte 12: lNogrotoBka obpasyoB n matepuana cpasHeHus» (IDT)
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bubnuorpadpua

[1] NCO 10993-2:2006 OueHka bBonorn4eckoro AencTBus MeguunHckux nagenun. Yacrte 2: TpeboBaHus K bnaronony-
YU XKMBOTHbIX
[2] XypHan Cataract RefractSurg. 13,1987,¢.297—301, Sliney, D.H. «OueHka Bo3genctBna CONHEYHOro Y®-nany4yeHus
Ha AOJ»
[3] MCO 10339:1997 Ontuka n ontnyeckue npnbopbl. KoHTakTHbIE NMH3bI. OnpeaeneHne cogepXaHns Boabl B rmapo-
rerneBbIX KOHTAKTHbIX NTMH3aX

23



[OCT P 52858—2007

YK 616-089.843:006.354 OKC 11.040.40 [146 OKI194 44380

KntoyeBble cnoBa: opTanbMONorMyeckiMe MMnnaHTaThl, UHTPaoKyNaApHble NMUH3bI, o0LWne TpedboBaHUA, PU3N-
KO-XUMUYEeCcKMe UCTbITaHUA, BUONorMyeckme NCbITaHUA, MeToabl UCNbITAHUKA, NpaBuna 0POPMNEHUS Pe3yib-
TaTOB UCNBbITAHUN

Penaktop Jf1.B. Kopemnuxkosga
TexHu4veckun pepakrop B.H. lpycaxkosa
Koppektop M.C. Kabauwosa
KomnetotepHas sepctka MM.A. Haneuxkurou

CpnaHo B Hatop 11.04.2008. [MoanucaHo B nedvats 06.05.2008.  ®dopmat 60 x 84);.  Bymara opcetHas.  apHuTypa Apuan.
[levate odpceTHana. Ycn. ned. n. 3,26. YJ.-uzg. n. 2,30. Tupaxk 108 ska. 3ak. 441.

OIryr « CTAHOAPTARH®OPM», 123995 Mockea, ['paHaTHbIM nep., 4.
www.gostinfo.ru info@gostinfo.ru
HabpaHo Bo ®I'Y[1 « CTAHOAPTAHP®OPM» Ha NMOBM.
OtnevaTtaHo B punuane Oyl « CTAHOAPTUR®OPM» — tun. «Mockosckun nevatHuk», 105062 Mockea, JlanuH nep., 6.




