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MNpepucnosue

1 NOArOTOBJIEH OTKpbITbIM akuMoHepHbIM 06wecTBoM «TKC-onTvka» COBMECTHO C paboueii
rpynnoii MK 7 «Odptanbmonornyeckas ontrka u npuéopbl» TexHuyeckoro komuteta TK 296 «OnTuka v on-
TUYeckne NpmbopbI» Ha OCHOBE COOCTBEHHOMO ayTEHTUYHOro MepeBoAa Ha PYCCKWIA A3bIK MeXAyHapoaHOro
cTaHfjapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHuyeckum KoMUTETOM No cTaHgapTusaumm TK 296 «OnTuka n ontuyeckme npnbopb»

3 YTBEPXJEH W BBEJEH B JIEVICTBUE MMpukasom ®efepasibHOr0 areHTCTBa Mo TEXHUYECKOMY
perynnpoBaHuto n meTposorny ot 1 Hoabpsa 2012 r. N9 688-cT

4 HactoAwuii cTaHAapT ABAseTcs MOANMULMPOBAHHBIM MO OTHOLIEHUIO K MeXAyHapo4HOMY CTaH-
fapty MCO 11980:2009 «OdiTanbmosnornyeckas ontmka. KOHTakTHble NIMH3bI U CpeAcTBa yxoda 3a HUMW.
PyKoBOACTBO MO KAMHUYECKMM ucnblTaHUAM» (ISO 11980:2009 «Ophthalmic optics - Contact lenses and
contact lens care products - Guidance for clinical investigations») nytem:

- W3MEHEHUsI ero CTPYKTypbl ANS NPUBEAEHUS B COOTBETCTBME C NpaBuiamu, YCTaHOB/IEHHbIMU B
FOCT 1.5 (nogpasgensi 4.2 n 4.3):

- BBEEHVA [A0NONHWUTENbHbIX (pa3. MNpu 3TOM AONOMHUTENbHbIE (dpasbl, BK/OYEHHblEe B TEKCT
CTaHAapTa A1s yyeTa noTpebHoCTel HalMOoHa/IbHON 3KOHOMMKU Poccuiickoin ®enepanmm n oco6eHHoCTe
HaLoHabHON CTaHAapTu3aLUnmn, BblgeneHbl KypcrBoMm.

CpaBHeHMe CTPYKTypbl HAcTOALWEro cTaHAapTa Co CTPYKTYPOI yKasaHHOr0 MeXAyHapOAHOro CTaH-
JapTa npvBefeHo B AOMOMHNTENIbHOM Npunoxenun JA.

Mpy NpYMEHeHMN HACTOSLLEro CTaH4apTa PeKoMeHAYyeTCs UCMNO0/b30BaTb BMECTO CCbI/IOYHbIX MEX-
OyHapOAHbIX CTaHAApPTOB COOTBETCTBYHOLME VM HaLMOHasbHble CTaHAApPTbl, CBEAEHUS O KOTOPbIX NpuBe-
[eHbl B AONOMIHUTENILHOM Npunoxexnun b

5 BBEJEH BINEPBbIE

MpaBuna npumeHeHUsa HacTosAWwero cTaHgapTa yctaHoBneHol B FOCT P 1.0—2012 (pa3gen 8).
MHdopmauns 06 n3MeHeHUsX K HacToAaweMy ctaHgapTy nyb6nvMkyeTcs B eXerogHom (No COCTOSHUIO Ha
1 AHBaps Tekyw,ero roga) WHMOPMaLMOHHOM yKa3aTene «HauuoHanbHble cTaHAapTbli», a oduunanb-
HbIl TEKCT W3MEHEHMWI 1 MOMNPaBoOK - B €XeMeCAYHOM WH(OPMaLMOHHOM yKa3aTene «HaunoHasbHble
cTaHfapTbl». B cnyyaB nepecmoTpa (3aMeHbl) UM OTMEHbl HacToslw,ero craHgapra COOTBeTCT-
BylOLLee yBefoMeHne 6yaeT onybnmkoBas B 6amxaiwem Bbinycke MHOPMaLMOHHOro ykasatensa «Ha-
LUMoHanbHble cTaHAapTbl». CooTBeTCTBYOW aa MHoOpMaumus, yBefoMieHne U TeKCThbl pasmelyalTcs
Takxe B MH(OPMaLMOHHOW cucTeMe 06l ero nonb3oBaHus - Ha oduumanbHOM caiiTe ®epepanbiioro
areHTCTBA MO TEXHNYECKOMY PeryiMpoBaHnio u meTponornn B cetn NuTepHeT (gost.ru)

© CtaHgapTuHdgopm. 2014

HacTtoawwmii ctaHgapT He MOXeT 6biTb MOSIHOCTbI WU YACTWYHO BOCMPOM3BEAEH, TUPaXKMPOBaAH U
pacnpocTpaHeH B kauecTBe ouumanbHOro usgaHus 6e3 paspelleHnst defepanbHOro areHTCTBa no TeXHU-
YecKoMy perysimpoBaHuio ¥ METPOOTMN
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BeseneHne

B HacTosilLee BPEMS KNMHUYECKMNE UCTIbITAHUS! KOHTaKTHBIX JIMH3 U CPeACTB yXoAa 3a HUMW perfamMeH-
TUPYIOTCS NO-Pa3HOMY B pas3/nuHbIX CTpaHax. HacToswuii ctaHaapT paspaboTaH ¢ Lenbio r1o6asbHoi rapMo-
HU3auuu. BHeApeHVe HacTosLlero ctaHaapTa 6yAeT NpefcTaBNAThb elle OAMH Liar K B3avMHOMY MPUSHAHWIO.

HacToawmii cTaHAapT MOXET TakKe NOC/YXUTb OCHOBOW BbINO/IHEHUA HEKOTOPbIX KOHLENTYasIbHbIX 3/1eMEHTOB
noFOCTPMCO 9001.
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HALUWOHANBbHBLIN CTAHAAPT POCCUNCKOW OELEPALUN

ONTUKA OPTA/TIbMONIOITMYECKAA.
NMMH3bl KOHTAKTHBIE W CPEACTBA YXOAA 3A HAMU

PyKoBOACTBO MO KNNHNYECKUM UCMbITAHNAM

Ophthalmic optics. Contact lenses and contact lens care products. Guidance (or clinical investigations

[ata BBegeHunsa - 2014—07—01
1 O6nacTb NPUMEHEHUS

HacTosiwuii cTaHgapT ycTaHaB/MBaEeT PYKOBOACTBO MO KIMHWYECKMM MChbITaHusiM (ganee - KW)
6€30MacHOCTU 1 IKCN/yaTalMOHHbIX XapakTEPUCTUK KOHTAKTHBIX /IMH3 N CPEACTB yX0Aa 3a HUMU.

MpumeyaHune - HacTosiwuii cTaHAAPT UMEET Lie/bio rapMOHU3MPOBATL perynupylue Tpe6o-
BaHWs K npoBegeHnto K. Heo6X04MMbIX /151 NOMYUYEHUsI KIMHUYECKMX AaHHbIX C Lie/1bio YCTaHOB/eHUs Tpe-
60BaHWii MapkeTUHra 1 3TUKETUPOBAHUS KOHTAKTHbIX JIMH3 U CPEACTB yxofa 3a HUMK Ha MUPOBOM YPOBHE.
B Tex cryuyasx, Korga HauvoHanbHas NpakTuka WA periaMeHTbl 3aKoHO4aTeNbHO HOPMUPYIOT HEKOTOpbIe
Tpe6oBaHus, NociaeaHe UMET NPEVMyLLECTBO Nepes HacTosLLMM CTaHAapToM.

2 HopmaTuBHbIe CCbIJIKN

B HacToAwem cTaHgapTe UCNONb30BaHbl HOPMAaTUBHbIE CCbIIKM Ha cnefylme cTaHgapThbl:

FOCT PNCO 9001-2008 Cuctembl MEHEAXMEHTA KayecTBa. TpeboBaHus

FOCT P NCO 14155-1-2008 PykoBOACTBO MO NPUMEHEHUKD K/IMHUYECKUX UCMNbITAHUA MEANLMH-
ckux n3genuii. Yactb 1. Obwme TpeboBaHus

FOCT P NCO 14155-2-2008 PykoBOACTBO MO NPUMEHEHUIO KIMHUYECKUX UCMbITAHWIA MeaNLMH-
ckux nsgenuii. Yactb 2. MnaHMpoBaHye KNMHNYECKNX NCMNbITaHWi

FOCT P 53941-2010 (MCO 18369-1-2006) OdhTanbmonornyeckas ontuka. JIMH3bl KOHTAKTHbIE.
YacTtb 1. TepMmuHbl, onpegeneHus n 6ykseHHble 0603HaYeHus

MpumeuvaHue - lNpn NOMb30BAHAM HACTOSLMM CTAHAAPTOM LENECO06PA3HO NPOBEPUTH
[elicTBME CCbINIOYHbIX CTAHAAPTOB B MHCDOPMALMOHHON cUCTeMe 06LLEero nonb3oBaHns — Ha 0(YMLMAbHOM
caiite ®efepanbHOro areHTCTBa Mo TEXHUYECKOMY PeryinpoBaHuio U METPOorin B ceTn VIHTepHeT unu no
€XEerofIHoMy MHMOPMaLMOHHOMY YyKasaTeno «HaluoHanbHble CTaHA4apThl», KOTOPbLI ONy6/MKOBaH Mo
COCTOSIHVIO Ha 1 siHBapsi TeKyLero rofga, ¥ Mo BbiMyckam EXEMECSYHOTO WMH(OPMAaLMOHHOTO ykasaTens
«HaumoHa/bHble cTaHfapTbi» 3a Tekywwii rog Ecnv 3aMeHeH CCbUIOYHbLIA CTaH4apT, Ha KOTopblil AaHa
HeJaTupoBaHHasi CCbifka, TO PEeKOMEHZYEeTCsl MCMO/Mb30BaTh [eliCTBYIOLLY0 Bepculo 3TOro cTaHjapTa C
YyUYeTOM BCEX BHECEHHbIX B AAHHYI0 BEPCUIO M3MEHEHWiA. ECM 3aMeHEH CCbINIOUHbIA CTaHAAPT, Ha KOTOPbIN
[laHa [aTupoBaHHAs CCblKa, TO PEeKOMEHAyeTcsl WUCMOoMb30BaTb BEPCUI0 3TOr0 CTaHAapTa C yKasaHHbIM
Bbille TOAOM YTBepXAeHusi (MpuHATKS). Ecnu nocne yTBEpXAEeHUsl HACTOSILLEro cTaHgapTa B CCblIOYHbI
CTaHAapT, Ha KOTOpbI/ faHa faTUpOBaHHas CChljka, BHECEHO U3MEHEeHWe, 3aTparmBaloliee nosioxeHue, Ha
KOTOpOE AaHa CCbifKa, TO 3TO MOJIOXKEHNe PeKOMeHAYeTCsl NPUMEHSTb 6e3 yueTa AaHHOTo U3MeHeHusi. Ecnu
CCbINIOUHBIA CTaHgapT OTMeHeH 6e3 3aMeHbl, TO MOJIOKEHWEe, B KOTOPOM [JaHa CCblika Ha Hero,
pekomeHayeTcs NPUMEHSITb B YacTW, He 3aTparuBatoLLeil aTy CCbinky.

3 TepMuWHbI U onpeaeneHus

B HacToswem cTtaHgapTe npvMeHeHbl TepMuHbl No FOCT P MCO 14155-1. FOCTP
MCO 14155-2. TOCT P 53941 n [1].

4 Tpeb0BaHWsA K KTUHUYECKUM UCMbITAHUAM

4.1 O6wwne TpeboBaHus

4.1.1 [omkHbl NPUMeHATbCA 06lne TpeboBaHus, oTHocAwmecs kK KM no TOCT P MCO 14155-1 un
nnaHy KIMHUYECKUX ucnbiTannii (aanee - MKW) no FOCT P NCO 14155-2. a Takke AOMNONHUTENbHbIe TpeboBa-
HUA. NpuBefeHHble B 4.2.

N3paHue orymanbHoe
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4.1.2 TpyyrHammn AOCpPoYHOro npekpateHuns KN asnatotca:

a) cBA3aHHble C camoli IMH30M:

b) cBA3aHHbIEe C COCTOSAHNEM rNasa:

c) gpyrve (cMm. Tabnuuy A.11).

4.2 JononHunTenbHble TpeboBaHWs

4.2.1 O6wue Tpe60BaHUA K KOHLENLUN UCTbITAHW

4.2.1.1 Kputepun ot60pa Cy6bEKTOB [O/MKHbI COOTHOCUTLCS C LeNIAMU UCTbITaHUA 1 BKIYaTb:

1) cy6beKTOB C HOpMasibHbIM 3pEHUEM, HE MPUMEHSIOWMX F1a3HbiX MeAVKaMeHToB, B Bo3pacTe 18
NeT 1 cTaplue, 3a UCK/TIYEHNEM CNyYaeB, KOrAa UCMbITaHUsA KOHTaKTHbIX IMH3 NPOBOAATCA MO CrneunasnbHbIM
rnokasaHusamM A4 vy Mosioxe 18 net, HanpuMmep, B criydae NpuMeHeHUs opToKepaTosiornm unu neguatpu-
Yeckux athaknyecknx nMHs:

2) pedpakuuio MH3 B AnanasoHe VUMeLMXCA MOBEPOUHbIX JINHS,

3) pedopakymto He 6onee 0.75 4nTp (TOALKO ANA UCMbITAHUSA KOPPUTMPYIOLMX INH3 CO cchepryeckoi
pechpakumei);

4) Hanny4Lylo OCTPOTY 3PEHNS C KOPPUTUPYIOLWUMU 04KaMu He Hke 20/25 (He Bbiwe Log MAR 0.1);

5J COCTOAAHNE KOHBIOHKTUBbI BEK:

6) COCTOSIHUE CNEe3HOW NNEHKN:

7) nameHeHune pH cnesbl [go KN - pH pacTtBopa. pH cnesbl (Duotest)];

8) comartmyeckuin akTop (3abonesBaHne LMUTOBUAHON Xenesbl, HaM4Me caxapHoro gvaberta,
Apyroii SHOO0KPVMHHOW NaTonornmn, annepruiyeckuin ctatyc).

4.2.1.2 Kputepun UCKIoUeHNs 13 otbopa CyobeKTOB A0/MKHbI COOTHOCUTLCA C LeNSMU UCNbITaHWA 1
[OJIKHBI BKOYATL:

1) niobble nHekuMn, BocnaseHne nnm gpyrve OTKNOHEHNS OT HOPMbI NepeAHero oTaena rnasa;

2) nobble nporpeccupytowwne rnasHble 601e3HN B NepefHeil kamepe, NPOTUBONOKa3aHHbIE A1 HO-
LIEHWNSA KOHTaKTHbIX JINH3:

3) NpMMEHeHne CUCTEMHBIX WU FNasHbiX MeAVKaMeHTOB, CyXalinx npoTusonokasaHvem Ans Ho-
LUEHNSA KOHTAKTHbIX JINH3;

4) aHaMHe3 repneTu4eckoro kepaTnTa;

5) aHaMHe3 Xupypruyeckoi koppekuum pedpakumy nnm aedekToB poroBuLbl (3a UCKNOYEHNEM Cy-
YyaeB. Korga uccrnegyemble KOHTaKTHbIE /IMH3bl NOKa3aHbl 419 HOLWEHNs Npy gedekTax porosuLbl, kepaToko-
Hyce unv nocne onepawuun XUpypruyeckoli koppekuuy pedpakumm);

6) pesynbTar 0b6cnefoBaHMA LeneBoil namnoli, 3KBUBAIEHTHbIA UM 6onee cepbesHblil, YeM Ha-
6n110aeHNe cnefoB (C TOYHOCTLIO He HUXKe 1-i1 cTeneHn);

7) Backynspusauuio porosuLbl ¢ NPOHUKHOBEHNEM 6osiee 1 MMm;

8) Hannune cMHApPOMa «Cyxoro rnasa»;

9) yyactme cy6bekTa B KIMHUYECKOM UCMbITAHUM KOHTaKTHbIX IMH3 WK CPeACcTB yxofa 3a HUMU B
npegwectsyowme 30 gHeN.

4.2.1.3 MKW pomxkeH obecneuvBaTb oOnucaHWe npouefypbl MOHWTOPUHra ANA obecneyeHus
CTabunbHOro KavecTsa cbopa v perucrTpauum gaHHbIX.

4.2.1.4 TIKM pomkeH cogepxaTb MNiaH CTaTUCTMYECKOro aHanusa. Pasmep BbI6OpKM JOMKEH GbITb
060CHOBaH W paccyvMTaH Mo nporpamMme CTaTUCTMYeCKOi 06paboTku, YTBEPXKAEHHOW B YCTAHOBIEHHOM
rnopsigke.

4.2.2 KOHTaKTHbIE JINH3bI

4.2.2.1 O6bwue TpeboBaHuA

KW KOHTaKTHbIX NINH3, BK/OYasA KOHTAKTHbIE JINH3bl NOBCEAHEBHOIO W [/INTE/IbHOTO HOLIEHUA, MAr-
Kue rugporenibHble, CUMKOH-TMAPOresibHble U XEeCTKMe rasonpoHuuaemble, AO/MKHbI 6bITb NPOBEAEHb! MO
0fHOW 13 hOpM, NPpUBELEHHbIX B 4.2.2.2 - 4.2.2.4.

Ana MKW c uenbio gemoHcTpauun 6e30nacHOCTUM UM 3KCMyaTauMOHHbIX XapakTepucTuk, a Takke
cneumanbHbIX TpeboBaHuii (Hanpumep, KOMOPTHOCTK), 3TUKETUPOBAHWA WIN AONOMHUTE/NbHBLIX NOKa3aHWi
B K/IMHUYECKOM MPOTOKOMEe JO/MKEH ObiTb 3apaHee onpejesieH nnaH cTaTUCTUYecKoro aHanusa (Bkawuas
pacueT pasMepa Bbl6opku). MK ponxeH onpefenntb 06bEKTUBHbIE pe3ysbTaTbl, YTOObI CNOCO6CTBOBATL
BbIMO/IHEHWIO 3TWX TpeboBaHwii.

MpumeyvaHuns

1 MeXcyO6beKkTHbIi KOHTPOb NpefnoyTuTeNnbHee BHYTPUCYObLEKTHOrO BCNeACTBUE NOTEHLManbHOM
3aBMCHMMOCTM OJHOTO rna3a oT A4PYroro u npeay6exaeHns 0THOCUTENIbHO COOTBETCTBUS CyObekTa.

2 B npunoxeHun A npuBefeHbl pekomeHgauumn K popmmpoBaHmnio koHuenummn KA.

4.2.2.2 NepcnekTMBHOE UCMbITaHNE C O4HOBPEMEHHbLIM KOHTPOIEM

MepcnekTMBHOE WCMbITaHWE C OAHOBPEMEHHBLIM KOHTPOMEM cnefyeT NPUMEHSTb ANS OUEHKU ruapo-
reNbHbIX. CUIMKOH-TUAPOrEsIbHbLIX U XXECTKUX ra3onpoHULAEMbIX KOHTAKTHbIX NIMH3. [1O/DKHbI NPUMEHATLCA ABY-
CTOPOHHee MepeKpecTHOe UCMbITaHWe WU UCMbITaHWe KOHTpnaTepasbHbIMU rnasamu (To eCTb BHYTPUCYOBEKT-

2
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HOB), WM MEXCYOBbEKTHbI KOHTPOMb. B cryyae NpyMEHEHNs MEXCYOHEKTHOTO KOHTPO/ISI COOTHOLLEHNE MeXay
YNC/IOM WCTbITYEMbIX 1 KOHTPO/IbHbIX Cy6bEKTOB AO/MKHO COCTaBnATb 2:1 unn 1:1. KOHTponbHaA NMH3a A0/MKHA
npeacTaBnsATb COO0I KOHTAKTHYIO NIMH3Y, B AaHHbI MOMEHT NPUCYTCTBYIOLLYIO HA PbIHKE WU UCNOMb3yEMYHO B TOM
Xe pexumve. Bo nsbexaHne BO3MOXHON NPeaB3siTOCTM A0/MKHbI 6bITb NPUMEHEHBI ClyYaiiHoe pacnpeaeneHue un
MackmpoBaHve (CybbekTa, UcnbiTatens u OueHLMKa pesynbTaTtoB UcnbiTaHns). Cy6bekTbl AO/MKHbI ObiTb pac-
npegeneHbl paBHOMEPHO MeXAy UCMbITaTeNAMU.

4.2.2.3 VcnbiTaHne 6€3 KOHTPOsA

B atom cnyvae pesynbTaTbl CpaBHMBAKOT C MPEALLIECTBYOLWUM KOHTpONeM. ANbTepHATUBHbIE KOH-
Lenummn ncnbiTaHnii, Takme kak NnpeAlwecTBYIOLWMA KOHTPOb, cneayeT NPUMEHATbL B C/lyyasXx, Korga 3aka3uuk
pacnonaraeT 6a30i KAMHUYECKMX faHHbIX MO NPUCYTCTBYHOLWWEN Ha PbIHKE KOHTaKTHOW /IMH3E, KoTopas npej-
Ha3HayeHa ANS MCNOMb30BaHUSI B KayecTBe o06bekTa cpaBHeHWs. Ecnv npuMeHsieTcs npepluecTByoLWuii
KOHTPO/b, TO AO0/HKHA ObITb OnpefenieHa M COOTBETCTBYIOLWMM 06pa3oM OXxapaKTepu3oBaHa KOHTPO/ibHasA
rpynna Ans CpaBHEHWUS C 3KCMepUMeHTasIbHOl rpynnoil. ConocTaBynMOCTb 3KCMEPUMEHTaIbHOM U KOHTPO/Ib-
HOI rpynn gosmkHa 6biTb MPOAEMOHCTPMPOBaHa CpaBHEHMEM KpuTepueB oT6opa, Aemorpadmyeckumy gaH-
HbIMUW. XapakTepucTukamu pedpakuymn, NCTOpUel HOWEHNA KOHTaKTHBLIX IMH3 U NpUMeHeHHbIM K.

4.2.2.4 CpejcTtBa yxofa 3a KOHTaKTHbIMU IMH3aMuU

[na oueHkn cpefcTB yxofa 3a KOHTaKTHbIMU NINH3aMK criefyeT NPUMEHATb NepcnekTMBHOe ucnbiTa-
HVe C OAHOBPEMEHHbIM KOHTPoeM no 4.2.2.2 n cobngatb obuwune TpebosaHnsa no 4.2.2.1.

Mpn ucnbiTaHUM CPeAcTB yXoAa 3a KOHTaKTHbIMW NMH3aMK N5 60NMbLUMHCTBA 3TUX CPeACTB crefyeT
NPUMEHSTb AHEBHOW rpacvik HOLIEHNA KOHTAKTHbIX JIMH3, C TeM YTO6bl AOCTUYL HAaMbO/bLIEro BO3AENCTBUS Ha
cy6bekTe cpefcTea yxoaa. OfHako ucnbiTaHue MH3bl UK CpeacTBa AN NepUoANYECcKoi YNCTKU, MpUMeHsie-
MbIX C HefieNbHOV MepPUOAUYHOCTBIO, MOXET AaTb 60/1ee LeHHble KIMHUYeckne faHHble B 4acTu ux adhdektms-
HOCTW B TOM C/lyyae, Koraa npuBeYeHHble K UCMbITaHUIO Cy6BEKTbI NOABEPXEHbI NPO/IOHTVPOBAHHOMY BO3Ael-
CTBUIO MO CPABHEHMUIO C aHa/TOTMYHBIM UCTbITAHVEM Ha CyObeKTax C AHEBHbIM HOLLEHNEM KOHTaKTHbIX JINH3.

Mpn ncnonb30BaHNN exefHEBHOroO rpaduka HoLweHUs 6e30nNacHOCTb ABSETCA NepBooYepeHoN 3aaa-
Yeil. N03TOMYy HE06X0AMMO Noc/ie NPUMEHEHWSI CPeACTBa CMYCTSA OAVH - [iBa Yyaca C MOMeHTa HafeBaHWs NMH3bI
HaHeCTV BMU3WUT OpTasIbMOSIOrY, C TeM YTOObI 06HAPYXMTb M3MEHEHMe NPO3PaYHOCTU POrOBULBl  Kak pe3ynbTart
HernocpeACTBEHHOW TOKCMYECKOW peakuyu.

[ns cpepcTBa yxoda 3a KOHTaKTHbIMW NIMH3aMW C MOKa3aHWAMW YMCTALLEero cpeacTsa B koHue KA
Heo6Xo4MMO NPUBECTN 06BEKTUBHYIO OLEHKY ero YMCTALLMX CBONCTB HE MEeHee YeM Ha OfHOI MH3e, B3ATOM
Y KaXoro cy6bekTa.

Ecnu nsrotoButenb cpeAcTBa yxoAa 3a KOHTaKTHbIMU NIMH3aMW PeKOMeHAyeT Ha 3TUKeTKe ero npu-
MEHEHWEe C KOHTaKTHbIMW JIMH3aMU KOHKPETHOro TUna, COBMECTUMOCTb CPpefcTBa C IMH3aMKN JaHHOro Tvna
[0MmKHa 6bITb NOATBEPXAEHA B XOAE AOKNNHNYECKUX UCNbITaHni n K.

Ecnn K/ He no3sonnnam cobpaTb AOCTATOYHO JaHHbIX OTHOCUTE/IbHO NPUMEHEHUs CPeAcTBa C /INH-
3aMy KOHKPETHOro Tuna (Hanpumep, CUUKOH-TMAPOresibHbIMKU). HEOBXOAMMO OTPasuTb 3TOT hakT Ha 3Tu-
KeTke cpeAcTsa.

4.2.3 TlepeMeHHble napameTpbl

4.2.3.1 CpepcTtBa yxofa 3a KOHTaKTHbIMWU INH3aMu

B npouecce KW cpefcTs yxoaa 3a KOHTaKTHbIMW IMH3aMU HEO6X04MMO OLeHMBaThb cneayolmne ne-
peMeHHble napameTpsbl:

a) OTeK poroBuLbl;

b) WHMWUALTPATLI POroBuLb;

C) HEeoAHOPOOAHOCTb 3HAOTENUS;

d) Backynapusaunio poroBuLbl;

€) NATHUCTOCTb POroBuLb;

f)  Hanuuue Bocnanexus rnas;

0) Hanmuue BOCManeHus Bek.

h) s3BYy poroBuubl:

i) MOMYTHEHWe pOoroBuLbI;

j)  KpoBOW3NWAHWE B NepeaHIo KaMmepy rnasa;

k) ckonneHue rHosi B nepeHei kamepe rnasa:

) pasgpaxeHue;

T) pybubl (Wpambl) HA POroBuLe;

M) COCTOSAHME KOHBIOHKTMBLI (MOKpacHeHne, oTek, 6ynne3HoCTb).

B npouecce KW gna noaTBepxaeHnsa ocobbix TpeboBaHNii MOTyT 6biTb UCNbITaHbl A4OMONHUTENbHbIE
nepeMeHHble napameTpsbl.

MpumevyaHune - B npunoxeHun B npuBefeHbl pekoMeHAaumMU no knaccutmkaumm HEKOTOPbIX Takux ne-
PEMEHHbIX.
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4.2.3.2 KOHTaKTHble /INH3bI

MomMnMO nepemeHHbIX napameTpoB, NnepeyncrieHHbix B 4.2.3.1. B npouecce KW KOHTaKTHbIX JIMH3
Heo6Xxo4uMOo paccmaTpuBaTh cneaylolme nepeMeHHble napaMmeTpsbl:

a) BM3ya/bHble XapaKTepPUCTUKK;

b) napameTpbl pecpakuny;

C) KepaToOMeTpuyeckne U3MEHEHUS;

d) UeHTpupoBaHue JIMH3;

€) MOABWXHOCTb JINHS;

f) cmauvBaemocTb nepeAHei NOBEPXHOCTMW NNHS;

4) Hanet Ha 3afHeli NOBEPXHOCTN NINH3:

h) oueHKy cybbekToM KOMGOPTHOCTY;

i) oueHKy CybbeKkTOM kayecTBa 3peHus;

j)  OUEeHKy Cy6BbEeKTOM yA06CTBA MaHMNYIMPOBaHMS.

B npouecce K/ ansa ygoBnetBopeHns ocobbix TpeboBaHWit MOryT 6bITb UCMbITaHbl AONOMHUTE bHbIE
nepeMeHHble napaMmeTpsl.

MpumeyvaHnune - B npunoxenun C npusefeHbl pekoMeHAaLun no knaccudukauuy HeEKOTOPbIX
TakUX nepemMeHHbIX.

4.3 Tlpouyne TpeboBaHusA

CBefleHNa 0 cepbe3HblX Heb6NaronpuATHbLIX COBLITUAX U 060 BCEX HeXenaTeNbHbIX annapaTHbIX Ae-
dhekTax AO/MKHbI ObITb 3AMPOTOKOMPOBaHbLI MO CNeLnanbHON hopme W. NpY HEOH6XOAMMOCTH, Hanpas/eHbl
3aKa3uuky. Bce npoune HebnaronpuaTHble ohTanbMOorMyeckne cobbITua AOMKHbI 6bITh 3aperncTpuposa-
Hbl B UCTOPUKN 6ONE3HN CTaHJapTHON hOPMbI U COBPaHbl BMeCTe B XO4e MOHUTOPUHTa.



rOCT P 55041—2012
MpunoxeHue A
(cnpaBoy4Hoe)

PekoMeHgaumm Kk hopMmnpoBaHuio KoHuenumnn KA

A.1 Obwue TpeboBaHuA

AnemeHTbl KW, npuBefeHHble B HACTOALWEM NPUIOXEHUN, ABMAKTCA COCTaBHbIMM yYacTtamu TKA,
KOTOpble MOryT MOMOYb B cOOpe AaHHbIX, MO3BOMAKLWMX ONpeaennTb 6e30NacHOCTb M 3KCMyaTaunoHHbIe
XapakTepPUCTUKN KOHTaKTHbIX /INH3 U CPEeACTB yxo4a 3a HUMM.

A.2 O6bEM N NPOAOMKUTENBHOCTbL UCNbITAHNSA

A.2.1 VicnblTaHHO KOHTaKTHbIX INH3

B Ttabnuue Al npuBefeHbl pekomMeHAauunm no Yncny cybbekToB, BoBekaeMblX B KW KOHTaKTHbIX
JINH3, Ha KOTOPbIX UCNbITaHNE 6bIN0 3aBEPLUEHO.

Tab6nunuya A.l- PekoMeHaauuun no yncny cybbLekToB, BoBrekaeMblxX B K/ KOHTaKTHbIX INH3

O6Lwee uncno
CyOBbEKTOB Ha rpyn-

Pexvim HoLLeHuA M DKUTENBHOCTb
€ oue ny B KOHLE UCTbITa- POACIKATENBHOC MaTtepuasn 1 KOHCTPYKLMA
HUA
CofepXxuT HoBble MmaTepua-
Nbl /TN HOBOE COOTHOLLUEHME
50 3 mecsaya .
ExegHeBHoe mMaTepuasioB: CyLLEeCTBEHHbIE
HoLLEeHNe N3MEHEHNA KOHCTPYKLUN
Bce maTtepuasbl U KOHCTPYK-
30 30 cyTokK ce marepuan OHCTPY
Lmn
mecsua unm bl
ExenHeBHoOe 3 mecsAua v fonbLie,
. ec/y 3To HeobxoANMO
HOLLUEHWE; Bce martepuanbl n KOHCTPYK-
50 ONA [OCTUXKEHMA onpe-
OopTOKepaTosIorus. o Lmm
feneHHoi ctabuibHo-
ctH
MpognexHHoe ao 7 160 12 mecsies Bce maTepuasnbl U KOHCTPYK-
CYTOK HOLLEeHue Lmn
MpoanexHoe o 30 570 12 mecsues Bce maTepuasnibl 1 KOHCTPYK-
CYTOK HOLLeHue uum
Houroe Howenne Bce matepuanbl 1 KOHCTPYK-
(MoxeT BKNYaTh 300 12 mecsues P Py

umm
OpTOKEPATO/I0rUI0)

A.2.2 VicnblTaHne CpefCcTB yxo4a 3a KOHTaKTHbIMU NIMH3aMU

A.2.2.1 CpepacTtea yxofa 3a KOHTaKTHbIMU SIMH3aMW, BK/HOYasi COMEBbIE PacTBOPLI, CPeAcTBa exe-
ZJHEBHOI M NepuoNYecKoi YNCTKW, Ae3nHULMPYIoLLIe PacTBOPbI, HEWTPaNN3YIOLWMe areHTbl, rnas3Hble Ka-
Nan. KOHAMLMOHUPYOLME pacTBOpbl U MHOrouUefieBble pacTBOPbl, coAepxalimne kakMe-nMbo HOBble aKTUB-
Hble VHIPeAVEeHTbl UM aKTUBHbIE UHIPeAVEHTbl B KOHLLEHTpauun, BbIXOAALWEN 3a npefesnbl KOHUeHTpauun B
CONocTaBMMOM NPOAYKTE, UMEIOLLEMCS Ha PbIHKE, AO/DKHbI 6bITb NOABEPrHYThI TpexmecayHomy K.

A.2.2.2 B cnyyas cpeAcTs, npefHasHayeHHbIX AN UCMO/b30BaHUSA C MATKUMU (TUAPOOUNLHBIMN)
NIMH3amMK, pasmep BblIOOPKM A0/KEeH cocTaBNATb 30 CyObEKTOB B YacTu MCMbITyemoro pacteopa u 15 cy6b-
€KTOB B YaCTW KOHTPOJ/IbHOTO pacTBopa (MMEILLErocs B AaHHbIi MOMEHT Ha pblHKE W NpegHa3HavyeHHoro
AN Tex Xe nokasaHwin) 4NA KaxX[oi N3 COOTBETCTBYIOLMX PENPe3eHTaTUBHbLIX KaTeropuii, a UMeHHO:

- rpynnal;
- rpynna IV,
- OTAenbHas rpynna gns Kaxaoin CUAVKOH-TMAPOrebHOM NINH3bI.
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Ecnun nsrotoButens npov3soauT 60/5iee OAHOrO TUMa SIMH3 U BCE MPOU3BOAMMbBIE UM JIMH3bI TWUMO-
pa3MepHOro psga UMetT OAVHAKOBbIA 06LWMIA XMMUYECKWii cocTas, fOCTaTOYHO UCMO/b30BaTb TOMbKO NH-
3y C HaMBbLICLUMM COAEPXaHUEM BOApl.

A.2.2.3 B cnyyae cpefcTs, npefHasHavyeHHbIX A8 UCNO/b30BaHNUA C XECTKUMU SIMH3aMK1, pasmep
BbIOOPKM A0/MKeH cocTaBnaTb 15 nnam 30 cy6bekToB B YacTu UCNbITyeMOro pacteopa v 15 cy6bekToB B yac-
TU KOHTPO/IbHOTO pacTBopa (MMeLLerocs B faHHbIA MOMEHT Ha PblHKE U NpeAHa3Ha4YeHHOro ANs Tex Xe
nokasaHui) 4NA KaxAon U3 COOTBETCTBYIOLLMX FPynn MaTepuasnos.

A.2.2.4 B cnyyae pacTBOpPOB AN KOHTAKTHbIX JINH3, HE COAEepXalMX HUKAKUX HOBbIX aKTUBHbLIX WH-
rpegneHToB no A.2.2.1, HO cofepxalmx Kakoi-nmmbo akTUBHbIA WHIPEAMNEHT B KOHLEHTpauuM HWXe UHTep-
Basia KOHLEeHTpauuii B MMELEeMCs Ha pbiHKE COMOCTaBNMOM pacTBope, JO/KHO ObiTb NpoBefeHo KW npo-
[ONKUTEeNbHOCTLIO 1 Mecal,. B aTom cnydae pasmep BbIGOPKM AO/MKEH COCTaBMAATL NOMOBUHY pasMepa Bbl-
60pKMN, pekoMeHA0BaHHOTO B A.2.2.2 n A.2.2.3, Npy TakoM Xe 06Lem pacnpeaeneHnn cybbekToB.

A.2.3 Ctatuctnyeckne faHHble 415 OLLEHKN NPOAO/IKMUTENbHOCTU HOLIEHUNA

A.2.3.1 O6uwue TpeboBaHUs

Mpn nepBMYHOM aHann3e 6e30MacHOCT HEO6XOAMMO, YTOObI CyLLEeCTBEHHbIV acrnekT 6e30nacHoCTh
COCTaBNsiNa YacToTa Cepbe3HbIX N 3HAUNTENIbHBIX HEGNArONPUSATHBLIX COObLITUIA.

Hynesas runotesa (HO) McXoauT 13 TOro MPUHUMNA, YTO YacToTa KOHEeYHbIX HebnaronpuaTHbIX CO-
6bITUIA B UCNbITAHWM (P.) 3@ BbIYETOM KOHTPO/IbHOIM 4YacTOTbl KOHEYHbIX He61aronpusaTHbIX CO6bITUIA (PC)
60bLUe UM paBHa KIMHUYECKU HEeCYLLLeCTBEHHOM pasHOCTU (0) BYX YACTOT.

AnbTepHatuBHas runotesa (HJ vcxoAWT M3 TOrO NPMHLMNA, YTO YacToTa KOHEeYHbIX HebnaronpuaT-
HbIX COObITWIA B UCMbITAHWU (P.) 32 BbIYETOM KOHTPOJIbHOW YACTOTbl KOHEUHbIX He6GNaronpuATHbIX COBbITUIA
(PC) MeHbLLUE KTMHUYECKM HECYLLLECTBEHHOW pa3HoCcTK (S) ABYX YacToT.

HO:p ,-p c*&: (A. 1)
Ha. Pr- Pc<S, (A 2)
rge P, - NPOUEHT UCNbITYyEeMbIX Cy6'b8KTOB;

pC- MNPOLEHT KOHTPOJIbHbLIX CYy6BLEKTOB.

B cnyuyae pacnpefeneHusi cy6bLeKTOB B npornopuuy 11 Mexay WUCNbITaTeNbHON U KOHTPO/bHOI
rpynnamy MyHUMasIbHOE YKUC/0 N CY6BLEKTOB, HA KOTOPbIX 3aBEPLUEHO UCTbITaHMe, HE0BX0AUMOe ANs Kax-
[loli ucnbITaTenbHOM rpynnbl, onpegenseTcs opmyoii

(Z,f+2Z13[p,(1-p,) +P,(1-pJ)

{A. m

roe a - YpoBeHb 3HAUMMOCTK (Takke Ha3biBalOT YaCTOTON OWMGOK 1-ro poaa);

(1 - (Y- cTporocTb mcnbiTaHus,

Z - KBaHTU/b CTAHAAPTHOr0O HOPMAasIbHOTO pacnpegenexHus.

Cnepyowunii npumep WANCTPUPYET pacyeT NPUMEHUMOCTU runoTes, cchopMynnpoBaHHbIxX ansa K
TMAPOTeNbHbIX WKW CUNTMKOH-TUAPOTE/IbHBIX KOHTAKTHbLIX SIMH3 MPU NPOAO/IKNTENIbHOM HOLWEHWUN 4/TINTE/IbHO-
CTblO 7 CYTOK. MNpY KOHTPO/ILHOI YacToTe pC W YacToTe UCMbITaHus p, paBHoi 0,033 (3agaHHol no Ha), knu-
HMYECKN HecyllecTBeHHoW pa3Hocth S = 0,05, ctporoctu (1 - |\) = 0,80 u ypoBHe 3Hauumoctu a = 0.05 mu-
HMMasibHOe YNC/0 CyObEeKTOB B rpymnne, Ha KOTOPbIX 3aBEPLUEHO UCMbITaHWe, COCTaBuT

n 15 100n

(0,84 +1,64)20.033(1 - 0,033)+0,033(1-0,033))
0,052 ’

BolwenpuseaeHHast oopmyna AelicTBUTEIbHA TOMIbKO MpY AONYLWEHUN afibTEPHATUBHONM FMNOTe3bl
Hac ycnosuem, 4to YacToTa He6NAronpUsTHbIX COGLITUI B UCMbITAHUU paBHa KOHTPOJIbHOI YacToTe; p, =pc.
B cnyvae, korga 370 JOnylieHMe HecrnpaBea/MBO, A5 MOMyYeHUs NpubBIM3UTENbHOro pacyeta pasmepa
BbIGOPKM MOXHO MCMOMb30BaTh CAeAyLLY0 dopMyny;

(Z,.,4-Z,.)4p<1-p,)4-pc(1-pe)l
(p,-pc-5)2

Onsi KA npoaneHHoro 30-CYyTOYHOTO HOLIEHWUS TMAPOTesibHbIX KOHTaKTHbIX JIMH3 B KauyecTBe KOH-
TPOJILHOM NIMH3bI PEKOMEHAYETCS UCMO/b30BaTh /IMH3Y 7-CYTOUYHOrO (6 HoYei/7 AHelt) NPoANeHHOro Hole-
HUSA.

(A-4)

Huxecneayowmii npumep WAMKCTPUPYET pacyeT HA OCHOBAHUK TUMOTE3, KOTOpble MPU3HAHbLI NPU-
MEeHUMbIMKU AN MHOTMX KW npoaneHHoro 30-CYyTOYHOrO HOLIEHWSI TMAPOTESibHbIX KOHTAKTHBIX SIMH3. Tpu
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KOHTpOnbHOI YacToTe pc= 0,033 n yacToTe ucnbiTaHnsa Ha= 0,053. KIMHNYECKN HeCyLLeCcTBEHHON pasHOCTH
8 =0,05. cTtporoctu (1 - p) = 0,80 1 ypoBHe 3HauMmMocTn a = 0,05 MUHMMaNbHOe YMC/O CYyOBEKTOB, Ha KOTO-
pbIX 3aBEPLUEHO UCMbITaHNE, COCTaBUT

. (084+164)20,053(1-0,053)+0,033(1-0.033)]
(0,053-0,033- 0,05)2 '

CnepyeT OoTperynMpoBsartb YMC/0 BOB/eYeHHbIX B KW cy6beKkToB A5 KOMMeHcaunn yucna Bbllles-
LIMX M3 HEro cyb6bekToB, KOTopoe 06bI4HO cocTasnseT 20 % - 25 % Ha NPOTSXEHUU FOAUYHOTO UCTbITaHUA
KOHTaKTHbIX NMH3. Takum 06pasom, Ans BbilenpreegeHHoro npumepa KW 7-cyTOYHOro NpoAsieHHOro Ho-
LIEHMS KOHTaKTHbIX JIMH3 PEKOMEHAYEMbIA pasMep BbIOGOPKM credyeT AOBECTU NMPMMEpPHO A0 215 cy6bekToB
Ha rpynny. [nsa BblwenpusefeHHoro npumepa KW 30-CyTOYHOTO NPOA/EHHOrO HOLUEHUSA KOHTaKTHbIX /IMH3
pekomeHAyeMblii pasMep BbIOOPKK crefyeT [JOBECTW NPUMEPHO A0 760 CyObeKTOB Ha rpynmny.

B 3aBeplueHve ucnbiTaHus cnegyeT NPOBECTU CTAaTUCTUYECKUIA aHannM3 YyBCTBUTENBHOCTW (Hanpw-
Mep. aHa/iM3 CO MHOXECTBEHHbIMW BBEAEHHbIMW 3HAYEHUSMU) C TeM. YTOObl OLEHUTb YCTONYMBOCTb pe-
3ynbTara MCMblTaHNS C yYeTOM HefocCTarwLMX UCMbITaHUIA B CyyaB NpOLEHTa BblleALnX cy6bekToB, npe-
BbILIAIOLEr0 MUHUMAbHbINA.

A.2.3.2 OueHka rmaporesibHbIX. CUMMKOH-TUAPOTENbHbIX U XECTKUX ra3onpoHULL@eMbIX KOHTaKTHbIX
JINH3 NOBCeAHEBHOr0 HOLLEHNS

Pa3mepbl BbIGOPOK paccunTbiBaOT TakMM 06pa3om, 4To6bl 06ecneynTb C AOCTATOYHON CTENeHbHo
[OCTOBEPHOCTU NOMyYEHNE MUHUMYM OAHOIO OC/IOXHEHMUS B (DYHKLUN OXMAAEMON YAaCTOTbl OC/OXHEHWUIA C
[OBEpUTE/IbHOI BEPOSITHOCTLIO CBbile 95 %. T.e. 5 % ANns ucnbiTaTenbHol rpynnsl 13 60 cy6bekToB. 10 %
ANA uenblTatenbHoW rpynnbl 13 30 cybbekToB. Takum o6pas3om, B rpynne u3 30 cy6bLeKTOB, Ha KOTOPbIX 3a-
BEpLUEHO WCNblTaHne, NOABEPrHYTLIX KpaTKocpouHoMy (90 CyTOK) BO3LENCTBMIO UCMbITYEMON NPOAYKUMM, B
cnyyae HebnaronpuATHbIX COOBLITUIA, UMEILMX MECTO Y ABYX UK TpeX Cy6bEeKTOB, MOXET COCTaBUTb Yrpo3y
610N0rMYecKoil COBMECTUMOCTM ¥ NPUHLMNNANbLHOK 6€30NacHOCTU UCNLITYEMOro o6bekTa. Bce ucnbitaHus,
uMetowme pesynbTatom ABa U 6onee cnyyas HebnaronpuATHbIX SBEHWN, AOMKHbI BKAOYaTb COOTBETCT-
ByloLLlee 060CHOBaHWe, NO3BO/IALIEE ONpeAennTb 6e30nacHOCTb U 3hDEKTUBHOCT.

A.2.3.3 OueHKa cpecTB yxo[a 3a KOHTaKTHbIMU /IMH3aMu

Pa3mepbl kAVHNYECKUX BbIGOPOK paccynTbiBalOT TakuM 06pa3om, YToObl C fOBEpPUTE/IbHOW BEepoAT-
HOCTbIo 95 % ucnbiTaHWe AaBasno, Kak MUHUMYM, OAHO OC/IOXXHEHME C MaTEpPUasioM JaHHOW KaTeropum, ecnim
dhakTMyeckasa yacToTa OCNOXHEHWA 6onee nnm pasHa 10 %. 9To nogpasymeBaeT, UTO 3aBEpPLUEHHOMY KpaT-
KocpoyHomy (90 CyTOK) MUCMbITaHWIO BO3AENCTBUA UCMbITYeMOro cpefctsa OyayT NOABEpPrHyTbl He MeHee
30 cy6bEKTOB MO KaxAol rpynne matepuanoB. VcnbiTaHUs AO/MKHbI BKIKOYATL MaTepuasnbl BCeX rpynn UH-
TepecywLx MaTepuasnos.

Bce vcnbiTaHusi, nMeloLlne pesynbtaToM gBa 1 6osiee ciyyas He6GnaronpuAaTHbIX SIBIEHWIA, JOMKHbI
BK/l0YATb COOTBETCTBYIOLLEE 060CHOBaHME, NMO3BO/IAOLLLEE ONpeAeMTb 6e30nacHoCTb 1 3heKTUBHOCTb.

A.2.4 HebnaronpusaTHble cobbITUA 1 OTpULLaTENlbHOE BO3eiCTBMEe MaTepnasnos

A.2.4.1 O6uue TpeboBaHus

Heb6naronpuaTHble cobbITuA cneayeTt andddpepeHunpoBaTh:

- Ha Bbl3BaHHble MaTepuasiom,;

- He BbI3BaHHble MaTepnasiom.

JNto6ble MHPUALTPaTLI POroBULIbI, U3BA3BEHWUSA, HEOBAaCKyNApu3auuio v T.n. cnegyeT U3HavyasbHO
cunTaTb BbI3BAHHLIMW MaTepuasioM, ec/iv TO/IbKO UCTOPUA G0Me3HN He [oKasblBaeT [pyroe WX nponcxox-
JeHvie. Bce n3bA3BIEHNA POroBuLbl 4OKHbI ObITb OTMEYEHbI B MPOTOKO/IE UCTbITAHNS.

A.2.4.2 Cepbe3sHble HebnaronpuaTHble cobbITUA

CepbesHble HebnaronpuATHble COBbITUA - 3TO TakWe ABSIEHUSA, KOTOPble NPUBOAAT WUAN MOTYT Mpu-
BECTV NN6G0 K CTOMKOMY YXYALEHUIO 3puUTeNbHON OYyHKUUW, NMB0 K HapyLUEHWI0 CTPOEeHMS rnasa v MmoryT
notpe6osaTtb MeMLMHCKOTO WU XMPYPruyeckoro BMeLlaTebcTaa.

CepbesHble HebnaronpusATHblE COOLITUA MOTYT BK/OYATb CreytoLie ycnoBus, co3galolme yrposy
3peHuto Nocne BO3AeNCTBUSA NCNbITYEMbIM O6GBEKTOM, HE OrpaHMYMBasiCb UMW

a) A3Bbl WH(EKLMOHHOTO MPOUCXOXAEHUA (onpefensemMble Kak rnporpeccupylowas 3posnst TKaHu
poroBuubl). MNpeaBecTHMKaMy $3B MOTYT ObiTb HeperynsipHble TouyeyHble WHUAbTPaTbl (6onee 1 mMm);
aKTUBHbIE MOBPEXAEHUSA C NPUMNOAHATLIMU KpasMu; cyllecTBeHHasa AnddysHas nHpunbTpaums; npodaemsl
B 06nactm OT nepefAHeil NOBEPXHOCTW POroBuLbI [0 CepeAuHbl CTPOMbI; 3PO3UA C OKpaLleHHOW
NMOBEPXHOCTbI: OTEYHOCTb KOHBIOKTVBLI W BeKa: peakuusi nepegHeint kamepbl (BocnasieHvue pagyXHoW
060/104KM); CU/IbHOE MNOKpacHeHWe T[Na3Horo A6s0ka W OKpyXallwmx TKaHed. CuMNTOMbI  5I3B
VMHMEKLMOHHOTO npouncxoxaeHnus (MUKPOOHbIA KepaTuT) MOryT BkIlOYaTb peskne 60neBble MNPUCTYNbI;
TSKenoe MNoKpacHeHWe; THOWHbIE WKW CAU3UCTOTHOMHbIE BblAENEHUS; CNe30TOYMBOCTb; CBETO60A3HbL. [na
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3aHeceHMs B MPOTOKO/M HEOGXOAMMO KMacCUgULMPOBaTh B 3TON KaTeropun niobble N3bA3BIEHUA POroBuULibI
CO CrefyloWyMN XapakTepucTMkamm:

1) LeHTpasibHast UK NapaueHTpanbHas fokanusaums;

2) NPOHMKHOBEHWE B MeMGpaHy BoymaHa;

3) UHUNLTPAT AuamMeTpom 6onee 2 Mwm;

4) accouuauus ¢ BocnaseHmem pagyXHoli 060/104ku 6051ee Uan paBHol 2-i CTeNeHN;
5) accoumaums ¢ nNto6bIM NOBbILEHNEM BHYTPUNIA3HOIO AABNEHUS;

6) NoNoXuTesibHas Ky/ibTypa Ha MUKPOOPraHn3mbl,

7) yBeNIMYeHve pasmepa Win yxyaweHue cocTosiHUSA Npu nocneayowmnx BUsmnTax;

b) nwobble UeHTpasbHble WM  napaueHTpasibHble  POroBMYHbIe  ABMNEHWS  (Takue,  Kak
BacKynapv3auus), NpoBoLMPYIOLLME CTONKOE NMOMYTHEHME;

C) Nobble cepbesHble ohTanbMonornyeck HebnaronpraTHbIE COGLITUSA, BKNOYAA CKOMIEHWEe THOS 1
KPOBOM3NUSHNE B NepegHen kamepe rnasa,;

d) nio6asa HeoBackynspusauua B npefenax LeHTpanbHol 6-MUnIMmMeTpoBO 30HbI POrOBULLbI;

e) noTeps OCTPOTbl 3peHuss Ha fBe W 06onee CTPOKM TecT-Tabnuubl, He nogaaroLlascs
BOCCT@HOB/EHWIO;

f) niobble cnyyan BocnaneHns pagyXXHoi 060/104KM rnasa.

BaxHble, HO He TsXernble HeGnaronpuATHbIe COBbITUSA AO0/KHbI BKIOYATb CleayoLlee;

a) cTepunbHble nepucepnyeckue He nporpecupytoLime S3Bbl;

b) No6ble cumnToMaTVyeckne ABNEHNS UHUNbTPaLWK,

C) Nto6ble cnyyay NOABNEHUS NATEH Ha PoroBuLe oT 3-/i CTENEHN U BbLLE;

d) BpeMeHHyl0 MoTeplo OCTPOThbI 3PEHUA NPU Haunaydwel KoppekuMn Ha ABe 1 60/see CTPOKM TecT-
Tabnuubl (Ha cpok 2 Hegenu n 6onee);

e) cnyyaun HeoBackynapusauum 2-ii ctenenun n 6onee;

f) no6ble oTanbMonornyeckne ABneHns, Tpebyoline BPEMEHHOro npekpaleHnss HOLWEHNUA NINH3
Ha CpoK 2 Hepenun v 6onee.

A.3 TpeboBaHus kK 06paboTke pe3ynbTaTtoB KA

A3.1 Tabnuubl A.2 - A.12 npeacTaBnsAlT coboil pekoMeHA0BaHHbIE CBOAHbIE POPMbl NOoABEAEHNS
pesynbTatoB K. [nA UCNbITyEMbIX W KOHTPO/bHbIX Cy6bEKTOB MOXHO MCMNOMb30BaTb OTAENbHbIe Tabnuubl.
He Bce TabnuLbl NPUMEHNMbI AN1A BCEX KaTeropuii Nnpoaykuum.

A.3.2 Tabnuuy A.9 cneapyet ay6nmpoBaTb NpyU KaxAoM MIaHOBOM BU3WUTE ANS UCMNbITAHUSA C KOH-
TaKTHbIMW NINH3aMU.

MpumeuaHne - PesynbraTbl U3MEPEHMA OCTPOTbl 3peHUs AONyckaeTcs OueHuBaTb MO
Tabnuuye CHeAneHa.

Tabnu pa A.2 - Yucno rnas, yyacTsoBaBLUMX B UCMbITAHUKW, U pacnpejesieHne B 3aBUCUMOCTH
OT COCTOAHUA

Yni r
CocrosiHne Cno ras
Ha KoHTposie Nc | Ha ucnbiTaHum N.

Yuncno rnas, BOBMEYEHHbIX U y4acTBOBaBLUNX B UCMbITAHUN NCGENT
VicnbiTaHWe NOSIHOCTbIO 3aBepLUEHO Nc NT
AKTVBHblE HOCUTENN KOHTAKTHbIX /INH3 (peanm3oBaHHble noceLle-
HUS);

yyacTue B UCMbITaHUN Nr NT

1-e nocnepywollee HabnwaeHne Nc Nr

2-e nocnepywouiee HabnoaeHne Nc NT

(nepeuncnuTb A0 N-ro nocneaywoLlero HabnwaAeHNs)
VicnbiTaHne npepsaHo Nc Nr
OTcyTcTBME nocnenywLmx HabnaeHnn (HesiBka) Nc Nr
Yucno rnas, BOBMIEYEHHbIX B UCMbITaHWE, HO HE yYacTBOBaBLUUX B

Nc Nr

HeMm
O6Lee 4nCNO a3, BOBIEYEHHbIX B UCMbITaHWe Nc Nr
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Tab6nuua A.3- PacnpegeneHve rnas cybbekToB B 3aBMCUMOCTU OT ONbITa HOLUEHUSA KOHTaKT-

HbIX JINH3 N OT ,Cl,eMOFpa(le'—IECKVIX AaHHbIX

OnbIT HOLLIeHNs Yucrno rnas
KOHTaKTHbIX IMH3 JKectkve  T'mapotenbHble CunukoH- Mpouve TMpea-
JINH3bI JNH3bI ruaporesibHble Bapu-
JINH3bI Tenb-
HbIiA
uror
MpepwecTByOWMNA ONbIT HOLIEHUS, HE OT-
paXeHHbI B NpOTOKO/E
Be3 npepglwecTBylolero onbiTa HOLWEHUN
KOHTaKTHbIX JINH3
HoBble HocuTenu {OnbIT HOLWEHUA MeHee 2
MecsiLeB)
[MpexHne HocMTeNu: HefaBHUIA OMbIT HO-
LeHus
YcnewHoe HoLeHue:
-noscefHeBHOE
-npofAsieHHoe
BesycnelwHoe HoweHue:
-noscefHeBHOE
-npofAsieHHoe
O6LLee ymcno HocuTenein KOHTaKTHbIX JIMH3
O6uiee yncno rnas, yyactsoBaBLUNX B WC-
nbiTaHUn
[emorpaduryeckme gaHHble
BospacTt cy6bekToB, net or no B cpefHeMm:
Mon XEHLNHBbI: MYXXUMHbI: OTHOLUEHME:
VHTepBan pedpakuynii NMMH3 (N0 Makcumy-
My). AnTp:
Unnuuap
Tabnuua A.4 - HebnaronpusaTHble cObbITUA
Bpems nosieneHus (ara nepso }ara npuHs- YyacTuB cyob-
Heb6naro-npusTtHoe (OT Hauana ucrbr- 12 Habno- pelLe- Bmewa- 30 npexpaLLe- CreneHb Pe3sy/ib-
cobbITne TaHs) 16H/H venbl TeNbCTBO TSKECTH  Tar
Tarenem
BHe cBAA3M € UCNbITYyeMbIM 06 LEKTOM
1
2
3
4
nT.Aa.
O6Lee 4nMcno HebNaronpUATHLIX COOLITUIA, HE CBSA3aHHbIX C UCMbITYEMbIM OOBHEKTOM:
B cBfA31U € ncnbiTyembl M 06 bEKTOM
1
2
3
4
NT.A. _

Oﬁu.l,ee YUCNO rna3, HyXaawnwnxca B ne4eHunun no npuydmHe Heﬁl’larOI'IpVIFITHbIX CO6bITUIA,

BbI3BaHHbIX NCNbITYyEeMbIM 06BbEKTOM:
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Tabnuua A.5 - VcnblTaHus co LWeneBoil namnoii (Hanpumep, oTeka
CNEe3HOW NNEeHKN) MO NoCeLLeHUsIM, B 3aBUCUMOCTI OT YMc/a rnas u BCTpe4aemocTu

anuTenna, U3MeHeHua

Ortek anutenna, u3me- [NepBoHavabHOE [MpomeXxyTouHble NoceLLeHUs
HEHWe CNe3HON NeHKN roceLLeHve
BH Haue-
(ycnoBHoe 0603Haue: 1 5 3 4
H1e)

Yucno rnas, %
OtcyTcTtBue - (0)

Cnegpl - (1); Hanu-
une - (1)
Cnabwblii - (2)

YMepeHHslii - (3)
CunbHbIf - (4)

O6wee yncno rnas

Hesa-  ®uHab-
nnaHW-  Hoe no-
poBaH-  celleHne
Hble
noce-
LLEHMsI

Ta6nunuya A.6 - CumnToMbl, NPpo6aEMbI 1 Xanobbl (HanpuMep, AMCKOMAOPT) NO NOCELLEeHNUAM.

B 3aBUCMMOCTU OT YMcCna rnas n BCtpevdaemocTu

Mepec- MpoMeXyTOHHbIE MOCeLe-  Hezanna- ounans- Cym
HAA HMPOBaH- o
O6LLee uMcno a3, 06cefoBaHHbIX 38 HaYarbHOe Hoe MK
Hble Nnoce- rocelle-  Bce
nocelLeHve (yC/IoBHOe 0603Ha4eHNe) — YMELLEHVe 1 2 3 2 WeHVS We.  BA3MTLI
Yucno, %
KomdpopTHOCTb:
NPEeBOCXOAHO - JIMH3a He YyBCTBY-
etcsa (0)

O4YeHb KOMMOPTHO - SIMH3a YyBCT-
BYeTCS NLb 3annsogunyeckm (1)

KOM(DOPTHO - NIMH3a 3aMeTHa, HO H
pasgpaxaert (2)

Nerknii ANcKomgopT - IMH3a NpocT
pasgpaxaeT unn melaet (3)

0YeHb ANCKOMAPOPTHO - /IMH3A CUMb-
HO pasgpaxaeT unu mewaet (4)

3acTaBfseT cTpajartb - NNH3a He-
BblHOCUMa (5)

O6liee 4NCNO  MONOXKMTENbHbIX
pesynbLTaToB

10
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Tab6nuua A.7 - WN3meHeHue kepatoMeTpum (N0 abCOMTHOMY 3HAYEHMWIO) OT NepPBOHAYa/IbHOIO
o6cnefoBaHnsa [0 (hMHaNLHOTO BU3UTA N0 MepuanaHam

Cawmblin nonoruii Cawmblin KpyTOWA O6Lee uncno

KeparomeTtpusl). ontp2) rnas

Yucno. %
Ot 0,00 go 1.00
Ot 1,12 po 1.00
Ot 1,62 po 2,00
(npu  HeobxogumMoCTM  NpoO
OOKNTB)

HaumeHbluee n3MeHeHWe kepaTomMeTpun, ANTp:
Haun6onbliee U3MeHeHe kepatoMeTpun. gnTp:

Cnucok ropusoHTanbHbix (M) 1 BepTukanbHbIX (B) oTcHeToB N0 a6COMTHOMY 3HAYEHMIO
KepaTtoMeTpun 1 UX U3IMEHEHUss MeXay nepsoHavabHbIM 06CnefoBaHNEM U
hUHaNbHbIM BU3UTOM A5 TNas3, Y KOTOPbIX U3MeHeHne 6onee 14nTp
Vcnbitatens  Cyb6bekt  nas /B MepBoHavyanbHoe ®uHaNbHLIA  A6CONOTHO' 1pn
oTcyer obcnepfoBaHune BI/I33LI/IT U3MEHEH e WHc

KopaToMOTpMYECKNB WU3MEHEHMA MPUBOAAT B AMONTPUAX, a MPU KEPaTOKOHYCB AOMOJHAKT
KapTUHOI KopaToTonorpad U U KOPHBOMBTPUUYBCKMMU NOKa3aTeNsIMU.

21 KepatomeTpuyeckne M3MeHeHUs MOXHO NpuUBOAUTL B MUAIMMeETpax, rge pasHocTb B 1.00 gnTp ak-
BUBa/IEHTHa pa3HocTu Ha 0,20 mm.

s OyHaNbHbIA BU3UT ansa Cy6'beKTOB, 3aBepumBlWINX UCNbITaHKWe, KUnn I'IOC}'Ie,CI.HI/II7I BU3NT Cy6'beKTOB.
npepeasBLlWNX UCNbiTaHNE.

Tab6nunua A.8 - M3meHeHne cdepuyeckoin pedpakymmn (No abconoTHOMY 3HaYeHWI0) OT nep-
BOHauyaslbHOro o6cnefoBaHus 40 QUHABHOrO BU3MTA

Cdpbepuryeckas pedppakums, anTp O6uee uncno rnas. %

OT10,00 go 1,00
OT1 1,12 po 1.00
OT 1,62 po 2,00
(Npy HE06XO0ANMOCTN NPOLAO/IKUTD)
CpepHee n3meHeHne pedpakumu, 4ntp:
HaunmeHbluee nsmeHeHne pedpakummn, gnTp:
Hanbonblee nsmeHeHve pedpakuuu, gntp:
Cnmncok nsMeHeHus pedpakuym no abconTHOMY 3HaueHuo no ropusoHtanu (M n Beptukanu (B)
Mexay nepBoHavasnbHbIM 06cnefoBaHMeM 1 hUHaNbHBLIM BU3UTOM 419 FN1as3, y KOTOPbIX U3MEHEeHne
6onee 1 anTp

WcnbiTatens Cy6bekT nas3 r/’B MepBoHauyanbHoe  ®uHanbHbI  Ab6contoT- Mpu-
oTcyer obcnepnoBaHue BN3NT4 HOEe 13- 4uHa
MeHeHune
1
2
3
uT.a.

®uHanbHbIA BU3NT Aansa CyﬁbeKTOB, 3aBepumBLUMX UCnbiTaHNe, nnn I'lOCJ'Ie,CI,HI/IVI BU3NT Cy6'beKTOB,
npepeasBLUNX UCNbITaHKE.

1u
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Ta6nunua A.9 - PesynbtaTbl U3MepeHUs ocTpoTbl 3peHus (03)
C KOHTaKTHOW NH30iA (6e3 ocTaTO4HOl OLWMGKN KOppeKuun) npyu ouHaNIbHOM BU3UTE

Wcxopnas octpora 20/15 20/20 20/25 20/30 20/40  He coo6- ice
PEHNSA Mpy HavnyHLlen LogMAR LogMAR LogMAR LogMAR LogMAR  weHo ro
}OppEKLI,I/IVIvC noOMOLLbIO Yucno 01 0.0 01 0‘2 0,3
COHTAKTHOW JINH3bI I'Ipl/l rna3 )
cchepuyeckoii octaTou- Yncro. %

1071 OLLIMGKe KoppeKuum

20/15 LogMAR -0,1
20/20 LogMAR 0,0
20/25 LogMAR 0,1
20/30 LogMAR 0,2
20/40 LogMAR 0,3
(npv HeobxoaMMOCTH
NPOAO/HKUTDL)
Bcero
MpoueHTHY fonto p VA npu kaxkagoit 03 (MM BCero) BbIUMCASAOT NO oopmMysie

(A-5)

roe £ W ._- uucno rnas npu kaxgoi 03 (unm Bcero);
=
N C - 4ncno rnas, KOPPUrMPOBaHHbIX NPU NePBOHAYa/IbHOM BU3WTE, U3 COOTBETCTBYIOLLEN CTPOKN.
O606LLEeHHble AaHHble MO OCTPOTE 3peHus:
Yucno rnas ¢ 03, Haunyywmm o6pa3om KOppUrMpoBaHHON Npu nepBoHadvanbHOM BusnTe go 20/30 nan
nyuiue:
Yucno rnas, okoHyaTenbHas 03 KoToOpbIX ¢ MnMH3aMu coctasnseT 20/30 nnu nyywe:
Yucno rnas, okoHyatenbHasa 03 KOTOpPbIX C MMH3aMU Haxoautca B npegenax 1ctpoku 03 LogMAR
(nnn ee akBuBaneHTa No CHenneHy) OT KOPPUTMPOBAHHON HaWIyyLWM 06pasom:
Uucno rnas, okoHyatenbHas 03 KOTOpbIX C IMH3aMu OTKOHAeTca gasblue 1 ctpokm 03 LogMAR (nnn
ee akBMBasieHTa No CHessieHy) OT KOPPUTMPOBAaHHOWK HauIyyLWwM 06pasoMm:
Cnucok rnas, KoTopble OTKNOHUAUCHL Ha ABe n 6onee cTpokm 03 LogMAR (nnu ee akBuBaneHTa no
CHennexy)

03 BO Bpewms Mpwn-
BU3UTa YynHa

KnuHunueckuii

MayneHt I MepBoHavanbHas
nChbITaTeNb auve nas epBoHayvasibHasa 03

nT.A.
Hannyuwmnm o6pa3omM KoppurMpoBaHHas KOHTaKTHOW IMH301 (6e3 ocTaTouHol oWnbKN Kop-
pekuun) ocTpoTa 3peHusi Npu hHaNbHOM BU3NTe cybbekTa
20/15 LogMAR -0,1
20/20 LogMAR 0,0
20/25 LogMAR O
20/30 LogMAR 0,2
20/40 LogMAR 0,3
Haunnyuwnm o6pasom KOppurupoBaHHas Apyrumn cpeactBaMy 0CTpoTa 3peHunst npy (huHaIbHOM BU3K-
Te nauueHTa
20/15 LogMAR -0,1
20/20 LogMAR 0,0
20/25 LogMAR 0,1
20/30 LogMAR 0,2
20/40 LogMAR 0,3

12
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Ta6nuua A.10 - CpepgHee BpeMs HOLIEHUSA KOHTAKTHbIX JINH3

lMpomexyTouHble BUSUTbI BHennaHoBble ®rHaNbHbINA

Bpewmsi HoLueHws, Q 3 * BU3UTBI BU3UT
B yacax

Yucno. %
OT10 o0 4,0

0T 4.0 40 6.0

O16.0 80 8.0

OT1 8.0 go 10.0
OT1 10.0 go 12,0
Ot 12.0 no 14.0
Ot 14,0 po 16.0
Ot 16.0 go 18.0
Cs. 18.0

CpefiHee Bpems

Ta6nuuya A.11 - TIpUUMHbI 4OCPOYHOrO MpeKpalleHns UCnbiTaHus

Yucno rnas Ha MOMEHT BU3WTa (Mn NOC/e HEro) [ons rnas, uc-
MPUUMHbI MepeoHa- FIPOMEXYTOUHbIE BUSHTbI BHeniaHo- S:I';?Hpvé%ggagj
YaUibHbIiA 1 2 3 4 Bblil BU3UT %
OcTpoTa 3peHus NJIN e Nc/Nr Nc/Nr Nc/Nr Nc/Nr Nc/Nr (Nc/Nr)
3peHue
HexenartenbHoe cobbiTve
HexenatenbHasa peakuus
MonoxeHne NnH3bI
[vckomdpopT
Cnocob6 obpalyeHus
OTcyTCTBME UHTEpeca
[Opyroe (ykasatb)
MpeaBaputenbHblii UTOr
HenpocnexnsaemocTb Nc/Nr Nc/Nr Nc/Nr  Nc/Nr  Nc/Nr Nc/Nr (Nc/Nr)
Wtoro NJINT Nc/Nr Nc/Nr - Nr/Nr Nc/Nr Nc/Nr (Nc/NTy

NC- 4MC/I0 KOHTPO/bHbIX [1a3;
Nr - uucno uccnegyembix rnas.
MPOLEHTHYIO OO C/yYaEB P, BbIYMCASAT MO hopmye

o °, (A. B)

roe A NrJoe fnuun - umcno rnas, UcnbiTaHue KOTOPbIX NPEPBaHO No AaHHO! NPUUNHE;

X N« ~ 0611166 4nco rnas. ucnbiTaHne KOTOPbIX 3aBEPLUEHO;

~ 06LLU66 yncno rnas, UcnbiTaHue KOTOPbIX NPepBaHo.

MpumevaHue - OcCTpoTa 3peHUs CIYXUT 0OGBEKTUBHON OLLEHKONW 3peHunst cybbekTa (kauecTBa ero
3pUTESIBHOrO BOCTIPUSTTIASY).

13
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Tabnunuya A.12 - 3ameHa NMH3 MO BU3UTaM

MpuunHa MNepBoHa- MPOMEXYTOUHBIA BAUT BHennaHoBbIli Bce-
3ameHbl YaubHbI BU3UT ro
BU3UT
11 21 31 4
Yucno. %

[nsa cy6BbEeKToB, 3aBepLUMBLLNX UCTbITAHNE

OcTtpoTa 3peHus Na/NT NafNT Nc/Nr NrINT Na/NT Nc/NT Nc/Nr

KomdhopTHOCTL

Maronorusa

Pagawnyc kpmBU3HbI

OnameTp

MNoTtepA

PaspbiB

Hanet Ha nnH3e

LedbekT kpas

JedekT noBepxHOCTH

O6ecuBeynBaHmne

[Opyroe (ykasaTb)

Wtoro Nc/NT NCc/NT NCc/NT NofNT NCc/NT NCc/NT NdN 7
[lnsa cybbekTos, NpepBaBLUMX UCMbITaAHNE

OcTpoTa 3peHusi Nc/NT Nc/NT Nc/NT Nc/NT Nc/NT Nc/NT Nc/Nr

KoMgopTHOCTL

Maronorusa

Paanyc KpMBU3HbI

OnamveTp

MNoteps

Pa3pbiB

Hanet Ha nnH3e

JedexT kpas

JedekT NnoBepxHOCTH

Ob6ecuBeunBaHune

[pyroe (ykazatb)
Wtoro Nc/INT NJINr Nc/NT Nc/NT NCc/NT Nc/NT Nc/Nr

14
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OkoHuaHue Tabnuubl A. 12

NC - 4MCNO KOHTPO/IbHLIX Nas;

NT- 4ncno ucnbiTyemMbix rnas.

Liens,; obecneuyeHne Pa3BepCTKM BCEX JINH3, 3aMEHEHHbIX B Npouecce UcnblTaHnA, No NnpuvynHam 3ame-
Hbl.

JIVH3bl, 3aMEHEeHHbIe MO NPUYMHE OCTPOTbI 3PEHUSA, HANMUYNA NATONIOTUN N APYTUM d)I/IBVIOJ'IO-
r’MYeCkMM npuymnHam, cnepyet nepevyucnntb nHamemagyanbHO C yKaszaHUEM KOHerTHOVI NPUYNHBI
3aMeHbl U OCTPOTbI 3pEHUA, ,D,OCTI/IFHyTOVI Cc 3ameH;uom,el71 JINH30A.

Yucno v npoueHTHaa 4019 OTHOCATCA K YMcny rnas no Ka)K,D,OVI npnynHe 3amMeHbl B COOTBET-

CTBYlOLLEi CTpOKe. MPOLEHTHYO 400 Cydaes panp, BbIUUCSAIOT N0 QOPMYiE;

(A-7)

roe Nei- yncno rnas npu Kaxgom BU3NTE;

5 X - obuwee yncno rnas.

MpumeuaHue - YkasaTb B NPOTOKONE KOHKPETHbIE MPUUMHBI MO AeeKTy NOBepXHOCTY.

15
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MpunoxeHne B
(cnpaBoy4HoOE)

OueHka 6e3o0nacHocTu, (hU3nmonornyeckon aPeKTMBHOCTA 1
B/IVUSIHUS Ha TKaHW rnas

B.1 O6wwue TpeboBaHuA
OueHky 6e30nacHOCTH, (hU3MON0rMYeckoin 3 ¢ eKTUBHOCTM U BIUAIHUS HA TKaHW rnas cnegyet

npUHMMaThb BO BHUMaHWe MeToA0M peructpauun npn sknoyeHmnn ee B MNKN.

TeNus;

nma;

B.2 OTek porosulLibl

B.2.1 O6wue TpeboBaHns

B-2.1.1 OTek porosuubl cnegyet pernctpupoBaTb OTAE/bHO ANA SNUTENNA U Tena poroBuLibl.

B.2.2 OTeKk anutenunsa

B.2.2.1 OTek anutenusa cnegyeT perncTpuposaTthb Mo YNCy HabMAAEMbIX MAKPOLMUCT:

0 - HeT: OTCYTCTBUE MUKPOLMCT. HopmasibHas Npo3payvyHoCTb;

1- cnepbl: oT 140 20 mukpoumucT. EfBa pasnnunmoe MecTHoe NOMyTHEHWE 3MUTENNS;

2 - cnabblii: ot 21 go 50 mukpoumcT. Cnaboe, HO SBHOE MECTHOe uan obliee NOMyTHEHME anu-

3 - yMepeHHbIii; oT 51 4o 100 MMKpPOLUUCT. 3HAUUTE/IbHOE MeCTHOoe WM obLiee NMOMyTHEeHUE anuTe-

4 - cunbHblii: 6onee 100 MMKpPOUMCT. BbipaXeHHasi pacnpocTpaHeHHasi MyTHOCTb 3NUTENWs, Npw-

Jalolias porosule BMA MaTOBOIO CTEKNA WM NOPOXAatoLas MHOTOUNC/IEHHbIE C/IMTHBIE My3bIPbKY.

JomKHO 6bITb AOKYMEHTMPOBAHO Hasimume Unm oTCyTCcTBMEe HaNO/THEHHbIX XNAKOCTbIO UMK OTXo4amMun

KMNCT C YKa3aHNEM X vucna.

B.2.3 OTOK Tena porosuubl

B.2.3.1 OTek Tena porosuLbl ciefyeT perncTpypoBath Mo creAyioLeli Wwkane:

0 - Het. OTCYyTCTBME OTEKA;

1- cnepbl. EgBa pasnuuumoe nomMyTHEHMe:

2 - cnabblii. Cnabas cBMNbHOCTbL POroBuLbl (He 6onee AByx cBuUnei);

3 - yMepeHHbI. BblpaXeHHas CBUNbHOCTb POroBuubl (paBHas 3 cBUMSAM);

4 - cunbHblii. Cknagkv fecueMeToBoli 060104k 1 605ee 4 BbIpaXeHHbIX CBUEN.

B.3 WHunbTpaThl porosuLbl

B.3.1 Cepbe3HOCTb MHUILTPATOB POrOBULbI CleayeT PerncTpupoBaThb NO Cneaylolwein wkane:
0 - HeT. OTCcyTCTBME MHUNILTPATOB;

1- cnepbl. OTAeNbHbIE NN MHOXECTBEHHbIE MHUILTPATLI SNUTENNA AMaMeTPoOM MeHee 1 mwM;
2 - cnabble. OTAeNbHbIE MW MHOXECTBEHHble MHMWUALTPATbl aNUTenus guameTpom 6onee wam

paBHbIM 1 MM U MeHee 2 MM;

3 - yMepeHHble. MHOXECTBEHHble UH(UbTPATLl 3NUTENUS AMaMeTpoM 6osee UK paBHbIM 2 MM 1

MeHee 3 MM;

MM;

4 - cunbHble. MHOXECTBEHHbIE N/IOTHbIE MHCpMﬂpraTbl anuTenua anamMmeTpom 6onee nnn paBHbIM 3

B.3.2 MNonoxeHne poroBMYHbIX MHPUILTPATOB Ha POroBuLie cregyeT 0603HavYaTb B COOTBETCTBUN C

pucyHkom B.1.

FNy6uHY pOroBUYHbLIX MHONILTPATOB CleAyeT XxapakTepnu3oBaTtb CeaylWmnmMmm abépesnartypamu:
E - anuTenbHbIiA;

AS - nepefHeporoBUYHbIii;

P - cpepHe/3agHepOroBuYHbIi

R - npaBbiii rnas: L - nesbiit rna3: 1- C: no ueHTpy; 2- S: cBepxy; 3- N: kHocy;4 - |: cHu3y: 5- T: K BUCKY

16
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B.4 MNpaBuAbLHOCTb 3HAOTENUSA

B.4.1 MpaBunbHOCTb 3HAOTENUS CneayeT perucTpyMpoBaTh MO cnefyloLllel Wwkane:

0- perynsapHas mo3avika aHAOTeNnus;

1- n30nMpoBaHHblE pas3Nyunsa pasmMepoB KNeTok;

2 - efBa 3ameTHble Bapuauny pasmMepoB KNeTOK U HePerynsapHoOCTU KNeTOYHOro C/os;

3 - Nnerko pasnvyMmble BapuaLluy pasMmepoB KNeTOoK NN HEPErynspHOCTU KNeTOYHOro oS,

4 - ABHasA HeperynsApHOCTb KNEeTOYHOIO C/1I0A U NOTEPS YETKOCTU MEXK/IETOUHbIX rpaHuL,.
B.5 Backynsapusauna porosuubl

B.5.1 HanGonbluyto Backynsipu3aLvio poroBuLbl cedyeT oTMeuaTh Mo ciegylolleii wkane:

0 - HeT. OTCyTCTBME COCYAMUCTOrO MPOHUKHOBEHNS;

1- cnepgbl. CocyancTtoe NpoHNKHoOBeHMe MeHee 1.00 mwm;

2 - cnabas. Cocyanctoe npoHukHoBeHre oT 1.00 go 1,50 Mm;

3- ymepeHHas. CocyaucTtoe npoHukHoseHue oT 1.50 o 2.00 mwm;
4 - cunbHasa. Cocyauctoe NpPoHWKHOBeHMe 6onee 2.00 MM.

B.5.2 O ry6vHe v NOM0oXeHNN COCYAUCTOrO NPOHUKHOBEHMSI ciedyeT coobLiaTh creayoLwmm o6pa-

rny6una: a)noBepxHOCTHas;
b) B Tene porosubl.
MonoxeHwne: N - k Hocy; - K BUCKY; /- cHU3y; S - cBepxy; CL - nepucepuiiHo;
X - gpyroe (onucartb).
B.6 OkpalwusaHve porosuubl nog paiyopecuemHom
B.6.1 OkpaluvBaHue porosuLbl ciegyeT perucTpuposartb Mo LiKane:
0- HeT. OTCyTCTBUE OKpalUMBaHUS;
1- cneppbl. MMHUMaNbHOE NMOBEPXHOCTHOE WM TOYEYHOE OKpallMBaHue:
a) 6yrop4aToCTb. JUCKPETHOE TOYEYHOEe OKpalLunBaHue;
b) NOBEPXHOCTHbIE OTMETKM OT HOLUEHUS SINH3 UAW Cefbl MOCTOPOHHUX Ten,
2 - cnaboe. MecTHoe unn Auddy3Hoe ToYeyHoe OKpaluMBaHue:
a) ueHTpasibHoe unu obliee ToYeyHoe OKpaluBaHUE;
b) nepudepuyeckoe okpallumBaHue, oxasaTbiBalollee mepuanaH ot 3 go 9;
C) cnefbl NOCTOPOHHUX Ten;
3 - ymepeHHoe. [1710THoe CIMTHOE OKpaluvBaHWe gnameTpom [0 2 MM:
a) uctupaHvie porosuLpl;
b) cnep NOCTOPOHHErOo Tena;
4 - cunbHoe.  T1/10THOE C/MTHOE OKpaluuBaHWe gnamMeTPOM CBbllle 2 MM.
O - cgenaTtb OTMETKY, €C/IM OKpalluMBaHWe CBA3aHO C exallyM nod HAM UHMUALTPATOM.

0O - cAenaTb OTMETKY, eC/I1 OKpallMBaHUe He CBSA3aHO C fieXallMmM noj HUM MHAUALTPaTOM

B.6.2 MecTtononoxeHne HabnogaeMoro okpawnsaHus cnegyet OTMeTUTb B COOTBETCTBUMN C PUCYH-
Kom B.1. MpeanoytntenbHO XapakTepnsoBaTtb 370 NOMOXeHMe uudpamu.

MpumMmeyvaHunsa

1 Bce HabnwoaeHus OKpallmMBaHuMs poroBuLbl criegyeT NnpoBoAUTb Npu BO34€eliCTBMM CUHUM CBETOM B
COYeTaHUN C XeNTbIM 3alUTHbIM CBETOUILTPOM B CUCTEME HabNOAEHUS.
2 PeunguBHyio 3po3vio U U3bA3BJIEHWE POroBULbI CnefyeT perucTpupoBatb B pasgene «[lpouune
OCNOXHEeHUA».

B.7 HabnwoaeHnss KOHbIOHKTUBLI

B.7.1 Numbunyeckyto runepemuto cnegyeT perucTpyupoBaTb MO LIKase:

0 - HeT. OTCyTCTBME rMnNepemum,

1- cneppl. Nlerkas numbuyeckas runepemus (Npu cnaboi cermeHTauum);

2 - cnabas. Cnabasa numbuyeckas runepemus (nerkas no Bceli porosuue);

3 - ymepeHHas. 3HauuTenbHas MMmbunyeckas runepemust (Mpy BbIPpaXKeHHOM cerMmeHTauum);
4 - cunbHas. Taxenas numbunyeckan runepemus (BbipaxeHHas no BCei porosuue).
B.7.2 T'mnepemuio rnasHoro sibnoka cnefyet 3aperucTpuposatb cregyowum obpasom:
0 - HeT. OTCyTCTBUE rMNepemMuu;

1- cneppl. Jlerkan MecTHas runepemus;

2 - cnabas. OundppysHas runepemums:

3- ymepeHHasn. BblpaxeHHas mecTHas wnv auddysHasa runepemus;

4 - cunbHasa. AuddysHas anucknepansHas Uamn cknepanbHas runepemus.

B.7.3 ledhopmauns KOHbIOHKTUBLI rna3Horo sénoka (0 - otcyTcTBue; 1 - Hanmuue);
npasblil rnas R
nesblil rnas L
Hannuune nnmn otcytctene xemosa (0 - oTcyTcTBue; 1- Hanuume):
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npasblii rnas R
nesblii rnas L

R L

R - npaBebiil rnas; L - nesbili rnas

PucyHok B2 - Cnoco6 peructpaumMm (MO0 30HAM  KOHBIOHKTMBbLI)  KBAJpaHTOB,
nopaKeHHbIX NMoKpacHeHNeM KOHBbIOHKTUBLI (0 - oTcyTcTBue; 1 - Hanuyune)

B.8 HabntogeHNs KOHBIOHKTUBbI BEK

B.8.1 CTeneHb Hanbonbluein peakyuy KOHBIOHKTMBbLI BEK CiefyeT perncTpupoBaTb MO LKane;

0 - HeT. PaBHOMEPHbI TNSAHLUEBbIN BU, KOHBIOHKTVBSI,

1- cnepbl. Jlerkas CbifMb KOHBIOHKTUBBI C FNAAKON MOBEPXHOCTbLHO.

2 - cnabad. HesHaunTenbHble WK paccesHHble 6yropkn uan onavkynsl AMMeTpom meHee 1 mw;

3 - ymepeHHas;

a) 3HaunTe IbHble UM paccesiHHble BYropku unu ONNKyIbl AUMETPOM MeHee 1 MM u/vnun Bbipa-
XEHHas CbliMb KOHbIOHKTUBbI:

b) OKpallMBaHMe HapyXHOro yyacTka OfHOro Beka,

4 - cunbHas;

a) MeCTHbIE UM CNOLLHbIE 6Yropkn unv oNNNKy bl AuMeTpom 1 Mm 1 6onee;

b) OKpaluMBaHne HapyXHOro yyacTka 6o5ee YeM OfHOro Beka.

B.8.2 Jlokanusauuio HanbosnbLIen peakyun KOHbIOHKTVBbLI BEK ClieflyeT perncTpupoBaTh 415 Kax4oin
U3 LWEeCTM 30H Beka (CM. pucyHok B.3).

R - Beko npasoro rnasa: L - Beko nesoro rnasa

BepxHee Beko: 1- S - HapyxHasa Tap3asibHasA KOHbIOHKTMBA: 2 - C - cpefHAs Tap3a/ibHas KOHbIOHK-
TmBa: 3-1- BHYTPEHHAS Tap3asibHas KOHBLIOHKTUBA; 4 - N - Ha3as/bHas Tap3asibHasg KOHbIOHKTMBA, 5- T -
BMCOYHAaA Tap3a/ibHas KOHbIOHKTMBA; 6 - L - KOHBIOHKTMBA HWXHEro Beka (HMWxHee BeKO He M306paxeHo)

PucyHok B.3 - 30Hbl BepxHero seka

B.9 BocnaneHHO B MOpPOAHOI kaMope

HaneT Ha aHgoTenun 0 - oTtcyTcTBME; 1- Hamuuue;
PacwupeHve nepegHeii kamepbl O 0 - otcytcTBMe; 1- Hauuue;
HaneT Ha poroBoii 060n04ke a 0 - oTcyTcTBME; 1- HaMuue;
CkonneHune rHosl B nepegHen kamepe O 0 - oTcytcTBMe; 1- Ha/mume.
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Mpunoxexne C
(cnpaBoy4Hoe)

OueHKa BU3yasibHbIX, KOPPUTUPYIOLLLUX XapakTepUCTUK, ahpekTUBHOCTU NIUH3 1
CTENEHW NPUEMNIEMOCTU AN CYyGBHEKTOB

C.1 O6bwume TpeboBaHus

B cnyyae BknoYeHMsa npouefypbl OLEHKN BU3yasibHbIX, KOPPUTUPYIOLLUX XapaKTepucTuk, adek-
TUBHOCTMN KOHTAKTHbIX JINH3 U CTENEHN npueMmaemoctn ana cy6bvektos B MKW cnegyeT yuntbiBaTb HU-
XenpusegeHHbIe NMONOXEHUS.

C.2 BusyasibHble XxapakTepucTuku

[lna oueHKn BU3yasibHbIX XapakTepuUCTuK cregyeT U3MepUTb OCTPOTY 3peHUs.

TpaAuLMOHHO 419 U3MEPEHUSA OCTPOTLI 3peHNa UCNOoNb3YIT Tabnnubl CHenneHa. KoTopble, O4HakKo,
cofiepxart Heo[VHaKoBble WHTepPBasibl MeXAy coCefHVMN CTpokamu. [1o3TOMy pekoMeHAyeTcs NPUMEeHATb
norapudpmmyeckyto Tabnuuyy Log MAR gns npoBepku oCTPOTbl 3pEHUs, C paBHbIMU WHTepBanamu mexay
cTpokamu. CylecTBeHHas noTeps BU3yasibHbIX XapakTepUCTUK COOTBETCTBYET yTpaTte ABYX MU 6o5ee CTpoK
norapudommyeckoli Tabnuubl Log MAR nnn ee akBuBasieHTa no Tabnuue CHenneHa.

B Tex cnyyasx, Kkorga cToMT 3afadya U3ydunuTb BAUSHUE pedpakumn Ha 3peHue B6M3N, cnegyer oT-
MeTUTb OCTPOTY 3peHNs BOIN3W MO yMeHblueHHol Tabnuue Log MAR nnan CHenneHa nnbo no cneuuanbHol
Tabnvue Ans YTeHus.

Mpy Heo6XoAMMOCTM MOTYyT MPOBEPATLCA OCTPOTa 3PEHWs MPW HU3KOM KOHTpacTe, KOHTpacTHas
YyBCTBUTENBHOCTb 1 OCTPOTA 3PEHUS MPU OCBELLEHUN CAEMALLMUM UCTOYHUKOM.

C.3 Koppurupyrouine xapakTepucTuku

JlomxHbl ObITb NpefocTaBneHbl AaHHble 06 n3MeHeHun pedppakuun (abCoNTHbIE CpeaHVe 3Hade-
HWS chepryeckoit U LMAUHAPUYECKOl pedhpakummn) oT nepBUYHOro o6cnefoBaHna 40 HaNbHOIO BU3MUTA.

C.4 KopatomeTpuyockne naMmeHeHus

KepaTtomeTpuyeckue faHHble cnegyeT npeactasuTb B BuAe Nnbo paguyca porosulbl MO KaxaoMmy
13 rNaBHbIX MEPUANAHOB, NM60 BEMYMHBI peddpakLnn No KaxaoMy U3 HUX.

C.5 MNapameTpbl agantayun NnH3

C.5.1 O6wume TpeboBaHusa

MapameTpbl agantauun AVH3: NOMOXKEHNE N MNOABWMKHOCTb AO/DKHbI ObiTb MPUHATHI BO BHUMaHWe
[ONS OLEHKN NoBeAeHns NNH3, HaAeTbIX Ha rnas.

C.5.1.1 lMonoxeHne NNH3bI

LIeHTp1pOBKY NIMH3 Ha rnasax B UCXOAHOM MOJIOXEHUMN (B paccnabneHHOM COCTOSIHUM npu B3rnsge
npsAMo nepep coboii) cneayeT perncTpyvpoBaTh NO TPeX6a/IbHON LWKane cneayolmm 06pasom:

0 - onTMManbHasa LeHTPUpPOBKa JINH3bI;

1- npuemnemas feueHTpUpoBKa,;

2 - Henpvemnemas feleHTpUpoBKa.

C.5.1.2 MoABWXHOCTb /INH3

MoABWXHOCTb NNH3 cnefyeT OTMETUTL:

a) ANA rnasa B UCXO4HOM NOJSIOXEHUN cpa3y Nocsie MUraHus:

b) ANA UEHTPUPYIOLLEro ABWKEHUS NMH3bl NOCPEACTBOM MNOATANKMBAHWA BBEPX NYTEM HaxaTus
nasbLem Ha HWKHee BeKO criefytolwmm obpasom:

-2 - Hempuemaemas CHWKeHHas NOABWKHOCTb;

-1 - npvemnemasi CHWKeHHas NoABMKHOCTb;

0 - onTumanbHasA NoABWXHOCTb;

¢1- npuemnemas U3NUWHASA NOLABWXHOCTb;

+2 - Henpvemnemas U3NNLWHAA NOABUXHOCTb.

C.6 XapaKTepucTukm nNoBEepPXHOCTN NNH3

C.6.1 CmaunBaeMocCTb nepeaHeli NOBEPXHOCTH

CmaunBaemocCTb cnefyeT perncTpupoBartb No cieayloLei wkane:

0- rnagxas paBHOMEPHO OTpaxaloLasi MOBEPXHOCTb;

1- wepoxoBartas MaToBas NOBEPXHOCTb, KOTOPAss MOMEHTa/IbHO MPOACHAETCA MPU KaXAoM mura-
HVW. HO 3aTyMaHMBaeTCs Npu HENOABMXHOM rNase;

2 - 0fVH Cyxoil (HecMaunBaeMblil) yHacToK HEKOTOPOIA naowaau;

3 - 6onee ofHOro cyxoro (HecMaumMBaemoro) yyactka HeKoTopor naowaau;

4 - HecMayvBaeMasi NOBEPXHOCTb /IMH3bI.
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C.6.2 Hanet Ha nepefHeli NOBEPXHOCTM

Hanet cnegyeT pernctpupoBarthb No creAytoLieli Wwkane:

0 - oTcyTcTBME, NOBEPXHOCTb YMcTas;

1- cnabblif, 3aMeTHbI TO/IbKO NOC/IEe BbICbIXaHWUA CIE3HON NNEHKU;

2 - cnabblii, 3aMeTHbII, HO Nerko yaansembliii HaneT;

3 - YMepeHHbI, NpUANNLWNIA N HeyAansaemblii Haner;

4 - cywecTBEHHbI, Heygansaemblii HaneT, yxyawarLwmin KOMOPTHOCTb.

MpumeuvaHune - Perncrtpaunio NpoBOAAT Npu HabnloAeHWM Co LWeneBol namnoi cnaboro ysenu-
yeHus.

C.6.3 HaneT Ha 3agHeli NOBEpPXHOCTH

HaneT Ha 3agHell NOBEPXHOCTM CieAyeT PerncTpupoBaTh Mo cleayoLlen Lkane;

0 - oTcyTCTBME, NOBEPXHOCTb YNCTas;

1- oueHb cnabblil, He 6onee Tpex NATEH NOABWXHbIX YacTul,

2 - cnabblii, o 10 NATEH NOABWXHbIX YacTul,;

3 - yMepeHHbIi, He 60/51ee Tpex HEMOABMXKHbIX NATEH HaneTa, NPUANMLWNX K NINH3E;

4 - cyuwecTBEHHbIN, YeTblpe 1 60/1ee HENOABWKHbIX NATHA HaneTa, NPUANMLWNX K IMH3e WWIn BHe-
APUBLLMXCSA B POroBULYY

MpumeuaHune - Perncrtpauuio NpoBOAAT Npu HabnloAeHWM co LWeneBol namnoi cnaboro ysenu-
yeHus.

C.7 Cyb6beKkTnBHasa npMemsaemMocTb

C.7.1 KomcopTHOCTb

KomchopTHOCTL cnefyeT perncTpupoBarth No cneayroLleli wkane:

0 - NpPeBOCXOAHO, /IMH3a He oLyl aeTcs;

1- o4yeHb KOMCHOPTHO, /IMH3A OLLYLLAeTCA NNLb INN30ANYECKN;

2 - KOMJPOPTHO, /IMH3a OLLYyTUMA, HO He pasfpaxaerT;

3 - cnerka HekOMOPTHO, /IH3a NNLWb pasfpaxaeT Ui MeLlaeT:

4 - 04yeHb HEKOMGIOPTHO, /IMH3A pasgpaxaeT UM MeLlaerT,;

5- MpuuYMHseT cTpafaHus, IMH3a HeBbIHOCMMA.

C.7.2 KauecTBO 3peHus

KauyecTBO 3peHust cnegyeT perncTpuposarthb Mo crefytoLlel Wwkane:

0 - NpeBOCXOAHOE, HNKAKOro yXyALIEeHUs 3peHUsa He 3aMeTHO;

1- oueHb xopoluee, efBa NMLWb 3aMeTHOE 1 3MM304UYECKOe YXyALEHNE 3PeHus;

2 - xopollee, aNN3041M4ECKN 3aMETHOE, HO NMPUeMIEMOE YXYALEHNE 3peHus;

3 - nnoxoe, 3amMeTHOe, HO NpYemMIeEMOe yXyALEeHNE 3pPeHIS;

4 - o4eHb N/I0X0€, CYLEeCTBEHHOE U Henpmemaemoe yxyaleHne 3peHus;

5- Henpuemnemoe, HOCUTb JINH3Y Hefb3s.

C.7.3 Yp06CTBO MaHUNyNMpoBaHus

Y[06CTBO MaHWNyIMPoOBaHUA cnedyeT perucTpuposathb Mo caefyoLet Wwkane:

0 - NpeBOCXOAHOE, HMUKaKNX NPO6/eM C HafeBaHNEM U CHATUEM JINH3;

1- oueHb xopollee, anNn3oguyeckme 3aTpygHEHNA C HafeBaHWEM U CHATUEM JINH3;

2 - Xopollee, HeKoTopble NPo6eMbI, HO HafeBaHWe U CHATME IMH3 NPOXOAUT YCMNELLHO;

3 - nnoxoe, TPyAHOE ¥ OYeHb pefKko 6e3ycnelHoe HageBaHne n CHATUE NINH3;

4 - o4yeHb NNoOXoe, TPYAHOE U MHoraa 6esycnelHoe HageBaHe v CHATUE SINHS;

5- HeocyllecTBMMOE, NMH3bl HE NOAAAIOTCA MAaHUMYNPOBAHUIO.
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MpunoxexHne A
(cnpaBo4Hoe)

ConocTtaBneHue CTPYKTypbl HACTOALWEr0 CTaHAapTa Co CTPYKTYpPOi NPUMEHEHHOTO
MexayHapogHoro ctaHgapta VCO 11980:2009

Ta6nunya [JA.1 - ConoctaBneHne CTPYKTYPbl HACTOSILLEro CTaHAapTa Co CTPYKTYPO/ NMPUMEHEH-

HOr0 B HEM MeX[yHapoAHOro ctaHaapTa

Crpyktypa NICO 11980:2009

Mpegucnosue

BeepeHue

1 O6nacTb NpUMeHeHUs

2 HopMaTtuBHbIe CCbINKK

3 TepMuHbI 1 onpeaeneHns

4 TpeboBaHWA K KTMHNYECKAM UCTbITAHUAM
4.1 O6wue nonoxeHuns

4.2 flononHuTenbHble TpeboBaHus

4.2.1 KoHuenuua ucnbltaHus

4.2.1.1 O6wWue nonoxeHus

4.2.1.2 KOHTaKTHbIE /INH3bI

4.2.1.2.1 O6LWWune NonoXxeHns

4.2.1.2.2 MNMepcnekTnBHOE UCnbITaHue ¢
O HOBPEMEHHbIM KOHTpO/IEM

4.2.1.2.3 WUcnbiTaHne 6€3 KOHTPONA
4.2.1.3 CpepcTtBa yxofa 3a KOHTaKTHbIMU
NH3aMu

4.2.2 TNepemeHHble napameTpbl

4.2.2.1 KOHTaKTHbIE /INH3bI

4.2.2.2 CpefcTtBa yxoa 3a KOHTaKTHbIMU
NH3amMun

4.3 lMNpoune coobpaxeHus
MpunoxeHne A (cnpaBo4HoE)
O/IEMEHTBI KNIMHUYECKOTO UCMbITaHNA

MpunoxeHune B (cnpasoyHoe)

OueHka 6e3o0nacHoCTu, hr3nonornyeckon adpexkTms-
HOCTU 1 BIMSIHWSA Ha TKaHW rnasa

MpunoxeHune C (cnpaBo4Hoe)

OueHKa BU3yasibHbIX, KOPPUTMPYIOLLMX XapaKTePUCTUK,
3P PEKTUBHOCTU NINH3 N CTENEHN NPUEMIEMOCTU ANA
cybbekToB

Bubnuorpadus

CprKTypa HacTosLLero CraHgapTa

BeegeHue

1 O6nacTb NpUMeHeHNs

2 HopmaTuBHble CCbIIKK

3 TepMuHbI 1 onpeaeneHns

4 Tpe60BaHMA K KNIMHUYECKUM UCTNbITAHUSAM
4.1 O6wume TpeboBaHuA

4.2 lononHuTenbHble TpeboBaHNs

4.2.1 O6wue TpeboBaHMA K KoHuen-
Luu UcnblTaHna

4.2.2 KOHTaKTHbl€ /INH3bI

4.2.2.1 Obwue TpeboBaHUA

4.2.2.2 TlepcnekTuBHoe WucnbiTaHWe C
OfHOBPEMEHHbLIM KOHTpO/1IEM

4.2.2.3 WcnbiTaHne 6e3 KOHTPONs
4.2.2.4 CpepctBa yxofa 3a KOHTaKT-
HbIMU NINH3aMK

4.2.3 MNepeMeHHble napaMeTpbl

4.2.3.1 CpepgctBa yxofa 3a KOHTaKT-
HbIMW NINH3aMK

4.2.3.2 KOHTaKTHble NINH3bI

4.3 MNpouve TpeboBaHus

MpunoxeHue A (cnpasBoyHoe)
PekomeHaLmn K hOpMUPOBAHUIO KOHLIEN-
umn KA

MpunoxeHune B (cnpaBo4Hoe)

OueHka 6e3onacHocTW, M310N0rMYECKoii
3(hhEeKTUBHOCTY 1 BANSHNA HA TKaHW rnasa
MpunoxeHue C (cnpaBoyHOE)

OueHKa BU3yaslbHbIX, KOPPUTUPYIOLLUX Xa-
pakTepucTuK. 3PEKTUBHOCTN IMH3 U CTe-
neHn NpYemaemMocTu 48 Cy6beKToB
MpunoxeHue [A (cnpaBoyHoe) ConocTas-
NleHne CTPYKTYpbl HACTOALWEro craHgapra
CO CTPYKTYpOIl NPYMEHEHHOT0 MexayHa-
poaHoro ctaHgapta MCO 11980:2009
Mpunoxexune b (cnpaBo4Hoe) CBefeHUsi 0
COOTBETCTBUN CCbI/TOYHbIX MEXAYHapOAHbIX
CTaHAapTOB HaLMOHa/IbHBIM CTaHgapTam
Poccuiickoli ®egepauym, NCNOMb30BaHHbIM B
HacToslLLleM CTaH[apTe B Ka4ecTBe HopMma-
TUBHBIX CCbI/TOK

Bubnuorpadus

* laHHbI pa3gen, npunoxeHns A-C B HauWoHa/lbHOM cTaHfapTe pasbuTbl Ha nogpasnenbl, NyHK-
Tbl. NOANYHKTbI, YTO 06YC/IOBNIEHO HEOHXOANMOCTbLIO NpuBeAeHUs ero B cootseTcTeue ¢ FOCT P 1.5.
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MpunoxeHve OB
(cnpaBoy4HoOE)

CBe,EI.EHI/IFl 0 COOTBETCTBUU CCbIJTOYHbLIX MexXaAyHapoAHbIX CTaHAapPTOB HaUuMOHa/IbHbIM
CTaHaapTam Poccuiickoi CDep,epau,Ml/l, MCNOJ/Ib30BaHHbIM B HacToAWEeM CTaHOapTe B Ka-
4yecTBe HOPMATUBHbIX CCbI/10K

Ta6bnunua Ab.1

O603HauveHe CCbIIOYHOTO Ha- CTeneHb O603Ha4YeHe 1 HaUMEHOBaHMe CCbITOYHOTO MeXy-

LMOHasIbHOTO  cTaHgapTa Poc-  cooTBeTCTBUSA HapoaHoOro ctaHaapTa

cwiickoli depepaummn

FOCT P NCO 9001-2008 HoT NCO 9001-2008 «Cuctembl MeEHeKMEHTa
KayectBa. TpeboBaHunsa»

FTOCT P WCO 14155-1 HoT NCO 14155-1:2003 «PykoBoACTBO MO

-2008 NPVMEHEHMIO KITMHNYECKNX NCNbITaHW
MeAMUMHCKMX n3genuii. Yactb 1. O6uwme
TpeboBaHUs»

FOCT P NCO 14155- HoT NCO 14155-2:2003 «PykoBoACTBO MO

2 -2008 NPUMEHEHMNIO KITMHNYECKUX NCMbITaHW

MeANLMHCKNX n3genuin. YacTb 2.
MnaHMpoBaHne KIMHUYECKNX UCTbITaHWUA»
FOCTP 53941-2010 MOD MCO 18369-1:2006 «OdTanbmonornyeckas
onTuka. KoHTakTHble NnH3bl. YacTb 1. Cnosaps,
cucTema knaccudukauum 1 pekoMeHgaumm rno
TEXHUYECKNM YCNOBUAM Ha 3TUKMPOBaHUE»
MpumeuaHue-B HacToswen Tabnuue UCNoNb30BaHbI creaytolime yCnoBHble 0603Ha4YeHNs
CTeneHn CooTBETCTBUA CTaH4apTOB:
- IO T- naeHtTnYHble CTaHAapThl;
- MOD - mogucuumpoBaHHble cTaHAapThl.
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[1] UCO 14534:2002

(ISO 14534:2002)

FOCT P 55041—2012

Bubnunorpadms

Odptanbmonornyeckas ontuka. KOHTakTHbIe IMH3bI U cpefcTBa
yxofa 3a Humu. OcHosononaratwuine TpebosaHuns

(Ophthalmic optics - Contact lenses and contact lens care products
- Fundamental requirements)
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FOCT P 55041—2012

Y[AK 681.735:006.354 OKC 11.040.70 OKT1 948000; 948100

KnwoueBble cnosa: onTtuka OCpTaﬂbMOﬂOFVILIeCKaﬂ, JINH3bl KOHTakKTHble, cpeacTBa yXxoda 3a KOHTaKTHbIMU
NH3aMWN, KNNHNYECKMe UCNbITaHuA, nporpamMmmMma KinHn4eckmnx ncnbiTaHni

MopnucaHo B neyvats 01.08.2014. dopmat 60x84\h
Yen. ney. n. 3.26. Tupax 35 3k3. 3ak. 1126.

MoAroTOBNEHO HA OCHOBE 3/1EKTPOHHOI Bepcun, NpefoCcTaB/eHHol pa3paboTumkoM cTaHgapTa

oryn «CTAHOAPTUH®OPM»
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