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MpeaucnoBune

1 MOArOTOBJIEH OTKpbITbIM aKkuMoOHepHbIM 06LecTBOM «TKC-onTuka» COBMECTHO C pabouei
rpynnoii MK 7 «Odranbmonornyeckas ontuka u npubopbi» TexHuueckoro komurera TK 296 «OnTtuka u on-
Tuyeckue npubopbl» HAa OCHOBE COOCTBEHHOTO ayTEHTUYHOTO NEPEBOAA HA PYCCKUI S3bIK MEXAYHaPOAHOro
CTaHaapTa, yka3aHHOrO B MyHKTe 4

2 BHECEH TexHU4YeCckum KOMUTETOM No cTaHaapTu3auumn TK 296 «OnTuka u ontudeckme npudopbi»

3 YTBEP>XOEH W BBEAEH B JENCTBWE Mpukasom deaepanbHOro areHTCTBa no TEXHUYECKOMY
perynupoBaHuio u Mmetponorum ot 1 Hoss6psa 2012 r. Ne 688-ct

4 Hacroswui ctaHgapt ABnaeTca MoanduuMpoBaHHbIM NO OTHOLLEHUIO K MEXAYHApOAHOMY CTaH-
aapty NCO 11980:2009 «Ocbtanbmonornyeckan ontuka. KOHTaKTHbIE NUH3bI M CpeacTBa yxo4a 3a HUMM.
PykoBOACTBO MO KnuHu4eckum ucnbitTaHuam» (ISO 11980:2009 «Ophthalmic optics — Contact lenses and
contact lens care products — Guidance for clinical investigations») nyrem:

- U3MEHEHUS ero CTPYKTYpbl ANA NpuUBEAEHUA B COOTBETCTBME C NpaBunamu, yCTaHOBSIEHHbLIMKU B
FOCT 1.5 (nogpasaensi 4.2 u 4.3);

- BBEAEHUS AONOMHUTENbHLIX pas. Mpu dTOM AononHuTenbHble (ppasbl, BKNIOYEHHbIE B TEKCT
cTaHaapta ans ydeta notpebHOCTeN HauMOHaNbHOM 3KOHOMMKM Poccuiickon deaepaummn u 0cobeHHOCTeN
HaLUMOHamNbLHOW CTaHAapTU3aLUuu, BbliAENeHbl KYPCUBOM.

CpaBHEHUe CTPYKTYpbl HACTOSILLEro CTaHaapTa CO CTPYKTYPOM YKasaHHOIo MexAyHapOoAHOro crad-
AapTa npuBeAeHO B AOMOMHUTENbHOM NpUnoxeHun JA.

Mpy NpMMEHEeHUn HACTOSALLEro CTaHAapTa PeKOMEeHAYEeTCsl UCMONb30BaTh BMECTO CCbIMOYHbIX MEX-
AyHapOAHbIX CTaHAapTOB COOTBETCTBYIOLLME UM HaLMOHANbHbIE CTAHAAPTbl, CBEAEHUSI O KOTOPbIX Npuse-
AEeHbl B AONOSTHUTENLHOM npunoxexnuu b

5 BBEJJEH BINEPBbIE

lpasuna npumeHeHus Hacmoswe2o cmaHdapma ycmaHoeneHbl 6 FOCT P 1.0—2012 (pa3den 8).
Unhopmayus 06 usMeHeHUsIX K HacmosauwieMmy cmaHdéapmy nyonukyemcs e exe200HOM (N0 COCMOSHUIO Ha
1 sHBaps mekyuiez2o 200a) uHGOPMAaYUOHHOM ykasamene «HauuonanbHbie cmaHdapmbiy, a oghuluarbs-
HbIl MeKem U3MeHeHul U MonpasoK — 6 eXXeMeCAYHOM UHGOPMAUUOHHOM yka3amene «HayuoHarbHbie
cmaHOapmbl». B crniydae nepecmompa (3ameHbi) Uflu OMMeHbl Hacmoswe20 cmaHd0apma coomeemcem-
syroujee ysedomneHue 6ydem onybnukosaHo 8 bnuxaliuueM ebifycke UHGhOPMaUuUOHHO20 yka3amensa «Ha-
YuoHarnbHble crmaHO0apmei». Coomeemcemeyioulas uHgopmayus, yeedomrieHue u mekcmsl pasmeuiaiomes
makxxe 8 UHopMayUoHHOU cucmemMe obuwez0 rMosib308aHus — Ha ochuyuanbHOM calime ®edeparbHo20
azeHmemasa o MexHU4YeCcKoMy pe2ynupoeaHulo u Memponoauu e cemu iumepHem (gost.ru)

© CraHpaptuHgopm, 2014

Hacroswumit cTaHAapT HEe MOXET ObiTb MOMHOCTLIO UM YaCTUYHO BOCTIPOU3BEAEH, TUPAXKNUPOBAH U
pacnpoCcTpaHeH B ka4yecTBe oduumanbHoro usaanusa 6es paspewweHns deaepanbHOro areHTCTBa No TeXHU-
YeCKOMY pPerynupoBaHuio U MeTPOrornm
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BBeneHue

B HacTosiLLiee BpeMs KNMHUYECKNE UCMLITAHWS KOHTAKTHBIX JIMH3 W CPEACTB yX0Aa 3@ HUMW pernameH-
TUPYIOTCA NO-PasHOMY B Pas3nuYHbIX CTpaHax. Hactoswmi crangapt paspaboTtaH ¢ Lernbio rmobanbHon rapMo-
HU3auun. BHeapeHue HactosiLiero cranaapta 6yaer npeactaeBnsTb €Lle OAVH Lar K B3aUMHOMY MPU3HAHMIO.

Hacrosawmii cTaHgapT MOXET Takke NOCAYXMUTb OCHOBOM BbIMONHEHUSA HEKOTOPLIX KOHLIENTYanbHbIX 3NEMEHTOB
no rOCT P NCO 9001.
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HAUMOHANbHBLIN CTAHOAPT POCCUNCKOWN DEOEPALUNMU

OMTUKA OPTANIbMONOIMYECKASA.
JINH3bl KOHTAKTHBIE U CPEACTBA YXOOA 3A HUMU

PykoBoACTBO NO KIIMHNYECKUM UCTbITAHUAM

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

Data BBegeHusa — 2014—07—01
1 O6bnacTtb NpUMeHeHus

Hacrosiwumii ctaHpapt ycTaHaBnuBaeT PYKOBOACTBO MO KMMHUYECKUM ucnbiTaHuaMm (ganee — KW)
0©e30MacHOCTM U BKCMIyaTaLMOHHbIX XapaKTEPUCTUK KOHTAKTHBIX JIMH3 U CPEACTB yX04a 3@ HUMM.

MpumeyaHune —Hacroawmn ctaHAapT UMEET Lenbio rapMOHM3NpoBaTh perynupyiowme tTpebo-
BaHus K npoeaeHunio KA, HeoBxoammbix Ans NOSyYeHUs1 KNMMHUYECKUX JaHHbIX C LENbIO YCTAHOBMNEHUS Tpe-
OOBaHUI MapKETMHra N 3TUKETUPOBAHUSA KOHTAKTHLIX JIMH3 U CPEACTB yX04a 3a HUMU HAa MUPOBOM YPOBHE.
B Tex cnyyasx, Korga HauuoHanbHas npakTuka Unu pernameHTsl 3aKoHoAaTeNlbHO HOPMUPYIOT HEKOTOpble
Tpe6oBaHus, NocneaHue UMEeT NPeMMYLLECTBO Nepes HacTOSILLUMM CTaHAapPTOM.

2 HopmaTtuBHbI€ CCbINIKN

B nacmosuwem cmaHOapme ucnonb3068aHbl HOPMaMUBHbBIE CChifIKU Ha criedyioujue cmaHoapmsi.

FOCT P /ICO 9001-2008 Cucmembi MeHedxMeHmMa kasecmea. TpebosaHus

FOCT P UCO 14155-1-2008 Pykoe0odcmeo no NMPUMEHEHUIO KIUHUYECKUX ucrbimaHuli MeduyuH-
ckux usddenuli. Yacmpb 1. O6wue mpebosaHus

FOCT P NICO 14155-2-2008 Pykos0odcmeo 1o MPUMEHEHUI0 KITUHUYECKUX ucrbimaHull MeduyuH-
ckux usdenuil. Yacmp 2. MMnaHuposaHue KIIUHUYECKUX UcrbimaHuli

FOCT P 53941-2010 (MCO 18369-1-2006) Ocpbmanbmonoaudeckas onmuka. JTuH3bl KOHMaKmMHbIe.
Yacmeb 1. TepmuHbl, onpedeneHus u bykeeHHbie 0603Ha4YeHUs

MpumedyaHue - lpy NONb30BAaHUM HACTOALMM CTAHAAPTOM LEnecoobpasHo NPoBepUTb
[OENCTBNE CChIFIOYHbIX CTAHAAPTOB B UHChOPMALMOHHOM cucTeMe 00LIero nonb3oBaHus — Ha oduumMansHoOM
caiiTe deaeparnbHOro areHTCTBa N0 TEXHUYECKOMY PErynmpoBaHunio U MeTponorun B cetu UHTepHeT unu no
€XerogHoMy WHMOPMALUMOHHOMY Yka3saTenio «HauuoHanbHble CTaHAapTbly, KOTOPLbIA OnybnukoBaH no
COCTOSIHMIO Ha 1 siHBaps Tekylwlero roga, U NO BbIMyCKaM E€XEeMEeCSYHOro MHMOPMALMOHHOro ykasarens
«HaumoHanbHble craHaapTbl» 3a Tekywmii roq Ecnm 3aMeHeH CCbINIoYHbIA CTaHAAapT, Ha KOTOPLIA AaHa
HeJaTUpOBaHHas CCbiNka, TO PEeKOMEeHAYeTCA MCNOoNb30BaTb AEWUCTBYIOLLYIO BEpCUIO 3TOr0 cTaHgapra ¢
YYETOM BCEX BHECEHHbIX B AAHHYIO BEPCUIO M3MEHEHUI. ECN 3aMEeHEeH CCbINOYHBI CTaHAapT, Ha KOTOPbIN
AaHa [aTupoBaHHasA CCbifka, TO PEKOMEHAYETCA UCNOoNb30BaTb BEPCUI0 ITOr0 CTaHAapta C yKasaHHbIM
BbiLLE roAoOM yTBepxaeHua (NpuHATUA). Ecnu nocne yTBepXAEeHMs HACTOSILLEero CTtaHgapTa B CCbISIOYMHbLIN
CTaHAapT, Ha KOTOPLIN AaHa AaTUPOBAHHAA CCbiNKa, BHECEHO U3MEHEHUEe, 3aTparueaioLLee NONoXeHue, Ha
KOTOpOE AaHa CChifKa, TO 3TO NOMOXEHUE PEKOMEHAYETCA NPUMEHATL 0e3 yueta AaHHOro usmeHeHus. Ecnu
CCbINOYHbLIA CTaHAApPT OTMEHeH 06e3 3ameHbl, TO MOSIOKEeHWEe, B KOTOPOM JaHa CCbifika Ha Hero,
pekoMeHAyeTCA NPUMEHATL B YaCTH, HE 3aTparmBaloLLen 3Ty CCbINKY.

3 TepMuHbI M onpeaeneHun

B HacTosweM craHaapte npumMeHeHbl Tepmubbl no FOCT P MCO 14155-1, rocTp
NCO 14155-2, TOCT P 53941 [1].

4 Tpe60BaHNA K KNTMHUYECKUM UCNbITAHUAM

4.1 OOGwue mpebosaHus

4.1.1 [JomxHbl npuMeHATbCA obme TpeGosaHusa, oTHocawmeca k KU o NOCT P UCO 14155-1 n
NNaHy KNUHUYECKUX Ucribitanuii (aanee — NKW) no FOCT P UCO 14155-2, a Taroke AONOnNHUTENbHbIE TpeboBa-
HUSA, NPUBEAEHHbIE B 4.2.

N3panue opmumnanbHoe
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4.1.2 NpuyuHamu 00CpoYHOE20 rnpexpauieHus K1 aensiomes:

a) ceszaHHbie ¢ camoll NUH30L;

b) cesa3aHHbIe ¢ COCMOsAHUEM 2fia3a;

¢) dpyaue (cm. mabnuyy A.11).

4.2 [lononHuTenbHbIe TPeGOBaHUA

4.2.1 O6wmre mpebosaHust K KOHUENUUU ucnbimaHull

4.2.1.1 Kputepuu ot6opa CybbeKkTOB AOMKHbI COOTHOCUTLCA C LIENAMU UCNLITAHUS U BKIIOYATb:

1) cy6LEeKTOB C HOPMArbHLIM 3PEHUEM, HE MPUMEHSIOLLUX MAa3HbIX MEAMKAMEHTOB, B Bo3pacTte 18
neT u cTapLue, 3a UCKIIOYEHMEM CIy4aeB, KOraa UCTbITaHUA KOHTAKTHBLIX SIMH3 NPOBOAATCA MO CneyuansHbIM
nokasaHusiMm Ans nuy monoxe 18 net, HanpuMmep, B cryvae NpUMEHEHUA OPTOKEPaToNoruM Unm neauaTpu-
YecKkuUx achakuyeckux rnuHs;

2) pedppakuuio NMMH3 B AManasoHe UMEIOLLMXCA NOBEPOYHbIX SINHS;

3) pedpakumio He Bonee 0,75 ANTP (TONbLKO ANA UCTILITAHWA KOPPUTUPYIOLLMX MUH3 CO Chepuueckom
pedpakuuet);

4) HaunNyuLylo OCTPOTY 3PEHMS C KOPPUTUPYIOLLIMMMU 0YKamMmn He Huxke 20/25 (He Boie Log MAR 0,1);

5) cocmosiHue KOHBIOHKMUBHI 8EK;

6) cocmosiHue cne3HoU nneHKuU;

7) usmernerue pH cne3sbi [0o KW — pH pacmeopa, pH cnesbi (Duotest)];

8) comamuyeckull chakmop (3aboneeaHue wumMosudHol xenesbl, Hanu4yue caxapHoeo Ouabema,
Opyeoli 3HOOKpuHHOU Namonoeuu, annepaudeckuli cmamyc).

4.2.1.2 Kputepum ucknioueHms us otbopa cybbekTtoB 4O0MKHbI COOTHOCUTLCS C LIENSIMU UCTILITAHUSA U
DOJDKHBI BKMIOYATh:

1) nobbie nHdpekumnm, BocnaneHme unu apyrue OTKIOHEHUS OT HOPMbI NEPEeAHET0 OTAEeNa Masa;

2) nio0ble nporpeccupyioLme rnasHole 6onesHn B nepeaHen kamepe, NPOTMBOMNOKA3aHHbIE AN HO-
LUEHUS1 KOHTaKTHbIX MUH3;

3) NpMMEHeHne CUCTEMHbIX UMK FMAa3sHbIX MEAUKAMEHTOB, CRyXaLMx NPOoTUBONOKa3aHMEM AN HO-
LLEHMS1 KOHTAKTHbIX JIUH3;

4) aHaMHe3 repneTu4ecKkoro KepaTuTa;

5) aHaMHe3 xupypruyeckomn koppekuun pedpakumm unu aedekTos porosuLibl (3a UCKIIOYEHUEM Crly-
Yyaes, Koraa uccnegyemble KOHTaKTHbIE NMH3bI NOKa3aHbl A51A HOWEHUA Npu AedekTax poroBuLibl, KepaToKo-
HYCe Unu nocne onepauymn Xupypruieckon koppekuum pedpakumny);

6) pesynbtat obcrnegoBaHusA LLIENEBOW NaMMNowW, 3KBUBANEHTHbIM unu 6onee CepbesHbli, YeM Ha-
6noaeHne cnegos (C TOYHOCTLIO HE HUXe 1-1 cTeneHun);

7) Backynsipusauuo porosuubl C NPOHUKHOBEHUEM Gonee 1 MM;

8) HanMuue cMHApOMAa «CyXOro rnasay;

9) yyactue cybbekTa B KIMMHUYECKOM UCTILITAHUW KOHTAKTHBIX NIMH3 UK CPEACTB yX0Aa 3a HUMU B
npeaLuectsyowme 30 gHen.

4213 MK pomkeH obecneyuBaTb ONUCaHWe npoueaypbl MOHUTOpUHra Aans obecneyeHus
cTabunbHoro kavecrea cbopa v permcTpauumn aaHHbIX.

4.2.1.4 TIKN pomkeH cogepxaTb NnaH CTaTuCTUYECKOro aHanusa. Pasmep BbIOOpKM AOMKEH ObiTb
060CHOBAH U paccyuMTaH No nporpaMme CTaTUCTUUECKOW 0OpaboTKu, YTBEPXKAEHHOW B YCTaHOBJIEHHOM
nopsiake.

4.2.2 KOHTaKTHbI€ JIUH3bI

4.2.2.1 Obwue mpebosaHus

KW KOHTaKTHbIX MUH3, BKMIOYAS KOHTAKTHbIE NUH3bI NOBCEAHEBHOIO WU ANUTENbHOIO HOLUEHUS, MAr-
Kue rMApOrenbHbIe, CUTNMMKOH-TMAPOTENbHBLIE U XXECTKUE rasonpoHMLAeMble, AOIMKHbI ObiTb MPOBEAEHbLI NO
OZHON U3 HOpM, NPUBEAEHHbLIX B 4.2.2.2 -4.2.2.4.

Ona NKN ¢ uenbio gemMOHCTpauun 6e30MacHOCTU M JKCMIyaTauMOHHbLIX XapaKTEPUCTUK, a TaKkke
crneumanbHbiX TpeboBaHun (HanpuMep, KOMAOPTHOCTHU), STUKETUPOBAHUS UINN AONONMHUTENbHbIX NOKa3aHU
B KIMMHWMYECKOM MPOTOKONE AOIMKEH ObITb 3apaHee onpeaeneH nnaH CraTUCTUYECKOro aHanusa (Bknio4vas
pacueT pasmepa Bbibopku). MKW aomkeH onpeaenuts 00beKTUBHbIE pe3ynbTaThl, YTOObI CNOCOBCTBOBATL
BbIMOMHEHUIO 3TUX TPeBOBaHMN.

Mpumevanuns

1 MeXXCyOBbEKTHbIN KOHTPONb npeanoyvTuTeNnibHee BHYTPUCYOHLEKTHOIO BCNEACTBME NOTEHLMANbLHON
3aBMCUMOCTM OAHOTO rnasa ot Apyroro u npeayoexaeHnsa OTHOCUTENBHO COOTBETCTBUS CyObeKTa.

2 B npunoxeHun A npuBeaeHsbl pekoMeHgauun K hopmMupoBaHuio koHuenuun KA.

4.2.2.2 NepcnekTMBHOE UCNbITAHUE C OAHOBPEMEHHbLIM KOHTPONEM

[MepcnekTuBHOE UCAbITAHUE C OAHOBPEMEHHbIM KOHTPONEM crneayeT NPUMEHSITb AN OLEHKU ruapo-
renbHbIX, CUIIMKOH-TMAPOrenbHbIX U XKECTKMX ra30onPOHULIAEMbIX KOHTAKTHbIX NUH3. [OMmKHbI NPUMEHATLCA ABY-
CTOPOHHEE MEepPeKPECTHOE UCMBITAHME UMM UCTILITAHWE KOHTpnaTepanbHbiMU rMas3amm (TO €CTb BHYTPUCYOBLEKT-
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HOE), UM MEXCYOBLEKTHbIN KOHTPOSb. B criyyae npumeHeHns MexxcyObekTHOrO KOHTPONSi COOTHOLLEHNUE MEXOY
YNUCIIOM WCMLITYEMbIX U KOHTPOIbHBIX CyGbEKTOB 10MKHO COCTaBNATL 2:1 nnm 1:1. KOHTpOnbHas nuH3a J0mkHa
npeacTaBnaTb COOOW KOHTAKTHYHO NMUH3Y, B A@HHLIA MOMEHT NPUCYTCTBYIOLLYIO Ha PbIHKE U UCTIONb3YEMYIO B TOM
e pexume. Bo nzbexaHue BO3MOXHON NPEAB3SATOCTU AOMMKHbI ObiTh NPUMEHEHDBI CITyYaliHOe pacnpeaeneHue u
MackupoBaHue (CyObekTa, UCTILITATENS U OLEHLLMKA PE3ynbTaToB UCMbITaHus]). CyObekThl A0MKHbI ObITb pac-
npegerneHsl paBHOMEPHO MEXOY UCMbITaTENAMMN.

4.2.2.3 NcnbiTaHne 6e3 KOHTpOnsA

B sTom cnyyae pesynbTaTbl CpaBHWBAIKOT C MPEALUECTBYIOLLMM KOHTPOMEeM. ANbTEPHATUBHbIE KOH-
Lenuuu UCnbITaHUIA, Takne Kak NpeaLecTBYIOLWNIA KOHTPOIb, CneayeT NPUMEHATb B Cyvasx, koraa sakasvmk
pacnonaraet 6a301 KNMHUYECKUX AaHHbIX MO NPUCYTCTBYIOLLEN HA PbIHKE KOHTAKTHOW NMH3E, KOTOpas npea-
HasHayeHa AN UCMNOMNb30BaHUS B KavyecTBe 0ObekTa CpaBHeHUsi. Ecnu npuMeHsieTcs npealuecTByOLUi
KOHTPONb, TO AOMKHA ObiTb ONpeAeneHa u COOTBETCTBYIOLLMM 0DOpPa3oM 0XapakTepusoBaHa KOHTPOMbHas
rpynna ansi CpaBHEHUs C SKCnepumeHTanbHon rpynnoi. ConocTaBUMOCTb 9KCMEPUMEHTANLHOW U KOHTPOIb-
HOW rpynn JormkHa BbiTb NPOAEMOHCTPUPOBAaHA CPaBHEHUEM KpuTepueB oTbopa, aemorpaduyeckumm gaH-
HbIMU, XapakTepucTukamu pedpakLmmn, NCTOPUEn HOLLEHNSA KOHTAKTHbLIX JIMH3 U NpUMeHeHHbIM MK,

4.2.2.4 CpeacrBa yxoaa 3a KOHTAKTHbIMU MIMH3aMM

[ns OUEHKM CpeacTB yxoda 3a KOHTAKTHLIMU NUH3aMU CreayeT NPUMEHSTb NEPCNeKTUBHOE UCMbITa-
HWe C OAHOBPEMEHHbIM KOHTponem o 4.2.2.2 u cobmodams obuwue mpebosgaHus no 4.2.2.1.

Mpu McnbITaHMKM CPEACTB YX0AA 3@ KOHTAKTHBIMM NMH3aMu Afs OOMbLUMHCTBA 3TUX CPEACTB creayeT
NPUMEHATL AHEBHOW rpacuK HOLLEHUA KOHTAKTHBIX JIMH3, C TeM YTOObI AOCTUYL HAMBOOMLLUErO BO3AEWNCTBUA Ha
cybbekTe cpeactea yxoga. OgHaKO MCMbITAHUE MUH3bI UM CPEACTBA ANS MEPUOANYECKON YNCTKM, NPUMEHSE-
MbIX C HEAESIbHOW NepUOAUYHOCTBIO, MOXET AaTb Bonee LeHHbIE KIMHWYECKUE JaHHbIE B YacTh MX 9hdeKTUB-
HOCTU B TOM Crly4ae, Korga NpuBIIEYEHHbIE K UCTILITAHMIO CYOBbEKTHI MOABEPKEHBI NPOSIOHIMPOBAHHOMY BO3AEN-
CTBWIO MO CPABHEHUIO C aHANOMMYHBIM UCTIbITAHUEM HA CyObeKTax € AHEBHbIM HOLLEHUEM KOHTAKTHBIX NH3.

Mpu ncnonb3oBaHWMK eXeaHEBHOrO rpadhuka HoLeHWsi 6e30nacHOCTL ABNAETCSA NepBOOYEPEAHON 3aaa-
Yen, No3TOMYy HeoBX0AMMO MOCne NPUMEHEHUA CPEACTBA CNYCTA OAUH — [iBa Yaca C MOMEHTA HAAEBAHWUS NIUH3bI
HaHEeCTU BM3UT 0pTanbMOonory, ¢ Tem YToObl 0OOHAPYKUTb U3MEHEHNE MPO3PAYHOCTU POrOBULLI  KaK pe3ynbTat
HenocpeaCTBEHHON TOKCUMECKON peakLmm.

[na cpeactea yxoAa 3a KOHTAKTHBIMU NMH3aMKU C MOKa3aHUSAMM YUCTALLEro CpeAcTBa B koHUe KU
HeoOX0AUMO NPUBECTN OO BLEKTUBHYIO OLIEHKY €ro YMCTALLMX CBOMCTB HE MEHEE YeM Ha OAHOM NUH3e, B3SATON
y Kaxgoro cybbekra.

Ecnu n3rotoButenb CpeacTBa yxoaa 3a KOHTAKTHbIMW NIMH3AMU PEKOMEHAYET Ha STUKETKE ero npu-
MEHEHWE C KOHTAKTHbIMW INUH3aMWU KOHKPETHOrO TuMna, COBMECTUMOCTL CPEACTBA C NMH3aMU AaHHOro Tuna
A0JKHA ObITb NOATBEpPXAEHa B X04€ AOKMMHUYECKMX UcnbiTaHui u KA.

Ecnu K/ He nossonunu cobpatb 4OCTATOYHO AAHHLIX OTHOCUTENbLHO NPUMEHEHUS CPEACTBA C MUH-
3aMM KOHKPETHOro Tuna (Hanpumep, CUMMKOH-TMAPOresibHbIMU), HEOOXOAUMO OTPa3uTb 3TOT (PaKT Ha 3TU-
KeTKe cpeacTea.

4.2.3 NepeMeHHbIe NapameTpbl

4.2.3.1 Cpeacrsa yxoAa 3a KOHTaKTHbIMK SIMH3aMU

B npouecce KA cpeacts yxoaa 3a KOHTaKTHBIMU NMH3aMKU HEOOXOAMMO OLIEHMBATbL Cneayowme ne-
peMeHHble napamMeTpbl:

a) OTEeK poroBuLbl;

b) wHuNLTpaTbl POroBULbI;

C) HEOAHOPOOAHOCTb IHAOTENUSA,;

d) Backynapusaumio porosuubl;

€) MNATHUCTOCTb POrOBULbI;

f) Hanuumue BocnaneHus rnas;

g) Hanuuue BOCNarneHus BeK;

h) A3By porosuupl;

i) MOMYTHEHue pPoroBULibl;

j) KpoBOM3NUsIHWE B NEepeAHIOn KaMepy rnasa;

k) ckonneHue rHosA B nepeaHen kamepe rnasa;

) pasapaxeHue;

m) py6ubl (LWUpaMbl) HA POTOBULIE;

n) €ocmMosHUe KOHbIOHKMUGbI (MOKpPacHeHue, omek, 6yrne3Hocms).

B npouecce KU ans noareepxaeHus ocobbix TpeGoBaHmMii MOryT ObITb UCNbITAHLI AONONHUTENbHBIE
nepemeHHble napameTpsbl.

MpumevyaHue — B npunoxeHnn B npusefeHbl pekoMeHaaLMK No KnaccudUkaLmn HEeKOTOPbIX Takux ne-
peMeHHbIX.
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4.2.3.2 KOHTaKTHblE NNH3bI

MomMMMO nepemeHHbIX napamMeTpoB, NepeyvucrieHHbiX B 4.2.3.1, B npouecce KW KOHTaKTHbIX NWUH3
Heobx0auMOo paccMaTpuBaTh CNeAYOLLUE NePEMEHHBLIE NapaMeTpbl:

a) BU3yanbHble XapaKTepPUCTUKK;

b) napameTpbl pedpakumu;

C) KepaToOMeTpUYeCKNe U3MEHEHUS;

d) UeHTpUpOBaHME NUH3;

€) MOABWXHOCTb JSINHS;

f) cmauuBaemocTb nepeaHen NOBEPXHOCTU FIUH3;

g) Hanet Ha 3aaHel NMOBEePXHOCTU NNH3,

h) oueHKy Cy6bekTOM KOM(POPTHOCTH;

i) OUEHKy CyObLEeKTOM Ka4yecTBa 3peHus;

j) oueHky cybbekTom yaobcTBa MaHMNyNMPOBAaHUSA.

B npouecce KM ansa yooeneTBopeHus 0cobbix TpeboBaHuii MOryT ObITb UCMbITAHbI AONONHUTENBHLIE
nepemMeHHble napaMeTpsbl.

MpumMmeyvyaHune — B npunoxeHnn C npuBedeHbl pekOMeHAauun no Knaccudukaumm HeKOTopbIX
Takux NepeMeHHbIX.

4.3 Mpoume TpeGoBaHus

CBeJieHMs 0 Cepbe3HbIX HEGNAronPUATHBIX COBLITUAX U 000 BCEX HEXENAaTenbHbIX annapaTHbIX Ae-
drekTax AOSMKHbI ObITb 3aNpPOTOKONMPOBAHBI MO CleuuanbHOn hopMe U, Npu HeoBXOANMOCTU, HanpaBfeHbl
3aka3uuky. Bce npoune HebnaronpusiTHele odpTanbMOnorndeckue cobbiTUs AOMKHbI ObITh 3aperncTpupoBa-
Hbl B UCTOpUK BONE3HN CTAHAAPTHOW HOPMbI M COOPaHbI BMECTE B XOA4€ MOHUTOPUHTA.
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MpunoxeHue A

(cnpaBouHOE€)

PexomeHnpauum k popmupoBaHmio koHuenuun KU

A.1 O6wme Tpe6oBaHUA

3nemeHnTbl KA, npuBeaeHHble B HACTOALLEM NPUAOXKEHUU, ABNAIOTCA cocTaBHbiMMU YacTamu MKW,
KOTOpbIE€ MOTYT MOMOYb B COOpE AaHHbIX, MO3BONAIOWMX onpeaenuTb 6€30NacHOCTb U 3KCNyaTaUUOHHbIE
XapakTepUCTUKM KOHTaAKTHbIX fMIMH3 U CPEACTB yX0Aa 3a HUMM.

A.2 O6beM U NPOACNKUTENbHOCTbL UCNbITAHUA

A.2.1 UcnbiTaHne KOHTAKTHbIX JIMH3

B tabnuue A.1 npuBeaeHbl peKOMeHAALMM MO YKUCny CyObekToB, BoBnekaemblix B KU KOHTaKTHbIX
FINH3, HA KOTOPbIX UCTIbITAHME ObINO 3aBEPLLEHO.

Tabnuya A1 —PekoMmeHaauum no uncny cy6bekros, BoBnekaeMbix B KM KOHTAKTHbIX SIUH3

Ob6Luwee uncno
cybbeKToB Ha rpyrn-

PEXUM HoLeHNA ny B KOHL|e UcnbiTa- MponomxuTentHoCcTe MaTepuan U KOHCTPyKLUS
HUA
CoaepxmT HOBble MaTepua-
nNbl UKW HOBOE COOTHOLLEHUE
50 3 mecsaua .
E>xxeaHeBHOE mMaTepuanos; CylleCTBEHHbIe
HOLWUEeHue U3MEHEeHUA KOHCTPYKLUnN
Bce maTepuansl U KOHCTPYK-
30 30 cyTokK P Py
uum
Exe/IHEEHOE 3 mecsaua unu aonblue,
HOLLIEHUE; ecnm 910 Heobxoaumo Bce martepuanbl U KOHCTPYK-
OpTOKEPATONOrNS 50 ANs AOCTMKEHNS ONpe- P umn Y
P P ’ [EeneHHoli cTabunbHo- u
CcTu
MpoaneHHoe ao 7 Bce maTtepuansl 1 KOHCTPYK-
poA A 160 12 mecsiues P Py
CYTOK HOLLIEHUE uum
MpoaneHHoe ao 30 Bce maTtepuanbl n KOHCTPYK-
oA A 570 12 MecsueB P Py
CYTOK HOLLEHUE uuu
Ho4yHO€ HoweHne
Bce maTtepuansl u KOHCTPYK-
(MOXeT BKNoYaTh 300 12 mecsues P o Py
OPTOKEPaTONoruio) H

A.2.2 UcnbiTaHWe cpeacTB yxoaa 3a KOHTAKTHbIMU SIMH3aMU

A.2.2.1 CpeacrBa yxoda 3a KOHTaAKTHbIMW fIMH3aMU, BKIOMAas CONEBLIE PacTBOPLI, CPEACTBa exe-
OHEBHOW U NEPMOANYECKON YNCTKK, AE3MHADULUPYIOLLME PacTBOPbI, HENTPANU3yOLME areHTbl, rnasHble Ka-
NM, KOHAULIMOHUPYIOLLME PACTBOPbLI U MHOrOLIENEBLIE PACTBOPLI, COAEpXaLUME Kakue-nmbo HOBblE akTUB-
Hbl€ UHIPEANEHTbI UMW aKTUBHbIE UHIPEANEHTLI B KOHUEHTpaLUuWK, BbIXOASLLEN 3a npeaensl KOHUEeHTpauumn B
CONOCTaBMMOM NPOAYKTE, UMEIOLLEMCS Ha PbIHKE, AOMKHBI BbITh NOABEPrHYTHI TPEXMecsyHoMy K.

A.2.2.2 B cnyyae cpefcTts, npefHasHavYeHHbIX ANA UCMONL30BaAHWA C MATKUMU (TMapOhUNEHbIMM)
NUH3aMu, pasMep BbIOOPKM JOMKEH cOCTaBnATb 30 cyGbEKTOB B 4acTu UCNbITYEMOro pacteopa u 15 cybb-
€KTOB B 4aCTU KOHTPOSLHOro pacrsopa (MMELLEerocs B AaHHbIA MOMEHT Ha PbIHKE U NpeaHa3Ha4YeHHOro
ONA Tex e nokasaHui) AnA Kaxgo0n U3 COOTBETCTBYIOLUMX PENPE3EHTaTUBHbIX KATErOPUi, a UMEHHO:

— rpynna l;

— rpynnalV,

— OTAEenbHasi TPyNna Ans KOKA0W CUNMKOH-TNAPOrenbHOM NINH3bI.
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Ecnu usrotoeutens npou3soaut 6onee OAHOrO TMNA fMH3 U BCE NPOU3BOAUMBLIE UM FIMH3bI TUMNO-
pasMepHOro psiga MMEKT OAUHAKOBLIA OOLLUMIA XUMUYECKUIA COCTaB, AOCTATOYHO UCMONb30BaTb TOMNBKO FWH-
3y C HaMBbLICLUMM COAEepXaHWeM BOAbI.

A.2.2.3 B cny4yae cpeAcTB, NpeAHasHa4YeHHbIX 4S9 UCMNONb30BaHUA C XXECTKUMU NIMH3aMu, pasmep
BbIGOpKM AomkeH cocTarnsATb 15 unu 30 cyGbEKTOB B YACTU UCNbITYEMOro pacteopa U 15 cyGbekToB B vac-
TW KOHTPOSMBHOrO pacteopa (MMELLerocsi B AaHHbIA MOMEHT Ha pblHKE WM NPegHas3Ha4YeHHOro AN Tex e
nokasaHuin) Ans Kaxaow n3 COOTBETCTBYIOLUMX rPyNn Matepuanos.

A.2.2.4 B cnyvae pactBopoB ANSl KOHTAKTHbIX fIMH3, HE COAEMKALLMUX HUKAKMX HOBbIX aKTUBHbIX WUH-
rpeaneHToB no A.2.2.1, HO coaepXaLmx Kakon-nmbo akTUBHLIA MHIPEANEHT B KOHLUEHTPALMN HUXKE UHTEpP-
Bana KOHLEHTpauuin B UMEIOLLEMCA Ha PbIHKE CONMOCTaBMMOM pacTBope, A0MKHO ObITh npoBeaeHo KU npo-
JOIMKUTENBHOCTLIO 1 MecsAL. B aTom cniyyae pa3mep BbIGOPKU AOIMKEH COCTABNATbL NONOBUHY pa3Mepa Bbl-
06opkn, pekomeHgoBaHHOro B A.2.2.2 n A.2.2.3, npu Takom »e obLemM pacnpegeneHmmn cybLeKkToB.

A.2.3 CtatucTuyeckne gaHHble Ans OLUEHKN NPOAOINKMTENIbHOCTU HOLIEHUSA

A.2.3.1 Obwue TpeboBaHua

Mpu nepBnYHOM aHanuse 6e30nNacHOCTU HEOOX0AUMO, YTOOLI CyLLECTBEHHLIN acnekT 6e30nacHoCTu
COCTaBMNANa 4acToTa CEPbE3HbIX U 3HAYUTENbHLIX HEONAroNPUATHBLIX COOLITUIA.

Hynesas runotesa (Ho) MCXOAUT M3 TOTO MPUHLUMNA, YTO YACTOTa KOHEYHbIX HEGNaronpusaTHbIX CO-
ObITUI B ucCnbITaHUKU (P;) 3@ BbIMETOM KOHTPOSMbHOM 4acCTOTbl KOHEYHbIX HEeBGnaronpuaTHbIX COBLITMIA (Pg)
GonbLUe Unn paBHa KNMHUYECKN HECYLLECTBEHHON Pa3HOCTK (3) ABYX 4aCTOT.

AnbTepHaTuBHas runotesa (H,) UCXOAMT U3 TOTO MPUHLMNA, YTO YACTOTa KOHEYHbIX HeGraronpusar-
HbIX COObITMI B UCNbITAHUK (P;) 3@ BbIMETOM KOHTPONbHOW YaCTOTbl KOHEYHbIX HEBNaronpUATHLIX COOLITUIA
(po) MEHbLLE KNMHMYECKN HECYLLECTBEHHOW Pa3HOCTH (3) ABYX 4acToT.

Ho: pt— pc 2 3; A1)

Ha: pt— po < 5, A.2)

roe Pt — NPOLIEHT UCMLITYEMbIX CYOBEKTOB;

P — NPOLEHT KOHTPOSbHbIX CYOHLEKTOB.

B cnyyae pacnpegeneHusa cybbektoB B nponopuuu 1:1 mMexay ucCnbiTaTenNbHONW U KOHTPOMNbLHON
rpynnaMm MUHUMAIbHOE YMCNO N CyOBEKTOB, Ha KOTOPbIX 3aBEPLUEHO UCTbITAHUE, HEOOXOAUMOE AN Kax-
OO UcnbITaTensHOW rpynnsl, onpeaenserca popmMynon

(ZHs +Z,, )2[p1(1 = p)+p(1-p,)]

n= 2 , (A.3)

roe o — YPOBEHb 3HAYMMOCTHU (TaKXKe HA3bIBAKOT YaCTOTOM owMBoK 1-ro poaa);

(1 — B) — cTpOrocTb UCMbITAHUS;

Z — KBaHTUNb CTAHAAPTHOrO HOPMAarnbLHOro pacnpeaeneHus.

Cneaylowuii npUMep UNMICTPUPYET pacyeT NPUMEHUMOCTU TMNoTes, chopmynmpoBaHHbix ana KA
rMaporenbHbIX MU CUSTMKOH-TMAPOrENbHbIX KOHTAKTHBIX IMH3 NPU NPOAOMKUTENBHOM HOLUEHWUU ANUTENbHO-
CTblO 7 CyTOK. [1pM KOHTPOMNBLHON YacTOTe P, U YacToTe ucnbiTaHusa p; pasHon 0,033 (3agaHHoN no Hy), Knun-
HUYECKN HecyLecTBEHHOW pa3HocTtu & = 0,05, cTporoctu (1 — 3) = 0,80 u yposHe 3Haunmoctu o = 0,05 mu-
HUMarnbHOE YNCIO CYOBLEKTOB B rpynne, Ha KOTOPbIX 3aBEPLUEHO UCMLITAHNE, COCTABUT

,_ (084 +1,64)*[0,033(1-0,033) + 0,033(1-0,033)] _ 158
0,052
BbiwenpueegeHHaa hopMmyna AencTBUTENbHA TOMLKO NPU AONYLUEHWW anbTepHaTUBHOW rMNOTE3bI
H, ¢ ycnosmem, 4to yactota HebnaronpusATHbIX COOBITUI B UCTILITAHUM PABHA KOHTPONBLHOWN YaCTOTE: Pt = Pg.
B cnyyae, korga 3To AonylleHue HeCnpaBeanuBo, ANA MONyYyeHus npubnusuTenbHOro pacyetra pasmepa
BbIBOPKM MOXHO UCMONbL30BaTh CrneayoLLyio (GopMyny:

oG+ Z Pl p)+po(1- ) (A. 4)

2
(P — P —9)
Ona KW npoaneHHoro 30-CyTOYHOr0 HOLUEHMA MMAPOTrENbHLIX KOHTAKTHLIX fIMH3 B KA4YECTBE KOH-
TPOSIbHOW JIMH3bl PEKOMEHAYETCA UCMONb30BaTb JNIMH3Y 7-CYTOYHOrO (6 HOYEWn/7 AHeW) NPOANEHHOro HoLle-
HUS.

Huxecneayowmin npuMep UNACTPUPYET pacyeT Ha OCHOBaHWUM TMNOTE3, KOTOPbIe MPU3HAaHbI Npu-
MeHUMbIMK Ana MHorux KN npogneHHoro 30-CyTOYHOrO HOLWWEHWUSI TMAPOrefibHbIX KOHTAKTHbIX NUH3. [Npu
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KOHTPONbHOM YactoTe p, = 0,033 u yacrore ucnoitanua H, = 0,053, KNMHUYECKU HECYLLECTBEHHON Pa3HOCTU
8 = 0,05, crporoctu (1 — B) = 0,80 n ypoBHe 3HaUMmocTu o = 0,05 MMHMManNbHOE YMCIO CYObLEKTOB, HA KOTO-
pbiX 3aBEPLUEHO UCNbITAHUE, COCTABUT

ne (0,84 +1,64)*[0,053(1-0,053) + 0,033(1-0,033)] ~ 562
(0,053 - 0,033 -0,05)*

Cneayet oTperynupoBatb 4ucno BoBrneyeHHbix B KM cyGbekToB Ans KOMNEHCaLuuM YMcna Bbillef-
LIKX U3 Hero cybbekToB, kOTopoe 00bivHO cocTaBnseT 20 % — 25 % Ha NPOTSHXXEeHUU FOAUYHOTO UCTILITAHUA
KOHTaKTHbIX NMH3. Takum obpa3om, AnA BbienpuseaeHHoro npuMmepa KW 7-CyTOYHOTO MPOASIEHHOIO HO-
LIEHMS KOHTaKTHBIX JIMH3 pEKOMEHAYEMbIN pa3mep BbIGOpKK crneayeT A0OBECTU NpUMEPHO A0 215 cybbekToB
Ha rpynny. AnAa sbiwenpuseaeHHoro npuMmepa K 30-CyTOMHOro NpoANEHHOrO HOLUEHWUS KOHTaKTHbIX FIMH3
pekomeHayeMblit pasmep BbIGOPKM crnieayeT AOBECTU NPUMEPHO A0 760 cybbekToB Ha rpynmny.

B 3aBeplueHne ucnuiTaHus crniefyeT NPOBECTU CTAaTUCTUYECKMIA aHanu3 YyBCTBUTENbHOCTU (Hanpu-
Mep, aHanmM3 CO MHOXXECTBEHHbIMWU BBEAEHHbIMU 3HAYEHUSAMU) C TeM, YTOObl OLEHUTL YCTOWYMUBOCTL pe-
3ynbTaTa UCMNbITAHUA C Y4ETOM HEOCTaloLMUX UCTILITAHUI B Cy4ae NpoueHTa BbileALnMX CyOLEeKToB, npe-
BbILLAIOLLET0 MUHUMASIBHBIN.

A.2.3.2 OueHka ruaporenbHbIX, CUITMKOH-TMAPOreNbHbIX U XXECTKUX ra3onpoHULIAEMbIX KOHTAKTHLIX
NIUH3 NOBCEAHEBHOIO HOLLEHUS

Pasmepbl BbIOOPOK paccuUMTbLIBAIOT TakuM 06pa3oM, 4tobbl ob6ecneunts ¢ 4OCTAaTOYHOW CTENEHbIO
AOCTOBEPHOCTU NOMYYEHUEe MUHUMYM OJHOTO OCIIOXKHEHUSA B (PYHKLIMM OXMAAEMON 4aCTOThl OCIIOXKHEHUN C
JOBEPUTENBbHON BEPOATHOCTLIO CBbILE 95 %, T.€. 5 % ana ucnbiTatenpHou rpynnbl u3 60 cybbekTos, 10 %
ANnA ucnbiTatenbHon rpynnbl U3 30 cydobekToB. Takum o6pasom, B rpynne u3 30 cyGbLekToB, HA KOTOPbIX 3a-
BEPLUEHO UCNbITAHME, NOABEPrHYTbIX KPAaTKOCPO4HOMY (90 CyTOK) BO3AEWCTBUIO UCNLITYEMOI NPOAYKLUK, B
cnyyae HebnaronpusATHbIX COObITUIA, UMEIOLLIMX MECTO Y ABYX UNU TPeX CyObeKTOB, MOXKET COCTaBUThL Yrpo3y
©1ONOrM4eckoi COBMECTUMOCTMU U MPUHLIMNUANBHOW 6€30NacHOCTU UcnbiTyemoro o6bekTa. Bee ucnbiranus,
UMerLLMe pe3ynbTaToM ABa U Bonee cnyyas HeGNAronNPUATHLIX ABNEHWUNA, AOSKHbI BKINIOYaTb COOTBETCT-
ByloLee 060CHOBaHUe, NO3BONAIOLLEe onpeaenuTe 6€30nNacHoCTb U 3PP EeKTUBHOCTD.

A.2.3.3 OueHka cpeacTB yxoAa 3a KOHTAKTHLIMU IMH3aMK

Pasmepbl KnMHMYeckux BbIDOPOK pacCuMThIBAIOT Takum 06pasom, YTobbl C 4OBEPUTENBLHON BEPOAT-
HOCTbO 95 % ucnbiTaHne gasarno, Kak MUHUMYM, OHO OCNOXHEHUE C MaTepuanom AaHHOW KaTeropuu, ecnu
hakTuyeckan 4yactoTa ocriokHeHuin 6onee unu pasHa 10 %. 310 noApa3yMeBaET, UTO 3aBEPLUEHHOMY KpaT-
KOCPOYHOMY (90 CyTOK) UCMbITAHWUIO BO3AENCTBMA UCMLITYEMOro cpeacrtsa OyayT noaBEprHyTbl HE MeHee
30 cybbeKkToB MO KaXaon rpynne marepuanos. VcnbiTaHsa J0MKHbI BKNIOYATh Matepuanbl BCEX rpynmn MH-
TepeCyLmUx MaTeprarnos.

Bce ucnbiTanua, umerowme pesynbtaTtom asa u bonee crnyvaa HeGnaronpUsTHbIX SABNIEHUN, AOMKHbI
BKIOYaTb COOTBETCTBYIOLLEE 060CHOBaHKe, No3BoNsAoLLEE onpeaenuTb 6e30MacHOCTb U 3(P(EKTUBHOCTL.

A.2.4 HeGnaronpuaTHble COObLITUA U OTpULATESIbHOE BO3AeUCTBUE MAaTEPUANOB

A.2.4.1 O6wue TpeboBaHus

He6naronpusiTHble cobbiTusi crnieayet auddepeHUMpoBaTh:

- Ha BbI3BAHHbLIE MaTepuarnom;

- He BbI3BaHHbLIE MaTepUanom.

Nio6Gble MHDUNBTPaTLI POTrOBULIbI, U3bA3BNEHUS, HEOBACKYNSAPU3aLUMIO U T.M. creayeT U3HayanbHo
CYUTaTb BbI3BAHHLIMWM MaTEpUarnom, ecnu TOMbKO UCTOpUsi BONesHW He JOKa3biBAET APYroe UX NPOUCXOXK-
AeHne. Bce n3bA3BNEeHNsA POroBULibl AOMKHbI ObITb OTMEYEHbI B MPOTOKONE UCTbITAHMS.

A.2.4.2 CepbesHble HeGnaronpusaTHble CobbITUSA

CepbesHble HebnaronpusitTHble coObITUS — STO Takue ABNEHMUs, KOTOpble NPUBOAAT UMM MOTYT MNpu-
BECTU NGO K CTOMKOMY YXYALUEHWIO 3pUTENbHOM hyHKLUUM, NMMBO K HapYLUEHUKO CTPOEHMsI rrasa M MOryT
notpe6oBaTb MEAULMHCKOTO UIM XUPYPrUYeCKoro BMeLlaTenbCTea.

CepbesHble HebnaronpusaTHble coObLITUA MOTYT BKIOYaTh CrieZlytoLime YCoBusl, co3aatoLume yrposy
3pEHUI0 Mocrne BO3AeHCTBUA UCTLITYEMbIM OO BEKTOM, HE OTPAHUYMBASCH UMU:

a) A3Bbl MHAEKLUMOHHOIO NPOUCXOXAEHUst (OnpeensemMble Kak MPOrpeccupyrollas 3po3usi TKaHK
porosuupl). peaBecTHUKAMKU £3B MOryT ObiTb HeperynsipHble TOYeudHble MHUNbTpaTel (Bonee 1 mm);
aKTUBHbIE MOBPEXAEHUA C NPUNOAHATLIMU Kpasimu; CyLLecTBeHHas auddysHaa nHpunbTpaums; npodnemol
B obnactm OT nepedHel NOBEPXHOCTM pPOroBuULbl A0 CEPEAWHbl CTPOMbI; 3p03MS C  OKPaLLEHHOM
MOBEPXHOCTbIO; OTEYHOCTb KOHBIOKTMBbLI M BEKA; peakuus nepeaHei kamepbl (BOcnarieHue pagyxHoM
000I04KM); CUNBbHOE MOKPACHEHWe rnasHoro S6noka W  OKpyXalowux TkaHeW. CUMNTOMbI £I3B
UHMPEKLUMOHHOr0 MNPOUCXOXAEHUSA (MMKPOOHBIN KepaTuT) MOryT BKMKOYaTb peskue 6omnesble MPUCTYMbI;
TSDKENOE MOKPACHEHWE; THOWMHbIE UMW CNIU3UCTOTHOWMHbIE BbIAENEHUS; CNE30TOMUBOCTL; CBETOO0SA3HL. [ONs
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3aHeCeHus B NPOTOKON HEOOBX0AUMO KnaccuduumpoBaTb B 3TOW KaTeropum niobble 3bA3BNEHNS POroBULIbI
CO CreayloLMMKN XapaKkTepUCTUKaMu:

1) LUeHTparibHasa unu napaueHTpanbHas nokanusaums,

2) NPOHWKHOBEHME B MeMOpaHy BoymaHa;

3) UHMNbTPAT AuaMeTpom Gonee 2 MMm;

4) accoumaums ¢ BocnaneHmeM pagyxHomn ob6onovku 6onee unu paBHoOW 2-i CTENEHMU;
5) accoumauus ¢ niobbiM NOBbILIEHUEM BHYTPUIA3HOTO AABINEHUS;

6) NOMNOXUTENbHAsA KyNbTypa HAa MUKPOOPraHU3MBbl;

7) yBENWYEHNE pasmepa Unm yxyALueHue COCTOSIHUS NPU NOCNeAYIoWMX BU3NUTaX;

b) nwbble UeHTpanbHbIe WU NapaueHTpanbHble  POTrOBUYHbLIE  SIBREHMSA  (Takue, Kak
BacKkynsipusauus), NPOBOLUPYIOLLUE CTONKOE NMOMYTHEHME;

C) nobble cepbe3Hble 0OPTaNbMONOTMYECKN HebNaroNnpuATHLIE COOLITUSA, BKNIOYAs CKONMEHNE rHOA 1
KPOBOW3NUSAHME B NEPEHEN kamepe rnasa;

d) no6as HeoBacKynsipusaums B npeaenax LLeHTpanbHou 6-MUNNIMMeTPOBOI 30HbI POTOBULbI;

€) noTepss OCTPOTbl 3peHuss Ha [nBe W Oonee CTpoku TecT-Tabnuupl, He NOAAAIOLWANACA
BOCCTAHOBIEHUIO;

f) noGble cnydan BocnaneHus pagyxHoi o60nouku rnasa.

BaxkHble, HO He Tskenble HebnaronpusATHbIE COOLITUS AODKHBI BKMIOYATL Cneayowee:

a) cTepusbHble Nepudepuyeckne He NPOrpecupyoLmne A3Bbl;

b) nobble cuMnTOMaTUYECKNEe ABNEHNA MH(UNbTPaUuu;

¢) noBble cny4an NOABNEHUA NATEH HA POrOBULE OT 3-11 CTENEHU U BbILLE;

d) BpEMEHHYIO NOTEPIO OCTPOThI 3PEHUA NMPU Haunydwen Koppekuun Ha aBe u Gonee CTPOKU TECT-
Tabnuupl (Ha Cpok 2 Hegenu u bonee);

€) Cny4yau HeoBacKynsipusauum 2-in cteneHu u bonee;

f) nobble odpTanbMonoruyeckne sBneHus, Tpebyiowme BPEMEHHOrO NPeKpPaLLeHUs HOLIEHUSA NUH3
Ha cpok 2 Hegenu n bonee.

A.3 Tpe6oBaHus kK 06paboTke pesynbraToB KU

A.3.1 Tabnuubl A.2 — A.12 npeactasnsaioT cobon pekomeHa0BaHHbIE CBOAHbIE POPMbI MOABEAEHUS
pe3ynbtatoB KW. Onsi UCMbLITYEMbIX U KOHTPOSbHbLIX CYOHLEKTOB MOXHO UCMONbL30BaTb OTAENbHbIE TAbNULIbI.
He Bce Tabnuubl NPUMEHWUMEBI 411 BCEX KATErOPMIA NPOAYKLUK.

A.3.2 Tabnuuy A.9 cneayet Ay6nmpoBaTh Npu KakAOM NIIAHOBOM BU3UTE AN UCNLITAHUA C KOH-
TaKTHbIMU JIMH3aMM.

MpumeyaHue — Pe3synbmambi UBMEPEHUS OCMPOMbI 3peHusa Bonyckaemes ouyeHusams o
mabnuue CHenneHa.

Tabnuya A.2 —Yucno rnas, y4acTBOBaBLLMX B UCNLITAHWUKN, U pacnpeaeneHne B 3aBUCUMOCTU
0T COCTOSAHMA

Yuncno rnas
CocTosHue
Ha KoHTpone Nc¢ | Ha ucnblTaHun Nt

YKncno rnas, BOBAEYEHHbIX M y4aCTBOBAaBLUMX B UCTIbITAHWUU Nct+ Ny
McnblTaHne NONHOCTLIO 3aBEPLLEHO Nc Nt
AKTUBHbIE HOCUTENMW KOHTAKTHbIX NIUH3 (Peann3oBaHHbIE NoceLle-
HUSR):

y4yactue B UCTbITaHUU N¢ Ny

1-e nocneaywouiee HabngexHue N¢ Nt

2-e nocneayowlee HabnogeHue Nc Nr

(nepeuncnuTb 40 N-TO NOCNeayoLWero HabnoaeHus)
McnblTaHue NpepeaHo Nc Nt
OTCyTCTBME nocneayowmx HabnwaeHuin (HesiBka) N¢c Nt
Yncno rnas, BOBMEYEHHbIX B UCMbITAHWE, HO HE y4aCTBOBaBLUMX B N N
HeM © 7
O6Lee Yncno rnas, BOBIIEYEHHbIX B UCMbITAHUE Nc Nr
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Tabnuuya A.3 — PacnpegeneHue rnas cy6bekToB B 3aBUCMMOCTU OT OMbITA HOLUEHWUSA KOHTAaKT-
HbIX NIMH3 W OT AeMOorpadn4ecknx aaHHbIX

OnbIT HoWEHUS Yucno rnas
KOHTaKTHbIX NTUH3 PKecTkue FaporensHble CWINUKOH- Mpouue|lNpea-
JINH3bI TNNH3bI rmaporesibHble Bapu-
TIUH3BI Tenb-
HbllA
uTor

MpeaLwecTBYIOWMIA ONbIT HOLUEHUSA, HE OT-
PaXXEHHbIN B NPOTOKONE

Bes npeawecTByOWero onbita HOLLEHMSA
KOHTaKTHbIX JIMH3

HoBble HOcUTENW (ONbIT HOLUEHUS MEHee 2
MeCsLEB)

Mpe>xxHue HocuTeNu: HEAAaBHMIM OMbIT HO-
LeHust

YcnewHoe HOLLEHUE:

-NOBCEHEBHOE

-NpoANEHHOE

BesycnewHoe HOLEHUE:

-NOBCEHEBHOE

-NPOANEHHOE

O6LUee YMCno HOCUTENEN KOHTAKTHBIX NTUH3
O6Lee 4ucno rnas, y4acTsoBaBLUKUX B UC-

nblTaHUK
HemMorpadmyeckue gaHHble
Bospact cybbekToB, net or Ao B CpeAHeMm:
Mon KEHLUUHDI: MYXHUHbI: OTHOLUEHHE:
WHTepBan pedpakumin nuH3 (N0 Makcumy-
my), AnTp: +
Uunuuap
Tabnuuya A.4 — HebnaronpustHble cobbITUS
aTa nepBo-
Hebnaro-npusTHoe Bpems nosanexus uro Ha6rF|)|o- flara npuHsH Bmewa- y4acte oyGu- CTeneHb| Pesynb-
cobbiTne (oT Havana nenui- henns nenu T PELe | ronbctro [RTa MPEKPALUS, o vectn| TaT
TaHus) TaTenem HUA HO
BHe cBsI3M C UCNBITYEMbBIM OO BLEKTOM
1
2
3
4
nT.A.
Obuyee YMcno HebnaronpUATHLIX COOLITUI, HE CBA3AHHBIX C UCMLITYEMbIM 06 BEKTOM:
B cB53u C UCNBITYEMbIM 0O HLEKTOM
1
2
3
4
nT.Aa.
O6uwee 4ucno rnas, HYXAAOLWMXCA B JIEYEHUU NO MPUUMHE HebnaronpuATHbLIX COOLITUAR,
BbI3BaHHbIX UCMLITYEMbIM 06 BLEKTOM:
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Tad6nuya A.5 — WcnbiTaHusa co WieneBow namnon (Hanpumep, oTeka SNUTEnus, U3MEHEeHUs
Cnes3Holi nreHKU) No NOCEeWeHUaM, B 3aBUCMMOCTU OT YUCNA a3 U BCTPEYAEMOCTH

Otek anutenus, usme- | NepBoHavansHoe [MpoMexyToYHble noceLeHmns Hesa- | ®uHanb-
HeHue cne3Holl NneHKu nocetyeHue nnaHu- | Hoe no-
(ycnosHoe 0603Haqe- 1 > 3 2 poBaH- |celleHue
Hue) Hble
noce-
LeHuna

Yucno rmas, %

OrtcyrcrBue — (0)

Cnegbl — (1); Hanu-
que — (1)
Cnabebii — (2)

YMepeHHbIn — (3)

CUnbHbIA — (4)

O6Lwee yucno rnas

Tabnunya A.6 — CumnToMbl, NPOGRIEMbI K anobbl (HanpumMep, AUCKOMMOPT) MO NOCELLEHUNAM,
B 3aBMCMMOCTM OT YuUCra rnas u BCTpe4aemMocTu

Mepso- HPOMeN(YTOHH:::; nocelle- | Hesanna- |®uHane-| Cym-
ObLee uncno rmas, obcnefoBaHHbIX 3a |Ha4anbHoe :::2?_'?0':_ noggie- Maggg %9
nocetlleHne (ycriosHoe o6o3Ha4eHne) [noceLleHne 1 2 3 4 \LieHIR e | el
Yucno, %
KomopTHOCTb:
NMPEBOCXOAHO — FIMH3A HE YYBCTBY-
erca (0)

O4YeHb KOMMOPTHO — NIUH3A YYBCT-
BYETCA NULLb ann3ogudecku (1)
KOM(POPTHO — NMH3a 3aMeTHa, HO H
pasgpaxaert (2)
nerkui AncKkoMaopT - NMH3a NpocT
pasapaxaer unu mewaet (3)
OYeHb AMCKOMCOPTHO — NUH3A CUMb-
HO pasapaxaeTt unu mewaet (4)
3acTaBnsgeT crpajaTtbh — AMH3A He-
BblHOCMMA (5)
Ob6Llee u4ucno NONOXUTENBHBIX
pesynbLTaToB

10
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Ta6nuya A.7 — VsmeHeHne kepaTomeTpun (N0 abCOMIOTHOMY 3HAYEHUIO) OT NePBOHAYaNbLHOro
obcneaoBaHus 10 MHANBLHOIO BU3UTA N0 MepuguaHam

Camblii nonoruii Camblin kpyToi ObLwee yucno
KepatomeTpual), Antp2) rnas

Yucno, %

O1 0,00 go 1,00
Or1,12 no 1,00
011,62 po 2,00
(npu  HeoBxoAMMOCTM  MPO-
OOJDKUTD)
CpegnHee usmeHeHue kepaToMeTpuu, ANTp:
HaumMeHbLUee n3MeEHEHNE KepaTOMETPUK, ANTP:
Han6onbluee u3mMeHEHUE KePaTOMETPUM, ANTP:
Cnucok ropusoHTansHbIxX (M) 1 BepTuKaneHsIX (B) oTc4eToB no abBCONOTHOMY 3HAYEHUIO
KepaToMeTpun U UX U3MEHEHUSI MEXAY NepPBOHaYanbHbIM 0GCNea0BaHNEM U
dMHanbHLIM BUSUTOM ANS rNas, y KOTOpbIX usmMeHeHue Gonee 1 antp

UcnbiTatenb | Cybbekt | nas /B MepBoHauanbHOe| GuHanbHbIN | AGConioTHO(MpK-|
oTcyer oGcneaoBaHue BM33§4T N3MEHEeHUEHMNHA

1

2

3

V" Kepamomempudeckue usMeHeHus npueodam e OuommpusX, a fpu KepamoKoHyce OOronHSIom
KapmuHoli kepamomonozapaghuu U KOPHEOMeMPUYECKUMU NoKa3amensamu.

KepaTtomeTpu4eckme M3aMeHeHUs1 MOXXHO NPUBOAUTL B MUNNIMUMETPAX, rae pasHocTb B 1,00 anTp 9k-
BMBanNEeHTHa pasHocTu Ha 0,20 MMm.
® ®uHanbHLIN BUINT Ans CyObEKTOB, 3aBEPLUMBLUMX MCMbITAHME, UNWU NOCNEAHUI BU3UT CyOLEKTOB,
npepBaBLUMX UCTILITAHUE.

Tab6nuya A.8 — UameHeHue cepuueckoi pedpakuum (no aBCoNOTHOMY 3HAYEHUIO) OT Nep-
BOHa4ansHoro obcnegoBaHusa Ao puHanNbLHOro BU3NUTa

Coepudeckas pedpakuna, AnTp Obwee uncrio rmas, %

010,00 oo 1,00
Ot1,12 no 1,00
011,62 p002,00
(npu HEOBXOAMMOCTM NPOAOIIKUTL)
CpegaHee usmeHeHune pedpakuum, gnTp:
HaumMeHbLUee nameHeHne pedpakuuu, onTp:
Haubonbluee nsmeHeHve pedpakummn, AnTp:

Cnucok n3MeHeHus pedpakymu no abconoTHoMY 3HaveHuto no ropusoHTamu (N u Beptukanu (B)
MeXay nepeoHayanbHbIM 06CneaoBaHNeM U (hMHaNbHBLIM BUSUTOM ANSA IMa3, Y KOTOPbIX U3MEHEHUE

Gonee 1 anTp

Ucnbitatens | Cybbekt | Mnas r/B MepeoHa4anbHoe | duHanbHbI |ABconioT- | Mpu-
oTcyeT oﬁcne,qOBane BVI3MT1) HO€ U3- |4vuHa
MEHeHunue
1
2
3
nT.Aa.

7 ®uHanbHbI BU3NT AN CyGLEKTOB, 3@BEPLUMBLLMX UCTILITAHME, UMM MOCMEAHMI BUSUT CyBbLEKTOB,

MpepBaBLLUMX UCMbITAHNE.

11
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Tabnuuya A.9 — PesynbTaThl UamepeHusi ocTpoThl 3peHust (O3)

C KOHTaKTHOM NUH30I (6e3 0CTaTOYHOM OLLMOKKU KOPPEeKUMK) Npu hMHaNLHOM BU3UTE

Vicxopwas octpota 20/15 20/20 20/25 20/30 20/40 | He coo6- Bce
pPEHMA MPU HannyLLen LogMAR | LogMAR | LogMAR | LogMAR | LogMAR | wwero |ro
Koppekuun ¢ nomoLbto | Yucno 201 0.0 0.1 02 03

KOHTaKTHOM NTMH3bI Npu rmas

Icchepuryeckor ocTaTou-

[+)
Hoit oLmBKe KoppeKkumm Yucno, %

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
(npu HEOOXOAUMOCTH
NPOJOIMKNTb)

Bcero

MMpOLIeHTHYI0 AOMI0 Pya; NpY Kadkaon O3 (Mnu BCEro) BbIMUCNAIOT NO opmMyne

2Nes (. 5)

n
rae ZNQI —yucrio rnas npu kaxgon O3 (unu BCeEro);
i=1
Ng; = 4MCrIO rnas, KOPPUIMPOBAHHBIX NPW NEPBOHAYANBHOM BUSWUTE, U3 COOTBETCTBYIOLLIEN CTPOKU.

OB600LUEHHbIE AaHHbIE NO OCTPOTE 3PEHUSA:
YUucno rnas ¢ O3, HaunyuywuM 06pa3om KOPPUrMPOBAHHON NpU NepBoHavYanLHoM suaute Ao 20/30 unu
nyJiue:
YUucno rnas, okoHyatenbHas O3 KOTOpbIX C NUMH3amu coctaBnsaeT 20/30 unu nyJwe:

Yucno rnas, okoHyatenbHas O3 KOTOpbIX C NMH3amMKu HaxoauTcsa B npeaenax 1 crpoku O3 LogMAR
(unu ee akBuBaneHTa no CHENMNEeHy) oT KOPPUrMPOBAHHON HAUNY4YLLMM 0Opa3oMm:

YUucno rnas, okoHyaTenbHas O3 KOTOPbIX C NMH3aMK OTKNOHsieTCcA aanblie 1 crpoku O3 LogMAR (unu
ee 9kBusaneHta no CHeNeHy) 0T KOPPUrMpoBaHHOW HAUMNY4LLIMM 0O6pa3oM:

Cnuncok rnas, KOTopble OTKNOHWUMUCL HA aBe U Gonee cTpoku O3 LogMAR (unu ee aKkBMBaneHTa no

CHennexHy
KnHueckui MNauunent a3 |MepBoHayanbHas O3 O3 BoBpems | Tpu-
ucnblTarens BU3UTA YuHa
1
2
3
MT.A.

Haunyuwmnm 06pasom KoppurupoOBaHHAA KOHTAKTHOW NuH30¥ (Bbe3 octaTouHom owmnbku Kop-
pekumn) 0cTpoTa 3peHUs Npu pmHanLHOM BU3UTE CyObekTa

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

Hauny4wmm o6pasom KOppurupoBaHHas ApYruMiu CpeacTBaMu OCTPOTA 3PEHUsI NpU (hUHANBHOM BU3U-
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



FOCT P 55041—2012

Ta6bnuuya A.10 — CpeaHee BpeMsi HOLUEHUSI KOHTAKTHbIX UH3

MpOMEXYTOUHBIE BUSUTBI

BHennaHoBble

Bpems HowweHus, 1

2 3 4

BU3UTHLI

OuUHanbHbIA
BU3UT

B Yacax

Yucno, %

Or04804,0

O14,0106,0

016,010 8,0

OT18,0 10 10,0

O110,0 830 12,0

O112,0 oo 14,0

O114,0 50 16,0

Ot 16,0 no 18,0

Cs. 18,0

CpeaHee spems

Tabnuya A.11 — MpuunHbI ZOCPOHHOr0 NPEKPALLEHUA UCMIbITAHUA

Yucno rnas Ha MOMEHT BU3UTa (MK nocne Hero)

[Hons rnas, uc-

MpUYMHbI MepBoHa- MpoMeXyTo4HbIe BU3UTDI BHennaHo- nbiTaHUe KoTo-
YanbHbIi 1 2 3 4 T e np‘,ZPBaHO‘
OcTpoTa 3peHus N/ Nr No/Nr | No/Nr | No/Nr |No/Nr|  No/Nr (No/Ny)
3peHune
HexenartensHoe cobbiTne
HexxenaTtenbHas peakuus
[onoXXeHMe NMUH3bI
AuckomdopT
Cnoco6 obpauleHus
OTCYyTCTBUE MHTEpPECA
Opyroe (ykasatb)
MNpeaBapuTenbHbIn UTOT
HenpocnexuBaemocTb Nc/Ny No/ Nt No/Nt | No/Nr | No/N7| NNy (No/N7y)
Wtoro No/Nr No/Nr | No/Nr | No/Nr [No/Nr|  No/Nr (No/Ny)
N¢ — 4ncno KOHTPOIbHBIX rNas;
N7 —4ucno uccnegyembix rnas.
MpoueHTHyI0 40N CNyYaeB p; BLIMUCIAIOT N0 hopmyne
z Ne,disc/reason 1 OO ’ (A. 6)

rae

p; =
Z Ne,comp + Z Ne,disc

ZNe)dm,mmn — YUCIO rNas, UCMbITAHUE KOTOPbIX MPEPBAHO MO AAHHON NPUYMHE;

DN, comp — OOLLEE YUCIIO [N1A3, UCTILITAHUE KOTOPLIX 33BEPLLEHO;

>N, s — OBLUEE YUNCTIO FNA3, UCTILITAHUE KOTOPbIX NPEPBAHO.

NMpumMmeuyaHue — OCTpoTa 3peHUA CNY>KMT OOBLEKTUBHOM OLIEHKOI 3peHusn cybbekTa (kayecrBa ero

3PUTENBHOIO BOCIPUATUS).

13
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Tabnuuya A.12 — 3ameHa fiMH3 NO BM3UTaM

MpuynHa

3aMeHbl

MepBoHa-
YanbHbIi

BUSUT

[MpoMexXyTouHbIA BU3UT

BHennaHoBbIi

BUSUT

Bcee-

ro

1 | 2 ‘ 3 | 4

Yucrno, %

[Ons cy6bekToB, 3aBEPLUMBLUKMX UCTIbITAHWE

OcTpoTa 3peHus

No/Nt

No/Nr No/Nr N/ Ny No/Nr

No/Nr

N¢/ Ny

KomdpopTHOCTL

Martonorus

Paanyc KpuBu3HbI

OuameTp

MoTepsa

Pa3spbie

Hanet Ha nuH3e

HedekT kpasa

[edeKkT noBepxHOCTH

O6ecuBeunBaHme

Opyroe (ykasaTtb)

Ntoro

No/Ny

N¢/Nr N¢/ Ny No/Nr N¢/Nr

N/ Ny

N/ Ny

3

CyGbEKTOB, NPepPBaBLUMX UCTbITAHNE

OcTpoTa 3peHus

No/Ny

Nc/Nr N¢/ Ny No/Nr Nc/Nr

No/Nr

No/Ny

KomdpopTHOCTL

Martonorus

Paanyc KpuBu3HbI

OuameTp

MoTepsa

Pa3spbiB

Hanet Ha nuH3e

HedexT kpas

[edeKkT noBepxHOCTU

ObecupeunBaHue

Opyroe (ykasatb)

Wrtoro

No/Ny

N¢/Nr N¢/ Ny No/Nr N¢/Nr

No/Nr

N¢/Ny
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OkoH4aHue mabnuupbt A. 12

NC — YUCNO KOHTPOIbHbIX rnas;

N7 —y4ucno ucneiTyembix rnas.

Llenb: obecneyeHne pa3BepCTkn BCEX NMUH3, 3aMEHEHHBIX B MPOLIECCE UCTIBITAHUSA, MO NMPUYMHAM 3ame-
Hbl.

JIMH3bI, 3aMEHEHHbIE MO NPUYMHE OCTPOTHI 3PEHUS, HANMMYUS NAaTONOrMn U Apyrum U3nono-
r’M4ecKumMm npu4vnHam, cnegyet nepedncnntb UHAMBUAYaNbHO C yKasaHWEM KOHerTHOI7I MPUYUHBI
3aMeHbl U OCTPOTbI 3PEHUS, JOCTUTHYTOW C 3aMEHAOLLEN JTIMH30N.

Yucno un npoueHTHaaA Aona OTHOCATCA K Yucny rnas no Ka)KD,OVI npu4nHe 3amMmeHbl B COOTBET-

CTBYIOLLEW CTPOKe. MPOLIEHTHYIO A0S0 CIYYaeB Pg repr BLIYUCASAIOT NO hopMyrne:

Nei
pe,repl = ’ 100 ’ (A 7)

n

roe Ne;— 4MCno rnas npu KaXaom BUSUTE;

n
D N,, - obuiee uncro rnas.

i=1

MpumeyaHue — YkaszaTb B NPOTOKOSIE KOHKPETHBIE MPUYKHBI MO AedDEKTY NOBEPXHOCTH.
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MpunoxeHve B
(cnpaBo4HOE)

OueHka 6e30MnacHOCTU, OM3NONOTNYECKON 3PGIEKTUBHOCTU U
B/ANSHUS Ha TKaHW rna3

B.1 O6uwue TpeboBaHuA

OueHKy 6e3onacHOCTW, hU3MOA0rnYecKkoin athPeKTUBHOCTHU U BAUAHUA HA TKaHW rnas cnegyet
NPUHUMAaTb BO BHWMaHWe MeTOLOM perncrpauum npu BkaodeHun ee B MKA.

B.2 OTek porosuubl

B.2.1 O6wue TpeboBaHuna

B.2.1.1 OTek porosuLbl CliefyeT perucTtpupoBaTb OTAENbHO AN1A 3NUTENNA U Tena Porosuupbl.

B.2.2 OTek anutenus

B.2.2.1 OTek anutenua cnegyet perucTpMpoBartb Mo Yncny HabnogaemMbiX MAKPOLUCT:

0 - HeT: OTCYTCTBME MUKpOUMCT. HOpmasibHas npo3payvHocTb;

1- cnegbl: o1 1 o 20 mukpouucT. EfBa pa3nnumMoe MecTHOe MOMYTHEHMe anuTenus;

2 - cna6biini: oT 21 go 50 MukpoumcT. Cnaboe, HO sIBHOE MECTHOe WM o6Liee NOMyTHEHWe anu-
Tenus;

3 - ymepeHHbliA: oT 51 go 100 MukpouMCT. 3HauYnTeNIbHOEe MEeCTHOe WU obLiee NMOMyTHEHWE anuTe-
nvs;

4 - cunbHbli: 6onee 100 mMuKpoUMCT. BblpaxeHHas pacnpocTpaHeHHas MyTHOCTb 3MUTeNus, npu-
Jalolias porosule Buf MaToBOro CTekna Wiv NOpoXgaroLas MHOTOYUC/IEHHbIE CIUTHbIE MY3bIPbKU.

JO/MmKHO ObITb JOKYMEHTUPOBAHO HaIMYME UM OTCYTCTBUE HAMOJIHEHHBIX XXUAKOCTLIO UM OTXOAaMun
KUCT C yKasaHveMm ux yucna.

B.2.3 OTek Tena porosutibl

B.2.3.1 OTek Tena porosuubl cnegyeT perucTpyvpoBaTh Mo CAeayolei WwKane:

0 - Het. OTCyTCTBME OTEKa;

1- cnegbl. EgBa pasnnyvmoe noMyTHEHWUE;

2 - cnabeblit. Cnabas cBMILHOCTL POroBULbl (He 6onee ABYX CBUIEN);

3 - yMepeHHbIi. BblpaxeHHast CBUIbHOCTb POroBulbl (paBHas 3 CBUASAM);

4 - cunbHblA. Cknagkn gecuemMeToBon 0607104k U 6olee 4 BbIPAXEHHbLIX CBUMEN.

B.3 IHcbunbTpaTbl porosubl

B.3.1 Cepbe3HOCTb MH(PUNLTPATOB POrOBULIbI CleayeT PerncTpuposaTth MO Crefylowein wkane:

0 - HeT. OTcyTCTBME MH(PUILTPATOB;

1- cnepbl. OTAENbHbIE WM MHOXECTBEHHbIE MHAWALTPATLI ANUTENUS ANaMeTPOM MeHee 1 Mw;

2 - cnabble. OTAeNbHbIE WM MHOXECTBEHHble WHUALTPaThl 3NUTenus AvameTpoMm 6onee wim
paBHbIM 1 MM N MEHee 2 MM;

3 - ymepeHHble. MHOXeCTBEeHHble UH(UAbTPaTbl ANUTENNUA AMaMeTpoMm 60/1ee UM paBHbIM 2 MM U
MeHee 3 MM;

4 - cunbHble. MHOXECTBEHHbIE MI0THbIE MHPUNLTPATBI ANUTENNA ANaMeTpoM 6osiee WM pasHbIM 3
MM;

B.3.2 MonoxeHne poroBUYHbIX MHPMNLTPATOB Ha porosuue credyeT obo3HavaTb B COOTBETCTBUM C
pucyHkom B.1.

ny6rHy poroBMYHbIX MH(PUNLTPATOB CrefyeT xapakTepusoBaTth cnegyowummn abbpesmatypamu:

E - anuTenbHbIl;

/4S - nepepHEepoOroBMYHbIN;

P - cpepHe/3afHepOroBuUYHbIi

R L
R - npaBbiii rnas; L - ne.biii rnas; 1- C\ no ueHTtpy; 2 - S. cBepxy; 3 - M K Hocy;4 - [: cHu3y; 5- T. K BUCKY
PucyHok B.1 - Cnoco6 peructpauuv nosioXeHns poroBUYHbIX MHANIbTPATOB
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B.4 NMpaBuUnbLHOCTL IHAOTENUA
B.4.1 MpaBunbHOCTL 3HAOTENUSA CreyeT PerucTpupoBaTh No CNEAYIOLEN LKane:
0 — perynspHaa mo3auka 9HAO0Tenus;
1 — M30nupoBaHHbIE pasnuyunsa pasMepoB KIeToK;
2 — eaBa 3aMeTHbIE Bapuauuu pasMepoB KMeTOK UMK HEPETYyNSIPHOCTU KIETOYHOTO CroS;
3 — nerko pasnuuumble BapuaLum pasMepoB KNETOK UMM HEPErynsipHOCTU KINEeTOUYHOrO Cros;
4 — iBHas HEPEryNAPHOCTb KIMETOUYHOTO CIOs U NOTEPst YETKOCTU MEXKINETOUHbIX FPaHuL.
B.5 Backynsipusauus porosuubl
B.5.1 HanbonbLuyto Backynapusauuio poroBuubl cneayet oTMedartb No creaytoLwen wkarne:
0 — HeT. OTCYTCTBME COCYANCTOrO NPOHUKHOBEHUS,
1 — cneabl. CocyancToe NpoHUKHOBEHNE MeHee 1,00 mwm;
2 — cnabas. Cocyancroe npoHmkHoBeHue ot 1,00 ao 1,50 mm;
3 — ymepeHHas. Cocyanucroe npoHukHoseHue ot 1,50 o 2,00 mwm;
4 — cunbHas. Cocyancroe npoHMkHoBeHue 6onee 2,00 M.
B.5.2 O rnyGyHe 1 NonoXeHun CoCyancToro NPOHMKHOBEHUS criefyeT cooblaTh crneayowmm obpa-

Fnybuna: a) MOBEPXHOCTHaSA;
b) B Tene porosuubl.

MonoxeHue: N —KHoOCY; T— K BUCKY; | — CHU3Y; S — cBepxy; CL — nepuepuinHo;
X — ppyroe (onucarb).
B.6 OkpawmuBaHue porosuubl noa griyopecueMHom
B.6.1 OkpawumBaHue poroBuubl CReayeT perucTpupoBaTth No Likane:
0 — HeT. OTCYTCTBME OKpaLMBaHus,;
1 — cneabl. MMHUManbHOE NOBEPXHOCTHOE UMM TOYEYHOE OKpaLLUBAHMWE:
a) Byrop4yaToCTb, AUCKPETHOE TOYEYHOE OKPALLUBAHUE;
b) NOBEPXHOCTHbIE OTMETKM OT HOLLEHWS NIUH3 UMK Crefbl MOCTOPOHHUX Ter;
2 —cnaboe. MectHoe nnu andpdysHoe ToOYEYHOE OKpaLLMBAHMWE:

a) LUeHTpanbHoe unu obLlee TOHEHYHOE OKpaLUMBaHUE;

b) nepupepuyeckoe okpalumeaHue, oxsaTbiBatoLiee mepuaumad ot 3 o 9;

C) cnefbl NOCTOPOHHUX TEr;
3 — ymepeHHoe. [MnoTHoe CNMTHOE OKpaLuMBaHUE AMamMeTpPoM A0 2 MM:

a) ucTupaHue porosuupbl;

b) cnea NnoCcTopoHHEro Tena;
4 — cunbHoe.  [NOTHOE CRUTHOE OKpaLMBaHWE AMaMETPOM CBbILLE 2 MM.
[0 — caenatb OTMETKY, €CNU OKpaLLMBaHWE CBA3AHO C MEXaLLyM noa HUM UHPUNLTPaTOM.
[0 — coenatb OTMETKY, €Cnu oKpaLUMBaHUe He CBSA3aHO C NeXallyUm Mnoj HUM UHAUNLTPaTOM
B.6.2 MectononoxeHue Habnogaemoro okpalmsaHua cnegyet OTMETUTb B COOTBETCTBMU C PUCYH-

koM B.1. NpeanoytutenLHO xapakTepusoBaTh 3TO NOSOXKEHUe uudpamu.

MpumeyaHusa
1 Bce HabnogeHus okpalumBaHus porosuLbl CreayeT npoBOAUTL NPKU BO3AENCTBUU CUHUM CBETOM B

COYEeTaHNU C XKenTbiM 3aLUWUTHBIM CBETOUNLTPOM B CUCTEME HabnoaeHus.

2 PeuuanBHYI0 3p03UI0 U U3BSA3BNEHWE POTOBULLI CMEAYET perucTpupoBath B pasaene «Mpouue

OCIOXKHEHUA».

B.7 HabnoaeHNA KOHbIOHKTUBBI

B.7.1 NInmBuyeckyio runepeMuto cneayet perucTpupoBaTtb Mo LuKane:

0 — HeT. OTCYTCTBME runepemuu;

1 — cneael. Jlerkas numbudeckas runepemus (npu cnabom cermeHTauum);

2 — cnabas. Cnabas numbuyeckas runepemus (nerkasi no Bcei poroeuue);

3 — ymepeHHasi. 3HaunTenbHaa numbuyeckasi rmnepemust (MPW BbIPAKEHHON CErMeHTauum);
4 — cunbHas. Tsxxenas numbuyeckas runepemms (BbIpaXXeHHas rno BCEW POroBULE).
B.7.2 M'mnepemuio rnasHoro sbnoka cneayert 3aperucTpupoBaTtb CrieayowmmM o6pasom:
0 — HeT. OTCYTCTBME TUNEpPEMUN;

1 — cnegael. Jlerkag mecTHas runepemMus;

2 — cnabas. OnbdysHasa runepemus;

3 — ymepeHHas. BoipaxkeHHas MecTHas unu andysHas runepemus;

4 — cunbHag. OuddysHada anucknepanbHaa unu ckrepanbHasa runepemMmns.

B.7.3 Oecopmaums KOHbIOHKTUBbI Ma3Horo sénoka (0 — otcytcTBue; 1 — Hanu4ue):
npasblivi rmas R
neBblIi rnas L
Hanuuue unu otcyrcreue xemosa (0 — oTcyTcTBue; 1 — Hanuuue):
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npasblii rnas R
nesblii rnas L

R L

R - npasebiit rnas; L - neBblii rnas

PucyHok B2 - Cnoco6  peructpaumm (N0 30HaM  KOHBLIOHKTMBBLI)  KBaApaHTOB,
NopaxeHHbIX NOKPaCHEHNEM KOHBIOHKTMBbI (0 - OTCyTCTBME; 1 - Hamuue)

B.8 HabnwaeHna KOHbHOHKTUBbLI BEK

B.8.1 CteneHb Hanbosblueli peakuum KOHbIOHKTVBbLI BeK CriefyeT perucTprpoBaTtb MO LuKane:

0 - HeT. PaBHOMEpPHbIA MMAHLEBbIV BN KOHBIOHKTVBBI;

1- cneppbl. Jlerkas Cbifb KOHBIOHKTUBBI C [1aAKOW MOBEPXHOCTbLIO;

2 - cnabasn. He3HaunTe NbHbIE WM paccesHHble B6Yropku wan oNnKyNbl AUMETPOM MeHee 1 MM;

3 - yMepeHHas:

a) 3HauMTeNbHbIE UM paccesiHHble BYropku uam onnukynbl AMMEeTpoM MeHee 1 MM w/wnn Bbipa-
XEHHas CbiNb KOHBIOHKTVBBI;

b) OKpaluMBaHMe HapyXHOro yyactka O4HOro BEKa;

4 - cunbHas:

a) MEeCTHble WK CM/OLLUHbIE BYropku UnuM Ponankysl auMeTpom 1 mm u 6onee;

b) OKpalLMBaHWe HapyXHOro yyactka 6onee 4em O4HOrO Beka.

B.8.2 Jlokanm3auno Hanbonblueil peakumn KOHbLIOHKTUBbLI BEK C/ieAyeT PerncTpupoBaThb O/1s1 KaKaoi
13 LIEeCTN 30H Beka (CM. pUCyHoK B.3).

R - Beko npasoro rnasa; L - Beko nesoro rnasa

BepxHee Beko: 1- S - HapyxHas Tap3asibHas KOHbIOHKTMBA; 2 - C - cpefHAa Tap3asibHasa KOHbIOHK-
TMBa; 3 - 1- BHYTPEHHAS Tap3asibHass KOHbLIOHKTUBA; 4 - N - HasanbHasA Tap3asibHas KOHblOHKTMBA; 5 - T -
BMCOYHAA Tap3a/ibHasA KOHbIOHKTMBA; 6- L - KOHBLIOHKTMBA HUXHEro Beka (HWKHee BEKO He M306paxeHo)

PucyHok B.3 - 30HbI BEpXHEro seka

B.9 BocnaneHue B nepegHeli kamepe

HaneT Ha aHpoTennn O 0 - otcytcTBue; 1- Hanmuue,

PaclumpeHne nepegHeii kamepbl a 0 - otcytcTBue; 1- Hamuue;

HaneTt Ha porosoii 0605104ke a 0 - otcytcTBue; 1- Hanmuue,

CkonneHune rHoa B nepegHein kamepe O 0 - otcytcTBue; 1- Hanmuwme.
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MpunoxeHune C
(cnpaBoYHOE)

OueHKa BM3yarnbHbIX, KOPPUTMPYHOLWMUX XapaKTEPUCTUK, 3P PEKTUBHOCTU JINH3 U
CTerneHu NPUemMIIeMoCTU Aisi Cy6ObLEKTOB

C.1 O6uwue TpeGoBaHuA

B cnyuae BknoveHusa npoueaypbl OUEHKU 8U3yasbHbIX, KOPPUUPYIOWUX Xapakmepucmuk, 3ghghex-
MUBHOCMU KOHMaKMHbIX JIUH3 U cmeneru npuemnemocmu 0na cybbekmos B MKW crnegyeT yunTbiBaTh HU-
XKENPUBEAEHHBIE MOMNOXEHUS.

C.2 BusyanbHble XxapakTepucTuKu

[N oueHKn BM3yanbHbIX XapakTepucTuK cneayeT U3MepuTb OCTPOTY 3PEHUS.

TpaauUMOHHO AN U3MEPEHUSI OCTPOTbI 3PEHUA NCNOMb3YIOT Tabnuubl CHennexHa, KOTopble, OAHAKO,
coagepxxaT HEOAMHAKOBLIE MHTEpPBAanbl MeXay COCeaHUMU CTpoKamu. MO3TOMY pekOMEHAYeTCA NMPUMEHSTb
norapudmuyeckyto Tabnuuy Log MAR ans npoBeEpKM OCTPOTbI 3PEHUSA, C PaBHbLIMW MHTEpBanaMum Mexay
cTpokamu. CyluecTBeHHas noTeps BM3yarnbHbIX XapakTepucTMK COOTBETCTBYET yTpaTe ABYX U Bonee CTpok
norapudmuyeckoi Tabnuubl Log MAR unu ee skBuBaneHTa no tabnuue CHennexa.

B Tex cnyyasx, korga CTouT 3agaya usyuuTb BnusHue pedpakumm Ha 3peHue BOnu3m, crnegyer oT-
METUTb OCTPOTY 3peHusi B6nu3u no yMmeHbLleHHon Tabnuue Log MAR unu CHenneHa nubo no cneumansHou
Tabnuuye ansa yTeHus.

Mpn HeoBX0aMMOCTM MOTYT MPOBEPATLCA OCTPOTA 3PEeHUs NPU HWU3KOM KOHTpAacTe, KOHTpacTHas
YYBCTBUTEMbLHOCTb U OCTPOTA 3PEHUS NPU OCBELLEHUU CNENSILLUM NCTOUHUKOM.

C.3 Koppurupyrowme xapakrepucTtmku

HomkHbl ObITb NPeaocTaBneHbl AaHHble 06 n3MeHeHun pedpakymn (abCconoTHble CcpeaHne 3Hade-
HUA cchepuyeckon u UMnuHapUYEcKkon pedpakumm) OT NnepBUYHOIO 06cneaoBaHus 40 PUHANbLHOTO BU3NTA.

C.4 KepaTtomeTpuyeckue UsmMeHeHus

KepatomeTpuueckue aaHHble crnegyeT npeacrtasuTb B Buae nubo paguyca poroBulbl MO Kaxaomy
U3 rMaBHbIX MEPUANAHOB, MO0 BENUYUHBI pedppakuum No KaxxaomMy M3 HuX.

C.5 NapameTpbl aganTaumm IMH3

C.5.1 O6wme mpeboeaHus

MapameTpbl agantauumn nNUH3: NOMNOXEHWEe U NOABUXHOCTb AOJDKHbI ObiTb NPUHATLI BO BHUMaHUe
ANSA OUEHKU NOBEAEHUS NMUH3, HaaeTbIX Ha rnas.

C.5.1.1 lNonoxeHune NUH3bI

LIeHTpUpOBKY NMH3 Ha rnasax B UCXOAHOM NOMOXEHUU (B paccnabneHHOM COCTOSHUU NpU B3rMsae
npsiMo nepeg cobon) cneagyeT perncTpupoBaTb No TpexbannbHON WKane cneayrowmm o6pasom:

0 — onTumManbHas UEHTPUPOBKA NUH3bI;

1 — npuemnemas aeLeHTpUpoBKa;

2 — HenpuemMneMas AeLeHTpUpoBKa.

C.5.1.2 NoaBMXHOCTb NUH3

[MoaBUXHOCTb NUH3 CneayeT OTMETUTD!

a) AnA rnasa B UCXOAHOM MONOXEHUU Cpa3sy Nocne MUraHus;

b) AN UEHTPUPYIOLLEro ABWXEHUS JMH3bl MOCPEACTBOM MOATANKMBAHUA BBEPX MyTEM HaaTus
nanbLeM Ha HWKHEE BEKO cneayowmm obpasom:

—2 — HenpuemneMasi CHWKEHHasi NOABUXXHOCTb;

-1 — npueMnemMas CHWKEHHas NOABUXHOCTb;

0 — onTumManbHas NoABUXHOCTb;

+1 — npuemmnemasi U3nuLLIHAS NOABWXHOCTb;

+2 — HenpuemMnemMas U3nULIHAS NOABUXHOCTD.

C.6 XapakTe puCTUKN NOBEPXHOCTU FIMH3

C.6.1 CmaunBaemMoCTb nepeaHei NOBEPXHOCTU

CmMaunBaeMoCTb crieqyeT perucTpupoBaTh Mo CreayoLei wKkane:

0 — rnagkas paBHOMEPHO OTPaXKaloLLAas NMOBEPXHOCTb;

1 — wepoxoBarasa maToBasi MOBEPXHOCTb, KOTOPAsk MOMEHTarNbHO NMPOSICHSAETCA NPU KaXXgoM Mura-
HWUM, HO 3aTyMaHUBAaETCA NPU HENOABWXHOM rnase;

2 — OANH CyXOi (HecMavnBaeMbli) y4acTOK HEKOTOPOW NnoLlaau;

3 — Bonee 04HOro Cyxoro (HeCMa4yMBaemoro) ydactka HEKOTOPOW nnowaau;

4 — HecmaymBaemas NOBEPXHOCTb MMH3bI.
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C.6.2 HaneT Ha nepegHe NOBEPXHOCTHU

HaneT cneayet pernctpupoBaTh NO CreAyOLEN LUKane:

0 — oTCcyTCTBUE, NOBEPXHOCTb YNCTAS;

1 — cnabbiil, 3aMETHbIN TONMbLKO MOCHE BbICLIXaHWUSA CNE3HON MNEHKN;

2 — cnabblil, 3aMeTHbIN, HO NETKO YAanseMblii HANeT;

3 — yMepeHHbIN, NTPUNUNLWKIA U HeyaanseMblil HaneT,;

4 — CyLECTBEHHbII, HeyAansaeMblii HaneT, yxXyaLwwaLwmii KOMOPTHOCTb.

Mpumevyanne — Peructpauunio npoBogaT npu HabnwaeHun co wenesoi namnoi cnaboro ysenu-
YeHus.

C.6.3 HaneT Ha 3agHel NOBEPXHOCTH

Hanet Ha 3agHen NOBEPXHOCTM CnefyeT PerucTpupoBaTth No CReayroLwen Lwkane:

0 — oTCyTCTBME, NOBEPXHOCTb YMCTAS;

1 — oyeHb cnabbiin, He Bonee Tpex NATEH NOABUXKHLIX YacTuL;

2 — cnabbliii, 40 10 NATEH NOABUXHbIX YacTuLl;

3- yMepeHHbIVI, He bonee TPeX HENOABWXKHbLIX NATEH HaneTa, NPUNUNLINX K NUH3E;

4 — CyWeCTBEHHbIN, YeTbipe U 6osiee HENOABMXKHBIX NATHA HaneTa, NPUAUNLUKX K JINH3E W/MNU BHe-
OPVBLLUXCS B POTOBULY

MpumeyaHue — Peructpauunio NpoBoasT npu HabnoaeHun CO LEneBor namnon cnaboro ysenu-
YeHus.

C.7 Cy6beKkTUBHaA NpueMIieMoCcTb

C.7.1 KomdopTHOCTL

KoM opTHOCTL CneayeT perucTpupoBaTh No CrieayoLLeii Lkane:

0 — NpeBOCX0AHO, NMH3a He OLlyLLaeTcs;

1 — 04eHb KOMOPTHO, NMH3a OLLYLLAETCA NULb ANM30ANYECKM;

2 — KOM(POPTHO, NINH3A OLLYTUMA, HO HE pasapaxaeT;

3 — cnerka HEKOMMPOPTHO, NMMH3A NULLL pasapa)kaeT UM MeLlaer;

4 — 0YeHb HEKOMMOPTHO, NMH3a pa3aparkaeT UM MELLIAET;

5 — npuynHsAEeT cTpagaHus, NMH3a HeBLIHOCUMA.

C.7.2 KayecTBO 3peHus

KayecTBo 3peHus cneayeT perncTpupoBaTh No CreayloLen LwKkane:

0 — NnpeBOCX0A4HOE, HUKAKOro yXyALUEHWUS 3PEHNUA HE 3aMETHO;

1 — o4eHb xopoLuee, e4Ba NMULLbL 3aMETHOE U BNU30ANYECKOE YXYALLEHUE 3PEHUS;

2 — xopoLuee, anM3oAnYeCcKU 3aMETHOE, HO NPUEMMNEMOE yXyILLEHUE 3PEHUS;

3 — nnoxoe, 3amMeTHOE, HO NPMEMMNEMOE YXYALUEHNE 3PEHUS;

4 — 0YeHb NJI0X0€e, CYLLECTBEHHOE U HEMPUEMIIEMOE YXYALLUEHUE 3PEHUS;

5 — HenpueMnemoe, HOCUTL JNIUH3Y HEMb3S.

C.7.3 Yno6CcTBO MaHMNyNIMPOBaHUA

Yno6CTBO MaHUMYNUPOBAHUS CREAYET PErMCTPUPOBATL MO CNEAYIOLLEN LKane:

0 — NpeBOCXOAHOE, HUKAKUX NPOBNeM C HaageBaHMEM U CHATUEM JIUH3;

1 — o4eHb xopoLlee, aNU30aMYecKkue 3aTPyAHEHNUSA C HALEBAHUEM U CHATUEM JUH3;

2 — xopoLuee, HeKkoTopble NPobnemMbl, HO HAAEBAHWE U CHATUE NUH3 NPOXOAMUT YCMELLHO;

3 - nnoxoe, TPyAHOE U O4eHb pelko GesycneLllHoe HaaeBaHUe U CHATUE NNHS;

4 — o4yeHb NIoXoe, TPyAHOE M nHoraa 6esycneLHoe HageBaHNe U CHATUE TNUH3;

5 — HeoCyLUeCTBUMOE, NUH3LI HE NOAAAITCA MAHUMYNUPOBAHUIO.
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MpunoxeHue JA
(cnpaBou4HoOE)

ConocraBneHne CTPYKTYpPbl HAaCTOSIWEro ctaHaapTa co CTPYKTYPOW NPUMEHEHHOro
MexayHapoagHoro ctaHaapta MCO 11980:2009

Tab6nuya JA.1 — ConocTaBneHue CTPYKTYPbl HACTOSILLEro CTaHAapTa CO CTPYKTYPON NPUMEHEH-

HOTO B HEM MEXAYHapPOAHOro CTaHaapTa

CrpykTypa ICO 11980:2009

CTpyKTypa HacTosLero cTaHaapTa

Mpeaucnosue

BeeaeHue

BeeaeHue

1 ObnacTb NpUMEHeHns

1 O6bnacrtb NpUMEHeHUSA

2 HopmaTtuBHbIE CCbISIKU

2 HopmaTUBHbIE CCbINKK

3 TepMuHbI 1 onpeaeneHus

3 TepMuHbl M onpeaenexus

4 TpeGoBaHUs K KIIMHUYECKUM MCMLITAHUSAM

4 Tpeb0oBaHUSA K KNMMHNYECKUM UCNbITAHNAM

4.1 O6wme nonoxxeHus

4.1 Obwme mpebosaHus

4.2 flononHutenbHble TpeboBaHuA

4.2.1 KoHuenuuma ucnbiTaHus

4.2.1.1 O6wme nonoxeHus

4.2.1.2 KOHTaKTHbIE NUH3bI

4.2.1.2.1 O6Lme NonoxeHus

4.2.1.2.2 MNepcnekTMBHOE UCMbITAHUE C

O HOBPEMEHHbLIM KOHTpONEeM

4.2.1.2.3 VicnbiTaHue 6e3 koHTpons
4.2.1.3 CpeacrBa yxoaa 3a KOHTaKTHbIMK
NIMH3aMU

4.2.2 lNepeMeHHble napamMmeTpsbl

4.2.2.1 KOHTaKTHbIE NUH3LI

4.2.2.2 CpeacTea yxoda 3a KOHTaKTHbIMM
nMH3aMu

4.2 [lononHutenbHble TpeboBaHUA

421 Obwme mpebosaHusi K KOHUEI-
yuu ucrbimaHus

4.2.2 KOHTaKTHbIE NINH3bI

4.2.2 1 Obwme mpebosaHusi

4.2.2.2 TlepcnekTuBHOE WCNbITAHUE C
OAHOBPEMEHHbIM KOHTPONEM

4.2 .2.3 UcnbiraHue 6e3 kOHTponsi
4224 CpeacrBa yxoaa 3a KOHTAKT-
HbIMU NIUH3AMU

4.2.3 NepemeHHble napaMeTpsbl

4.2.3.1 Cpeacrea yxoga 3a KOHTAKT-
HbIMU NIUH3aMK

4.2.3.2 KOHTaKTHbIE NWUH3bI

4.3 lMpoune coobpaxeHus

4.3 MNpouune TpeboBaHua

MpunoxeHne A (cnpaBoYyHoe)
OneMEeHTbI KITMHUYECKOTO UCTILbITAHUSA

MpunoxeHue A (cnpaBo4HOE)
PekomeHaaumu k bopMUpPOBaHUIO KOHLIEN-
uumn KM

MpunoxeHne B (cnpasoyHoe)
OueHka 6e3onacHocTu, huanonornveckon addexkTns-
HOCTU U BNUSIHWA HA TKaHW rnasa

MpunoxeHue B (cnpaBo4HoE)
OueHka 6e3onacHoOCTU, U3NONOrMYECKON
3(PPEKTUBHOCTU M BAUSHUA HA TKAHM rnasa

Mpunoxexue C~ (cnpaBoyHoe)

OueHka BU3yarbHbIX, KOPPUTMPYIOLUMX XapaKTEPUCTUK,
3 PEKTUBHOCTU NMUH3 U CTENEHN NPUEMIIEMOCTU AN
cybbekToB

MpunoxeHune C (cnpaBo4YHOE)

OueHka BU3yarbHbIX, KOPPUTUPYIOLLMX Xa-
pakTepucTuk, 9PPEKTUBHOCTU NINH3 U CTe-
NeHn NPUEMNEMOCTH ANnsi CyObLEKTOB

MpunoxeHune JA (cnpaeoyHoe) ConocTas-
neHne CTPYKTYpbl HacCTosILLIero ctaHaapra
CO CTPYKTYPOI MPUMEHEHHOTO MEXAYHA-
poaHoro ctaHaapta MCO 11980:2009

MpunoxeHue b (cnpaBo4Hoe) CBeaeHus o
COOTBETCTBUM CCbISNIOYHBIX MEXAYHAPOAHbIX
CTaHAapTOB HauMoHarnbHLIM CTaHaapTam
Poccuiickon ®eaepaumm, UCNOsb30BaHHLIM B
HacTosLLEeM CTaHapTe B KAYECTBE HOpMa-
TUBHbIX CCbINOK

Bubnuorpadums

Bbubnuorpadmsa

* NanHbiit pasgen, npunoxeHnss A—C B HaLMOHanNbHOM cTaHaapTe pasduTbl HA Noapa3Aens!, NyHK-
Tbl, NOANYHKTBI, YTO 0OYCNOBNEHO HEO6XO0AUMOCTLIO NpUBEAEHUS €ro B cooTBeTcTBue ¢ MTOCT P 1.5.
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MpunoxeHue Ob
(cnpaBo4HoOe)

CBefeHUs 0 COOTBETCTBUU CCbIMOUYHBIX MEXAYHAPOAHbIX CTaHAAPTOB HaLMOHANbHLIM
craHpaptam Poccuinckon ®eagepaumm, UICNOSb30BaHHbIM B HACTOSILLEM CTaHOAPTE B Ka-
YyeCTBE HOPMATUBHbIX CCbINIOK

Tabnuua Ob.1

O6o3HayveHne ccblflodHoro Ha- | CteneHb O6o3Ha4yeHe ¥ HaMMEHOBaHWE CCLITOYHOrO MeXay-

UMOHanNeLHOro craHpaapra Poc- COOTBETCTBUA HapoAHOro ctaHaapTa

cuiickoin Gegepauuu

FOCT P NCO 9001-2008 IDT MCO 9001-2008 «Cucrembl MEHEAKMEHTA
kayecTtBa. TpeboBaHUsA»

TOCT P WNCO 141551 IDT NCO 14155-1:2003 «PykoBoaCTBO NO

- 2008 NPUMEHEHMUIO KIMUMHUYECKUX UCTIbITAaHUI
MeanuMHCKux nsgenuii. Yacts 1. Obuwme
TpeboBaHus»

FOCT P NCO 14155- IDT NCO 14155-2:2003 «PykoBoaCTBO NO

2-2008 NPUMEHEHMNIO KIMUHUYECKUX UCTILITAHUI
MEAULMHCKUX n3genui. Yacto 2.
MnaHupoBaHME KIMHUYECKMX UCTIBITAHUI»

FOCT P 53941-2010 MOD NCO 18369-1:2006 «OdTanbmonornyeckas
onTuka. KoHTakTHble nnH3bI. YacTte 1. Criosaps,
cucrtema knaccudmkauum u pekomeHgauumn no
TEXHUYECKUM YCINOBUSAM HA STUKUPOBAHUE»

MpumMeyaHune— B HacTosLen Tabnuue NCNoNb3oBaHbl CrieayioLLmMe YCroBHble 0603HaYeHus
CTeneHn COOTBETCTBUSA CTAHAAPTOB:

- IDT- ngeHTuYHbIE CTaHA4aPThI;

- MOD — mogndmumMpoBaHHble CTaHAAPThI.
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Bubnuorpadusa
[1] NCO 14534:2002 Odpransmonoruyeckasa ontmka. KOHTaKTHbIE NUH3bI U CpeacTBa
yxoaa 3a Humu. OcHosononarawyme TpeboBaHna
(ISO 14534:2002) (Ophthalmic optics — Contact lenses and contact lens care products

— Fundamental requirements)
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YOK 681.735:006.354 OKC 11.040.70 OKI1 948000; 948100

KnioueBble crnosa: OnTUKa Oq)TaJ'IbMOJ'IOFVI‘-IeCKaﬂ, NMH3bl KOHTaKTHble, cpefcTBa yxoAda 3a KOHTAKTHbIMU
JINH3aMW, KITMHUYeCKne UCnbiTaHus, nporpaMmma KnmHU4eCKux ucnbITaHUN

MNoanucaHo B nevatb 01.08.2014. dopmar 60x84 /5.
Yen. nev. n. 3,26. Tupax 35 ak3. 3ak. 1126.

MoAroToBIIEHO HA OCHOBE 3MIEKTPOHHON BEPCUM, NPEAOCTABNEHHON PaspaboTUMKOM CTaHaapTa

oryn « CTAHBAPTUH®OPM»

123995 Mockea, paHaTHbIii nep., 4.
www.gostinfo.ru info@gostinfo.ru
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