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TOCYAAPCTBEHHBH CTAHJIAPT POCCHHUCKON ®EJAEPAIIUU

JIMH3bI KOHTAKTHBIE MATKUE OKPAIIIEHHbBIE
O0mme TexaHIeCKHe YCIOBHSA

Coloured soft contact lenses.
General specifications

Jara ssenennn 2002—01—01

1 ObnacTh mpEMeHEHHAS

Hacrostuiuii cTaHmapT pacnpoCTPaHsIeTCs HA OKpallleHHblE KOHTAKTHBIE MSTKUE JIMH3BI (najgee —
JIMH3HL), TIPSTHA3HAYCHHBIC I MANMCHTOB, HYXAAIOIHUXCA B UX MPUMEHEHUU N0 MEAMIMHCKUM, MpO-
(heCCHOHAIILHBIM M 9CTETHICCKUM TTOKA3aHUSIM.

CraHmapTt yCTaHaBIUBACT O0IMe TPeOOBAHUA, COOMIOACHUE KOTOPBIX IODKHO OOECTICYMBATBCS MPH
pa3paboTKe, MPOU3BONCTBE M TIOCTABKE JIMH3.

2 HopmaTuBHBIE CCBLIKH

B HacTOsIIIEM CTAHAAPTE MCIIONB30BAHBI CCHUIKH HA CIEAYIOIIME CTAHAAPTHL:

T'OCT 28956—91 JIuH3bI KOHTAaKTHBIC. TEPMUHBI M ONpeEIeICHUS

TOCT P 15.013—94 Cucrema pa3paGoTKi M TIOCTAHOBKH MPOAYKLIMHM HA TPOU3BOACTBO. MeIHIIMH-
CKME M3ICUS

T'OCT P UCO 10993.1—99 H3znemust MemuunHackue. OneHKa GHOMOTHYeCKOro AEHCTBUSA MeIHI[HH-
ckux usgenuii. Yacte 1. OLeHka ¥ ucciaea10BaHHS

T'OCT P 51580—2000 JIun3b1 KOHTaKTHBIE MATKHE. OO6IIHE TEXHHYECKHE YCIOBHS

3 Omnpenenenus

3.1 B HacTogmeM cCTaHzapTe NPUMEHSIOT TEPMHUHBI M COOTBETCTBYIOLUME MM OIpPEIe/iCHHS IO
T'OCT 28956.

4 Knaccudugaums, OCHOBHbIC MapaMeTpbl H pa3Mepsl

4.1 Knaccnduxamms

4.1.1 JInH3bl KNACCUPULIMPYIOT B 3aBUCHMOCTH OT:
Ha3HAYCHUS:

- JICYeOHBIE,

- KOPPHMTHMpYIOLIHE,

- KOCMETHYECKHE,

- KOMOHMHHMPOBAaHHbIC;

BO3MOXHOCTH KOPPEKIIMH 3PEHHUS:

- CTHTMaTHYECKHE,

- aCTHTMaTHYECKHE,

- C MPU3MATHYCCKHMM JICHCTBHEM

CTENEHH TUAPATALMH (COAEPKAHHS BOIBIL):

- C BBICOKHMM CoOliep>XaHueM Bonbl (Gosnee 50 %),

- C HU3KUM COACPXKAHMEM BOIBI (MeHee WM paBHBIM 50 %);

H3nanne odpummansuoe
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YHCJIA ONTHYECKHX 30H KOPPEKLIMH:

- onHO(pOKAJIbHLIE,

- OudOKANbHEIE;

HCTMOJIHEHUS OKPaCcKU:

- TMOJHOCTBHIO OKPALLCHHBIE,

- ¢ MacKMpOBaHHOMN pamyXHOM 00OJIOUKOI,

- ¢ MacKHpOBaHHBIM 3PayKOM,

- ¢ KOMOHMHHPOBAHHBIM OKPAIIMBAHHEM.

4.2 OcHOBHbIE MAPAMETPbI H Pa3MEPBI

4.2.1 TpeGoBaHUS K OCHOBHBIM IIapaMeTpaM JIMH3 JOJKHBI COOTBETCTBOBATH TPEOOBAHUSIM
TOCT P 51580 ¢ momo/THEHUSAMH U YTOUHEHUSIMH, U3JIOKCHHBIMH B HACTOSIIEM pasfeie.

4.2.2 Bunel wucnogHeHHWsT okpacku JauH3 [—IVa HOMKHBI COOTBETCTBOBATHL NMPUBEIEHHBIM HA
pucyHke 1.

Buapr ucno/menns OKPacKu JIMH3

7, Dap
/
%/%

WenonHeHwue | WcnonHeHue Il

%

UcnonxeHue llI

WcnonHenue IVa

Pucynok 1
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HUcnonuenue I — nmomHOE OKpammBaHue (OKPAIIEHBl BCE 30HBL JIMH3BI).

Hcnonuenue I — MackupoBaHHas panyxXHas 060I0UKa m1a3a (PaBHOMEPHO OKPAIEHA 30HA JIMH3HI,
MACKUPYIOLIAS paayXHYIO 000JIOUKY I/1a3a).

Hcnonuenne Ila — MackupoBaHHast pamyxXHas 06OJOYKA ¢ MMMTALMEH PUCYHKA PamyXXHOM 060-
JIOUKH.

Hcnonuenue 111 — MackupoBaHHBII 3pa4oK (OKpallleHA 30HA JIMH3BI, MACKHUPYIOILIAsl 3paUoK I71a3a).

Hcnonmuenue IV — KOMOMHNPOBAHHOE OKpAalllMBaHWE (KOMOMHALIMSA PAa3HBIX LBETOB PABHOMEPHOM
OKPAaCKHU PanyXHON 000JOUKU U 3pauka).

Hcnonnenue IVa — kOMOMHMPOBAHHOE OKpaLTUBAHHE (KOMOMHALIMS Pa3HBIX 1BETOB OKPACKH pa-
IY>KHOU 000JIOUKM M 3paykKa ¢ MMHTALMEH PUCYHKA PAXyXHOM OOOJOUKH I71a3a).

4.2.3 HomuHanbHBIN muaMeTp D 30HBI, MAacCKHMpPYIOLIEH PamyXHyI OOOJOYKY Ia3a, He HOJIKEH
OTIMYATHCA OT 001Iero auamerpa D,g, 001ee 4eM Ha 2 MM.

4.2.4 NuameTp 30HbI 3pauka D, NODKEH OBITh HE MeHee 3 M He Oosiee 5 MM.

4.2.5 JIMH3BI MOTYT OBITH OKPAILIEHHI B LIBETA, COOTBETCTBYIOLINE KOHCTPYKTOPCKOM JOKYMEHTALINH,
YTBEPXKIECHHON B YCTAHOBJICHHOM MOPSIKE.

4.2.6 B 3aBUCUMOCTH OT IUIOTHOCTH OKpPAIIMBAHUS (CBETOBOTO KO (MUIIHEHTA TIPOITYCKAHMS ) THH3BI
JIOJDKHBI M3TOTABJIMBATLECA B TPEX BapHAHTaX:

A — BBICOKAS TIOTHOCTB,

B — cpennHsas MIOTHOCTE;

C — cnabast IOTHOCTS.

3Ha4YeHUS CBETOBHIX KOA(DGMULMEHTOB NMPOMYCKAHUS JIMH3, B 3aBUCUMOCTH OT TDIOTHOCTU OKPAIIIH-
BAHUs, JOJDKHBI COOTBETCTBOBATh YKAa3aHHBIM B Tabmuue 1.

Taonaumma 1

TLIOTHOCTD OKpALIMBAHUS CBeTOBOI KO3(QULMEHT PpOnycKaHus, %
A Or 10 mo 35
B Ot 35 mo 60
C Ot 60 oo 80

4.2.7 OkpaireHHas MOBEPXHOCTD JIMH3 MOJIKHA OBITH OXHOPOMHOIM, 0€3 IsITeH U MOBPEXICHHIA.

4.2.8 JlomyckaeTcs pacloloXeHHAS 0 KOHTYPY JIMH3HI CIUIOLIHAS WIH NIPEPBIBHCTAs HEOKPALLIEHHAS
KOJIBLIEBAsA 30HA C BHYTPeHHMM auameTpoM D = Dy, — 2,0 MM, 1ae D5, — HOMHHAJIBHOE 3HAYECHHE
0o0LIero 1MaMeTpa JUH3bI, MM.

5 OOmue TexHHYeCKHe TPeOOBaAHHA

5.1 Obume TexHUYeCKMEe TpeGOBaHUA K JIMH3aM JOOKHBI COOTBETCTBOBATH TpeOOBaAHUAM
T'OCT P 51580 ¢ nonmomHEeHUSIMH U YTOUHEHHUSIMH, U3/IOKEHHBIMH B HACTOSIIIEM pas3leiie.

5.2 TpeOoBanMS K MATEPHATY

5.2.1 JIuH3BI HOMKHBI OBITh 3aPETUCTPUPOBAHEBI B ycTaHORIEHHOM nopsake o F'OCT P 15.013.

5.2.2 Marepuan, H3 KOTOpPOTO M3TOTABJAMBAIOT JIMH3bI, MJOJMXEH OBITh TMPOBEpPEH IO
TOCT P CO 10993.1.

5.2.3 JIuH3BI DOMKHBI GBITH OKpallleHbl OpraHHYeCKUMH KPACUTEISIMU U TIMTMEHTAMM, TPOLLEeAIUMHU
CAaHWTapHBIC M TOKCHKOJIOTHUECKHE HCIMBITAHMS M Pa3pelieHHHIMH K TMPHMCHEHHIO B YCTAaHOBJICHHOM
TIOpSIZIKE.

5.3 TpeOoBaumsa K HANEKHOCTH

5.3.1 CpenHmii cpok CayxObl JIMH3, YCTaHABJIWBACMBbIH HM3roroBHTeNIeM — OT 1 OHS 10 8 Mec B
3aBUCUMOCTH OT KJIaCCH(DUKALIUU JIUH3.

3a KpuTEpHii FOMHOCTH JIMH3 MIPHHUMAIOT COOTBETCTBHE JIMH3 TpeGoBanuaM 4.2.6, 4.2.7 HACTOALLETO
crangapta u F'OCT P 51580.

5.4 MapKHpOBKA H YNIAKOBKA

5.4.1 MapkupoBKa JHH3 I0:KHA COOTBeTCTBOBAThH TpeGoBaHusIM 'OCT P 51580 ¢ nonojHEHUsAMH,
H3JIO)KEHHBIMHU B HACTOSILIEM MOApa3ferie.
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5.4.2 Ha ¢dnaxkoH (KOHTEHHEP) ¢ JTUH30M JTOKHA OBITh HAKJICECHA DTHKETKA, COACPXALLAs:

- TOBapHBINA 3HAK MPEINPUATHSI-U3TOTOBUTEIS;

- HAUMEHOBAaHMEC JIMH3HI,

- mapaMeTpul JIMH3BL (3a0HSS BeplIMHA pedpakiluM, 33JHUM LHEHTPAIbHBIM ONTHUYECKHH pamuyc,
oOIIMIT MHaMeTp);

- Marepuaj, U3 KOTOPOTO M3TOTOBJICHA JIMH3A;

- COAEpPXaHUE BOIHI B JIMH3E;

- LBET;

- BHI MCTIOJTHEHHS OKPAaCKU COIMAacHo 4.2.6;

- BapHaHT IUIOTHOCTH OKPAIIUBAHUS COMMACHO 4.2.6;

- THUI PacTBOPA, Comepxauerocs Bo QuiakoHe (KOHTelHHepe);

- yKazaHHE CpOKa FOTHOCTU (MecCAIl M TOm);

- 0003HauUe€HHE HACTOSILETO CTAHAAPTA;

- OTMETKa O CTEpUIbHOCTH.

5.5 KommneKTHOCT

5.5.1 B KOMIUIEKT MOCTABKH JIMH3 HOJDKHEI BXOTHTD.

- JIMH33;
(hpJIaKOH € PacTBOPOM;
npo0Ka IJIaCTMacCOBas WM Pe3MHOBAL;

- KOJIMAYOK AMIOMUHUCBBIN.

Homyckaercs npyroii KOMIDIEKT MOCTABKH, pa3pellieHHbIl B YCTAHORICHHOM TIOPSIAKE.

K kaxnoii mapTiv JMH3, HAPABISEMBIX B OJHH aIpec, HJOKHA OBITh MPUIOKEHA MHCTPYKIUSA IO
SKCIUTYaTaALlHH.

6 ITpaBuna mpHeMKH

6.1 TIpaBuia IPHEMKH JIMH3 JOJ/DKHEL COOTBETCTBOBATh TpeboBaHHAM TOCT P 51580 ¢ mononHeHH-
MM M YTOUHEHHSIMH, HU3JI0XKEHHBIMH B HACTOSAIIEM pa3iesie.

6.2 IIpueMOCIAaTOUYHBIE M ICPHOIMYECKHE MCMBITAHHA IOJDKHBI COOTBETCTBOBATH VKA3aHHBIM B
TI'OCT P 51580 co caemyroimuMu JOTIOTHEHUSIMH, TIPUBSICHHBIMH B TAOMHIIE 2.

Tabawuma 2

Howmep myHkTa HacTosiero 7 p——
CTaHIapTa
HaumeHoBanue mpoBepku
TEXHUYCCKUX METOOOB MIpUEMO- MePpUOINYCCKHUEC
TpeOOBaHMt WCTIBITAHUH CIATOUYHbIE (l1pazB3r)
1 ITpoBepka BHIA MCIIOMHEHMS OKPAcKH 4272 7.2 + +
2 TIpoBepka muaMeTpa 30HEBI, MaCKUPYIO-
LIEH 3pavoK U PamgyXKHYIO 000JI0UKY 423,424 7.3 + +
3 IIpoBepka OKpalIMBaHMSA M CBETOBOTO
ko3bdrmeHTa IPONyCKaHUSA THH3 425,426 7.4 + +
4 TIpoBepka OTHOPOTHOCTHM OKPAIICHHOMN
TIOBEPXHOCTH 4.2.7,4.2.8 7.5 + +
5 TIpoBepka MaTepuana 52,541 7.6 — +
6 ITpoBepka MapKMpPOBKH M YIIAKOBKH 542 7.7 + +
7 TlpoBepKa KOMIUICKTHOCTH 5.5 7.7 + +

IIpuMeyaHnune— 3HaK «+» O3HAYAECT, YTO IIPOBEPKA IPOBOMMTCS; 3HAK «—» O3HAYACT, UTO TPOBEPKA HE
MPOBOAMTCS.
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7 MeToan KORTPOIA

7.1 MeTonpl KOHTPOJISI JIMH3 JOJKHBI COOTBETCTBOBATh MpHBeacHHBM B TOCT P 51580 ¢ momonHe-
HUSMH M YTOUYHCHUSMM, H3TOXKCHHBIMH B HACTOSILIEM pasieiie.

7.2 TIpoBepky BHIA MCTIOTHEHHS OKPACKH MPOBOISAT BU3YAJIBHO MYTEM CPAaBHEHHA ¢ 0OPa3LOM-3Ta-
JIOHOM UCTIOJTHECHHUST OKPACKH.

7.3 TIpoBepky ImamMeTpa 30HBI, MACKUPYIOLIEH PAIyXHYIO O00IOUKY M 3pa40K, IPOBOAST C MOMOILBIO
WAadI0OHa ¢ MOrpeIHOCTBIO, HE mpeBbluatowei H),5 MM, WM IPYroro CpeiacTBa U3MEPEHHUS C TaKOM ke
MOTPEITHOCTHIO.

7.4 TIpoBepky LBETa M CBETOBOTO KO(MGHULHEHTA MPOMyCKAHUS TMPOBOMAT IyTEM BH3YAJIBHOIO
CPaBHEHHUA JIMH3 ¢ 00Pa3sIaMU-3TAIOHAMH 1L[BETA IUIOTHOCTH M PHCYHKA PamyxHoit 00010uku. ITpoBepky
MPOBOAAT HA 6eJIoM (POHE MPHU OCBELICHHOCTH IUIOLLANKHU, Ha KOTOPOM PAaCcNoaraeTcsi UCTIBITyeMast IMH3a,
ot 200 mo 300 nx, npu 3TOM JMH3a JOJKHA HAXOOUTHCSI Ha paccrogHuu ot 250 mo 300 MM oT raza
KOHTpOJIEpa.

JIuH3y cuMTaOT BRIACPXKABIIEH MPOBEPKY, €CIIU €€ CBETOBOM KO(MUIIMEHT NMPOMYCKAHUS HAXOOUTCA
B MpEACaXx, OrPAHUYCHHBIX CBETOBLIMU KO3 GhULIMEHTAMHU TIPOMYCKAHUS IBYX O6pa3LOB-3TaJIOHOB, paB-
HBIX COOTBETCTBEHHO HAMOONBIIEMY M HAMMEHBILEMY JOMYCTUMBIM 3HaY€HMSIM, YKa3aHHBIM B Ta0nuue 1,
a PUCYHOK PaJIy>XHO#H O0OJIOYKM COOTBETCTBYET O0Opaslly-3TaJIOHY.

KoHTposmb CBETOBBIX KO(h(PUUMEHTOB MPOMYCKaHMS O0pa3sLOB-3TAJIOHOB MPOBOISAT € MOMOLIBIO
CrieKTPO(hOTOMETPA C TIOTPEUIHOCTHIO U3MepeHUs £1 % He pexe OIHOro pasa B TOJ,.

KonTpoms cBeTOBBIX KO3(hD(DULIMEHTOB MPOMYCKaHUS Ha CHEKTPO(OTOMETPE MPOBOAAT HAa O0pa3Lax-
3TaoOHax | BUAA MCTIOTHEHUST OKPACKH.

7.5 TIpoBepKy OAHOPOOHOCTH OKPALUEHHOI MOBEPXHOCTH MPOBOAAT BHU3YaJbHBIM OCMOTPOM Ha
6emoM (poHe Tpu oceemeHHOCTH oT 200 1o 300 nk.

Pa3Mep HEOKpalIeHHOM KOJBLEBOH 30HBI Ha Kpalo JMH3bl MPOBEPSIOT MPH MOMOWM WAGI0HA ¢
MOrPELHOCTBIO HE Oosiece H),5 MM WM APYroro CpeacTBa U3MEPEHMS C TAKOH XK€ MOrPelIHOCTDIO.

7.6 TIpoBepky Martepuaia MPOBOMAT MPH BXOMHOM KOHTPOJIC CIMUCHHUEM C CONMPOBOIUTENBHOM JO-
KYMEHTALUEMN.

7.7 TIpoBepKy MapKUPOBKH, YNAKOBKH H KOMIUVIEKTHOCTH MPOBOIAT IMyTEM BHEIIHETO OCMOTPA U
CIIMYCHUEM ¢ JOKYMCHTALIMEH.

8 TpaHcmopTHpOBaHHE M XpaHEHHE
8.1 TpaucnoprupoBanue u xpanenne — mo F'OCT P 51580.

9 TapaHTHH M3rOTOBHTEJIS

9.1 Tapantum usrorosutens — mo F'OCT P 51580.
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