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MNpeaucnosue

Lienun, ocHOBHbIE NPUHLMMLI U MOPAAOK NpoBeAeHUs paboT No MeXrocyaapCcTBEeHHOW cTaH4apTUu3auum
yctaHosneHbl FOCT 1.0—92 «MexrocyaapctseHHasa cuctema ctaHaapTusauum. OCHOBHBIE MOMOXEHUA» W
FOCT 1.2—2009 «MexrocyaapcTBeHHas cucTeMa cTaHgapTusaumn. CTaHaapTbl MEXTocyaapCTBEHHbIe, Npa-
BUITa U pekoMeHAaLnm rno MexrocygapcTBeHHoON ctaHgapTusauun. MNMpasuna paspaboTku, NPUHATUSA, NpUMe-
HeHusl, OBHOBNEHUA U OTMEHBI»

CBepneHunA o cTaHpapTe

1 NOAIrOTOBIIEH ®epepantHbIM rocyaapcTBEHHBIM yHUTapHbLIM Mpeanpusituem «Bcepoccuiickuin
Hay4yHO-uccrneaoBaTeNbCKMA  MHCTUTYT  cTaHgapTusauMm WM cepTuduKauum B MaLIMHOCTPOEHUU»
(BHUMHMALLI)

2 BHECEH ®egepanbHbiM areHTCTBOM N0 TEXHUYECKOMY perynnpoBaHuio U meTponori Poccuiickon
deaepauumu

3 NPUHAT MexrocyaapcTseHHBEIM COBETOM MO CTaHAApPTU3aLMKM, MeTponorim u ceptudukaumm (npoTo-
kon ot 24 mas 2012 r. Ne 41)

3a nNpuHATUe cTaHaapTa NPorosiocoBarnu:

KpaTtkoe HaumeHoBaHue cTpaHb! Kop ctpaHbi CokpallieHHOe HAUMEHOBaHWE HAUMOHANBbHOrO OpraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no craHgapTM3auvm

AzepbangxaH AZ A3sctaHpapTt

Benapycb BY lNoccranpapT Pecny6nuku benapycb

KasaxcraH KZ loccranpapt Pecnybrviku KaszaxctaH

KbipreiactaH KG Kbipreiactangapt

MongoBsa MD MongoBa-CtaHpapt

Poccuiickan ®egepauus RU Poccrangapt

TaaXUKnNCTaH TJ TamkukcTangapt

YabekucraH Uz YacTaHgapT

4 Tprkaszom PefepanbHOro areHTCTsa Mo TEXHUYECKOMY perynupoBaHmnio u MeTponorum ot 1 Hosibpsa
2012r.Ne 652-cT MexrocyaapcTBeHHbI cTanaapT FOCT 31587—2012 BBeaeH B AeACTBUE B KAYECTBE HALMO-
HanbHoro ctaHgapta Poccuitckon ®egepaunn c 1 aHBaps 2015,

5 HacTtoswmi cTangapT NoAroToBneH Ha ocHoBe npuMeHeHna FTOCT P 51711—2001

6 BBEJEH BMEPBbIE

UHgpopmayuss 06 usmeHeHUAX K HacmoswemMmy cmaHOapmy rybrukyemcs 8 exe200H0 u30asaeMom
UHbopMayUOHHOM yKkazamerie «HauyuoHanbHele cmaHOapmbl», @ meKcm U3MeHeHUU U r1ofpasoK — 8 exXxeMe-
CAYHO u3dasaeMoM UHGOpMaUUOHHOM yKaszameile «HayuoHarnbHble cmaHOapmbi». B cniydyae nepecMompa
(3aMeHbI) unu omMmeHb! Hacmosiuje2o cmaHOapma coomeememayiroujee yeedoMmiieHue bydem ornybruKosaHo
8 eXXeMecsIYHo u3dasaeMoM UHPOPMaUUOHHOM yKkasamersie «HayuoHansHbie cmaHOapmei». Coomeemcmasy-
owast UHghopmMauus, yeedoMiIeHUe U MeKCmbi pa3mMelaromcesi makxe 8 UHgopmMalUuoHHoU cucmeme obuezo
ro51b308aHUs1 — Ha oghuyuansHom catime @edepallbHO20 ageHmemaea o MexHU4eCcKoMy peayriuposaHuio u
Mempornoau e cemu VMIHmepHem

© CraHpapTtuHgopmM, 2013

B Poccuiickoin degepaunv HACTOALLMIA CTaHAapT HE MOXET ObITb MOSTHOCTbIO UMM YaCTUYHO BOCTIPOU3BEe-
OeH, TUpaXnpoBaH 1 pacnpocTpaHeH B kavyecTBe oduumanbHoro nsgaHusa 6es paspewwerus degepansHoro
areHTcTBa No TeXHNYECKOMY peryinposaHuio U MeTposiormm
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M E XToOCVYOAPG CTH BETMHHUB H# CTAHABAAAPT

JNIUH3bI KOHTAKTHbIE MAMKUE OKPALLEHHbIE

O6wWue TexHUYeCKUe ycrnoBus

Coloured soft contact lenses. General specifications

HaTta BBegeHnsa — 2015—01—01
1 O6nacTb NpUMeHeHUsA

HacToAawunin ctangapT pacnpocTpaHAeTcs Ha okpalleHHble KOHTaKTHble MATKMe NWH3bI (aanee — nuH-
3bl), NpegHa3HavyeHHble AN NaLUeHTOB, HYXAarLWMXCSA B UX TPUMEHEHWN MO MEAULIMHCKUM, NpodeccuoHans-
HBIM 1 3CTETUYECKUM MoKa3aHUAM,

CraHgapT ycTaHaBnuvBaeT o6lne TpebosaHusa, cobnogeHne KOTopbIX AomkHO obecneyvnsaTbes npu
paspaboTke, NPOM3BOACTBE 1 NOCTABKe NNHS.

2 HopmaTuBHBbIe CCbINKN

B HacTosWweM cTaHaapTe NCMoNb30BaHbl CChINKU Ha cneayloLmne MexXrocyapcTBeHHble cTaHaapThl:

FOCT 15.013—86* Cucrema paspaboTkM M NOCTaHOBKU NpOAyKUUN Ha NpousBoacTBo. MeauuuHckue
nsgenus

FOCT ISO 10993-1—2011 Wspenua meauuunHckme. OueHka Buonornyeckoro AencTBuUa MeanuuuHCKUX
n3aenuin. Yacte 1. OueHka U uccneoBaHust

FOCT 28956—91 JInH3bI KOHTaKTHbIE. TepMUHbI U onNpeaeneHns

FOCT 31586—2012 NuH3bl kOHTaKTHBIE Msirkue. O6Lwme TeXHUYeckue YCnosus

MpwumeyaHwu e — py NonNbL3OBaHMM HACTOSLLMM CTAHAAPTOM Lienecoo6pasHo NPOBEPUTHL AENUCTBUE CCbINoY-
HbIX CTaHAAPTORB M0 yKa3arernio « HaunmoHanbHble CTaHAapThI», COCTABNEHHOMY N0 COCTOSHMIO Ha 1 AHBaps TEKyLLEro roaa,
1 110 COOTBETCTBYIOLMM MHOPMAaLMOHHBLIM yKasaTensiM, ony6nmukoBaHHbIM B Tekywwem rogdy. Ecnm cebinounbin craHgapt
3aMeHeH (M3MeHEH ), TO MPY NOJIb30BaHUM HACTOSILLMM CTAaHAAPTOM ClieAyeT pyKOBOACTBOBaTLCA 3aMEHSIIOLLMM (M3MEHEH-
HbIM) cTaHaapToM. ECnu cebinouHbili cTanaapT oTMeHeH 6e3 3aMeHbl, TO MOSIokKeHne, B KOTOPOM A4aHa CCbISNIKa Ha HEro,
NPUMEHSIETCS B 4aCTyW, He 3aTparMBaloLen 3Ty CChISIKY.

3 OnpepeneHun

3.1 B HacTosilleM cTaHAapTe MPUMEHSIIOT TepMWHbI U COOTBETCTBYIOWME UM orpeaerieHus no
MOCT 28956.

4 Knaccucpumkaums, oOCHOBHbIe NapaMeTpbl U pasMmepbl

4.1 Knaccudukaumsn

4.1.1 JluH3bl KNaccnuuuMpyoT B 3aBUCUMOCTU OT:
Ha3HayeHus:

- nevyebHble,

- KoppurupytoLiue,

- KOCMeTU4eckue,

- KOMBMHUPOBAHHBLIE;

* Ha tepputopumn Poccuiickon ®egepaumnn geicteyet FOCT P 15.013—94 «Cuctema pa3paboTkv 1 NOCTAHOBKU
npoayKummn Ha nponseoacTeo. MeauunHckue nagenns»

WUspaHve ohmumnanbHoe
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BO3MOXXHOCTU KOPPEKLMN 3pEeHUS:
- cTUrMaTunyeckue,

- acTurmaTuyeckue,

- CNpU3MaTUYeCKUM JeNCTBUEM;

cTeneHn rmapartaumm (cogepxxaHns Boabl):

- C BbICOKUM cofepxaHnem Boapl (6onee 50 %),

- C HU3KNM coZlepkaHueM BoAbl (MeHee unu pasHbiM 50 %);
yuMcna oNTUYECKNX 30H KOPPEeKLMN:

- ogHodoKanbHble,

- BucbokarnbHble;

WCMOSNHEHNSA OKpacKu:

- NMOSTHOCTbIO OKPAaLLEHHkIE,

- C MacK1MpoBaHHOW paay>KHol 0600UKON,

- C MacKMpoBaHHbLIM 3payvkom,

- C KOMBMHMPOBAHHBLIM OKpaLUMBAHNEM.

4.2 OcHOBHbIe NapamMeTpbl U pa3Mepbl

4.2.1 TpeboBaHMA K OCHOBHbIM MapaMeTpaM fMH3 [OO0IMKHbI COOTBETCTBOBATb TpeboBaHUAM
FOCT 31586 ¢ 4ONONHEHNSIMU U YTOMHEHUSIMUA, U3MOXEHHBIMU B HACTOsILLEM pasaene.

4.2.2 Buabl UCNONHEHUS oKpacku NMH3 |—IVa gosmkHbl COOTBETCTBOBATE NPUBEAEHHBIM Ha PUCYHKe 1.

Buabl ncnonHeHus OKPAaCKW FNTINH3

WcnonHenne 1

D

UcnonHenwue 111

WcnonHenune [Va

PucyHok 1
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UcnonHeHue | — nonHoe okpalumsBaHue (oKpalleHbl BCe 30HbI FIUH3bI).

UcnonHeHue || — mackupoBaHHas pagyxHaa obonouka rnasa (paBHOMEPHO OKpalleHa 30Ha JMH3bI,
mackupyioLlas pagyxHyto o6onouky rnasa).

WUcnonHeHue lla — mackuposaHHas pagyxHas obonouka ¢ uMUTauuein pucyHka paayXHo obonouku.

WUcnonHeHue lll — MackmpoBaHHBI 3paYvok (OKpallueHa 30Ha NIUH3bI, MacKUpYyoLLasa 3paqok rnasa).

WUcnonHeHne IV — komMBUHUMpoOBaHHOe oOkpaluBaHue (KOMOMHauMsi pasHbiX LBETOB pPaBHOMEPHOM
OKpacku pagyXHoi 06004KA 1 3padka).

WUcnonHeHue [Va — koMBUHUPOBaHHOe okpalunBaHue (KoMOUHaLMS pasHbIX LBETOB OKPacKy pagyXHoW
060104KM U 3payKka ¢ UMUTaLMen pucyHKa pagyxHol 06onoukv rnasa).

4.2.3 HoMuHanbHbIN AnameTp D 30HbI, MackupyoLwen paayxHyto obonouky rnasa, He JOIPKeH oTnu-
yaTtbes oT obuiero gnameTpa Dy, Gonee 4em Ha 2 Mm.

4.2.4 nameTp 30HbI 3payka D3,3 AonxeH 6bITb He MeHee 3 1 He 6onee 5 MM.

4.2.5 NUH3bl MOryT BbiTh OKpalleHbl B LBeTa, COOTBETCTBYIOLME KOHCTPYKTOPCKON AOKYMEHTaLMu,
yTBEPXAEHHOI B YCTAaHOBMEHHOM MopsakKe.

4.2.6 B 3aBMCUMOCTU OT MMOTHOCTN OKpalmnBaHus (CBETOBOro koadpdpuumeHTa NponyckaHus) NMH3bI
DOMKHbI U3roTaBNMBaTLCS B TPEX BapuaHTax:

A — BbICOKasA NNOTHOCTb;

B — cpeaHsaa NNOTHOCTb;

C — cnabas NnoTHOCTb.

3HayeHusa cBeTOBbIX KO3 PULUNEHTOB NPONYCKaHWA IMH3, B 32aBUCUMOCTU OT NAIOTHOCTU OKpaLUnBaHUS,
DOIDKHBI COOTBETCTBOBATh YKa3aHHbIM B Tabnuue 1.

Tabnuua 1

MNOTHOCTL OKpalwWBaHUs CsetoBoi koapdpuumeHT nponyckanus, %
A Ot 10 po 35
B Ot 35 po 60
Cc Ot 60 go 80

4.2.7 OkpalleHHas NoBepPXHOCTb JIMH3 40MKHa BbITb 04HOPOAHOM, 63 NATEH U NOBPEXASHUN.

4.2.8 [onyckaeTca pacnofiokeHHas No KOHTYPY JIMH3bl CNIOLIHAs UKW NPepbIBUCTas HeoKpalueHHas
KonblLieBad 30Ha € BHYTPeHHUM agunameTpom D = Dosm - 2,0 Mm, rae Do6|_u — HOMWHarnbHOe 3Ha4YeHne obLero
AnamMeTpa NMH3bl, MM.

5 O6wue TexHnUYeckne TpeboBaHUNA

5.1 O6Lwwume TexHU4eckue TpeboBaHNS K TMH3AM OMMKHbI COOTBETCTBOBATL TpeGosaHuam FOCT 31586 ¢
[AOMOMHEHUSMU U YTOUHEHWUSIMU, U3TIOXEHHBIMM B HACTOSILLeM pasaene.

5.2 Tpe6oBaHus kK maTepuany

5.2.1 JIMH3bI AOMKHEI BBITE 3aperncTpupoBaHsbl B ycTaHoBrneHHoM nopsaake no FOCT 15.013.

5.2.2 Matepwnan, n3 KoTOporo 3roTaeBnMBatoT NINH3bI, JormkeH 6biTb npoepeH no FTOCT ISO 10993-1.

5.2.3 JIMH3bl JOMKHBI ObITh OKpaLUeHbl OPraHUYECcKUMU KpacuTensamMn U nUrMeHTaMu, npoLueawnmm
CaHUTapHbIe U TOKCUKONOTrMYeckue UCTbITaHUs U paspeLleHHbIMA K TPUMEHEHUIO B YCTaHOBIIEHHOM Nopsiake.

5.3 TpeboBaHUA K HAAEXHOCTH

5.3.1 CpeaHnii cpok cnyx6bl MUH3, ycTaHaBNMBaeMbIA U3roTOBUTENEM — OT 1 AHA 40 8 Mec B 3aBUCU-
MOCTM OT KnaccuduKaLum nmHs.

3a KpnTepuin rogHOCTU NIMH3 NMPUHUMAIOT COOTBETCTBUE NMH3 TpeboBaHusam 4.2.6, 4.2.7 HacToALero
craHgaptanlOCT 31586.

5.4 MapkupoBKa U ynakoBKa

5.4.1 MapkupoBka N1H3 AoIMKHa cooTBeTCTBOBaThL TpeboBaHuam MOCT 31586 ¢ AonofHeHUsIMU, Uano-
>XeHHbIMW B HacTosiLLeM nogpasaene.

5.4.2 Ha cpnakoH (koHTeilHep) ¢ NUH30M AoMKHa BbITb HaKNeeHa aTukeTka, cogepxallas:

- TOBapHbI1 3HaK NpeanpusaTUS-U3roTOBUTENS;

- HaMMeHOBaHWe NINH3bI;
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- MapameTpbl NTMH3bI (3a4HSs BepLuMHa pedpakumm, 3agHUA LeHTpanbHbIA ONTUYMECKUA paguyc, obwynia

anameTp);

- MaTepuarn, N3 KOTOpPOro N3rotToBsieHa JIMH3a,

- coAepKaHue Boabl B fINH3e;
- uBeT;
- BLA NCNOJSTHEH WS OKpPacKX cornacHo 4.2.6;

- BapuaHT NIIOTHOCTN OKpaLLBaHUs cornacHo 4.2.6;

- TN pacTBopa, coaepallerocs Bo oriakoHe (KoHTelHepe);

- yKasaHue cpoka roAHocT (MecsL v rod);
- 0603HaYeH e HacToALEero cTaHaapTa;
- OTMeTKa O CTePUrbHOCTY.

5.5 KoMmnnekTHoCTb

5.5.1 B koMnnekT NOCTaBKM NMUH3 AOMKHbI BXOAUTb:

- NNH3a;

- thnakoH ¢ pacTBopoMm;

- Npobka nnacTMaccoBas N pesvHoBasi;
- KOnnNa4oK anioMUHNEBBINA.

,D,OI'IyCKaeTCFl /J,pyr0|7| KOMMNEKT NOCTaBKK, pa3peLIJEHHbIIZ B YCTaHOBJ/IEHHOM MOopAKe. K kaxxgoh napTtin

NTMH3, HanpasnaeMbIX B OAUH agpec, A0/ KHa ObITb npunoXxeHa NMHCTPYKUMA NO SKCNNyaTaunun.

6 MpaBuna npnemMku

6.1 MpaBuna npuemMKn NUH3 A0HKHLI COOTBETCTBOBATL TpebosaHuam FTOCT 31586 ¢ gononHeHNaMU
YTOUYHEHUSIMU, N3NOXKEHHBIMW B HACTOSILLEM pasdene.
6.2 MNpuemo-caatoyHble N NEepPUOOMNYECKUE WUCTLITAHUA AOMKHBI COOTBETCTBOBAaThb YKasaHHbBIM B

FOCT 31586 co cneayoLwmMmMm AoNoHEeHUAAMIA, NpuBeAeHHbIMKU B Tabnuue 2.

Tabnwuuya 2

Homep nyHkTa HacTosiwero

cTanpapta UcnbiTanun
HaumeHoBaHue nposepku
TEXHUYECKUX MeTofoB npuemo- nepuoauueckue
TpebosaHui nenbITaHUn CAaTouHble (1pasB3r.)
1 MpoBepka Buaa NCMONMHEHUsT OKPACcKu 4.2.2 7.2 + +
2 lMpoBepka gnameTtpa 30Hbl, MACKMPYOLLEen 423,424 7.3 + +
3pajvoK U papyxHyio o60nouKy
3 lMpoBepka oKpalmMBaHUA U CBETOBOIO KO3M- 425 426 7.4 + +
duumeHTa NponyckaHus NMH3
4 [poBepka OAHOPOAHOCTU OKPALLEHHON MO- 427,428 7.5 + +
BEPXHOCTU
5 lMpoeepka marepuana 5.2,5.4.1 7.6 — +
6 lMpoBepka MapKMPOBKU U YMAKOBKX 5.4.2 7.7 + +
7 MNpoBepka KOMMNEKTHOCTU 5.5 7.7 + +

anTes.

M puMeYaHu e — 3HaK «+» 03HaYaET, YTO NPOBEPKA NPOBOANTCSH; 3HAK «—» 03HAYAET, YTO NPOBEPKa He NPOBO-

7 MeTtoAabl KOHTpORNA

7.1 MeToabl KOHTPOSISA JIMH3 AOMXKHBI COOTBETCTBOBATL NpUBeAeHHbIM B TOCT 31586 ¢ gononHeHUaAMU n
YTOYHEHUAMU, U3NOXKEHHBIMU B HACTOsILLEM pa3aene.
7.2 TMpoBepKy BAAA UCMIOTNHEHUS OKPACKN NPOBOAAT BU3yaribHO MyTemM cpaBHeHUs ¢ o6pasLiom-aTarno-

HOM UCMNONTHEeHNA OKPaCKW.

4
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7.3 Tposepky AvameTpa 30HbI, MackupyloLLen pagyxHyto 060MoYKy U 3padvok, NPOBOAAT C NOMOLLLHO
WwabnoHa ¢ MorpeLuHocTblo, He npeBblwatowein + 0,5 MM, UM Apyroro cpeacTBa U3MepPeHUs ¢ Takou Xe
MorpeLHoCcTbIo.

7.4 TpoBsepky LiBeTa U CBETOBOro koadhpduumeHTa NponyckaHna NpoBOAAT NyTEM BU3yanbHOIo cpaBHe-
HUSA NMWH3 ¢ oBpasLiamu-aTanoHamMu LBeTa NIIOTHOCTU U PUCYHKA padykHoW 06onoukn. MpoBepky NPoBOAAT Ha
6enom choHe Npu ocBeLLeHHOCTM NIIoLaaKku, Ha KOTOPOK pacnonaraeTca cnbiTyemas nuH3a, ot 200 go 300 ik,
npu 3TOM NMH3a A0MKHA HaxoaAUThes Ha paccTosiH oT 250 go 300 MM OT rnasa KoHTponepa.

JIUH3Y cuuTaloT BblAEPXKABLUEN NPOBEPKY, eCcrn ee CBETOBOMW k0addUUMEHT NponyckaHUa HaxoauTcs B
npegenax, orpaHUYeHHbIX CBETOBbIMU koadbdpuumeHTaMmn NponyckaHua Asyx o6pasuoB-3TanioHOB, paBHbIX
COOTBETCTBEHHO HAUBOMbLUEMY U HaUMEeHbLUEMY AOMYCTUMbIM 3HAYEHUAM, YKasaHHbIM B Tabnuue 1, a pucy-
HOK pafly>kHO 060NOYKN COOTBETCTBYET 06pasLly-aTanoHy.

KoHTpornb cBeToBbIX kKoaddULMeHTOB NponyckaHsa 06pasLoB-3TanoHOB NPOBOAAT C MOMOLLbLIO CNEK-
TpodhoTOMETPa C NOrpeLlHOCTbIo N3MepeHnsi +1 % He pexe ogHOro pasa s rog.

KoHTporib cBeToBbIX KO3t PULMEHTOB NPoMyckaHWs Ha cnekTpodoToMeTpe NPoBOAAT Ha obpasuax-aTa-
noHax | Buaa UCnonHeHus okpacku.

7.5 lNMpoBepKy 0AHOPOAHOCTU OKpaLLEeHHOW NOBEPXHOCTW NPOBOAAT BU3yarbHbIM OCMOTPOM Ha 6ernom
doHe npu oceelleHHocT 0T 200 go 300 nk.

Pasmep HeokpalleHHOM KoMbLIeBOW 30HbI Ha Kpato MMH3bI NPOBEPAIOT NPYU NOMOLLM WabnoHa ¢ norpeLu-
HOCTbo He B6onee + 0,5 MM UNn Apyroro cpeAcTBa U3MEPEHUs ¢ TaKOM XKe MorpeLlHOCTbIo.

7.6 Tlposepky MaTepunana NPoOBOAAT MPWY BXOAHOM KOHTPOME CAUYEHUEM C COMPOBOAUTENLHON AOKY-
MeHTaLunen.

7.7 TpoBepKy MapKUPOBKM, YNAKOBKM 1 KOMMIEKTHOCTU MPOBOAAT NyTEM BHELLHErO OCMOTPa U ClINYEHU-
eM C JoKyMeHTaLuen.

8 TpaHcnopTupoBaHue U XpaHeHue
8.1 TpaHcnopTupoBaHue 1 xpaHeHne — no FOCT 31586.
9 MapaHTUK nsrotoBuTens

9.1 lapaHTun nsrotosutens — no FOCT 31586.
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KritoueBble cnoBa: fMH3bl KOHTaKTHbIE MSArKMe OKpalleHHble, obLme TexHu4eckne Tpe6OBaHMﬂ, KJ'IaCCIAd.)I/IKa-
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