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FTOCYIAPCTBEHHBIA CTAHAAPT POCCHHUCKON ODEAEPALLMM

Hunaanrars ofraisMoaoriYeckne
HHTPAOKY/IAPHBIE JIMH3bI
Jacrel

TEPHI'IHH H onpengcacnaa

Ophthalmic implants. Intraocular lenses. Par 1, Terms and definitions

JMara peeaesna 2003—01—01

1 OdaacTs npuMeneHHs

Hactoamuil cranaapT pacnpocTpaideTcd Ha MHTPacKyIapHEe THHie (ganee — HOJ1), npeaxaina-
YeHHLIE A ONTHYSCKOH KOPPEKIHH 3PeHia MYTeM XMPVRPIrHYeCcKOH HMIaHTAUHH BHYTPL IR

CTanmapT YCTaHARTHERET TERMHEE M ONPeIeted U, CoDMIOIEHHE KOTOPEIX T0/LEHG 0DecTedHBATLCH
NpH paipadoTEe, NPOHIGBOICTRE, NoCTanke W cepridmkaumu MO

CTanpapr He pacipocTRAHASTCA HA POrOBHYHLIE HMITIAHTATE W TPAHCITAHTATLL.

2 HopmaTHBHBIE CCHUIKH

B HacToAlmeM CTAHIAPTE HCMOILIOBAHEl CCBLTKH Ha CNeIVIoIIHe CTaNIapTL!

MOCT P HCO 109931 99 Maneaua seapuuuckde, OueHka SHOMOTHYECKOTD JelcTEHA METHIIHH -
Ccrax nagendit. Yacte 1. OueHKka ¥ HCCIeI0BaH A

MOCT P HCO 10993599 Hageana Meanunickre. Ouenka 6uonorvyIeckoro 1efcThMg MeIHUHH-
CKHX Magenuii. Yacte 5. Mocnenopadig Ha UMTOTOKCHYHOCTE: METO/AL in vitro

MOCT P HCO 10993699 Haneaud seauunackde. OueHka GHoToTHYECKOND 18HCTEHA MEIHLIMH-
CKHX Migenni. YacTe 6. MochenoBaHye MecTHOrO JeNcCTRHA Toche MMIIaHTAL A

MOCT P HCO 10993, 1099 HMageawa smeauuuickde, OueHka GHONOrHYecKon 1elcTENE MeTHLIMH-
CEKHMX M3aenui, Yacre 1. HoocaenosanMe pasgpaskaiilery H ceHCHBMIHIHPYIDWETD IedcTEHA

MOCT P HCO 10993-13—99 Hagenna meguurHckde. Ouenka GHomormyeckoro mefcroid MeqHIHH-
ckmx wanenuit. Yacre 13, Mopumwdikanysa M KoaMUecTEeHHOS ONpeleieHHe NPOIVKTOR TPAIRIHH [oJIH-
MEPHEIY MATEPHATOR

3 Tepmuns ¥ onpeneaeHHs

O0mmMe TepMHEL

| mepennexasepnan HOJ: HOJL, v xoTopoil onTHYSECKHH 2IEMENT W YACTE nepudepriiHorn Heorn-
THHECKOND HeMeHTa HAXOIATCH B NepeaHeil KaMepe.

2 sadwexasiepuan HOJ dan adaruu: Jadvwexamepras WO, npediaziauennas das kpeienud & sadwet
KLMEN AA0TT PN OINCYIRCIEIT ECECtaen iy XPVOILinkg.

1 sadwexavepnan MO dan dakwsnozo saara: Jadwexavepias HOUT dig xpenaenun ¢ 2advel kavepe
cdd el mexcdy pody RN 8 XPYCHIGAMKOM.

4 wecmian HOUT: HOUT ¢ onmuseckod wacmeaio, de npediaiasenion dig ctadkeanis npt mndah-
R .

5 mmexas WO HOUT ¢ onmuveckod sacmsie, BpedyeMampusaiomel s0IMoNenocms cEAGOWSIHER R
AR LR

Haaanue odmmnaiseoe
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6 2udposeseaan HO: arasocodepacatias HOUT, wacomostesnas w3 2udpo2eds.

7 xombunuposanwas HOUT: HOUT, omdeiniae diemeims Komopoll coomaemonaiom  onpedeienusm,
APLESOeNNBM & HYNKHax de .

% nosoxcameasan HOUT: Modeas MO, npediamasenias dag Kopoeicyiin gy il @A 2unepmempomui.

9 ompugameisrian HOUT: Modeas HOUT, npediagnaueiian 0ig KOppediin Muonu.

10 monodoxansnas HO: Monear HOJ, mMeoiuan ofHo IHaYeHHE ONTHYSCKO] CHALL.

11 syasTidoxasenas WO Moaens MO, useiowan Gonee 04HOMD 3HAMEHHA ONTHMECKON CHILL

12 chopman HOUT: HOUT, weeomostennas Memodos eflopry Wt omdeinit) Lemeninong.

|3 womosimimas HOUT: HOUT, aomoaciigs 63 e0uiosa KVCKa Mame i,

14 mopuwecicas HOT: MO, isewomas onmuseci\Vio RoSepnocits © mopieckold ofpazyaiaed.

15 ssemenmos HOT: Yaonin MOV, asinoaimomie pataudnbe i,

16 onrwuecknd anement: Yacte MO, hopanpyionias miobpakenne; o obes Cyuas — BeHTPTLIAA,

17 weao: LenrpaisHas qacts MOJ, skmouaionas onTHYecKHil 2JieMeHnT, HENOCPeICTREHHD MPaHH-
qaiad ¢ onopHod yactewe HOJL

% rammaka: OnopHad, He onTHaeckad 49actt HOJ, p obwesm covdae — nepudeprueckan. BLInom-
Hessonas dyvHknn Kpernenda WOJL B onpeneneiioM MecTe riaia.

19 zanmuneckuid 3sesmenm: Cocmasnan wacmb 2a0mMuKi, NIXOMAEINEIEMaR & POTINYHAX §QPETHMIX!
POIOMKHVIHAR (dyea), I0MENVIGA (Hematd) i m. n.

20 ofmud duamemp: Juasemp oxpyacHocaii, npoxodaigel sepe Makcumaibio yoaieuime dpye om dpyea
PR SN,

21 gpaxmop onmuweckozo npodiien: loxazament, OnECaa@oWLE KPURLIHY BPETOMITIOMLY ROMe o=
el RMUSECKOM0 BIEMEHING (RAOCKO-GRHVKAOR, De0gK0aMnVICIaR 1 m. 1),

22 Guogocuseckad coaomecmumocmt. CHocofiocms HMAAGHMANIG NE SHINSOIE NGOG peakutii
OESINUIMT, KOFNER MORCEM HORIEWs SOCHLINNEALNBE PEaN .

23 ooTHwecKas =acTh: HaMeTp OKPYAHOCTH ¢ HedNTpoM Ha onTHueckol ocn HOJ, ofeogdmei
ronkko yactH HOJ, opuaamiexaliie K onTHUecKol KOHCTpYELHRKE {pHeyHok 1),

6

-

{ — obmui peaserp; £ — nodsnudondos oreeperiel J — amraseckad wacts) d — teso, 5 — sBooTd cpoaa; § — CariETLIE

Pucyror | — Cxesma MO
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24 im situ: B pasHOBECHH ¢ BHYTPHENATHOH RKHIKOCTLIO NPpH TeMmeparype mwioe 35 "C.

Mpumesanna

1 Mokazgrens NPEIoMIeHnH BHYTPROUTEEHOR XHIKOCTH NPIHAT pasdeis 1,336 wim ansne sonass 346,07 uu.

2 Mpy HCNBITAHMEX B KAMCCTEE 3MCHHTENH BHYTRUEEEHOR SKHAKOCTH TONVCKACTCH HOIOALI0BATE quiinoio-
FHHECKH pacTRap.

3 Honwranws JonyCeacTcd NPOHOAHTE B OPYIHX VOLIOBMAY, CCHH PeiyibTATEl HCHBTAHWE CODTESTCTBYEIT
TpeEfHBAHHAY LT yeaoBRE in site.

25 merns: [Mepudepudeckos pACIHHPSHHAE TENA, CAVKALLES L1800 FKPEUIeHHA JTHHILL BHYTPMH rnada.
FI PHMECMOHNC — nﬂ.'lll. HANMHETCH SMACTERD FIITTHEHN WM MOEST af DEPLL'JUHE] Bl TE.

26 myasmaEoMnonenTias HOJL: MOJ, cocTtoamas vl OTIeTLHEY KOMIOHEHTOR — Te1a H NeTeh.
Mpusmewanne — HOMN, cocrommyio 13 Tena u asyx perens, nadweasor HO a3 tpex vacreii

27 oanoxomMmonedTHar MOJ: MO, v koTopoil ranTHka B TE0 ABIAIOTCA OOHHM LETEIM.
Tepwnunl, ouRcHBamEe onTHYeckHe ceoficTea HOJ n MeTOAL HX HCILITAHHI
28 aannan sepumEnan pedpaknmna: O0paTHOS IHAYEHHE NPHBSALHHOTO NAPAKCHAIEHOTD (HOKYCHOTD

PACCTOMIMA in situ 408 CheTa ¢ WTHHOH BoaMel 346,07 wM.

Mpusmesanue — Eapupnua wivepeHss santcil sepuunssEod pedpasusn — o0paTHise MeTpn (s "y, Hasmme-
HOBAHHWE JAHHON SOMHHOL HIMECPCHEE sJHONTPHA S, yooEHoe oO0THRMEHHE — ONTP.

29 mapakcHamkioe GoKyCHOE pACCTORHHE: PaccToANie MeX Iy 3a0Hel FIasHoi NIoCKoCTLI0 W saguei
napaKcHanLHoH QoEaTEHON ToMEo.

30 npasenennoe oxkycioe paceroanne: PoKyCHOS PACCTOSHME, TENSHHOS HA MOKAIATET NPEeIok-
JTEHHA OKPYRAIOWEH cpensl.

Tepvuns, ONHCHBANEHE MeXammueckne ceolicTea HOJT B MeToAL HX BCHWTARHI

3] onTHMecKas NenenTpamHA: [opHIOHTATEHOS CMELIEHHE OTITHYECKON YACTH HI-34 CHRATHA TalTH-
qeCkol (Mx) YacTH (eil), CoOCTARTAILE? PACCTOAHHE MERIY MeOMeTPHYECKHM UEHTPOM YHCTOH ONTHEH H
LEHTPOM WTHHAPA 31aHHOND AHAMETpa, B KoTopelil smotouena MOJLL

327 onTHYecKHE nakaom; Yron sesny onTHYeckol OCB0 HATPAOKYIAPHOR THHIE B HECKATOM COCTO-
AHMH M B CHATOM cocToganun, Koraa MOJ saxmoueHa B OMIHHAP WIAHHOND THAMET.

13 carErrans: MakCHMAILMOE DACCTOAHHE MEXTY MNOCKOCTAMH, NEPTIEHTHKYIADHBIMH K OIMTHYEC-
KOl OCH, KOTORLE NPOXOIAT Yepel KpailHie nepeddmie Wi Kpaiiie 3IHHe TOUEH ONTHYeCKoH YacTH WiH
rantukd MO (s, pucynok 1),

34 peicoTa cBOAA: PaccToAMMHEe MEXRTY MIOCKOCTLEY, NEPNeHIHENVIAPHOH K ONTHYECKOH 0CH, Npoxo-
AAEH yepes pepiHny GrHEalmel K paayaee riasa onTHYeckol NoBepxHoCcTH, | IIOCKOCTRER, MepneH-
AWEVAAPHOH K ONTHYeCKOH oCH, npoxosmed depes OiMsaiiyio K pUIvVEKe FIaia TOMKY HeckaTol
FANMTHYECKON YACTH MHTRAOKYIAPHON THH3 (Ch. pHCYHOK 1)

Mpusesannsa
| Baumaiiuyie & patyexe s cropody HOJ orpesensior no e¢ pacnoaomeHns B HMILEEHTHPOBIHHOM
COCTORHMH.

2 BuiooTy CHOME CHMTRT NOCCEHTENRHO, 00 PACCTORHNE OHPSISENeTc B HENPARICHIN K CETHATRE [,
W OTPUUETEILHO B oBparHos ooy e,

Tepwunn, OTHOCHIMHECA K MAPKHPOBEE H YNAKOBEE

35 IOAMHTEILHAA YOAKOBES: KoHTe e, HCNoALIveMEIH B TOMONHEHHE K OCHOBHOH YIAKORKE TH
NoIiepEaiia cTepunsHocTd HOJL

16 HHAHEHIVAALHOE HLeaWe: MenuuHHCKDe HATenHe, HATOTOKIEHHOE B CODTRETCTEHM ¢ PeLenToM,
BLIMMCAMMEM JOMAHEM OOPA30M MOIrOTORIEHHEM MeOHITHHCEHM CNelHATHCTOM, crieuddmuec ke xa-
PAKTEPHCTHEHN KOHCTPYELHH KOTOPOro MPpeldasiadensl 1id HCMWEIOBAHMS ITOMD HI0eIHA KOHEPETHRIM
MALHE HTOM.

I PHMCHYHAHHALD — Mf.il,l'l'l.l_l-‘[HEILH-L‘ HIAACTHA MBCOHRTD [TRH3B0NACTER, KOTOREC [OIBCPIREITCR FOTOTHATE L~
el rrﬁ-puﬁmu: JUIR COOTRSTCTEHA '.ITH:EIDEEHH!H.H MEOMUHHCEGMN CTICUHLTNCTE, HE HEIREITCH HHIMBHIVATLEH BIMA
HLRETEHH M.

17 manense WA KIMHEYECKHX Wensrmammi: HMoanenue, NpedHasHadeHHOE L1 HCMOIEIOBAHEN D0 8-
HBIM 00300 MOAMOTORTIEHHBIM METHIHHCKHM CHSHHATHCTOM NPH NPOBSIeHWH KITHHHYECKHAY HCMBTIHHA.

k
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1% marovosaTens: PHiMveckoe WIH HPHAIMYeCKOS THIG, ROTOREE HEOET OTEETCTBEHHOCTE 538 KOH-
CTPYHPORAHKE, MPOHIBOICTED, YIAKOBKY W HIEHTHOHEALHID MEIHUHHCKOTO HIOETHA Mepel nocTaBkod Ha
PRIHOE MO0 TOProesd Mapeoil, HeBHCHMO OT TOro, NPoBOIATCA M J3HHLIE ONepaudd UM THYHO THDD
O7T €M HMEHM JPWTHM THII.

Mpuwmesanne — ObuaarenscTey, KOTOREE GopeT Ha coln MIOTORNTE L, TAKKS OTHOCHTCR K (IH3HYCCKDMY
HUIH KM HMSCKOMY JTHIY, KOTOP0S NpeUIsoanT chopry, ynakosgy, obpaborxy, noiHyie nepepaboTey ¥ maiH HocH-
THPMEAIH K HAAETHE © WS R TOCTABER Hil PRIHOK THL] 800 TORroBil Maproi.

39 pcnoBHas yoakoska: Kowreiivep, koropsidl GHIHYeCKH H HANMPAMYHD 3aMHILEET THHY H Noaiep-
HUBAST €2 CTEPHALHOCTL.

40) caMOKIeSIAACH ITHEETES: ITHESTED, BEIANLBARMAA B VIAKOBOUHBH KOHTEHHEP L1 HCIOILI0=
EAHHA B OONLHAYHBIX TNHCAX.

41 ynaKoRouHLI KOHTEHRED: YOakoBEa. NpenHasHavenian 100 aiuntid HOJl s npouecce xpadenus
W ITH TPOLAKH.

Tepmunm, oTHOCHIRECH K GHOMOTHICCKOH COBMECTHMOCTH

4] HCHNWTANHE NETPAIANAH MaTepHana: HonWradue, KOTopoe ONpele/IHer MOTEHUHAT Jerpagalug
MATEPHATA.

43 wenwmanwe poigeficrened winyuenna Nd-YAG assepa: Monurtadue, no peniLTaTaMm KOTOPORG
OMPefsnaoT GUIHYecKkHe ¥ XHMHYecKHe upekTil, BOIHHKAIIUHE BCISICTEHE BOZASHCTEHA MLTVYSHMS
MNd-YAG aazepa Ha HocoenyveMiil MaTepHan.

44 HenMTAHHE HEOEYASpHOH wMmaanTamsed: Honorapue, no pesyvibTarasM EOTopors OnpeTend ot
TOKANLHYID TOKCHYHOCTE W PAIpa&eHie, BOIHHKAKWIAE TNPH BOMIEHCTEHHM HA HEOKYIAPHLIE TKaAHH
TECTOBLIM MATEPHATOM /MM JKCTPAKTOM W3 HEDD, ¢ MCHONBIOBAHHEM COOTBETCTEVIOWIETD MECTa HMI-
TAHTALMH M KHBOTHOM.

43 HCNLITAHHE DKYVIAPHOH EMINANTARHEHR: MConuTanie, no pesvibTaTas KOTOporo onpeieisior -
KT JOKATLEHON TOKCHYHOCTH LA OKVIAPHOH TKIHH HA MHEPOCKOTIHYECKOM H MAKpPOCKOTIHYECKOM
VPOBHAX OT HCCAEIYEMOND MATEPHANA, KOTOPLIH XHPYPrHYECKH HMITAHTHPOBRAH B NepeIHii oTPpe3oK riala
HUBOTHOTD.

46 menuTyemuii maTepaan: Crepuneias MOJ, npeasasHadeHas U8 HMIIEHTALAN YeN0BeKy, Wi
HAEHTHYHEIH MATEPHAI, HITOTORIEHHBIH H 0DpadoTaHHKA B COOTEETCTEHH C YTREPAIEHHOH nmpoueaypoil,
IKBHBATEHTHON HenoabiveMol 118 nponieoactea FOJL.

Mpusmesanne — Mpuvenonesosadnn HO B xasectse BCNBTYEMON0 MATEPHLIA NPEANOHTATE BHO MO0 k-
AOHATE JIMHE C OmTHMeckoil camod or 18 a0 22 g

47 wemwranne dorocradimsuoca: Monemanne, 0o peayibTaTaM KOTopoTo OnpeiendioT mvme uHan
BLIPOOATEHIE MATEPHATA NPH OGETYUSHHH CRETOM.

Tepvun, 0THOCHINECH K XPANENHI) H TPAHCIOPTHPOBARHK

4% nara oxomanEs cpoka roamocTa: Jata, nocae koropoil MOJ] ve nonyckasTed MCMOILIOBATL.

49 WenoCTHOCTL YIakoskn: CnocofuocTh KonTeiimepa coxpamats MO oT sarpasHetd B npouecce
TPAHCTIOPTHPORANHA H/HIH XpaHeH .

30 cpok rommocTa: [lepuon. & Tedenne kotoporo MOST cuntaioT roouodl 118 MMIAHTALTHA.

31 erabpasnocTs: Cnocobpocte MOJ coxpansaTh CROMCTEA H XapaKTepHMCTHKN B Mpeneiay, yEakH-
HEX HIMOTOBMTENEM, B TeUSHMHE CPOKA MOJHOCTH.

Tepvunia, OTHOCHIHECH K KIHHHYECKHM HCITANHAM

527 nMpeamouTHTENLHLI CVDLERT: CviLeKT, v KOTOROID OTCYTCTOVET NpeonePETHIHAN MaTONorHe.

33 comoKyNuMe pefnaronpaaTiLe peayasTare: O6uee yuca1o HelIaronpHATHEY PeIvILTATOR, KOTO-
e TIPOHIOULITH B II0E0e BPeMa 00 TIaMHON0 MOMEHTA [MOC1e Onepalmm.

34 mogens HOJL: MO ¢ coBOKVITHOCTED XAPAKTEPHCTHE, ONIPEIeIdeMEIX METOIOM HIMOTORMSH M
H KOHCTPYVETHEHE MU ocobennocTamu MO,

Mpusmesannsn

1 Mpumepasvn xoHcTpyETHERLE ccobedsoctsil MO saimsres: 1HaMeTp Teia, onTHHecksil traMerp, qasrop
CINTHNECKOND NPOQHLTH; NpAMEPasi OUoBe HROUTE NETEih RRIHKTCH KORPHIYPaUn, passep, v,

2 Moo cyIUecTEeHHOE HAIMEHEHRE B npayeHEesuai o waroroeacd i WO satepraiax (sxnssms ux coctan
M NPOLECE CHHTESH] PACCMATPHBACTCR KAK Mamesenns smogenn MO

35 dazopas moseas HOU: Mogene MO, KoTopas npHidada rodHol Ha oCHOBAHWH KIHHHYECKHX
HCTILITAHMA He seHee 100 cyiuerToB H KOTOPad COOTEETCTEYET TPEeDOoBAHHAM HACTOALWEro CTAWIAPTA,

4
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MOCT P HCO 109931, TOCT P HCO 18e35, TOCT P HCO 1eaie, TOCT P HOO 109493, 140,

FOCT P HCO 1099310, 1] - [7].
36 mogmpHEanRa vposea A Gazosoid momean HOJL: Mogndmranus Gaiosoll MOEETH, KOTOPas [pH-
THAHD HEIHAYHTENLHOH ¥ He MOMeT MPHBECTH K YEVILIC MK Ge30NacHocTH N moTepe adube KTHBHOCTH

no cpasHe o ¢ Haiopoil Moneiso MOJ.
57 mognduxanna yposua B Gazosoll mogean HOJL: Monudmkauna Gazonoll MoIein, OTIHYAKAACH

OT MOIHEHEILHR YPOBHA A, YEARHHOH B nyHETe 36.

Mpusmevanye — Mogmpurauus yposda B soser npegcTapniars yiposy 1us DeaomscHosTH i s ke
HocTH HOJT, g1o npeeosur K CyiecTseHHOMY OTEMMHE MOLHpUUEHPOEIHHON MOTeIH 0T DA0BO0H MOBEIH.

35 He J0BEIENHLIH 10 KoHa: CvOLEKT ¢ NPOCPOUYSHHLIM TOCASONePALMOHHLIM OTUETOM, © KOTOPEIM
HEBOIMOAHO DBUTO CRASATECA TIYTEM DOAEILOTD KOAHYeCTRA MUCeM M TenedoHHBX JBOHKOR 1704 onpene-
JEHHA OKOHYATENLHOTO KIHHAYECKOTO HEXOE.

Mpusmevanne — JaHH0S DOPEISIEHEe HE OTHOCHTCH K VMEPLIHS CYTBEKTLM.

53U poCTOAHHBIH NefIardnpHATHRH Hex0a: HeGnaronpHATHRE Wexod, KOTOPLIA Npeicranied B ia-
KIOMEHHH O KIHHHYeCKHY UCNETAHHAX.
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