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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOArOTOBJIEH OTKpbITEIM akUMOHEPHBIM 0bLecTBOM « TKC-onTuKa» COBMECTHO ¢ pabouen rpyn-
non INK 7 «OdTanbmonornveckasa ontuka n npunbopbl» TK 296 «Ontuka n ontndeckne npudopbl» Ha OCHOBE
CODCTBEHHOIO ayTEHTUYHOMO NepeBoda ctaHgapTa, YyKasaHHOro B NyHKTe 4

2 BHECEH TexHun4yeckum kommuteToM No ctaHgapTusaunm TK 296 «Ontuka n ontudeckne npubopbi»

3 YTBEP>XAEH W BBEAEH B AEWNCTBUWE [MMpukasom ®eaepansHOro areHTcTBa no TeXHNYecKomy
perynuposaHuio n metponormn ot 14 aekabps 2009 r. Ne 755-cT

4 Hactosawunn ctaHaapT ABNAeTCAa MOANMPULNPOBAHHBIM MO OTHOLLIEHUIO K MeXxXayHapoaHoMy cTaHaap-
TY MCO 15004-1:2006 «[pubopkl odhTansmonormdeckne. OcHoBononararowme TpeboBaHns 1 MetToabl UCMbI-
TaHnn. Yacte 1. Obwme TpeboBaHWUA, NpUMeHsieMble KO BceM odTanbmonoriudecknm npubopam» (1ISO
15004-1:2006 «Ophthalmic instruments — Fundamental requirements and test methods — Part 1: General
requirements applicable to all ophthalmic instruments») nytem BBeaeHNA 4ONONHUTENBHLIX CNOB (Ppas) 1 Tpe-
boBaHun. pn aToM gononHUTenbHble cnoa (dpasbl) U TpeboBaHUA, BKITHOYEHHbIE B TEKCT cTaHAapTa Ans
yuyeTa noTpebHocTen HauuoHanbHOU 3koHOMUKKM Poccuninckon ®egepaunm n/mnm ocobeHHOoCTEN POCCUNCKON
HauWUoHanbHOW cTaHgapTusaunn, BblaeneHbl KYpCUBOM.

HaunmeHoBaHMe HacTosWero ctaHgapTa MSMeHeHO OTHOCUTENbHO HAaUMMEHOBaHUS YKa3aHHOIo MeXxay-
HapogHoro ctaHgapTta gna npuseaeHusa B cooteeTctBue ¢ TOCT P 1.5—2004 (nyHKT 3.5)

5 BBEAEH BI'NEPBbIE

ViHcbopmayust 06 UMEeHeHUSIX K HacmosilweMy cmaHoapmy rybnukyemcs 8 eXke200H0 u30asaeMoM UH-
opMallUOHHOM yKa3zamene «HalyuoHanbHbie cmaHOapmbi», a meKkcm U3MeHeHUU U rornpasok — 8 exxeMe-
CSYHO U30asaeMbixX UHPOPpMaUUOHHBIX yKazamernsx «HauuoHalnbHbie cmaHoapmbi». B criydyae riepecmompa
(3aMeHbl) Ui OMMEHbLI Hacmosuwje2o0 cmaHoapma coomeemcemeyruiee yeeoomMmreHue byoem ornybriukoeaHo
8 eXXeMeCs4YHO u3dasaeMoM UHpOopMaUUOHHOM YKalamerne «HauuoHaneHbeie crmaHOoapmbei». Coomeemcemay-
rouast UHgpopmMmauus, yeeooMiieHuUe U meKkcmal pasMelaromces makxe 8 UHgbopmMayluoHHoOU cucmeme obujez20
rofb308aHUss — Ha ocbuyuansHoM calime ®edepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Memporsioauu 8 cemu VIHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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Mpunoxenne A (cnpaBo4dHoe) MexayHapoaHble U HayuoHaslbHbie cTaHaapThl Ha OdE)TaJ'IbMOJ'IOFI/I‘-IECKI/Ie

npnubopsbl, ycTaHaBNMBatoLWme TeXxHU4eckne TpebosaHus .
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MpunoxeHne B (obssatenbHoe) CBeaeHUs 0 COOTBETCTBUU CChINTOYHBLIX MeXAyHapoaHbIX (perMoHanb-
HbIX) CTaHAapTOB HaLUMOHanNbHbLIM cTaHgapTam Poccuiickon egepannm, NCnonb3oBaH-

HbIM B HACTOALUEM CTaHAAPTE B KAYEeCTBE HOPMaATUBHbLIX CCbIJIOK.
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

NMPUBOPbBI OPTAIIbMONOIMYECKUE
acTtpr 1

O6Lwue TpeboBaHUA K ohTanbMONOrM4ecKuM npudopam
U MeToadamM UCNbITaHUN

Ophthalmic instruments. Part 1. General requirements applicable to all
ophthalmic instruments and test methods

IlaTta BBegeHnsa — 2011—01—01

1 Ob6nacTtb NpUMeHeHus

Hacmosuwull cmaHOapm pacripocmpaHsaemcsi Ha HeUuHe8a3UBHbIE aKmuUeHbIe U HeakmueHbie ohmarib-
MoJsioc2u4deckue rnpubopski (Oanee — ogmarnbmMorio2udeckue rnpubopkl), a makxe Ha cpeocmea O51s yiy4dlie-
HUSI MOHUXEHHO20 3PEHUS U MOHOMeMpal.

CmaHOapm ycmaHasgnusaem obuiue mpebogaHus, npedbssngeMbie K oghmalibMoIo2U4ecKUM rnpubo-
pamM U MemooaM Ux ucrbimaHudu.

CmaHOapm He pacripocmpaHsiemcsi Ha obmarnbMoriozudyeckue npubopki, Komopbkle UCTOb3YHMmcs 8
KOHMaKkme ¢ a2ria3HbiM S6710KOM nayueHma, a makxe Ha oriepalUoOHHbIe MUKPOCKOMbI, MeOUUUHCKUE 3HOOCKO-
nbi U ycmpoucmea, rnpeoHa3Ha4YeHHbIe 011 Na3epHOo20 UccriefoeaHUs1 Unu neyvyeHust 2na3s ¢ noMolbro nasepa.

2 HopmaTuBHbIe CCbINKN

B HacTosileM cTaHaapTe UCNoNb30oBaHbl HOPMAaTUBHBIE CChINIKKM Ha cneayrowne ctaHaapThl:

[OCT P NCO 14971—2006 V3zoenus mecQuuuHckue. lNpumeHeHuUe MeHeOXMeHmMa pucka K MeOUUyUH-
CKUM U30€esTUsIM

[OCT P UCO 15223—2002 Nzocenus meduyuHckue. CUMBOnbI, NpuUMeHsIeMbIe rpu MapKupogaHUU Ha
MeOUUUHCKUX U30enusix, amuKemxsax u € cornposooumeribHolU OOKyMeHmauuu

FOCT P 50267.0—92 (M3K 601-1—88) V3oenus meouyuHckue anekmpudeckue. Yacmpb 1. Obuwue
mpeboegaHusi be3onacHocmu

[OCT P 51609—2000 N3oenusa meduuuHckue. Knaccugukalus e 3asucumMocmu om riomeHyuarbHo20
pucKa rnpumeHeHus. Obujue mpebosaHus

[OCT PM3K60601-1-1—2007 N3denus meduyuHckue anekmpudeckue. Yacmep 1-1. Obuwiue mpebosa-
HUs be3onacHocmu. TpebosaHus be3zonacHocmu K MeEOUUUHCKUM 3lTeEKMpUYECKUM cucmemMam

[OCT PM3K60601-1-6—2007 N30enus mMmeduyuHcKue anekmpudeckue. Yacme 1-6. Obujue mpebosa-
HUsa besonacHocmu. 3KcrnyamauluoHHas rnpua2o0HoCMb

[1pumeyaHue—Tlpu nonb3osaHuu HacMoOAWUM crmaHéapmom yernecoobpasHo rnposepums delicmeue CCbi-
NIOYHBIX cmaHoapmoa 8 UHhopMayUOHHOU cucmemMe obuea20 nonp308aHuUs — Ha ocbuyuanbHom catime QedeparnbHO20
azeHmemea ro MmexHU4ecKoMy peaynupo8aHur U Mempornoauu 8 cemu VIHmMepHem unu rio exxeao00H0 u3dasaeMomMy LH-
cbopmayUoHHOMY yKkasamerto « HayuoHnarnbsHbie crmaHoapmsbi», KOmopbit OriybnuKkosaH rio COCMOAHUK0 Ha 1 aHeaps meky-
ujea0 200a, U rio coomeemcemaeayruwUM exXxeMeCca4YHo usodasaeMbiM UHEOPMaUUOHHBIM yKaszameram, orlybrnuko8aHHbIM 8
mekyuiem 200y. Ecrnu cebinoyHbill cmaHOapm 3aMeHeH (U3MEHEH), mo rpu riofib308aHuUU HaCMOAWLUM cmaHOapmom crie-
oyem pyKosodcmeogsambCH 3aMeHSWUM (U3MEeHEHHbIM) crmaHOapmom. Ecnu cebinoyHbitl crmaHdapm ommMeHeH be3s 3a-
MEHbI, MO rOI0XKEeHUE, 8 KOMopoM OaHa CChiflka Ha Heao0, MPUMEHAemcs 8 yacmu, He 3ampaausarouiet 3my CChIfIKY.

U3pgaHne odbvumanbHoe



[OCT P 53518—2009

3 TepMUHbI N onpegeneHus

B HacmosuwieM cmaHOapme rnpuMeHeHbI criedyrouiue mepMUuHbl ¢ coomeemcemeyruwumMu ornpeoerne-
HUSMU:

3.1 othTanemonorudeckun npudop (ophthalmic instrument): Npndop, npumeHseMbIN AN UCcnegoBa-
HUS M AMArHOCTUKA rnasa nauneHTa.

3.2 HeMHBa3uBHbLIU opTanbMonornyeckum npmubop (non-invasive ophthalmic instrument): OdoTanb-
MONOrM4eCcKUn Npmnbop, KOTOPbLIA He MPOHUKAET B CTPYKTYPLI rMasa nayueHTa NoMHOCTbIo UK YacTUYHO.

3.3 aKTUBHbIN othTanbMonornyeckum npnobop (active ophthalmic instrument): OdpTanemonornyec-
KN Nprnoop, ans padoTbl KOTOPOro HEOOXOANUM UCTOUHUK SNEKTPUUECKOro MMTaHUsa U/nnu gpyron UCTOUHUK M-
TaHUS.

[TpnumeyaHune—OPranbMoOnorM4eckne ycTponcTea, npegHasHadeHHble ans nepegaqvm 3Heprun, BewlecTB
NN APYrmx 3NeMeHTOB MEXY aKTUBHbIM OPTanbMONorniyecknm npubopom n nauneHTom 6e3 3Ha4YNTENbHOIO U3MEHEHNS,
HE OTHOCHAT K aKTUBHbIM O TanbMONorn4ecknm npmdopam.

3.4 unsrotoButenb [ochbTanbMonorudeckoro npudopal] (manufacturer): dunsnyeckoe nnun ropugnyec-
KOe NULLO, KOTopoe NocTaBnsAeT opTanbMoONorM4ecknii NnpModop Ha PLIHOK.

4 O6wune TpedoBaHUA

4.1 O6wue nonoxeHus

4.1.1 MNpun oTnndnm TpedoBaHuin, cogepxawmxcsa B fOCT P 50267.0 u FTOCT P M3K 60601-1-1, oT Tpe-
DOBaHMIN HACTOSALLEro cTaHaapTa crneayeTt pyKoBoACTBOBATLCH TpeboBaHUAMU HACTOSLLEro ctaHgapTa.

4.1.2 Obwme TpeboBaHUA K odbTanbMoNornieckum npndopam, npuBeaeHHble B HACTOALWEM CTaHaapTe,
cnegyeT NPUMEHSATb COBMECTHO ¢ TpeboBaHUSIMN HOPMAaTUBHBIX OKYMEHTOB Ha KOHKPETHbLIN TUMN o TanbMo-
norunyeckux nprubdbopos. B npunoxeHun A npuseaeH nepeyvyeHo AeUCTBYHOLWNX MEXOYHaPOAHbIX U HALWOHANb-
HbIX HOPMAaTUBHbIX AOKYMEHTOB, OTHOCALLMXCS K 0BnacTn NpUMeHeHUs cTaHaapTa.

4.1.3 Vzzomosumeriib ogpmaribMOI02U4EeCKUX rpubopo8 OOITKEH rpo8ooumse rnpouedypy MeHeOXMEH-
ma pucka e coomeemcmeauu ¢ mpebosaHusamu 'OCT P NUCO 14971, uenbro komopou A8M110mcs.

- OUEHKa 8eposimHOCMU 803HUKHOBEHUS puUcCKa Ond nauueHma,
- OUEHKa riocriedcmeul HaHeceHUs speoda (CmerneHb msaXXecmu HaHeceHUs ).

4.1.4 Obwue mpebogaHus K Kraccugukauuu ogbmaribMosio2u4deckux npubopos 8 zasucumMocmu om
rnomeHyuanbHo20 pucka npumeHerHuss — rno FOCT P 516009.

4.2 TpeboBaHUA K KOHCTPYKLUI

4.2.1 Odranbmonoruyeckme nprudbopbl ACIMKHbI ObITb CKOHCTPYMPOBAaHbLI Tak, YTOObI NPW BbINONTHEHUA
npegnonaraeMbiX PyHKUNA B COOTBETCTBUM C UHCTPYKUUAMU, NpeaocTaBNaeMbIMA U3rOTOBUTENEM, PUCKN,
CBSI3aHHbIE C AaHHLIM NMPUMEHEeHUeM, CHUXannUCb A0 YPOBHA, CPaBHMMOIO C M3BECTHLIM YPOBHEM pUCKa B
NaHHOW obnacTu.

4.3 TpeboBaHUA K XapaKTepUCTUKaM

4.3.1 OdTanbmMmonorMiecknii Nprudop JOMKEH UMETb XapakTepUCTUKUA, NpeayCMOTPEHHbIE N3roTOBUTE-
fieM Ang BbINONHEHNA npeanonaraeMblX pyHKLMA B NpeanofiaraeMblX YCIoBUAX SKCnnyaTaLuu.

4.4 TpeboBaHUA K B3aUMOLEUCTBUIO C pa3NUYHbIMU Npubopamu

4.4.1 lNpwn ncnonb3oBaHUn ¢ opTanbMornormieckum Nprdopom Apyroro Nnpndopa, B3anMoaencTBYyOLLLE-
0 C HAM, COeaMHUTENbHAas CUCTEMA He AO0MKHa yXyawaTh 3adaHHbIe XapaKTepUCTUKU Kaxkaoro npudopa.
4.4.2 lNpn nogknoveHUN akTUBHLIX OPTaNnbMONOrM4ecknx npudbopoB K UCTOUYHUKY NATAHUA creayeT

TPUMEHATL 0blne TpeboBaHus besonacHocTu no FOCT P M3K 60601-1-1 n TpeboBaHUs aKcnnyaTaLnoHHON
TpurogHoctTn no FOCT P M3K 60601-1-6.

4.5 TpeboBaHUA K MaTepuanam

4.5.1 KOMMOHEHTbI opTanbMoNorMyeckoro npubopa, Kotopble npeaHasHadveHsbl 4nst HeNnoCPEeaACTBEHHO-
ro KOHTaKTa € KOXeW nauneHTa unm onepartopa, A0MKHbI ObITb U3roTOBMEHBLI U3 HETOKCUYHBLIX MaTepmanos, He
BbI3bIBAOLLMX anneprmyecknx peakLum npm UICNONbL30BaHMKM NO HAa3HaYeHUo, NpeanonaraeMomMy N3roToBUTE-
nem, U bbims pa3speleHHbLIMU K NMpUMeHeHU opaaHamu PocriompebHad3iopa.

2
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4.5.2 MaTepunansl, Ucronb3yemble B opTanbMoNorM4eckom npubope, He OOIMKHbI BOCMIaMeHATLCS.
Mpn NnpoBeageHUU NcnbiTaHnsa nNo 7.1 ropeHmne He JOIMKHO NpoAomKaTbea nocne yaaneHnsa HakaneHHoW NpoBo-
NTOKM.

4.6 TpeboBaHUA K 3alLUTe OT 3arpA3HEeHUN

4.6.1 Oetann odTanbMonorM4yeckoro npubopa, KoTopble npeaHasHadeHbl AN HenocpeacTBEHHOro
KOHTaKTa C KoXeW nauueHTa n/unu onepatopa, AOIMKHbl UMETb OHOPAa30BYH YMaKoBKY W/WNU NPOATN Ae3UH-
hbeKkLNto rpuU KaxxOoM UCIob308aHUU UX € NayUueHmom u/umu ornepamopom.

4.7 TpeboBaHUA K LLKanamMm U UHOUKaToOpaMm

4.7.1 Wkansl n nHamkatopbl opTanbMONorm4eckux npubopoB HeobXoAMMO KOHCTPYUPOBATbL U pas-
MellaTb B COOTBETCTBUM C 3PrOHOMUYECKUMUN NPUHLMNAMN C YY4ETOM NpeanoaraeMoro HasHavyeHus npu-
bopa.

4.8 TpeboBaHUA TepMUYECKON BE30NacHOCTHU

4.8.1 TemnepaTypa getanen odptanbMONOrM4eckoro npndopa, KoTopble AOCTYMNHLI onepaTtopy uunu
nauueHTy, He AOofpKHa npeBblllaTbh 3Ha4YeHUUM MakCcUMalrbHO AOMYyCTUMBIX TemnepaTyp, YKasaHHbIX B
[OCT P 50267.0 (noopa3soenksi 42.1—42.3, mabnuua Xb).

4.9 TpeboBaHUA MexXxaHU4YeCKoN 6e30nacHOCTIU

4.9.1 PuUcKk dn3n4ecKkoro yseubst B npoLecce BhINONMHEHNS opTanbMONOrM4eckum nprubopom npeanona-
raemMblX PYHKLWN B COOTBETCTBUM C UHCTPYKUUAMU NS noTpebutensa agommkeH ObiTb MUHUMAaNbHBIM.

5 TpeboBaHuA K BHELWHUM BO34eUCTBYHOLWMM haKkTopam

5.1 TpeboBaHUA K KNUMaTU4YECKUM haKkTopam npu akcnnyartayum

5.1.1 Odpranbmonornyeckni nprudop nNpu akcnnyataumm AomKeH bbiTb YCTOWYNUB K BO3AENCTBUIO KIUMa-
TU4ecKnx paktTopos no Tadnuue 1.

Tabnwuua 1—Knumarndeckne ycrnoBus npu aKkcnnyataumm

[TapameTp 3HavYeHne napamerTpa
Temnepartypa, °C OT1 10 go 35
OTHOCUTENbHAA BNAXHOCTb, % Ot 30 go 90
AtmocdepHoe gasneHue, rlla Ot 800 go 1060
YpapHas Harpyaka (6e3 ynakoBKu ) 10 r npn ANUTEnNbHOCTU 6 MC
* MpuMeHnMo TONbKO ANA PYYHbIX NPUBOPOB.

[Tpnumedanune— TpeboBanus, ycTaHOBIMEHHbIE B 5.1, 5.2 1 5.3, A0MXKHbI ObITb NPOBEPEHBI N0 7.3 HACTOALLETO
cTaHgapra.

5.2 TpeboBaHUA K YCNOBUAM XpPaHEeHUA

5.2.1 YcnoBusa xpaHeHnsa opTanbMoOnorm4ecknx npndopoBs npuseaeHsl B Tabnuue 2. Paboune xapakTe-
PUCTUKN OPTanbMONOrMyecknx npnbopoB nocrne XpaHeHnst 4oMKHbl COOTBETCTBOBATL 3a4aHHbIM U3rOTOBUTE-
nem npu agantauun K KnuMaTudecknm pakropam akcnnyaTtaunum no tadbnuue 1.

Tabnwuwua 2—YcnoBus XpaHeHUs

[TapameTp 3HaveHune napamerpa
Temnepartypa, °C OT-10 po +55
OTHOCUTErNbHAaA BINaXXHOCTb, % OT1 10 oo 95
ATmocdepHoe gasneHue, rlla Ot 700 po 1060
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5.2.2 HekoTopble opTansmonornyeckme npnubdopsl npm yCnoBUAX XpaHeHUsa no tabnuue 2 He BblAep-
XXUBAIOT SKCTPEManNbHON TeMMepaTypbl XpaHeHNA BCNeACcTBUE yXyALUEeHNsS1 CBOUX pabovnX Xxapaktepuctuk. B
3TOM cny4vae opTanbMONMOrM4Yecknn npmdop cHNTaRT COOTBETCTBYHOLWUAM TPpebOBaHUSAM HACTOSLLEro CTaH-
gapTa, ecnm U3roToBUTeNnb AONONHUTENBHO K MHpopMaLnK no 8.1 yKaXeT MHopMaLuo, NpuBeaeHHYIo Ha
puUcyHke 1.

OAHHbLIK  MPUBOP HE  YOOBNETBOPAET TEMMEPATYPHbIM  TPEBOBAHUAM
[OCT P CO 15004-1 T1PU XPAHEHWW. HE CJIIEAYET XPAHUTDL TPUBOP B YCIIOBUAX, T1TPW
KOTOPbBIX TEMINEPATYPAMOXXET NOBbICUTBCA O "CUNMN NOHU3SNTBECA OO °C.

PucyHoK 1

[aHHyI0 MHpOopMaL WO N3roTOBUTENL NPUBOAUT B UHCTPYKLUUKM NONb30OBATENA U Ha TPaHCNOPTHOU Tape
nsrotosutens. lpndpt Hagnnucnm — NoNy>XKMPHbIA, COCTOALLIMA U3 MPONUCHBIX DYKB.

5.3 TpeboBaHUA K YCNOBUAM TPaHCNOPTUPOBaHUA

5.3.1 YcnoBusi TpaHCNopTUPOBaHUS opTanbMONorniyeckoro npubopa OomkHbl COOTBETCTBOBATL YCIIO-
BUSIM, YKa3aHHbIM B Tabnuue 3.

Tabnwuya 33— YcnoBusi TPAHCNOPTUPOBAHUSA

[TapameTp

3Ha4veHue napamertpa

Temnepartypa, °C

O1 40 go +70

OTHOCUTENBbHAasA BNaXXHOCTb, %

OT1 10 go 95

ATmocepHoe aaBrneHune, rlfla

Ot 500 go 1060

CunyconganbHasi Bubpaums, [y

OT10 0o 500:0,5r

YaapHas Harpy3aka

30 r npu ANUTENBbHOCTU 6 MC

YpapHast Tpsicka

10 r npn ANUTENBHOCTN 6 MC

5.3.2 OdTanbmonorniecknin Nprudop pekoMmeHayeTcs NPoBEPsITb HA YCIOBUSI TRAHCNIOPTUPOBAHUA B TPaHC-
MOPTHOW Tape, paspabomaHHOU Mo YepmeKam U320mosumernis U YymeepXOeHHOU 8 ycmaHO8/TEHHOM MOPSIOKe.

5.3.3 Paboune xapakrepUcTukm optanbMonorm4ecknx nprudopoB nocne NCnbiTaHUA Ha YCNOBUSA TPaHC-
NMOPTUPOBAHUSA AOMKHBI COOTBETCTBOBATL 3aA4aHHbLIM U3roTOBUTENEM Npu aganTtaunun K KnuMmaTudecknum dak-
TOopaMm aKcnnyaTtauum no Tabnuue 1.

6 YacTHble TpeboBaHMA K aKTUBHbLIM odTanbMONOrM4eckKnm npuodopam

6.1 TpeboBaHUA 3anekTpobe3onacHoOCT

6.1.1 TpeboBaHUA aneKkTpobe3zonacHOCTU AOMKHBLI COOTBETCTBOBATL TpeboBaHuam FOCT P 50267.0 u
[OCT PM3K 60601-1-6. CooTBeTCTBME TPpeDOBAHNAM ACITMKHO ObIThb NPOBEPEHO No 7.4 HACTOoALero ctaHaap-
Ta.

6.2 TpeboBaHUA MeXaHUYECKON NMPOYHOCTU

6.2.1 TpeboBaHUA MexaHU4eCKoN NPOYHOCTU paioderna 4, nodpasdena 21 FOCT P 50267.0 K aKTUBHbIM
o TaNnbMOIOrM4YecKUM npmbopam He NMPUMeEHSsIHoT.

6.3 TpeboBaHuA 6e3oNacHOCTM ONTUYECKOIO U3NYUYEHUA

6.3.1 BO3MOXHOCTb BO3HUKHOBEHWSA OMAacCHOCTW OMTUYECKOro MU3nydeHnsa byaeT MMeTb MEeCTO TOSbKO
ana TunoB odTanbMoNOrM4ecknx NpubopoB ¢ 04EHb BbICOKUM paanaLMOHHbIM BbIXOA0M, KOTOpble CNOCOOHbI
Bbl3BaTb CUSTbHYHO OBNYYEeHHOCTb ceTyaTKM U Apyron rnasHomn TkaHn. TpeboBaHna 6€30nacHOCTN ONTUYECKOro
M3nydyeHnsa ana odpranbmMonormdyeckmx npndopoB ycTaHoBneHbl B [1], n npeaenbHble 3Ha4YeHUs, yKasaHHbIe B
cTaHgapTe, cuMTaoTCAa JONYCTUMbIMUA B OTHOLLIEHNU PUCKOB MPU OLlEHKe Ha COOTBETCTBME npearnosiaraeMbim
XapakTepucTukam.

4
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7 O6bwue mpebosaHusi K MeTO4aM UCNbITAHNIA

Bce ucnbiTaHud, npeacTaBneHHbie B JaHHOM pasaene HacTodawero ctaHaapTa, ABNaoTca eAUHbIMIA UC-
nblTaHMAMNU AnNg odTanbMONorMYecknx nprubdopos.

7.1 BocnnameHsaAeMOCTb

McnblTaHMA Ha BOCNNaMeHAeMOCTb creayeT MNpoBOAUTbL B COOTBETCTBUM C [2] nNpu TemMmnepaTtype
(650 + 10) °C ¢ ncnonb3oBaHUEM UCMbITATENLHOMO 0bopyacBaHna no [3].

7.2 TepMun4yeckada 6e3onacHoOCTb

TpeboBaHus, ycTaHOBNEHHbIE B 4.8, A0MKHbI ObITb NPOBEPEHLI NPU HAaNboNbLLIEKW TEMMNEpaTypPe CKpYyKa-
loLen cpeabl, ykazaHHon B Tabnuue 1.

7.3 BHelwHue Bo3gencTByone dakropbl

Obwme TpedoOBaHUS, YCTAHOBNEHHLIE B pasaene 5, A0MMKHbI ObITb NMpOBepeHbl UCNBITAHUAMK MO [4] nnu
[5], NnpeagcTaBneHHbIMK B Tabnuue 4.

Tabnwya 4 —VcnbiTaHmsa Ha BO3AENCTBUE BHELLHUX (PAKTOPOB

Veno Aenmranue®d e CceCbINiKa HA UCTOYHUK Memod
OB BITaRy 6ubnuorpadun gozdelicmaust
KnumaTtuyeckue 11-01-2 ° Cyxoe Tenno
YCNOBUS MPU  3KC- ]
nnyaTaumm (10 £ 2) °C/16 4
11-02-2 ° Cyxoe Tenno
(40 + 2) °C/16 4 [4]
12-01-2° BnaxHoe Tenno
(40 £ 2) °C npun OTHOCUTENBHOW BNAXHOCTW
(o1 90 % po 95 '%)/16 Y
YcnoBusi XpaHe- 10-02-1 Xonona
HUS
(—10 £ 3) °C/16 v
11-03-1 [4] Cyxoe Tenno
(55 + 2)°C/16 4
12-06-1 BnaxxHoe tenno
(55 + 2) °C npu OTHOCUTENBHOW BNAaXHOCTW
(0T 90 % 0o 95)% /6 4
YCcnoBusl TpaHC- 14-06-0 [4] MeaneHHoe name-
NOPTUPOBAHUS (40 + 3) °C/(+70 & 2) °C/5x HEHNE TeMnepaTypsbl
30-03-0 [5] YpapHoe
30 /6 BO3EUNCTBUE
r/'c mc
31-01-0 YpapHast Tpsicka
YpaapHas Tpsicka 10 r/6 mc/1000x
36-01-0 CuHycouganbHas
BUbpauus
0,5 r/oT 10 'y A0 500 Mu/2x Pall

® Kopa BHELHWUX BO3AENCTBYIOWMNX (DAaKTOPOB YMTaeTCA cneayowmm o6pasom:
XX— XX —X

MeToa BO3genCcTBUA (CM. CHOCKY b) ‘ ‘

CTeneHb XeCTKOCTH (CM. CHOCKY C)

Pabouee cocTtosiHne npubopa (CMm. CHOCKy d)
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OkonyaHue mabnuusi 4

" MeToabl BO3OeNcTBYS, NnepeYvncrieHHble B JaHHOW Tabnuue, yKasblBalT Crneayowmmm umdpamMmm;
10 — xonogn;

11 — cyxoe Tenno;

12 — BRakHoe 1enno;

14 — meaneHHoe N3MeHeHne TeMnepaTypsbl,

30 — mexaHn4eckoe HanpsikeHne — yaapHoe BO34eEVNCTBUE,

31 — MexaHn4veckoe HanpshkeHne — yaapHas TPSCKa,;

36 — MeXaHu4eckoe HanpsikeHne — cuHyconganbHas Bubpaums.

“ CTeneHu XXeCcTKOCTU COOTBETCTBYIOT NPUBEAEHHbIM B [4] n/vnu [5].

? Lndpel paboyero coctosiHia npubopa o3HaualoT:
0 — obpaseu HaxXoaAnTCs B YNAKOBKE AN TPAHCNOPTUPOBAHUA W/NINN XPAHEHUS, NPeAOCTaBNAEMON N3FrOTOBUTENEM;

1 — obpasey He 3almLLEH, TOTOB K paboTte, NnuTaHne He NoAKMIYeHo;

2 — obpa3sey pabotaeT BO BPEMS UCNbITAHUS, KAK YKA3aHO B COOTBETCTBYIOLWMX HOPMATUBHbLIX JOKYMEHTAX.

“ NonyckaloTcs OTKNOHEHUS OT CTaH4aPTU3UPOBAHHbBIX 3HAUYEHUIN KNTMMAaTUYECKUX YCNOBUN, YKa3aHHbIX B Tabnuue 1:
OENCTBUTENBHbIE 3HAYEHUS KNMMATUYECKUX YCNOBUI MPU 3KCNNyaTaunum AoMmKHb! ObITh YKa3aHbl B 0TYETE 06 NCNbITAHW-

HX.

7.4 AnekTpudyeckas 6e30nNacHoOCTb

7.4.1 CneayeT NpoBEeCTU UCMNbITAHUA MO 3aLLMTE OT ONACHOCTU NMopa)XeHUsl 3NeKTpUIeckMm TOKOM B CO-
otBeTCcTBUM ¢ [OCT P 50267.0 npn ydeTe 6.2 HacTosdLWero ctaHgapTa.

8 TpeboBaHuA K conpoBOoAUTENbHbIM AOKYMEHTam

8.1 Obwue TpedboBaHNA K conpoBOAUTENBbHLIM AOKYMEHTaM

8.1.1 K odTanbmonornyeckum rnpubopam gonkHa npunaratbcst UHCTPYKLUMS NONb3oBaTENs, B KOTOPOU
00 BACHAETCH, Kak besonacHo Nonb3oBaThCA NPUOOPOM AN BbINMONHEHUS nNpeanonaraemMblX PYHKLUNA C yye-
TOM 3HaHWUK NOTeHUMaNbHOro nonb3oBatend. B yacTHOCTH, MHpopMaLna A0MMKHA BKIToYaTb B Cceb4:

a) HaMMeHoBaHWe N3roTOBUTENS;

b) ykasaHue no apdekTMBHOM ae3nHdekun Nnprubdopa ¢ KOHKPETHOW CChINKOW Ha Npubopbl, BO3Bpalllae-
Mble N3rOTOBUTENO NOCIE PEMOHTA U TEXHUYECKOTro obcnyXnBaHusa (ecnn sTo NpnuemMnemo);

C) NMoATBepXAeHWe TOro, YTo NpMbop B TPaAHCNOPTHOW Tape WU3roToBUTENsl cnocobeH BblAepXUBaTb
YCINOBUA TPAHCNOPTUPOBaHUA, YKasaHHble B HACTOALEeM cTaHaapTe;

d) MHdpopmaumio, ykasaHHyto B [1] (pasgen 7);

e) NoaATBepPXKAEeHWEe TOro, Yto NpMbop He MOXEeT BbINMOMNHUTL TeMnepaTypHble TpeboBaHUA COrNacHo
5.2.1, ecnn TpebyeTcs.

8.2 TpeboBaHUA K MapKUpoBKe

8.2.1 OdTanbmonorudyeckni npnubop A0mMKEeH UMETb MOCTOSIHHYIO MapKUPOBKY, Ha KOTOPOW yKasaHa
cnegyowan nHdpopmauus:

a) HaMMeHOBaHWe N3roToBUTENS U/UMN TOBAPHLIN 3HAaK;

b) agpec Us3roToBUTENA, MOAENb U 3aBOACKON HOMED;

C) npeaynpexjarowmne cooblueHnst U/Mnn mepsl NPeaoCTOPOXHOCTU, KOTOPbIEe crneayeT NpeanpuHSTb;

d) gononHuTenbHast MapkUpoBka, ecnu Tpebyetca, — no fOCT P 50267.0.
8.2.2 TpebosaHus K cumMmeosniaM, NMpUMEHSEMbIM MpU MapKuposaHUU ogmarlibMosio2udeckux npubo-

pos, — o FOCT P NNCO 15223.
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[MpnnoxeHve A
(cnpaBo4HoOe€)

MeXxayHapoaHble U HayUoOHanbHble CTaHAapTbl Ha opTanbMonornyeckme Npudophl,
yCTaHaBNuBaKwLiMe TexHu4eckune TpedbosaHus

MCO 8612:2001 Odtanbmonornyeckmue npmbdopobl. TOHOMETPb!

[OCT P UNCO 9801—2008 Odranbmonormyeckue npmbdopsl. Habopbl NPOBHBIX OYKOBbLIX NUH3. TeXHU4YecKkune Tpe-
boBaHUsA U MeTOAbl NCMbITAHUN

MCO 10341:1997 OdbTtanbmonornyeckue npubopsbl. [Npenomnsatowme ronoBKu

[OCT P UCO 10342—2008 Odbtanbmonormnyeckme npnbopbl. PehpakromeTpbl opTanbmonorndyeckme. TexHn4ec-
Kne TpeboBaHnsa n MeToabl UCMbITAHUN

[OCT PUCO 10343—-2008 Ohtanbmonormnyeckue npmdopsbl. ObTanbMoOMeETPbl. TexHn4yeckune TpedboBaHuUsA U METO-
Abl NCMNbITAHUN

NCO
NCO
NCO
NCO
NCO
NCO
NCO
NCO
NCO
NCO
3pPEHUS
NCO

10938:1998 O
10939:2007 O

AITbMOT
AIbMOTJ

10940:1998 O

ATTbMOT

OrM4HecCKmne 1
OMTNMHEeCKHNE T

OrMM4HeCKmne 1

pPUdOpLI.
pPUOOP.I.

pPModoOpbL

10942:2006 OdTanbmonornyeckune npubops.bi.
1094 3:2006 OdbTanbmonornyeckue npmdopsl.

10944:1998 O
12865:2006 O
12866:1999 Odx

AITbMOT
AITbMOT
AINTbMOJ

12867:1998 O

15253:2000 OdbTanbmor

AITbMOT

OrM4HecCKmne 1
OrM4HeCKmne r
OTNMHEeCKHNEe I

OrM4HecCKmne 1

pPUdOpLI.
pPUdOopLI.
pndopLI.
pPUBOpPLI.

1poeKTopb! AN AeMOHCTPaUUM ONTOTUMNOB
MuKpoCKonbl CO LEeneBon Namnou
PyHOyC-Kamepbl

O TanbMOCKOMb|

OdTanbMocKonbl 06paTHOro 3peHus
CnHontoop.bl

CKnackonbol

lepumeTpsbl

1pobHblE OYKOBbIE ONpPaBbl

OrMYeCKad OINnTUKa U ﬂpH60pbl. OnTtunyeckue nagaerinyd and ynyvweHmd noHMxXeHHoro

15254:2002 Ohranbmonorndeckasi ontuka n npubopbl. INEKTPOONTUHECKME N3OENUA ONS YNYYLWEHUS NOHW-

XXEHHOro 3peHus
MCO 19980:2005 OdTanbmonornyeckune npnbopsobi.

PoroeuYyHble Tonorpadobl
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[MpynoxeHve B
(oba3aTenbHoOe)

CBefeHuA 0 COOTBETCTBUU CCbINMOYHbLIX MeXAYHapPOAHbIX (permoHanbHbIX) CTaHAAPTOB
HauuoHanbHbIM cTaHgapTaMm Poccunnckoun ®egepaum, UCNonb3oBaHHbLIM B HAcTOsALWEM cTaHaapTe
B Ka4yecTBe HOPMaTUBHbIX CCbINOK

abnunua B.1

O603Ha4eHne 1 HaMMeHOBaHWE CCbINOMHOTo MeXAyHapoaHOro cTaHaapTa v

Ob603HaYEeHUEe CChINOYHOrO HALUOHANBHOIO
YCNOBHOE 0003HAYEeHUEe CTENEHU COOTBETCTBUSA CChINTOYMHOMY HALIMOHANBHOMY

ctaHgaprta Poccuuckon Gegepaunm

CTaHOapTy
[OCT P NCO 14971—2006 MCO 14971:2000 Ycrponctea megnumHckme. [lpyumeHeHne ynpaeneHust
puckamMmm K MeguumnHcknm yctpouncteam (IDT)
[OCT P NCO 15223—2002 NMCO 15223:2000 N3genua megnumnHckmne. CMMBOINbI, UCMONb3yEMblIE Ha
STUKETKAX U SprblKax MeaAuUMHCKUX N3genvun n npeanaraemasi MHgpopma-

umnsa (IDT)

[OCT P 50267.0—92 (MOK 601-1—88) | M3K 60601-1:2005 W3pernvs meauumHcKue anektpudeckue. Yacte 1.
Obwpe TpeboBaHNA K OCHOBHOW TEXHUKE 6E30MacHOCTU U CYLWECTBEHHbLIM

xapaktepuctnkam (NEQ)

[OCT P 51609—2000 —

[OCT P MGK 60601-1-1-2007 MOK 60601-1-1:1999 N3pennsa meanumnHckne anekrpudeckmne. Yactb 1-1.
Obwpe TpeboBaHns besonacHocTU. TpeboBaHnsa 0E30MNacHOCTU K Meau-

LMHCKMM 3nekTpnyecknm cuctemam (IDT)

[OCT P M3K 60601-1-6—2007 M3K 60601-1-6:2004 3nekTtpoobopyaoBaHne meanumHckoe. Yacte 1-6.
O6bwue TpeboBanna GesonacHocTU. BoamoxHocTb ncnons3oBanus (IDT)

[TpumeyaHnne—BHacToswem cTaHgapTe NCNONb30BAaHbI CNeayowme yernoBHble 0603HAYEHUA CTENEHN COOT-
BETCTBYOLNX CTAHOAPTOB:

- IDT — naeHTn4yHbIM cTaHaapT;

- NEQ — HesKBMBaneHTHbIN CTaHaapT.




[1] NCO 15004-2:2007
ISO 15004-2:2007

[2] M3K 60695-2-11:2000

[EC 60695-2-11:2000

[3] M3K 60695-2-10:2000

[EC 60695-2-10:2000
[4] NNCO 9022-2:2002
ISO 9022-2:2002
[5] NCO 9022-3:1998

ISO 9022-3:1998
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bubnuozpacus

Obmarnsmornozudeckue ripubopesl. OcHogorionazaruwue mpebogaHusa U Memoos! Ucribima-
Hus. Yacms 2. Sawiuma om c8emogoll onacHocmu

Ophthalmic instruments — Fundamental requirements and test methods — Part 2. Light
hazard protection

Vcrisimadue Ha rioxkapooriacHocms. Yacme 2-11. MemoOs! ucribimaHus, OCHO8aHHbIe Ha Me-
moode ceemsuyedcs/Hazpemou Humu. Memod ucrnibimaHus KOHeYHbIx U3ldenuu Ha 80cririame-
HAeMocmb ceemswedcs Humu

Fire hazard testing— Part 2-11: Glowing/hot-wire based ftest methods — Glow-wire
flammability test method for end-products

VicribimaHue Ha rioxapoorniacHocme. HYacmes 2-10. MemoOk! ucribimaHusda, OCHO8aHHbIe Ha Me-
mode ceemsuelcs/Hazpemou Humu. Aniriapam co ceemsAweltica HUMbH U obuwas rnpouyeody-
pa ucribimaHus

Fire hazard ftesting— Part 2-10: Glowing/hot-wire based test methods — Glow-wire
apparatus and common test procedure

Onmuka u onmuyeckue rpubopsl. Memols! ucribimaHusa Ha 8030elicmeue OKpyXXarouweu
cpeldbi. Yacme 2. X000, merifio U 8r1a>HoCmab

Optics and optical instruments — Environmental test methods — Part 2: Cold, heat and
humidity

Onmuka u onmuyeckue rpubopsl. MemoOls! ucribimaHusa Ha 8030elicmeue OKpyXaruweu
cpeobl. Hacme 3. MexaHuveckoe Harnps»xeHue

Optics and optical instruments — Environmental test methods — Part 3: Mechanical stress
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YAK 681.7:006.354 OKC 11.040.55 [146 OKIT 94 4200

KrntoueBble crioBa: o Tanbmonormdeckme npudopsl, oblme TpeboBaHnsA, METOAbI UCTIbITAHWUA, YCITOBUSA Xpa-
HEeHUA, TPaHCNoPTUPOBAaHNSA
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