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MpeaucnoBue

Lienun, ocHOBHbIE NPUHLMMEI U NOpPSAOK NpoBeaeHUa paboT No MeXrocyaapcTBeHHOW cTaHaapTU3aumum
yctaHoneHel FOCT 1.0—92 «MexrocyaapcrBeHHas cuctema ctaHaapTusaumMn. OCHOBHbIE MONOXEHUA» U
rOCT 1.2—2009 «MexrocyaapctseHHas cuctema ctaHgaptusauun. CtaHgapTel MEXTrocyaapCTBEHHbIE, Npa-
BUNa U pekoMeHAaLMN No MeXrocyapCTBEHHOW cTaHAapTu3auun. MNMpasuna paspaboTku, NpUHATUA, NpuMe-
HeHWs, 0BHOBNEHWUA N OTMEHbI»

CBegeHun o cTaHAapTe

1 NMOArOTOBNEH deaepansHbiM rocyaapCTBEHHBIM YHUTapHbIM NpeanpuatneM «Bcepoccuitckuin
Hay4yHO-UCCneaoBaTeNbCKUA  MHCTUTYT — cTaHgapTusauMM W cepTudukauMm B MalUMHOCTPOEHUU»
(BHUMHMALL)

2 BHECEH depepanbHbIM areHTCTBOM N0 TEXHUYECKOMY peryrnvpoBaHuio n MeTposorun (PoccTaH-
AapT)

3 NPUHAT MexrocynapCTBeHHEIM COBETOM MO CTaHAapTuM3auuu, MeTponorMn u cepTudukauun
(npoTokon oT 29 HosA6ps1 2011 1. Ne 40)

3a npuHaATHE Nporonocosanu:

KpaTKoe HaumeHoBaHne CTpaHbl KO,E\ CTpaHbl CoxpameHHoe HauMeHOBaHUe HaUUMOHaANbLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHgapTusauuu
Benapycb BY [occrangapT Pecnybnukm benapyce
KasaxcraH KZ locctanpgapT Pecny6nuku Kasaxcran
Kuprunaus KG KblpreiscTaHgapt
Poccus RU Poccrangapt
TagxvkuctaH TJ TagxukcTangapT
Y3bekncrtaH uz YacTangapT

4 MMpukasom PegepansHOro areHTCTBa MO TEXHUYECKOMY PerynunpoBaHmnio U meTpornorum ot 13 aekabpsa
2011 r. Ne 1330-cT MexrocyaapcTeeHHbI cTaHaapT FOCT ISO 10343—2011 BBeAeH B AEACTBUE B KavecTBe
HauMoHanbHOro ctaHaapta Poccuitickon egepaunm ¢ 1 aHBaps 2013 T.

5 Hactoswuin ctaHgapT uaeHTWdeH MexayHapogHomy craHgapTty ISO 10343:1997 Ophthalmic
instruments — Ophthalmometers (Ontuyeckve npubopel. OdTansMoMeTpsbl).

CTeneHb cOOTBETCTBUA — uUaeHTUYHas (IDT).

CTaHgapT noaroToBreH Ha ocHose npuMeHeHnsa FOCT P MCO 10343—2008.

CBeueva O COOTBETCTBUMN MEXroCcyaapCTBEeHHbIX CTaHA4apTOB CCbIJTIOYHBIM MeXXAyHapoaHbIM CTaHdap-
TaMm npueeaeHbl B AONOCNHUTENTBHOM NPUIoXeHNA ,U,A

6 BBEJEH BMEPBLIE

UHebopmayusi o eeedeHuu 8 delicmeaue (npekpauieHuu delicmausi) Hacmosiuwe2o cmaHOapma ny6ruKy-
emcs 8 ykasamerie «HauyuoHarbHbie cmaHOapmaiy.

UHbopMayus 06 usMeHeHUsIX K HacmosiweMy cmaHOapmy rybnukyemcsi 8 ykazamerne «HayuoHanbHble
cmaHOapmbi», @8 MeKcm UsMeHeHUl — 8 UHhopMayUOHHbIX ykasamersix «HayuoHaneHble cmaHdapmebi». B
Crllyyae nepecMompa Uiu OMMeHbl HacmosAweao cmaHdapma coomeemcmeytowasi uHgpopmayus 6ydem
onybnuxkoeaHa 8 UH(hopMayUOHHOM yKa3amere «HalyuoHalbHble craHoapmbiy.

© CraHgapTuHdgopm, 2014

B Poccuiickoii defepaunm HacToALWMIA CTaHAapT He MOXKeT ObITb NOMHOCTLIO UM YaCcTUHHO BOCMPOU3Be-
[OEH, TUPa)XXMPOBaH U pacnpocTpaHeH B kavecTBe ocduumnanbHoro usgaHus 6es paspelueHus degepanbHoro
areHTCTBa No TeXHUYECKOMY perynupoBaHuio 1 MeTPOonorum
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M E XTI OoOCcCY.APCTH BEHHUB H# CTAHDAAPT

OPTANbLMOMETPDLI
TexHuYeckue TpeGoBaHMA U MeTOALI UCNILITAHUIA

Ophthalmometers. Technical requirements and test methods

HOata BBeaeHmna — 2013—01—01

1 O6nacTb NnpuMeHeHuA

HacToawun ctaHaapT coemecTHo ¢ ISO 15004 ycraHaBnuBaeT TexHudeckue TpeboBaHua k ocpTansmo-
MeTpam C aHanoroson Unn unpoBon NHANKaLMen u nx metodbl nosepkn. OdpTanbMoMeTpbl HEKOTOPLIX TUMOB
(Tvn 1 B Tabnuue 1) NO3BONAOT UIMEPATL PAAUYC KPUBU3HBLI KOHTAKTHBIX JIUH3, kak onucaHo B ISO 10338, B
npeAnonoXeHUn, YTo porosuLa U 06e NOBEPXHOCTU KOHTAKTHOW NTUH3LI ABNSIOTCS chepruieckUMm Unm Topou-
AanbHbIMU.

Mpu pasnununsix B HacTosweM cTaHgapTe 1 ISO 15004 npuoputeT MMeeT HacTOSILLWIA CTaHaapT.

2 HopmaTuBHbIe CCbINKKU

B HacTosLeM cTaHgapTe NCMoNb30BaHbl HOPMAaTUBHBIE CCHINKM Ha cneaylowme MexayHapoaHble CTaH-
AapTbl:

ISO 8429:1986 Optics and optical instruments; Ophthalmology; Graduated dial scale (Ontukaunontuyec-
kne npndopel. OdbTansmonorus. MpagyvpoBaHHas Wkana uudepbnatHoro Tuna)

ISO 15004:1997 Ophthalmic instruments — Fundamental requirements and test methods (Mpu6opoi
otbTanbMonoruyeckme. OcHosononarawLue Tpe6oBaHNA N METOALI UCTIbITAHWIA)

ISO 10338:1996 Optics and optical instruments — Contact lenses — Determination of curvature (OnTu-
ka 1 onTtuveckue npubopsl. KoHTakTHble NUH3bLI. OnpegeneHne KpMBM3HbI)

IEC 60601-1:1988 Medical electrical equipment — Part 1: General requirements for safety (Meanumn-
cKkoe anekTpudeckoe obopyaosaHue. Hacts 1. O6wme TpebosaHus GesonacHoCTH)

3 TepMuHbI 1 onpeaeneHus

B HacTosWeM cTaHgapTe NPUMeHeHbl criegytoLue TEPMUHBI C COOTBETCTBYIOLLMMUA onpeaeneHUsaIMA:

3.1 odranbmomeTp: Mpnbop, NpedHasHavYeHHbliA AN U3MepeHnii paanyca KpUBU3HbI U HANPaBeHUi
rmaBHbIX MepPUaNaHOB LieHTpanbHOM 061acTy poroBULb Fnasa YenoBeka U KOHTaKTHBIX JINHS.

3.2 odTanbMOMETpP € AUCTAHUUOHHO 3aBUCUMBbIM MeTOAOM U3MepeHua: OdTansMomMeTp, y KOTO-
pOro Ha pesynbTaT M3MEpPEHl okasbiBaeT BNMSAHWE paccTosiHe OoT Npubopa Ao U3MepsieMoit NOBEPXHOCTU.

3.3 TopouaanbHaa NOBepXHOCTb: [MoBepXHOCTL, MMetoLLas Ba OPTOroHamNbHbBIX KPYITbIX «TfaBHbIX
mMepuanmaHa» — oAnH MakcumarbHBIR (CUMbHBIA) M OAMH MUHUMaTbHBIA (CNabblit) U 0bpa3oBaHHas BpalLeHU-
€M [1yr1 OKPY>XHOCTU BOKPYT OCU, Nexxalliei B TON e MITOCKOCTU, YTO U Ayra, HO He NpoxoAsieinyepes LeHTp ee
KPUBMU3HbI.

3.4 rnaBHOe HanpaBneHWe KPUBU3HLI NOBepXHOCTU: HanpaBneHve, B KOTOPOM U3MepeHHoe 3Have-
HUe paauyca KpUBU3HBI OTpaXKaoLen NOBEPXHOCTU MPUHUMAaET MakcUMarnbHOe U MUHUMArIbHOE 3HaYeHue.

U3panne opnynanbHoe
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3.5 pedppakuuma poroBuLbl: BenuuvHa, 3HaueHUe KOTOPO BbIYUCIIAIOT No dhopmyrie
£ = (n=1):1000
B
rae F — pedpakuusa porosuubl, M—;
n — NpUCBOEHHOE 3HaYeHue nokasartens NpeoMneHUs porosuLbl (BKIHOYAs MIEHKY Crie3HOW XKUAKOCTH);
r — pagnyc KpMBM3HbI NepegHein NoBe pPXHOCTU POTrOBULLbI, MM.

4 Tpe6oBaHusA

4.1 O6wue TpeGoBaHUA
OdTanbsMoMeTpbl AOMKHBI COOTBETCTBOBaTh 06LLMM TpeboBaHUAM, ykasaHHbIM B ISO 15004.
4.2 U3mepeHue paguyca KpUBU3HbI POroBULbl

OdransMomeTpbl AOMMKHEI COOTBETCTBOBATL TpeBoBaHusAM, NpuBeaeHHbIM B Tabnuue 1. CooTBeTcTBUE
[0MKHO BLITh NPoBepeHo cornacHo 5.1.

Tab6nunya 1— TpeboBaHus K UBMEPEHMIO PaAMYCa KPUBU3HBI POTOBULIbI

MapameTtp Tun 3HaueHue, MM
AvanasoH namepennmn A 5,5—10,0
B 6,594
MHavkaumna s3HaveHus paguyca AHANOrOBas! 1 Llena genexus wkansi 0,05
KPUBU3HbI
2 Llena aenexus wkanoi 0,1
undpoBas AuckpeTHocTb 0,02
Mpegensl gonyckaemow MNOrPeLuHOCTN U3MepeHus 1 +0,015
(no kpuTepumio 20)
2 +0,05

4.3 N3MepeHUe HanpaBneHUsi FMaBHbIX MEpUAMAHOB

OdTanbMoMeTpbl AOMKHBI COOTBETCTBOBaTL TpeboBaHusAM, NprBeaeHHbIM B Tabnuue 2. CooTBeTcTBUE
[JOIMKHO BbITh NOBEpPEHo cornacHo 5.1,

Tabnwuuya 2 — TpeGoBaHUsi K UBMEPEHUIO HAMPAaBMNEeHN [MaBHbIX MEPUANAHOB

MapaveTp 3HaveHune
Hnana3soH namepenHnn 0°—180°
Whavkauusi napameTpoB Hanpas- aHanorosas LleHa genexus wkanbl 5°
neHusi R
uncpoBas OuckpeTHOCTD 1
Mpegensl Aonyckaemon norpeLu- Ecnn pasHocTb Mexay 3Ha4eHUsiMU TraB- +4°
HOCTU CpPefcTBa NMOBepku (MO KPUTE- | HbIX MEPUAMAHOB MO pagnycy KpYBKU3HbI He 60-
pvio 2c) nee 0,3 um
Ecnu pasHocTb Mexay 3Ha4eHUsiMU TraB- +2°
HbIX MepungnaHoB Nno paanycy KpuBmU3Hbl CBbl-
we 0,3 Mm
Yrnosble nokasaHus 4oMXKHbl 6bITb cornacosaHbl ¢ ISO 8429.

4.4 PerynupoBka okynsipa (ecnv npegycMoTpeHa KOHCTpyKLUuen odpransMomeTpa)
OnanasoH NONTPUAHON HABOAKN OKyrnsipa Npyv AUCTaHLMOHHO 3aBUCUMOM MeTode U3MepeHust, anTp.,
He MeHee: MUHYC 4 — nntoc 4, NpuUYeM Wkana MUHyc 3 — nioc 2 ANTp. A4oMkHa 6bITb kKanubpoBaHa.

2
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5 MeTtoabl noBepku

Bce ucnelTaHus, onucaHHble B HacTosWweM cTaHdapTe, ABSAITCA MeTo4aMuU NoBEpKU.
5.1 MNMpoBepka Tpe6GoBaHUI K ONTUYECKUM 3NIEMEHTAM

CooTteeTcTBMe TpeboBaHUsM 4.2 1 4.3 AOMKHO BbITb MPOBEPEHO C MOMOLLbIO CPEACTB MNOBEPKU, NorpeLu-
HOCTb N3MepeHnsi KoTopblX Ha 10 % MeHbLLE, YeM HAUMEHbLLIEE 3HaYEHNEe N3MePSeMO BENNYUHDI.

PesynbTaThl NOBEPKX AOMKHEI ObITh OLleHEHbl CornacHo obLLMM NpaBunam CTaTUCTUKK.

CooTteeTcTBME TpeboBaHUAM 4.2 AOMKHO BbITh NPOBEPEHO C UCMONB30BaHWEM TPEX 3TalloHHbIX cdepu-
YeCcKUX MOBEePXHOCTEN, Kaxkaas 13 KoTopbIX BbiGpaHa 13 Tpex Anana3oHoB 3HaYeHWn pagnycoB KPUBUSHDI:

- 00 6,8 Mm;

- 077,5008,1MMm;

- ¢B. 9,1 MM.

3TN aTanoHHbIe NOBEPXHOCTU AOIKHEI UMETL CriedyoLLIMe CBONCTBA:

a) HeonpegeneHHOCTb paguyca cepbl — He 6onee 1 MKMm;

b) mecTHoe oTknoHeHue oT chepbl — He Bonee 0,5 MkM;

C) wWepoxoBaToCcTb NoBepxHocTM — He 6onee 0,05 MkMm;

d) anameTp paboyel NOBEPXHOCTN — He MeHee 6 MM.

CooTteeTcTBME TpeboBaHMAM 4.3 A0MKHO BbITb MPOBEPEHO C NOMOLLLIO ABYX CPEACTB NOBEPKU, OnncaH-
HbIX B Tabnuue 3. C Lenbto BeINONHWUTL TpeboBaHusa 4.3 kaxaoe nsMepeHune AormkHO 6biTe NpoBeaeHo Npu
yeTblpex opueHTaLmnsax cpeacTsa nosepku, a UMeHHo: 0°, 45°, 90° n 135°. CpeacTea NOBEPKU OPUEHTUPYIOT
FOPU3OHTAaNbHO MO XUAKOCTHOMY YPOBHIO. [1prMep Takoro cpeAcTBa NOBEPKU ONUCaH B NPUIoXeHun A.

Tab6nuua 3— Tpe6oBaHUsA K M3MEPEHWIO HaNPaBNEHUs! IMAaBHbIX MEPUANAHOB

PasHocTb mexay paavycamm | TOYHOCTb, C KOTOPOMW U3BECTHbI

MakcumanbsHbIn paguyc
Tun panuy:

KPUBU3HbI, MM

KPUBU3HbI MMABHbLIX

HanpasJieHUA ocel rmaBHbIX

MEepUAUAHOB, MM MepuauaHoB
8,0—0,2 0,2—0,07 -1°
2 8,0—0,2 0,4—0,07 -0,5°

6 ConpoBoauTenbHble AOKYMEHTbI

OdbransMomeTpbl CONPOBOXAAIOT JOKYMEHTaMW, coAepXKalluMMn PyKOBOACTBO NO 3KCNlyaTauum 1 npa-
Buna 6esonacHol akcnyaTauuun. B yacTHocTu, fomxHa GbITb NpUBeAeHa crneayowas nHgpopMaums:

a) HavmeHoBaHWe 1 agpec U3roToBUTENS;

b) nHcTpykuum no adbpekTnBHOM Ae3nHbeKUNN ohTalbMOMETPOB;

C) NpUCBOEHHOE 3HaYeHWe nokasaTens NPenoMIeHNs poroBuLbl N, UCMONb3yeMoe Npu pacdeTe 3Have-
HUSA pedppakLnm porosuLbl;

d) 3akntoyeHue o ToM, 4To opTaribMOMETP B OPUrMHaNbHOM YyNakoBKe COOTBETCTBYET YCMNOBUAM TpaHc-
NopTUPOBKU, NpusedeHHbIM B ISO 15004, noapasgen 5.3;

e) npo4une gonornHNTerbHbIEe AOKYMeHTbI corracHo 6.8 IEC 60601-1, nogpazaen 6.8.

7 MapkupoBka

Ha odransmomeTpbl 4orkHa GbITb HAHECEHa crieayroLas HopMaLms:

a) HaumeHOBaHWe U aapec U3roTOBUTENSA UM MOCTaBLLUKa;

b) HaumeHoBaHWe, MoaeNb, CEPUAHBIA HOMEP 1 TN cornacHo 4.2;

C) pononHuTenbHasi MapkupoBska cornacHo TpebosaHmam IEC 0601-1;

d) ccbinka Ha HacTOsIWUA cTaHaapT, €Crny U3roTOBUTENb MMM MOCTaBLUMK 3asBMsieT O COOTBETCTBUM
HacTosLeMy cTaHaapTy.
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Mpunoxenue A
(pexomeHagyemoe)

CpeactBo noBepPKU N onTudeckana cxema AnAa UaMepeHua HanpaBsneHus
ero MepuauoHanbHbIX 0Ceil OTHOCUTENLHO NonoXxeHUAa ocdpTanbMoOMeTpa

Ha pucyHke A.1 nsobpaxeHa ogHa U3 AByX MVH3, UMEOLWUX OZHY MMOCKYI0 U OAHY TOpOUAanbHY0 MOBEPXHOCTb, C
COBMafalowmmy ONTUHECKNM N MEXaHWYEeCKUM LUeHTPaMu KPMBM3HbI. Pagnycel KpUBU3HbI TOPOUAANbHOW NOBEPXHOCTM
OOMXKHbI UMETb CNeayoLne KOHCTPYKTMBHbIE MapaMeTpb:

ry=(8,00 +0,2) MM;

ry<ry.

PasHnua mexgy paguycamu KpMBU3HbI ABYX 3TaNOHHbBIX NIMH3, NPUBEAEHHbIX B Tabnuue 3, CocTaenser:

- ™n 1: (0,2 + 0,07) mm;

- ™n 2: (0,4 £0,07) mm.

Kaxpgasi nnH3a ycTaHoBMNeHa B ornpaBe, 0Cb CUMMETPUM KOTOPOW COBNaaaeT C ONTUHECKON OCbI0 3TanoHHOMN NIUH3bI U
napannensHa ei. Kak nokasaHo Ha pucyHke A.1, onpaBa — 3T0 BOCbMUIPaHHWK, 06pa3oBaHHbIN YeTblpbMs Napamm Nnoc-
KMX mapannernbHbIX NOBEPXHOCTEN, KaXAAs N3 KOTOPbIX PaBHOydaneHa oT 0Cu CUMMEeTpuKn 1 napannensHa en. Kaxaas
TOopoudanbHasi 3TanoHHas NMH3a ycTaHoBNeHa Tak, YToObl ee rmaeHble MepyauaHsl 661Ny nepneHAuKyNnsipHe! K nobon
OPTOroHanbHOM Nape OnopPHbIX NMOBEPXHOCTEW ONMpaesl B Npegenax cneayowen NorpeLwHocTu:

- mn1:+£1°;

- T™Mn 2: £0,5°.

Pa3mepbl B MUNnnuMeTpax

U VAR
\ O NS

3 30

30
210

1 — 3TanoHHas NUH3a; 2 — TOPOMAANbLHAS NOBEPXHOCT; 3 — NNOCKas NOBEPXHOCTL

PucyHok A.1 — CpefcTBo noBepku

YrnoBas TOMHOCTb YCTAHOBKM JTMH3bl B BOCbMUTPAHHOW ONnpaBe MOXeT 6bITb NpoBepeHa Ha yCTaHOBKE, NPUBEAEH-
HOW Ha pucyHke A.2. JlazepHbIi My4oK n3nyveHus BUAUMOro AnanasoHa U Mano UHTEHCUBHOCTY AnameTpom Npubnuan-
TenbHo 10 MM HanpaseneH No HOPMAanu K MIOCKON MOBEPXHOCTU 3TANOHHOWM INUH3bl. YMEHbWEHHOE AeNCTBUTENbHOE
n3obpaxeHne CTPOUTCS ITANOHHOM NIMH30M B BO3AYLWHOM NpocTpaHcTee. MNonoxutenbHas MMH3a C COOTBETCTBYIOWUM
hOKyCHBIM OTPE3KOM, NOMELLEHHasi Ha onpeAeneHHOM PacCTOAHWUM OT 3TOr0 NEPBOro U3obpaxkxeHus, CTPOUT ero yBenu-
YeHHoe usobpaxeHune Ha akpaHe. Ecniv onpaBa 3TanoHHON NUH3bI M OCW KOOPAMHAT 3KpaHa COPUEHTUPOBAHLI MO XXUAKOC-
THOMY YPOBHIO, NPABUIIbHOCTb OPUEHTALMMN 3TANOHHOW NUH3bI B ONPaBe MOXXHO NPOBEPUTD.
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1 — cpencTBO NoBepku; 2 — nasepHbIA Ny4ok; 3 — npoekTop; 4 — 3kpaH

PucyHok A.2 — Cxema npoBepky NpaBUNbHOCTU YCTAHOBKU 3TaNOHHON NUH3bl B BOCBMUIPAHHON onpaee

Mpunoxenne A
(cnpaBo4Hoe)

CBefieHUs o coOTBETCTBUM MeXrocyaapcTBeHHbIX CTaHAapTOB
CCbITOYHbIM MeXXAYyHapoAHbIM CTaHAapTaM

Ta6nwuua OA1

O6o3HaveHue 1 HaMMEHOBaHWe MeXayHapOaHOro CreneHb 060o3Ha4YeHUE U HAUMEHOBAHUE MEXTOCYAAPCTBEHHOIO
cTaHaapTa COOTBETCTBUS craHpapTa

*

ISO 8429:1986 OnTuka n ontuueckue npuéo- —
pbl. Odranemonorus. pagyvpoBaHHas Likana
uncepbraTHOro TUNa

ISO 15004:1997 Mpubopbl odTanbmonom- — *
veckne. OcHoeononaraowme TpeGoBaHusl U mMe-
TOAblI UCNBITAHUIA

ISO 10338:1996 OnTuka U onNTUYECKUE NpU- —
6opbl. KoHTakTHble nuH3bl. OnpepgeneHve Kpu-

BU3HbI

IEC 60601:1988 MeguuuHckoe anekTpuuec- MOD FOCT 30324.0—95 (IEC 60601-1—88) UN3pe-
koe o6opyaoBaHue. Yactb 1. O6wume TpeGoBanusi nust  MeguuMuHCKMe 3nekTpudeckme. Yactb 1.
6e30nacHOCTH Obwue TpeboBaHuA 6e3onacHOCTU

* COOTBETCTBYIOLLMIA MEXIOCYAAPCTBEHHBIN cTaHgapT oTcyTcTByeT. [lo ero yTBepxaeHna pekoMeHayeTcs UCnonb-
30BaTb NePeBOA, Ha PyCCKUIA A3bIK AaHHOTO MeXxAyHapoaHoro craHaapra. [Nepesop AaHHOTO MeXayHapoaHOro craHaap-
Ta HaxopguTcs B PegepanbHOM MHGOPMaLUMOHHOM hOHAE TEXHUYECKUX PErNaMeHToB U CTaHaapToB.

M pwumeyaHn e — BHacTosieM cTaHaapTe UCNONb30BaHO crieayolee ycnoBHoe 0603Ha4veHne CTeneHn cooT-
BETCTBUSA CTaHAapTa:
- MOD — moguduumpoBaHHbIi CTaHAApT.
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