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Mpepucnosue

Llenn n npuHuunel ctaHgapTu3aumn B Poccuiickoih ®efepaumn ycTaHoBNeHbl PegepasbHbiM 3aKOHOM
0T 27 pekabps 2002 r. Ne 184-93 «O TeXHUYECKOM perynnpoBaHumn», a npasnaa NpuMeHeHNs HaunoHanbHbIX
cTaHgapToB Poccuiickoii ®epepaunm — FOCT P 1.0—2004 «CtaHgapTusaumsa B Pocculickoli ®eanepauuu.
OCHOBHbIE MOMOXEHNA»

CeefieHus 0 CTaHgapTe

1 NMOArOTOBJ/IEH OTKpbITbIM aKkLMOHepPHbIM 06LecTBOM «TKC-0nTHKa» COBMECTHO € paboueii rpyn-
noit MK 7 «OdhTanbmonornyeckas ontmka u npuéopsi» TK 296 «ONTuKa 1 onTUYeckme Nnpubopbl» Ha OCHOBE
CO6CTBEHHOr0 ayTEHTUYHOIO NepeBoAa CTaHAapTa, yka3aHHOro B MyHkTe 4

2 BHECEH TexHuuyeckMM KOMUTETOM no cTaHgaptuaumm TK 296 «OnTuka n ontuyeckne npnuoopbi»

3 YTBEPXAEH WV BBEJEH B ,EI,EI7ICTBI/IE MNpukasom degepanbHOro areHTCTBa No TeEXHUYEeCKoOMY
perynvpoBaHuio n metponorum ot 14 gekabpsa 2009 r. N2 755-cT

4 HacToawwuii cTaHaapT siBnseTcs MOANMULMPOBAHHbLIM MO OTHOLLUEHUIO K MeXAYHapoAHOMY cTaHaap-
Ty NICO 15004-1:2006 «[Mpn6opbl ohTansmonornyeckne. OcHosononarawwme TpeboBaHns U MeToApbl UCMbI-
TaHuiA. YacTe 1. O6wme TpeboBaHWsA, NPUMEHSIEMble KO BCEM odTasibMosornyeckum npubopam» (ISO
15004-1:2006 «Ophthalmic instruments — Fundamental requirements and test methods — Part 1: General
requirements applicable to all ophthalmic instruments») nyTem BBeAeHMA [ONONHUTENbLHBIX CNOB (hpas) nTpe-
60BaHuii. Mpyn 3TOM JONONHUTENbHbIE cnoBa (hpasbl) N TpeboBaHMsA, BK/IIOYEHHbIE B TEKCT cTaHzapTa Ans
yyeTa noTpebHOCTel HaLMoHanbLHON 3KOHOMUKKN Poccuiickoii degepaummn n/mnm ocobeHHOCTeln poCcCuincKoi
HaLMoHaNbHOW CTaHJapTU3aLmK, BblgeNeHbl KypCUBOM.

HavmeHoBaHVe HacTosLLEero cTaHAapTa U3MEeHEeHO OTHOCUTE/IbHO HaVMEeHOBaHWSA yKa3aHHOro Mexay-
HapogHoro ctaHgapTa Ans npusegeHus B cootBeTcTBme ¢ FOCT P 1.5—2004 (nyHKT 3.5)

5 BBEJEH BIMNEPBbIE

NHdopmaLvsi 06 M3MEHEHUSIX K HACTOSILL eMy cTaHAapTy Ny6/IMKyeTcs B @XerogHo n3gaBaemMom UH-
¢hopmauoHHOM ykasaTene «HaunoHa/bHble CTaH4apThi», & TE KCT U3MEHEHWIi U NoNpaBok — B eXeme-
CSIYHO M3AaBaeMbIX MH(OPMALMOHHBIX YKa3aTenax «HaumoHanbHble cTaHAapThi». B ciyyas nepecmoTpa
(3amMeHbl) UM 0TMEeHbI HACTOALW ET0 CTaHAapTa COOTBETCTBYIO L ee yBeJoMNeH e 6yaeT ony6IMKOBaHO
B ©)XEMECSYHO N34aBaeMOM UH(DOPMAaLIMOHHOM Yka3aTesie «HalnoHasbHble cTaHgapTbl». CO0OTBETCTBY-
loLLasn uHgopmaums, yBegoMeHne U TEKCThl pasMellalnTes Takke B MH(OpMaLoHHOl cucteMe o6LLero
no/ib30BaHUsi — Ha ohULMaNLHOM caiiTe ®efepanbHOro areHTCTBA N0 TEXHUYECKOMY PErYMPOBaHMIO U
MEeTPOJIOrUN B CeTU MHTepHeT

© CrtaHgapTuHopm. 2011

HacTroswuii ctTaHAapT He MOXET GbITb MOTHOCTLIO MU YACTUYHO BOCNPOU3BEEH, TPXMPOBaH U pac-
MPOCTPaHEH B kayecTBe OhMLMANBHOIO U3faHns 6e3 paspelleHuss defepanbHOro areHTCTBa No TeXHUYEeCcKo-
MY peryMpoBaHuio U1 METPOIOrM
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HAUWOHANBbHBIN CTAHOAPT POCCUMCKOWMW OSGEALEPALUNMN

MPNBOPbLI O®PTANBMOJTOTMYECKUE
YacTtb 1

Obwune TpeboBaHUA K 0P TaNbMOIOTMYECKMM Npubopam
1N MeToAam UCNbITaHWi

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

fata BBegeHna — 2011—01—01

1 O6nacTtb NpUMeEHEHNS

HacToswuii cTaHAapT pacnpocTpaHaeTcs Ha HeMHBAa3MBHbIE aKTUBHbIE W HEaKTUBHbIE O Tallb-
MoJiorMyeckve nNpmeopsbl (fanee — o TaibMOIOTMYECKe NPUGOPbI), a TaKXe Ha cpefcTBa Ans yayJlle-
HUS| MOHWXKEHHOTO 3PEHUA U TOHOMETpbI.

CTaHfapT ycTaHaBnvBaeT 06Wue Tpe6oBaHus, NnpeabssnsemMble K o) TalbMO10TMYECcKUM Npru6o-
pam 1 MeTofamM UX UCTbITaHWIA.

CTaHfgapT He pacnpocTpaHseTcs Ha o TanbMosiorMyeckne Npruéopbl, KOTOPbIE UCMNOMb3YIOTCS B
KOHTaKTe € rnasHbiM A6/10KOM NaumreHTa, a Takx e Ha onepalMoHHbIe MUKPOCKOMbI, MeAWULMHCKME 3HA0CKO-
Mbl MyCTPOICTBA, NPefHA3HAYEHHbIE [/1511a3€PHOT0 NCC/IEL0BAHUS UV JIEYEHUS T1a3 C MOMOLL b0 Nla3epa.

2 HopmaTunBHbIE CCbINKK

B HacTosLem cTaHAapTe UCNOb30BaHbl HOPMATMBHbIE CChISIKM Ha cneaylolme cTaHaapThbl:

FOCT P NCO 14971—2006 W3penusa meguunHckue. NMpuMeHeHne MeHeaXMeHTa pucka K meguumH-
CKUM U3[EeNnaAm

FOCT P MCO 15223—2002 N3penua meauunHckme. CUMBO/bI, NPUMEHAEMbIE NMPYU MapKUpoBaHUu Ha
MeANLMHCKUX N3[eNnsax, 3TUKe TKax U B CONMPOBOANTENbHOW fOKYMeHTaunm

FOCT P 50267.0—92 (M3K 601-1—88) N3penua meguumnHckue anektpuyeckne. YacTtb 1. O6ume
Tpeb6oBaHMs 6e30nacHOCTU

FOCT P 51609—2000 N3pgenusa megmumHckue. Knaccudukanma B 3aBUCMMOCTN O T MOTEHLMANTbHOTO
pucka npumeHeHns. Obuive TpeboBaHUA

FOCT PM3K60601-1-1—2007 N3genusa meanumnHckne anektpuyeckme. Yactb 1-1. O6wune TpeboBa-
Hus 6e3onaotocTu. TpeboBaHus 6e3onaatocTn K MegULUHCKUM 31EKTPUYECKUM CUCTEMaM

FOCT PM3K60601-1-6—2007 N3penusameguuuHckme anektpuyeckue. Yactb 1-6. O6wme tpeboBa-
H1s 6e3onacHocTW. JkcnayaTayMoHHas NPpUrogHOCTb

MpnmeyvyaHue — MNpn NONb30BAHUN HACTOSALW UM CTaHAapPTOM Lienecoo6pasHo NPOBEPUTh AelicTBUE CCbl-
JIOYHbIX CTAHAAPTOB B MH(POPMALMOHHOW cucTeMe 06l Eero NoNbL30BaHUA — Ha ouLManbHOM caliTe ®degepanbHOro
areHTCTBa NO TEXHUYECKOMY PerysMpoBaHunio ¥ MeTpoaorun B ceTU MHTEPHET WM N0 €XEeroAHo u3jaBaeMoMy UH-
hopmMaLMoHHOMY yKasaTe o kHaumoHabHble CTaHAApPThl», KOTOPbI 4 0Ny6/1MKOBAH MO COCTOAHMIO HA 1siHBAps TeKY-
uero roga, 1 No COOTBETCTBYO LW MM €XEeMeCAYHO n3jaBaeMblM UH(OPMALMOHHLIM YKa3aTensimM, ony6/1MKoOBaHHbIM B
Tekylwem rogy. Ecnu ccbiniouHblit cTaHfapT 3aMeHeH (M3MeHeH), TO Npu NoMb30BaHWM HACTOALW MM CTaHA4apToOM cne-
LyeT pPyKOBOACTBOBATLCS 3aMEHSOWMUM (M3MEHEHHbIM) CTaHAApPTOM. ECAM CCbITOYHbIA cTaHf4apT oTMaHeH 6e3 3a-
MEHbl. TO MOMOXEeHMe. e KOTOPOM JiaHa CChisika Ha Hero, NpUMeHseTCsA B 4aCTU. He 3aTparnBaloleil 3Ty CCbIKy.

N3paHue ouumanbHoe



FOCT P 53518—2009

3 TepMuHbI 1 onpeneneHnsa

B HacToflwem cTaHAapTe NPMMEHEHbI cneayloLlime TEpMUHbBI C COOTBETCTBYIO W UMK onpeaene-
HUAMMN.

3.1 ocdTanbmonornyeckuit npnéop (ophthalmic instrument): Mpr6op, NpuMeHsieMbIli 415 nccnefoBa-
HUS N QUarHOCTVKW rasa nauveHTa.

3.2 HOMHBa3UBHbIN opTanbMonornyecknin npubop (non-mvasive ophthalmic instrument): OdTans-
mMosnornyecknii Npubop, KOTOPbIA He MPOHUKAET B CTPYKTYPbI r1asa nayueHTa NosIHOCTbIO UM YacTUYHO.

3.3 aKTUBHbIA ohTanbMosiornyeckuin npubop (active ophthalmic instrument): OgTansmonornyec-
Knii npn6op, AnsA paboTbl KOTOPOro HEOOXOANUM UCTOUYHUK 3/TEKTPUYECKOTO NUTaHWA W/ Apyrov NCTOYHWUK Nn-
TaHus.

MpumeyvyaHnune — OdTanbmonornyeckme ycTpoicTea, npefHasHauyeHHble ANA nepefayn 3Hepruu, BellecTB

NN Apyrnx 3a1eMeHTOB Mexay akTUBHbIM Oq)TaI'IbMOI'IOrVIHeCKVIM I'IpVI60pOM nnayneHTom 6e3 3HaUYNTEIbHOTO U3BMEHEeHUs,
He OTHOCAT K akTUBHbIM oTanbmosiornyeckum npubopam.

3.4 nsrotoBuTenb [opTanbmonornyeckoro npubopa] (manufacturer): dusnyeckoe nnm puanyec-
Koe N1L0, KOTOpPOe NocTaBsAeT 0pTanbMOSIOTMYECKUA NPMGOP Ha PbIHOK.

4 O6wue TpeboBaHusa

4.1 O6WMe NONOXeHUs

4.1.1 TMpw oTnnuum TpeboBaHuii, cogepxawuxca B FOCTP 50267.0n FTOCTP M3K 60601-1-1. oT Tpe-
60BaHNIi HACTOALLEro cTaHAapTa crnegyeT pyKoBOACTBOBaTbCA TPe60BaHMAMN HACTOSALWEro cTaHjapTa.

4.1.2 O6wue TpeboBaHNS K 0ohTaIbMOOrMYECKUM Npubopam, NpuBeAEHHbIE B HACTOSLLEM CTaHAapTe,
cnepyet NPUMEHSITb COBMECTHO C TPeOOBaHUSIMUN HOPMATUBHbIX OKYMEHTOB Ha KOHKPETHbIA TUN ohTanbmo-
noruyeckux npnbopos. B npunoxeHun A npuBefeH nepeyeHb AeCTBYOLWUX MEXAYHAPOAHbIX U HaLMOHab-
HbIX HOPMATUBHbIX AOKYMEHTOB, OTHOCALLMXCA K 06/1aCTU NPYMEHEeHNs cTaHdapTa.

4.1.3 N3rotoBuTenb 0hTasibMOIOTMYECKUX NPMOOPOB AO/HKEH NPOBOANTL NPOLEeAYPY MEHEAKMEH-
Ta pucka B cooTBeTCTBUU c TpeboBaHMaMU FTOCT P MCO 14971. uenblo KOTOPO ABNATCS:

- OLeHKa BepOSITHOCTMW BO3HWKHOBEHWA pucka Ans nayueHTa:

- OlUeHKa nocnepfcTBUiAi HaHeceHUs Bpefa (CTeNeHb TAXEeCTW HAHOCEHUS).

4.1.4 O6wue TpeboBaHMA K knaccmdmkaymm o TanbMO0TMYECKUX NpubopoB B 3aBUCUMOCTU OT
noTeHunanbLHOro pucka npumeHeHna — no FOCT P 51609.

4.2 Tpeb60BaHWA K KOHCTPYKL MY

4.2.1 OdpTanbmonoruyeckme npubopbl AO/MKHbI OblITb CKOHCTPYMPOBAHbI Tak, YTOGbl NPU BbIMOHEHUN
npeanonaraemMblix yHKUWA B COOTBETCTBUM C UHCTPYKUMAMU, NPeAoCTaBASAEMbIMW U3rOTOBUTENIEM, PUCKM,
CBA3aHHble C JaHHbIM MPUMEHEHWEM, CHWXaINCb A0 YPOBHS, CPABHUMOIO C U3BECTHbIM YPOBHOM pucka B
OaHHOW obnacTu.

4.3 TpeboBaHuA K xapakTepucTukam

4.3.1 OdTanbMoNornyecknini npubop fOoMKEH NMETb XapaKTePUCTUKN, NpefyCMOTPEeHHbIe N3roToBuTe-
nem Ans BbINONHEHWUA npegnonaraembix MYHKUKI B npeAnonaraeMblx YCIOBUAX SKCnyaTauum.

4.4 Tpe6oBaHVA K B3aMMOAEWCTBUIO C pas3fiMyHbIMK npubopamu

4.4.1 Tpy ncnonb3oBaHUM ¢ 0PTaIbLMONOIMYECKUM NPMGOPOM APYroro npuéopa, B3anMogeicTeytoLLe-
ro C HAM. COefIMHUTENbHAA CUCTEMA He [O/KHA yXy[LlaTb 3afaHHble XapakTepuUcTMKn Kaxaoro npubopa.

4.4.2 Tlpy NOAKMOYEHNN aKTUBHbIX ODTaNIbMOIOIMYECKNX NPMOOPOB K UCTOYHWUKY NMUTaHWA cnepyet
npuMeHsTb 0bLme TpeboBaHus 6esonacHocT o FOCT PM3K 60601-1-1 n Tpe60oBaHNs 3KcnayaTalMoHHOM
npurogHoctn no FOCT P M3K 60601-1-6.

4.5 TpeboBaHusa K maTepuanam

451 KOMMOHEHTbI 0 TanbMO/IOrMYeckoro npuéopa, KoTopble NpeAHasHaueHsbl 415 HenocpeacTBeHHO-

ro KOHTaKTa C KoXell naumeHTa uim onepaTtopa, A0/KHbI 6biTb M3rOTOB/IEHbLI U3 HETOKCUYHbIX MATEPUAIOB, He
BbI3bIBAOLLMX a/I/IEPTUYECKMX PEaKLUii Mpn NCNOMb30BaHUM MO Ha3HAUYeHWIo, NpegnonaraemMomy M3roTopuTe-
fnieM. 1 6blTb paspeLleHHbIMY K TPUMEHeHno opraHamm PocnoTpe6bHaasopa.

2
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4.5.2 MaTepuanbl, ©cnosb3yemMmble B 0pTa/IbMOIOTMYECKOM NPUGOPEe, Ue AO/IKHbI BOCM/IAMEHSTLCS.
Mpu NnpoBeaeHny ucnbiTaHns no 7.1 ropeHre He AO/HKHO NPOAOMHKATLCS NOoc/e yaaneHus HakaleHHON NpoBo-
NOKW.

4.6 TpeboBaHUSA K 3aWiMTe OT 3arpsa3HeHU

4.6.1 fetann odTanbMOIOrMYECcKoro npubopa, KoTopble npegHasHayvyeHbl A4/ HenocpefcTBEHHOMO
KOHTaKTa C KOXel nayueHTa k/mnu onepatopa, fLO/HKHbl UMETb 04HOPa30BYH YNaKoBKY W/UAv NPOWTU Ae3UH-
heKLMI0 NpY KaxXA0M UCMNO/Ib30BaHMM UX C NAaLMEeHTOM U/Mnn onepaTopom.

4.7 TpeboBaHuA K WKanam n nHankatopam

4.7.1 LUkansl 1 UHAMKATOPblI OPTA/IbMOIOTNYECKMX NPUOOPOB HEOOGXOAMMO KOHCTPYMPOBATb U pas-
MellaTb B COOTBETCTBUMN C APrOHOMUYECKUMU NPUHLMNAMY C YH4eTOM npejnonaraeMoro HasHauyeHus npu-
6opa.

4.8 TpeboBaHua TepMUYECKON 6Ge3onacHoCTu

4.8.1 Temnepatypa getaneii opTasibMOIOrMyeckoro npubopa, KOTopble AOCTYMNHbI onepaTopy wu/mnm
nauyveHTy, He [AO/hKHa MpeBblllaTh 3HAYEHW MakCcumanbHO [ONYyCTUMbIX Temnepatyp, YKas3aHHbIX B
FOCT P 50267.0 (nogpasgensl 42.1—42.3. Tabnuua Xb).

4.9 TpeboBaHUA MexaHU4YeckKoil 6e30nacHoOCTM

4.9.1 PucK hr3MyecKoro yseubsi B NpoLiecce BbINO/IHEHUSA ohTasibMoornyeckumM npnubopom npeanona-
raemMbix QyHKLWIA B COOTBETCTBUMN C MHCTPYKUUSMU ANA NOTPEOUTENS [O/MKEH BbiTb MAHUMAIbHBIM.

5 Tpe6oBaHMS K BHELWHWM BO3AENCTBYHLW UM hakTopam

51 Tpe6oBaHUA K KNIMMATMUECKUM pakTopaM Mpu aKkcnayatauuu
5.1.1 OdpTanbmMosornyeckuii npu6op npu aKkcnayataumum 4o/mkeH 6biTb YCTORUMB K BO3AeNCcTBUI0 KNMa-
TUyeckux pakTopos no Tabnuue 1.

Ta6nuya 1— Knumatuyeckue ycnosusa npu akcnayarayuu

MapameTp 3HaueHune napameTpa
Temnepatypa.®C Ot 10 A0 35
OTHOCUTEeNbHAA BNAXHOCTb. % Ot 30 go 90
ATmocdepHoe gaBneHue. rfa OT 800 go 1060
YpapHas Harpy3ska (6e3 ynakoBku)* 10 r npu AnuTenbLHoOCTU 6 MC

* TIPUMEHUMO TONbKO A/1S1 PYUHbIX NPUGOPOB.

MpumeyaHune — TpeboBaHus, yctaHoBNeHHble B5.1.5.2 1 5.3. fOoMXHbI 6bITb NPOBEPEHbI MO 7.3 HACTOALWETO
cTaHgapra.

5.2 TpeboBaHuUsA K YCNOBUAM XpaHeHUs

521 YcnoBusa xpaHeHusl opTasibMOJIOrM4Yeckux NpMbopoBs NpuBeeHsbl B Tabnuue 2. Paboune xapakTe-
PUCTUKN OO Ta/IbMOIOrMYECKMX NPUBOPOB NOC/e XpaHeHUs A0/KHbI COOTBETCTBOBATL 3aaHHbIM U3roToBuTe-
nem npu agantaumm K kamMaTuyeckum dpaktopam akcnayartauum no tabnvue 1.

Ta6bnuua 2 — Ycnosus xpaHeHus

Mapametp 3HayeHvie napameTpa
Temnepatypa. aC OT -10 OO »55
OTHOCHTENbHAS BNAXHOCTb. % Ot 10 40 95
ATmocdepHoe flaBneHue. rfMa Ot 700 go 1060
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5.2.2 HekoTopble odiTanbMooruyeckue nNpMGopbl Npy YCI0BUSX XpaHeHus no Tabnuue 2 He Bbigep-

XWBAIT 3KCTPEMasbHON TeMnepaTypbl XpaHeHNs BCIeACTBME YXYALWEHUs CBOUX pabounx xapakTepmucTuk. B
3TOM cnyyae opTabMOIOTuYecknii npuéop cunTarT COOTBETCTBYIOLNM TPE60BaHNAM HACTOALLEro CTaH-
fapTa. ecnv M3rotoBuTe b AOMOSTHUTENBHO K MHOpMaummn no 8.1 ykaxeT nHpopmaumio, NnpuBefeHHyo Ha
pucyHke 1.

OAHHbI NMPUBOP HE YOOBJETBOPAET TEMMEPATYPHbIM TPEBOBAHNAM
FOCT P NCO 15004-1 MNP XPAHEHWW. HE CNEAYET XPAHWUTb MPUBOP B YCJZIOBUAX. MPU
KOTOPbIX TEMMNEPATYPA MOXXET MNOBbLICUTBLCA A0 °C 1N NOHN3NTBCA A0 °C.

PucyHok 1

[JaHHyl0 MH(OPMALIMIO U3rOTOBUTENb NPUBOAMT B UHCTPYKLMW MOMb30BATENS U HA TPAHCMOPTHOW Tape
u3rotoBuTeNs. LUpnUT HaZNMCKU — NONYXWPHBIA, COCTOALLMIA U3 MPOMUCHBIX BYKB.

5.3 TpeboBaHUA K yC/IOBUAM TpaHCNOPTUPOBAHUA

53.1 YcnoBusi TpaHCNOPTUPOBaHKS 0dTa/IbMOIOTMYECKOro Npruéopa AO/MKHbI COOTBETCTBOBATL YC/10-

BUAM. yKa3aHHbIM B Ta6nwue 3.

Ta6nuya 33— Ycnoeua TpaHCcnopTMpoBaHua

MNapameTp 3HayeHve napameTpa
Temnepartypa.'C OT -40 O *70
OTHOCUTENbHAA BNAXHOCTb. % OT 10 go 95
ATmoctepHoe agaBneHue, rfla OT500 g0 1060
CuHyconpansHasa subpauuna. Iy OT 10 40 500 : 0.5 r
YpapHaa Harpyska 30 r npu 4NuTenbLHOCTM 6 MC
YpapHas Tpsicka 10 r npu 4NUTEeNbHOCTM 6 MC

5.3.2 OdpTanbMoiornyeckuii npuGop PEKOMEHAYETCS MPOBEPSATH HA YC/I0BUSI TPAHCMNOPTUPOBAaHUS B TpaHC-
NopTHOI Tape, paspaboTaHHOll No YepTexaMm U3roTOBUTENS U YTBEPXKAEHHON B yCTAHOBNIEHHOM MOPsiAKe.

5.3.3 Pa6ouve xapakTepucTvkiu oTasibMOIOrMYeckux NprnGopoB Noc/ie UCTbITaHNUs Ha YC0BUSI TpPaHC-
NOPTMPOBAHMUSA JO/HKHLI COOTBETCTBOBAThL 3aAaHHbIM M3roTOBUTEIeM NpU adanTauum K KMmMmaTudeckum gak-
Topam akcnayaTauuu no Taénuue 1

6 YacTHble TpeboBaHMA K aKTUBHLIM OdTasibMOIOTMYecknM npubopam

6.1 Tpeb6oBaHus 3siekTpob6e3onacHocTH

6.1.1 Tpeb6oBaHus 3/ekTpob6e30nacHOCTH AO/MKHbI COOTBETCTBOBaThL Tpe6oBaHusam FOCT P 50267.0 n
FOCTP M3K60601-1-6. CooTBeTCcTBME TPEOGOBAHMAM LO/HKHO ObITh NPOBEPEHO NO 7.4 HACTOALLErO CTaHAap-
Ta.

6.2 Tpeb6oBaHUS MeXaHW4YeCKO NPOYHOCTH

6.2.1 TpeboBaHUsi MeXAHMYECKOW NpoYHOCTY pasaena 4. nogpasgena 21 FOCTP 50267.0 K akTUBHbIM
o(pTasIbMOJIOrMYEeCKUM NpubopamM He NPUMEHSIOT.

6.3 Tpeb6oBaHus 6€30NacHOCTV ONTUYECKOTO U3/TyHOHUS

6.3.1 BO3MOXHOCTb BO3HWKHOBEHWS OMAaCHOCTU ONTUYECKOro M3/yvyeHus byaetr MMeTb MeCTO TOJIbKO
AN TMNOB 0P TaNbMOIOTMYEeCKNX NPUOOPOB C OUEHb BbICOKMM paAnaLMOHHbIM BbIXOA0M, KOTOPbIE CMOCOGHbI
BbI3BaTb CU/IbHYI0 06/Ty4EHHOCTb CETYATKU W APYroi rna3Hoi TkaHu. TpeboBaHnUA 6€30NacHOCTM ONTUYECKOTO
U3sTly4eHmnsa AnsA ohTabMONOrMYECKUX NPUGOPOB yCTaHOBMEHbI B [1]. M NpefesibHble 3HAYEeHUS], YKa3aHHbIe B
cTaHgapTe, CUMTatoTCA AOMYCTUMbIMU B OTHOLLEHUM PUCKOB NPW OLEHKe Ha COOTBETCTBME NpeanonaraeMbiM
XapakTepucTukam.

4
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7 O6wume TpeboBaHUA K MeToAaM UCNbITaHW

Bce vcnbiTaHusa, npeacrtasfieHHble B JaHHOM pa3fefie HacTosLero craHgapTa, aBAsaTca eauHbIMN 1c-
nblTaHNAMN ONA Oq)TaJ'IbMOﬂOFVILIeCKVIX ﬂpVI60p0B.

7.1 BocnnameHAeMOCTb

WcnbiTaHWst Ha BOCMaMeHAeMOoCTb cnefyeT NPoOBOAMTbL B COOTBETCTBMM C [2] npu Temnepatype
(650 i 10) °C ¢ ncnonb3oBaHMeMm ucnbiTaTenbHOro obopygosaxmsa no [3).

7.2 Tepmunyeckas 6e3onacHocTb

Tpe6oBaHUs, ycTaHOB/IEHHbIE B 4.8. L0/MKHbI ObITb MPOBEPEHbLI NPU Hanbo bLUEl TeMnepaType okpyxa-
loLen cpeibl, ykazaHHoi B Tabnuue 1.

7.3 BHelwHne Bo3aelicTByOLME PAKTOPbI

O6Lwme Tpe6oBaHNSA, yCTAHOBNEHHbIE B pasfesne 5. A0/MKHbI GblTb NPOBEPEHbI UCTbITAHUAMM NO [4] unu
(5). npeacTaBneHHbIMK B Tabnuue 4.

Ta6nuya 4 — McnbiTaHns Ha BO3AEHCTBME BHELWHNX (hakTOpOB

Abed Ccblnika na NCTOYHUK MeTopg
Yenosna Ponsrrarume 6unvorpacum Bo3gelicTBus'
KnumaTtunueckue 11-01-2* Cyxoe Tenno
ycnosua npu  3Kc- .
nnyatayum (10 £ 2) ‘CN6u
11-02-2* Cyxoe Tensno
(40 £ 2) 1C/16 v M
12-01-2* BnaxHoe Tenno
(40 +* 2) “C npu OTHOCUTENbHOW BRaxXHOCTU
(01 90% [0 95 %)/16 u
Ycnosua xpaHe- 10-02-1 Xonoa
HUA
(-10*3) “C/16 4
11-03-1 ni Cyx0B Tenno
(55 + 2) *C/16 v
12-06-1 BnaxHoe Tenno
(55 + 2) BC npu OTHOCWUTENBLHOW BAAXHOCTKU
(0T 90 % p0 95)% /6 4
Ycnosusa TpaHc- 14-06-0 n) MepaneHHoe nsme-
nopTupoBaHuns HeHue TemnepaTtypbl
(-40 1 3) *C/(*70 = 2) °C/5x
30-03-0 (5) YpapHoe
30 1/6 BO3jelicTBne
r/6 mc
31-01-0 YpapHas TpAacka
YpapHasa tpacka 10 r/6 mc/IOOOx
36-01-0 CuHycounpganbHasn
Bu6pauns

0.5 r/oT 10 My go 500 Mu/2x
* Kop BHelWHNUX BO3AeENCTBYOWNX (DaKTOPOB YnTaeTCs crefyolmnm o6pasom:
XX — XX — X
MeTop Bo3aeiicTBuA (CM. CHOCKY b)

CTeneHb XeCcTKOCTN (CM. CHOCKY C)

Pab6ouee cocTofsHMe npubopa (cMm. cHocky d)
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OkoHYaHue Tabnuubl 4

" MeTofAbl BO3JeliCTBMA, NepeyncaeHHble B JaHHON Tabnuue, ykasblBaoT caeayowmmu uugpamu:

10 — xonog.

11 — cyxoe Tenno.

12 — BnaxHoe Tenno;

14 — mepneHHoe U3MeHeHWe Temnepartypsbl;

30 — MexaHn4Yeckoe HanpsxeHue — yjapHoe Bo3aeicTBue:

31 — MexaHM4yeckoe HanpsxeHue — yjpapHas Tpsacka.

36 — mMexaHuuyeckoe HanpsXeHue — cuHycoupanbHas BuGpayns.

¢ CTeneHu XecTKOoCTN COOTBETCTBYOT NpuBefeHHbIM B [4) u/nnun (5.

d Lncpbl paboyero cocTosHua npubopa o3HavawT:

0 — o6pasel, HaxoANUTCA B yNnakoBKe ANsi TPAHCNOPTUPOBAHUSA H/MNWN XPaHEHUs, NpeA0CTaBNSeMOii M3roTOBUTENEM.

1 — o6pasel He 3alnLieH, TOTOB k pa6oTe, NUTaHWe He NOAKMIYEHO;

2 — o6pasel paboTaeT BO BpeMsi UCNbITAHWUSA, Kak ykazaHO B COOTBETCTBYHOLWMNX HOPMATUBHbLIX AOKYMEHTAX.

* [lonycKalTCs OTKOHEHUS OT CTaHAapPTU3NPOBaHHbIX 3HAYEHWI KTMMaTUYeCKUX YCNOBUiA, ykasaHHbIX B Tabnuuye 1:
[EeACTBUTENbHbIE 3HAYEHUSA KNMMAaTUYeCKUX YCNIOBUI NpU 3KCcnayaTauun Ao/MKHbl 6blTb YKka3aHbl B 0T4eTe 06 UCMblTaHu-
AX.

7.4 DnekTpuyeckas 6e3onacHocTb
7.4.1 CnepyeT NPOBECTU UCMbITAHUA MO 3aLUTe OT ONACHOCTU NOPaKeHUs 3/1eKTPUYECKUM TOKOM B CO-
oteseTcTBUM ¢ TOCT P 50267.0 npu yyeTe 6.2 HacTosLLEero ctaHgapTa.

8 TpeboBaHWA K CONPOBOAUTENIbHBIM AOKYMEHTaM

8.1 O6uwue TpeboBaHMS K CONPOBOANTENIbHBIM AOKYMEHTaM

8.1.1 KodhTanbmosiornyeckum npuéopam fosKHa npuaaraTbCa MHCTPYKLMA NOMb30BaTesIs, B KOTOPOWA
06bsICHSAETCS, Kak 6e30MacHO NoNb30BaTbCA NPMOGOPOM AN1A BbINOMHEHWUA npeanonaraemMbix QYHKLMWIA € yye-
TOM 3HaHW NOTeHUManbHOro nNonb3oBartens. B yacTHOCTH, UHopMaLua AO/KHA BKIOYaTb B cebs;

a) HavMeHoBaHWe U3roTOBUTENS;

b) ykasaHue no achhekTUBHON Ae3UH(EKLUN NPUGOPa C KOHKPETHOI CChINKOI Ha Npnbopsbl, Bo3Bpallae-
Mbl€ M3rOTOBUTE/I0 NOC/Ie PEMOHTA M TEXHUYECKOrOo 06CyXnBaHWA (ecnv aTo Npuemsiemo);

C) NoATBEPXAEHME TOro, YTO NPMGOP B TPAHCMNOPTHOWN Tape WM3roTOBMTENs CNOCOGEH BbiAepXMBaTb
yCNoBUS TPaHCNOPTUPOBAHUSA, yKa3aHHble B HACTOsILLEM CcTaHfapTe;

d) uHdopmauuio, ykasaHHyto B [1] (pa3gen 7);

€) NoATBEpPXAEeHMe TOoro, YTo NPMBOP HE MOXET BbINO/HUTL TeMnepaTypHble TpeboBaHUSA COrnacHo
5.2.1, ecnu TpebyeTcs.

8.2 TpeboBaHUS K MapKnpoBke

8.2.1 OdpTanbMonornyeckuini Npubop AOMKEH UMETb MOCTOAHHYI0O MapKMpOBKY, Ha KOTOPOI ykasaHa
cnepytwouiaa nHgopmaums;

a) HavMeHOBaHWe U3roTOBUTENA /WK TOBaPHbIN 3HaK;

b) agpec M3rotoBuTeNs, Mofenb WU 3aBOACKON HOMeEp;

C) npegynpexaatoLime coobLeHns n/mnu Mepbl NpefoCTOPOXHOCTM, KOTopble ciefyeT nNpesnpuHaTh;

d) gononHuTenbHas MapkupoBka, ecnu Tpebyetcss, — no FTOCT P 50267.0.

8.2.2 TpeboBaHWA K CMMBO/SIAM, MPUMEHSAEMbIM NPWY MapKMpoBaHuy o TanbMONOrMyecknx npubo-
poB. —no FOCTP UCO 15223.
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MpunoxexHne A
(cnpaBoyYHOE)

MexayHapoHble N HaluMoHabHble CTaHAapThl Ha opTanbMonornyeckue npubopsl,
ycTaHaBnmBawL e TexHnyeckme TpebosaHms

NCO 8612:2001 Odtanbmonornyeckme npubopbl. TOHOMeETpbI

FOCT P NCO 9801—2008 Ochtanbmonornyeckne npnoopbl. Habopbl MPO6GHLIX OYKOBbLIX NMNH3. TexHMYeckne Tpe-
60BaHNsA U MeToAbl UCMbITAHUN

NCO 10341:1997 OdTanbmonornyeckue npnbopsl. Mpenomnstolme ronoBku

FOCT P NCO 10342—20080d¢Tanbmonornyeckne npubopsl. PechpaktomeTpbl opTanbmonornyeckne. TexHuuec-
Kne Tpe6oBaHMA U MeToAbl UCMbITaHWi

FOCT PUCO f0343-20080dTtanbmonornyeckme npubopbl. OdptanbmomeTpbl. TexHnyeckne TpeboBaHUA U MeTo-
bl ucnblTaHnii

MCO 10938:1998 Odtanbmonornyeckne npubéopbl. MpoekTopbl ANa AeMOHCTpayuu onToTUNOB

NCO 10939:2007 OdTtanbmonornyeckne npnbopbl. MUKpOCKONbl CO WeneBoin namnoi

NCO 10940:1998 OdTanbmonornyeckne npnbopbl. PyHayc-kamepsbl

NCO 10942:2006 OdTtanbmonornyeckne npmbopsl. OdhTanbMoCcKonbl

NCO 10943:2006 OdTanbmonornyeckme npu6opbl. OdTanbMockonbl 06paTHOro 3peHns

NCO 10944:1998 OdTtanbmonornyeckne npubopsl. CuHonTodopsl

NCO 12865:2006 Odtanbmonornyeckne npuéopbl. Ckmackonsl

NCO 12866:1999 Odtanbmonornyeckne npnéopbl. MepumeTpol

NCO 12867:1998 OdTanbmonornyeckne npubopsl. MpobHbIE OUKOBbLIE ONpaBbl

NCO 15253:2000 OcpTanbmonoruyeckas ontuka n npubopsl. OnTuyeckne nsgenna ANa ynyyweHUs NOHUXEHHOTo
3peHunn

NCO 1S254:2002 OchTanbmonornyeckas ontuka v npubopsl. dNeKTPOONTUYHECKNE U3LeNnsa ANA YNyYLEeHNs NOHN-
XEHHOro 3peHuns

NCO 19980:2005 Odtanbmonornyeckne npnéopbl. PoroBnuHble Tonorpadsl
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MpunoxeHune B
(o6a3aTenbHoe)

CBefeHNS 0 COOTBETCTBUU CChIJIOYHBIX MEXAYHAPOLHbLIX (PEernoHasbHbiX) CTaHAapTOB
HauMoHanbHbLIM cTaHaapTam Poccuiickoii ®efepalun, UCNoNb30BaHHLIM B HACTOsLWEM CTaHAapTe
B KQUeCTBe HOPMATUBHbIX CCbINOK

Ta6nuuya Bl

O603HayYeHe 1 HavMeHOBaHWE CCbINIOYHOTO MEXAYHapOAHOro cTaHaapTa n

O603HayYeHNe CCbISIOYHOTO HaLMOHaIbHOTO
ycnosHoe 0603HaueHne CTeneHy COOTBETCTBUS CCbIZIOYHOMY HauMoHabHOMY

cTtaHgapTta Poccuiickoii ®epepaumn

cTaHgapTy

FOCT P NCO 14971—2008 NCO 14971:2000 YcTpoiicTBa MeauumnHckue. NpUMeHeEHWE ynpaBieHus
puckamu Kk meguumHckum yctpoiicteam (HOT)

rOCT P NCO 15223—2002 NCO 15223:2000 Usgenua meguumHckue. CUMBONLI, UCMOMb3yeMble Ha
3TUKETKaxX U ApNblkax MEAULUHCKUX U3aennini n npegnaraemas nHpopma-
uua (IOT)

FOCT P 50267.0—92 (M3K 601-1—88) M3K 60601-1:2005 W3pgenua mMepuuunHckue anekTpuyeckume. Yacte 1.
O6wune Tpe6oBaHNA K OCHOBHO TexHWKe 6€30NacHOCTU U CyLeCTBEHHbIM
xapaktepuctukam (NEO)

roCT P 51609—2000 -

FOCT P M3K 60601-1-1-2007 M3K 60601-1-1:1999 N3pnenua meguuynHckne anektpuyeckme. Yacto 1-1.
Ob6uwune TpeboBaHua 6esonacHocTn. TpeboBaHua 6e30nacHOCTU K MeAun-
LWHCKNM 3anekTpuyeckum cuctemam (HOT)

FOCT P M3K 60601-1-6—2007 M3K 60601-1-6:2004 3nekTpoobopysoBaHue meguuyunHckoe. Yactb 1-6.
O6wune Tpe6oBaHnsa 6e3onacHOCTU. BO3MOXHOCTb ncnonb3osaHus (KOT)

MpumeuyaHune — BHacTosweM cTaHjapTe NCNONb30BaHbI C/leAylOL e YCNOBHbIe 0603HaYeHUsA CTENEHN COOT-
BETCTBYIOLWNX CTAHAAPTOB:

- KOT — MAEHTUYHbIN cTaHpapT;

- NEQ — HesKBMBaNIEHTHbIN cTaHgapT.



11) NCO 15004-2:2007
ISO 15004-2:2007

12) M3K 60695-2-11:2000

IEC 60695-2-11:2000

/3) M3K 60695-2-10:2000

IEC 60695-2-10:2000
14) NCO 9022-2:2002
ISO 9022-2:2002
(5) NCO 9022-3:1998

ISO 9022-3:1998
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