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1 PABPABOTAH OTKpbITbIM aKUMOHEpPHbIM 00LLecTBOM « TKC-onTukay COBMECTHO € noakomuteTom MK 5
«MMKPOCKOTbI M SHAOCKOMbI» TEXHUYECKOTo komuTeTa TK 296 «OnTuka u ontudeckue npubopbi»

2 BHECEH TexHu4eckum KomuteTom 296 «OnTuka u ontudeckne npubdopsiy»

3 YTBEPXXOEH W BBEJEH B OEWCTBWE Mpukasom deaepansHOro areHTCTBa no TEXHUHECKOMY
perynupoBaHuto u meTtponorum ot 15 oktsabps 2014 r. Ne 1336-ct

4 BBE[JEH BIMNEPBbIE

lMpasuna npumeHeHuUs Hacmosweao cmaHOapma ycmaroeneHsl 8 FOCT P 1.0—2012 (pasden 8). UHpopmayua
06 U3MeHeHUAX K HacmosawieMy cmaHOapmy nybnukyemcs e exego0HoOM (1o cocmosHuio Ha 1 sHeaps mekyweao 2oda)
UHGDOPMaUUOHHOM yKazamene «HayuoHanbHble cmaHOapmbiy», a ochuluanbHbill mexcm usmMeHeHUl U nonpagok — &
exemecsyHoM @hopMallOHHOM yKkasamene «HauyuoHansHble cmaHOapmbl». B cinyyae nepecmompa (3ameHbl) unu
ommeHbl Hacmosauweao cmaHGapma coomeememayiouiee ysedomneHue bydem onybnuxkosaHo & bnuxalulem eblilycKke
eXeMeCa4YHo20 UHGopMaUlLOHHO20 yKazamensa «HayuoHnansHbie cmaHOapmel». Coomeemcmeyiouias uHgopmMauus,
yee@omneHue U meKkcmbl pasMewjaronca makxe e UH(#)O,DMGL(UOHHO[] cucmeme o6u4eao fnosib3oeaHuss — Ha
ogbuyuansHom calime QedepanbHo20 azeHmMcemea M0 MEXHUYECKOMY pesynuposaHuo U Memponoauu 8 cemu
UHmepHem (gost.ru)
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HALUMWOHANBHBIN CTAHOAPT POCCUUCKOWN DEQEPALUUMN

M3gENA MEOQULUMHCKUE SNTEKTPUYECKUE
MMKPOCKOMNbI ONEPALIMOHHBIE
TexHnueckue TpeGoOBaHUA 4NA rOCYAAPCTBEHHbIX 3aKyNOK

Medical electrical equipment. Operation microscope. Specifications for governmental purchase

Hara BBegeHnsa — 2015—06—01
1 O6bnactb NnpUMMeHeHus

Hactoawumit craHgapTt ycraHaBnuBaeT TexHudeckue TpeboBaHWA K OnepauuoOHHbIM MUKPOCKONaM, a
TaKkke 4acTHble TpeboBaHMA B OTHOLUEHMM OMACHOCTU OMTUYECKOTO M3MYy4YeHUs OnepaLUOHHbLIX
MUWKPOCKOMOB, UCNOSb3YEMbIX B FMa3HOW XMPYprum, NpUMEHsIEMbIE AN rOCYyAapPCTBEHHbIX 3aKyNOK.

CTaHgapT He pacnpoCTpaHAeTCs Ha pasnuyHble MOAKMIOYEHHbIE yCTpoucTBa dukcaumm (oTto-
BUAEOKamepbl) Unu BbIBOAA U306paxkeHns1 (MOHUTOPbI, MPUHTEPDI).

2 HopmaTuBHbIE CCbINIKN

B HacTosALWeM cTaHgapTe UCNOMb30BaHbl HOPMATUBHbBIE CChINIKW Ha crneaylolme ctaHaapTbl:

FOCT IEC 60601-2-22-2011 W3genua MeaumumHckne onektpudeckue. Yacte 2-22. YacTHble
TpeboBaHusa Kk Oe3onacHOCTM npu paboTe C XUPYPrUYECKUM, KOCMETUYECKUM, TepaneBTUYECKUM W
ANarHoCTUYECKMM fnasepHbIM 060pya0BaHMEM

FOCT P NCO 9001-2008 Cucrembl MEHEAXKMEHTA KadyecTBa. TpeboBaHusA

FOCT P NCO 13683—-2000 Ctepunusaums MEAUMLIMHCKON Npoaykuumn. TpeboBaHWS K Banuaaumum u TeKyLLemy
KOHTpOM0. CTepunu3aLms BNaxxHbIM TENMOM B MEANLIMHCKUX YUPEXOAEHUSAX

FOCT P WNCO 14971-2009 Wsgenua wmeguuyuHckue. [IpUMEHEHUE MEHEeIKMEHTa pucka K
MeAULIMHCKUM U3Jenunsam

FOCT P NCO 15223-1-2010 N3genua meguumHckue. CUMMBOIbI, NPUMEHSAEMbIE MPU MapKupOBaHUN
Ha MEeAMLUMHCKUX Wu3Aennax, 3TUKeTKax M B COMPOBOAMTENbHOM AoKymeHTauun. Yacte 1. O6wime
TpeboBaHua

FOCT P 50267.0-92 (MOK 601-1-88) WMsgenus meauuuHckue anektpuyeckne. Yactb 1. Obwme
TpeboBaHna 6e30nacHOCTH

FOCT P 50314-92 Ontuka. MpeanovtutensHble AnMHbl BOSTH

FOCT P 50444-92 MMpu6Gopbl, annapatbl U obopyaoBaHue MeauuuHckue. OOWMe TexHU4Yeckue
yCnosus

FOCT P 51609-2000 WN3genua meaguuyunHckme. Knaccudukauma B 3aBUCMMOCTM OT MOTEHUMANbLHOrO
pucka npumeHeHus. Obwme TpeboBaHus

FOCT P M3K 60601-1-2010 M3genus meauumHckue anektpudeckune. Yactb 1. Obwme tpeboBaHus
6e30nacHOCTN C Y4ETOM OCHOBHbIX (PYHKLIMOHAMbHBLIX XapakTepUucTuK

FOCT P 55719-2013 W3penus MeaAuUMHCKME adnekTpudeckue. TpeboBaHMA K COAEPXKAHUIO U
O0POPMINEHMIO TEXHUYECKMX 3aAaHUN AN KOHKYPCHOW AOKYMEHTauuu npu nNpoBeAEHUN roCYAapCTBEHHbIX
3aKyMnoK BbICOKOTEXHONOMMYHOIO MeAULMHCKOro 06opyaoBaHus

FOCT P 56169-2014 Ontuka u ontudeckme npubopbl. MUKpOCKONbl onepaunoHHble. TexHu4Yeckue
TpeboBaHusA. MeToabl UCTLITAHUI

FOCT P 56092-2014 (MNCO 15004-2:2007) MMpuGopbl odTanbmonornyeckne. Yacre 2. O6wme
TpeboBaHus K opTanbMonornyeckum npubopam u MeToAbl UCMbITAHWIA. 3alumuTa OT CBETOBOM OMACHOCTU

FOCT 15150-69 MawuHbl, npubopbl U APYrne TexXHu4Yeckue usaenus. MICnonHeHus Ans pasnuyHbiX
KnMMaTuyeckux pawoHoB. Kareropuu, ycnoBusi akcnnyatauuu, XpaHEHUss U TPAHCMOPTUPOBAHUA B 4acTu
BO3ENCTBUA KNUMATUYECKNX (PaKTOPOB BHELLUHEN Cpeabl

FOCT 28489-90 Mukpockonbl CBETOBbIE. TEPMUHBI U ONpeaeneHns

FOCT 29214-91 (MCO 8040:86) OnTtuka n ontuyeckue npudopsl. Mukpockonsl. MpucoeanHuTenbHbIE
pa3mepel TYyOYCHBIX BCTABOK M MA30B ANS HUX

N3paHne opuumnancHoe
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3 TepMuHbI N onpepeneHus

B HacTosAwem cranHgapte npuMeHeHbl TepMuHbl U onpegenenns no FOCT 28489, [1], a Takxe
cnenymoLme TepMUHbI G COOTBETCTBYIOLLMMU ONpeaeneHUsiMu:

3.1 onepauuMoOHHbI MUKpockomn: CTepeoMMKPOCKON, MpUMEHsieMbIi Ans HabnwogeHusa 3a
XUPYPrUYECKUMMU U APYTMMU MEAULIMHCKUMU MpoUeaypamMmu U COCTOALLMIA M3 HabmogaTenbHOW ONTUYECKON
CUCTEMbI, BKITOYas 0O bLEKTUB, ONTUYECKON CUCTEMbI MEPEMEHHOIO UNKU NMOCTOSAHHOIO yBenuyeHus, Tybyca u
OKYNsIpOB.

lTpumep — Konbnockonei.

3.2 npu6Gop rpynnbl 1: [pnubop, OT KOTOPOro HE MPOUCXOAMT HUKAKOW NOTEHUManbHOW CBETOBOW
ONacHOCTU M B OTHOLLEHUWN KOTOPOrO MOXET ObITb NOATBEPXKAEHO BbiNONHeHne TpebosaHuin FTOCT P 56092
(nogpasgen 5.2).

3.3 npuGop rpynnbl 2: MNpubop, y KOTOPOro CyLleCTByeT MOTEHLUManbHas CBETOBasA OMACHOCTb U
KOTOpPbIN He yaosneTBopaeT TpeboaHuam MOCT P 56092 (nogpasaen 5.2).

3.4 onacHOCTb ONTUYECKOro wuanyvyeHua: OnacHOCTb TpaBMbl rnasa nog AEWCTBUEM IHEPruu
OMNTUYECKOrO U3NMYYEHUS.

3.5 wusroroButenb (ONepauuMoHHOro MuKpockona): Puamyeckoe wunu Opuauveckoe nuuo,
BbICTaBNSIOLLEE ONEPALMOHHBIN MUKPOCKOM Ha PbIHOK.

36

npeaycMOTPEeHHOe  MPUMEHeHMe/nPeayCMOTPEHHOe  Ha3HauyeHue: VCnonb30BaHWe  uM3genus,
npouecca M ycnyru B COOTBETCTBUM C TEXHUMECKUMU XapaKTePUCTUKAMU, UHCTPYKLMSIMU U MHChOPMAaLMEN,
NpeaoCTaBnsieMON N3rOTOBUTENEM.

[FOCT P M3K 60601-1-2010, nyHKT 3.44]

3.7

MeHeIXKMeHT pucka: CucTeMaTUyeckoe NPUMEHEHUE TNPUHLUMNOB MEHEMXMEHTA, npoueayp |
METO/0B K 3aia4am aHanu3a, OLEHUBAHNUS 1 YrpaBIieHUst PUCKaMu.
[FOCT P M3K 60601-1-2010, nyHkT 3.107]

3.8

cdaiin meHemxmeHTa pucka: COBOKYMHOCTb 3anuceir M ApYyrux AOKYMEHTOB (He o00sa3arensHo
B3aMMOCBS3aHHbIX), CO34aBaeMbIX B NPOLECCe MEHeKMEHTA pucka.
[FOCT P M3K 60601-1-2010, nyHkT 3.108]

3.9

HOpMaribHas 3KCnryaTauus: JKcnnyatauus U3Aenus, BKIlOYasi NNAHOBbI OCMOTP U PErysimpoBKy
onepaTopoM, a TAKXKe PEXUMbI OXXUAAHUSI, COTFIACHO UHCTPYKLWMK MO SKCMnyaTaumm.
[FOCT P M3K 60601-1-2010, nyHkT 3.71]

4 TexHunueckue TpeboBaHUusA

4.1 O6wme TpeGoBaHuA

411 Bce npuBedeHHble B HACTOALEM CTaHJapTe TexHUJeckue TpeboBaHua ABNATCA
MWUHUMAarnbHbIMKM. OHKU CnpaBeanuBbl NPU OCHOBHOW ASfIMHE BOJSIHbI, YCTAHOBIEHHON cTaHgaptom MOCT P
50314.

4.1.2 OnepaunoHHbIE MUKPOCKOMbI, UCMOfMb3yeMble AMA [Na3HON XMPYPruu, AOSDKHbI YAOBETBOPATH
TpeboBaHMUAM B 4ACTU 3aLUMTbl OT CBETOBOM OMACHOCTM, YCTaHOBNEHHbIM B TOCT P 56092.

4.1.3 O6wume TpeboBaHMA K 3aKynaemMbiM OnepauuoOHHbIM MUKPOCKONAaM, NPUBEAEHHbIE B HACTOSILLEM
cTaHgapTe, crnieayeT NPUMEHsTb COBMECTHO ¢ Tpeboeanmamu [OCT P M3K 60601-1, TOCT P 50444, a
TaKkke TpeboBaHuaAMU Mo 4.2—4.8.

4.1.4 OnepaunoOHHblE MUKPOCKOMbI AOMKHbI ObITb KNaccuduumMpoBaHbl NO Knaccam, TUNam U rpynnam
cornacHo FOCT P 50444 (pasgen 1).

415 OnepauuMOHHble  MMKPOCKOMbI, WUCMOMb3yeMmble ANA  [NasHOW  XUpyprum,  cnegyet
knaccudbuympoBaTb kak npubopbl nubo rpynnbl 1, nubo rpynnel 2 B cootBeTcTBUM ¢ TOCT P 56092 (pasagen
4). ina ocyLlecTBNEHNA 3TON Knaccudukaummn SOSMKHbI NPUMEHATLCA METOAbl UCNLITAHUIA, U3MOXKEHHLIE B
FOCT P 56092.

4.1.6 3akynaemble ONEpPaUMOHHbIE MWKPOCKOMbI AOIKHbI ObiTb WM3TOTOBMEHBI MO TEXHUYECKOMY
3agaHuio, paspabortaHHomy B cootBeTcTBUM ¢ TOCT P 55719, cornacoBaHHOMY U YTBEMKAEHHOMY B
YCTaHOBMEHHOM MOPSAKE.

4.1.7 Wcnonb3yemble BCMOMOratesibHble npucnocobneHus, Hanpumep, GUNLTPbl  U3Ny4YeHus,
nonspM3aTopbl, KOMMNEHCATOPbI, BCMOMOraTernbHble Npenaparbl C LIENbo NONy4YeHUs pasnuyHbiX 3OdeKToB,

2
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DOIMKHBI COOTBETCTBOBATL TpeboBanuam FOCT 29214,

4.1.8 TpeboBaHuA k npoueccy 3akynok, MHopmaLuM No 3akynaembiM OnepauMoHHbIM MUKPOCKOMamMm,
Bepudukaummn 3aKynieHHbIX OMNepPauMOHHbIX MUKPOCKOMOB, NPOM3BOACTBY M OBOCNY>XUBAHUIO OOIDKHbI
cooteeTtcreoBatb MTOCT P MCO 9001 (pasaens! 7.4 n 7.5).

4.1.9 W3srotoButenb onepauuoHHbIX MUKPOCKOMOB AOMMKEH NPOBOAMTHL Npoueaypy MeHeaXMeHTa
pucka B cooTBeTcTBMMU ¢ TpeBosaHusimm TOCT P UCO 14971 u TOCT P M3K 60601-1 Lenblo koTopoui
ABMAOTCA:

- OLieHKa BEPOSATHOCTU BO3HUKHOBEHWS pUCKa ANA NaLUEHTa;

- OL|eHKa NOCneaCTBMiA HAHEeCeHUA Bpeaa (CTeneHb TSHKEeCTU HAHECEHUS).

4.1.10 OnepaumoHHbIE MAKPOCKONbI B 3aBMCUMOCTU OT NOTEHLMANBHOTO PUCKA NPUMEHEHWUS AOMKHbI ObITh
KnaccmpuumpoBaHbl B CO0TBETCTBUM C TpebosaHuammn FOCT P 51609.

4.2 Tpe6GoBaHMUSA K KOHCTPYKLIMK

4.2.1 OnepaunoHHbIE MUKPOCKOMbI JOMKHbI ObITb CKOHCTPYMPOBAHbLI Tak, YTOOLI MPU OCYLLECTBNEHUN
nNpPeayCMOTPEHHOTO MPUMEHEHUSA B COOTBETCTBUM C MHCTPYKUMAMMW, NPEfOCTaBNS€MbIMA M3rOTOBUTENEM,
PUCKU, CBA3AHHbIE C NPEAYCMOTPEHHBIM NPUMEHEHWEM, BbINU MAHUMANBHBIMU.

4.2.2 MpuHUMNBI OnNpeaeneHus AonycTMMOro pucka U AOMyCTUMOCTb OCTaTOYHOrO pPUCKa (PUCKOB)
OOIMKHbI ObITb YCTAHOBMEHbI M3rOTOBUTENEM U MOATBEPXAEHbI hannioM MEHEIKMEHTA PUCKa.

4.2.3 Bua KNnMMaTU4eckoro MCNOMHEHNUA M KaTeropuilo pasmeLLeHns yCTaHaBnMBalT B COOTBETCTBUN C
FOCT 15150 ¢ ydetom TpebosaHuini MTOCT P 50444 B 3aBUCMMOCTU OT MPEAYCMOTPEHHOIO MPUMEHEHUS
onepaumMoHHOr0 MUKpOCKOna.

4.2.4 Cpeactea UBMEPEHUS, UCTIONb3YEMbIE B ONEPALMOHHBIX MUKPOCKONAX, AOIMKHbLI ObITb NOBEPEHBI
B COOTBETCTBUM C TpeboBaHusAMHU [2].

4.3 TpeGoBaHUA K ONTUKO-MEXaHUYECKUM XapaKTepUCTUKaM

431 OnepaunoHHble  MMKPOCKOMNbI  AOMKHbI  MMETb  XapaKTEepUCTUKM  ANs  BbIMNOSHEHUS
NpeaycMOTPEHHOrO M3roTOBUTENEM Ha3Ha4YeHUSA B HOPMAarbHbIX YCIOBUAX UX SKCMyaTaLuu.

4.3.2 TpeboBaHNUsA K OMTUKO-MEXAHUYECKMM XapaKTePUCTUKAM ONepaLMOHHbIX MUKPOCKOMNOB AOSDKHbI
COOTBETCTBOBATL TpeboBaHuAM, npuseaeHHbIM B TOCT P 56169 (tabnuua 1).

4.3.3 TpeboBaHNs1 K OCHOBHbIM NapameTpaM OnepaLUOHHbIX MUKPOCKOMOB G UCTOUHMKOM MUTaHUS —
no FOCT P 50444 (pasgen 2) u FTOCT P M3K 60601-1.

4.4 TpeGoBaHuA K MaTepuanam

4.4.1 KOMMNOHEHTbI OnepayMoHHbIX MUKPOCKOMOB, KOTOPbIE MnpeAHasHauYeHbl AN HENOCPeaACTBEHHOro
KOHTaKTa C NauMEHTOM U/UnuU ONepPaTopoM, AOIMKHbI ObITb M3rOTOBMEHbI U3 HETOKCUYHBLIX MaTepnanos, He
BbI3bIBAIOLLMX annepruyeckux peakuMin npu MCMONb30BaHUM MO NPeayCMOTPEHHOMY W3rOTOBUTENEM
Ha3Ha4eHuto, n BbiTb pa3peLLEHHbIMU K MPUMMEHEHUIO opraHamm PocnotpebHaasopa.

4.5 Tpe6GoBaHuA K 3aluTe OT 3arPA3HEHUN

4.5.1 OnepauyuoHHbIE MMKPOCKOMbI AOSMKHbI ObITb yCTOWYMBLI K crepunusauyun no MOCT P UCO
13683.

4.5.2 N3penus, KOHTaKTUPYIOLWMe C paHEBbIMU MOBEPXHOCTAMU CIIU3UCTON 0GONOYKM, €CIN OHU MOTyT
BbI3BATb MOBPEXAEHUE NOCNEeAHEN, AOIMKHbI ObITb YCTOWUYUBLI K A€3MHMDEKLMUN U CTEPUNN3ALNN.

4.6 TpeGoBaHuA yCTOMYUBOCTU K BHELIHUM BO3AeNCTBYIOWMUM chakTopam

46.1 OnepauuoHHble MWKPOCKOMbI  AOMDKHbI  YAOBNETBOPATL TpebOBaHUAM K  BHELUHUM
BO3€ENCTBYIOLUMM (hakTOopaMm, yCTaHOBNEHHbLIM B cTaHaaptax FOCT P MOK 60601-1 u TOCT P 50444.

4.7 TpeGoBaHusa 6e30NaCHOCTH

4.7.1 O6wue Tpe6oBaHNA

4.7.1.1 JomkHbl NpuMeHATbCA Tpebosanus TOCT P 50267.0 u TOCT P M3OK 60601-1 co cnegyowmm
nameHeHuem: nyHkt 42.1 FTOCT P 50267.0 He npUMEHSITb.

4.7.1.2 YacrHble TpeGoBaHusa k GesonacHoctu npu paborte ¢ nasepHbiM 0GOPYAOBAHWEM [OJDKHbI
COOTBETCTBOBaTL ycTaHoBneHHbiM FOCT IEC 60601-2-22.

4.7.2 Tpe6oBaHusa 6€30MaCHOCTM ONEPALMOHHLIX MMKPOCKOMOB OT CBETOBOrO W3Iy4YeHMs,
NCNOSb3yeMbIX Ansl [Na3HoN XUpyprum

4.7.2.1 TpeboBaHusi 6e30NaCHOCTU OnepaLMOHHbIX MUKPOCKONOB OT CBETOBOTO U3NYYEHUs!, UCMOSb3YEMbIX
ANs1 IasHoN XUpyprum A0SkHbI yaoBneTBopATk TpebosaHuam FOCT P 56092 (noapasaen 4.5).

4.8 TpeboBaHMA K MaPKUPOBKE, yNaKOBKe, TPAHCMOPTUPOBAHUIO U XPAHEHUIO

4.8.1 Ha onepaumoOHHbI MMKPOCKON AOIMKHA ObiTb HAHECEHA CTOWKass MApKMPOBKA ¢ 0603HAaYEeHUAMU
no NOCT P M3K 60601-1 co cneaylowmmM 4ONOSIHEHUEM:

CuUMBOnbI, MPUMEHAEMbIE NPU  MapKUPOBKE Ha ONEpauMOHHOM MMKPOCKOMNE, I3TUKETKax U B
CONpOBOAUTENBLHON AOKYMEHTauun — no FTOCT P UCO 15223-1.

4.8.2 TpeboBaHuA K ynakoske, TPAHCNOPTMPOBaHMIO U xpaHeHuto — no FOCT P 50444 (pasaen 8).
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4.9 [OdononHutenbHaa uH(OpPMaLUA, KOTOPYH 00f3aH npenocTaBnATb UW3roTOBUTESb
onepaunoHHbIX MUKPOCKONOB, UCMOSNb3YEeMbIX ASIA [Ma3HOW XUPYPrun, OTHOCAWMNXCS K rpynne 2

4.9.1 JononHutenbHaa nHdopmaunsi, KOTopyo 06a3aH NpegoCcTaBUTb M3rOTOBUTENb ONepPaulMOHHbIX
MUKPOCKOMOB, MCNOMNb3YEMBIX A5 TMA3HOW XMPYPrUM U OTHOCALUMXCA K rpynne 2 no FTOCT P 56092, gomkHa
cooTteeTcTBoBaTh MOCT P 56092 (nogpasaen 4.6).
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