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MNpepncnosune

1 PABPABOTAH OTKpbITbIM aKUMOHEPHbIM 06LecTBOM «TKC-onTrKa» COBMECTHO € nogkomuteToMm MK 5
«MWKPOCKOMbI 1 3HAOCKOMbI» TEXHUYeckoro komuteta TK 296 «OnTuka n ontuyeckme npuéopbl»

2 BHECEH TexHuuyeckum kommTteToM 296 «OnTrka 1 onTuyeckne npubopbi»

3 YTBEPX/JEH W BBEJEH B AEWCTBUE [pukazom ®efepasbHOro areHTCTBa MO TeXHUYECKOMY
perynnpoBaHuto n meTposnornu ot 15 oktabps 2014 r. Ne 1336-cT

4 BBEJJEH BINEPBbIE

MpaBuna NpMMeHeHNs HacToALLero cTaHgapTa ycTaHosneHbl B TOCT P 1.0—2012 (pa3gen 8). NHdopmaums
06 M3MEeHEeHUsIX K HacC T osiLLleMy cTaHAap Ty NybankyeTCa B eXerogHoM (Mo cocTOosHMIo Ha 1 sHBapsa TekyLlero roga)
MHDOPMALMOHHOM yKa3aTesne «HaunoHasibHble cTaHgapThi», a oMLUMabHbIi TeKCT W3MEHeHU 1 nonpaBok — B
exemecsyHoM (popMaLMOHHOM ykasaTene «HaunoHanbHble CTaHfapTbi». B cnyyaB nepecmoTpa (3ameHbl) win
OTMeHbl HAaCcTOsILLLEro CTaHjapTa CooTBeTCTBYLLee yBeJoMIeH e OyaeT ony6avKoBaHO B GawkaliliemM Bbinycke
eXxeMecsayHoro MHAOPMaLMOHHOrO ykasaTens «HauvoHanbHble cTaHaapThl». CooTBeTCTBYyWas UHopmaums,
yBeJOM/IeHMe W TeKCTbl pasMeljalnTcss Takke B WH(OPLILMOHHON cucTeme OO6Lero nosb3oBaHns — Ha
othuumanbHom caiiTe ®egepasbHOro areHTCTBa MO TEeXHWYECKOMY PerynmpoBaHuio W MeTponorun B ceTwu
MHTepHeT (gost.ru)

©CrtaHpgaptuHpopm. 2015

HacTtosawumii cTaHgapT He MOXeT 6biTh MOIHOCTBLIO WM YAaCTUYHO BOCMPOM3BEAEH, TUPAXMPOBaH W
pacnpocTpaHeH B KauyecTBe OMUMANbHOTO u3faHus 6e3 paspelieHus defepasibHOrO areHTcTBa Mo
TEXHUYECKOMY PerynnpoBaHuio U MeTposorim
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HAUWOHA/NbHbBIMN CTAHOAPT POCCUWMWCKOWMW GEALEPALUNWN

N3JOENNA MEOAVNLUNHCKNE SNEKTPUYECKUE
MWKPOCKOTbI OMEPALVNOHHBLIE
TexHu4yeckne TpeboBaHUA 415 TOCyJapCTBEHHbIX 3aKyNokK

Medical electrical equipment. Operation microscope. Specifications for governmental purchase

[Jarta BBegeHns — 2015—06—01
1 O6nactb NpUMeHeHus

Hactoswwmii cTaHgapT ycTaHaBnMBaeT TexHuyeckne TpeboBaHMS K OnepauyoHHbIM MMKpOcKonam, a
TaKkke uvacTHble TpeboBaHWA B OTHOLWIEHWM OMacHOCTW ONTUYECKOTO W3/yYyeHuss  OonepauyoHHbIX
MWKPOCKOMOB, UCMO/Ib3YEMbIX B INa3HOW XMPYpPrun, npyuMeHsieMble 415 roCyAapCTBEHHbIX 3aKyrnokK.

CTtaHfapT He pacnpocTpaHsaeTcs Ha pas/iMyHble MNOAK/YEeHHble ycTpoicTBa ukcauum (oTo- .
BUEe0KaMepbl) Un BbIBOAA M306paXeHUs (MOHUTOPbI, MPUHTEpDI).

2 HopmaTuBHbIE CCbIIKN

B HacTosleM cTaHfapTe UCMoNb30BaHbl HOPMATUBHBIE CCbISIKU Ha cnefyowmne cTaHaapTbl:

FOCT IEC 60601-2-22-2011 W3genus wmefuuMHCKME 3anekTpuyeckue. Yactb 2-22. YacTHble
TpeboBaHMa K 6Ge3onacHoCcTM npu paboTe C XUPYPruyeckum, KOCMETUYECKUM, TepaneBTUYECKUM 1
AnarHocTu4yecknM nasepHbiM o6opyfoBaHneM

FOCT P CO 9001-2008 Cuctembl MeHef)XMeHTa kayecTsa. TpeboBaHUs

FOCT P NCO 13683-2000 CTepunmsaumsi MeAMLMHCKON NpoayKumn. TpeboBaHUs K BaiMaaummn 1 TekyLemy
KOHTpONt0. CTepunusaums BaxHbIM TEMNIOM B MEANLIMHCKUX YUpEeXOeHUAX

FTOCT P WNCO 14971-2009 Ws3penus mMeguuumHckue. T[lpumeHeHWe MeHeOXMeHTa pucka K
MeANLMHCKUM U3LENUAM

FOCT P NCO 15223-1-2010 M3genua meguumHckne. CUMBOJIbI, NPUMEHAEMbIEe NMPU MapKUpoBaHUu
Ha MeAMUMHCKUX W3[enusx, 3TWKeTKax W B CONPOBOAUTENbHOW AokymeHTauun. Yactb 1. O6wme
TpeboBaHus

FOCT P 50267.0-92 (M3K 601-1-88) W3genua meauuuHcKne anekTpuyeckne. Yactb 1. O6uwme
TpeboBaHNs 6e30MacHoOCTU

FOCT P 50314-92 Ontuka. MNpeanoytutesibHble 4/IVHbLI BOJH

FOCT P 50444-92 TMMpu6opbl, annapaTbl WM o60pyAoBaHue MeauuuHCkue. O6Lne TexHuyeckue
ycnosus

FOCT P 51609-2000 W3penus meauuuHckue. Knaccudukaums B 3aBUCUMOCTM OT NOTEHLMabHOIo
pucka npumeHeHus. Obwue TpeboBaHWA

FOCT P M3K 60601-1-2010 W3genus meguuuHckne anektpudyeckue. Yactb 1. O6wme TpeboBaHus
6e30MacHOCTM C YH4ETOM OCHOBHbIX (DYHKLNOHA/IbHBIX XapakTepUCTUK

FOCT P 55719-2013 W3pgenus MeauuMHCKME 3nekTpuuyeckne. TpeboBaHMSA K COAEpXaHuwo U
0(hOpPMNIEHNIOD TEXHUYECKUX 3afaHnii ANA KOHKYPCHOW AOKYMeHTauuu npu npoBefeHWM rocyfapCTBEHHbIX
3aKynoK BbICOKOTEXHO/TOTMYHOTO MeAMNLMHCKOro 060pyA0BaHNA

FOCT P 56169-2014 Ontuka u ontuyeckme npubopbl. MUKPOCKOMbI OnepauunoHHble. TexHuyeckue
TpeboBaHus. MeToabl UCNbITaHWIA

FOCT P 56092-2014 (MCO 15004-2:2007) [MMpubopbl odTanbmonoruyeckne. Yactb 2. O6ume
TpeboBaHMA K 0PTaIbMOIOTMYECKMM NpMbopam 1 MeToAbl UCMbITaHUiA. 3aliuTa OT CBETOBOI ONaCHOCTM

FOCT 15150-69 MalunHbl, Npubopbl U Apyrue TexHuyeckue udgenus. VcnonHeHust ans pasnuyHbiX
KnMMaTmyeckmx paiioHoB. Karteropuu, ycnoBus 3KcniyaTauuu, XpaHeHWs W TPpaHCMoOpTUPOBaHMS B YacTu
BO3[eNCTBMA KNMMaTUiecknx hakTopoB BHELLUHEeNR cpefbl

FOCT 28489-90 Mukpockornbl CBeTOBble. TEPMUHBI U ONpeaeneHus

FOCT 29214-91 (MCO 8040:86) Ontuka u ontuyeckme npnbéopsl. Mukpockonsl. MpucoeguHnTeNbHbIe
pa3mepbl TyOyCHbIX BCTABOK M Na30B A5 HUX

M3paHue oduuymanbHoe
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3 TepMuHbI 1 onpeaeneHus

B HacTosilem cTaHgapTe npuUMeHeHbl TepMmuHbl W onpegdeneHus no FOCT 28489, [1], a Takxe
crnefyoLine TepMUHbl C COOTBETCTBYIOLLMMU ONpefeneHnsaMu:

3.1 onepauuoHHbIl MuUKpockon: CTepeoMWKPOCKON, MpUMeEHsieMbIli  ANna  HabnogeHns  3a
XUPYPruyeckumun 1 ApyruMm MeauLMHCKUMK npoueaypamu 1 COCTOALWMIA U3 HabnwaatebHOn onTUYeckoi
cUCTeMbl, BKIOYass 06bEKTUB, ONTUYECKOW CUCTEMbI MePEeMEHHOro Wn NOCTOSHHOTO yBennyeHus, Tybyca un
OKYNSAPOB.

Mpumep - Konbnockonsl.

3.2 npubop rpynnel 1: pn6op, OT KOTOPOro He MPOUCXOAWUT HUKAKON NOTEHLMasbHOW CBETOBOWA
0OMacHOCTW 1 B OTHOLLEHWUM KOTOPOrOo MOXET ObiTb NOATBEPXKAEHO BbIMNONHEHWE TpeboBaHuii TOCT P 56092
(nogpasgen 5.2).

3.3 npubop rpynnbl 2: MNpubop, Yy KOTOPOro CylwecTByeT MOTeHUMasbHas CBETOBas ONacHOCTb W
KOTOpbI He yaoBneTBopsieT TpeboaHusam TOCT P 56092 (nogpasgen 5.2).

3.4 onacHOCTb ONTUYECKOro u3ny4vyeHus: OnacHOCTb TpaeMbl [fnas3a nof [feicTBuem 3aHepruu
ONTUYECKOro U3NydyeHus.

3.5 wu3rotoBuTenb (ONEPaLMOHHOTO  MUKpockona): dusnyeckoe WAM  lOpPUANYECKoe  fnLo,
BbICTaB/IsAOLLEE ONepaLroHHbIi MUKPOCKOMN Ha PbIHOK.

3.6

4 TexHu4yeckune TpeboBaHus

4.1 O6bwue TpeboBaHMS

4.1.1 Bce npuBefeHHble B HacToAlWeEM CTaHgapTe TexHudyeckue TpeboBaHWA SABAAIOTCA
MUHMMaNbHbIMU. OHWM cnpaBef iMBbl NPU OCHOBHOW A/IMHE BOJHbI, YCTAHOBJIEHHON cTaHaapTom FOCT P
50314.

4.1.2 OnepaunoHHble MWKPOCKOMbI, WCMOMb3yeMble ANS [1a3HOW XUPYPruun, AO/MKHbI YA0BNETBOPAThL
TpeboBaHMSAM B HaCTU 3alUTbl OT CBETOBOI ONACHOCTU, ycTaHoB/IeHHbIM B TOCT P 56092.

4.1.3 O6wume TpeboBaHMA K 3aKynaeMblM OnepauyoHHbIM MUKPOCKONaM, NpuBeAeHHble B HACTOALEM
cTaHfapTe, crefyeT NPUMEHATb COBMECTHO ¢ TpeboBaHusamu [OCT P M3K 60601-1, TOCT P 50444. a
Takke TpeboBaHuAMM no 4.2-4.8.

4.1.4 OnepaunoHHble MUKPOCKOMbI JO/KHbI ObiTb KnaccuduumposaHsl Mo knaccam, Tunam u rpynnam
cornacHo NOCT P 50444 (pa3gen 1).

4.1.5 OnepaunoHHble  MUKPOCKOMbI, WUCMOMb3yemMble A4S  [NasHol  Xupypruu,  cnegyet
KnaccuguumpoBaTth kak npubopbl 60 rpynnbl 1. nn6o rpynnel 2 B cootBeTcTBUM ¢ TOCT P 56092 (pasgen
4). ns ocyliecTBeHNs 3TON Knaccumkaunm AO/KHbI NPUMEHATLCSA METOfbl UCMbITAHUA, U3/TOXKEHHbIE B
FOCT P 56092.

4.1.6 3akynaemble oOnepauVOHHble MUKPOCKOMbI [O/DKHbI ObiTb W3rOTOB/IEHbI MO TEXHUYECKOMY
3agaHuio, paspabotaHHomy B cooTBeTcTBMM ¢ [OCT P 55719. cornacoBaHHOMY W YTBEPXAEHHOMY B
YCTAaHOBJ/IEHHOM MNopsifKe.

4.1.7 Vcnonb3yemble BCoOMoOraTesibHble MPUCNOCOGNEHUS, Hanpumep, GWILTPbI  U3NYYEHUS,
nonspusaTopbl, KOMNeHcaTopbl, BCoMoraTe/ibHble npenaparbl C Le/iblo NolyYeHnUs passimyHbiX aheKToB.
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[O/MXHbI COOTBETCTBOBATL TpeboBaHusm FOCT 29214.

4.1.8 TpeboBaHUs K NpoLeccy 3aKynok, MHhopMauumn no 3akynaemMbiM onepaLloHHbIM MUKpOcKonam,
BepudnkaLmm  3akynieHHbIX OonepaluoHHbIX MUKPOCKOMOB, MNPOU3BOACTBY U OGC/AYXMBAHUIO [OSIKHbI
cooTtBeTcTBOoBaTh FOCT P NCO 9001 (pasgenbl 7.4 n 7.5).

4.1.9 W3roToBUTENb OMEPALMOHHbLIX MUKPOCKOMNOB [O/DKEH MPOBOAUTL Mpouefypy MeHemKMeHTa
pucka B cooTBeTcTBMM ¢ Tpeb6oBaHuamu FTOCT P UCO 14971 n FOCT P M3K 60601-1 uenbio KOTOpOIA
ABNAOTCA:

- OLeHKa BEPOATHOCTN BO3HWKHOBEHUSA pUCKa AN15 NauneHTa;

- OLleHKa nocneAcTBuii HaHeceHns Bpefa (CTeneHb TAXECTU HaHeceHNs).

4.1.10 OnepaunoHHble MUKPOCKOMbI B 3aBUCMMOCTY OT MOTEHLMAIbHOTO pUcka NPUMEHEHUSA AO0/MKHbI ObITh
KnaccudmLpoBaHsbl B COOTBETCTBUM C TpeboBaHusiMu TOCT P 51609.

4.2 TpeboBaHWA K KOHCTPYKLUMN

4.2.1 OnepaumnoHHble MUKPOCKOMbI JO/MKHbI OblTb CKOHCTPYMPOBAaHbLI Tak. YTOObLI MPU OCYyLLeCTBeHUN
npefycCMOTPEHHOTO MPUMEHEHUS B COOTBETCTBUM C WUHCTPYKLUMAMU, NPefocTaBsseMbIMU U3rOTOBUTENEM,
pYCKM, CBSA3@HHbIE C NMPeAyCMOTPEHHbIM NPUMEHEHNEM, 6bIIY MUHUMASIbHBIMU.

4.2.2 TlpuHuMnbl onpegeneHvs AoMyCcTUMOro pucka u AonyCTUMOCTb OCTATOYHOTO pucka (PUCKOB)
[OMXHbI 6bITb YCTAHOB/IEHbI N3rOTOBUTENEM U NOATBEPXKAEHBI haliioMm MeHeaXMeHTa pucka.

4.2.3 Bug kiMMaTU4ecKoro UCNOJIHEHUS U KaTeropuio pasMeLleHns ycTaHaBInBatoT B COOTBETCTBUN C
FOCT 15150 c yyetom TpeboBaHuit TOCT P 50444 B 3aBUCUMOCTM OT NPeAyCMOTPEHHOro MpUMEHeHUs
onepaylMoHHOro MUKpockona.

4.2.4 CpepncTBa M3MEpPEHNS, NCNOb3yeMble B OMepaLoHHbIX MUKPOCKONax, AO/MKHbI OblTb NOBEPEHbI
B COOTBETCTBUM C TpeboBaHuaMU (2).

4.3 Tpeb6oBaHUA K ONTUKO-MEXAHUYECKUM XapakTepucTukam

4.3.1 OnepauuoHHble  MWKPOCKOMbI  AO/DKHbI ~ UMETb  XapakTepucTWku 471 BbINOJIHEHUSA
npesycMOTPEHHOIO N3roToBUTENIEM Ha3HAYeHUA B HOPMaslbHbIX YCIOBUAX UX 3KCMyaTaLmu.

4.3.2 TpeboBaHUs K ONTUKO-MEXaHNYeCKUM XapaKTepucTmkam onepauuoHHbIX MUKPOCKOMOB AO/MKHbI
COOTBETCTBOBaTb TpeboBaHuAM, npuBeaeHHbIM B FTOCT P 56169 (Tabnuvua 1).

4.3.3 TpeboBaHMA K OCHOBHbIM MapameTpamMm OrnepauyoHHbIX MUKPOCKOMOB C UCTOYHUKOM MUTaHUSA -
no FOCT P 50444 (pa3gen 2) n TOCT P M3K 60601-1.

4.4 Tpeb6oBaHuA K MaTepuanam

4.4.1 KoMNOHEeHTbI onepaLlnoHHbIX MUKPOCKOMOB, KOTOpble NpefHasHavyeHbl A1 HenocpeAcTBEHHOro
KOHTaKTa C nauuMeHToOM u/unm onepaTopoM, JO/MKHbI ObiTb U3rOTOB/IEHbI U3 HETOKCUMYHBIX Matepuasnos, He
BbI3bIBAOLMX aNNepPrnyecknx peakuuii npu MCNOMb30BaHUM MO NPeAyCMOTPEHHOMY UW3roToBUTENEM
Ha3HayeHuio, 1 6bITb paspeLleHHbIMU K NPUMEHEHNI0 opraHamu PocnoTpebHaasopa.

4.5 Tpe6oBaHUA K 3aL4UTe OT 3arpA3HEHN

4.5.1 OnepauuoHHbIE MWKPOCKOMbI [O/MKHbI ObITb YCTOWYMBLI K cTepuam3auum no TOCT P UCO
13683.

4.5.2 N3penns, KOHTaKTUpYyOLWMUe C paHEBbIMU MOBEPXHOCTSAMU CAN3UCTON 060104KN, €CN OHW MOTyT
BbI3BaTb NOBpeXeHne nocnegHen, AO/MKHbI ObiTb YCTONUUBbLI K fe3VHMEKL N 1 cTepuam3aLuu.

4.6 Tpe60BaHMA YCTONYMBOCTU K BHELWHUM BO3AelicTBYOW UM hakTopam

4.6.1 OnepauuOHHble  MWUKPOCKOMbI  AO/KHbI  YAOBNETBOPATb  TPe6GOBAaHUSAM K BHELUHUM
BO34EeNCTBYOWMM hakTopaMm, yCTaHOB/IEHHbIM B cTaHgapTax FTOCT P MOK 60601-1 n FTOCT P 50444.

4.7 TpeboBaHua 6e3o0nacHoOCTH

4.7.1 Obwume TpeboBaHuA

4.7.1.1 flonxHbl NpuMeHaTbes TpebosaHusa FTOCT P 50267.0 u TOCT P M3K 60601-1 co cnegytowmm
n3meHeHvem: NyHKT 42.1 TOCT P 50267.0 He NpUMeEHATb.

4.7.1.2 YacTtHble TpeboBaHMs K 6e3onacHOCTM npu paboTe € NasepHbiM 060pyAOBaHUEM LOKHbI
cooTBeTCTBOBaThb ycTaHoB/ieHHbIM TOCT IEC 60601-2-22.

4.7.2 Tpeb6boBaHuA 6e30MacHOCTW oONepauvoHHbIX MWUKPOCKOMNOB OT CBETOBOIO W3/y4YeHUs,
NCNoNb3yeMblX AN1A TNa3HON Xpyprumn

4.7.2.1 TpeboBaHus 6e30MacHOCTH ONepaLMOHHbIX MUKPOCKOMNOB OT CBETOBOIO M3/Ty4eHWs], UCMNO/b3yeMbIX
AN TNasHoli XMpyprum AOMKHbI YAOBAETBOPATL TpeboBaHusim FTOCT P 56092 (nogpasaen 4.5).

4.8 TpeboBaHuA K MapkMpoBKe, ynakoBKe, TPAHCMOPTUPOBAHUNIO U XPAHEHUIO

4.8.1 Ha onepauVoHHbI MUKPOCKON A0/HKHA OblTb HaHEeCeHa CTOWkas MapkvpoBka ¢ 0603HaYeHNSMM
no rOCT P M3K 60601-1 co cnegytowmm AONOSTHEHNEM:

CvMBOJbI, MNpUMEHsieMble TMpPW  MapKkMpoBKe Ha OnepauyoHHOM MWKPOCKOMe, 3TUKETKax W B
conpoBoAnuTesibHOl gokymeHTauum - no FOCT P NCO 15223-1.

4.8.2 TpeboBaHUsA K ynakoBKe, TPaHCMOPTUPOBaHUIO U XpaHeHuto - no TOCT P 50444 (pasgen 8).
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4.9 [ononHutensHas uWHopMauus, KoTopyl 0653aH NpefocTaBAsATb  U3rOTOBUTENb
onepaumoHHbIX MUKPOCKOMOB, UCNO/b3YyEeMbIX A1 [1a3HON XUPYPrum, OTHOCALMUXCS K rpynne 2
491 JononuutensHas UHOpMaLMsi, KOTOpylo 06s3aH NPefoCTaBUTb M3TOTOBUTE/b ONepaLMOHHbIX

MUWKPOCKOMOB, UCNO/Ib3YyeMbIX A5 [1a3HOW XUPYpPrum n oTHocsAwmxcs k rpynne 2 no FOCT P 56092. gomkHa
cootBeTcTBOBaTb MOCT P 56092 (nogpasnen 4.6).
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[1] WCO 8039:97 OnTuka v onTnyeckne Npubopbl. MUKPOCKOMbI. YBEeIMYeHus

[2] NP 50.2.006-94 TlocypapcTBeHHas cuctema obecneyeHus eauMHCTBa M3MepeHwid. Mopspok
npoBefeHnss NOBEPKN CPeACTB U3MepeHuii
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