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Mpegucnosue

1 PABPABOTAH OTKpbITbIM akLMOHepHbIM 06LecTBOM «TKC-0onTvKa» COBMECTHO ¢ nogkomutetom MK 5
«MMKPOCKOMbI 1 3HAOCKOMbI» TeXHUYecKoro komuteta TK 296 «OnTuka 1 onTuyeckme npuoopbI»

2 BHECEH YnpaBsieHMeM TEXHNYECKOro peryimpoBaHnsa u ctaHgaptmsaunun depepasbHoOro areHTcrea
N0 TeXHUYECKOMY PeryimpoBaHuio U MeTposiorum

3 YTBEPXXJEH W BBEAEH B AENCTBVE [Mpukasom ®eaepansHOro areHTCTBa MO TEXHUYECKOMY
perynnpoBaHuio U MeTposornm ot 26 Hosbps 2014 r. No 1881-cT

4 BBEJEH BMNEPBbBIE

MpaBuna npvMeHeHUs HacToAW ero ctaHgapTta yctaHosneHol B TOCT P 1.0—2012 (pasgen 8).
MHhopmaumsa 06 n3MeHeHMAX K HacTosaWweMy ctaHgapTy nybnmMkyeTcsa B eXerogHoM (Mo COCTOSIHUIO Ha
1 sAHBapsA Tekylw,ero roga) MHCOpPMaLMOHHOM YyKa3aTene «HauuoHanbHble CcTaHgapTbl», a
ohuLUManbHbIi TEKCT W3MEHEHWA M MNOMpaBOK - B EXEeMEeCAYHOM  UHGOPMAaLMOHHOM Yyka3laTtene
«HaumnoHanbHble cTaHgapThl» B cnyyaB nepecmoTpa (3aMeHbl) UM OTMEHbl HacTosLW ero ctaHgapra
COOTBETCTBYKOLULEE YyBeAOM/IeHNe 6yaeT ony6nnkoBaHO B 6amxalileM BbiNycke WHGOPMAaLMOHHOIO
ykazatens «HaunoHanbHble cTaHfapTbi». COOTBETCTBYHO W aA MHpopMaums, yBeJoMIeHe U TEKCThI
pasmeljarTCcsa Takxe B UH(OPMaLMOHHOW cucTeMe 0o6WEro Nonb3oBaHUs - Ha oduymanbiiom calite
depepanbHOro areHTcTBa N0 TEXHUYECKOMY PpEryinpoBaHWid U MeTposorum B ceTu WHTepHeT
(gost.ru)
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Hactoawuii ctaHaapT He MOXET ObiTb BOCMPOM3BEAEH, TUPaXKMPOBaH W pacnpocTpaHeH B KayecTse
ohmumanbHOro uspaHus 6e3 paspelleHus defiepanbHOr0 areHTCTBa N0 TEXHWYECKOMY PEerynivpoBaHuio U
MeTposiorum



rOCT P 56278—2014
BeepgeHne

Hactoswwii ctaHgapT ycTaHaBnvBaeT OCHOBHble TpeBGoBaHWs, KOTOpble [O/KHbI COAepXaTbCsl B
TEXHWUECKUX 33[aHusX [Ns TOCY[apCTBEHHbIX 3aKynok Ha  BWAE03HAOCKOMUYECKUE KOMMIEeKChl C
yCTaHOBKaMu A1 yNbTPa3ByKOBOI 1 h/lyopecL,eHTHO aHA0CKONUM (anee - B3O KOMMNIeKCh).

Mpy npoBeAeHUM KOHKYPCHbIX TOProB B TEHAEPHble 3ajaHusi Nno 3akynke B3O KOMMAEKCoB B psge
CNyyaeB BK/IOYAKT TexHUYeckue Tpe6GOBaHUS, He COOTBETCTBYIOLME HA3HAYEHUID 3aKynaemoro
060py0BaHNs: MBO U3NWLIHE KOHKPETU3NPOBAHHbIE U M3GbLITOUHbIE, IMG0 KOCBEHHO OTHOCSILLMECS K UX
noTpe6uTesIbCKUM CBOWCTBaM.

HacToawwii cTaHgapT MMeeT Lenbl ynopsifounTb CAOXKMBLUYH MPaKTUKY MOATOTOBKU TEXHUUECKUX
Tpe6oBaHuii A5t TOCYAAPCTBEHHbIX 3aKynoK.

MeXAyHapofHbIX —aHaforoB CcTaHgapTy He cyuectByeT. CTaHfapT oOTpaxaeT Cneuuduky
0TEYeCTBEHHbIX (hOPM FOCYAAPCTBEHHbIX 3aKyMOK BbICOKOTEXHO/IOTUYECKON MEAULMHCKON TEXHWUKU 1 MOXET
6bITb TO/ILKO HALMOHA/IbHbLIM AOKYMEHTOM.
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HALUWOHA/NBbHbBIN CTAHALAPT POCCUNCKOWMW SELEPALUNWN

N3nenus MeguLUHCKNE aneKTpuueckne
BMAEO3HAOCKOMNYECKUE KOMIJIEKCBI C YCTAHOBKAMIK ANA Y/IbTPA3BYKOBOW U
P/IYOPECUEHTHOW HAOCKOMN
TexHuuyeckue Tpe60BaHUS A1 TOCYAAaPCTBEHHbIX 3aKynoK

Medical electrical equipment. Videoendoskopic complexes with installations for ultrasonic and fluorescence endoscopy.
Specifications for governmental purchase

Nata BeegeHns — 2015—09—01
1 O6nacTb NpMMeHeHus

HacToswwmin ctaHgapT ycTaHaB/iuBaeT o6Liuve TpeboBaHUA K NOArOTOBKE MPOBEAEHUS TOCYAapCTBEHHbIX
3aKynoK MeauumHckoro obopyaosaHusa  (MO):  BUAEO3HAOCXOMMYECKME KOMM/IEKCbl C  yCTaHOBKaMu  Ans
yNbTPa3ByKoBOI W ()/TyOpPECLEHTHON aHAoCKonuK (aanee - B3O komniekcbl), NpegHasHaveHHble A/18 AUarHoCTUKM
pa3nnyHbIX 3a60eBaHNii B OpraHn3me YenoBeka.

HacTosiwumii cTaHgapT ABASAETCS YacTHbIM CTaH4apTOM Mo oTHoweHuto k FTOCT P 55719.

CTaHfapT pacrnpocTpaHseTCcsa Ha TOpru No rocyfapCTBEHHbIM W MyHUUMNasbHbIM 3akynkam MO ans
oKasaHusi MeguLMHCKoV nomolwy. CTaHAapT He pacnpocTpaHseTcs Ha HerocyapcTBeHHble 3akynku MO.

CrtaHpapT He pacnpocTpaHseTca Ha TpeboBaHMA K MOAKMOYEHHbIM Pa3/IMYHLIM YCTpOCTBaM
dhukcaymm (poTo- . BUAEOKamMmepbl) AN BbIBOAA U306paKeHUss (MOHWUTOPbI, NPVHTEPbI) N 3HAOCKOMMYECKUM
WHCTPYMEHTaM, NMPUMEHSIEMbIM B X04,€e AUNArHOCTUKN.

2 HopmaTuBHbIe CCbIJIKN

B HacToslleM cTaHjapTe UCMob3oBaHbl HOPMAaTUBHBIE CCbISIKU Ha crefyolmne cTaHaapTh:

FOCT ISO 14971-2011 WN3penusa meAuumHcKue. NpuMeHeHne MeHeKMeHTa puUcka K MeauUUHCKUM
n3genusam

FOCT 15150-69 MaluunHbl, NpMbopbl U Apyrue TeXHWYeckue usgenus. VICNosHeHus N8 pasnyHbIX
KAMMaTuyeckux panoHoB. Kateropuu, ycnoBus akchsyaTauuu, XpaHeHWs W TPaHCMopTUPOBaHMSA B 4acTu
BO34eNCTBUS KNMMaTUYecKknx hakTopoB BHeLLHel cpeapl

FTOCT P WCO 8600-6-2012 Ontvka W oONTU4Yeckne npubopbl. SHAOCKOMbI U NpMGOpPbI
3HAOTepaneBTMYeCcKkMe MeguuUnHCKue. Yactb 6. TepMuHbl 1 onpeaeneHus

FOCT P UCO 13485-2004 W3genusa meguumHckne. CUCTEMblI MeHeKMeHTa kadecTBa. CUCTEMHbIe
TpeboBaHWA 414 Lenei perynmpoBaHus

FOCT P NCO 13683-2000 Ctepuiuzauusi MeAMLMHCKOA NpoayKumu. TpeboBaHUs K BaMaaummn v TekyLemy
KOHTposto. CTepunnsaums BiadkHbIM TEMNIOM B MEAULIMHCKNX YUPEXAEHNSAX

FOCT P NCO 15223-1-2010 W3genua meguumHckne. CUMBO/bI, NPUMEHsieMble Npu MapKuposaHuu
Ha MeAMLMHCKUX W3Aennax, 3TUKeTKax W B CONPOBOAMTENbHOW AokymeHTaumn. YacTb 1. O6wme
TpeboBaHus

FOCT P 50267.0-92 (M3K 601-1-88) W3pgenua MegmuuHckue anekTpuyeckne. Yactb 1. O6uyme
TpeboBaHuNs 6e30MnacHoOCTU

FOCT P 50267.0.2-2005 (M3K 60601-1-2:2001) N3genus MepuumMHCKUe anektTpuuyeckune. Yactbe 1-2.
O6uwune TpeboBaHMsa 6Ge3onacHoOCTU. JOnekTpoMarHWTHas COBMECTMMOCTb. Tpe6oBaHus U MeTofgbl
MCNbITaHWA

FOCT P 50444-92 TMpub6opbl, annapatbl U o060pyAoBaHWe MeAuuuHckme. OO6Lme TexHUYeckue
ycnosus

FOCT P 51318.11-99 (CUCMP 11-97) COBMeCTUMOCTb TEXHUYECKUX CPEACTB 3/1EKTPOMAarHuTHas.
Pagnonomexu uHAgycTpuasbHble OT MNPOMBILWIEHHBIX, HAaYYHbIX, MeAUUMHCKMX W 6biToBbIX (MHMB)
BbICOKOYACTOTHbIX YCTPOWCTB. HOPMbI U MeTOAbI UCNbITAHWI

FOCT P 51600-2000 UN3penus mepuuunHckne. Knaccudpmkaumsi B 3aBUCMMOCTU OT MOTEHUMUa/IbHOrO
pvcka npumeHenuns. O6ume TpeboBaHuA

FOCT P 53469-2009 (MCO 8600-1:2005) OnTuka M onTuveckne nNpubopbl. DHAOCKOMLI U NPUBOPBbI
aHAoTepaneBTMyeckne meauumnHckue. Yacte 1. O6wme TpeboBaHns

N3paHue orymanbHoe
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FOCT P 55719-2013 Tpe6oBaHuWA K COAEPXaHU U OOPM/IEHWID TEXHUYECKUX 3ajaHuii ans
KOHKYPCHOW [OKyMeHTauuv npu MpoBefeHUN TOCyAapCTBEHHbIX 3aKyrnok BbICOKO-TEXHO0MMYECKOro
MeANLMHCKOro 060pyAoBaHusA

FOCT P M3K 60601-1-2010 W3genus mepuuuHckne anektpuyeckno. Yactb 1. Obuwme TpeboBaHuUs
6e30MacHOCTY C y4eTOM OCHOBHbIX (PYHKLMOHAbHBIX XapakTepnUCTUK

FOCT P M3K 60601-2-18-2014 (M3K 60601-2-18:2009) W3penua MenuUUHCKUE 3Sf1eKTpU4veckue.
YacTtb 2-18. YacTHble TpeboBaHUss 6€30MacHOCTH C YHETOM OCHOBHbIX (PYHKLVOHA/IbHbIX XapakTepucTuk K
9HA,0CKOMUYECKOW annapaType

FOCT P M3K 60601-2-37-2009 W3genua meguuuHCKue anektpudeckue. Yactb 2-37. YacTHble
TpeboBaHMsa 6e30MacHOCTM K OCHOBHbIM XapakTepucTukam ynbTPasByKOBON MeAWNLMHCKON AnarHoCTUyYecKoi
1 KOHTPONbHOI annapaTypsbl

MpummedyyaHune - [pyn NOAb30BAHUM HACTOALWMM CTAHLAPTOM Liesecoo6pasHo NPOBEpUThL AelcTBue
CCbI/TIOYHbIX CTaHAAPTOB B UH(DOPMALMOHHOM cucTeMe 06LLEero nosib30BaHWs — Ha ouLmanbHoM caiite ®efepanbHoro
areHTCTBa N0 TEXHNYECKOMY PeryiMpoBaHuio U MeTposiorum B ceTu VIHTEpPHeT WAU Mo eXerogHoMy UH(OPMAaLVOHHOMY
ykasaTeno «HaunmoHanbHble CTaHAapPTbl», KOTOPbIi ONy6AMKOBaH MO COCTOSIHWIO HA 1 siHBaps Tekyliero roga, v no
BbIMYCKaM eXeMeCAYHOro MH(OPMAaLMOHHOTO ykasaTens «HauuoHanbHble CTaHAapTbi» 3a Tekylwuii rog Ecnm 3ameHeH
CCbIJIOYHBIN CTaHAAPT, Ha KOTOPbLIA AaHa HefaTMPOBAaHHAS CCblJKa, TO PEKOMEHAYEeTCA WUCMoMb30BaTb AENCTBYHOLLYO
BEPCUI0 3TOr0 CTaHAapTa C YYeTOM BCeX BHECEHHbIX B [aHHY BepCUl W3MeHeHWid. Ecu 3amMeHEeH CCbIoYHbII
cTaHfapT, Ha KOTOpbI AaHa AaTMPOBaHHAs CCbIIKA, TO PEKOMEHAYETCSl MCMO/b30BaTh BEPCUI0 3TOrO cTaHgapTa C
yKasaHHbIM Bbllle T0A0M yTBEpPXAeHUs (NpuHATWs). Ecnn nocne yTBEpXAEHUsl HACTOSALLEro CTaHAapTa B CChIIOYHbI
cTaHgapT, Ha KOTOpbI AaHa AaTMpOBaHHAs CCblKA, BHECEHO M3MEHeHue, 3aTparusaiollee MosoXeHue, Ha KoTopoe
[laHa cCblfka, TO 3TO MOJSIOKEHWE peKOMeHAyeTcs MPUMEHsTb 6e3 yyeTa [JaHHOTO W3MEeHeHusi. ECAM CCblOYHbINA
cTaHAapT OTMeHeH 6e3 3aMeHbl, TO MOoJoXeHUe, B KOTOPOM AaHa CChl/ika Ha Hero, PEKOMEeHAYeTCst MPUMEeHsITb B 4acTu,
He 3aTparuBaoLLeil 3Ty cCblky.

3 TepMuHbl 1 onpeaeneHns

B HacTosAuweM cTtaHgapTe npumeHeHbl TepMuHbl no FOCT P NCO 8600-6. TOCT P M3K 60601-2-18.
a Takke cnegylowme TepMUHbI C COOTBETCTBYIOLLMMMN ONpeAeneHnsMu:

3.1 nocTaBLWKK: PU3NYECKOE UIN IOPULMYECKOE NULLO, BbiCTaBnswwWwee B3 Komnnekc Ha Topru.

3.2 npepycMoTpeHHOe nNpvMeHeHWo/npeAyCMOTPEeHHOe Ha3HadyeHue: Vicnonb3oBaHue un3genus,
npouecca v ycnyrm B COOTBETCTBMU C TEXHUYECKMMUN XapaKTepucTuKaMmu, MHCTPYKUUAMU U MHhopmaLmen,
npeAocTaBnsiemMoli NoCTaBLLVKOM.

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

3.3 MeHegXMeHT pucka: Cuctematmyeckoe npuUMEHeHUe MPUHLMNOB MeHe[XMeHTa, npouegyp u
MeTOAO0B K 3afa4amM aHan30B, OLeHNBaHne ¥ ynpaBieHns puckamu.

(FOCT P M3K 60601-1-2010, nyHkT 3.107]

3.4 aiin meHepxMeHTa pucka: COBOKYMHOCTb 3anucei W ApPYrux AOKYMEHTOB (He ob6s3aTenbHo
B3aMMOCBS3aHHbIX), CO3aBaeMbIX B NpoLecce MeHeMKMEHTa pucka.

(FOCT P M3K 60601-1-2010. nyHkT 3.108]

3.5 ynbTpa3BykoBOe JAmarHoctuyeckoe wusgenvie: MeanuMHCKOe 3nekTpuyeckoe wusgenue,
npeAHasHavYeHHoe A/11 YNbTPa3BYKOBOro MeANLMHCKOro 06cegoBaHus.

(FTOCT P M3K 60601-2-37-2009. nyHkT 201.3.217]

3.6 BMAEO3HAOCKON: OSHAOCKON C pasMeLleHHON Ha [AUCTalbHOM  KOHLUE  MWHMATIOPHON
BUEOKamMepoii, cnyxalleid 418 nepefayn 3HLOCKONUYECKOro N306paxeHus.

3.7 NnpuHagnexHocTb: [ONONHUTENbHbIA KOMMOHEHT, MpefHa3Ha4YeHHbIi 415 ero MCcnosib30BaHus
BMecCTe C u3fieninem gns:

- obecneyennsa MPEAYCMOTPEHHOIO MPUMEHEHNSA,

- onpeAenieHHoro crneumasbHOro NpYMeHeHus,

- 06neryeHns NCNonb3oBaHUa U3genus,

- paclmpeHns pyHKLMOHaNbHBIX XapakTepucTuk unm

- 06beAnHeHNs YHKUWI OAHOr0 u3aenus ¢ PYHKUUAMMN APYroro n3genus.

(FOCT P M3K 60601-1-2010. nyHKT 3.3]

3.8 Bugeonpoueccop: SNeKTPOHHbIA 610K ANA NOAKNOYEHUA BUAEO3IHAOCKONOB C Leflblo NoyyveHus
3HA0CKOMMYECKOro 1 o/lyopecLieHTHOro U306paxeHuit.

3.9 UCTOYHUK cBeTa: dnekTpuyeckoe nsgenve, npyMeHseMoe A1 OCBELeHNs BHYTPEHHel nonocTtu
opraHu3Ma 4efioBeka C Lienblo NonyvyeHns MakcumMasabHON MHAPOPMATUBHOCTY UCCeayeMoro opraHa.

3.10 BuAaeokonoHocKon. MeAuUMHCKOe 3M1eKTpuyeckoe u3genue, npegHasHayeHHoe Ans NpoBefeHus
9HAOCKOMUYECKNX UCCNEefOBaHN HWKHUX OTAEN0B XKeNyAOo4YHO-KULWEYHOro TpakTa, a Takke pAns
npoBefeHNs BHYTPUNPOCBETHbIX 3HAOCKOMMYECKNX OnepaLimii.
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3.11 BupeobpoHxockon: MeauuMHCKoe 3NekTpuyeckoe nsgenuve, npefHasHadyeHHoe Ans yabTpasByKoBbIX
JAnarHocTnyecknx o6cnefosaHunii v NeveHnsa NpoLeccoB B OpOHXMaibHOM AepeBe.

3.12 Bugeoractpockon: MeauuuHCKoe afieKTpuyeckoe nsgenve, npefHasHayeHHoe 419 nposefeHns
9HA0CKOMUYECKUX WUCCMef0BaHN BEPXHUX OTAENO0B XeNyAOoYHO-KMLWEeYHOro TpakTa C Lenbilo NonyvyeHus
YeTKMX, BbICOKOKAUYeCTBEHHbIX M306paxeHWii M BbiBOJA Ha AWcnneli  3HAOCKOMMYECKOro u3obpaxeHus
60nbLIOro pasmepa.

3.13 BugeoayogeHockon: MeAuUMHCKOE 3/1eKTpUYeckoe usgenvie, npegHasHavyeHHoe 418 NpoBefeHus
3HAOCKONUYECKUX  UCCNefoBaHuii  BEPXHUX  OTAEN0B  XenyA0YHO-KMLLEYHOro Tpakta, npoBeAeHus
3HAOXMPYPIrUYECKNX BMELLATENbCTB, BBEAEHUS NIEKaPCTBEHHBIX PaCcTBOPOB.

3.14 3HAOCKONMYECKNn 0TCOoC: DHAOCKONMYeckoe 060pyAoBaH/e, NpeaHasHaueHHoe A8 YCTpaHeHus 13
NOBPEeXEHHbIX TKaHel pasnMYHOro poaa BblAENEHWUI NPYU XUPYPIUYECKMX BMeLLaTeNbCTBax U aHA0CKONUYECKUX
npouegypax.

3.15 ynbTpa3BYKOBOW 3HAOCKONMYECKUIA LEHTp: MeauuuHCKoe 3fnekTpuyeckoe WccnefoBaHus
BHYTPEHHMX OPraHoB C NOMOLLbIO Y/IbTPa3BYKOBbIX BOJH.

3.16 oxumpaemblit cpok cnyx6bl: MakcumanbHoe BpeMs nonesHoi akcnnyaTtauum ME U3AENNA,
onpegensemMoe U3rotoBuTenem.

[FOCT P M3K 60601-1-2010. nyHkT 3.28]

4 TexHun4yeckne TpeboBaHUA

4.1 Obwue TpeboBaHusA

4.1.1 O6wme TpeboBaHUs K dHAOCKONAM U 3HAOCKONUYECKOW annapartype AO0/KHbI COOTBETCTBOBATb
FOCT P 53469.

4.1.2 BbicTaBnsemble Ha Topry B3O KOMMAeKCbl AO/MKHbI 6bITb WU3rOTOBMEHbI MO TEXHUYECKOMY
3afjaHuo, paspabotaHHoMy B cootBeTcTBUM ¢ FOCT P 55719, cornacoBaHHOMY W YTBEPXAEHHOMY B
yCTaHOB/IEHHOM nopsigke. T3 paspabaTtbiBaeTcs 3aka3unkoM. T3 onpefensietT npeaMeT pasMeLleHns 3akasa
Ha 3akynky MO. OTBETCTBEHHOCTb 3a MOJIHOTY W JOCTaTOYHOCTb T3 NEeXUT Ha 3akasyunke. KayecTBeHHble
Xapaktepuctuku B3 KOMMMIEKCoB, MOCTABMSAEMbIX Ha TOPru, [AO/DKHbI MOJIHOCTLIO COOTBETCTBOBATb
XapaxkTepucTvkam ycTaHOBMEHHbIM B T3. IM60 NPeBOCXOANUTb UX.

MocTaBnsemble 3C AOMKHbI ObITb HOBBIMW (He ObIBLUMMMW B 3KCM/yaTaunmn), He BOCCTAHOB/IEHHbIMU 1
M3roToB/fieHHbIMKU nocne 2011 roga.

4.1.3 B3 KoMnNaekcbl B 3aBUCUMOCTW OT MOTEHLMANLHOIO pUCKA MPUMEHEHUA [O/KHbI ObITb
KknaccnduumMpoBaHbl B COOTBETCTBUMM C TpeboaHuamu OCT P 51609 u MNpukaza M3 P® No 4H ot
06.06.2012.

Knaccudukaumio no knaccam, Tunam v rpynnam npoBogat cornacHo FOCT P 50444-92 (pa3gen 1).

HomeHknatypy nokasaTeneil HafeXHOCTU MeAWLUHCKUX W3[EeNnuii onpefensioT B COOTBETCTBUM C
FOCT P 50444-92 (MpunoxeHue 2) B 3aBUCUMOCTU OT Klacca nsgenus no nocnefcTeuaM oTkasa.

4.1.4 Buf KIMMaTnyecKkoro UCNOJIHEHNA U KaTeropuio pasmelleHns yctaHaB/IMBaT B COOTBETCTBUN C
FOCT 15150 ¢ yuyeTom Tpe6oBaHuii FTOCT P 50444 B 3aBUCUMOCTW OT NPeayCMOTPEHHOr0 NpMMeHeHnss B3
Kommnsiekca.

4.1.5 TpeboBaHusa K cucteme MeHemXMeHTa kayecTBa BO KOMMNIEKCOB AO/XKHbI COOTBETCTBOBATb
FOCT P NCO 13485 c yyeTOoM UX NpefyCMOTPEHHOrO NPUMEHEHUS.

4.1.6 TlocTtaBwmk B3 KOMNIekcoB [AO/DKEH MNOATBEPAUTL nNpouesypy MeHeXMeHTa pucka B
cooTBeTCcTBMM € TpeboBaHuamMn FTOCT P M3K 60601-1, FTOCT ISO 14971 uesnbio KOTOPOWA SIBAAOTCS:

- OLeHKa BEepOATHOCTU BO3HWKHOBEHUA pUCKa 41 NauueHTa;

- OLEeHKa NocNeacTBUiA HaHeceHust Bpeaa (CTeNneHb TSXECTU HAHECEHUS).

4.2 TpeboBaHWA K KOHCTPYKL UK

421 B3 KomMnnekcbl AO/MKHbI  OblTb  CKOHCTPYMpOBaHbl Tak, 4TOOGbl NPV BbINOMHEHWUU
npefycCMOTPEHHOIO MNPUMEHEHUS B COOTBETCTBUM C WHCTPYKUMAMU, NpefocTaBiseMbiMy MOCTaBLLUKOM,
pVCKW, CBA3aHHbIE C NPeAyCMOTPEHHBIM NMPUMEHeHVEM, 6bIN MUHVMAaSIbHBIMU.

4.2.2 TlpuHUMNbl onpefeneHns AonycTUMOro pucka u [ONyCTUMOCTb OCTATOYHOrO pucka (pUCKOB)
[O/MKHbI ObITb YCTAHOB/EHbI MOCTaBWUKOM cornacHo FTOCT  ISO 14971 v noaTBepXAeHbl dhaiisiom
MeHe[KMeHTa pucka.

4.2.3 CpejacTBa uU3MepeHus, ucnonb3yemble B B3 Komnnekcax, [AO/MKHbI 6biTb MNOBEPEHbI B
cooTBeTCTBMM € TpeboBaHmAMK MNP 50.2.006-942

' Mpukaz M3 P® Ne 4H oT 06.06.2012 1. «O6 yTBEPXAEHNN HOMEHKIATypHOI knaccudmkauum»
‘ MP 50.2.006-94 «[ocyfapcTBEHHAsi cucTemMa oGecneyeHns eauHCTBA M3MepeHuii. MNMopaaok NpoBeAeHNs NOBEPKU
CpeACTB N3MepeHuii»
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4.2.4 TIpMHUMN NOCTPOEeHUs NpUbopHOro BO Komniekca Ha OCHOBE (DYHKLMOHa/bHbIX 6/10KOB 1 COCTaB
dhopmupyloT cornacHo npeanoyTeHnsaM 3akasuuka.

Bce npubopbl A0MKHbI 6biTb ONTUMU3MPOBAHbLI AN1A COBMECTHON paboTbl C 3HLOCKOMUYECKUM
obopyfoBaHmem 6e3 Uan ¢ AOMOSHUTE bHBIMY afjantepamMu.

4.2.5 KoHcTpykuus BO komnnekcoB Ao/hkHa oTBedyaTb TpeboBaHuam FOCT P M3K 60601-1-2010
(pasgen 15) no npuHaanexHocTu.

4.3 TpeboBaHus Kk npubopHomMy cocTaBy B3 komnnekcos

4.3.1 B3 KoMnnekcbl [O/KHbI UMETb NPUOOPHLIA COCTaB UM TEXHWYECKMe XapaKkTepucTuku ans
BbIMO/IHEHUSA, MPEeAYCMOTPEHHOro MOCTaBLUMKOM Ha3HaYeHWs U MPUMEHEHUS B HOPMasibHbIX YCNOBUAX UX
aKcnayarauun.

4.3.2 TMpumep coctaBa B3 komnnekca ¢ HabopoM pasUYHbIX TUMNOB BUAEO3HAOCKOMNOB U
pekoMeHAyeMble TpeboBaHuA nNpuBefeHsb! B Tabnuue 1.

Ta6nuuya 1 - lMpumep coctaBa BO komnnekca
Mp1Gopb! PekomeHayemoe TpeboBaHme

BugeomoHuTop KonnuecTtso
Twvn MmoHuTOpa

CrtaHpgapT n3obpaxeHusa (HDTV)
[varoHanb, AiM, He MeHee
Yron nons 3peHusl, No BepTUKaNn/ropusoHTanu. rpag, He MeHee
Cuctembl useta (NTSC/PAL)
PaspelueHvne maTpuupl, NUKCENb, HE MeHee
Hanunuue:
Bugeo Bxogbl (DVI. RGBs. Y/C. BNC)
CoBMEeCTUMOCTb C 3HAOCKONMYECKMM 060pyAoBaHnemM 6e3
[ONOMHUTENbHbIX afanTepoB

Buaeonpoueccop Konnuectso
Tunbl Bugeosbixogos (HD/SD SDI. RGBs. DVI. Y/C. BNC)
Hanunuue:
DIEKTPOHHBI 610K ANA NOAKNIOYEHUS BULE03HA0CKOMOB:
AvarHocTuyeckue NS B3poCnbIX, 4NN feTeil; TepaneBTuyeckume;
LUIMPOKO-KaHanNbHble; ABYX-KaHaslbHble (BUOEOracTpoCKOnbl,
BVE0KO/IOHOCKOMbI. BUAEOAYOAEHOCKOMbI. BUAE06POHXOCKONMbI,
YyNbTPa3ByKOBble BUAEO3HA0CKONMbI)
Moppepxka ctaHgapta HDTV ans BbiBoAa M306paxeHnss Ha MOHUTOP C
BO3MOXHOCTbIO noAxoyeHns HD-aHg0cKonoB
CucTtema BbleNeHns CTPYKTYPbl KanuinspoB U APYrux U3MeHeHuit
CM3NCTOl 060/104KM

DYHKUMA YCUNIEHNS KOHTpacTa
®YHKUMS 3aMOPO3KU M306paxKeHNst

dyHKUMA 3anmcK «cTon-kagpa»

Mepepaya BugeovHgopmaLunm

PeXuMbl perynmpoBk/M OCBELLEHHOCTW - aBTOMAaTUYecKuii wuvnu no
nuKoBoMy (cpegHeMy) 3HauYeHUto

MamaTb 419 BBOAA MHOPMaLMM O naumeHTax (Kod. UMa nauueHTa, non
1 BO3pacT, farta poXAeHus, fata u Bpems nuccnefoBaHus, UMs Bpaya)
OTo6paxxaemas Ha akpaHe UHhopMaLys: Ko, nauyeHTa, Ms. non 1 Bo3pact,
Jarta poxaeHus, jata v BpeMsi UCCnefoBaHns, UMs Bpada

BO3MOXHOCTb  COMPSXKEHUS € Yy/AbTPasBYKOBOM  cuctemon  gns
MCMNOMb30BaHNA YNbTPa3BYKOBbIX BUAE03HL0CKOMNOB

CoBMecCTMUMOCTb  C  3HAOCKOMMYEeckuM  0b6opyfoBaHuEM 6e3
[ONONHUTENbHbIX aganTepoB



MpogomkeHne Tabnuubl 1.
Mpun6opsbl

NCcTOUHMK cBEeTa
3HA0CKOMUYECKUIA

AnnapartHas cToiika

DH0CKONUYECKMii oTcoc

YnbTpasByKoBOW
3HAO0CKOMUYECKUI LLEHTP
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PekomeHayemoe Tpeb6oBaHue
OcBeTuTe/Nb C UCTOYHMKOM CBETa MOLLHOCTbIO. BT. HEe MeHee
Bpemsi HenpepbiBHOM paboTbl MCTOYHMKA CBETA, Y, HE MEHee

Hanunuune:
3anacHoil MCTOYHKK cBeTa
MpuHyanTensHas BEHTUNALMSA ANA OXNaX4eHUs

BcTpoeHHasi noMna Ans nofaun Bo3gyxa 1 BoAbl
ABTOMATUYECKAsA U Py4YHAs PerysimpoBKa sipkocTu

COBMECTUMOCTb ~ C  3HJOCKOMWYECKUM  060pyAoBaHUEeM 6e3
[LONONIHUTE/IbHBIX a4anTepoB

KomnakTHasi Tenexka (BbICOKOMPOUHbI NAacTukK UM MeTasi)
Konunuectso

Hanunuune:
Monkn ans o6opyaoBaHus
AHTUCTaTUYECKME KOosleca Co cTornopamm

BbigBmKHaA noska Ans knasmartypbl
TpaHccopmatop ¢ 06Wwmm Tym61epom
Hepxatenb XXK moHuTOpa

JepxaTtenb rMOKUX aHLOCKOMNOB

Konunuectso
Twvn Hacoca

EmkocTb cocyfa, N. He MeHee

Co3faBaemoe faBneHune

C0oBMeCTUMOCTb C 3HA0CKONUYECKMM 060py0BaHnem 6e3
[ONOSTHUTENbHBIX afanTepos

dopmart ynbTpa3ByKOBOro CkaHMpoBaHna (MexaHnuecknin uvnm
3/1EKTPOHHBIIA)

DNeKTPOHHOE CKkaHupoBaHve:

Pexum nsobpaxexusa (B mode. M mode, power Doppler, color Doppler,
pw Doppler)

CkaHupoBaHve (pagnanbHoe, KOHBEKCHOE)

YacTtoTa ckaHupoBaHua. My,

Pasmep n3obpaxeHuns (MoNHbIA KPYr, BEPXHSA UMW HUXHAS YacTb,
cKponn)
HanpaBneHue ckaHnpoBaHusi(HopMasibHoe.06paTHoe)

dopmart 3anucu nsobpaxenus (Jpq)

Hanunuwue:

BO3MOXHOCTb M3MEpSATb paccTosiHue

B0o3MOXHOCTb onpeaefneHnst o6bema

B0O3MOXHOCTb BbIBEIEHVSI KOMMEHTAPUEB Ha Y/bTPa3BYKOBOWA
KapTuHKe

BO3MOXHOCTb BblBEAEHWSA HAa3BaHWA 6OMbHULbI, AaTbl, BpEMEHHU,
UHhopMaLus 0 nauueHTe

3anncb n306paxeHns Ha BHYTPEHHIOK namaTe. USB BHellHWe
ycTpoiicTBa

COBMECTUMOCTb C 3/1EKTPOHHBLIMU, paAnanbHbIMU N KOHBEKCHBIMU
aHAocKonamu
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MpopgomkeHve Tabnumybl 1
Mpu6ops! PekomeHayemoe Tpe6osaHie
BupgeoracTtpockon BcTpoeHHasn useTHas MN3C maTpuua B ANCTa/IbHOM KOHLE

OonTnyeckoe yBenuyeHve, Kpart

HanpaBneHwue 0630pa, rpag

Yron nons 3peHns B 06bIYHOM pexume, rpag, He MeHee
"ny6rHa pe3kocTu B 06bIYHOM pexume (guanasoH), MM
[vameTp gncTanbHOro KoHua, MM. He 6onee

[OvameTp pa6oueil uactn, MM. He Gonee
[nameTp UHCTPYMEHTA/ILHOTO KaHasia, MM, He MeHee

Yrnbl u3rnba AncTanbHOro KoHua, rpag
[nuHa paboueii yactu, MM, He MeHee

O6Lwasn gnvHa, MM, He MeHee
Hannuve:
CneuuanbHblil pasbem (3a3eMIeHns1) Ha 3HAOCKOMNe Ans paboThbl C
3M1EKTPOXUPYPTNYECKUM UHCTPYMEHTapUEM
MporpamMmMumpyemble KHOMKW Ha pyKoATKe BUAeOo3HAockoNa Ans
AVNCTaHLMOHHOIO ynpaBneHns
COBMECTMMOCTb C 3HAO0CKONUYECKMM 060pyaoBaHnemM 6e3
[ONONHNTENbHBIX afanTepos

KonoHoBugeockon Yron nons 3peHns 6e3 yBesimyeHus, rpag, He meHee

[nana3oH rnybuHbl pe3kocTn 6e3 yBeimyeHnsi, Mm
[nameTp gucTanbHOro KoHua, MM. He 6onee
[vameTp pabouyeli yacT, MM. He 6onee

[nameTp MHCTPYMEHTANbLHOIO KaHana, MM. HE MeHee
Yrnbl n3rnba AMCTanbHOro KOHUa, rpag,

[nuHa paboueii yactn, MM, He MeHee

O6Lwasn gvHa, MM, He MeHee

Hannuwve:

ABTOKNaBMpOBaHWe KnanaHoB BOAA/BO34YX M acnvpaumu
CneuuanbHbIil pa3beM (3a3eMieHns) Ha aHAocKone Aans paboTsl ¢
3NEeKTPOXNPYPINYECKUM UHCTPYMEHTapUEM

MporpamMmmupyemble  KHONKW  Ha  PYKOATKE  3HAoOckona  Ans
ONCTaHUWOHHOIO yrnpaBneHuns

Moppepxka OyHKUMN naeHTUudmkaymmnm aHgockona ¢ 0To6paxeHnem
MHbopMaumm 0 MoAEeNN, CEPUIAHOM HOMEpE

CoBMEeCTUMOCTb C 3HAOCKONUYEeCKM ob6opyaoBaHmeM 6e3
OOMONMHUTENbHBIX afanTepoB
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OkoH4YaHue Tabnuubl 1.
Mpn6opsl PekomeHayemoe Tpe6oBaHue

BEpoHxoBupaeockon HanpasneHue o63opa, rpag
Yron nonsa 3peHus, rpag, He MeHee
Fny6buHa pe3kocTu (guanasoH), Mm

AvameTp gucTtanbHOro KoHua, Mm, He 6onee

OvnameTp paboueii yactu, MM, He Gonee

[AvnameTp MHCTPyMEHTaNbHOTO KaHana, MM. He MeHee

Yrnbl n3rnba guctanbHoOro KoHua, rpag

AnvHa paboueit yacTu, MM. He MeHee

Obwan anmMHa, MM. He 6onee

MWHMManbHO BUANMOE pacCToOsiHMe OT AUCTaNbHOrO KOHUa, MM

Hanuuune:
ABTOKNaBMpOBaHWe knanaHa acnmpawum
CneuuanbHblii pasbeM (3a3eMeHnsn) Ha aHAOCcKone ans pa6oTbl ¢
3N1EeKTPOXUPYPTUYECKUM WHCTPYMeEHTapuem
CoBMeCTMMOCTb C 3HAOCKONUYEeCKUM obopyaoBaHnem 6es
[OMNONMHUTENbHbLIX afanTepos

Oxunpaemblii cpok cnyx6bl B3 komnnekca, neT. He MeHee

MpumeyvaHwnsa

1 dopmupyss TpeboBaHUs TeHAEpHbIX 3aKynok, 3akasuuk [O0/DKEH PYKOBOACTBOBaTbHCHA 3ajadamu
npeAycMOTPEHHOro NpuMeHeHuns/ HasHayeHus BO komnnekca B MeAULMHCKOM YyUpexaeHuu.

2 [lonyckaeTcsl BK/IOYEHME W/MNN UCKIIOYEeHNe pekoMeHAyeMbix TpeboBaHuii B TeHAepe Ha 3akynky B3
KOMMNiekca, nNpuBeAeHHbIX B Tabnuue 1, NO cornacoBaHWl C  3aKa3uMkoM B COOTBETCTBUM C
npeaycMOTPEHHbIM NMPUMEHEHNEM B MEAULUHCKOM YUpexXaeHUn.

4.4 Tpe6oBaHuAa kK maTtepranam

4.4.1 KomnoHeHTbl B3 KOMM/EKCOB, KOTOpble mnpeAHasHaueHbl A1 HEenocpefCcTBEHHOro KOHTakTa C
nauMeHToOM W/unn onepaTtopoM, AO/KHbI GblTb M3rOTOB/EHbI W3 HETOKCUYHbIX MaTepuasioB, He BbI3bIBAOLLMX
anneprmyecknx peakuuin NpyM MCnonb3oBaHWM MO MPeayCMOTPEHHOMY Ha3HauyeHuo WU3roToBuTenem, U ObiTb
paspeLleHHbIMK K NPUMEHEHUIO opraHamu PocnoTpebHazasopa.

4.5 Tpe6oBaHuA K 3aLuTe OT 3arpsA3HeHNi

4.5.1 KOMMNOHEeHTbI BO KOMNIEKCOB J0/MKHbI BbITh YCTOWUMBLI K cTepunusaumm no TOCT P NCO 13683.

4.5.2 N3penns, KOHTaKTUpYyHOLWMe ¢ paHeBbIMU NOBEPXHOCTAMY CAN3NCTON 060104KKN, €Cn OHW MOTyT
BbI3BaTb MOBPEXAEHME NocneAHen, LOMKHbI BbiTb YCTOWUMBLI K A€3UHGEKLMN U CTEPUAN3ALIUN.

4.6 Tpe60oBaHNsA yCTONUYMBOCTMN K BHELIHUM BO3AeiCTBYOLWMM dhakTopam

4.6.1 KomnoHeHTbl B3 KOMNAEKCOB AO/MKHbI  YAOBNETBOPATb TPe6GOBAHWAM K  BHELUHWM
BO3AENCTBYOWMUM hakTopam, yCTaHOBMEHHbIM B cTaHaapTe TOCT P M3K 60601-1, yacTHbIM TpeboBaHMAM
no FOCT P M3K 60601 -2-18 n FOCT P 50444.

4.7 TpeboBaHusa 6e3onacHocTn

4.7.1 [lo/mKHbl NpUMeHATbCA obwune TpebosBaHMA 6e30MacHOCTU K MeAULMHCKAM  U3enunsM,
ycTaHoBneHHble B FTOCT P 50267.0. FOCT P M3K 60601-1 no npuHaA/eXHOCTW, U YacTHble TpeboBaHus
6e30nacHOCTU K aHZ0cKonuyeckoli annapatype no FOCT P M3K 60601-2-18.

4.7.2 TpeboBaHNsA K 31EKTPOMArHUTHON coBMecTumocTn B3O komnnekcoB ycTaHaenusawT no NOCT P
50267.0.2 n TOCT P M3K 60601-1-2010 (pa3gen 17).

4.7.3 TpeboBaHUsA K COBMECTUMOCTN TEXHUYECKUX CpefcTB ycTaHasnusalT no [OCT P 51318.11 u
FOCT P M3K 60601-2-18.

4.7.4 YacTHble Tpe6oBaHMS 6€30MacHOCTM K OCHOBHbIM XapakTepucTukam  Y/bTpa3ByKOBOiA
MeJMLMHCKOW ANarHoCTUYECKOW U KOHTPO/IbHOM annapaTtypbl A0/HKHbI COOTBETCTBOBATb YCTAHOB/IEHHBIM B
FOCT P M3K 60601-2-37.

4.8 TpeboBaHMA K MapKMpOBKe, yNakoBKe, TPAHCNOPTUPOBAHWNIO U XPAHEHUIO

4.8.1 Ha komnoHeHTbl B3 Komnnekcos fo/mkHa 6biTb HaHeceHa CTolikas MapKupoBka
0603HaveHnsaMn no FOCT P M3OK 60601-1-2010 (pa3gen 7) co cnefyowmm AONOMHEHNEM:
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CuUMBONbI, MPUMEHSIEMbIE MPU  MapKUPOBAHMM KOMMOHEHTOB B3O KOMMNIEKCOB Ha 3TUKeTKax M B
conpoBOANTENbHON AokyMeHTauuu - no FOCT P MCO 15223-1.

48.2 TpeboBaHNa K ynakoBke, TpaHCNOPTUPOBaHUIO U XpaHeHuto - no FOCT P 50444-92 (pasgen 8) un
FOCT PM3K 60601-1.
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MpunoxexHne A
(ob6sa3aTenbHoOE)

NepeyeHb HOPMATUBHbLIX 4OKYMEHTOB,
KOTOPbIM AO0J/IXXHblI COOTBETCTBOBATb B3 komnekcel

Ta6bnuya A.1

O603HaveHne HavimeHoBaHve
OCT ISO 14971-2011 M3penua mepguumHckue. NMpuMeHeHne MeHeXMeHTa pucka K
MeANLMHCKUM U3aenmam
FOCT 15150-69 MaluHbl, npuéopbl UK Apyrve TexHUYeckue uspenus.

NcnonHeHns Ana  pasfnyHbiX  KAMMaTUYeCKUX pPaiioHOB.
Kateropun.  ycnoBms  akcnjyatauun.  XpaHeHus U
TPaHCNOPTMPOBaHUSI B 4YacTW BO3AENCTBUS KIMMATUYECKMX
(haKToOpOoB BHELLHEN cpeapl

FOCT P NCO 8600-6-2012 OnTvka n onTuyeckme npubopsl. MeguUMHCKNE 3HAOCKOMbI U
3HgoTepaneBTUYeckme npubopbl. Yactb 6. TepmuHbl 1
onpegeneHus

FTOCTPNCO 13485-2004 N3penva megunumHckue. CucteMbl MeHeMXMeHTa KayecTsa.
CucTtemHble TpeboBaHNA 411 Lenei perynmpoBaHns

FOCT P MCO 13683-2000 Crepunusaums  MefULMHCKOW  npoaykuun. TpeboBanus K

Ba/IMAaLMn 1 Tekylemy KOHTposio. CTepunmnsaums BAaXHbIM
TEMNIOM B MEANLIMHCKUX YUPEXAEHNAX

FOCT P UCO 15223-1-2010 M3genua wmepuumnHckne. CUMBONLI,  NPUMEHsieMble  Npu
MapKMpoBaHun Ha MefMUUMHCKUX U34enusax, 3TUKeTKax U B
conpoBoAuTENbHOM  AoKymeHTaumn. Yactb 1. O6wue

TpeboBaHus

FOCT P 50267.0-92 N3genna meguuuHckme anektpuyeckme. Yacte 1. Obuwme

(M3K 601-1-88) TpeboBaHus 6e3onacHoCTH

FOCT P 50267.0.2-2005 N3pgenua meguumHckue anektpuyeckue. Yactb 1-2. O6wme

(M3K 60601-1-2:2001) TpeboBaHus 6e3onacHocTu. dnekTpomarHutHas
COBMECTUMOCTb. TpeboBaHNA 1 MeToAbl UCMbITaHWI

FOCT P 50444-92 Mpubopbl, annapaTel U 060pygoBaHWe MeAULMHCKUE.
O6Lwue TeXHNYecKne ycnosus

FOCT P 51318.11-99 COBMECTUMOCTb TEXHUYECKUX CPeACTB 3/1eKTpoMarHnTHas.

(cncne 11-97) Paguonomexu  vHAycTpuasibHble  OT  NPOMbILLNEHHbIX,
Hay4YHbIX. MeANLUHCKUX n 6bITOBbIX (MHMB)

BbICOKOYACTOTHbIX YCTPONCTB. HOPMbI 1 METOAbI UCTbITAHWUIA

FOCT P 51609-2000 N3pgenna meauumHckme. Knaccudmkauust B 3aBUCUMOCTU OT
noTeHUManbLHoro pucka npumeHeHns. O6uine TpebosaHus

FOCT P 53469-2009 Ontuka u ontuyeckue npubopbl. IHAOCKOMbI U NpUGOpPLI

(NCO 8600-1:2005) 3HAOTepaneBTMyeckMe MeguumHckme. Yactb 1. O6wme
TpeboBaHus

FOCT P 55719-2013 TpeboBaHusa K cogepxaHuio U oPOPMIEHUNIO TEXHUYECKNX

3a4aHuin NS KOHKYPCHOI [AOKyMEHTauuMu npu NpoBefeHMM
rocyfapcTBeHHbIX 3aKynok BbICOKO-TEXHO/IOTMYECKOr0
MeaMLMHCKOro 060pyaoBaHus

FOCT P M3K 60601-1-2010 N3pgenna mepuumHckue anekTpuyeckme. Yactb 1. O6uwme
TpeboBaHuA 6e3onacHocTu C  y4yeToMm OCHOBHbIX
(PYHKLMOHANbHbIX XapakTepUCTUK
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KOHYaHue Tabnuubl A. 1
O603HaueHne

FOCT P M3K 60601-2-18-2014

FOCT P M3K 60601-2-37-2009

HanmeHoBaHne

M3pgenva  meauumHckme  anekTpuyeckse. Yactb  2-18.
YacTHble TpeboBaHWs 6Ee30MacHOCTU C Y4YeTOM OCHOBHbIX
(QYHKUMOHANbHbIX ~ XapaKTepucTnk K  3HAOCKOMMYECKOW
annaparype

M3pennsa  mMeguuuHckue  anekTpuyeckume. Yactb  2-37.
YacTHble  TpeboBaHuA  6Ge3omacHoOCTU K OCHOBHbIM
Xapakrtepuctmkam yNbTPa3ByKOBOWA MeaULMHCKOM
ANarHoCcTM4YecKoli N KOHTPO/IbHOM annapaTypbl
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