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Mpepncnosue

1 PA3PABOTAH OO6uwecTBOM C OrpaHUYeHHON OTBETCTBEHHOCTbIO «MegrexctaHgapT» (OO0
«MepgTexctaHgapT»)

2 BHECEH TexHuuyeckum komuTeTOM no cTaHgaptusauymm TK 011 «MepguuuHckne npubopsl,
annaparbl u o6opyfosaHne»

3 YTBEP)X[IEH U BBEAEH B IENCTBUE [lpukasom ®efepanbLHOro areHTCTBa N0 TeXHUUYECKOMY
perynupoBaHuto 1 MeTponorum ot 5 okts6psa 2015 r. Ne 1450-cT

4 BBEJEH BIEPBbIE

MpaBuna NpMMeHeHWss HacTOosALWero cTaHgapTa ycTaHoBneHol B TOCTP 1.0—2012 (pasgen 8).
WNHpopmauus 06 n3mMeHeHnsAxX K HacTosAleMy cTaHgapTy nybnmkyeTCcsa B eXerogHom (no cocTOAHWI0 Ha
1sAHBaps TekKyLllero roga) MHhopMaLMOHHOM yKasaTene «HaumoHanbHble CTaHAapThi». a 0thuLManbHbIl
TEeKCT W3MEeHeHWidi W MNonpaBoOK — B EXeMeCcsAYHOM MWHAOpPMaUMOHHOM YykasaTene «HauvoHanbHble
cTaHgapTbi». B cnyvae nepecmoTpa (3aMeHbl) WAM  OTMEHbl HacTOAWEro cTaHgapTa
COOTBeTCTBYWLee yBedoMneHne OyaeT onyb6AnkoBaHO B 6GaAnkKaliliemM BbINYCKE eXeMeCcAYHOro
MH(OPMALMOHHOIO YyKasaTens «HauumoHanbHble cTaHgapTbi». COOTBETCTBYyWLWAas UWHAMOpMaLms,
yBe[JOM/IeHNe N TEeKCTbl pa3meLlalnTCca Takke B MHDOPMaLVOHHOW cucTeme 06LLero nosb3oBaHUst — Ha
ochuumansHom caiiTe PefepanbHOro areHTCTBA N0 TEXHWYECKOMY PerynMpoBaHuio U MeTposiornm B
ceTun NHTepHeT (Wwww.gost.ru)
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BeepneHue

HacToAwwmiA cTtaHgapT YycTaHaBnMBaeT OCHOBHble TpeboBaHUsi, KOTOpble creayeT npuBecTn B
TeXHUYeckux TpeboBaHWAX A1 FOCYAapCTBEHHbIX 3aKynoK Ha OCTeOAEeHCUTOMETPbl B YaCTU TeXHUYECKUX
napameTpoB.

Mpu NnpoBeAeHUN KOHKYPCHbIX TOProB B TEHAEPHbIE 3afaHusA NO 3akKyrnke OCTEOAEHCUTOMETPOB B psje
CnyyaeB BK/IOYAKOT TEXHUYECKE TpeboBaHUs, He B NOJIHON Mepe xapakTepu3ylolie OCHOBHbIe napaMeTpbl
COCTaBHbIX YCTPOWCTB 3akynaemoro 060pyfAoBaHMs, BXOASAWMX B COCTaB CUCTEMbl: N1M6GO  M3MULIHE
KOHKpeTU3MpoBaHHble U N36bITOYHbIE, MO0 KOCBEHHO OTHOCALLMECS K ero noTpebuTenbCKM CBOCTBaM.
HacToswwin ctaHgapT UMeeT Lesbio YNopaAoUuTb CIOXMBLUYI0 NPaKTVKy NOArOTOBKM TEXHWYECKUX 3afaHui
B 4YaCTM TeXHUYeckux TpebGOBaHWi, NpeabSBASEMbIX K OCTEOAEHCUTOMETpaM Mpu roCyAapCTBEHHbIX
3aKyrnkax.

HacTosiwumii ctaHgapT paspaboTaH ¢ co6n04eHeM npaBun paspaboTky CTaHA4ApPTOB, YCTAHOBMEHHbIX
dPepfepanbHbIM  3akOHOM OT 27 pekabps 2002 1. No 184—®3 «O TexXHUYECKOM PerysimpoBaHum» u
HOpMaTVBHbLIMW  [OKYMeHTaMu Mo cTaHjaptu3auum ®defepasibHOro areHTcTtBa MO TEXHUYECKOMY
perynupoBaHuio 1 METPOIOTUN.

Mpu paspaboTke HAaCTOSLLErO CTaHgapTa WCMNO/sb30BannNChb MNOMOXeHWs u TpebosaHus [OCT P
55719—2013 «W3genva mMeguuMHCKMe 3nekTpuyeckne. TpeboBaHMA K COAEPXaHU U 0hOPMIEHUIO
TEXHUYECKUX 3afaHuii ANS KOHKYPCHOM [AOKyMEeHTauuMum npu MpoBeAeHUN TOCYyAapCTBEHHbIX 3akKymnok
BbICOKOTEXHOJ/IOTMYECKOTO MEANLIMHCKOrO 060pyA0BaHUSA».

MexayHapoaHbIX aHanoroB ctaHAapTy He cywecTByeT. HacToAwwmii cTaHfapT oTpaxaeT cneundmnky
OTeYeCcTBEHHbIX (hOPM rocyAapCTBEHHbIX 3aKyNOK BbICOKOTEXHO/IOTMYECKON MEeAULNHCKON TEXHUKA U MOXET
6bITb TO/IKO HALMOHA/IbHBIM AOKYMEHTOM.
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HAUWOHANbHbBIMN CTAHOAPT POCCUWMWCKOW GEALEPALUNWN

N3AENNA MEANUNHCKNE 9/IEKTPUYECKUE

OcTeoAeHCUTOMETPbI PEHTIEHOBCKME C BO3MOXHOCTbIO 3[1-n306paxeHus.
TexHnyeckne Tpeb6oBaHWA ANA rocyfapCTBEHHbIX 3aKynok

Medical electrical equipment. Stereotaxis system for intraoperational control.
Technical requirements for governmental purchases

fata BBegeHnsa - 2016-09-01

1 O6nacTb pacnpocTpaHeHus u Lesb

HacTosilwumii cTaHAapT ycTaHaBNMBaeT TpeboBaHUS K NOATOTOBKE NMEPEYHSI TEXHMYECKMX NapameTpoB
AN TexHuyecknx 3agaHuii (T3) M ux odopmaeHWo npu MNpoBeAEeHUV TOCYAAapCTBEHHbIX 3aKynok
BbICOKOTEXHO/IOTMYECKOro MeauumnHckoro obopygoBaHus (BMO) — ocTeofeHCUTOMETPOB (cucTteM Ans
ocTeofieHcuTomMeTpun).

HactoAwwmiA cTtaHgapT pacnpocTpaHAeTcs Ha KOHKYpPCbl W ayKUWOHbl MO TOCYyAapCTBEHHbIM U
MyHULMNaNbHbIM 3aKynkam octeofgeHcutomeTpa CTaHAapT He pacnpocTpaHsaeTcs Ha HerocyAapCTBeHHble
3aKynkn MeanLUMHCKOro 060py0BaHus.

HacToswuii  cTaHgapT  pacnpocTpaHAeTCcss Ha  PEeHTIEHOBCKME  ocTeofeHcuToMeTpbl  DEXA.
npegHasHayeHHble A1 OCTEOAEHCUTOMETPMM C MOMOLLLI METOLO0B [ABYX3HEpPreTMyYecKkol peHTreHOBCKOWA
abcopbunomeTpun (peHTreHoBckas DEXA).

CTaHOapT He pacnpocTpaHsieTcs Ha YCTpoiicTBa UM OCTEOAEHCUTOMETPUYECKME YbTPa3BYKOBbIE
annaparbl U KOJIMYECTBEHHYIO KOMMbOTEPHYO Tomorpaduto (OCT).

2 HopMaTVBHbIE CCbIKM

B HacTosiwem cTaHAapTe UCNob30BaHbl CCbIIKM Ha cnegylolme ctaHaapTbl:

FOCT P M3K 60601-1—2010 V3nenusa MeguumHckue anektpuyeckue. Yacte 1. O6wme TpeboBaHus
6€30MacHOCTN C Y4ETOM OCHOBHbIX (DYHKLMOHA/bHBIX XapakTepucTuk

FTOCT P M3K 60601-1-2—2014 W3genusa MeauuuMHCKMe anektTpuyeckme. Yactb 1-2. O6uwwme
TpeboBaHuss 6e30MacHOCTM C y4yeTOM OCHOBHbIX (PYHKLMOHAMbHBIX XapakTepucTuk. [lapannenbHblii
cTaHjapT. SnekTpoMarHuTHass COBMECTUMOCTb. TpeboBaHusa 1 UCNbITaHUA

FOCT P M3K/TO 60788—2009 VN3genusa meauumHckmMe anektpuyeckne. Cnosapb

MpumeyaHue — Tlpy NONb30BaHWM HACTOSLWMM CTaHAAPTOM LenecoobpasHo npoBeputb fAeiicTene
CCbI/TIOYHbIX CTaHAapPTOB B MH(DOPMALMOHHON cucTeme o6l ero nosib3oBaHnsa — Ha ouunanbHOM calite PegepasnbHOro
areHTCTBa NO TEXHUYECKOMY peryaivpoBaHuio 1 MeTposiornn B ceTu VIHTepHeT uan no exerogHomMy MHGOopMaLoHHOMY
ykasaTento «HaunoHasnbHble CTaHAAPTbI», KOTOPbIA Ony6/iMKoBaH MO COCTOSIHUIO Ha 1 siHBaps Tekywero roga, v no
BbIMyCKaM eXeMeCsYHOro MHopMaLMoHHOro ykasaTens «HaunoHanbHble cTaHAapTbl» 3a Tekylwuii rog. Ecnm 3ameHeH
CCbIJIOYHbI/ CTaHAApPT, Ha KOTOpbI/i AaHa HeAaTUpOBaHHAA CCblJKa, TO PEKOMEHAYEeTCA WUCNOMb30BaTh [eiCcTBYOLLYI0
BEPCMI0 3TOr0 cTaHAapTa C Y4eTOM BCeX BHECEHHbIX B [aHHYI0 BEPCUI0 U3MEeHeHWil. Ecnn 3aMeHeH CCblI0YHbIN
CTaHAapT, Ha KOTOpbIi fJaHa AaTMpoBaHHas CCblka, TO PeKOMeHAyeTCs UCno/sb3oBaTb BEPCUI0 3TOro cTaHjapTta C
yKa3aHHbIM Bbille FOAOM YTBEPXAEHUA (NpuHATMA). Ecnv nocne yTBEpXAEHWSA HacTOSILero ctaHjapTa B CCbIJIOYHBIN
CTaHAapT, Ha KOTOpbIii AaHa faTWpoBaHHAA CCblnka, BHECEHO M3MeHeHWe, 3aTparuBaloliee MosIoXeHne, Ha KoTopoe
[laHa ccblflka, TO 3TO MOMIOXEHME peKOoMeHAyeTCs NPUMeHATb 6e3 yyeTa [AaHHOro u3mMeHeHuWs. Ecnm ccblinouHbii
cTaHAapT OTMeHeH 6e3 3aMeHbl, TO NOJI0XEHNE, B KOTOPOM [jaHa CCblfika Ha Hero, pekoMeHAyeTCcsl NPUHATL B 4acTu, He
3aTparuBarLLeit CCbiky.

M3paHve ouumnansHoe
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3 TepMuHbI 1 onpeaeneHuns

B HacTosem cTaHgapTe NpYMEHeHbI creaytolie TePMUHbI C COOTBETCTBYIOWUMUN OnpeaeneHnsaMu:

3.1 BblCOKOTEXHONIOTMYECKaa MeAuUUHCKas nomoub: [lomolb, KoTopas SBMAETCA 4acTblo
cneunann3vpoBaHHOW MeAMLMHCKOM MOMOLUM 1 BKOYaeT B Ce6si MPYMEHEHWE HOBbIX C/IOXKHbIX U (Mnn)
YHUKaNbHbIX METOA0B /leYeHUsi, a TakkKe PecypcoeMKMX MEeTOAO0B JlIeYeHUss C Hay4yHO [AoKasaHHOW
9(Q(PEKTNBHOCTbIO, B TOM YUC/E KNETOYHbIX TEXHOMOMMA, PO6OTU3NPOBAHHON TEXHUKU, WHOPMAaLMOHHBIX
TEXHOOMMIA 1 MEeTOA0B FEHHON UHXEeHepuu, pa3paboTaHHbIX HA OCHOBE AOCTMXEHWIA MEANLMHCKON Haykn 1
CMEXHbIX oTpacneli Haykn 1 TEXHWKK.

[FTOCT P 55719, 3.2]

3.2 BbICOKOTEXHOMIOTMYECKOEe MeAuLumnHcKkoe ob6opyaoBaHue; BMO: MeauumHckoe obopyaoBaHue,
cneuunanbHO NpefHasHadyeHHoe A5 OKa3aHWA BbICOKOTEXHOIOTMYECKON MeULIMHCKOR NOMOLLN.

[FOCT P 55719, 3.1]

3.3 rapaHTuWiiHblli cpoK 3akcnayatauuw: epuog BpeMEHW, B TeYeHMe KOTOpPOro M3roToBuTeNb
(Npon3BoAnTeNb, MNOCTABLMK, NOAPSAAUMK, WCMOMHWUTENb) rapaHTUpyeT CTabunbHOCTL nokasaTenel
kayecTBa NpoOAyKUMM B MpoLecce 3Kcnayarayuu npu ycnoBuu co6ntofeHus npasun akcnayartauuv. B
npegenax [FAPAHTUMHOIO CPOKA wusrotoBuTenb  (MpousBoAWTENb, MOCTaBLMK, NOAPSAYNK,
UCNOJSIHUTENb) HEeceT OTBETCTBEHHOCTb 3a CKPbITble U ABHble AeeKTbl, €CM MHOE He NpeaycMOTPEHO
[0roBopoM (KOHTpakTom). W3roToButeNb (MPOM3BOAUTE b, MOCTaBLUMK, NOAPAAYMK, WCMOSHUTENb) MO
TpeboBaHMI0 3aka3uuka 06s3aH X 6e3BO3ME3[HO YCTPaHUTb, €CIM He AOKaxeT, YTo AedeKTbl ABUINCH
cnefcTeMemM 06CTOATENbCTB, 3a HACTYMN/IEHNE KOTOPbIX OH OTBETCTBEHHOCTU HE HeceT.

[FOCT P 55719. 3.3]

3.4 HopMaTuBHbIli (HasHa4YeHHbIl) cpok akcnayaTauuun: KaneHgapHas nNpPOAOIKUTENbHOCTb
aKcnyaTauum, npu AOCTMXKEHUN KOTOPOW akcnayatauus obbekra fo/kHA ObiTb NpekpalleHa He3aBncMmo
OT ero TeXHWYEeCKOro coctosiHuA. o ncTeyeHnn HasHauyeHHOro pecypca (cpoka cnyx6bl) 06beKT A0/KeH
6bITb M3BAT U3 3KCNyaTauuyM M AO/MKHO ObiTb MPUHATO pelleHue, MpeaycMOTPeHHOe COOTBETCTBYHOL el
HOPMaTMBHO-TEXHNYECKON AOKyMeHTauueli — HanpaBfieHne B PEMOHT, CnucaHve, YHUUYTOXEHWe, npoBepka
1 yCTaHOB/IEHE HOBOIO Ha3Ha4YeHHOro cpoka.

[FOCT P 55719, 3.8]

3.5 peHTreHoBckuin nsnyuyatenb; (X-RAY TUBE ASSEMBLY): KoXyXx PeHTreHOBCKOW Tpy6ku C
yCTaHOB/IeHHOIi B HeM PEHTTEHOBCKOW TPYBKOW.

[FTOCT P M3KOTO 60788. rm-22-01]

3.6 peHTreHoBckoe usobpaxeHue; (X-RAY PATTERN): MoTeHunanbHoe u306paxeHne B Myyke
PEHTITEHOBCKOro N3/lyYeHuns, pacnpejesieHne NHTEHCUBHOCTY KOTOPOro nNpoMoAyiMpoBaHo 06 beKTOM.

[FOCT P M3KOTO 60601-1-3, 3.82]

3.7 peHTreHoBckuii reHepatop; (X-RAY GENERANOR): YcTpoiicTBO, cofepxaliee 3/1eMEHTbI,
Heobxogumble AN reHepupoBaHusa u dopmupoBaHns PEHTFEHOBCKOINO W3NYYEHWUA, no kpaiiHei
mepe. PEHTTEHOBCKOIO MNTAIOLWWEE XCTPOMCTBO ¢ B/IOKOM NCTOYHUKA PEHTTEHOBCKOIO
N3NYYEHWA, Hanpumep PEHTTEHOBCKU TEHEPATOP C HAKOMATE/IbHbIM KOHAEHCATOPOM.

[FOCT P M3KOTO 60788. rm-20-17]

3.8 TexHnyeckoe 3apaHue (T3): Pasgen KOHKYPCHOW AOKyMeHTauuu, [OKyMeHTauuum 06 ayKuuoHe
Wnn pasfgen 3anpoca KOTUMPOBOK, B KOTOPOM rOCYAapCTBEHHbIN 3aKasuuK WM YyNOSIHOMOYEHHbI opraH B
COOTBETCTBUM CO cTaTbeil 33 dPepepanbHOro 3akoHa ot 5 anpens 2013 roga N9 44—®d3 «O KOHTPaKTHOWA
cucteMme B chepe 3aKkynok ToBapos, paboT, ycnyr Ana obecnevyeHns rocyAapCTBEHHbIX Y MyHULMNAIbHBIX
HyXa» MpuBOAMT oOnNucaHve npegmeTa pasmelleHWs 3akasa, ykasblBas TpeboBaHWS K KayecTBy,
TeXHU4eckMM xapakrepuctukam BMO, TpeboBaHua 6e3onacHoCcTU, TpeboBaHMA K (PYHKLMOHANLHbLIM
xapaktepuctnkam BMO. TpeboBaHusa K pa3mepam, ynakoBke, oTrpyske BMO u uHble TpeboBaHus,
CBfi3aHHble C onpejesieHnemM COOTBETCTBUSA nocTasnisemoro BMO noTpebHOCTAM 3akasumka.

[FOCT P 55719, 3.15]

3.9 npueMHUK PpeHTreHoBCKOro wu3obpaxeHus; (X-RAY IMAGE RECEPTOR): YcTpoiicTso,
aHanoruyHoe no gelicteunio JIIOMUHWUCLUEHTHOMY 3KPAHY unn PEHTTEHOTPAGUYECKOW MJIEHKE 1
npefgHasHavyeHHOe Kak [A7s NpsMoro, Tak WM Ans Henpsmoro npeo6pasoBaHns PEHTIEHOBCKOIO
N30OBPAXEHWA B BuANMOe nsobpaxeHue.

[FOCT P M3KOTO 60788. rm-32-29]
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4 O6uwue TpeboBaHMa K coaepxaHutio T3 ANns NpoBeAeHUs TocyAapCTBEHHbIX
3aKynok ocTeofeHcutomeTpa

4.1 T3 pa3pabarbiBaeT 3akasymk, U OHO AO/HKHO COOTBETCTBOBATb TPebOBaHMAM, YCTAaHOB/IEHHLIM B
[1] (rnaBbl 1, 2. 3 cT. 33, 4). T3 onpegensieT npegmeT pasMelleHMs 3aka3a Ha 3akynky BMO. B gaHHOM
c/nyyae OCTeoJeHCUTOMETpa, W 3aHMMaeT BeAylliee MeCcTO B COCTaBe KOHKYPCHOW AOKyMeHTauuu wumu
JOKyMeHTauun 06 aykumoHe, TakK Kak umeeT pag cneumduryeckmx ocobeHHoCTel 1 nogrotasmBaeTcsa Mo
Kaxgomy 10Ty OTAENbHO.

T3 HernocTosiHHasA 4YacTb [OKyMEeHTauuum v B GOMbLIMHCTBE C/yyaeB CTPOro MHAMBUAYASIbHO.
OTBETCTBEHHOCTb 3a MOJIHOTY U AOCTATOYHOCTb T3 NIEXUT Ha 3aKa3uuke.

Bo wu3bexaHne ownb60Kk T3 Ha OCTEOAEHCUTOMETP [O/IKHO 06s53aTenibHO  (hopmmupoBaTbCs
crneuvanucTaMmu-akcnepTamu no npegmeTy 3akynku, ob6nagatowymm cneumanbHbIMU 3HaHUSMU UKW OMbITOM
paboTbl C aHanorMyHbiM obopyaoBaHnem. CneunanncT-akcnepT LO/HKEH KOMNETEHTHO cthopmy/nmpoBaTthb
TexHuyeckne TpeboBaHWA 3akasuuka, npeabsBAsSeMble MpyU MNOKYNke OCTeO0AEeHCUTOMETPa, OH HeceT
nepcoHasibHyl0 OTBETCTBEHHOCTb 38 060CHOBAHHOCTL TpeboBaHuii T3.

4.2 TMpu nogrotoBke T3 Ha 3akynky oOCTeofeHCMTOMETpa 3anpeljaeTcs ykasaHue KOHKPETHbIX
TOBapHbIX 3HAKOB, 3HAKOB 06CAYXWBaHWA, (PMPMEHHbIX HaVMeHOBaHWi, NaTeHTOB, MOMIE3HbIX MOAenel,
NPOMbILWIEHHbIX  06pa3uoB, HaMMeHOBaHW  MEeCTOMPOMCXOXAEHUS ToBapa WM HauMeHOBaHWiA
npoussoguTens (Kpome cnydvaes, NPeAyCMOTPEHHbIX 3aKoHOM [1].

Mpn dopmuposaHn T3 HEO6XOANMO YUNTbIBaTL 06/1aCTN NPUMEHEHNA OCTEOAEHCUTOMETPA, KOTOpble
n 6yayT onpefensAtb KOHUEMUUI0O MOCTPOEHUS M COCTaB KOMMOHEHTOB €ro CUCTeMbl, a Takke
PYyKOBOACTBOBATLCA CNEAYIOLMMU OCHOBHBIMW MPUHLMNaMW:

1 TpuHuun onpeaeneHHoCTH.

2 TMpvHUMN pa3yMHOCTK feTanu3auum TpeboBaHuii.

MpvHUMN onpeAeneHHOCTV npedycmaTpuBaeT Hanuune B T3 YeTkMxX TpeboBaHWUi K KayeCTBEHHbIM U
PYHKLMOHA/IbHBIM XapakTepucTukaM NOCTaBMsSEMOro OCTEOAEHCUTOMETPA. YUacTHUK pasMelleHuns 3akasa
no T3 go/mKeH 0AHO3HAYHO NAeHTuduLpoBaTh NpeaMeT pasMeLleHns 3akasa 1 B pesynbTaTe UCMOTHEHNS
KOHTpakTa MoJIHOCTbIO0 YA0BIETBOPUTL NOTPEBGHOCTL 3aKasuvka B OCTEOA4EHCUTOMETpE.

MpyHUMN pasymMHOCTW AeTanu3auvn TpeboBaHwii npegycmatpuBaeT getanusauunio TpebGoBaHuin npu
onucaHWn npegmMeTa 3akasa, KkoTopas [AO/KHa OblTb MoCTaB/ieHa Ha YpOBHe [AeNCTBUTE bHbIX
noTpe6HocTell 3akasumka. TpeboBaHUA K NpeaMeTy 3akas3a [0/KHbl 04HO3HAYHO OTBeYaTb NMOTPEeGHOCTAM
3akasuvka, MCxXoAa v3 NPAMOro npefHasHavyeHus Toeapa, pesynbtara paboT, okasaHus ycnyr. letanusauyus
TpeboBaHMi K npegMeTy 3akasa CBepxX Heo6X04MMOCTU NPUBOAMT K YBESIMYEHWID CTOMMOCTM 3akasa,
YMEHbLUEHNI0O  Y4YaCTHWKOB  pasMeLleHns 3akasa (OrpaHMyYeHuto  KOHKYpPeHLUW, T.e. HapyLlleHuto
aHTMMOHOMO/ILHOTO 3aKOHOAATeNbCTBa), a Takke MOBbIAeT BEPOATHOCTb HepasMmelleHus 3akasa. W
Haob0pOT, OTCYTCTBUE [O/DKHON AeTanm3auum MOXeT MPUBECTW K BbIHYXAEHHOW 3aKynke [eLeBoro,
N10X0ro KayecTsa, ObIBLIErO B ynoTpebnenun u T. 4. ToBapa (paboTbl, yCnyru).

Mpu coctaBneHun T3 HEO6XOAMMO MOMHUTbL, YTO BCe, YTO He OyAeT B HEM ykasaHO, WUCNOAHUTENb
MMeeT npaBO He BK/OYATb B CBOE MNPeA/iokKeHWe W. Kak CnefcTBue, He BbINOMAHATL. [axe ecnm
ocTeogeHcmToMeTp (paboTbl, YCayru), NpeasioxXeHHbIli nobeautenemM, He ycTpamBaeT 3aka3uuka, HO npu
3TOM COOTBETCTBYIOT €ro T3 He faeT BO3MOXHOCTU 3aka3uuky B 3aKOHOAATe/IbHOM Nopsike oTkasaTtbCcs OT
3aK/1I0YEHNS KOHTPaKTa 1 UCNOSTHEHUS 06593aTeNbCTB.

TOYHblE N YeTKMe TexXHW4eckue TpebGOBaHUS Ha OCTEOAEHCUTOMETP ABASTCS NPeAnoCbUIKOA Ans
TOro, 4To6bl NOCTaBLLVK B OTBET Ha T3 3akasuvka NpeacTaBu/ peasbHble N KOHKYPEHTOCNOCOOHbIe TEXHNKO-
KOMMepyeckne npeanoxerHns 6e3 3HaunTesIbHbIX OrOBOPOK, OTKIIOHEHWUI UV AOMONHUTENbHBIX YCOBUA.

TexHunyeckne TpeboBaHMA, nepeyncsieHHble B T3 Ha MOCTaBKy OCTeofeHcuTomeTpa, cnepyet
ohopmMAATb ANA KaxAoro suga 060pyA0BaHNs, BKIIOYEHHOTO B CUCTEMY, B KOTOPbIX JO/DKHbI ObITh:

- TEKCT 06WUX Tpe6oBaHWii;

- Tabnmua TexHMYecknx nokasarteneil, KOMNOHEHTOB CUCTEMbI.

B TekcT 06wmx TpeboBaHWU BKMOYAIOTCA OCHOBHbIE [aHHble, NpeAbsBseMble K NocTaBiseMoOMy
060pyL0BaHMIO.

Mpu cocTaBneHnn obwux TpeboBaHUii HEO6XO0AMMO Y4UTbIBATb, YTO OHW HE [AO/MKHbI UMEeTb
orpaHnunTEeNbHbIA xapaktep. CTaHfapThl WM TexHuYeckue cneundukaumu, ykasbiBaemble B KOHKYPCHOWA
[OKYMeHTauun, [O/KHbl rapaHTMpoBaTb COO/MOA4EHNE OCHOBHbIX TeXHMYeckux TpeboBaHWuii U MpoYnx
TpeboBaHuWil K 3aKkynaemomy 060pyA0BaHMI0.

B TekcTe 06Lunx TpeboBaHWii MOryT yKkasbiBaTb KOHKPETHblE CTaHAapThl, NPUHATbIE B MeXAYyHapoAHO
npakTuke, KOTOPbIM AO/HKHO COOTBETCTBOBATL 3aKynaemoe ob6opyfosaHne n ctaHgapTsl Poccumn (TOCT P).
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Konua  pgokymeHTa O  NOATBEPXAEHWM  COOTBETCTBMSA  OCTEOAEHCUTOMBTPA  TpeboBaHWAM
3aKoHoAaTeNIbCTBA MOXET GbITb NpeAcTaB/ieHa yYacTHUKOM pa3sMelleHns 3akasa B BUAE KOMuW geknapauun
0 COOTBETCTBMM, 3aperncTpypoBaHHOl B OpraHe nNo cepTudpmkaunm, Konun perncTpalMoHHOro
ygoctoBepeHus MwuH3gpaBa Poccun, Komuu  CaHWTapHO-3aNWMAEMMUONOTMYECKOro  3akMiOYeHWUs,  KOMuii
CBUAETeNnbLCTB 06 akkpeguTauum U Apyrux [OKYMEHTOB, NpefyCMOTPEHHbIX 3akoHoAaTeslbCTBOM
Poccwiickoii degepaunn.

3atpeboBaHne [OKYMeHTOB (KOMWii AOKYMEHTOB), NOATBEPXAAlLMX COOTBETCTBME TpebGoBaHWAM
3aKasumka, B Tex C/lyyasx, Koraa B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccwuiickoit ®epepaunmn Takve
TpeboBaHMsA He SABNAAIOTCA 06A3aTeflbHbIMK, KaTeropuyecku 3anpeljaetcs, B TOM uyucie 3atpebosaHue
No6bIX [OKYMEHTOB, MOATBEPXAAKLWMX [OOPOBOMbLHYID cepTudvKaLuio, oduumnanbHylo ANNEPCKY WUm
ONCTPMOBLIOTOPCKYID aBTOpM3aLmio, NPOXOoXAeHne A06POBOJbHLIX akKpeAuTauuii, YNEeHCTBO B COH3aX U
obLliecTBax U T. 4.

3akasuuk npm hopmmpoBaHun T3 Ha O0CTeoAeHCUTOMETP BNpase BKIWUYMTL B T3 yc/noBMe 0 TOM, 4TO
OCTEOlEHCUTOMETP [O/DKEH COOTBETCTBOBATb MOBbLIWEHHbIM TPebOBaHUSAM K ero xapakTepucTukam Mo
CpaBHeHUIo ¢ 06513aTeNbHbIMY TpeboBaHNAMY, YCTAHOBEHHLIMW 3TUM CTaHAApPTOM W B NpeAyCMOTPEHHbIM
3akoHOM nopsagke [2]. Mpu aTom 3aka3umk 06sA3aH 4eTKo 060CHOBATb WM YCTAHOBUTb COOTBETCTBYHOLLME
NOBbILLEHHbIE NOTPEGUTENbCKME, TEXHUYECKMe U(UIK) PYHKLMOHAbHbIE XapaKTepUCTUKKN, NpeabsaBasieMble
K OCTeofieHcMToMeTpy.

3aka3uuk Takxe Bnpase YyCTaHOBUTbL TpebOBaHWE O COOTBETCTBUM OCTEOfeHCUTOMETpa TeXHUYECKUM
pernaMeHTam W HauWOHalNbHbIM CTaHgapTam W B Tex cfyyasx, korga obssaTefnibHoe CoOTBEeTCTBME
o6opygoBaHnsa TakuMm Tpe6oBaHUSIM 3akOHOAATeNnbLCTBOM Poccuiickoil ®epepauun He npegycMoTpeHo. B
[JaHHbIX Cyyasix 3aka3uuk AO/KeH onucatb B T3 Takue TpeboBaHus, HO He UMeeT npaBa TpeboBaTb Konuu
[OKYMEHTOB O MOATBEPXAEHWM COOTBETCTBMA OCTEOAEHCUTOMETpa 3TUM TpeboBaHWAM, €ecnvM 3TO He
npefycMOTPEHO HOPMAaTVBHLIMU AOKYMEHTaMN 1 3aKOHOZaTe IbHbIMU aKTamu.

Tabnuubl TEXHUYECKUX MokasaTenei fo/MKHbl 6biTb COCTaBNEHbI TakuM 06pa3oM, YTOObI o6ecneynTb
MakCUMasibHO LUMPOKYI0 KOHKYPEHLMIO Npu MpoBefeHWU KOHKypca W B TO Xe BpeMa fAaTb ueTkoe
npeacrasfieHne 0 Heo6Xo0AUMbIX CTaHAApPTax 6e30MacHOCTH, Ka4ecTBa, UCMO/THEHUSI OCTEOAEHCUTOMBTPA.

Tabnuubl TEXHUYECKNX NokasaTeneil Ha ocTeofeHcuTomeTp B T3 f0/MKHbI pa3pabaTbiBaTb HA OCHOBE
COOTBETCTBYIOWMX TpeboBaHUii K pabounm XapakTepucTvkam cocTaBa KOMM/Jekca 3akynaemoro
o6opyaoBaHus.

B nepeuyHe TexHuueckmx TpeboBaHWii MOryT NpMBOAUTL cCbiikn Ha FTOCTbI 1 Apyrne HOpMbl 06LLero
Ha3sHauyeHusi. CCbIIKM Ha 3aBOJCKME TEXHUYECKME YCMOBWSA, TOBapPHbIE Mapku, 3aBOACKME 3HaKW, HoMepa no
KaTasnory u Apyrme Matepuanbl KOHKPETHOrO Npou3BOAUTENS 060pyAoBaHWs, BXOAALLEro B COCTaB
KOMM/JeKca OCTEeO[eHCUTOMBTPA, a Takke ykasaHWe KOHKPETHOrO HauMEeHOBaHWS WA Mapku NpoAyKuuun
(ecnu oHo He npegycMoTpeHo FOCToMm), He peKoMeHAO0BaHbI.

Mpn Heo6Xxo0AMMOCTM ykasaHve TOBAapHOro 3Haka WM KOHKPETHOro U3roToBUTENS [0MNyCcKaeTCa TO/bKO
B LenAX YTOYHEeHWUs (JOMONIHEeHNA) TeXHWYecknx TpeOGOoBaHWiA, nocne TakoW CCbiiku cnesyeT [06aBUTh:
...€UIN aHanNor (3KBUBANEHT)».

3apybexHblii NOCTaBLMK MOXeT MpeAcTaBUTb B CBOEM TEXHUKO-KOMMEPYeCKOM NpeaiokeHun
CTaHAapTbl, MeXAYHapOoAHble UIN HaLMOHa/IbHbIe, NPW YCI0BUK, YTO NPOM3BELEHHbIE 3aMeHbl N0 CYLLeCcTBY
pPaBHOLIEHHbI WM MPEBOCXOAAT MO KayecTBy MPOAYKUMIO, YKa3aHHYl0 B TexXHUYeckux TpeboBaHusAX
3aKasuuka.

Bce nepeuncneHHble B Tabnmuax TEXHUYECKMX Nokasarteneli Tpe6oBaHUs, HOPMbl ¥ KPUTEPUN AO/MKHBI
6bITb MUHMMaJIbHbIMW. OCTaBLUMK B KaXAOM C/yyae [O/DKEH AoKasbiBaTb, YTO NPegycMOTPEHHOe WM
060pyfoBaHMe cOOTBETCTBYET HOPMaTUBHbLIM AOKyMeHTam Poccuiickoil ®eaepauum.

Tpe6oBaHUs NO KOMMEKTHOCTN OCTEOLEeHCUTOMBTPA KOHKPETU3MpPYyeT roCyAapCTBEHHbIA 3aka3uuk
nucxogs M3 npepnonaraemMoii cepbl €ro MeAWUMHCKOTO MNPUMEHEHWS U UCMOJSIb3yeMOol MeAULMHCKOW
TexHonornu. CnegyeT NnoApo6HO U YeTKO onucaTb BCe TO. YTO AO/DKHO BXOAUTb B COCTaB CUCTEMBI.

HeBbinosnHeHne Tpe6OBaHWl, OTMEYEHHbIX 3HAaKOM «*», He MOXeT C/YXWUTb OCHOBaHWeM Ans
WCKMIOYEHUS U3 YMCa yH4acTHUKOB KOHKypca (ayKLuuoHa).

Mpn npounx paBHbLIX YCMOBUAX BbINO/IHEHME TpeboBaHWi, OTMEYEHHbIX 3HaKOM «*», [O0/HKHO
YUMTbIBATLCSA KOHKYPCHOWM KOMUCCUEN Npu onpeaeneHnn nobeautens KoHKypca (ayKumoHa).

BkntoyeHne B 06s3aTenbHyl0 4acTb T3 A0ONOAHMTENbHbIX TpeboBaHW Ha NPUHALMNEXHOCTK
(mononHutenbHele APM, [AONOMHUTE NbHbIE YCTPOWCTBA MNOMYYeHWA TBepAblX KOnuii, cneuynasbHble
3alUTHbIE CPEACTBa, CUCTEMbl XpaHeHUs W nepefayn M3006paxeHus W Ap.) He pekomeHayeTcs. Kak
npaBswi0, KOMMJIEKTHOCTb 3aKynmaemoro u3fenus, a TaKke [AOMNoNHUTeNbHble  (ONUUOHasbHbIE)
PyHKUMOHaNbHbIE  BO3MOXHOCTM  [O/KHbI COOTBETCTBOBATb PErMCTPaLMOHHOMY YAOCTOBEPEHWIO U
aKcnyaTaunoHHO-TEXHUYECKOW AOKYMEHTALMN Ha n3genue.
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5 CocTaB KOMMNOHEHTOB CUCTEMBI octeogeHcnTomeTpa

5.1 OcTeoAencuToMeTp SIBASIETCA CUCTEMOW, NpefHasHaYyeHHOl ANA AMarHOCTUKM ocTeornopo3a —
3a60/1eBaHNsA, XapakTepu3yloLwerocs HN3KON KOCTHOW MMNOTHOCTbIO, HapyLlEeHUEM MUKPOApPXUTEKTOHWKW W,
KaKk crnefcTBue, BO3HUKHOBEHWEM MepesioMOB OT He3HauMTeNbHOr0 MeXaHW4eckoro BO3AelCTBUSA.
OnpegenexHve MUHepasibHOW NAOTHOCTU Koctu BMD (BoneMineral Density) in vitro ocHoBaHO Ha mMeToze
[BYX3HepreTuyeckoh peHTreHoBckoli abcopbumomeTpum (dual-energy X-RAY absorptiometry) DEXA.
ob6ecneunBatwLem nsmepeHve BMD no AByMepHOI Npoekuun TpexXMepHol CTPYKTYpbl. [0 3Toi TexHonoruu
He MpvHMMaeTca B pacyeT TO/WMHA W3MEPEHHON KkocTu. OCTeoAeHCMTOMEeTpbl, OCHOBAaHHblE Ha
KOMOGMHauun meToankn DEXA c NnasepHbiM  CKaHWMpOBaHMEM, [OMOJHAKWMM  ABYX3Hepretuyeckoe
pPEHTreHOBCKOe UW3MepeHue, onpefensalT CyMMapHyl TO/LWMHY W3MEPEeHHOro yyacTka Tena. T. e.
no3BonsAT peannsosatb 30-usMepeHne. OCTeOAEHCUTOMETPBI pasnunyalTcs no obnactn obcnefoBaHus
BMD: gnsa Bcero tena (oceBoro ckeneta) U 30HasIbHbIX, Tak Ha3blBaeMbix nepudepuyeckux (DXL)

5.1.1 Mo ycnosusm akcnsyatauum ocTeoAeHCUTOMETPLI MOTYT Kiaccuduumposarb:

Ha cTauuoHapHble;
nepeso3vMble (HA aBTOMOOU/ILHOM LLACCU, B XEee3HOAO0POXHOM BaroHe u ap.).

5.1.2 N0 KOHCTPYKTUBHOMY VMCMOJ/THEHMWIO LUTATUBHOW YacTu:

OCTEO[EHCUTOMETP C MNOSIHOPa3MepPHbIM CTO/IOM ANA CKAHUPOBAHUSA:

OCTEOJEHCMTOMETP C MOSIHOPa3MepHbIM CTO/IOM W MNOABWMXKHON 4acTblo ToMorpaduyeckoro
annapara C yCTpOliCTBOM CKaHUPOBaHUS;

nepecdepnyeckMii oCTEOAEHCUTOMETP (415 CKAHUMPOBAHMS MasibIX 30H).

5.1.3 Mo npuHuuny onpeaeneHns BMD:

DEXA:

DEXA c nasepHbIM ckaHuposaHuem (3D);

DXL. nepedepuueckmii ¢ DEXA ¢ nasepHbIM CKaHUPOBaHMEM.

5.2 Bblibop BapuaHTa MNocTpoeHus ocTeogeHcutomeTpa no 5.1.1-5.1.3 BXOAMT B KOMMNETEHTHOCTb
3akasuvka n aBnsetca obssaTesbHbIM Tpe6oBaHnem T3.

5.3 ins Bcex BapuaHTOB WCMOJIHEHUSA OCHOBHbIMW COCTaBHbIMW YacTaMu uudposoro dhrtooporpada
[OO/MKHbI ObITb:

- PEHTTEHOBCKUIA reHepaTop;

- peHTreHoBckas Tpyobka;

- feTeKTop;

- CTON1 ANA CKaHMpPOBaHUA*,

- annapaTHO-NporpaMmmupyeMblii KOMNaeke nan paboyee yncno onepatopa (APM);

- nporpaMmMHoe obecneyveHue;

- KOMMNEKT CONPOBOANTENbHON [OKYMEHTaLWN.

6 OCHOBHble TexHuyeckue XapakTepucTtukn, ykKasbiBaemMble B TEXHUYECKOM
3afaHnnm ond nposeneHunda rocygapCrtBeHHbIX 3aKynokK ocTteoaeHCNUToOMeTpa

6.1 Hwke npusefeHbl XxapakTepucTuku (napameTpbl), KOTOpble [O/DKHbI BKYaTb B T3 Ha
rocyjapCTBEHHYIO 3aKyrKy.

6.2 lomkeH 6bITb yka3aH BapnaHT NCNONHEHNA LM(POBOro oCcTeoAeHCUToMeTpa B COOTBETCTBUM C
5.1.1-5.1.3.

6.2.1 BapuaHT KOHCTPYKTUBHOIO UCMNOMHEHUS:

- MakcumasnbHan 0651acTb UCCnefoBaHNs He MeHee, CM;

- meTog uccneposaHus (5.1.3):

- TOYHOCTb M3MepeHus (BMD) £ % in vivo (% in vitro).

6.2.2 PeHTreHOBCKNIA reHepaTtop:

- BUJ, PEHTTEHOBCKOrO Nyya*: 20-y3kunii BeepHblii yy (fan beam);

- To4euHblil nyy (pencil beam);

- NepemeLleHune nyya ocu X. Y,

- HOMUHa/IbHOE MUHMUMAa/bHOE BPEMS U3/TyHYEHUS, C.

6.2.2.1 PeHTreHoBCKWiA n3nyyaTensb:

- paccTosiHue oT dhokyca A0 NPUEMHUKA U306pakeHns, MM;

- MUHUMasbHas uabTpauymsa aKB1BasIEHTa KayecTsa, MM;

- HOMUHaJIbHbIE NapamMeTpbl Harpysku. KB. MA,;

- napameTpbl UHTepBana nocnefoBaTeslbHON Nojaun Harpysku, KomuecTso 3arpysku/c (kB. MA).
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6.2.2.2 PeHTreHoBckas Tpybka:

- HOMUHaNbHOe 3HauyeHune hokyca, MM.

HomuHanbHOe aHoAHOe HanpsbkeHue Tpybku. kB (MakcumanbHoe), kB (MuUHMManbHoe) (unm
AvanasoH);

- HOMMHaJTIbHbIV TOK Hakana Tpyoku, MA,

- KaTod, matepuasn, BonbpamoBas HUTb;

- TUN aHoAa, maTtepuar, CTaluMoHapHbIii, Bonbdpam;

- MakcumasibHas TenN0eMKOCTb PEHTTEHOBCKOW TPYOKM. KX;

- MaKkCMMasibHOE aHOZHOe HanpshkeHne Tpyoku, KB;

- MaKCUMaJsibHbI aHOAHbIV TOK TPYOKU. MA;

- HOMMHa/IbHast BXOAHAas MOLLHOCTb aHoAa. BT;

- BCTpPOeHHas hunbTpauus/marepman okHa, MM. CTEK/O.

6.2.3 TMapameTpbl NPUEMHUKA PEHTFEHOBCKOrO U3NyvyeHus npueefeHsl B Tabnuue 1.

Ta6nuuya 1

MpueMHVK peHTreHoBCKOro n3nyyeHuns (fetekrop) Konuuectso anemeHTOB
O6nacTb (M306paxeHns) ckaHMpoOBaHUSA AxB. Mm
Tun getekTopa, marepuan
[vana3oH BpemeHun obcnefoBaHus:
BCe Teno, C;
6eapo, ¢;
MO3BOHOYHMK, C:
naTka, c;
npegnneybe, ¢

6.2.3.1 [osa npu obcnenoBaHum:
- 6eapo. mMk3B,

- MO3BOHOYHUK. MK3B,;

- npegnneyse, MK3B;

- NATKa. MK3B.
6.2.4 MapameTpbl APM (MUHUMasibHas KOMNbloTEPHas KoHUrypaums) npuseieHbl B Tabnuue 2.
Ta6nuuya 2
OnepayunoHHasa cuctema Windows XP. Vista. Windows 7

Mpoueccop, YacToTa He MeHee
RAM r6aint
XecTkunii guck I6anT
CD-ROM unn DVD-npusog, Hanunune
Apxusauus CD. nuwywmnit DVD unv BHELWHWI XeCTKUA Jnck
MoHuTOop PaspelweHne SVGA
MpuHTep LiBeTHO/4epHO-6enblii
CBA3b LAN onsi KOMMyHMKaLMii 1 nepegayn gaHHbix DICOM

6.2.5 T[porpammHoe obecneyeHune (MNO) ans APM

6.2.5.1 CraHgapTHoe:

- BblYMC/IEHE MUHEepasibHOM NIOTHOCTU kocTu (BMD);

- MUHepasnbHbIi cocTaB koctu (BMC);

- nnowaap;

- T-k0ahPULMNEHT N Z-KOIDPPULMNEHT;

- UIHCTPYMEeHTbI MmopdhomeTpumn (nnowagb, paccTosHue v yron);

- BO3MOXHOCTb usmepeHuns BMD B ROI (N03BOHOYHUK, 6e4po, npegnneyse v T. 4.);

- nporpamma aBTOMaTu3MpOBaHHOro aHann3a 6egpa* (CTPYKTypHbIli aHanus (HSA): anvHa 6efipeHHON
ocu (HAL), anuHa ocn weikn 6egpa (FNAL). pacctosiHue OoT mMasioro Beprtena 4o ueHTtpa 6egpa (IH) v yron
Mexay ocblo welikn 6eapa u ocbio 6egpa (FNA);

- MHhopmaums o0 pucke nepesioma C UCMO/Ib30BAHNEM MPOrpaMMbl aBTOMAaTM3VPOBAHHOIO aHanun3a
6egpa (HSA)*;

- nporpammMma FRAX a/15 oueHK/M BEPOSATHOCTU NepenomMoB*.

6.2 5.2 MO APM ocTeogeHcuTomeTpa A0/KHO 0becneymsBaTh:
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- PY4HOI 1 aBTOMAaTUYECKUI aHann3 BCeX NcciefoBaHunii.

MapameTpbl, OTpaxaemble B 3aK1I0UNTE/IbHOM MEAULMHCKOM MPOTOKOSe:

- MUHepanbHasa MJI0THOCTb KOCTU B HECKOJ/bKUX 30Hax (BMD). r/cm2

- MVHepaJsibHbIi cocTas kocTn (BMC), r. oTpaxaeT MUHepasibHy0 Maccy KOCTel;

- nnowaab KocTn, cM2. 20-NpoeKkLns KocTu;

- T-KoatphunumeHT. CpaBHeHNe MexAy nokasaTtenamu AaHHOro nauveHTa u nokasartesiiMum MOJIO[0ro
3[10pOBOr0 HacesieHns B Bo3pacTe oT 20 Ao 40 sieT TOro e camoro fnosia 1 TOro e CaMoro 3THUYECKOro
NPOUCXOXAEHUSA, BbipaXXEHHOE B CTAHAAPTHbIX OTK/TOHEHUSIX;

- Z-koahpuumeHT. CpaBHeHMe Mexay nokasaTensMu JaHHOro nauueHTa v nokasaTenaMu 340pO0BbIX
nofelt Toro xe camoro Bo3pacTa, BbipaXXeHHOe B CTaHAapTHbIX OTKOHEHNAX.

[Ansa Bcero Tena;

- o6lWan MuHepasbHasa NNOTHOCTbL kocTh (BMDt):

- nnowagp;

- cocTaB Tena;

- XXUpHaa macca;

- Towasa Macca;

- Macca KOCTHOro matepuana;

* 06NN U MEeCTHBIN cocTaB Tena,

- iBETHOe KapTupoBaHue 471a BU3yanu3auun obnacteil pasHoli NA0THOCTH;

- T-KoathhunLMeHT;

- Z-KO3(phULMEeHT.

OpTtoneguyeckasa nporpaMma:

- MUHepanbHas MA0THOCTb KocTu (BMD);

- MUHepaJsibHbIli cocTas kocTu (BMC);

- nnowagp;

- cocTaB Tena;

- Z-Ko3athhULMEHT.

BospacTHoe nsMeHeHue ckeneta:

- pethepeHcHble KpuBble.

Kpveble BMD cornacHo Bo3pacTy [ANns uccnepoBaHHol(blX) obnactu(eid) ans pacuyeta T- un Z-
KO3(hhMUNEHTOB;

- MopchomeTpus: KomyecTBeHHas MopdomeTpua (naowaan, AAUHbL, YIbl), B TOM Yucie nporpaMmMa
aBTOMaTU3MpOBaHHOro aHanusa 6egpa (HSA);

- cofepxaHue 1 obpaboTka KIMHUYECKUX NapaMeTpoB:

- BO3pacT naumeHTa B npegenax ot 20 go 90 net (4— 18 net ANs negnaTprMUecKoin Nnporpammsi);

- KanMbpoBKa M KOHTPO/Ib KaYecTBa;

- KOHTPO/Ib KayecTBa C NCMO/Ib30BaHNEM (haHTOMa;

- KOHTPO/b KayecTBa TPeHAa, NHTerpypoBaHHsbIi B MMO;

- BHYTPEHHWI KOHTPO/Ib Nepes KaxXAbiM NpoCMOTPOM,;

- 6a3bl flaHHbIX pasIMyHbIX pac;

- co3gaHue co6CTBEHHON 6asbl faHHbIX HOPM (KpUBbIE HOPMbI);

- UMNOPT 6a3bl faHHbIX C APYTUX YCTPOICTB;

- HacTpauBaeMoe aBToMaTnyeckoe/nonyaBToMaTieckoe apxmerpoBaHme 6asbl AaHHbIX;

- HacTpavBaemas hopma oTyeTa (3aro/IoBOK, HUXHAS CHOCKa, LWab/ioHbl, NMcbMa, U T. 4.);

- [eTanu3npoBaHHas LBeTHas neyaTb OT4YETOB (M300paxeHWe KOCTU+KPUBbIE HOPMbI+OTYET U
aHann3+KoMMeHTapumu onepaTtopat3amMeyaHnsa Bpada u nayneHtTa+HasHaveHus);

- OTNpaBka COO6LLEHWNIA 3/IEKTPOHHOI NOYTOI;

- aBTOMaTM4ecKoe Win HacTpamBaemMoe cooblieHne (nauneHT n Bpay);

- HACTPOWiKM N306PaXeHUsT KOCTel: KOHTPACT, APKOCTb, M3MEeHeHne MacluTaba nsobpaxeHus;

- 0TO6paxeHune NIOTHOCTU B pa3HblX LiBeTax:

- MEHIO MOMOLLA.

6.2.5.3 MO APM u ycTpoiicTBa A0/IXHbI 06ecneynBaThb:

- apxvMBMpoBaHue Ha KomnakT-guck. DVD-NpyBOA NN BHELIHWUIA XECTKWI ANCK;

- BO3MOXHOCTb CETEBOr0 COeUHEHUS;

- coBmectumocTb DICOM (Output HIS, RIS. PACS);

- neyaTb: XpaHeHue, neyatb ¥ nepejava AaHHbIX NaynMeHTa;

- XpaHeHue 6a3bl AaHHbIX NaUWEHTOB ¥ ynpasneHne 6a3oli AaHHbIX;

- 3KCMOPT U306paxeHnii n gaHHbIX B hopmartax .jpg nnm .pdf.

APM pomkHO obecneyvBaTb BO3MOXHOCTb COEAVHEHWS C HECKONIbKUMW OTAasIeHHbIMWU pabouvmu
MecTamu Ans focTyna K JaHHbIM.



FOCT P 56605—2015

6.2.6 TpeboBaHUs K CETU NUTAHUS:

- HanpshkeHue cetu. BA (Tok):

- yacToTa nuTatwLlen cetu. Iy,

- notpe6nsemMas MOLWHOCTb. BT.

6.2.7 M'abapuTHble pa3Mepsbl, Macca:

- pasmepsbl, cMm: J*LWLU*B;

- pasmepsbl ctona*, cm: A*LW*B;

- BbiCOTa CTO/M1a NauyneHTa oT nonar, cwm;

- Macca, Kr.

6.2.8 Ycnosus akcnnyartauuu:

- paboyas Temnepartypa. “C

- paboyas BNaxXHOCTb. %;

- aTMocdepHoe fasneHue. MMa.

6.2.8.1 Ocobble ycnosus:

- nyyeBas Harpyska Ha onepatopa (Ha paccTosHuM 1 m OT cTona Wav ocTeofdeHcutTomeTpa) He 6onee
— mR*4:

- He cnefyeT ycTaHaBnuBaTb CUCTEMY B MeCTaxX C CWIbHO 3arps3HEHHbIM BO34YyXOM W BbICOKOWA
BMTAXHOCTHIO M NPU HaNN4YMM NPAMOro CO/IHEYHOrO CBeTa, He 3KcnlyaTuposaTb B MecTax, 060pyAoBaHHbIX
cucTeMamun KOHAULMOHUPOBAHUSA BO3AyXa UM cucTemMaMy TEPMOKOHTPO/IA — NPOBEPSAIOT COOTBETCTBUEM:

- He cnepyeT 3aKkpblBaTb BEHTWIALUMOHHbIE CUCTEMbI W He YycTaHaB/iMBaTb OCTEOAEHCUTOMETP
BM/IOTHYIO K CTEHE, NPOBEPSIOT COOTBETCTBUEM;

- He cnepdyeT ycTaHaB/MBaTb W He 3KCNyaTupoBaTb 060pyfoBaHMe B MecTax, [Ae BO3MOXHa Tpscka
nnn Bmbpaums, nposepseTcs COOTBETCTBUEM:

- Tpebyemas nnowaab noMmeweHns — 3-4 M2, NpoBeEPSAIOT NyTeM OCMOTpa.

6.2.9 MNpoune ycnosus:

BBO/J B 3KcnayaTauumio ob6opygoBaHus (Hannuue);

rapaHTWiHbIA CPOK aKCnyaTaunm, neT. He MeHee;

HOpMaTUBHbIV (Ha3HAaY€eHHbIN) CPOK 3KCnyaTauun, NeT. He MEHEE;

WHCTPYKTaX (KOHCYNbTaumsa) MeguLMHCKOro nepcoHana npu BeBoAe B aKcnayaTauuio (Hanuuue),
obecneyeHne rapaHTUAHOrO 1 NOCTrapaHTURHONO CEPBUCHOrO OBCNYXMNBAHUA (Hanunuve),
Hasmume PaHTOMOB KOHTPOJIA KayecTBa U300pakeHns* .

MpumeyaHns

1 TpeboBaHUs, OTMEYEHHbIE 3HAKOM «'*, ABASAKTCA AONOMHUTENIbHBIMU (ONUUOHHLIMU), U UX HEBbINO/THEHUE He
MOXEeT CTYXXNUTb OCHOBaHMEM A8 UCKMKYEHUA U3 YMcna y4aCTHUKOB KOHKypcCa.

2 Cneuudumyeckoe TpeboBaHue 3akasuuka (Ne4ebHO-NPOUNAKTUYECKOTO yYpexaeHns), oTMeYeHHOe 3HaKoM
«'*». aBnaeTca o6s3aTeNlbHbIM U [O/HKHO WMeTb OTAesbHOe YTBEpXAEeHHOe MeAMKO-TeXHWYeckoe 060CHOBaHue,
ohopM/IEHHOE B BUAE NPUNOXEHUA K T3.

3 BbinonHeHue ydyaCTHUKaMn KOHKypca TpeﬁOBaHI/IVI, OTMEYEHHbIX «*» U1 «**». a TakXe MoBblleHne
0653aTeNbHbIX TPE6OBaHMIA LOMKHbI YUNTbIBATLCA KOMUCCHUEN, NOABOASALLER UTOTW KOHKypca (ayKLMoHa).

6.2.10 lNMepeyeHb HOPMATUBHbLIX fOKYMEHTOB, KOTOPbLIM [O/KEH COOTBETCTBOBATL OCTEOEHCUTOMETP,
npveegeH B NpunoxexHum A.

7 Tpe6oBaHUA K 0pOPMJIEHNIO TEXHUYECKOTO 3aJaHus

7.1 Mpumep T3 ocTeogeHcuToMeTpa nNpuBefeH B Tabnuue B.1 npunoxexus b.

7.2 BO3MOXHO BK/IIOYEHWE [OMNOMHUTENbHbIX, HE YKa3aHHbIX B pasgene 6 Tpe6oBaHuii, 060CHOBaHHbIX
3aKkas3yMkoM C NO3nLMil NpoBeAeHNs HeobXoAMMbIX UCCeAoBaHuUii B COOTBETCTBUM C npodinnem nevebHo-
npounNakTNyeckoro yupexaernns. O60cHoBaHne AONOMHUTESbHbLIX TPe60BaHU AO/MKHO OblTb YTBEPXKAEHO
3aKa3umkoM 1 0hOpPMIIEHO B BUAE NPUNOXKEHUS K T3.
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Mpunoxexve A
(cnpaBouHoOe€)

I‘Iepequb HOPMAaTUBHbLIX AOKYMEHTOB,

KOTOPbIM AO/1)XEH COOTBETCTBOBaTb OCTEOAEHCUTOMETP

Tabnunua A.1

O603HaueHVe
FOCT P 50267.2.54—2013

FOCT P M3K 60601-1—2010

FOCT P M3K 60601-1-2—2014

FOCT P M3K 60601-1-3—2013

FOCT P M3IOTO 6078&—2009
FOCT P M3K 62220-1-3—2013

MY 2.6.1.2944— 11

M3 n CP. 2013
HPB—99/2009

CaHlnuH 2.6.1.1192—03
M3 P®. 2003

HavmveHosaHve
M3pgenua wmepguuuHcKue anekTpuyeckue. Yactb 2—54. YacTHble
Tpe6oBaHusi 6e30NacHOCTM C Y4YeTOM OCHOBHbIX (DYHKLMOHANbHbIX
XapakTepucTUK PEHTTEeHOBCKUX annapaToB A8 peHTreHorpadum u
peHTreHockonuu
N3genna mepguuvHckne anektpuyeckne. Yacte 1. O6wume TpebosaHus
6€e30MacHOCTH C y4eTOM OCHOBHbIX (DYHKLMOHAMbHbIX XapakTepucTuk
M3genus meavumHckme anektpuueckue. YacTte 1-2. Obuwmne TpebosaHns
6e30MacHOCT C Y4eTOM OCHOBHbIX (DYHKLWOHANbHbIX XapakTepucTyK.
MapannencHblii  cTaHAApT.  O/IeKTPOMarHUTHas  COBMECTUMOCTb.
Tpe6oBaHuA U NCMbITAHWSA
M3penns megnumHckne anektpuyeckne. Yactb 1-3. O6wumne tpeboBaHus
6€e30MacHOCTN C y4eTOM OCHOBHbIX (PYHKLMOHA/bHbIX XapaKTepucTuk.
[lononHUTeNbHbIN cTaHfapT. 3awmTta oT U3NyYeHus B [UarHOCTUYECKNX
PEHTreHOBCKMX annaparax
N3pennsa meguumnHckne anektpuyeckune. Cnosapb
V3genus mMepuuUuHCKMe anekTpuyeckne. XapakTepucTUkM LndPOBbIX
NPUEMHUKOB PEHTITeHOBCKOro u3obpaxeHus. Yactb 1. OnpegeneHve
KBaHTOBOI 3hheKTUBHOCTK permctpauyuun. NMpremHunkn, paboTtawowme B
AVHaMWYeCcKOM pexvme NofyYeHUs n3obpaxeHuni
KoHTponb ahheKkTUBHbIX [03 06/y4eHUA NaLuMeHTOB Npu NpoBefeHun
MeANLMHCKNX PEHTTEHOOTNYECKNX nccneoBaHuii
Hopmbl pagnaunoHHoli 6e3onacHocTyn
nrneHnyeckne  TpeboBaHWA K  YCTPOICTBY M 3Kcmayartauuu
PEHTreHOBCKNX KabnHeToB. annapartos n npoBeAeHunio
PEHTreHoornYecknx nccneoBaHni
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Mpunoxexne b
(cnpaBo4HOE)

Mpumep MeanKo-TEXHUYECKUX XapaKTepUCcTuK octeojeHcutomeTpa

Ta6nuua B.1— MNpumep T3 Ha OCTEOLEHCUTOMETP

22
33

a4
55
55.1

55.2
55.3
55.4
55.5
55.6

55.7
55.8
66

66.1
66.2

66.3.

66.4
66.5
66.6
66.7
7

77.1
77.2

77.3

88
88.1

88.2
88.3
88.4
88.5
88.6

88.7
88.8
88.9
99

99.1

10

XapakTepucTtuka (napameTp)
BapwvaHT ucnosHeHus

MpuHuyun onpegenedna BMD

O6nacTb 06CNefoBaHusA, He MeHee, MM

To4HOCTb M3MepeHusa (BMD). %
PeHTreHOBCKMIA reHepaTtop
Bnpa peHTreHoBCKOro nyva

MepemeLlieHne nyya

MuHUManbHoe BpeMs U3nyyeHus, ¢
PaccTosiHue okyc-npueMHuK, Mm
MuHnmanbHasa cunbTpaymsa nsnyyarens, mm. Al
HomuHanbHOe aHofHOe HanpsKeHue:

- MakcumanbHoe. KB:

- MUHUMasnbHoe. KB

HoMMWHanNbHbI aHOAHbI TOK. MA
MHTepBan nogaun Harpysku. kOrl/c
PeHTreHoBckas Tpy6ka

Pasmep dhokyca, Mm

Tun aHofa, MaTepvan aHoga
MakcmumanbHas Tenn0eMKoCTb TPYOKU. KK
MakcumanbHoe aHof4HOe HanpsxeHue. kKB
MakcumanbHblii aHOAHBIA TOK. MA
HomMmuHanbHaa BxofHasi MOLWHOCTbL aHoga. BT
Co6CTBEHHbIV uabTp, MM. Al

[eTtekTop

Tvn

Bpems ob6cnegoBaHus, C

- npeAnneybe;

- naTka

[lo3a npu ob6cnefoBaHnmn, MK3B:

- npeanneybe;

- nATka

Tpe6oBaHue K APM

OnepaymnoHHasa cuctema

Mpoueccop, yacTtoTa, He meHee. Ty,
RAM. He meHee. [6aiT

XecTkuii gnck, He meHee. [6anT
CD-ROM wnnu DVD-npusofg
Apxusauns

MoHuTOp, paspelleHue

MpuHtep

CBsA3b LAN AN koMMyHuKauuii n nepegaumn gaHHbix DICOM
MporpammHoe obecneveHune (MO) ans APM

CraHfapTHble:

- BblUMC/NIEHNE MUHVMMANbHOM NIOTHOCTU KOCTU (BDM);

- MUHepasbHbIl cocTas kocTu (BMC);

- naouwagb;

- T-k0O3(hPULUNEHT:

- Z-koahpuuymeHT

3HayeHue
MepeHocHo
DXL. nepechepuiiHblii
100x100

1.0 (in vivo)

TouyeuHbll
(pencil beam)
Ocu x. y
1.0
308
2.5

80
55

10
4 (pns 80 kB. 8.5mMA)

0,25

CTaumnoHapHsblii, Bonbpam

183
80
15
150
15

CCD-maTpuua

5
4

MeHee 0.2

Windows XP. Vista.
Windows 7
AByxbagepHbiii. 1.0
1.0

100

Hannuune

CD. nuwywmit DVD nnn
BHELLHWUIA XeCTKuUiA guck
SVGA 1024x768
LiBeTHOW /4yepHo-6enblii
Hanunune

Hannuune

Hanunune
Hanuune
Hanunune
Hanunune
Hanuune
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Mpogonmkexune Taébnuubl b. 1

XapaktepucTuka (napameTp) 3HaveHne

99.2 no ocTeoeHcuTcmeTpa [O0IKHO obecneunsatb pyuHoii n

aBTOMaTUYEeCKUii aHann3 BCcex nccaeoBaHuii.

MapameTpsbl, 0OTpaxaeMble B 3ak/04YUTENIbHOM MEeULMHCKOM NPOTOKOSE:

- MUHepasibHas NI0THOCTb KOCTU B HECKO/TbKUX 30Hax (BMD). rlcm2;

- MUHepasnbHbIii cocTaB kocTu (BMC), 1, oTpaxaeT MUHepasbHylo Maccy

KocTel;

- naowaab Koctn, cm2, 20-Npoekuns KocTu:

- T-koatppumumeHT. CpaBHEeHVE Mexay nokasaTtensMy JaHHOro nauueHTta

1 nokasatesisiMM MOJIO[0r0 HacefleHus 3[0pOBbIX NoAel B Bo3pacTe OT

20 po 40 net TOro e camMoro nosia M TOrO e Camoro 3THUYECKOro

NPOUCXOXAEHNSA, BbipaXEHHOE B CTaHAaPTHbIX OTKIOHEHNAX:

- Z-koathuumneHT. CpaBHeHNEe Mexay nokasaTtensMu faHHOro nauyueHta

W nokasatenamu 3[0pOBbIX J/ll0Aeil TOro e camMoro BoO3pacTa,

BbIpaXXeHHOE B CTaHAapTHbIX OTK/IOHEHUSIX.

PedepeHcHble KpuBble:

- KpvBble BMD cornacHo Bo3pacTy ANS uccnefoBaHHol obnactu(ein) ans

pacueta T- n Z-k03h QML MBHTOB:

- MopdomeTpuaA: KonuuecTBeHHas MopdomeTpusa (nnowagn, ASvHbI,

yInbl):

- 06paboTka KIMHMYECKNX NapaMeTpoB:

- BO3pacT nauueHTa B npegenax oT 20 pgo 90 net (4-18 net anA

nejmaTpuyeckoil Nporpammbi):

- Kann6poBKa U KOHTPO/Ib Ka4yecTBa,;

- KOHTPO/Ib KaYecTBa C UCMO/Ib30BaHNeM haHToMa:

- KOHTPO/Ib KayecTBa TpeHAa, WHTEerpMpoBaHHbIi B NPOrpamMmMHOM

obecneyeHnm:

- BHYTPEHHUIi KOHTPO/Ib Nepeq KaxablM NPOCMOTPOM;

- 6a3bl flaHHbIX PasIMyHbIX pac;

- co3faHme cob6CTBEHHON 6asbl AaHHbIX HOPM (KpMBbIE HOPMbI):

- uMnopT 6a3bl aHHbIX C APYTUX YCTPOWCTB;

- HacTpavBaemoe aBTOMaTtuyeckce/nonyaBToMaTU4eckoe apxnBnpoBaHme

6a3sbl fJaHHbIX;

- HacTpamBaemas hopma oTyeTa (3aro/I0BOK, HUXHASA CHOCKA, LIabG/IOHbI,

nuceMa u T. 4.);

- [peTanusmMpoBaHHasi  LUBeTHas nevyaTb OT4YeTOB  (M306paxeHune

KOCTU+KPMUBbIE HOPMbI+OTHYET U aHan3-*-KOMMeHTapuu

onepartopa+3ameyaHus Bpaya W naymeHTa+HasHayeHus);

- OTNpaBKa COO6LLEHUI 31EeKTPOHHON NOYTOW;

- aBTOMaTMyeckoe Uau HacTpavBaemoe cooblieHve (NaymeHT n Bpay):

- HacCTPOKM M306paxeHnss KOCTel: KOHTpacT, SPKOCTb, W3MEHEeHue

MacliTaba n3obpaxeHus;

- oTo6paxKeHne NAOTHOCTU B PasHbIX LBeTax:

- MEHI0 MOMOLLM

CooTBeTcTBME

99.3 MO u ycTpoiictBa APM A0/1XHbI 06ecneymBarb:
- apxvBMpOBaHWe Ha KoMNakT-Auck. DVD-NpUBOA NN BHELLHWA XeCTKui
OVCK:
- BO3MOXHOCTb CETEBOr0 COefVHEHNSA:
- coBmecTumocTb DICOM (Output HIS. RIS. PACS):
- neyaTb: XpaHeHue, neyartb ¥ nepefgaya AaHHbIX NaUNEHTa;
- Ha/lMume 6a3bl faHHbIX NauneHToB (ynpaeneHvne 6a3oli AaHHbIX);
- 3KCMOPT M306paxeHunit n AaHHbIX B dpopmatax .jpq nnam .pdf
110 APM ocTeogeHcuTomeTpa f0/MKHO o6ecneynBaTb BOSMOXHOCTb Hanunune
COeIMHEHUS C HECKONIbKUMW OTAaNeHHbIMU paboyrMy Mectamu 4ns
[ocTyna K/aHHbIM

CooTBeTCTBME

111 TpeboBaHue
1111 Tpeb6oBaHue Kk ceTu nNUTaHuA:
- HanpsixeHve ceTn. BA (MakcumanbHblil TOK NoTpebneHus. A); (220+10) %. 3.5
- yacToTa nuTatuen cetn. y; 503
- noTpebnsemas MOWHOCTb. BT 800
112 FabapuTHble pasmepsbl. JAMHA*WMPUHA*BbICOTa, MM 670*410x373
113 Macca, kr (6e3 nogbemMHuKa) 27.45
114 Ocob6ble ycnoBus

11
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OkoHYaHue Tabnuubl b. 1

12

114.1

114.2

114.3

115
115.1

115.2

XapaktepucTtuka (napameTp)
JlyyeBas Harpy3ka Ha onepatopa (Ha pacctosaHun 1.5 m oT npubopa),
MK3aly
Ycnosus akcnayatauuu:
Pa6ouas Temnepartypa. °C
Pabouas BNaxHoCTb. %
ATmocepHoe gaBneHue. Ma
Ycnosus pasmelleHuns:
- Tpebyemas nnowagb, N2
- He yCTaHaBNMBaTb CUCTEMY B MeCTax C CU/IbHO 3arpA3HEHHbIM BO3yXOM
1 BbICOKOW BNI@XHOCTbIO 1 MPSAMOro CO/IHEYHOrO CBeTa, 3KCM/IyaTupoBaTtb
B MecTax, 060py/joBaHHbIX CUCTEMaMWN KOHANLMOHNPOBAHUS BO3AyXa WUu
cucTemamu TePMOKOHTPONSA:
- He 3aKpblBaTb BEHTUSALMOHHbIE CUCTEMbI U HE YCTaHaBNBaTb
0CTEO/IeHCUTOMETP BM/IOTHYIO K CTEHE;
- He ycTaHaB/AMBaTb U He aKCn/lyaTuposBaTb 060pyaoBaHne B MecTax, rae
BO3MOXHa Tpsicka uau Bmbpayms
Mpoune ycnosus
Mpoune ycnosus:
- BBOJ B aKCM/yatayuio o6opyfoBaHus (Hannune);
- rapaHTUiiHbIA CPOK 3KCcnayaTauuu, neT. He MeHee;
- HOPMaTUBHbINA (Ha3Ha4YeHHbI) CPOK aKCcnyaTaymm, neT. He MeHee:
- UIHCTPYKTaX (KOHCynbTaunsa) MegULMHCKOro nepcoHana npu Beoje B
aKcnayaTtauuio (Hanuuue);
- obecneyeHne rapaHTUAHOrO U NOCTrapaHTUAHOTO CEPBUCHOTO
o6cnyxmBaHus (Hanuume)

®aHTOM KOHTPONSA KayecTBa N306paxeHuns;

- panTom npeanneybs (PMO):

- NSATOYHbIN haHToMm (MD).

JlononHutensHoe o6opyaoBaHue AN 0CTEOAEHCUMTOMETpa:
- NOABEMHVK 6bICTPOro MO3NLIMOHNPOBaHNSA

3HayeHue
Ha yposHe cthoHa 1.4

15—32
He 6onee 80
0.8—1.2

3-4
CooTBeTCcTBUE

CooTBeTCcTBUE

CooTBeTcTBUNE

Hannune
1
6
Hanwnune
Hanunune
Hanwnune

Hannune

Hanwnune
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