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1 PA3PABOTAH OO6wWecTBOM C OrpaHUMY4EHHON OTBETCTBEHHOCTbIO «Mearexcrangapty (OO0
«MepaTrexcraHgapT»)

2 BHECEH TexHudeckum koMuTeToM no cradgaptusaumm TK 011 «MeauuuHckue npubopsl,
annapatbl U 060opya0oBaHMe»

3 YTBEP>XOEH 1 BBEJEH B JEWCTBWE Mpukasom degepanbHOro areHTcTsa no TeXHUHECcKoMy
perynupoBaHuto u Metponorum ot 5 oktabps 2015 r. Ne 1450-ct

4 BBE[EH BIEPBbIE

lpasuna npumeHeHus Hacmosuwie2o cmaHdapma ycmaHosneHsl ¢ TOCTP 1.0—2012 (pasden 8).
UHpopmayus 06 usMeHeHusx K Hacmosuemy cmaHoapmy nybrnukyemcs 6 exxe200HOM (1o COCMOSHUK Ha
1 aHsapsa mekyuieeo eoda) UHhopMaUUOHHOM yKasamene « HayuoHanbHble crmaHd0apmbly», a oguyuansHbll
mekcm Uu3MeHeHull U MonpasoKk — 8 EXEeMEeCAYHOM UHGOPMaUUOHHOM ykasamene «HayuoHarnbHble
cmaHlapmei». B crniydae  nepecmompa  (3aMeHbl)  unu OmMeEHbl  Hacmosweeo - cmaHOapma
coomeemcemeyrouiee ysedomneHue 6ydem onybnukoeaHo 6 Onuxaliluem 6bilyCKe eXeMecsa4yHo20
UHGhOPMaUUOHHO20 yKasamens «HayuoranbHble cmaHO0apmbry. Coomeemcemeyrowas UHgpopmayus,
ysedomreHue u mekcmbl pasmelwaromes makxe e UHgopmMmayUuoHHoU cucmeme obuieao nosb30eaHuss — Ha
ocuyuaneHoMm calime ®edepanbHO020 azeHmMemea o MeXHUYECKOMY PezynuposaHuro U Memposoauu 8
cemu iumepHem (www.gost.ru)
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BBepeHue

Hacrosiuuit cTtaHaapT ycTaHaBnuMBaeT OCHOBHble TpeboBaHws, KOTOpble crneayeT MNpuBecTU B
TexHU4eckux TpebGoBaHUsX AN rocyAapCTBEHHbIX 3aKYNOK HA OCTEOAEHCUTOMETPbI B YaCTW TEXHWUYECKUX
napameTpoB.

Mpu npoBeaeHUN KOHKYPCHbIX TOProB B TEHAEPHbIE 3a4aHUS MO 3aKynKe OCTE0AEeHCUTOMETPOB B psaae
Cry4aeB BKIMIOYAIOT TEXHUYECKME TPeBGOBaHUA, HE B MONHON MEPE XapaKTEpU3YIOLLME OCHOBHbLIE NApaMEeTpPbI
COCTaBHbIX YCTPONMCTB 3aKynaemoro o00opyAOBaHMUs, BXOASALWMX B COCTaB CUCTEMbI: NMGO u3nULWHE
KOHKPETU3UPOBaHHbIE U U3BbLITOYHbIE, NMMOO KOCBEHHO OTHOCSLLMECH K €ro noTpebuTenbckum CBOMCTBAM.
Hacrosawmi ctaHaapt uMeeT LEenbio YNOPSA0UUTL CIIOXKUBLLYIO NPAKTUKY MOAFOTOBKUA TEXHUYECKUX 3afaHui
B 4acTU TexHuU4eckux TpeboBaHuii, NpeabsBMseMbIX K OCTEOAEHCUTOMETpaM Mpu roCyAapCTBEHHbIX
3aKyrnkax.

Hacroswwii ctangapt paspaboTaH ¢ cobniogeHmemM npasun pa3paboTku CTaHAapTOB, YCTAHOBMNEHHbIX
depepanbHbiM 3akOHOM OT 27 paekabpa 2002 r. Ne 184—d3 «O TexHUYECKOM perynupoBaHuu» W
HOPMAaTUBHbIMW  AOKYMEHTaMu N0 craHgaptu3auum PepepanbHOro areHTcrea MNo  TEXHUYECKOMY
PErynupoBaHuio U METPOIIOTUM.

Mpu paspaboTke HaACTOSLLEro CTaHgapTa MCNoNnb3oBanucb nonoxeHus u Tpebosanua MOCT P
55719—2013 «W3pgenus MeauUMHCKUE anekTpuyeckue. TpeboBaHUS K COAepPXKaHMio U O0hpOPMIEHUIO
TEXHUYECKUX 3afaHuil AnA KOHKYPCHOW AOKYMEHTAUUM Npu MpPOBEAEHWM TOCYAAPCTBEHHBIX 3aKyMoK
BbICOKOTEXHOOMMYECKOTrO MEANLMHCKOTO 060pya0BaHUSY .

Me>xxayHapoAHbIX aHanoros CTaHAapTy He CylLecTByeT. HacTosilumii cTaHaapT oTpaxaeT cneuuduky
0TEYECTBEHHbIX POPM roCyAaPCTBEHHBIX 3aKYMOK BbICOKOTEXHONOrMYECKOWH MEAULIMHCKOW TEXHUKN U MOXKET
ObITb TONBKO HALMOHAaMNbHBIM JOKYMEHTOM.
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HAUMOHANBbHBLIA CTAHOAPT POCCUNCKON ®EJAEPALUUMN

U30ENMA MEAQNUUHCKUE SNEKTPUYECKUE

OCTe0AeHCUTOMETPbI PEHTTeHOBCKUE C BO3MOXHOCTLIO 3[1-n3obpaxeHus.
TexHuuyeckne TpeGoBaHUA ANA rocyAapCTBEHHbIX 3aKyNnoK

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

Darta BBepaeHua — 2016—09—01

1 O6nacTb pacnpocTpaHeHus U uenb

HacToAwumii ctaHaapT yctaHaBnueaeT TpeboBaHWUA K NMOATOTOBKE MEPEYHS TEXHUYECKUX napameTpos
ans  TexHudeckmx 3aganun (T3) n ux OPOPMAEHUIO MpPU NPOBEAEHUN T[OCYAAPCTBEHHbIX 3aKynok
BbICOKOTEXHOMNOMMYECKOr0 MeauumHckoro o6opyaosaHuss (BMO) — ocreoaeHCcUTOMETPOB (cuctem Ans
O0CTE0AEHCUTOMETPUN).

Hacroswmii  craHgapt pacnpoCTPaHAETCA Ha KOHKYPCbl U A@yKUMOHbI MO FOCYAAPCTBEHHLIM WU
MyHMUMNArnbHbLIM 3aKynkam octeoeHcuTomeTpa CTaHaapT He pacnpoCTPaHAETCA Ha HerocyfapCTBEHHbIE
3aKynku MeauLUMHCKOro o6opyaoBaHus.

Hacrosiwmii  ctaHgapT pacnpoCTPaHAETCA HA PEHTIeHOBCKME  OCTeoAeHCUTOMeTpbl DEXA,
npeaHasHa4YeHHbIE AN OCTEOAEHCUTOMETPUU C MOMOLLLIO METOAOB [BYXOHEPreTUYECKON PEeHTreHOBCKON
abcopbumomeTpun (peHtreHosckas DEXA).

CTaHgapT He pacnpoCTpaHAETCA Ha YCTPOWCTBA M OCTEOAEHCUTOMETPUYECKUEe YNbTPa3ByKOBblE
annaparbl U KONMYECTBEHHYIO KOMMbIOTEPHYIO ToMOrpaduio (QCT).

2 HopmaTtuBHbIe CCbUIKU

B HacTosilyem cTaHaapTe MCMOMb30BaHbI CCbISIKM Ha crieayioLne cTaHaapTbl:

FOCT P M3K 60601-1—2010 Usaenus meauumHckue anektpudeckue. Yacte 1. Obwme TpeboBanuns
6e30MacHOCTU C Y4ETOM OCHOBHbIX (PYHKLIMOHAMBHbIX XapaKkTepUcTuK

FTOCT P M3K 60601-1-2—2014 W3genus meauumHckue anekTpudeckme. Yacte 1-2. Obwue
TpeboBaHna 6e30nacHOCTM C YYEeTOM OCHOBHbIX (DYHKUMOHAMNbHLIX XapakTepucTuk. [lapannenbHbin
CTaH4apT. SNeKTPOMAarHUTHag COBMECTUMOCTb. TpeGoBaHUsa U UCNbITAHUSA

FOCT P MAK/TO 60788—2009 N3penua meaunumHckme anekTpuyeckne. Cnosapb

MpumevyaHue — Tlpu MOMNb3OBAHUM HACTOSIMM CTaHAApTOM LenecoobpasHo MNpoBepUTb AelicTBue
CCBINOYHLIX CTaH4apTOB B MH(OPMaLMOHHOM cucTeMe 0GLLEero nonb3oBaHus — Ha oduumansHom caiite PegepansHoro
areHTCTBa Mo TEXHUYECKOMY PeryrMpoBaHUi0 U METPOSIONUU B CETU VIHTEPHET MK Mo eXerogHoMy WHGOpMaLMOHHOMY
ykasaTento «HauuoHanbHble cTaHgapThi», KOTOPHIA ONyOnMKoBaH MO COCTOSIHWIO Ha 1 sHBaps Tekyliero roga, M no
BbIMyCKaM eXeMeCAYHOro UH(POPMaLMOHHOTO yKasaTens «HalnoHarnbHble cTaHaapTel» 3a Tekyluii rog. Ecnu sameHeH
CCBINOYHBIA CTaHZapT, Ha KOTOpbLIA JaHa HeAaTMpoBaHHas CChIMKA, TO PeKOMEHAYEeTCs UCMOoNb30BaTh AeiCTBYIOLLYO
BEPCUI0 3TOr0 CTaHAapTa C Y4eTOM BCeX BHECEHHBIX B [aHHYK BEPCUIO W3MeHeHWid. Ecnu 3ameHeH CChINMOYHbIN
CTaHAapT, Ha KOTOpLIA AaHa [aTWpOBaHHasi CChIfKa, TO PEKOMeHAYEeTCs WCMOSb30BaTh BEpPCUI0 3TOro CTaHgapTa ¢
yKa3aHHbIM BbilLE rofj0M YTBEPXAEHUS (MPUHATUSA). ECnu nocne yTBepXAEHUS HaCTOSILLEro craHaapTa B CCbITOMHbIN
CTaHAapT, Ha KOTopbId JaHa AaTMpoBaHHas CChifka, BHECEHO U3MeHeHWe, 3aTparvBatollee MOMOXeHWe, Ha KoTopoe
AaHa ccbinka, TO 3TO MOMOXEHWe peKOMeHAYeTcs MPUMEeHsTb Ge3 ydyeTa AaHHOro W3MeHeHus. Ecru coblfouqHbIA
CTaHAapT OTMeHeH 6e3 3aMeHbl, TO MOMoXeHMe, B KOTOPOM AaHa CChifika Ha Hero, PEKOMEHAYETCA NPUHSTL B YacTy, He
3aTparvBaroLLeil CChimKy.

U3paHue opuumanbHoe
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3 TepMuHbI ¥ onpeaeneHns

B HacTofLeM cTaHgapTe NPUMEHEHbI creflyloLme TEPMUHbI C COOTBETCTBYIOLMMUN ONpPeaEneHNsIMU:

3.1 BbICOKOTEXHONOrMYeCKaa MeaMUMHCKAs nomMowb: [lOMOLWb, KOTOpas SIBRSIETCA 4acTblo
cneunanm3upoBaHHOW MEAULUUHCKON NOMOLLM U BKMIOYAET B ce0A NMPUMEHEHUE HOBLIX CIIOXHBIX W (Mnu)
YHUKaNbHbIX METOAOB JNEYEHUs, a TaKKe PecypCOeMKMX METOAOB NEYEeHUss C Hay4yHO J10Ka3aHHOM
3(pDEKTUBHOCTLIO, B TOM YUCANE KNETOYHbIX TEXHONOIMI, POOGOTUZMPOBAHHOW TEXHUKU, WHAOPMALIMOHHBIX
TEXHOSOIMM U METOA0B FEHHON MHXEHepuU, pa3paboTaHHbIX HA OCHOBE AOCTUXEHUI MeAULMHCKOW HayKu U
CMEXHbIX OTpacnen Hayku N TEXHUKK.

[FTOCT P 55719, 3.2]

3.2 BbICOKOTEXHOMOrM4Yeckoe meamuuHckoe obopyanosanue; BMO: MeauumHckoe obopyaoBaHue,
cneunanbHO NpeaHa3HAYeHHOE ANA 0Ka3aHUS BbICOKOTEXHOIOMMYECKON MEAULIMHCKON NOMOLLN.

[FOCT P 55719, 3.1]

3.3 rapaHTMiHbLIN CPOK 3Kkcnnyartauuu: [lepuos BpeMeHU, B TEYEHME KOTOPOro WM3roTOBUTENb
(npoussoauTenb, NOCTaBLUMK, NOAPSAYMK, WCMOSIHMTENb) rapaHTUpyeT CTabunbHOCTL nokasatene
Ka4yecTsa NPoAyKUMM B NpOLECCe IkCnnyaTauuM Npu ycrnoBuu cOOMNIOAEHMSA npaBun 3kcnnyartauuu. B
npeaenax [APAHTUAHOINO CPOKA wusrotoBuTens (NPOM3BOAUTENb, MNOCTAaBLUMK, MOAPSAUMK,
MCMNONHUTENb) HECET OTBETCTBEHHOCTb 3a CKPbITbIe W ABHbIE AEMEKTbI, €CU MHOE He NPEeayCMOTPEHO
[OoroBopom (koHTpakToM). WsrotoButenb (npousBoauTENb, NOCTABLUMK, NOAPAAYMK, WUCNOMHUTEMNL) MO
TpeboBaHuio 3akasuuka 06s3aH ux 6e3BO3ME3HO YCTPAHUTb, ECMU HE AOKAXET, YTO AedeKTbl SBUMUCHL
cneacTeuemM o6CTOATENLCTB, 3@ HACTYMNNEHUE KOTOPbIX OH OTBETCTBEHHOCTU HE HECeT.

[FOCT P 55719, 3.3]

3.4 HopmaTMBHbIM (HA3HAYEHHbIW) CPOK 3Kcnnyataumm: KaneHgapHas nPOAOIMKMTENbHOCTb
akcnnyartauun, Npu AOCTUKEHUM KOTOPOM IKCMryaTaums o0bekTa AomkHa ObiTh NpekpalleHa He3aBUCUMO
OT ero TeXHUYECKOro coctosiHusa. Mo ucTeveHUn HasHaYeHHOro pecypca (cpoka cnyx0Obl) 0GBHEKT A0IDKeH
ObiTb U3BAT M3 BKCMAyaTauuum U AOIMKHO ObiTb MPUHSTO pELLEHUE, NPeAYCMOTPEHHOE COOTBETCTBYIOLLEH
HOPMaTUBHO-TEXHUYECKON JOKYMEHTALME — HanpaBneHue B PEMOHT, CNUCAHUE, YHUUTOXEHWe, NpoBepka
U YCTAHOBIEHUE HOBOIO Ha3Ha4YeHHOro Cpoka.

[FOCT P 55719, 3.8]

3.5 peHTreHoBCkui u3nyvatenb; (X-RAY TUBE ASSEMBLY): Koxyx peHTreHOBCKOW TpyOku C
yCTaHOBIEHHON B Hem PEHTTEHOBCKOW TPYBKOW.

[FOCT P MOK/TO 60788, rm-22-01]

3.6 peHtreHoBckoe usobpaxeHue; (X-RAY PATTERN): MoteHumancHoe usobpaxkeHue B ny4ke
PEHTTEHOBCKOTO U3Ny4eHus, pacnpeaeneHne MHTEHCMBHOCT KOTOPOro NpoOMOAYNMMPOBaHO OOBbEKTOM.

[FOCT P MOK/TO 60601-1-3, 3.82]

3.7 peHtreHoBCckui reHepartop; (X-RAY GENERANOR): YcTpoiicTBO, coaepallee 351EMEHTHI,
Heobxoaumble AnsA reHepupoBanua u copMupoBaHnas PEHTFEHOBCKOIO U3JTYYEHWUA, no kpaiiHei
mepe, PEHTMTEHOBCKOIO NMUTAIOLLEE YCTPOMUCTBO ¢ BTOKOM UCTOUYHUKA PEHTFEHOBCKOIO
WU3NYYEHUSA, Hanpumep PEHTIEHOBCKUW FEHEPATOP C HAKOMUTENbHbIM KOHOEHCATOPOM.

[FOCT P MOK/TO 60788, rm-20-17]

3.8 TexHuyeckoe 3apaHue (T3): Pasgen KOHKYPCHOW OOKYMEHTauuu, AOKYMEHTauun o0 aykumoHe
Unu pasgen 3anpoca KOTUPOBOK, B KOTOPOM FOCYAApPCTBEHHBIN 3aKkasyuk MIW YNoNHOMOYEHHbI OpraH B
COOTBETCTBUM CO cTaTbei 33 depepanbHoro 3akoHa ot 5 anpens 2013 roga Ne 44—d3 «O KOHTPaKTHOMN
cucreme B cdpepe 3akynok Tosapos, paboT, ycnyr ans o6ecnevyeHunst rocyaapCTBEHHbIX U MyHULMMANbHbIX
HYXO» NPUBOAMT OMUCaHWe npeaMeTa pasMelleHUsA 3akasa, ykasbiBas TpeboBaHMSA K KayecTsy,
TeXHU4YeckuMm xapakrtepuctukam BMO, TtpebosaHus 6GesonacHocTu, TpeboBaHus K (YHKLMOHAMNbHbLIM
xapakrepuctukam BMO, TpeGoaHus k pasmepam, ynakoeke, oTrpy3ke BMO u wuHble TpeboBaHus,
CBAi3aHHblE C onpeaeneHnemM cooTBeTCTBUA noctasnsemoro BMO notpebHoCTAM 3aka3uunka.

[FOCT P 55719, 3.15]

3.9 npueMHMK peHTreHOBCKOro usobpaxeHus; (X-RAY IMAGE RECEPTOR): VYctpoiicTso,
aHanornyHoe no aeictanio JIOMUHNCLUEHTHOMY 3KPAHY nunu PEHTTEHOMPASUYECKOW MINEHKE
npefHasHa4YeHHOEe Kak Ans npAMoro, Tak W AN HenpsMoro npeobBpasosaHua PEHTIEHOBCKOIO
N3OBPAXEHWA B BUANMOE n3obpaxeHue.

[FOCT P MOK/TO 60788, rm-32-29]
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4 Obwume TpedboBaHMA K copepxkaHuio T3 ans NpoBeAeHUs rocyaapCTBEHHbIX
3aKyrnok ocTeogeHCcuTOMeTpa

4.1 T3 paspabarbiBaeT 3aKa3uuk, U1 OHO AOIMKHO COOTBETCTBOBATb TPEeOOBAHMSAM, YCTAHOBIMEHHbLIM B
[1] (rnaBbl 1, 2, 3 cT. 33, 4). T3 onpeaenset npeaMeT pasMmeLleHusa 3akasa Ha 3akynky BMO, B aaHHOM
crnyyae OCTEO0[EeHCUTOMETPa, M 3aHMMaeT Beayllee MecTO B COCTaBe KOHKYPCHOW AOKYMEHTauuu unu
JOKYMeHTauuM ob aykuuoHe, Tak Kak UMeeT psj cneumduyecknx 0COOEHHOCTEN U NMOAroTaBNMBAaETCA Mo
KaXkgomy NOTy OTAENMbHO.

T3 — HenocTtogHHaa 4vacTb AOKYMeHTauun u B OOMbLUMHCTBE Cry4aeB CTPOro WHAMBUAYAaSbHO.
OTBETCTBEHHOCTb 3a NOJTHOTY U A4OCTAaTOYHOCTb T3 nexuT Ha 3aKkasyuke.

Bo wusbexaHne ownbok T3 HA OCTEOAEHCUTOMETP [JOMMKHO 06s3aTensHo  (HOPMUPOBATHCA
cneunanucrammn-akcnepTamMmn no npeameTy 3akynku, 06ﬂa,£|,arOLL|VIMVI cneunanbHbIMKU 3HAHUAMU UINKU ONbITOM
paboTbl ¢ aHanoru4HbiM obopyaoBaHvem. CneuuanucT-aKkenepT AOMKEeH KOMMNETEHTHO ChOopMynupoBaTb
TexHu4eckme TpeboBaHMA 3akasyuka, NpeabsBnNAeMble NPU MOKYMKe OCTEOAEHCUTOMETpa, OH HeceT
nepcoHarnkbHyl0 OTBETCTBEHHOCTb 38 000CHOBAHHOCTL TpeboBaHuii T3.

4.2 TMpu noarotoBke T3 Ha 3aKynky OCTEOAEHCUTOMETpA 3anpeLuaeTcs yKa3aHUe KOHKPETHbIX
TOBaPHbLIX 3HAKOB, 3HAKOB OOCNY>XWMBaHWUSA, PUPMEHHbLIX HaUMEHOBaHWIA, NATEHTOB, MOMNE3HbIX MOAENEH,
MPOMBILLMEHHbIX  00pa3sLoB, HAMMEHOBAHMN  MECTOMPOUCXOXAEHMA TOBapa WM HauMEHOBaHWW
npoussoguTens (kpome criyyaes, NPeayCMOTPEHHbIX 3aKOHOM [1].

Mpu chopmuposaHuu T3 He0OX0AMMO yunTbIBaTL 06N1ACTU NPUMEHEHUS OCTEOAEHCUTOMETPA, KOTOPbIe
n 6yp,yT onpegenAaTtb KOHUenuuio noCTpoeHnda W CoCTaB KOMIMOHEHTOB €ro CUCTeMbl, a TaKke
PYKOBOACTBOBATLCA CRNeayoLWUMU OCHOBHBIMU MPUHLMNAMM:

1 MpuHuun onpeaeneHHoCTH.

2 TpuHUMN pasyMHOCTK AeTanu3aunmn TpeboBaHui.

MpuHUMN onpeaeneHHOCTM npegycmaTpuBaet Hanuume B T3 yeTkux TpeOoBaHUI K KAYECTBEHHLIM U
QJyHKLWIOHaJ'IbeIM Xapaktepuctukam nocraBsngeMoro ocreogeHcuromeTpa. YyacTtHuk pasMeLleHna 3aKkasa
no T3 AOMKEH OAHO3HAYHO uaeHTUdUUMpoBaTh NpeaMeT pasMeLLeHUA 3aka3a U B pe3ynbTare UCMOSNHEHUA
KOHTpaKTa NOMHOCTLIO YAOBNETBOPUTL NOTPEBOHOCTL 3aKkasyMka B OCTEOEHCUTOMETPE.

MpuHuun pasymHoOCTU AeTanu3auuun TpeGoBaHWin npegycmaTpusaeT agetanu3auuio TpeGosaHuii npu
onucaHuM npegMeTa 3aka3a, KoTopas AomkHa ObiTb NOCTABNEHA HAa YPOBHE AEWUCTBUTENbHBIX
notpebHocTen 3akasynka. TpeboBaHua K NnpeameTy 3akasa AOMKHbI OAHO3HAYHO OTBEYaTb NOTPEBHOCTAM
3akas4quka, UCxoasa U3 NPSIMOro NpeaHasHavyeHusa ToBapa, pesynbTaTta paboT, okazaHusa ycnyr. letanusauus
TpeOoBaHuWii Kk nNpegmeTy 3akasa cBepx Heob6x0AMMOCTM NPUBOAUT K YBENUYEHUI0 CTOMMOCTM 3akasa,
YMEHBbLUEHUID Y4aCTHMKOB pa3MeLleHUa 3akasa (OrpaHMYEHUI0  KOHKYPEHUMMU, T. €. HapyLleHuio
QHTMMOHOMONBLHOMO 3aKOHOAATENbCTBA), A TaKKEe MNOBLILAET BEPOATHOCTb Hepa3melleHun 3akasa. U
HaobopoT, OTCYTCTBME AOSMKHOM AeTanusauun MOXET NPUBECTU K BbIHY)XIEHHOW 3akynke AeLeBoro,
J10X0ro Ka4ecrea, ObiBwwero B ynotpeGneHun u T. 4. Tosapa (pabotbl, yCnyru).

Mpu cocrasneHun T3 Heobx0AUMO NMOMHUTL, YTO BCE, YTO He OyaeT B HEM yKa3aHO, UCMOMHUTESb
MMeeT MpaBO HE BKMIOYATbL B CBOE MNPEAMOXEHWEe W, Kak CneacTBue, He BbINONHATL. faxe ecnu
ocreofieHcuToMeTp (paboThl, ycnyru), NPeAnoXeHHbln nobeauTenem, He ycTpauBaeT 3akasvuka, HO npu
3TOM COOTBETCTBYIOT €ro T3 He JaeT BO3MOXHOCTU 3aKasuuky B 3aKOHOAATENbHOM Nopsaake 0Tka3aTbes OT
3aKMYEHUA KOHTPaKTa U UCNOSNHEHMS 0653aTenbCTB.

TouHbIE W 4YeTKue TexHuyeckue TpeGOoBaHWUA Ha OCTEOAEHCUTOMETP SABMSAIOTCA NPEAnOCHINKOW AnS
TOro, 4To6bl NOCTABLUMK B OTBET Ha T3 3akasunka NnpeacTasun peanbHble N KOHKYPEHTOCNOCOOHbIe TeXHUKO-
KOMMepUeckne npeanoxeHus 6e3 3HaYMTeNbHbIX OroBOPOK, OTKNOHEHUI MW AONONHUTENBHLIX YCNOBUN.

TexHnueckue TpeGOBaHUsA, nepedvncrneHHble B T3 Ha NOCTaBKy OCTEOAEHCUTOMETpA, cneayer
ocbopMnATL ANA KaXxA0ro BuAa 060pyA0BaHUS, BKIIIOYEHHOTO B CUCTEMY, B KOTOPBIX JOSDKHbI ObiTh:

- TekcT 06wux TpeboBaHui;

- Tabnuua TeXHMYeCKUX nokasaresnen, KOMNOHEHTOB CUCTEMBI.

B TekcT o6wmx TpebGoBaHMii BKNIOYAIOTCA OCHOBHbIE AAHHbIE, NPEAbABASEMbIE K NOCTaBNAEMOMY
0o60opyaoBaHuio.

Mpu cocraBneHun obumx TpebGoBaHWU HEOOGXOAUMO Y4MUTLIBATH, YTO OHU HE [JOIDKHbI MMETb
orpaHMuuTenbHbIN xapakrtep. CTtaHaapTbl U TexHu4Yeckue cneundukaummn, ykasbiBaemble B KOHKYPCHOM
OOKYMEHTaLUUKW, AOIDKHbI FapaHTMpoBaTb COOMIOAEHWE OCHOBHBLIX TEeXHU4eCkux TpebOBaHW U NPOo4vMX
TpeboBaHuii k 3akynaemomMy 060pya0BaHMIO.

B Tekcre o6umx TpeGoBaHuii MOTyT yKa3blBaTb KOHKPETHbIE CTaHAAPTLI, MPUHATLIE B MEXAYHapPOAHON
npakTuKe, KOTOPbLIM JOIDKHO COOTBETCTBOBATL 3akynaemoe o6opyaosaHue u ctaHgaptel Poccuu (TOCT P).
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Konua AokymeHTa O NOATBEPXAEHWM COOTBETCTBUSI  OCTeoAeHcMTOMeTpa  TpeGoBaHMAM
3aKoHOAATENLCTBA MOXET ObiTh NpeaCTaBneHa y4aCTHUKOM pa3MeLLEeHMs 3aKkasa B BuZe Konuu aeknapauum
O COOTBETCTBUM, 3apPErucTpUpPOBAHHOW B OpraHe no ceprudpukauum, KOMMU  PErncTpauuoHHOro
yaoctoepeHus MuH3gpaBa Poccuu, KONMUKM  CaHUTAPHO-AMMAEMMOIIOTMYECKOTO  3aKMIOYEHUs,,  KOMUi
cBUaeTenbcTB 00 akkpeautauMm W APYrux [AOKYMEHTOB, MNPEeAyCMOTPEHHbIX 3aKOHOAATENbCTBOM
Poccuiickon deaepaumu.

3arpeboBaHue [OKYMEHTOB (KOMWI AOKYMEHTOB), NOATBEPXKAAIOLUMX COOTBETCTBME TpeboBaHMAM
3akasyuka, B Tex cryyasx, korga B COOTBETCTBUM C 3akoHogarenbCcrsoM Poccuickon deaepauumn takuwe
TpeboBaHWA He SABNAIOTCA 06A3aTenbHLIMU, KAaTeropuyecku 3anpelyaercsi, B TOM uyucrne 3atpeboBaHue
nobGbiX AOKYMEHTOB, NOATBEpXAAWMX A06POBONLHYIO cepTudUKaLmMio, oPULUANbLHYIO AUNEPCKYI0 UK
AUCTPUOLIOTOPCKYIO aBTOpU3auMio, NpoxoXaeHne A0OPOBONbHLIX AKKPEAMTALMIA, UNMEHCTBO B COKO3aX U
oGecTBaxu . a.

Bakasuuk npu opmuposaHun T3 Ha OCTEOAEHCUTOMETP Brpase BKMIOUYUTL B T3 yCNOBUE O TOM, 4YTO
0CTEOAEHCUTOMETP AOMKEH COOTBETCTBOBATbL MOBLILWEHHLIM TpebOBaHUSAM K €ro xapakrepucTukam no
CPaBHEHUIO C 00A3aTenbHbIMU TPEGOBAHUAMM, YCTAHOBNEHHBLIMU 3TUM CTAHAAPTOM U B MPEAYCMOTPEHHBLIM
3akoHOM nopsaake [2]. MNpu 3Tom 3aka3vmk 06s3aH 4eTkO 0B0OCHOBATb M YCTAHOBUTb COOTBETCTBYIOLLME
NOBbILUEHHBbIE NOTPeOUTENbCKUE, TEXHUYECKUE U(Mnu) PYHKUMOHATNBHBIE XapakTEPUCTUKU, NpeabsBsSeMble
K OCTEO€HCUTOMETPY.

3akasuuk TaKKe BnpaBe yCTaHOBUTb TpeboBaHue O COOTBETCTBUM OCTEOAEHCUTOMETPA TEXHUYECKUM
pernaMeHTaM W HauuoHarnbHbIM CTaHAapTam M B Tex cCnyyasix, korga obsisatenbHoe COOTBETCTBME
obopynoBaHus Takum TpebGoBaHusam 3akoHoAaTenbCTBOM Poccuiickon deaepauun He npeaycMoTpeHo. B
JaHHbIX Cryyasx 3aka3uuk 40ofmkeH onucatb B T3 Takue TpeboBaHus, HO HE MMEET npaBa TpeboBaTb KOMuU
OOKYMEHTOB O MNOATBEMKAEHUM COOTBETCTBUA OCTEOAEHCUTOMETpA 3TMM TpeboBaHMsIM, €Cnu 3TO He
npeaycMOTPEHO HOPMaTUBHLIMU AOKYMEHTaMMN U 3aKOHOAATENbHLIMU aKTamu.

Tabnuubl TeXHUYECKUX NoKasaTenen A0MkHbl OblTb COCTaBNEHbl TakuM 00pa3om, YToObl 0becneunTb
MaKCUMarbHO LUMPOKYI0 KOHKYPEHUUIO MpU NPOBEAEHUW KOHKYpCa M B TO K& BpeMs AaTb 4eTkoe
npeacraBneHue 0 HeoGxoaUMbIX cTaHaapTax 6e30nacHOCTH, Ka4eCTBa, UCMONHEHUSA OCTE0AEHCUTOMETPA.

Tabnuubl TEXHUYECKUX NoKasaTene Ha ocreoaeHcuTomeTp B T3 A0MmKHLI paspabaTbiBaTb HA OCHOBE
COOTBETCTBYIOUMX TpeGoBaHuin Kk pabouum xapakTepucTukam CcOCTaBa KOMMMEKCA 3aKynaemoro
obopyaoBaHus.

B nepeuvHe TexHuuyeckux TpeboBaHMit MOryT NPUBOAUTL CCbinku HA TOCThI U ApyrMe HOpPMbl 06LLero
HasHayeHusi. CCbINKM Ha 3aBOACKNE TEXHUYECKUE YCMOBUS, TOBAPHLIE MAapKuU, 3aBOJACKME 3HAKKU, HOMepa no
KaTanory u papyrue matepuanbl KOHKPETHOro npoussoautens oOopyaoBaHusl, BXOASILLEro B COCTaB
KOMMMNekca OCTEOAEHCUTOMETPA, a Talke yKa3aHWe KOHKPETHOr0 HAMMEHOBAHUSi UMW Mapku MpOAYKLUW
(ecnu oHO He npeaycMoTpeHo FTOCTOoM), He peKOMEHAOBAaHbI.

Mpu HeoBxoaAMMOCTM yka3aHWe TOBAapHOTO 3HaKa USIM KOHKPETHOTO U3rOTOBUTENS A0ONYCKAETCA TONbKO
B LensX YTOMHEHUSA (AONOMHEHUs) TEXHUYECKMX TpeboBaHwuii, nocrne TakoW CCbINKW cneayeT A00aBUThb:
...«WUNK aHanor (9KBUBANEHT)».

3apybexxHbii  MOCTaBLUMK MOXeET MpeacTaBUTb B CBOEM TEXHUKO-KOMMEPYECKOM MpeanoXKeHUu
CTaHAapThbl, MEXAYHAPOAHbIE WU HALMOHATbHbLIE, MPU YCIMOBUM, YTO MPOU3BEAEHHBIE 3aMEHbI MO CYLLECTBY
paBHOLIEHHbl WNKU MNPEeBOCXOAAT MO KAyeCcTBY MPOAYKLMIO, YKA3aHHYID B TEXHMYECKuX TpeboBaHusAx
3aKasyuka.

Bce nepeuncneHHsle B Tabnuuyax TEXHMYECKUX nokasarenemn TpeboBaHus, HOPMbl U KPUTEPUN AOIDKHBI
ObITb MMHUManbHbIMKA. [OCTaBLUMK B Ka)KaoOM Cryyae [OIDKEH [OKasblBaTb, YTO MNPeAyCMOTPEHHOE UM
o6opynoBaHue COOTBETCTBYET HOPMAaTUBHBLIM AOKyMeHTaM Poccuiickoi denepauuu.

TpeboBaHWsi N0 KOMMMEKTHOCTU OCTEOAEHCUTOMETPA KOHKPETU3MPYET ToCYAapCTBEHHbIN 3akasuuk
UCXo4s M3 npeanonaraemMon cdepbl €ro MeauuMHCKOro NPUMEHEHMS U UCNONb3YyeMON MeOULMHCKOW
TexHonoruu. Cneayet nogpobHO U YETKO ONMcaTh BCE TO, YTO AOMMKHO BXOAUTb B COCTAB CUCTEMBI.

HeBsbinonHeHne TpebGOBaHMI, OTMEYEHHLIX 3HAKOM «*», HE MOXEeT CMyXWTb OCHOBaHWEM Ans
UCKITIOYEHUA U3 Yncna y4acTHUKOB KOHKYpPCa (ayKuMoHa).

Mpu nNpoYMx paBHbIX YCMOBUSIX BbIMONIHEHME TPEOOBAHUN, OTMEYEHHBbIX 3HAKOM «*», [OIKHO
YYUTBIBATLCA KOHKYPCHOW KOMUCCUEN Npu onpeaeneHnn nobeautens KOHKypca (aykuuoHa).

BkniovyeHne B oOasatenbHyilo 4acte T3 JONOMHUTENbHbIX TPeOOBaHUW Ha MPUHAANEXHOCTU
(aononHuteneHbie APM, aononHUTEnNbHbIE YCTPOWUCTBA MONYYEHUS TBEPAbIX KOMWA, ChneuuanbHble
3alUMTHbIE CPEACTBA, CUCTEMbl XPaHeHUA W nepegadn usobpaxeHusa UM Ap.) He pekomenayetcs. Kak
npaBuno, KOMMMEKTHOCTb 3aKynaeMoro u3genus, a Takke JONOonHuTeNbHble  (ONUUOHAmbHLIE)
(PYHKLUMOHAmMbHbLIE BO3MOXHOCTW  [JOIMKHbI COOTBETCTBOBATL PErUCTPALMOHHOMY YAOCTOBEPEHUID W
3KCMNMyaTauuoOHHO-TEXHUYECKON AOKYMEHTALMMN Ha U3genue.
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5 CocTaB KOMMOHEHTOB CUCTEMbI OCTEOAEHCUTOMETpA

5.1 OcTeoaeHCMTOMETP SAABMSAIETCA CMCTEMOWN, NpefHa3HaYeHHOM ANA AWArHOCTMKU OCTeonoposa —
3ab0neBaHus, XapakTepu3ytoLLEerocs HUM3KOM KOCTHOM MMOTHOCTBIO, HapyLUEHMEM MUKPOAPXUTEKTOHUKU W,
KaKk CneacTBue, BO3HUKHOBEHWEM MEpPesioMOB OT HE3HAYUTENbHOr0 MEXaHU4YecKoro BO3AENCTBUS.
Onpegenexnne muHepanbHOW nroTHocTH kKoctn BMD (BoneMineral Density) in vitro ocHoBaHO Ha MeToAae
ABYXSHEpreTUYEeCkon peHTreHoBckon abcopbumomerpun (dual-energy X-RAY absorptiometry) DEXA,
ob6ecneuynBatoLlem nameperne BMD no gBymepHO NPOeKUUn TPEXMEPHON CTPYKTYPLI. [0 3TON TexHonorum
He TNPUHMMAETCS B pacyeT TONWMHA W3MEPEHHON KOCTU. OCTEOAEHCUTOMETPLI, OCHOBAHHbIE Ha
komBuHauum wmetoamkm DEXA ¢ nasepHbiM CKaHMPOBaHWEM, OONOMHAIOWMM ABYX3HEpreTnyeckoe
PEHTTEHOBCKOE U3MEepeHue, OMpedensioT CYMMapHyl TOMWWMHY MW3MEpPeHHOro y4vacTka Tena, T. e.
no3BonsioT peanusoeatb 3D-uamepeHune. OCTEOAEHCUTOMETPEI pasnuyalTca no obnactu obcnegosaHus
BMD: ans Bcero Tena (0CeBOro CKeneTta) M 30HanbHbIX, Tak HasbiBaeMbix nepudpepudeckux (DXL)

5.1.1 Mo ycnoBusaM aKkcnnyaTalmn 0CTe0AEHCUTOMETPbI MOTYT KnaccudmuumpoBaThb:

- Ha CTauuoHapHsbIe;

- nepeso3umble (Ha aBTOMOOUITbHOM LLACCH, B XXENE3HOAOPOXKHOM BaroHe u ap.).

5.1.2 10 KOHCTPYKTUBHOMY UCNOSTHEHUIO LUTATUBHOW YaCTK:

- OCTE0E€HCUTOMETP C NOMHOPa3MEpPHbIM CTONOM AfS CKaHUPOBaHUS;

- OCTEO[JEHCUTOMETP C MOSIHOpPasMepHbIM CTONMOM M MOABUXHON 4acTbid TOMOrpadmyeckoro
annapaTa C yCTPOMCTBOM CKaHMPOBAHUS;

- nepedepuyeckunii OCTE0AEHCUTOMETP (ANA CKAHUPOBAHUSA MarbIX 30H).

5.1.3 Mo npuHyuny onpeaenexHus BMD:

- DEXA,

- DEXA ¢ nasepHbim ckaHupoBaHuem (3D);

- DXL, nepedepuyeckunii ¢ DEXA ¢ nazepHbiM CKAHUPOBaHUEM.

5.2 Bbibop BapuaHTa MOCTpPOeHUsi ocreogeHcutomeTpa no 5.1.1-5.1.3 BxoAUT B KOMNETEHTHOCTb
3akasuuka u asnaertca obsasarenbHbIM TpeboBaHuem T3.

5.3 [Ins BCEX BapuaHTOB UCMOMHEHUSI OCHOBHbLIMU COCTaBHbLIMM YacTaMu LMpPoBoro prooporpada
DOIDKHbI ObITh:

- PEHTreHOBCKUI reHepartop;

- PEHTreHoBCKan Tpyoka;

- AeTeKTop;

- CTON ANA CKaHUPOBaHUA™,

- annapaTtHO-NporpamMMmpyembiii KOMNEeKe unu paéoyee yucno oneparopa (APM);

- nporpaMMHoe obecneyeHmne;

- KOMNAEKT CONPOBOAUTENBHON AOKYMEHTaLuu.

6 OCHOBHbIE TEeXHUYECKue XapaKkTepucTtuky, ykKasbiBaemMmble B TEXHUYECKOM
3aaaHuu anAa nposeaeHusi rocyAapCTBeHHbIX 3aKynoK ocTeoAeHCUTOMeTpa

6.1 Hwxe npuBeaeHbl XapaKTEPUCTUKW (NapameTpbl), KOTOpble AOSMDKHbI BkMoyaTb B T3 Ha
rocyaapCTBEHHYIO 3aKyMKy.

6.2 flomkeH 6bITb ykasaH BapUaHT CMONMHEHUS LM POBOrO OCTEOAEHCUTOMETPA B COOTBETCTBUM C
5.1.1-5.1.3.

6.2.1 BapuaHT KOHCTPYKTUBHOIO UCNOSTHEHUS:

- MakcuManbHasa 06nacTb UCCNEAOBaHUA HE MEeHee, CM;

- meToa uccneaosanus (5.1.3);

- TOYHOCTb uamepeHus (BMD) £ % in vivo (2% in vitro).

6.2.2 PEHTreHOBCKUI reHepaTop:

- BUA4 PEHTreHoBcKoro nyya*: 2D-y3kui seepHbii nyy (fan beam);

- To4euYHbIn nydy (pencil beam);

- NepemMeLLeHne nyya ocu x, y;

- HOMMHANBHOE MUHUMAaNbHOE BPEMSA U3NYYEHUS, C.

6.2.2.1 PEHTreHOBCKUI uany4arens:

- pacctosiHue oT dokyca A0 NPUEMHUKA N306paXKeHUs, MM;

- MUHMManbHasa GUNbLTPaLUA SKBUBANEHTA Ka4yecTBa, MM;

- HOMUHasnbHbIE NAapaMeTpbl Harpy3sku, KB, MA;

- NapamMeTpbl UHTEPBarNa nNocneaoBarTensHON NoAAaYM Harpy3ku, KONUYeCTBo 3arpysku/c (kB, MA).
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6.2.2.2 PenTreHoBckas Tpy6ka:

- HOMUHAmNbLHOE 3Ha4YeHue PoKyca, MM.
HomMmuHanbHoe aHogHoe HanpsbkeHue TpyOku, kB (MakcumanbHoe), kB (MUHMManbHOE)

aunanasoH);

- HOMUHarbHbIA TOK HaKana Tpyoku, MA;

- kaTod, matepuarn, BofnbdpamoBas HUTb;

- TUN aHogda, matepuan, cTauuoHapHbli, Bonbdpam;

- MakcuMmarnbHas TennoeMKoCTb PEHTIEHOBCKOWM TPyOKM, KIK;

- MakcumanbHOe aHOAHOe HanpspkeHue TPyoku, KB;

- MaKCMMarnbHbIA @HOAHBIN TOK TPYOKM, MA;

- HOMUHanbHas BXoAHas MOLUHOCTb aHoaa, Br;

- BCTpOEHHas unsTpayusa/marepuan okHa, MM, CTEKNO.

6.2.3 MNapameTpbl NPUEMHUKA PEHTIEHOBCKOTO U3nyyYeHusl npuBeaeHsbl B Tabnuue 1.

Ta6nuua 1

(Mmm

[TpUEMHUK PEHTTEHOBCKOro M3NyYeHus (4eTekTop) Konn4ecTso aneMeHToB

ObnacTb (M306paXKeHNs) CKaHUPOBaHMUS

AxB, Mm

Tun peTeKkropa, Marepvarn

[nana3oH BpemeHu obcnefoBaHus:

BC€ Teno, C;

Geapo, ¢,

NO3BOHOMHWK, C;

NATKa, C;

npeanneyse, ¢

6.2.3.1 Jo3a npu o6crneaoBaHum:

- Beapo, Mk3B;
- NO3BOHOYHUK, MK3B;
- npeanneyse, Mk3B;
- nATKa, MK3B.

6.2.4 MapameTpbl APM (MMHUManbHaa koMnbioTepHasa koHUrypauus) npuseaeHsl B Tabnuue 2.

Tabnuua 2

OnepauuoHHasl cuctema

Windows XP, Vista, Windows 7

Ipoueccop, YacToTa He MeHee

RAM [Gait

YKecTkuin guck [Gant

CD-ROM unu DVD-npusog Hanu4ue

Apxusaums CD, nuwywmit DVD nnu BHELWHWUI XECTKUIA SUCK
MoHnuTop Pa3spewenne SVGA

MpuHTep LiBeTHo/MepHO-6enbiit

Ceasb LAN Ans KOMMYHUKauuii u nepefaqn gaHHbix DICOM

6.2.5 MporpammMHoe o6ecneuenune (MO) ana APM

6.2.5.1 CtanaapTHoe:

- BbIMUCNIEHWE MUHEPANbHON NNOTHOCTU KOCTU (BMD);

- MUHeparnbHbIi cocras kocTu (BMC);

- nnowaae;

- T-koadppuumeHT u Z-koadpuumenT;

- UHCTPYMEHTbI MopdomeTpun (NNOLLAAL, PACCTOSIHUE U Yron);

- BO3MOXHOCTb M3MepeHus BMD B ROI (no3BoHO4HUK, Beapo, npeanneybe u T. 4.);

- nporpaMma aBTOMaTU3UMPOBAHHOIO aHanusa 6eapa* (CTpykTypHbii aHanu3 (HSA): anuHa 6eapeHHon
ocu (HAL), anuna ocu weiiku 6eapa (FNAL), pacctosHue oT manoro seprena ao ueHrtpa 6eapa (IH) u yron
mexay ocbio welikn 6eapa u ocblo 6egpa (FNA);

- uHcpopMaumA O pucke nepenoma ¢ UCNONb3OBAHMEM MPOrPaMMbl aBTOMATU3MPOBAHHOIO aHanw3a

Geapa (HSA)*;

- nporpamMma FRAX ans oueHKn BEPOATHOCTM NEPESNIOMOB*.
6.2.5.2 MO APM octeoaeHcuTomeTpa A0MmKHO obecneumBarh:
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- PYYHO N aBTOMATUYECKUIA aHANMU3 BCEX UCCNEAOBAHUN.

MapameTpebl, OTpaxkaemblie B 3aKIMIOYUTENBLHOM MEAULMHCKOM NPOTOKONE:

- MUHEpanbHas NNOTHOCTb KOCTU B HECKONbKUX 30Hax (BMD), r/cm?;

- MUHEpanbHbIN cocTas kocTu (BMC), 1, oTpakaeT MUHepanbHYI0 Maccy KOCTen;

- nnowaab KOCTH, oM’ 2D-npoeKums KoCTHu;

- T-koappuumeHT. CpaBHEeHUE Mexay nokasaTensamu AaHHOTO MauueHTa WM nokasatensmu mMonoaoro
300pOBOro HaceneHus B Bospacte oT 20 4o 40 neT TOro >xe camoro nosia U TOro Xe camoro 3THUYECKOro
NPONCXOXKAEHUSA, BbIPAXXEHHOE B CTAHAAPTHLIX OTKNOHEHUSAX;

- Z-k03ppuumneHT. CpaBHEHUEe Mexay nokasarensmyu AaHHOrO nauMeHTa u nokasarensamu 340pOBbIX
noAen TOro e camoro BO3pacTa, BbIPAXKEHHOE B CTAHAAPTHbIX OTKIIOHEHUAX.

nsa scero Tena:

- o6Wan MMHepanbHasa NNoTHOCTb kocTu (BMDt);

- nnowaae;

- COCTaB Tena;

- )KMpHAaA Macca;

- TOWAasA Macca;

- Macca KOCTHOrO maTtepuana;

- o6LWMi U MeCTHBIIi cocTaB Tena;

- UBETHOE KapTupoBaHue Ans Budyanu3sauuu obnacrei pasHoi NNOTHOCTH;

- T-koadhpuumneHT;

- Z-k03hpuUneHT.

Oproneguyeckas nporpamma:

- MUHepanbHan NNOTHOCTbL kocTn (BMD);

- MUHEpanbHbI coctas Koctu (BMC);

- nnowaas;

- COCTaB Tena;

- Z-KOOPPULNEHT.

Bo3spacTtHoe usmeHeHue ckenera:

- pedbepeHCHbIE KpuBbIE.

Kpusble BMD cormacHo Bo3pacTy Ans uccrnegoBaHHONW(bIX) obnactu(ei) ans pacyetra T- u Z-
KOPPULMEHTOB;

- MOPPOMETPUA: KONUYECTBEHHAA MOPOMETPUs (NNoLLaan, ANWHSI, YIIbl), B TOM YUCNE nporpaMMa
aBTOMaTM3NPOBaHHOIO aHanu3a 6egpa (HSA);

- coaepxaHue n 06paboTka KNMMHUYECKUX NapaMeTpoB:

- BO3pacT nauueHTa B npegenax ot 20 go 90 net (4—18 net aAnsg neanaTpu4eckoi NporpamMmbl);

- KanMbpoBKa U KOHTPONb KA4YeCTBa;

- KOHTPOrnb Ka4yecTBa € UCNOMb30BaHUEM (PaAHTOMA;

- KOHTPOSb KayYecTBa TPEHAA, UHTErpUpoBaHHbIN B M0O;

- BHYTPEHHWI KOHTPOIb Neped KaXKgbiM NPOCMOTPOM;

- 6a3bl AAHHbIX PA3NUYHbIX Pac;

- cozgaHue cobcTBeHHON 6a3bl AaHHbIX HOPM (KPUBbIE HOPMbI);

- UMNOPT Ba3sbl AaHHLIX C APYTUX YCTPOCTE;

- HacTpansaemoe aBToMaTU4YEeCcKoe/nonyaBToMaTU4EeCcKoe apxmBMpoBaHne 6asbl aHHbIX;

- HacTpausaemas hopma OT4eTa (3aronoBOK, HWXHASA CHOCKA, LWABMOHbI, MMCbMA, U T. 4.);

- [eTanu3MpoBaHHasA LBETHas ne4vatb OT4EeTOB (M300pakeHne KOCTU+KPUBLIE HOPMbI+OTYET W
aHanus+KoMMeHTapuu onepaTopa+samMeyaHusi Bpadya u naumeHTa+Ha3HavyeHus);

- OTNpaBKa COOOLUEHWI NEKTPOHHOW NOYTON;

- aBTOMAaTUYECKOE UMM HacTpanBaemoe coobLieHne (MauneHT u Bpav);

- HaCTPOIKKU N300OPaKEHUs KOCTEI: KOHTPACT, APKOCTb, M3MeHeHne MacluTaba n3obpakeHns;

- oToOpaXeHue NNOTHOCTU B Pa3HbIX UBeTaXx;

- MEHIO NOMOLLU.

6.2.5.3 MO APM u ycTpoiictBa 40mkHbI o6ecnevnBaTh:

- apxMBUpOBaHUE Ha KOMNakT-guck, DVD-npueoa Unn BHELWHUIA XXEeCTKUI AUCK;

- BO3MOXHOCTb CETEBOI0 COEAUHEHUS;

- coBmectumoctb DICOM (Output HIS, RIS, PACS);

- neyaTb: XpaHeHue, nevaTb U Nnepeaava AaHHbIX NAUUEHTa;

- XpaHeHue 6a3bl JaHHbIX NALMEHTOB U ynpaBneHne 6a3on AaHHbIX;

- 9KCMOPT U300paKEHMI U AaHHbIX B ¢hopmaTax .jpg unm .pdf.

APM pomiHo obecneumBatb BO3MOXHOCTb COEAMHEHUS C HECKOSIbKUMM OTAAneHHbIMM pabounmm
MecTamu Ans A0CTyna K AaHHbIM.
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6.2.6 TpeboBaHUsA K CETU NUTAHURA:

- HanpsbkeHue cetu, BA (Tok);

- yacroTa nutaiowlen cetu, u;

- noTpebnsemas MOLWHOCTb, BT.

6.2.7 MabaputHble pasMepsbl, Macca:

- pasmepsl, cM: OxLLxB;

- pasmepsbl crona*, cm: OxLLxB;

- BbICOTA CTONA NayueHTa oT nona*, cm;

- macca, Kr.

6.2.8 Ycnosua akcnnyarauuu:

- paGoyvas Temneparypa, °C’

- paboyas BNaxHocTb, %;

- atmocdhepHoe aasnenue, Ma.

6.2.8.1 Ocobble ycnosusi:

- nyyesas Harpyska Ha onepatopa (Ha pacctosHuu 1 M OT CTOna UNKU O0CTEOAEHCUTOMETPA) He Bonee
— mR*y;

- He cneayeT ycTaHaBnuBaTb CUCTEMY B MECTaxX C CUIbHO 3arpsA3HEHHbIM BO3AYXOM W BbICOKOW
BMAXKHOCTBLIO W NPU HaNW4MKU NPSAMOro COSIHEYHOTO CBETA, HE 9KCMIyaTupoBaTb B MeCTax, 060pyA0BaHHbIX
CMCTEMaMMU KOHAMLMOHWPOBAHNUS BO3AyXa UM CUCTEMAMMU TEPMOKOHTPOIIS — MPOBEPSAIOT COOTBETCTBUEM;

- He cneayeT 3aKkpblBaTb BEHTUAALUMOHHLIE CUCTEMbl U HE YCTAHABNMBATb OCTEOAEHCUTOMETP
BMMOTHYIO K CTEHE, MPOBEPSIOT COOTBETCTBUEM;

- HE crefyeT yCTaHaBNMBaTh U He 9KCNAyaTupoBaTh 060pyAOBaHME B MECTax, A€ BO3MOXHA TPSACKa
unu subpauus, NpoBEpPSAETCA COOTBETCTBUEM;

- TpeByemas nnoLaab noMeLeHns — 3—4 M2, NPOBEPSIIOT NYTEM OCMOTPA.

6.2.9 lNMpoyune ycnosus:

- BBOJ B 9KCnnyaTauuto o6opyaosaHus (Hanumuue);

- rapaHTUHbLIA CPOK BKCNAyaTauum, NeT, He MEHeEE;

- HOPMAaTUBHbIA (Ha3HAYEHHbLIN) CPOK IKCNAyaTaLum, NET, HE MEHee;

- WHCTPYKTaX (KOHCYNbTaLmMA) MeAULIMHCKOTO NepcoHana npyu BBOAE B aKCniyaTaumio (Hanm4uume);

- obecneyeHye rapaHTUItHOTO U NMOCTFApPaHTUIRHOTO CEPBUCHOTO 0GCNYXXUBaHUSA (Hanuuue).

- Hanu4ne PaHTOMOB KOHTPOJIS KaYeCTBa U300paXKEeHUA™*,

MpumeyaHus

1 TpeGOBaHMH, OTMEeYEeHHble 3HaKoOM «*», ABNAKTCA AONONTHUTENIbHBIMU (OI‘ILWIOHHbIMVI), N UX HeBbINOJIHEHUE HEe
MOXET CNY>XUTb OCHOBaHWEM AnA UCKIHOYEHUA U3 YUcna y4aCTHUKOB KOHKypca.

2 Cneuuduyeckoe TpeboBaHMe 3akasuuka (ne4ebHO-NPOMUNAKTUYECKOTO YYPEeXAEHWUS), OTMEYEHHOEe 3HaKOM
«**», asnaeTca o6a3aTenbHbIM 1 AOJDKHO UMETb OTAENbHOE YTBEPXAEHHOEe MeAWUKO-TeXHUYeckoe OGOCHOBaHI/Ie,
ochopMnNeHHoe B BUAE NPUIOXEHUs K T3.

3 BblnonHeHWe y4yacTHUKaMM KOHKypca TpeboBaHMiA, OTMeYeHHBIX «*» U «**», a Takke noBbllUeHUe
o6szaTenbHbIX TpeboBaHUi JOIMKHBI YYUTHIBATLCSA KOMUCCUEN, NOABOASILLIEH UTOMM KOHKypca (ayKunoHa).

6.2.10 NepeyveHb HOPMATUBHbLIX AOKYMEHTOB, KOTOPbIM OJDKEH COOTBETCTBOBaTL OCTE04EHCUTOMETD,
npuBeaeH B NPUNOXEeHUn A.

7 Tpe6oBaHus K 0(hOPMITIEHUIO TEXHUYECKOro 3a4aHuA

7.1 Npumep T3 ocreoaeHcuTomeTpa npuseseH B Tabnuue b.1 npunoxexusn b.

7.2 BO3MOXHO BKIIOYEHMUE AONOJTHUTENbHbLIX, HE YKa3aHHbIX B pasgene 6 Tpe6osaHui, 060CHOBAHHbIX
3aKa3s4YMKOM C NO3MLMIA NPOoBeAeHUss HEOBXOAUMBIX NCCNEN0BAHUI B COOTBETCTBUM C npodunem nedvebHo-
npocunakTuyeckoro yupexaeHusi. ObocHoBaHue AONONHUTENbHBIX TPeOOBaHWI AOMKHO ObiTb YTBEPXKAEHO
3aKa34nMkoM n 0POPMIIEHO B BUAE NpUNoXkeHus K T3.
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Mpunoxexnue A
(cnpaBouHoe)

MepeyeHb HOPMaTUBHbLIX JOKYMEHTOB,

KOTOpPbIM AOJXeH COOTBETCTBOBAaTb OCTEOAEHCUTOMETP

Tabnuuya A.1

OBo3HayYeHe

HaumeHoBaHuWe

rOCT P 50267.2.54—2013

Mapenus MeauuuHckue anekTpudeckne. Yactb 2—54. YacTHble
TpeboBaHuss 6e30MacHOCTU C Y4eTOM OCHOBHbIX (OYHKLMOHAmMbHBIX
XapaKTepucTUK PEHTreHOBCKUX annapatoB ANA peHTreHorpadun u
PEeHTreHoCKonum

rOCT P M3K 60601-1—2010

Mapenus mepuumHckue anektTpudeckue. Yacts 1. Obwue TpebosaHns
6e30MacHOCTH C Y4ETOM OCHOBHbIX PYHKLIMOHAMBHbLIX XapaKTepucTuK

rOCT P M3K 60601-1-2—2014

Mapnenus MeauuUMHcKue anekTpudeckue. YacTb 1-2. O6wune TpeboBaHus
6e30MacHOCTU C YY4ETOM OCHOBHbIX (PYHKLMOHANbHBIX XapakTepucTuK.
MapanneneHelit  cTaHaapT.  3SnNEeKTpoMarHUTHas  COBMECTUMOCTb.
TpeGoBaHWsa 1 UCTLITaHKSA

FOCT P MK 60601-1-3—2013

M3penus MeguumMHckue anekTpudeckue. Yacts 1-3. ObLune TpebosaHWs
6e30MacHOCT C YY4ETOM OCHOBHBLIX PYHKLMOHANbHLIX XapaKTepUcTUK.
[ononHWTenbHbIW cTaHgapT. 3awuTa oT U3Ny4YeHns B AUarHOCTUYECKUX
PEHTIEHOBCKUX annaparax

TOCT P M3K/TO 60788—2009

MN3genua meguumMHckue anekTpudeckue. Cnoeapb

FOCT P M3K 62220-1-3—2013

N3penua MegnUMHCKME anekTpUYeckue. XapaKTepucTUkM L poBbiX
NPUEMHUKOB PeEHTTeHOBCKOro u3obpaxenns. Yacte 1. Onpegenexuve
KBAHTOBOMW 3heKTMBHOCTK peructpauuu. NpuemHuky, paboTarowme B
AVHaMUYeCKOM pexume nonyyeHus usobpaxeHui

MY 2.6.1.2944—11
M3 1 CP, 2013

KoHTponb adhdeKkTMBHbLIX [03 0bny4eHns nauueHToB Npu NposBeaeHUn
MeANLMHCKUX PEHTTEHOMOTNYECKUX ccnejoBaHnin

HPBE—99/2009

HopMbl paguauvoHHoi 6e3onacHocTU

CanluH 2.6.1.1192—03
M3 P®, 2003

TWrneHndeckne TpeboBaHUA K  YCTPOWCTBY W 3KCMAyaTauuu
PEeHTreHOBCKUX KasI/IHeTOB, annapartoB n npoesegexHunto
PEHTTEHOMOrMYECKUX UCCneoBaHNil
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MpunoxeHue b
(cnpaBovHoOe)

MpumMep MEOUKO-TEXHNUYECKUX XapaKTepUCTUK OCTeoA4eHCUTOMETPA

Tabnuya B.1—Tpumep T3 Ha ocTeO0AEHCUTOMETP

XapakrepucTuka (napameTp) 3HaveHne
11 BapuaHT ncrnonHeHus MepeHocHoi
22 MpuHumMn onpepeneHus BMD DXL, nepedepuiiHbli
33 O6nacTtb 06cnefoBaHus, He MeHee, MM 100x100
44 To4yHOoCTb M3meperusa (BMD), % 1.0 (in vivo)
55 PeHTreHoBCKWUI reHepaTop
55.1 Bwa peHTreHoBCKOro nyya TouyeuHsblit
(pencil beam)
552 [MepemelleHne nyva Ocu x, y
55.3 MuHUMarbHoe BpeMsa U3nydeHus, ¢ 1,0
55.4 PaccTosHne dhoKyC-NMPUEMHUK, MM 308
565 MuWHUManbHas dunbTpaums usnyyarens, mm, Al 2.5
556 HoMuHanbHoe aHoAHOE HanpshkeHue:
- MakcumarneHoe, KB; 80
- MUHUManbHoe, KB 55
55.7 HOMWHaNbHLIA aHOAHBIA TOK, MA 10
55.8 WMHTepBan noga4v Harpysku, kon/c 4 (ans 80 kB, 8,5MA)
66 PeHTreHoBcKas Tpy6Ka
66.1 Pasmep dokyca, MM 0,25
66.2 Tun aHofa, MaTepuan aHofa CTaumoHapHbli, Bonbdpam
66.3. MakcuManbHas TennoeMKocTb TpyoKu, kbk 183
66.4 MakcumarnbHoe aHofHOe HanpshxeHue, kKB 80
66.5 MakcuManbHbIR aHOAHbLIA TOK, MA 15
66.6 HoMuHanbHas BXoAHaa MOWHOCTL aHogda, BT 150
66.7 CobcTBeHHBIN punbTp, MM, Al 1.5
77 HeTtekTop
77.1 Tuvn CCD-matpuua
77.2 Bpems obcnegoBaHus, c:
- NpeAnreYbe, 5
- nATKa 4
77.3 [o3a npu obcrnegosaHumn, Mk3s:
- Npeanneyse; MeHee 0,2
- NATKa
88 TpeboBaHue kK APM
88.1 OnepayunoHHas cuctema Windows XP, Vista,
Windows 7
88.2 Mpoueccop, yacToTa, He MeHee, T OByxbsagepHoli, 1,0
88.3 RAM, He meHee, GalT 1,0
88.4 YKecTkuil auck, He meHee, GaiT 100
88.5 CD-ROM unu DVD-npusog Hanuuune
88.6 ApxuBauus CD, nuwywmin DVD nnn
BHELWHWUW XECTKUA ANCK
88.7 MoHuTop, paspelueHue SVGA 1024x768
88.8 MpuHTEp LiBeTHOI /MepHO-6enbiii
88.9 Cesasb LAN Ans kKoMMyHUKaUWA U nepefaymn gaHHbix DICOM Hanu4ne
99 MporpammHoe o6ecneverune (MO) ans APM Hanu4ue
99.1 CranpapTHbl€:
- BblYMCIIEHME MUHUMANBHON MITOTHOCTU KocTn (BDM); Hannune
- MUHeparbHbIA cocTas kocTn (BMC); Hanuune
- nnowaak; Hanuune
- T-koadppuULUeHT, Hanunuune
- Z-k03dbPULMEHT Hanunuune
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lpodonxeHue mabnuusl 6.1

XapakrepucTuka (napameTp) 3HayeHve
99.2 MO  ocTeopeHcuTOMETPa  AOMKHO  obecrnedynBaTe  PydHOW U
aBTOMaTMYeCKUin aHann3 BCeX UccneoBaHunii.
MapameTpebl, OTpaxaemble B 3aKOYUTENIBHOM MeAULIMHCKOM NPOTOKONE:
- MUHeparibHas NNOTHOCTb KOCTU B HeCKonbKux 3oHax (BMD), rlem?;
- MUHepanbHbIl cocTaB kocTh (BMC), r, oTpaxaeT MUHepanbHylo maccy
KOCTEW;
- nnoLaab KocTh, cM?, 2D-Npoekuus KocTy;
- T-koapp1UMeHT. CpaBHEHNE Mexay nokasaTensamMu LaHHOro nauueHTa
W nokasaTensMu MOMOLOro HaceneHus 34opoBbIX NioAei B BoapacTe OT
20 po 40 neT TOro Xe caMoro nona W TOro K& camoro 3THUYECKOro
NPOUCXOXAEHUS, BbIp@XKEHHOE B CTaHAapTHLIX OTKNOHEHUSX;
- Z-koathpuuneHT. CpaBHeHne Mexay nokas’aTenamMu AaHHOro nauueHTta
M rokasaTensMu 340pOBbIX fOJEed TOro e camMoro BoO3pacTa,
BblpaXXeHHOe B CTaHAaPTHbIX OTKITOHEHUAX.
PedepeHcHble kpuBble:
- kpuBble BMD cornacHo Bo3pacTy Ans nccriegoBaHHoi obnactu(eit) ans
pacdeTa T- U Z-Ko3hDULNEHTOB;
- MopdoMeTpus: KonuyectBeHHas MopdomeTpusa (mnowjagu, ANUHbI,
yrnbl);
- 06paboTka KIMMHUYECKUX NapameTpoB:
- Bo3pacT nauueHTa B npegenax ot 20 go 90 net (4-18 neTr ana
neauaTpu4ecKkoin nporpaMmel);
- kanubpoBKa U KOHTPOSb Ka4ecTBa;
- KOHTPOMb Ka4ecTBa C UCMONb3oBaHWeM haHToMa;
- KOHTpOMb KavecTBa TpeHAa, WHTErpupoBaHHblIA B NPOrpammMHOM
obecneyeHunu;
- BHYTPEHHWUIN KOHTPOMb Nepes KaxabiM NPOCMOTPOM;
- 6a3sbl AaHHbIX pasfn4YHbIX pac;
- co3fjaHue cobcTBeHHON 6a3bl JaHHbLIX HOPM (KpUBLIE HOPMBI);
- UMNopT 6asbl AaHHbLIX C APYTX YCTPOWCTB,
- HacTpavBaeMoe aBToMaTu4eckoe/nonyaBToMaTUYECKoe apXMBMpoBaHue
6asbl AaHHbIX;
- HacTpauBaeMas opMa OTYeTa (3arosioBOK, HKHSIA CHOCKa, LIabnoHbl,
nuceMa u T. a.);
- [eTanusupoBaHHas LUBETHad ne4yaTb OTYeTOB (M306paxeHue
KOCTU+KPMBEIE HOPMBI+OTYET WU aHanus+KoOMMeEHTapuu
onepartopa+saMeyaHus Bpaya U naumeHTa+HasHayeHus),
- OTnpaBKa coobLLEeHU SNEKTPOHHOI NoYTOoM;
- aBTOMaTu4ecKoe Unu HacTpavsaemoe coobLieHue (naumeHT U Bpay);
- HacTpOMKM W30OpaxKeHWA KOCTEl: KOHTpacT, sIPKOCTb, MW3MEHEHMWE
maclTaba nsobpaxeHus;
- oTo6paxeHWe NNOTHOCTU B Pa3HbIX LBETAX,
- MEHI0 nomoLLu

CooTBEeTCTBUE

99.3 MO u yetpoiictea APM gomnkHbl o6ecneynsats:

- apxuBupoBaHue Ha koMmnakT-guck, DVD-npuBog vunu BHELLHUIA XECTKMUIA
auek;

- BO3MOXHOCTb CETEBOro COeANHEHMS;

- coBMecTumocTb DICOM (Output HIS, RIS, PACS),

- neYaTb: XpaHeHWe, nevartb U Nepefaya AaHHbLIX NauUeHTa;

- Hanuune 6asbl AaHHbIX NaLMeHTOB (ynpaBreHne 6a3oit AaHHbIX);

- 3KCMOPT M306paxeHuii U faHHbIX B dopmaTax .jpg unu .pdf

110 APM ocTeofeHCMTOMETpa AOSKHO obecnevnBaTb BO3MOXHOCTb Hanuune
COoefINHEHUNs] ¢ HECKOMBbKUMU OTAaneHHbIMU pabovuumMmn MecTaMmum AnA
JOCTyna K AaHHbIM

CooTBeTCTBUE

111 TpeboBaHue
111.1 TpeboBaHue Kk ceT NUTaHUS:
- HanpsXeHne ceTi, BA (MakcuMarnbHbIi ToK NoTpebnenus, A); (220+10) %, 3,5
- YacToTa nuTatoleit cetu, y; 503
- noTpebnsemas MOLHOCTb, BT 800
112 "abapuTHble pasmepel, ANMHAXLWWPUHAXBLICOTa, MM 670x410%373
113 Macca, kr (6e3 nofbeMHuUKa) 27,45
114 Ocobtble ycrnoBus
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OkoHyaHue mabnuupi 5.1

Xapakrepuctuka (napamerTp)

3HaveHune

114.1 IyyeBas Harpyska Ha onepartopa (Ha paccTosHumn 1,5 M oT npubopa), Ha yposHe coHa 1,4
MK3B/Y
114.2 Ycnosua akcnnyaTtauun:
Pa6ouasa Temnepatypa, °C 156—32
Paboyas BnaxHocTb, % He 6onee 80
ATMmocepHoe aaBnenue, lMNMa 0,8—1,2
114.3 YcrnoBus pasmeLleHus:
- Tpebyemas nnowjaasb, M 34
- He yCcTaHaBnWBaTb CUCTEMY B MeCTaxX C CUIbHO 3arpa3HeHHbIM Bo3gyxoM | CooTBeTcTBHE
1 BLICOKOW BNAaXXHOCTBLIO U NMPSMOro CONHEYHOro cBeTa, 3KCniyaTupoBaTh
B MecTax, 060pyA0BaHHLIX CUCTEMaMK KOHANLMOHWUPOBAHUS BO3AyXa UK
cUcTeMaMn TEPMOKOHTPONS,
- He 3aKpblBaTb BEHTUNALMOHHBLIE CUCTEMbI U HE YCTaHaBNUBaTh CooTBeTCTBUE
OCTEO[JEHCUTOMETP BNSIOTHYIO K CTEHE,
- He yCcTaHaBNMBaTb W He aKcnnyaTuposaTh o6opyaoBaHue B MecTax, rae | CooTBeTcTBUE
BO3MOXHa Tpsicka uin Bubpauus
115 Mpo4mne ycnosus
115.1 Mpo4ue ycnosus:
- BBOJ B 3KCNnyaTtauuio o6opyaoBaHus (Hanuuue); Hanuuve
- rapaHTWiAHBLIA CPOK IKCTnyaTauuu, NIET, HE MeHee; 1
- HOPMaTUBHbIA (Ha3HaYeHHbI) CpOK aKCNnyaTauuu, NeT, He MeHee, 6
- MHCTPYKTax (KOHCYNbTaLuWs) MEAULMHCKOrO NepcoHana npyu Beoje B
aKkcnnyatauuto (Hanudue);, Hanu4ne
- o6ecrneyeHne rapaHTUitHOro U NocTrapaHTUIHOTO CEPBUCHOMO
obcnyxuBaHus (Hanuume) Hanuuune
1156.2 DdaHTOM KOHTPOMA KavecTBa N30BpaxKeHns:
- dhaHTOM nNpeanneyss (Pro); Hanuune
- NATOYHbIA dhaHToMm (MD). Hanuuve
HononHutensHoe obopynoBaHue 4N OCTEOAEHCUTOMETpA:
- N0 bEMHUK BbICTPOro No3ULMOHUPOBAHUSA Hanwdue
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[1] ®epepaneHblil 3akoH oT 5 anpens 2013 roga Ne 44—®d3 «O KOHTpaKTHOM cucTeMe B cdepe 3aKynok
ToBapoB, paboT, ycnyr Ana obecneveHns rocyfapcTBEHHbLIX U MYHULMNANbHBIX HYX[»
[2] MY 26.1.2944—11 KoHTponb 3ddeKTUBHLEIX [A03 06MNy4eHNs nauueHToB MpW  MNPOBEAEHUM
MEAMNLMHCKNX PeHTreHOMNOorM4YecknxX NcceioBanuni
[3] HPBE—99/2009 HopMbl paguaLlnoHHON 6esonacHoCTU
[4] CaHlMuH 2.6.1.1192—03 lurneHn4eckne TpeboBaHUS K YCTPOWCTBY U 3KCTyaTauuu peHTTeHOBCKUX

kabuHeTOB, annapaToB 1 NPOBeLEeHUI0 PEHTreHoNornyecknx nccnegosaquin. — M3 PO, 2003
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