PEAEPAJIbHOE ATEHTCTBO
MO TEXHUYECKOMY PEMYJIMPOBAHUIO U METPOJIOTUU

o .

WA Takgarr - TOCTP
POCCNUCKOMU 56311—
®EOEPAUUNN 2014

n3pENNA MEANMLUMHCKUE SNEKTPUYECKUE

AnnapaTbl peHTreHOBCKkMe MamMorpaduyeckue
¢ undpoBoOM perucTpaumen M3obpaxeHus
TexHu4eckue TpeboBaHUA Ansi rocyAapCTBEHHbIX
3aKynok

WUspanune opuumanbHoe

Mockea
CrangaptuHdbopm
2015


https://meganorm.ru/Data2/1/4294825/4294825185.htm

rOCTP 56311—2014
Mpeaucnosue

1 PA3PABOTAH OO6uwectBOM C OrpaHMYEeHHON OTBETCTBEHHOCTLIO «MeaTtexcraHaapt» (OO0
«MepaTexcraHgapT»)

2 BHECEH TexHuueckum komuteTom no crangaptusauum TK 011 «MeauuyuHckne npubopsl, annaparbl
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4 BBEJEH BMNEPBbIE

lMpasuna npumeHeHus1 Hacmosaweeo cmaHdapma ycmaHoeneHol 6 FOCT P 1.0—2012 (pa3den 8).
UHopmayusa 06 usMeHeHUsIX K HacmosuwemMy cmaHdapmy nybrukyemcs 8 exe200H0M (10 COCMOSAHUIO Ha
1 sAHeapss mekyweeo eoda) UHGhOPpMAUUOHHOM yKazamene «HauyuoHanbHbie cmaH0apmbl», a
oguyuanbHbill mekem U3MEeHeHUll U nonpasoKk — 6 EXeMeCsYHOM  UH(OPMAaUUOHHOM yKazamerne
«HauyuoHanbHblie cmaHdapmbiy. B criydae nepecmompa (3ameHbl) Unu ommeHbl Hacmosiuyeao cmaHoapma
coomeemcmeyiouiee ysedomneHue 6ydem onybnukosaHo e bnuxaliwem ebirycke UHGOPMaYUOHHO20
yKkazamens «HauyuoHaneHble cmaHO0apmbly. Coomeemcemeyiowas uHgpopmayus, yeedoMneHue u mekcmbl
pasmewaromes makxe 8 UHgpopmayuoHHol cucmeme obweao rnosib30eaHust — Ha oghuyuaribHoM caiime
®edepanbHO20 azeHmemea 0 MEeXHUYECKOMY peaynupoeaHulo u memposiosuu e cemu UHmepHem
(gost.ru)
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Hacrosiumit ctaHgapT He MOXeT GbiTb MOMHOCTBIO MMM YAaCTUYHO BOCMPOW3BEAEH, TUPAXUPOBAH W
pacnpocTpaHeH B KayecTBe OduuManbHOTO u3gaHusa 6Ge3 paspeweHus denepanbHOro areHTcresa no
TEXHUYECKOMY PETYIIMPOBAHMIO U METPONOINM
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BBeneHue

Hacroqwuit craHgapT ycTaHaBNMBaeT OCHOBHble TpPeGOBaHMS, KOTOpbIE AOMKHbI COAEPXAaTbCA B
TEXHUYECKUX 3aAaHUsIX ANSl roCyAapCTBEHHbIX 3aKyNOK PEHTTeHOBCKUX Mammorpadu4ecknx annapartos ¢
LMPOBON perucTpaumeit nsobpaxeHus.

MNpu npoBegeHMM 3aKynoK B TEXHUYECKME 3ajaHusl B psAAE Cllyd4aesB BKIIOYAIOTCA TEXHMYECKue
TpeboBaHWsl, HEe COOTBETCTBYIOLLME HAa3HAYEHUIO 3akynaemoro obopyaoBaHus: nubo  U3NULIHE
KOHKPETU3UPOBAHHBIE U U3OLITOYHBIE, TMOO KOCBEHHO OTHOCSLLMECS K €10 NOTPeOUTENLCKUM CBOMCTBAM.

MexayHapoAHbIX aHarnoroB HacToALWEMy CTaHAAPTY He CyliecTByeT. HacToaumi ctaHaapT oTpaxaer

cneuncuky oTe4ecTBEeHHbIX (hOPM rocyAapCTBEHHBIX 3aKyNOK MEAULIMHCKOTO 060pyA0BaHNA U MOXET BbITb
TONbKO HALWOHAMbHLIM CTAHAAPTOM.
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HALUWOHANBbHBLIN CTAHOAPT POCCMNCKON GEQLEPALUUNMN

M3[ENNA MEQULIMHCKUE SNEKTPUYECKUE
Annaparbl peHTreHOBCkue Mammorpadunyeckue
¢ undposoi perucTpaumnein u3oopaxeHns.
TexHu4eckue TpeboBaHMA Ans rocyaapCTBEHHbIX 3aKynoK

Medical electrical equipment. Digital mammographic X-ray equipment.
Technical requirements for governmental purchases

Dara BBegeHna — 2016—01—01
1 O6nacTb NnpuMeHeHus

HacTosawuii ctanaapt ycraHaBnuaeT obme TpeboBaHnsA K NOArOTOBKE TEXHUYECKMUX 3adaHui (T3) u
UX OCOPMNEHMIO MpU NPOBEAEHUM TOCYAAPCTBEHHbIX 3aKynok MeauuumHcKoro obopyaosanua (MO):
PEHTrEHOBCKME MaMMorpadmdeckue annapatbl € LUPOBOI perncTpaunen usobpaxenus (LndpoBon
mMaMmMorpaduyecknin peHTreHOBCKUI annapar).

Hacrosiwuii ctaHaapT ABNSeTCA YacTHbIM CTaHAapPTOM Mo oTHoLWweHuto kK FOCT P 55719.

Hacroawwmii craHgapT pacnpoCTpaHAeTCA Ha roCyaapCTBEHHbIE WM MyHuUMnanbHble 3akynku MO.
HacTtoswumii ctaHaapT He pacnpoCTpaHAETCA Ha HerocyaapcTBeHHble 3akynku MO.

Hacroawui craHgapT pacnpoCTpaHseTCA Ha pPEeHTreHoBCKMe mammorpaduueckue annapatbl C
LUMPOBOI perncTpauunein n3obpaxeHus.

CraHaapT He pacnpocTpaHseTcsa Ha gpyroe MO.

2 HopmaTuBHbIe CCbINKU

B HacTosiLLeM cTaHdapTe UCNOMb30BaHEI HOPMAaTUBHLIE CCLINIKM HA cneayiowwme CTaHaapThl:

FOCT 34.003-90 WH(popMauunoHHaa TexHosornsa. Komnnekc craHaapToB Ha aBTOMaTU3UPOBAHHbLIE
cucTeMbl. ABTOMATU3MPOBaHHbIE CUCTEMbI. TEPMUHBI M ONpeaerneHns

FOCT IEC 62220-1-2011 Wsgenus MeAUUMHCKUE SneKTpuyeckue. XapaktepucTuku uudpoBbIX
NMPUEMHUKOB PEHTTeHOBCKOro u3obpaxeHus. Yactb 1. OnpeaeneHue KBAHTOBOM 3(PPEKTUBHOCTU
peructpauum

FTOCTP 55719-2013 Wspgenua MeauuuHCKUe anekTpudyeckue. TpeboBaHMA K COAEPXKAHUIO WU
O0(POPMMEHUNI0 TEXHUYECKUX 3a4aHUNA ONSi KOHKYPCHOW OOKYMEHTauuu Mpu NpoBEAEHUN FOCYAapCTBEHHbIX
3aKynoK BbICOKOTEXHOIOMMYECKOr0 MEAULMHCKOTO 060pyA0BaHUA

FOCT P M3K 60601-1-2010 UN3genua meauumHckue anektpuyeckue. Yacts 1. O6wme TpebosaHus
6e30nNacHOCTM C Y4ETOM OCHOBHbIX (PYHKLMOHASbHbIX XapaKTepPUCTUK

FTOCT P M3K 60601-1-2-2014 W3penusa meauuMHCKMe anekTpuyeckme. Yacte 1-2. O6wue
Tpe6oBaHusi 6e30MacHOCTM C YYETOM OCHOBHBIX (PYHKLMOHAMbHLIX XapakTepucTuk. [lapannenbHbiii
cTaHaapTt. SneKkTpoMarHuTHas COBMECTUMOCTb. TpeboBaHWA U UCNbITaHKA

FTOCT P MO3K 60601-1-3—-2013 W3genua meauuuHckue anektpuyeckue. Yactb 1-3. O6wme
TpeboBaHusa 0e30NacHOCTU C YYETOM OCHOBHbLIX (PYHKUMOHANbHbLIX XapakTepucTuk. [ONOMHUTENbHbIN
cTaHaapt. 3awuTa OT U3NyYeHUss B AMarHOCTUYECKMX PEHTIEHOBCKUX annapartax

FOCT P M3K 60601-2-45-2014 W3penua meauumHCKue snektTpudeckune. YactHole TpeboBaHus
6e30NacHOCTU C y4ETOM OCHOBHbIX (DYHKLIMOHAMbHBIX XapaKTePUCTMK K MaMMOrpaduieckuM PEHTIEHOBCKUM
annapaTtam U Mammorpagu4ecknuM yCTporncTeam Ansa cTepeoTakcuca

FOCT P M3K 61267-2001 AnnapaTbl PEHTTEHOBCKME MeAWULUMHCKME AMarHOCTUYecKkue. YCnoBus
N3Ny4YeHns Npu onpeaeneHnn xapakTepucTuk

FOCT P M3K 62220-1-2-2010 W3pgenua meauuMHCKUE dmnekTpudeckue. XapakTepuCTUKM YCTPOWCTB
Ana  nonyvyeHuss UMAPOBbLIX PEHTreHOBCKMX un300paweHmit. Yactb 1-2. OnpeaeneHne KBaHTOBOW
3P PEKTUBHOCTU perncTpaumu. leTekropsl, UCNONb3yemMble Npu MammMorpacum

FOCT P M3K/TO 60788-2009 M3aenusa meauumHckne anekTpuyeckue. Crnosapb

MpumeyaHue - [lpu nNOMb3OBaAHMM HACTOSLUMM CTaHAApPTOM LUefecoobpasHo NpPoBEPUTE AeWCTBUE
CCLINIOYHBIX CTaHAapToB B MHPOPMAaLIMOHHON cucTeme oBLLErO NONb30BaHWs — Ha oduLMansHom cailTe degepansHoro
areHTCTBa Mo TEXHUYECKOMY PeryriupoBaH1io U MeTPOSOrnn B CeTU MIHTEpHET UnKn No eXerofHoMy MHOPMaLMOHHOMY
yKasaTento «HaunoHanbHble cTaHAapThl», KOTOpbIA ONyGrnuMKkoBaH MO COCTOSHWUIO Ha 1 sHBaps Tekyllero roga, U no

M3paHue ocpuumanbHoe
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BbINyCKaM eXeMeCcsiMHOro MHEPOPMaLMOHHOTO ykasaTens «HauuvoHarnbHble CTaHAapThi» 3a TeKyLmii rog. Ecnu 3ameHeH
CCHLINOYHBINA CTaHAapT, Ha KOTOpLIA AaHa HejaTUpoBaHHaA CCbifka, TO PEKOMEHAYETCS MCMoNb3oBaTh [EeiCTBYIOLLYIO
BEPCUIO STOr0 CTaHAapTa C YYeTOM BCEX BHECEHHbIX B AaHHYl0 BEPCUI0 M3MeHeHUA. Ecriu 3ameHeH CCbinoqHbIA
CTaHAapT, Ha KOTOpLIA AaHa AaTupoBaHHasi CCbifka, TO PEKOMEHAYETCA WCMONb30BaTh BEPCUIO 3TOr0 cTaHaapTa ¢
yKasaHHbIM Bhlllie rof0M YTBEPXKAEHUS (NPUHATUA). ECnn nocne yTBepXAEHUSI HacTOSLLEro cTaHfapTa B CCbUTOYHLINA
CTaHAapT, Ha KOTOPbIA JaHa JaTUpoBaHHas CCbifka, BHECEHO W3MEHEHWe, 3aTparuBalollee MONOXKEHUe, Ha KOTopoe
JlaHa cchifka, TO 9TO MOMOXEHWEe PEKOMEHAYETCA MpUMeHsTb 6e3 yyeTa AaHHOro UaMeHeHWsl. Ecnu cCbinoudHbIi
cTaHaapT oTMeHeH 6e3 3aMeHbl, TO MOSIoKEHUe, B KOTOPOM AaHa CChifika Ha Hero, peKOMeHAYETC NMPUMEHSTb B YacTw,
He 3aTparuearoLeil STy CChINKy.

3 TepMmuHbl 1 onpeaeneHus

B HacTosiieM cTaHaapTe NPMMEHEHb! CneayioLme TEPMUHbI C COOTBETCTBYIOLLIMMM ONpeaeneHusIMm:

3.1 aBTOMaTU3MpOBaHHOe paGoyee mMecTo; APM: KoMnnekc yCTpPOMCTB M ChneuuanbHOro
nporpammMHoro obecnedyenusa (CroO) ana eu3yanbLHOro NpeacTaBrfieHUs, aHanusa, oopaboTku u xpaHeHus
MEeANLMHCKMX MaMmMorpaduuecknx n3obpa)ke Hui.

MpuMevyaHue — [na 3apybexHbXx MaMmmorpaduyeckux annapaToB WHOTAA NPUMeEHSIeTCS TEepPMMUH
«ANarHocTMYecKasi KOHCOMbY, @ Takke «CTaHuus paboyasi».

3.2 aHop: SnekTpoa PEHTreHOBCKON TPYOKU, K KOTOPOMY HaNPAaBIISIETCA MYYOK NEKTPOHOB U KOTOPbIN
0ObIYHO COAEPXKUT MULLIEHD.

3.3 mammorpadunyeckuii peHTreHOBCKMI anmnapar: PeHTreHOBCKWM annapar, npegycMOTPEHHOE
Ha3Ha4YeHue KOTOPOro 3aKnio4aeTCcs B NONy4eHUN U306paKEHUA MOSIOUYHON XKenesbl.

3.4 mammMmorpadmyeckoe YCTPOUCTBO OnNsA CcTepeoTakcuca: YCTpPOMUCTBO ANA TPEeXMEepHon
rnioKkanu3auumu TOYKM BHYTPU MOSIOYHOM XKenesbl U AN MeXaHU4eCKOro HaBeAeHUs! Urmbl UK NO3ULMOHHOTO
mMapkepa npu acrnupauumu, 6Moncun U NpeaxMpyprudeckon rnokanu3auum, OCHOBAHHbIX HA PEHTreHOBCKMX
n306paKEHNAX HEMOABUXKHON MOSOYHOW KENEe3bl, MOJTYYEHHbIX NOA ONpeAeNeHHbIMU 3a4aHHbIMU YINaMH.

MpumedvaHue — Takoe ycTpoicTBO MOXeT OblTb 4YacTblo CUCTEMBI UMK NPUHaAANEXHOCTbIO
MaMMorpadu4eckoro peHTreHoBCKoro annapara.

3.5 mammorpadwma: MeTtoguka nonyyYeHus, XpaHeHus, nepegadn u obpabotkm wuHdOpMaLmm,
coaepXallencsa B peHTTEHOBCKOM M300paXkeHUn Npu NCCneaoBaHMU MOSOYHON XKenesbl.

3.6 HOMUHanNbHaA aneKTpuyeckasa MOWHOCTb: MakcumanbHOe 3Ha4YeHWe MOLLHOCTH, BbIPAXXEHHOW B
KBT, koTOpyto obecrneymBaeT pPEHTIEeHOBCKMIA reHepaTop npu aHoAHOM HanpsbkeHuu 30 kB, npu BpemeHu
Harpyskm 1 ¢ 1 BpemeHW umkna 1 MuHyTa npu nobom KONMMYecTBe LIMKIOB, MMM, €CRU 3TU 3HaYeHUus
Heonpeaenumbl, NP aHOAHOM HanpsbkeHun okono 30 kB anst BpemeHu Harpysku Hanbonee 6nuskom Kk 1 ¢,
HO He MeHee 1 ¢, U BpeMeHU Lukna 1 MUHyTa npu nobom KonmuyecTse LIMKIIOB.

MpumeyvyaHne — OrpaHuyeHne HOMUHANBHOW 3MEKTPUYECKOW MOLLHOCTM MOXET OblTb BbI3BaHO
PeHTreHOBCKUM MUTAOLMM YCTPOMUCTBOM, U3NyyaTenieM Unu 4pyruMu sneMeHTamu.

3.7 peHTreHOBCKaA TPyOKa: OnNeKTpoBaKyyMHOE YCTPOMCTBO ANS reHepupoBaHUS PEHTIeHOBCKOro
n3nyyYeHuss nytem 6omM6apaMpPOBKM MULLEHW aHOAa SNEKTPOHaMU, UCXOAALLMMU U3 KaTogda U yCKOpsieMbIMM
3NEKTPUYECKUM MONEM.

3.8 peHTreHOBCKMI MamMmorpaduyeckui annapat ¢ uUugppoBOM perucTpaumen U30GpaKeHUs:
MamMmMorpadm4eckuit peHTreHoBCckui annapat, obecneunBaloLMin NOMydYeHUe U30OPANKEHUST MOMOYHON
»Kernesbl C MOMOLLLIO LiMPOBOro NPUEeMHUKA PEHTIEHOBCKOro n3obpaxeHus (LIMNPN).

MpuMeyvyaHune — BMecTo TepMUHa «PEHTTEHOBCKWI MaMMorpaduyecknii annapaT ¢ LMpoBoiA perucTpayuei
n3oBpaxeHns» MOXeT BbiTb UCMOMNb30BaH TEPMUH «LIMPPOBOI MaMMOrpaduyeckuit pEeHTTEHOBCKUIA annapat.

3.9 peHTreHOBCKOe MU300paxeHue: [loTeHUuManbHoe u30Opa)KeHne B TMNy4yke PEHTreHOBCKOro
N3ny4eHus, pacnpeaeneHne MHTEHCMBHOCTM KOTOPOro NpOMOAYNUPOBaHO 0O bLEKTOM.

3.10 TOYHOCTL HaBeOdeHUA UMbl ANA B3ATUA OMONCUMWUHOW NpoObI: [onycTuMoe OTKNOHEHUE
pasmMeLLeHUsi OCTPUA Uikl ANA B3ATMA OMONCUMIHON NPOOLI B KOOpAUHATAX X, ¥, Z.

MpumevyaHne —BmMnoocamx, y, z.
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3.11 yron noBopoTa wTaTMBa NpU cTepeoTakcuce: Yromn, Ha KOTOPbIA NOBOPaYMBAETCH LUTATUB C
usnyyateneM  maMmorpadMyeckoro  pPEHTTEeHOBCKOrO  annaparta, obnajgalowero  BO3MOXHOCTAMU
aBTOMAaTWU4YECKOro HaBeAeHUst GUONCUAHON UMb,

3.12 uudpoBOIt NpUeMHUK pPEeHTreHOBCKOro usoodpaxenus; LIMPWU: YcrpoiictBo, cocTosillee u3
LMPOBOro PEHTTEHOBCKOrO JEeTeKTopa, BKMOYasd 3aluTHble CIoM, UCMONb3yEMbIE HA NpaKTUKE,
9MEKTPOHWKY [ANs ycuneHus M OuMdPOBKM CUTHANOB U KOMMNbIOTEPA, (DOPMUPYIOLLEFO WUCXOAHbIE
(Heo6paboTaHHble) UMpOBbIE AaHHbIE N30BPaAXKEHUS.

3.12.1 BxogHas nnockocTb LMPWU: Mnockoctb, nepneHaukynspHas ocu cummeTtpun LIMPU u
PEHTIEHOBCKOTO M3nyyaTtens U NpoxoAslias yepes nexallylo Ha 3TOM MeprneHauKynsipe TOYKy Kopnyca
LMPW, Hanbonee BbICTyNawLlyld B CTOPOHY WCTOYHWKA PEHTTEHOBCKOrO M3nydeHus. Ecnu BxogHas
nnockoctb kopnyca LIMNPW He pocTynHa, 3a BXOAHYIO MMOCKOCTb MPUHMMAETCA AOCTYMHAs MNOCKOCTb
LwiTaTuBa PEHTreHOBCKOro annapara, Hanbonee npubnmkeHHasa k LIMPA.

3.12.2 reomerpuyeckue uckaxeHuAa: OTKINOHEHMA OT TeOMETPUYECKOTO noaobus mexay
PEHTreHOBCKMM u300paxeHneM obbekta BO Bx0AHOW nnockoctn LIMPU u  BbIXOAHBIM  LMGPOBLIM
nsobpaxeHuem atoro obwvekTa, chopmmpoBaHHbiM LIMPU.

3.12.3 kBaHTOBaa addektuBHocTb peructpauuu LIMPU: OTHOoweHMe ABYX (PyHKUMIA, Kaxaasi u3
KOTOpbIX mpeacraensetr cobom cnektp mowHoctu wyma (NPS), npuyem B 4ucnuTene 3anucaH Crnekrp
MOLLUHOCTW LUymMa BXOAHOrO cCurHana (Ha NOBEPXHOCTM [AETEKTOpa), MNPOMYLUEHHbIA 4epes punbTp C
XapaKTepucTMKOn, KOoTopas 3ajgaeTcs nepeaaToyHon dyHkumen cuctembl (LMPW), a B 3HameHaTene —
CNEKTP MOLLUHOCTU LUyMa BbIXOAHOTO CUrHana, M3MepeHHbI C UCTONb30BaHUEM UCXOAHBIX AaHHbIX.

MpumeyaHne — Bmecto TepmuHa «kBaHTOBasA addeKkTUBHOCTL peructpauyun LINPU» moxeT 6biTb
ucnonb3osaH TepmuH DQE (detective quantum efficiency).

3.12.4 koHTpacTHas 4YBCTBUTESNIbHOCTb: MUHMMaNbHOE 3HAYEHWUE KOHTPAcTa PEHTIEHOBCKOro
n306paXKeHns1 3alaHHOro TecT-00bekTa, 0OHapy)XMBAeMOro Ha BbIXOAHOM Wu3obpaxeHun APM, npu
HOPMWUPYEMOI NpPou3BOAUTENEM A03e 06nyyeHus co cnektpom RQB-M (ans ycnouii LUWMPOKOro ny4ka) u co
cnektpoM RQN-M (ansa ycnosuii y3koro nydka) no FOCT P M3K 61267.

3.12.5 HepaBHOMEpPHOCTbL pacnpegerneHus APKOCTU B nosne usodpaxeHua: BbipaxeHHoe B
NPOLIEHTax OTKIOHEHUE 3HAYEHUS CUTHanNa ApKoCTU U30OPaKEHUS, yCpeAHEHHOe NO 3aAaHHOMY KONUYECTBY
nuKkcenen B LEHTPe u300pakeHWs, OT CpedHero 3Ha4YeHUs CurHana spKocTM Ha nepudepumn npu
paBHOMEPHOM 06ny4YeHun BXoAHOI nnockoctu LIMPU.

3.12.6 npocTpaHCTBEHHOEe pa3spelieHue: Haubonbluee YMCNO LUTPUXOB HA 1 MM PEHTIEHOBCKOIrO
1306paKeHsA CBUHLIOBOW MWUpPbLI, PACMONOXEHHOW B 3a4aHHOM MECTe BXOZAHOW NMOCKOCTU, KOTOPbIE BUAHbI
pasgensHo Ha BbIXOAHOM u306paeHun LIMPU npu ontumanbHbiX AN Habniopgateneidl  yCnoBusix
HabnoaeHUS.

3.12.7 pasmep paGouero nonsa: MakcumanbHbll pasMmep Mona Ha BxoagHow nnockoctu LIMNPWU, B
npeaenax KoOTOPOro pPEHTreHOBCKOe u3obpaxeHune npeobpasyeTca B BuAMMOE Ha MoHuTope APM
u3obpakeHne Npyu HOPMUPOBAHHOM PACCTOAHUN «POKYC-BXOAHAS NMOCKOCTLY.

4 O6wune TpeboBaHMA K cOAepPKaHMIO TEXHUUYECKOro 3aaaHuna ans
rocyAapcTBEHHbIX 3aKynoK MeaULMHCKOro obopyaoBaHus

41 T3 K KOHKYPCHON [OKYMeHTauuu paspabaTbiBaeTca 3akasuukom. T3 onpeagensieT npeamet
pasMeLleHuUs 3aKkasa Ha 3akynky MO.

OTBETCTBEHHOCTb 3a MOMHOTY, A4OCTATOYHOCTL U OOOCHOBAHHOCTL T3 NMEXMT Ha 3aKasuvuke.

4.2 Tpu nogrotoeke T3 Ha 3akynky MO 3anpeuwjaetcs ykasaHUe KOHKPETHbIX TOBapPHbIX 3HAKOB,
NOroTUNOB, 3HaKOB OOCNY>XMBaHUA, (UPMEHHbIX HAWMEHOBAHWW, NATEHTOB, MOMNE3HbIX MOAENEN,
NPOMBILLNIEHHbIX 00pasuoB, HAaWMEHOBAHWIE MecTa TMPOUCXOXAEHUs ToBapa WM HaWMEHOBaHWM
npon3BoanTens (KpoMe Cry4aeB, 0TAENbHO 060CHOBaHHbIX 3aKa34nKoM).

4.3 T3 Ha uyncpoBor MaMMorpaduyeckuii PEHTFEHOBCKUIN annapaT Hapsay ¢ o6wmmmu TpeboBaHUsaMm
JOIMKHO COAEPXaTb KOHKPETHbIE TEXHUYECKNE TPeBOBaHUS K U3AENUIO.

Kpome TOro, 3akasduk Brnpase B T3 BkNoYaTh AOMNOMNHUTEMbHbIE (OMUUOHHBLIE) U cneunduveckue
AONONHUTENbHbIE TPEGOBaHMS.

HdononHutensHble  (ONUUOHHBLIE) TpebGoBaHMA OTpaXkalT cneuuduky npuMEHEeHUs UugpoBoro
MammMorpadMyeckoro PeHTreHOBCKOrO annaparta C YY4ETOM KOHKPETHbIX MoTpeBHOCTel M 0COBEHHOCTel
neyebHo-npodounaktTuyeckoro  ydpexaenna  (JINY). OononHutenbHble  (ONUMOHHbIE) TpebGoBaHusA
0TMeYaloTCs fanee no TeKCTy cTaHgapTa 3Hakom (*).
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Cneuuduyeckne pononHuTenbHble TpeboBaHMA AOMKHbI UMETb OTAENIbHOE MEAUKO-TEXHUYECKOoe
obocHoBaHue. Cneuuduyeckue AOMONHUTENbHbIE TPeGOBaHWUA OTMEYaloTCA Aanee no TeKCTy cTaHaapta
3HaKOM (**).

BbinonHeHne Bcex TpeboBaHMS, BKMIOYEHHbIX 3akasumkom B T3, saABnserca o06s3aTenbHbIM U
He06X0AUMBIM YCNOBMEM ANS AONYCKA K y4aCTUIO B 3aKyMKe.

5 Knaccudgumkaumsa v coctaB peHTreHOBCKUX Mammorpadguyeckux annaparoB C
undpoBON pernctTpaumen usoopaxeHusn

5.1 B Hacrosiwee BpeMsi B MUPOBOW MpAaKTUKe WU3BECTHblI M CEpPUIHO BbIMYCKAOTCA UUPpoBbIE
Mammorpadumyeckue pPeHTreHOBCKME annaparbl, UCNOoNb3ylowme creayiowme Metoabl npeobpasoBaHus
PEHTTEHOBCKOTO U300paXkeHUs B ANEKTPUYECKMIA CUrHan u uncgpoBoe u3obpaxeHue:

- uudpoBble  Mammorpacduyeckue  pEeHTTeHOBCKME  anmapatbl € JETEeKTOPOM  MPSAMOro
npeoOpa3oBaHus, UCMOMb3YIOLLME NITOCKONAHENbHbIA LMPOBOIN MaTPUYHBIN AETEKTOP;

- uyucposble  mMammorpaduyeckme  peHTreHoBCKME — anmaparbl € [ETeKTOpOM  HenpsaMoro
npeobpa3oBaHuA, UCMNOMb3YIOLIME MIOCKONAHENbHbIN UW(PPOBON MATPUYHBLIA [ETEKTOP Ha OCHOBE
KOMOMHALMK CUMHUMANSATOPA W NMONYNPOBOAHUKOBOTO MaTPUYHONO npeobpasosarens;

- uudposble MamMorpadyMyeckue PEeHTTeHOBCKME annaparbl HA OCHOBE CKaHWUpPYIOWeN NUHENKU(ek)
MaTPUYHbIX A€ TEKTOPOB (HENPAMOro nNpeobpa3oBaHus);

- uudposblie Mammorpadpuueckue peHTreHOBCKME annapatbl, ucnonbyiowme LINPU Ha ocHose
KOMOWUHaLUMW BXOAHOrO PEHTTEHOBCKOrO 3KpaHa, y3na ONTUYEeCKOro nepeHoca usobpaxeHus [Hanpumep,
obbekTuBa(oB)] u npeobpasosarens cBeT-curHan [Hanpumep, Ha ocHose N3C-maTpuu(bl)];

- Mammorpacduyeckue pEeHTTEHOBCKME annapatbl C UM(POBBIMU NMPUEMHUKAMU U300paxeHus Ha
OCHOBE 3anomuHalowmx goTocTUMynupyemoix moMmHodhopos (CR-peHTreHorpacus).

5.2 o KOHCTPYKTMBHOMY WCMOSIHEHUIO LmMdpoBble MamMorpaduyeckue peHTreHOBCKME annaparhbl
nogpasaensTcs:

- MaMmMmorpaduyeckme PEHTreHOBCKME anmnapatbl CO CHUMOYHbIM LITAaTuBOM C-06pasHoi (hopMbl,
nepemMeLLaloLLMMCs M0 BEPTUKANBHON CTOMKE;

- Mammorpaduyeckue peHTreHoBCKMEe annapatbl C KOsfbLieoOpasHbIM  CHUMOYHBLIM  LUTATUBOM,
nepeMeLLalLLMMCs No BEPTUKANBHON CTONKE;

- MaMMorpaduyeckme peHTreHOBCKME annapatbl C ropu3OHTanbHbIM LUTATUBOM B BuAe CTONA,
obecrneynBaloLLMM FOPU3OHTANbHYIO MNO3ULUMIO MNauUMEeHTa MNPU PEHTTeHOBCKOW 9KCMO3ULUMKM U B3ATUM
BuoncuiHbIX Npoo.

5.3 Mo pononHUTEnNbHbIM OYHKUMOHANBbHBIM BO3MOXHOCTAM B3ATMS Guoncum mammorpaduyeckme
PEHTreHOBCKMe annapartbl NoApa3AenstoTCs:

- Ha mammorpaduyeckme peHTreHOBCKME annapaTbl C Py4HbIM B3STUEM UIONbHbIX BUONCUIHBIX NPOG;

- MaMMorpad)Myeckme PpeHTreHOBCKME annapatbl C  WHTEPaKTUBHbIM  aBTOMATM3UPOBAHHBLIM
HaBegeHWEM OMONCUWHOW WMMbl WM B3ATMEM OMONCUIHLIX NpPo® C NOMOWBIO  CneyuansHON
CTepeoTakCM4eCcKon NPUCTaBKK.

5.4 CoctaB uucpoBoro mammorpapuy4eckoro peHTreHOBCKOro annapara onpeaenseTcs NpUHLMNOM
pabotbl LIMPWN, a Takke BapuaHTOM KOHCTPYKTUBHOIO WCMNOMHEHMSA wWTatuBa MaMmorpadmuyeckoro
PEHTreHOBCKOro annaparta 1 ero 0NOMHUTENbHbIMA BO3MOXHOCTAMMU.

Bo Bcex criy4asax OCHOBHbIMW COCTaBHbIMM YaCTAMM MaMMOrpauyeckoro peHTreHOBCKOro annaparta
ABNSAOTCS:

- UrPy;

- PEHTreHOBCKMM  wu3nyyatens €  uUnbTpamu  PEHTIEHOBCKOTNO  U3Ny4eHusi, YCTPOWCTBOM
hOpMMPOBAHUSA NyYKa U CBETOBLIM ykazaTenem nons odnyyeHus;

- PEeHTreHoBCKoe nuTatoLlee ycTponcteo (PI1Y);

- LUTaTUB ANA KPensieHus peHTreHoBckoro nanydarens, LINPW 1 ycrpoiicTea KOMNPeccu MOSTOHMHON XKENesbl;

- PEeHTreHosaluTHasi Lumpma;

- APM peHtrennabopanTa, APM Bpaya, nubo obbeanHeHHoe APM;

- CIMO gns APM pentrenHnabopanta n APM Bpaua;

- [OMOnHUTENbHOE 060pyaoBaHue, CBA3aHHOE ¢ BapuaHToM noctpoenusi LINPU u KOHCTPYKTUBHBIMM
0COBEHHOCTAMM MOCTPOEHUA LUTaTUBA.

MpumedaHue — B coctaB MamMmorpadMyeckoro pPeHTTeHOBCKOro annapata ¢ NPUMEHEHWeM LndpoBoro
NPMeMHUKa C 3anoMuHalWwmumn niomuHodopamn (CR-peHTreHorpacdmsi) B 0bsA3aTeNlbHOM MNopsigke BXOZMT Habop
crieymaneHbIX MaMMorpadgu4Yeckux kacceT ¢ 9KPaHOM Ha OCHOBE 3anoMUHaIoLWWUX POTOCTUMYNUPYEMBIX NIOMMHOGOPOB
(He MeHee 4-X) U YCTPOWCTBO CUWTbIBaHUS W 0BpaboTKM («AUrUTan3ep») 3anOMHEHHOTO Ha 9KpaHe M3obpaxeHus
MOSIOMHOW Xenesbl.
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6 OCHOBHbIe TeXHUUYeCKne TpGﬁOBaHMﬂ, YKa3biBaeMmbleé B TEXHUYECKOM 3agaHnm

6.1 B T3 pomkeH OblTb ykazaH BapuaHT MOCTPOEHUs UUGPOBOTO MaMMOorpaduyeckor

0o

pPeHTreHoBCKOro annaparta u ero cocras no 0 — 0. TpeboBaHue 0 KOnbLEeobpa3sHOM NOCTPOEHUU LUTATUBA,
BapuaHTe€ C rOpU3OHTanbHbIM MOMOXEHWEeM LTaTMBA NALUWEHTKM W BKMOYEHUM B AOMOMHUTENBHYIO
KOMMMEKTHOCTb YCTPOWCTBA ANS CTepeoTakcuca OTMeYarTca CUMBOSIOM (**) u 06OCHOBLIBAKOTCA B BUAe

npunoxeHunsa K T3.

6.2 Ha otaenbHble cocTaBHble 4acTh B T3 AOMKHBI ObiTh BKMIOYEHbI CrEAYOLLME XapakTepUCTUKN
(napameTpbl):

6.2.1 LrNPu:

- METOA Npeobpa3oBaHNUA PEHTTEHOBCKOTO N300paXeHUs1 B 3MEKTPUYECKMI curHan u uudposoe
nsobpaxeHune B COOTBETCTBUM C O;

- Martepuan getekropa®;

- pa3smep pabouyero nonsi, MMxMM, HE MEHee;

- pa3smep nukcensi, MKM, He Gonee;

- NPOCTPAHCTBEHHOE Pa3peLUeHne, Nap NUH./MM, HE MEHee;

- YKUCIMO NUKCENEN NO BEPTUKANN U FTOPU3OHTANMN, LUT., HE MEHEE;

- KOHTpacTHas YyBCTBUTENbHOCTb NPU 3aAaHHo go3e B nrnockoctu LIMPU*, %, He Bonee.

MpuMeyaHue —KoHTpacTHas YyBCTBUTENBHOCTb ONPeAENAeTCca ¢ MOMOLLBK CreLMansHbLIX TeCT-06beKToB.

- reomeTpuyeckme uckaxeHusa*, %, He bonee;
- HepaBHOMEPHOCTb IPKOCTU curHana*, %, He 6onee;

- KBaHToBas addekTuBHoCTL peructpaumm (DQE) Ha oKono Hynesoi NpOCTPAHCTBEHHOM
yacrote 0,5 Mm‘1npm ykasaHHon fose B nnockoctu LIMPU, %, He meHee (N0 mMeToauke, NpuBeAEHHON B
FOCT P M3K 62220-1-2);

- pa3psigHOCTb aHanoro-undposoro npeobpasosanua (ALM), 6ut, He MeHee;

- napameTpbl OTCEeMBAIWOLLEro pacTpa* (KpOME CKaAHWUPYIOWMX MPUEMHUKOB), FIMH./CM,
OTHOLLEHWE, HE MeHee;
- BpeMs ckaHupoBaHua (ana ckaHupytowmx LIMPK), ¢, e bonee.

6.2.2 PeHTreHoBCKW u3nyyatenb C YCTPOWCTBOM hOPMUPOBAHUSI Nyyka W AONOMHUTENbHbLIMU
dUNbTPaMU PEHTIEHOBCKOTO M3Ny4YeHUs:
- OCHOBHOW MaTepuan aHoga pPeHTreHOBCKOW TPpy6bku;

- CKOPOCTb BpaLleHus aHoaa, 06./MUH, HE MEHee;

- pasmMep ¢pokyCcoB peHTreHOBCKON TPYBKM (BonbLLOro U Manoro), Mm, He Gonee;
- napameTpbl PEHTTEHOBCKON TPYOKKN ANsi KaXA0ro u3 poKycoB:

a) HOMWHarnbHas BXO4Hasi 3NeKTpuyYeckast MOLLHOCTb, KBT, He MeHee;

6) MakcumManbHoe 3HaYeHne aHOLHOTO HanpshKeHus, KB, He MeHee;

B) MakcumarnbHoe 3HavyeHue aHogHoro Toka (npu 30 kB), MA, He MeHee;

r) TENNOEMKOCTb aHoaa (ans 6onbLioro cokyca), T.E./kK, He MeHee;

- unbTpLI peHTreHosckoro nanyyeHuns (Mo, Re, Rh u gp.), cnoco6 ux sameHsl;
- MEeTOoJ CBETOBOM MHAMKALMKN yKasaTens nons obnyveHus;

- BO3MOXXHOCTb NPOBEAEHUS NMPULLENbHLIX CHUMKOB*;

- pasmep 30HbI NPULENbHBIX CHUMKOB™, MM.

6.2.3 PNy

- HOMMWHanNbHaA anekTpuyeckas MOLUHOCTb MpW aHoAHOM HanpskeHuu 30kB, makcumanbHOM
aHogHom Toke npu 30 kB n BpemeHun Harpy3ku He MeHee 1 ¢, kBT, He MeHee;
- npeaensl K3MEHEeHNs1 aHOAHOr0 HanpsiKeHus, KB, He MeHee;

- Lar \aMEeHeHUa aHO4HOro HanpsXKeHus*, kB, He Gonee;

- PEHTreHIKCMOHOMETP (Hanuuue);

- obecneyeHne aBTOMaTMYECKON PETYNIMPOBKN 403kl 0GNYYEeHUs;

- MaKcuMMarbHbIN aHOAHbIN TOK, o6ecneynBaembiin PI1Y, MA, He MeHee:;

- AnanasoH U3MEHEHNA KONUYECTBA 3neKTpuyecTsa (NPOM3BEAEHNUE TOK-BPEMST) ANA KAXKIOMo 13
hOKyCOB, MA-C, HE MEHee;

- cnoco6 YCTAHOBKM PEXMMOB 3Kcrosuuyuu (KB, MA-C): KB pyyHOW, aBTOMATU4ECKU MO
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perynupoBke MA-C, NN MONIHOCTbIO aBTOMaTUYECKNIA*;
- WHAMKALMS HEUCNPABHOCTU B criydae c60si CHUMKA™,
6.2.4 CHAMOYHbIN LUTATUB:
- KOHCTPYKTUBHOE UCMOJIHEHUE CHUMOYHOTO LUTaTUBa:
a) C-obpasHbIii ¢ BepTUKarnbHON CTOMKON;
6) konbLEeoBpasHsblii LUTaTUB*;
B) FOPU3OHTAanNbHLIN LWTATUB ANA UCCNea0BaHUIA NAUMEHTOK B NMOMOXEHUN nexa**;
- dOKyCHOE paccTosiHUe, MM, HE MEHee;
- BO3MOXHOCTb U3SMEHEHUA DOKYCHOrO paccToAHMSA™;
- AManasoH BEPTUKANbHOIO NepeMeLLEHUs LUTaTUBA OT YPOBHS NOMA, MM, HE MEHee;
- €nocob BEPTMKaNLHOTO NEpPeMELLEHUs WTaTuBa (PY4HON, 3NeKTPONPUBOI);
- AnanasoH NoBOpoOTa LUTATUBA B BEPTUKANLHON NNOCKOCTU, rpadyc, HE MEHee;
- cnoco6 NoBopoTa LuTaTUBa (PY4HOW, SMEKTPONPUBO);
- AunanasoH ycunusa KOMnpeccun MOMOYHOM Xenesbl B pexume anekrponpueoaa, H, ve Gonee;
- AunanasoH ycunusa KOMNPeccum MOSIOYHON Xenesbl B py4YHOM pexume, H, He bonee;
- WHAMUKALMS YCUIUA KOMMNPECCUN U €€ NOTPeLLUHOCTb, H;
- KO PULMUEHT reOMETPUYECKOrO YBENUUEHUS], KpaT, HE MEHeEE;
- BO3MOXHOCTb PaboTbl C NPUCTABKOM s CTepeoTakcuyeckol buoncun**.
6.2.5 PeHTreHosawutHas wupma:
- pa3mep pPEeHTreHo3aLuMTHOW 06nacTh LWnpMel, CM, HE MEHEE;
- CBUHLIOBbI/ 9KBUBANEHT MO 0CnNabneHunio PEHTIEHOBCKOTO u3ny4eHus, Mm Pb, He MeHee.
6.2.6 MNpucTaBka 4na cTepeoTakCM4yeckon Guoncun**:
- 06beM cTepeoTakcu4eckon GUONCUU (KOOPAUHATHI X, ¥, Z), MM, HE MEHeE;
- TOYHOCTb HABEAEHUA UTMbl AN B3ATUSI OMONCUIAHON NPOBLI NO OCAM X, ¥, Z, MM, HE XYXE;
- yrnbl MOBOPOTA LUTATUBA NPU CTEepeoTakcuce*, rpaayc;

- BO3MOXXHOCTb MNPOBEAEHUA naTtepanbHOW Ouoncuv npu rOPU3OHTANBLHOM MONOXeHUn C-
06pas3Horo wratuea ¢ BePTUKanNbHON CTOMKOW*.

6.2.7 APM peHTreHnabopaHTa ¢ MOHUTOPOM ANSA BU3yanu3aLuu U3o0paKeHuii:

- CUCTEMHBII Bnok:

a) TakToBas yacToTa npoueccopa, 'y, He MeHee;

6) emkocTb O3Y, 6alT, He MeHee;

B) €MKOCTb XKECTKOro gucka, 6anT, He MeHee;

- MOHUTOP (BbICOKOIO paspeLueHus):

a) Tun;

0) pasmep akpaHa, AloNM, HE MEHeE;

B) pa3Mep MaTpuLbl (paspeLleHune)*, NMKCenb, He MEeHee;

- onepaumoHHas cuctema™;

- BPEMSI 3aAepKKU BblBOAA W300paxeHust Ana nNpeaBapuUTENbHOrO NpPOCMOTpa  nocne
9KCNo3numu, ¢, He bonee;

- MMHUMarnbLHOE BPEMSA Mexay ABYMS 3KCNO3ULUAMM, C, HE Gonee.

6.2.7.1 APM Bpaua ¢ MEAULIMHCKUM MOHUTOPOM AN BU3yanu3auum usobpakeHuii:

- CUCTEMHBIIi 6nok:

a) TaKkToBasl yacrora npoueccopa, 'y, He MeHee;

0) emkocTb O3Y, 6aiT, He MeHee;

B) €MKOCTb XXECTKOro aucka, 6anT, He MeHee;

- MEeAULMHCKMI MOHUTOD:

a) pa3mep 9KpaHa, AIoNM, He MeHee;

6) MakcumanbHas ApKOCTb IKpaHa *, Ka/M?, HE MeHee;

B) pa3mep MaTpuLbl (paspeLleHune), NMKCenNb, He MeHee;

r) KOHTpAcT (OTHoLleHue «Benoe/4epHoe»), HE MeHee;

- onepaumoHHas cuctema™;

- KONIMYECTBO COXPAHAEMbIX CHUMKOB HA YXECTKOM AUCKE®, LUT., HE MEHee;

- BHELLHUIA HaKoNUTENb ANA CO3AaHMKU Konumn Ba3sbl AaHHLIX* U ero 06bLeM, 6aiiT, He MeHee;

- YCTPOMCTBO AN NONYYEHNA TBEPAbIX KOMUIA M300pakeHnii u ero Tun*;

- XapaKkTepUCTUKKU YCTPONCTBA ANS NONYYEHUs TBepAbIX KONUIM U300paXeHwii*,;

- O0UCHbLIN Na3epHbIi NPUHTEP AN NeYaTn 3aKNIYEHUN U OTYETOB.
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MpumeyaHune —B T3 Ha UudpoBoil Mammorpadr4eckuii peHTreHoBCKUI annapaT APM peHTreHnabopaHTa
(0) n APM Bpaya (0) moryT 6biTb 06befuHeHbl B 06Liee APM.

6.2.8 CMNO pgomkHO obecneynsarTsb:

6.2.8.1 YnpaBneuue pexumamu paboTbl UUPPOBOr0O Mammorpachmyeckoro pPeHTreHOBCKOro
annaparta u ero KOMMNOHEHTOB, B TOM YMCre, NPUCTaBKOW ANA CTepeoTakcudeckoi Buoncum (npu ee
Hanu4un);

6.2.8.2 ABTOMaTU3MPOBaHHbLIA MHTEPAKTUBHLIA pacyeT 3PAEKTUBHON A03bl 0BNydYeHns naumeHTa
Ha ocHoBaHuu MY 2.6.1.2944 0;

6.2.8.3 BegeHune 6a3sbl AaHHbIX MAUUEHTOB M pPe3ynbTaToB MX 00CneaoBaHMin C BHECEHUEM B Hee
3HaYEeHUIN NOrnOLWEeHHON A03bl, NONYYEHHOW NALUMEHTOM 3a KaXablii CHUMOK M 3a BCe 00Cne0BaHNUE;

6.2.8.4 Busyanusaumio CHUMKOB BbIOPAHHOrO nNaUUEHTa CO CReayLWMMU  BO3MOXHOCTSIMU
06paboTkn 306pakeHuns:

- aBTOMaTM4eckass HopManu3auus SpKOCTM U KOHTpacta HabniogaeMoro Ha  3KpaHe
N300 paXkeHus;

- U3MEHEHUA APKOCTU U KOHTpacTa BCero n3obpaxeHus (unu BoibpaHHoro pparmeHTa*);

- U3MeHeHue maciutaba Bcero u3obpaxkeHusi (Mnu BelGpaHHoO o6nacTu®);

- WHBEPTMPOBAaHME (MO3UTUB/HETATUB) BCETO M300paXKeHUs (UNK BbIAENEHHOFO hparmeHTa*);

- npoBegeHWe Ha u300paxeHun wuaMepeHun (pasmep, MnowWaab, Yrfbl, OTHOCMTENbHAas
NMOTHOCTL, CPeHee 3HaYeHne APKOCTH, CpeaHeKBagpaTu4Hoe oTkrnoHeHune u ap.) (ana APM spaua);

6.2.8.5 MNpoBeaeHne aBTOMaTUYECKOrO aHanM3a M3ootpakeHui ¢ Uenblo BbiSIBNIEHUS1 U BU3yaribHOTO
BblAENEeHNs 04aroB BO3MOXHbIX MATONOrMiM (MMKpOKanbUuHaThl, yNnnoTHeHna)* (ana APM Bpava);

6.2.8.6 dopmupoBaHme u300paKEHWn M COMPOBOAUTENLHLIX AaHHbIX B ¢hopmate DICOM ans
nepeaady ux Ha neyaTb ¥ BHELLUHUM NOTpebuTensm;

6.2.8.7 dopmupoBaHue 3aKnoYeHui No pedynstTatam obcneaoBaHuii NALUEHTOB C UCMOMNb30BAHUEM
wabnoHos* (ans APM Bpaua);

6.2.8.8 CocraBneHune craHa4apTM30BaHHbIX CTaTUCTMYECKMX OTYETOB M CNPaBOK O NPOBEAEHHbLIX HA
annapate mammorpaduyecknx uccneaosanunsax® (onsa APM epava).

MpuMeyaHue —DopMy HECTaHAAPTU3OBAHHBIX OTYETOB U CNPABOK NPE/JOCTABNAET 3aKa3uuK.
6.2.9 [lononHutensHoe 0bopyaoBaHue.

MpnmevyaHune —  3anonHAeTcA B COOTBETCTBUM C  BapuaHTOM  MOCTPoeHUs  LndpoBoro
Mammorpadudeckoro annaparta u notpebHocTamMu 3akasyuka (JINY).

6.2.10 Macca*, «r.
6.2.11 MaBGapuTHblE pasmepbl*, MM.

MpumeyaHune — TpeboaHua O u O onNpeaenAalOTCA KOHCTPYKUMEN M3AEnus, He BNUSAIOT Ha KadyecTBo
[MarHoCTUKK, 3aMoHSAOTCS, Kak Npasuno, ANA NepeBo3nMLIX U NEPEABIKHBIX annapaTos.

6.2.12 XapaKkTepuCTuK/ 3NEKTPONUTaAHUA:

- HanpskeHue nutauus, B;

- yacroTa, 'u;

- notpebrsemasn MOLLHOCTb (pabounii pexxum/pexxum oxuaaHus), kBA, He Gonee.

6.2.13 MapaHTUIHbLIN CPOK IKCnyarauum, feT, He MeHee.

6.2.14 HopmaTuBHbIVM CPOK 3KCMyaTauuu, feT, He MeHee.

6.3 T[lepeyeHb HOPMATUBHbIX JOOKYMEHTOB, KOTOpPbIM JOMDKEH COOTBETCTBOBATL LUPpOBON

MaMmMorpaduyeckuii peHTreHOBCKUI annapar, NpuBeaeH B NPUINOXeHUN A.

7 Tpeb6oBaHusA K 0pOpPMIIEHUIO TEXHUYECKOIro 3aaaHus

7.1 TNpuMep MeanKO-TEXHUHECKUX XapakKTepUCTUK LIMPPOBOro MaMMOrpadmyeckoro peHTreHOBCKOro
annapaTa npuBefeH B NpunoxxeHun b.

7.2 BO3MOXHO BKMOYEHWE AONOMHUTENbHLIX TPeBGOBaHUI (He yKkasaHHbIX B HACTOSALEM CTaHaapTe),
000CHOBAHHbIX 3aKa34MKOM C NO3MUMWA NPOBEAEHWs HeoOXOAUMbIX WCCrneaoBaHWA B COOTBETCTBUM C
npodunem JY.
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Mpunoxexue A
(o6s3aTENnbHOE)

MNepevyeHb HOPMATUBHbIX AOKYMEHTOB,
KOTOPbIM AOJMKEeH COOTBETCTBOBaTb PEHTIEHOBCKMM MamMmmorpadpuyeckmin annapar ¢
undpoBOMn perncTpaumnen n3odbpaxeHus

Tabnuya AA1
O6o3HadveHne HaumeHoBaHuWe
FOCT IEC 62220-1-2011 MN3pgenus meauuuHcKMe anekTpudeckme. XapakTepucTuku

LM pPOBbLIX NPUEMHUKOB PEHTTEHOBCKOrO M300paxeHus. Yactb
1. OnpeaeneHne KBaHTOBOW 9PPEKTUBHOCTU perncrpauuu
FOCT P MOK 60601-1-2010 M3penus mMeauumHckmne anekTpuyeckue. Yacte 1. O6wme
TpeboBaHusa besonacHoCTH c y4yeToM OCHOBHbIX
DYHKUMOHAIBHBIX XapaKTepUCTUK

FOCT P M3K 60601-1-2-2014 M3penus meauumHckne anektpuyeckume. Yactb 1-2. O6wpme
TpeboBaHus GesonacHocTu c yyeToM OCHOBHbIX
PYHKLMOHAaMNbHbLIX XapakTepucTuk. MNapannenbHbln cTaHaapT.
onekTpomarHuTHas COBMECTUMOCTb. TpeboBaHus n
ucnblTaHnAa

FOCT P M3K 60601-1-3-2013 M3penus MeauumHckue anekTpuyeckue. Yactb 1-3. O6wume
TpeboBaHusa OesonacHoCTH c y4yeTOM OCHOBHbIX
PYHKLMOHANbHbIX XapakTepUCTUK. LononHuTenbHbIN
cTaHaapT. 3awmTta OT M3MNyYeHuss B  AUArHOCTUYECKUX
PEHTreHOBCKMUX annaparax

[OCT P M3K 60601-2-45-2014 MN3penus meanumHckue anekTpuyeckne. YactHole TpeboBaHns
0e30MacHOCTM € YYETOM  OCHOBHbIX  (DYHKLMOHANbHbIX
XapakTepucTuKk K MamMorpadu4yeckum  PEeHTreHOBCKUM
annapatam ¥ Mammorpaduyeckum  yctpouctsam  Ans

cTepeoTakcuca

FOCT P M3K 61267-2001 Annapatbl PEHTrEeHOBCKME MEAMLUMHCKME AMarHocTu4eckue.
YcnoBusi u3ny4eHust npu onpeaeneHun XxapakTepucTuk

FOCT P M3K 62220-1-2—-2010 MN3penns MeauuuHcKkue anekTpuyeckue. XapakTepuCTUKU

YCTPOWCTB  ANA  MONYYEHUSS LUMAPPOBbLIX PEHTTEHOBCKUX
n3obpaxeHun. Yactb 1-2. OnpeageneHne  KBaHTOBOM
a(hekTuBHOCTN pernctpaumu. [eTekTopbl, UCNONb3yeMble
npu mammorpaduu

MY 2.6.1.2944-11 [1] KoHTponb 9d)heKkTUBHbLIX 403 OOny4eHus nauueHToB npu
nposeaeHnn MEeANLIMHCKNX PEHTreHONI0rn4YeCcKnx
nceneaoBaHun

HPB-99/2009 [2] HopmMbl paguaunoHHo 6e30nacHoCTH

CaHnlluH 2.6.1.1192-03 [3] FrneHndyeckne TpeboBaHUSA K YCTPOWCTBY W 3KcniyaTauuu

PEHTTeHOBCKMX KabMHETOB, annapatoB W  NPOBEAEHUIO
PEHTIEHONOrN4ecKUX ccrneaoBaHui
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Mpunoxexue b
(cnpaBoyYHOe)

MNpumep MeanKO-TEXHMYECKUX XapaKTepPUCTUK
PEeHTreHOBCKOro mammorpaduyeckoro annapara
¢ uncpoBON peructTpaumen U3oopaxkKeHus

NMpumevaHune — MNpueseaeHHsle B Tabnuue B.1 KONUYECTBEHHLIE U KaYEeCTBEHHLIE 3HAYEHUS! XapaKTepUcTUK
HOCAT MHDOPMALMOHHEIN XapaKTep.

Tabnuuya B.1
XapakrepucTtuka (napameTp) 3HayeHune
1 BapuaHT nocTpoeHus uudpoBoro MaMmmorpacuyeckoro PeHTreHOBCKOTO annapara: Hanuuyue
Mammorpad co CHUMOYHLIM LWTaTnBoM C-06pasHoi HopMbl C LUPPOBLIM MATPUYHBLIM
nnockonaHesnbHblM AETEKTOPOM HEMPsIMOro npeobpas’oBaHMA M YCTPOWCTBOM Ans
CTepeoTakcu4ieckor Guoncum
2 LMNPH Hanuune
- MeToA npeobpasoBaHUsA PEHTIEHOBCKOTO N306paXeHns B 3NeKTPUYECKUA CUrHan u Henpamoe
uudppoBoe nsobpaxeHue npeobpa3soBa
Hue
- martepuan geTtekropa AMOP®HBbIN
KpeMHUM
(a-Si) +
CLMHUUNATOP
Csl
- pasmep pabo4dero nonsA, MMxMM, HE MEHee 170 x 235
- pasmep nuKcensi, MKM, He 6onee 85
- NPOCTPAHCTBEHHOE paspeLleHne, nap nuH./MM, He MeHee 5,8
- YMCNO NUKCenew no BepTUKanu U ropu3oHTanu, LWT., He MeHee 2000 x 2764
- KOHTpacTHasa YyBCTBUTENbHOCTL Npu Aose B nnockoctu LINPU 0,1mIMp, %, He 1,7
bonee
- reoMeTpuyeckue uckaxxeHus, %, He bonee 2
- HepaBHOMEPHOCTb APKOCTW curHana, %, He bonee 10
- KBaHTOBas apPeKkTUBHOCTL peructpaummn (DQE) Ha okono Hyneson 60
NPOCTPaHCTBEHHON YacToTe 0,5 MM~ NPy 403€ B NMOCKOCTH LnPW 0,1 Mp, %, He
MeHee
- paspsagHocTb ALMM, 6uT, He MeHee 14
- napamMeTpbl OTCeUBAIOLLEro pacTpa, MUH./CM, OTHOLLEHWE, HE MeHee 36, 6:1
3 PEHTreHoBCKWIA  m3ny4atens G YCTPOWCTBOM  (DOPMUPOBaHWSA  Nyyka W Hanuune
A0NONHWUTENMBHBEIMU PUNLTPAMU PEHTITEHOBCKOIO M3NyYeHust
- OCHOBHOW MaTepuan aHoja peHTreHOBCKOW TPyOKu Bonbdpam /
MonuoéaeH
- CKOpPOCTb BpaLleHusi aHoaa, 06./M1H, He MeHee 2700
- pasmep OoKyCcOB PEHTFeHOBCKOM 60nbLLOW 0,3%x0,3
TpyOKu, MM, He Gonee Manemi 01x01
- napameTpbl PEHTFEHOBCKOW TPYOKU ANs1 | HOMMHANbHAs BXOAHASA 3MEKTPUYECKas! 3,0
GonbLioro dokyca MOLLIHOCTb, KBT, HEe MeHee
MaKkCcMManbHOE 3HAYEeHNe aHOAHOro 40
HanpsHxeHus, kB, He meHee
MaKCMMarnbHOE 3HaYeHWe aHOAHOro TOoKa 100
(npu 30 kB), MA, He MeHee
TennoemkocTb aHoaa, T.E./k[x, He 300 TBIC./220

MEHEe
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Mpogomkenune Tabnuubl 5.1

Xapakrepuctuka (napameTp) 3HayeHune
- napameTpbl PEHTTEHOBCKON TPYOKM AN | HOMMHAaNbHAas BXOAHANA aNeKTpudeckas 0,7
Manoro ¢gokyca MOLLIHOCTh, KBT, HE MEHee
MaKCUMarnbHOE 3Ha4YEeHNe aHOHOro 40
HanpsxeHus, kB, He meHee
MakKkcuMaribHoe 3Ha4YeHue aHoAHOro 25
Toka (npu 30 kB), MA, He MeHee
- (OUNLTPbI PEHTTEHOBCKOTO M3MNy4YeHUs, CNOcod MX 3ameHbl 50 Mkm Rh,
PY4YHOU
- METOA CBETOBOW MHAMKALMM yKasaTensa nons oonyveHus FanoreHHas
namna, nuéo
nasepHbin
nons
obny4eHus
- BO3MOXHOCTb NPOBEAEHUS NPULENbHBIX CHUMKOB Hanuuue
- pasmep 30HbI NPULESIbHLIX CHUMKOB, MM, HE MEHee 50 x 50
4 PNy Hanuuue
- HOMUWHanbHas anekTpuyeckas mowHocTb (Npu 30 kB, 100 MA, 1 ¢), kBT, HE MeHee 3,0
- npeaenbl U3MEHEHUS aHOAHOrO HanpsbkeHus, KB, He meHee 23-35
- Luar \3MeHeHUsl aHOAHOTO HanpsaXeHusa, kB, He meHee 1,0
- PEHTreH9KCMOHOMETP Hanunune
- obecneyeHne aBTOMaTUYECKON perynMpoBKM A03bl 06nydeHus O6ecneveHue
- MakcumarnbHbIl aHOAHbIN TOK, 06ecneunsaemsbiii PIY, MA, He MeHee 100
- AManasoH U3MEHEHUS KONMUYECTBa dNEKTPUYECTBa GonbLoii hokyc 2-500
(npousBeaeHne TOK-Bpems) AN Kaxaoro us hokycos, MA-C, He
MeHee Manbii Pokyc 2-140
- Cnocob yCTaHOBKM YCNOBMI aKkeno3uumu (kB, MA-C) KB pyuHoWn,
aBTOMATUYECKUIA
no perynupoBke
MA-C
1 MOJTHOCTbIO
aBTOMAaTU4ECKON
- MHAMKaLMA HEUCMPABHOCTU B criydae cb6osi CHUMKa Hanuune
5 CHUMOYHBIN LWITaTUB Hanuuue
- KOHCTPYKTMBHO€ MUCNOSIHEHWE CHUMOYHOrIO LUTaTUBAa C-o6pasHbiii ¢
BEPTUKASIbHOM
CTOMKOW
- (hOKyCHOE paccTosiHne, MM, HEe MEeHee 650
- BO3MOXHOCTb U3MEHEHUSI (POKYCHOro pacCTOSHUS Hanunune
- AnanasoH BEPTUKaNbHOIo NepeMeLleH LLITaTuBa OT YPOBHA NoNa, MM, HE MEHee 700 - 1500
- €cNoco6 BEPTUKANBbHOIO NepemMeLLeHus LuTaTuea OnekTponpusoa
- AnanasoH NOBOPOTA LUTATUBA B BEPTUKANbHON NANOCKOCTU, rPaayc, He MeHee +90
- €cnoco6 noBopoTa wraTuBa (Py4YHOI, anNeKTponpusoa) Py4Hon
- ANanasoH ycunus KOMNpeccumn MOJIOYHON Xenesbl B peXxume anekTponpueoaa, H, 0-200
He Gonee
- ANanasoH ycunus KOMNpeccumn MOJIOYHON Xenesbl B Py4HOM pexume, H, He Gonee 0-300
- MHAUKALUA YCUIIUA KOMMPECCUM M ee NOrpeLlHoCcTb, H, He Bonee Hanuuue,
+20
- KO3(PPUUUEHT reoMeTpUUECKOro yBenu4eHus, KpaTt, He MeHee 1,8
- BO3MOXXHOCTb paboTbl C NPUCTABKON ANA CTepeoTakcuyeckon Guoncum Hanuune
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lNpodomxeHue mabnuupi 6.1

Xapakrepuctuka (napameTp) 3HaveHune
6 PeHTreHo3awmTHas wmpma Hanuuune
- pa3Mmep pPeHTreHO3aLlUTHON 06nacTu LWMPMbI, CM, HE MEHee 185 x 60
- CBMHLIOBbLIii SKBMBAMNEHT NO OCMAaGMNEHWI0 PEHTIEHOBCKOTO M3ny4eHusi, Mm Pb, He 0,08
MeHee
7 MNpucTaBka ans crepeoTakcuueckol duoncumn Hanuuue
- 00beM crepeoTakcuyeckoi Guoncum (KOOpAUHATHI X, ¥, Z), MM, HE MEHee 50 x 40 x 90
- TOYHOCTb HaBEAEHUS UMbl AN B3ATUS OMONCUIAHOM NPOBbl MO OCAM X, ¥, Z, MM, HE +1
Xyxe
- yrnbl NOBOPOTA LUTATUBA NPU CTepeoTakcuce, rpagyc +15
- BO3MOXHOCTb NPOBEJEHUS natepanbHOi BUoncumu Npu ropu3oHTaNLHOM NOMOXEHUN Hert
C-06pa3sHoro wrarmea ¢ BEpTUKanbHON CTOWKON
8 APM peHTtrennabopaHTa ¢ MOHUTOPOM Ans BU3yanu3auum nzobpaxeHui Hanuuue
- CUCTEMHbIN TaKToBas yacroTa npoueccopa, ['Tu, He MeHee 2,0
Bnok eMkoctb O3Y, 6anT, He MeHee 1,0
€MKOCTb XXECTKOro gucka, Thant, He MeHee 1,0
- MOHUTOP TN LCD
pasMep aKpaHa, AI0hM, He MeHee 19
pasmep maTpuubl (paspeLleHune), NUKCENb, He MeHee 1600 x 1200
- onepauMoHHada cuctema Windows 7
WU Bblle
- BpeMA 3aAEepXKu BbIBOAA M30DpaXkeHus Ang npeaBapuTenbHOro NPocMoTpa nocre 10
3Kcno3mumu, ¢, He Gonee
- MUHUMarnbHOE BPEMS MeXay ABYMS IKCNO3uLmaMU, ¢, He Gonee 30
8.1 APM Bpaya ¢ MEAULIMHCKUM MOHUTOPOM ANA BU3yanu3auum n3odpakeHumn Hanunuune
- CUCTEMHbIN TaKkToBas yacrora npoueccopa, 'y, He meHee 2,0
6nok emkocTb O3Y, GaiiT, He MeHee 2,0
E€MKOCTb XECTKOro aucka, Toant, He MeHee 1,5
- MOHUTOp pa3mep aKpaHa, AIONM, HE MEeHee 19
MaKcUMalbHas APKOCTb 9KpaHa (Pa3peLeHne), Ka/M°, He MeHee 1000
pasmep mMatpuubl (paspeLleHue), MUKCENb, He MeHee 2560 x 2048
KOHTpacT (0THOLWEeHne «Benoe/MepHoey), HE MeHee 800:1
- ornepauuoHHas cucTema Windows 7
WU Bbile
- KONM4eCTBO COXPaHAEMbIX CHUMKOB Ha XXECTKOM AUCKE, LUT., HE MeHee 30 000
- BHELUHWIA HaKOMWUTEMb ANSA CO34aHMA 3NEKTPOHHOM KOnuKU 6a3sbl AAHHBIX U ero Hanuuue,
o6bem, TOalT, He MeHee 4.0
- YCTPOWCTBO ANA NONYYEHUst TBEPAbIX KONUI U300pakeHun U ero Tun Hanwnuue,
TEPMONPUHT
ep
- XapakTepUCTMKN YCTPOMNCTBA AN NOMyYeHUs TBEPAbIX KONWUI U3006paxeHui - dhopmart
8 x 10 gonm
(202 x 253
MM); -
paspelueHue
HE MeHee
500 Touek Ha
AIOWM;
- onTu4yeckas
NIOTHOCTb
0,24-3,60;
- nucToBas
Tepmobymar
a
- OhMCHbIN NasepHbI NPUHTEP ANSA NEYaTU 3aKMIOYEHUN U OTHETOB Hanuuue
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Okon4yaHue mabnuubi b.1

XapakTepucTuka (napameTp) 3HaYeHne
9 CMNO ana APM Hanuune
9.1 YnpasneHue pexxumamu paboTbl LMPOBOro MaMMorpau4ecKkoro peHTreHOBCKOro Hanuuue
annapata u ero KOMMOHEHTOB, B TOM 4MCre, NMPUCTaBKON AN CTepeoTaKCU4ecKoi
Buoncuu (Npu ee HanmMyum)
9.2 ABTOMaTU3NPOBAHHbLIA WHTEPAKTUBHbLIA pacyeT 3PEKTUBHON A03bl 0ONydYeHus Hanuuue
naumeHTa Ha ocHoBaHuu MY 2.6.1.2944
9.3 BeaeHune 6asbl JaHHLIX NALUEHTOB M PEe3yNbTaToB MX 06CNei0BaHnin C BHECEHNEM Hanu4yue
B HE€ 3HAYEHMIA NMOTMOLLEHHON A03bl, NOMYYEeHHON NaLUeHTOM 38 KaXKablli CHUMOK 1 3a
Bce obcnenoBaHue
9.4 Busyanusaumsa CHUMKOB BbIGPaHHOrO NauMeHTa co CneayloLmMmMu BO3MOXHOCTSIMU Hanunune
06paboTku uzobpaxkeHus
- aBTOMaTM4yeckasi Hopmanu3auus ApKOCTU M KOHTpacTa Habniogaemoro Ha 3kpaHe Hanunuue
n306paxkeHusi
- U3MEHEHUs APKOCTU U KOHTpAacTa BCEro n3otpa)keHus Hanunuue
- n3MeHeHue macluraba Bcero nsobpaxxeHus Hanuune
- WHBEPTUPOBAHMWE (NO3UTUB/HEraTUB) BCEr0 M300paxxeHus Hanuune
- npoBeAeHue Ha u3obpaxkeHUn nMepeHui (pasmep, NNOWaadb, yribl, OTHOCUTENbHAs Hanuuune
NMNOTHOCTb, CPEeAHee 3Ha4YeHWe APKOCTU, CPeAHeKBaApaTUYHOE OTKIIOHEHWE U Ap.)
(ansa APM Bpaua)
9.5 MNpoBegeHne aBTOMATUYECKOTO aHanu3a KU300paxeHui C Lenbi0 BbISIBIIEHUS U Hanuuue
BM3yamnbHOro BbIAENEHUA 04aroB BO3MOXHbLIX NATONOrMN  (MUKPOKanbLUHATI,
ynnotHeHus) (ana APM spa4a)
9.6 dopmupoBaHue n3oOpaxKeHuin n CONPOBOAUTENbHLIX AAHHLIX B hopmate DICOM Hanuuue,
AN nepeaaYu Ux Ha NeYaTb U BHELLHUM NOoTpedutensam DICOM 3.0
9.7 dopmupoBaHMe 3aknOYEeHUM No pesynbtataMm o06cneaoBaHMsl NAUMEHTOB C Hanuune
ucnonb30BaHuemM wabnoHos (ana APM Bpaya)
9.8 CocrasneHue CTaHAAPTU3UPOBAHHbLIX CTaTUCTUYECKMX OTYETOB M CMpPaBOK O Hanuune
nNpoBeAEeHHbIX HA annapare Mammorpaduyeckux uccnegosanusax (ang APM epava)
10 JononHutensHoe 06opyaoBaHne Hanunuue
- 3anosiHaeTcs B COOTBETCTBUM C BAPUMAHTOM MOCTPOEHUS LMppoBoro —
MaMmMorpaduy4eckoro annapara u notpebHocTamu 3akasduunka (JIry)
11 Macca, kr *
12 FabapuTHble pasmepbl, MM *
13 XapakTepucTukn anekTponuTaHms Hanuuune
- HanpshkeHue nuTaHus, B 220 £ 10%
- vacroTa, 'y 50
- notpebnsemasi MOLLUHOCTb, KBA, pabounin pexumm (KpaTkoBpPeMEHHbIN) 5,0
He MeHee PEXUM OXMAaHUA 0,5
14 MapaHTUIiHbIN CPOK 3KCMyaTauuu, feT, He MeHee 15
15 HopmaTuBHbIN CPOK SKChnyaTayuu, feT, He MeHee 6

MpuMmedaHue — 3HayeHWs xapakTepucTuK (NapameTpoB) B Tabnuue B.1 o6o3HayeHHble (*) onpegenstoTes
KOHCTpYKLMeN M3fenus, He BIUSAIOT Ha KayecTBO AMarHoCTUKM, 3amOonHATCS, Kak NpaBuno, 4MsS NepeBo3nMbIX Y

nepeBuXHbIX annapaTos.
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MEeAULUMHCKUX PEHTTEHONOrMYeckux uccnegosanumn, — M3 u CP, 2013

[2] HPB-99/2009 HopMbI paguaunMoHHON 6e30nacHOCTH
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kabuHeTOB, annapaToB 1 NPOBEAEHUIO PEHTIEHONOMMYECKUX uccnegosanuii, — M3 Po, 2003
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YK 615.47:006.354 OKC 11.040.50 OKI194 4220

KnioueBble cnosa: GuONCUiiHAs urna, peHTreHoBckas TpyOka, peHTreHOBCKOe usobpaeHue, uudpoBas
MaTpuua, uupposoin mammorpady
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