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Mpeancnosune

1 PA3BPABOTAH O6wecTBOM C OrpaHMYeHHO OTBETCTBEHHOCTLID «MepaTtexcTaHgapT» (OO0 «Meg-
TEXCTaHAAPT»)

2 BHECEH TexHuuyeckum komuteTOM Mo cTaHfaptusaumm TK 411 «Annapatbl U obopyfosaHue Ans
Ny4eBOW ANMarHoCTukM, Tepanuun n 4o3nMeTpumn»

3 YTBEPX/JEH W BBEJEH B JEWCTBUE Mpukasom ®efepasbHOr0 areHTcTa N0 TeXHUHYEeCKOMy
perynnpoBaHuto 1 MmeTposornu ot 5 oktabpsa 2015 r. N9 1452-ct

4 BBEJEH BIMEPBbIE

MpaBuna npumeHeHna HacTosAW ero crtaHgaprta yctaHoBneHol B FTOCT P 1.0—2012 (pa3gen 8).
WHopmauus 06 nameHeHusx kK HacTosAWweMy cTaHfapTy ny6anKyeTca B eXerogHom (N0 COCTOAHUI0 Ha
1saHBapsa Tekyl, ero roga) MHPOpPMaLMOHHOM yKasaTtene «HauuoHanbHble cTaHaapThl». a ouumanbI<blii
TEKCT W3MEHEHWA W MonpaBoK — B EXeMeCAYHOM WH(OPMAaUMOHHOM YykasaTene «HauuoHanbHble
cTaHpapTbl». B cnyvae nepecmoTpa (3aMeHbl) WM OTMEHbl  HacTosWero craHpapra
cooTBeTCTBYylOlLee yBeAoMeHne 6yaeT ony6AnkoBaHO B OGAMXaiwem BbINyCke €XeMecA4yHOro
MH(OPMAaLMOHHOIO ykasatensa «HauyuoHanbHble cTaHgapTbli». CooTBeTCTBYylLWasa wHhopmaums,
yBeZlOM/IEHNEe N TEKCThl pasMelLalnTcs TakXe B MH(OPMaLMOHHO cucTeMe 06LLero nonb3oBaHUa — Ha
ohuumnanbHoM caiiTe ®efepanbHOro areHTCTBa N0 TEXHUYECKOMY pPerynvpoBaHuio U MeTponornun B
cetn NHTepHeT (mvw.gost.ru)

© CraHgapTuHdgopm. 2016

HaCTOFlUJ,VIVI CTaHOapT HEe MOXeT ObITb NOMIHOCTLIO WU YaCTUYHO BOCnpouseseaeH, TUpaxupoBaH U
pacnpocTpaHeH B Ka4decCcTBe Od)VILI,VIal'IbHOI'O n3gaHna 6e3 paspeweHnsa qDe,qepaanoro areHTcTtea no
TeXHUYEeCKOMY perynnpoBaHuio n MeTponormm
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BeBepneHne

HacTtoswumii cTaHaapT ycTaHaB/IMBaeT OCHOBHbIe TPeGoBaHWs, KOTOPble 4O/MKHbI COAEPXAaTbCA B TEX-
HUYECKMX 3aAaHusX ANA rocyAapCTBEHHbIX 3aKyrnok 060pyAoBaHusi «FamMa-HOX» A5 Ny4yeBOil Tepanuu.
Mpy NpoBeAeHUN KOHKYPCHbIX ayKLMOHOB B TEHAEPHbIE 3afaHuvsi Mo 3akynke AaHHbIX annapaTtoB Ans nyve-
BOIl Tepanuu B psje CayvyaeB BKIOYAOTCA TeXHUUYECKME TPeGoBaHWUs, He COOTBETCTBYIOLLME HA3HAYEHUIO
3aKyrnaemoro o6opyAoBaHuUs: NM60 U3MULIHE KOHKPETU3NPOBAHHbLIE U U30bITOYHbIE, TMG0 KOCBEHHO OTHOCS-
Lpecs K ero noTpebuTesnlbCkMM CBOCTBaM. HacToAwmii cTaHAapT HanpaeieH Ha TO. YTO6bl YNoOpPsA0UUTH
CNOXMBLUYIOCS NPAKTUKY MOATOTOBKM TEXHUUYECKUX TPeGOoBaHU A8 rocyAapCTBEHHbIX 3aKymokK.

MexzyHapoaHbIX aHasioroB CTaH4apTy He CyLiecTBYeT. HacToswwmil cTaHgapT oTpaxaeTt cneundmky
0TEYECTBEHHbIX (DOPM FOCYAAPCTBEHHbLIX 3aKYNOK MEeAULMHCKOro 060pyf0BaHUS M MOXET 6blTb TONbKO
HaLMOHANbHBIM JOKYMEHTOM.
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HAUWOHANBbHbBIA CTAHAAPT POCCUWUCKOW OGEAEPALWUMN

N3AENNA MEANUMHCKUE SNTEKTPUYECKWE
«FaMMa-HOXW» A1 NyYeBO Tepanumn
TexHu4yeckne Tpe6oBaHNA 41 TOCYAAPCTBEHHbIX 3aKynok

Medical electrical equipment. Gamma-knifes for radiotherapy.
Technical requirements for governmental purchases

fata eBefeHns — 2016—09—01

1 06nacTb pacnpocTpaHeHus n Lenb

HacTtoswmii cTaHgapT ycTaHaBnmMBaeT 06Lwme TpeboBaHns K NOArOTOBKe TexHuyecknx 3aganuii (T3) n
nx ochopmIEHNO NpY NPOBEAEHUUN FTOCYAAPCTBEHHbLIX 3aKynoK MeauuuHckoro obopyaosaHus (MO) «lMamma-
HOXW» AN Ny4yeBoi Tepanuu.

Pab6oTa annapata «lamma-HOX» 4N Nly4eBOl Tepanun OCHOBaHa Ha pagvosiornyeckom adpdpekte,
NPOU3BOAMMOM B TKaHAX OMyXO/U ramma-usnyvyeHunem nctodHukoB Co-60. B cTepeoTakcuyeckoli pagvnoxu-
pypruyeckoli cucteme wucnonb3yeTcs 0coboe pacnpefeneHne WCTOYHUKOB u3fnydveHus. [JuHamuyeckas
KOHMYeckast hOKyCcMpoBKa, NPy KOTOPOU HECKO/IbKO MCTOYHUKOB BpallaTcs BOKPYr OAHO OCW. NPUBOAMUT K
3thhekTMBHOMY pacnpefeneHunto 4o3bl 06/1y4eH s, NydeBoe BO3AeiNCTBUE Ha 6in3nexalyme TKaHu CHUXEHO
[0 MakCcumasibHOro YpPOBHS, & YPOBEHb [03bl B TKAHAX ONyXO/NW AOCTATOYHO BbICOK A/1 €€ YHUUTOXEHUS.
Mogaundmkaums pacnpegeneHus 1M30[03bl focTuraetcs 6narogapsi MCNofb30BaHUIO KOMOGUHALUKU  U30-
LEeHTPOB (C NOMOLLbI PasNUYHbIX KO/IMMATOPOB), pas3/iMyHbIX 0Kannsaunin u pasnnyHoro BpeMeHn npe-
6GbIBaHUSI UCTOYHUKOB. MNauveHTa yknadbiBatoT Ha CTO/, F0N10BY (DUKCUPYIOT B CUCTEME MO3ULMOHUPOBAHUS.
CTepeoTakcmyeckas pama Ha rosioBe nauneHTa onpegenseT KOOpAWHATHY CUCTEMY.

Mcnonb3yloT pyyHyo UM aBToOMaTUYeCKyo CUCTEMY NO3ULMOHNPOBaHUS.

2 HopmaTuBHbIE CChINKK

B HacTosALem cTaHAapTe UCnosib30BaHbl HOPMATUBHBIE CCbINIKM Ha criefyloline cTaHgapTbl:

FOCT P 55719—2013 V3genua MefuUUHCKUe anekTpuyeckme. TpeboBaHUs K cofepxaHunio n ohopm-
NeHNI0 TeXHUYECKNX 3aAaHnii ANA KOHKYPCHOW [OKYMeHTauuu npu npoBeAeHnn rocyfapCTBEHHbIX 3aKynok
BbICOKOTEXHO/IOFMYECKOro MeAMLMHCKOro 060pyaoBaHmns

FOCT P M3K 60601-1-2—2013 (M3K 60601-1-2:2007) M3genus meauumHckmMe anekTpuyeckue. Yactb 1-2.
O6uwune TpeboBaHNA 6e30MNacHOCTM C YYETOM OCHOBHbIX (PYHKLMOHA/bHBIX XapakTepucTuk. [Jonon-
HUTENbHbIA CcTaHJapT. DNeKTPOMarHuTHasi COBMECTUMOCTb. TpeboBaHNA N MeToAbl UCMbITaHWI

FOCT P M3K 60601-1—2010 W3genusa meanumHckne anektpudeckne. Yactb 1. Obwme TpeboBaHus
6€30MacHOCTM C YH4ETOM OCHOBHbIX (DYHKLMOHA/IbHbIX XapakTepucTmk

FOCT IEC 60601-1-1—2011 WN3penua meguuuHckue anektpuyeckue. Yactb 1-1. Obwme TpeboBaHus
6e3onacHocTn. TpeboBaHNA 6€30MacHOCTY K MeAULIMHCXMM 3/1IEKTPUYECKNM cucTemMam

FOCT P M3K/TO 60788—2009 N3penua meauumHckue anekTpuyeckue. Cnosapb

FOCT P 50444—92 lMpubopsbl, annapatbl 1 060pyfoBaHne meauuuHckue. O6Line TexHUu4eckne ycio-
BUS

FOCT 30324.0.4— 2002 Vi3penusa anektpuyeckne meguuuHckne. Yactb 4. Obwue TpeboBaHus 6e30-
nacHoctu. TpeboBaHnA 6€30NacCHOCTU K NporpamMMmMpyeMbiM MeAULMHCKUM 3NEKTPOHHbIM cucTemam

FOCT 30324.11—2002 N3penus anekTpuyeckme meguumnHckme. Yactb 2 .HYacTHble TpeboBaHus 6e30-
MacHOCTW K raMma-TeparnesTUYeckuM annaparam

FOCT IEC 61217—2012 AnnapaTbl AUCTaHUMOHHbIE ANA Ny4eBoil Tepanun. KoopauHaTtbl, ABWXEHUS
1 LWKasTbl

MpumeuyuaHne — lNpu NOAb30BAHUN HACTOALWMM CTaHAAPTOM Lie/ieco06pasHO NpoBepuTb AeiicTBue
CCbI/1I0YHbIX CTaHOapTOB B MHCDOpMaLlMOHHOIZ cucrteme 06u4ero NnoNib3oBaHUA — Ha Od)l/ILmaJ'IbHOM calite depepanbHoOro
areHTcTea no TeXHUYECKOMY perysimposaHnio U MeTposiormn B cetun |/|HTepHeT nnn no exerogHomy VIHCbOpMaLI,VIOHHOMy
yKkasaTeno «HaunoHanbHble cTaH4apTbl», KOTOPbIA ONy6/MKOBAH MO COCTOAHWIO Ha 1 AHBapsa Tekylero roga, v no
BbINyCKaM eXeMeCcs4YHOro MHPOopMaLNOHHOro ykasatens «HauvoHanbHble CTaHAapTbi» 3a TEKYLWNiA rod. Ecnu 3aMeHeH
CCbI/IOYHbI CTaHAapT, Ha KOTOprVI AaHa HefaTnpoBaHHasA CCbl/lKa, TO peKoMeHayeTcAa MUCNo/1b30BaTb p,eVICTBy}OUJ,y}O
BEPCUI0 3TOr0 CTaHAapTa C Y4eTOM BCEX BHECEHHbIX B AAHHY BEpPCUK W3MeHEeHWi. Ecnu 3amMeHeH CCbII0YHbIN
CTaHfapT, Ha KOTOprVI AaHa gatmpoBaHHasA CCblsika, TO pekoMeHAyeTCA UCNoNnb30BaTb BEPCUKD 3TOro ctaHgapta C
YKa3aHHbIM Bbille rogom yTesepxaeHusa (an/IHﬂTI/IFI). Ecnun nocne yTBepxAeHUsa HacTosLero ctaHgapra B CCbI/TOYHbIN

M3paHne oduynanbHoe
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CTaHAApT, Ha KOTOPbI AaHa faTMpoBaHHAas CCbllKa, BHECEHO W3MEHEHWe, 3aTparvBalollee MOSIOXEHWe, Ha KoTopoe
flaHa ccbifika, TO 3TO NOJIOKEHWE PEKOMEHAYeTCs NPUMEHATb 6e3 ymeTa AaHHOr0 M3MEHeHWsl. ECnu CCbIOUHbINA
CTaHfAapT OTMeHeH 6e3 3aMeHbl, TO NONOXEHNEe, B KOTOPOM flaHa CCbifika Ha Hero, pekoMeHAyeTCs NPUMEeHNATb B YacTu,
He 3aTpar1BaloLLeil 3Ty CCbInky.

3 TepMuHbI 1 onpegenexHns

B HAcTosILLEM cTaHAapTe NPUMEHEHbI ceaytole TEPMUHbI C COOTBETCTBYIOLWMMY ONpeaeeHnsaMu:

3.1 rapaHTWiiHbIii cpoKk akcnnyaTauuu: lepuoj BpemeHW, B TeUYeHUe KOTOpOro W3roTOBUTEb
(npousBoguTENb, NOCTaBLYMK, NOAPSAYMK, UCMONHNUTENb) rapaHTMpyeT cTabuibHOCTbL nokasaTeneil kayecT-
Ba NMPOAYKUMM B Mpouecce aKcnayaTauuu npu ycnoBuu cOBMOAEHUS NpaBun akcnayaTauuu. B npepenax
rapaHTuiiHOro cpoka U3roToBuTeNb (MPOV3BOAMTENb, NOCTABLLMK, NOAPSAYMK, UCTIONHATESb) HECET OTBETCT-
BEHHOCTb 3a CKPbITble W iBHbIe A4eeKTbl, €C/IM MHOe HEe NPeAyCMOTPEHO [OroBOPOM (KOHTPAaKToM). M3roTo-
BUTENb (NPOU3BOAUTENb, NOCTABLLVK, NOAPSAAUMK, UCNIONHNUTENb) N0 Tpe6oBaHMI0 3akasunka 0613aH 6e3B03-
Me3[HO WX YCTPaHWTb, €C/in He AOKaXeT, UTO AedeKTbl SIBUIUCL CNeAcTBMEM OGCTOATENbCTB, 3a HaCTyn-
NleHne KOTOpbIX OH OTBETCTBEHHOCTU He HEeceT.

3.2 HOpMAaTKBHbI (Ha3HauYeHHbI) cpok akcnayaTauuu: KaneHgapHas Npofo/MKUTEeNIbHOCTb 3KCn-
Nyatauuun. npu OCTUXEHUM KOTOPOIA aKkcnayaTauna 06bekTa Ao/MKHA 6bITh NpekpaLlieHa He3aBUCKUMO OT ero
TEXHWUYECKOr0 COCTOsIHUS. 0 MCTEYeHUM Ha3HAUYEHHOro pecypca (cpoka Cnyx6bl) 06BLEKT AO/KEH 6GbiTh
U3bAT M3 IKCMyaTaumum U [OKHO GbiTb NPUHATO peLleHVe, NpesycMOTPEeHHOe COOTBETCTBYILEN HopMa-
TUBHO-TEXHUYECKON [OKyMeHTaumel — Hanpas/ieHue B PeMOHT, CrucaHue, YHUUTOXeHue, NpoBepka 1 ycTa-
HOB/IEHME HOBOTO Ha3HAYeHHOro CPOKa.

Mpumeyanne — flanee cnefytoT TepMuHbl 1 onpegenerua MOCT 30324.11.

3.3 pasmep reomeTpuyeckoro nonf: FeomeTpuuyeckas NPOeKUUs yAaneHHOro kpas YCTpoicTsa
hopMupoBaHUA NyyKa Ha NJOCKOCTb, NEPNEHUKYNAPHYIO OCU MyyKa U3/TyYeHUs, ecrim CMOTpeTb U3 LeHTpa
nepepgHeii nosepxHoctn NCTOUYHUKA U3NTYUEHUA.

3.4 nyyok 3akpbIT: CoctosHue, npu kotopom NCTOYHUK N3NYYEHWA NOMHOCTLIO 3KpaHUpOBaH U
Haxo-AnuTcA B 6€30MacHOM MOMIOXEHUN.

3.5 ny4yok oTKpbIT: CocTosHune, npn kotopom VCTOYHUK N3TYHEHWA nonHOCTbIO OTKPLIT AN
npose-aeHus JIYYEBOW TEPAMUN.

3.6 KOHTponupywouwwuin Talkimep: [Npubop AnA wnsmMepeHus BpemeHn OBNYYEHUA wnu ans
OKOHYAHUNA OBJTYYEHWA npu 4OCTMXEHUN 384aHHOTO BPEMEHU.

3.7 nepBuYHbI TaiiMep: KoHTponupywlwwuii Taiimep, npefHasHadeHHbln ang OKOHYAHUA
OBJTYYEHUWA npu fOCTUXEHUM 384aHHOTO BPEMEHN.

3.8 BTOpPUYHbIA Talimep: KoHTponupylwmii Taiimep, npegHasHauveHHbln ans OKOHYAHUA
OBJIYYEHUS npu oTkase MEPBUYHOIO TAVMEPA.

3.9 npepbiBaHne 06nyyeHus: MpekpaweHne OBJTYUEHUSA v ABUXKEHNI C BOSMOXHOCTbIO UX BO306-
HOB/leHUs1 6e3 NOBTOPHOrO 3ajaHns paboumx ycnoBuii (T. e. Bo3epat B COCTOAHME TOTOBHOCTWN).

3.10 nzoueHTp: B PAOVNONOITMYECKUX AMMAPATAX € pasfiniyHbIMU BO3MOXHOCTAMU [ABUXEHUS
OMOPHOW OCW BoKpyr 06lLero LeHTpa — LeHTp HauMeHblueil ciepsl, yepes KoTopyilo npoxoant OCb
MYYKA N3NYYEHUA

(FOCT P M3KOTO 60788—2009)

3.11 cTon Ana nayuneHTa: Cuctema o60pyaoBaHusa, KoTopas nojjepxusaeT nauveHTa.

(FOCT P M3IOTO 60788—2009)

4 O6Lme Tpe6GoBaHUS K COAEPXaHMI0 TEXHNUYECKOTo 3afaHus Ansi npoBeAeHns
rocyapCTBeHHbIX 3aKynok MeAuLUMHCKoro o6opyaoBaHus

T3 paspabatbiBaeT 3aka3uvk. T3 onpegenseT npegMeT pasMelleHns 3akasa Ha 3akynky MO.

OTBETCTBEHHOCTb 3a NOJIHOTY U [OCTATOYHOCTb T3 NIEXUT Ha 3akasuuke.

Mpu nogrotoBke T3 Ha 3akynky MO 3anpeliaeTcs ykasaHue KOHKPETHbIX TOBapHbIX 3HaKOB, 3HaKOB
o6CcnyxuBaHns, (MUPMEHHbIX HaUMEHOBaHW, MaTeHTOB, MOMIE3HbIX MoAesNeli, MPOMbIWIEHHbIX 06pa3LoB,
HaVMeHOBaHWi MECTOMPOUCXOXAEHUST TOBapa WM HaUMEHOBAHWIA npousBoauTens (Kpome cryyaes,
yKa3aHHbIX OTAE/NbHO).

5 CocTaB annapaTa «amMma-HOX» A8 /ly4eBoii Tepanum

«FamMmMa-HOX» SABNSETCA annapatoM CTepeoTaKCMYeCcKON pajguoxupypruv, npefHasHayeHHbIM Ans
06/1y4eHns MasnbIX Onyxosieli roIOBHOrO MO3ra M OCHOBaHUS Yyepena.

B cocTtaB annapara BXoAAT:

- paavauvoHHbIil 610K, B KOTOPOM HaxXOAATCS:

- UCTOYHUKMN n3nyyeHus (Co-60), pasmeLleHHble B BOCbMU CEKTOpaXx.

- CEKTOPHbIA MeXaHu3M A1 COBMELLEHNS UCTOYHWUKOB U3NYyYEHUS C KONJIMMaTopamu.
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- 6/10K KON/IMMATOPOB € AuameTpaMu oTBepcTwii 4, 8, 14,18 mm,

- KooOpAnHaTHasA pama, ycTaHaB/MBaemasi Ha rosiose nauneHTa,

- aBToMaruyeckas cucrtema nosnuUMOHNPOBaHUA NaLMeHTa,;

- APM Bpaya Cc nepcoHasibHbIM KOMMbIOTEPOM,;

- ABYCTOPOHHASA ayfmno- U O4HOCTOPOHHASA BUAEOCBA3L C NaLUUeHTOM;
- cucTema naaHMpoBaHua 0651ydeHus,

- Hanuume MHPOPMALMOHHON cMCTeMbI ANA Nnepegaydn MHpopmalmn B 10KaslbHOW ceTu;
- 610K pe3epBHOro NUTaHus;

- CTON ANA nauueHTa,

- MaTpac;

- UICTOYHUK MUTaHus;

- npucnoco6nexnna ansa ukcaumm pyk naumeHTa,;

- f03UMeTpUuYeckoe o6opyaoBaHune;

- cucTtema pafnalMoHHOro KOHTPONs;

- IHAMKaTop paguauun.

6 OCHOBHbIE TexHu4yeckmne XapakTepucTtukn annapara «[ramMma-HOX» ona nyde-
BOW Tepannun, ykasbiBaemMble B TEXHUYECKOM 3agaHnn npun ydyaCctmnnm Ha toprax
Ta6nuua 1

HanmeHoBaHue xapaKkTepucTuku MNpumevaHmne

1 FabapuTHble pa3mepbl U Macca annapata «FaMmmMa-HOX»:
- ANviHa, cMm;

- BbICOTA, CM;

- WIMpUHA, CM;

- mMacca, T.

2 NcTtouHuK. Co-60 ¢ akTUBHOCTbLIO. Kn

3 Ko/myecTBO UCTOYHMKOB

4 MakcuMasibHasi akTUBHOCTb BCEX MCTOYHUKOB n3nyyeHus, Kn
MakcumanbHasi MOLWHOCTb MNOT/IOWEHHOW A[03bl B U30-
ueHTpe. MpMMUH

5 ABTOMaTnyeckaa cmctema no3vLMOHMPOBaHUS;
- TOYHOCTb NO3ULUMOHNPOBaAHUA, MM

6 Konnumartopsl: guameTpbl, MM

7 Cton gnAa naumeHTa:
- MakcumMasbHbIi Bec naumenTa, Kr
Hannune pyyHot ynpasneHus

8 MNpocTpaHCTBEHHAA TOYHOCTb 06/1yHEHUSA, MM
9 APM Bpaya c NepcoHasbHbIM KOMMbIOTEPOM

10 [IByCTOPOHHSASI ayAno- 1 OAHOCTOPOHHSAS BUAEOCBS3b C
nayueHTom

11 Cuctema naaHnpoBaHus 061yyeHns

12 Hanuune nHhopMaLMOHHOI cucTeMbl ANA nepegayn
nHdopmaluy B IOKaNbHONR cetu

13 BNOK pe3epBHOTro NUTaHms
14 NMpucnocobneHna NS NO3ULMOHMPOBAHMA NaumeHTa

15 VICTOYHUK NUTaHUA:
- HanpshkeHne NUTaHus;
- noTpeb6asemMas MOLHOCTb

16 Jo3umeTpuyeckoe 06opysoBaHNE: KNNHUYECKUi
003VMMeTp, TBEPAOTE bHbI UM BOAHbIA (haHTOM;
- aHanmsaTop pajgualroHHOro nons

17 flo3umeTpuyeckoe o60pyAoBaHNE: KINHUYECKNI Hanunuve
A03MMeTpP, TBEPAOTE/bHbI UM BOAHbIA (DaHTOM: Hanunune
- aHanusaTop pagvauyMoHHOro nons Hanunuve
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OkoHuaHune Tabnuuybl 1
MpumevaHne

HavnmeHoBaHVe xapakTepucTuku
18 NHAmkaTop paguauum
19 Cucrtema pagmaumoHHOro KOHTPOSA

20 KomnnekT akcnayaTaLuoHHOW foKyMeHTaumm:
- PYKOBOACTBO NO 3KCnayatauunu,
- UHCTPYKUMNA NO 3apsagke
7 TpeboBaHUA K 0CQOPMIEHUID TEXHNYECKOTO 3a4aHuns
Mpumep MeauKo-TeXHUYECKUX XapakTepucTuk annapata «amma-HOX» NpuBefeH B MPUIoXeHun b.
BO3MOXHO BKIOYEHWE [OMNOHUTENbHbIX TPe60BaHUi, 060CHOBaHHBIX 3aKa3ynkoM C Mo3uuuii NpoBeAeHUs

HEOO6X0AMMbIX NpoLeayp.
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Mpunoxexne A
(o6sa3aTenbHoe)

NepeyeHb HOPMATUBHbLIX AOKYMEHTOB, KOTOPbLIM AO/I)KHEH COOTBETCTBOBATbL annapar

Tabnuuya Al

O603HauveHne

FOCT P M3K 60601-1-2—2013
(M3K 60601-1-2:2007)

FOCT P M3K 60601-1—2010

FOCT IEC 60601-1-1—2011

FOCT P M3K/TO 60788—2009
FOCT 30324.11—2002

OCMOPB-99/20t0

FOCT 30324.0.4—2002

FOCT IEC 61217—2012

«FaMMa-HOX» ANs ly4eBoii Tepanum

HaunmeHoBaHue

M3penua meguunHckne anektpudeckne. Yactb 1-2. O6wmne Tpe6oBaHmns
6€30MacHOCTU C Y4eTOM OCHOBHbIX (PYHKLMOHA/bHbIX XapaKTepucTuk.
JlononHuTenbHbI  cTaHAapT.  DNeKkTpoMarHuTHas  COBMECTUMOCTb.
TpeboBaHusA 1 MeTOAbI NCNbITAHWIA

N3pgenns MeguuuHcKue anekTpuueckue. YacTb 1. O6uwme Tpe6GoBaHus
6€30MacHOCTM C y4ETOM OCHOBHbIX (DYHKLMOHA/bHLIX XapakTepucTmK

M3penna meguunHckne anektpuueckne. YacTb 1-1. O6wme TpeboBaHna
6e3onacHocTn. Tpe6oBaHMsA 6€30NacHOCTM K MEAWULUHCKUM 3NeKTpu-
YeCcKMM cuctemam

N3penvs MeanumHCKue anekTpudeckue. Crosapb

«3penna anektpuyeckne meguumHckme. Yactb 2. YacTHble Tpebo-
BaHUs 6e30MacHOCTM K raMMa-TepaneBTMYeCKUM annaparam»

«OCHOBHble  CaHUTapHble npaBuna obGecneyeHuss paguauuoHHON
6e30nacHOCTM»

«W3penna anekTpuyeckme meguuuHckme. Yactb 4. Obuwue TpeboBaHusa
6esonacHocTW. TpeboBaHMA 6e30nMacHOCTM K NporpammupyemMbiM
MeANLNHCKIM 3/IEKTPOHHbIM cucTemam»

«Annapatbl AUCTaHUWOHHbIE ANA nyquon Tepanun. KoopguHartsl,
ABMXEHNA U WKaNbI»
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MpunoxeHne b
(cnpaBo4Hoe)

Mpumep MefuKO-TEXHUUYECKUX XapaKTepucTuk annapaTa «Famma-HoX» A5 y4eBOil Tepanuu
Ta6nunya B.1

HanmeHoBaHMe xapakTepucTuku MpumeyaHne

1 MabapuTHbie pasMepbl 1 Macca annapara «Famma-HOoX»:
- AnvHa, 464 cwm;

- wupuHa. 200 cwm;

- BblcoTa. 190 cm;

- macca. 20 T

2 NcTouHMK. Co-60 ¢ akTMBHOCTbIO. Kn 60
3 Konuyectso ucToYHMKOB — 201

4 MakcumanbHas akTUBHOCTb BCEX WCTOYHUKOB W3/TyYeHus,
6600 Ku

MakcumanbHas MOLWHOCTb MOT/IOWEHHOM [03bl B U30LEHTPe.
Ip/MuH. 6onee 3

5 ABTOMaTMyeckaa cuctema nos3vuMoHNpPoOBaHuA:
- TOYHOCTb NO3ULNOHUPOBaHUA. 0.2 MM

6 Konnumartopsl: guameTpsl, 4. 8. 14 n 18 mm

7 CTON Ans nauymeHTa: MakcuMasbHblii Bec nayueHTa. 180 kr. Hanuuve
- 3/IeKTPOMEXaHWYEeCKnii NpuBOL ANif yNpaBneHus nepeme-
LeHnem

8 lMpocTpaHCcTBEHHAs TOYHOCTL 06/1yYeHns. 0.2 MM (Pacxox-
[leHNEe HAa PEHTTEHOBCKOW M/IEHKE TEOMETPUYECKOro U paguosio-
TMYECKOro U30oLeHTpa Npu o06ayYeHun dhaHToma)

9 Cuctema nnaHMpoBaHna 061ydYeHns: Hanunune
- TpexmepHas, naaHupoBaHWe MPoM3BOAMTCA NyTem Bbibopa

yncna W3OLEHTPOB, WX TOJIOXEHMS, Yr/a Hak/loHa T[O/0BbI,

NCK0YaeMbIX HanpaB/ieHNA Ny4KoB;
- BO3MOXHOCTb MOJly4eHUs ructorpamm fosa-obvem Ans Mu-

LWEHU U KPUTUYECKUX OPraHoB

10 APM Bpaya ¢ nepcoHasibHbIM KOMMbOTEPOM:

- TeNEBU3NOHHbIA MOHUTOP, TN 19"

- pasmep matpuubl n3obpaxernns 1280x1024;

- umcbpoBoii Nnpoueccop: pasmep maTpuubl. 1024x1024;
- uudpposas namaTb, He MeHee n3obpaxeHuii 300

11 Hanuune MHOPMALMOHHOW cUCTEMbl A4S Nepefayn UH- CraHgapt DICOM
hopmaLmmn B noKanbHOI ceTn

12 KomniekT f03MeTpu4eckoro 060pyoBaHuns: Hanunune
- KNMHNYeCKNil fo3UMeTp, TBEPAOTENbHbIA NN BOAHBIN;
- haHTOM, aHann3aTop pagvalMoHHOro nons

13 Cuctema pajnaLnoHHOro KOHTPONS

14 KomnneKT 3KcnayaTauuoHHON fOKyMeHTaLun:
- PyKOBO/CTBO MO 3KCMniyartaymm
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Buénuorpadgus

[1] Stereotactic Radiosurgery Overviev (http//veww.irsa.org/rad«surgery,html) O630p ycTaHOBOK 418 CTepeoTaKkCU4YecKoi
pagnoxvpypruu.
[2] WHcTpykumn no akcnnyataumm pupmbl ELEKTA Leksell Gamma Knife PERFEXION
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KnwoueBble cnoBa: MNy4YoK W3flydeHus, Konnaumartop, A03MMETp, aHanm3atop A03HOro nosns, AeTeKkTopsbl
n3nyyeHunda, cuctema nos3nymoHnpoBaHusa, nydeBsasd Tepannd, UCTOYHUK U3NTYHEHUA, pa,EI,VIaLWIOHHbIVI 60K,
CTON AnAa naymneHta
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