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3 YTBEPXJEH W BBEAEH B AENCTBWE [Mpukasom ®eaepansHOro areHTCTBa MO TeXHUYECKOMY
perynnpoBaHuio 1 MeTposoruu ot 12 aekabpsa 2014 r. Ne 2053-cT

4 BBEJEH BIEPBbIE

MpaBuna npumeHeHua HacToAWw ero ctaHgaprta yctaHosneHol B TOCT P 1.0—2012 (pasgen 8).
WHopmauus 06 n3ameHeHnsAxX K HacToslweMy cTaHgapTy ny6aukyeTcs B exerogHoMm (Mo COCTOSIHMIO Ha
1 sAHBapsA Tekylw,ero roga) MHChOpPMaLMOHHOM yka3aTene «HauuoHanbHble CcTaHgapTbl», a
omumManbHbli TeKCT W3MEHEeHW/ A U MNOoMpaBOK - B €XEeMeCAYHOM  MHAOpPMaUVMOHHOM YykasaTene
«HaunoHasbHble cTaHgapTbl». B cnyyas nepecMmoTpa (3aMeHbl) WM OTMEHbI HACTOALW ero ctaHgapra
cCoOTBETCTBYW L Eee YyBeAoM/eHNe 6GyaeT ony6nnkoBaHo B Gawkaiwem Bbinycke WHMOPMALMOHHOIO
ykaszaTens «HauvoHanbHble cTaHfapTbl». COOTBETCTBYHO W aa nHpopMmaums, yBefoMIeHne n TeKCThbl
pasmeljarTCcsa Takxe B UH(OPMaLMOHHOW cucTeMe 06LWEro Nonb3oBaHUs - Ha oduymanbiiom calite
depfepanbHOro areHTCTBa MO TEXHWYECKOMY PperyiMpoBaHuio M meTponorum B ceTu WHTepHeT
(gost.ru)
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pacnpocTpaHeH B kayecTBe odhuumanbHOro wmsgaHna 6e3 paspelleHus defepasbHOro areHTcTBa Mo
TEXHUYECKOMY PEry/sIMpOBaHuNio N METPOJIONM
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BeepneHue

HacTosiuii ctaHgapT ycTaHaBnMBaeT OCHOBHble TpeGoBaHMs, KOTOpble [O/MKHbI codepxaTbcs B
TEXHUYECKUX 3afaHusX AN TOCYAApCTBEHHbIX 3aKyrnok reHepaTopoB PaAWOHYKIUAOB 4751 NMPOU3BOACTBA
paauocapmnpenapartos.

Mpy nNpoBefeHNU 3aKynok B TeXHUYECKUe 3afaHnsi B psfie CydaeB BKIOYAOTCA TEXHUYECKMe
Tpe6oBaHUsi, He COOTBETCTBYIOLIME HA3HAYEHWID 3aKynaemoro 060pyAoBaHus: MG0  U3NWLLHE
KOHKPEeTW3MpOBaHHbIe 1 N36bITOUHbIE, TG0 KOCBEHHO OTHOCSALLMECS K €70 NOTPe6UTENbCKAM CBOWCTBaM.

MexAyHapoHbIX aHa/IoroB HaCTOsLLEeMY CTaHAAPTY He CyllecTByeT. HacToswmii cTaHaapT oTpaxaeT
crneumdgurKy oTeuecTBeHHbIX (DOPM roCyAapCTBEHHbIX 3aKynoK MeAWULMHCKOro 060py0BaHUs N MOXET ObiTh
TO/IbKO HALMOHANbHbIM CTaHAAPTOM.
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HALUWOHA/NBbHbBIN CTAHALAPT POCCUNCKOWMW SELEPALUNWN

N3OENVNA MEAVNUWNHCKNE SJTEKTPUNYECKUNE
leHepaTopbl PaAvOHYKIMAO0B A1 MPOM3BOACTBA paguodapmnpenapartos.
TexHuueckue Tpe6oBaHUS 418 TOCY[APCTBEHHbLIX 3aKyMnokK

Medical electrical equipment. Generators of radionuclides for production radiopharmpreparations. Technical
requirements for governmental purchases

JNata BBegeHna — 2016—01—01

1 O6nacTb NpUMeHeHUs

HacToawwii ctaHgapT yctaHaBnvBaeT oblive TpeboBaHNA K NOArOTOBKE TeXHUYeckux 3agaHuin (T3) un
X OOPM/IEHNIO MNPU MPOBELEHUN TOCY[apCTBEHHbIX 3aKynok MeAuuuHcKoro obopygosanus (MO):
reHepaTopoB pajMoHYKINA0B 418 NPou3BOACTBa pajnodapmMmnpenaparos (reHepaTtopos).

HacTosiwunii cTaHAapT ABASETCSA YacTHbIM CTaHAapTOM Mo oTHoweHuto k FTOCT P 55719.

HacToswwnii cTaHgapT pacnpocTpaHseTcs Ha rocyfapCTBeHHble W MyHuuunanbHble 3akynku MO.
HacTosiwmii ctaHAapT He pacnpocTpaHaeTca Ha HerocyAapcTBeHHble 3akynku MO.

Hactoswwin ctaHgapT pacnpocTpaHseTcss Ha reHepatopbl, npeacTasBnsiolme coboli ycTpoicTea, B
KOTOPbIX 3a CYeT eCTeCTBEHHOro pacnaja [Oo/IrOXMBYLLEro MaTepUHCKOro pajuoHyKnuaa obpasyetcs
LleneBoi AoYEPHUIA KOPOTKOXMBYLLNIA pagnoHyknug. MaTepuHckuii pagnoHyknng MoxeT HapabaTtbiBaTbCa U
B AAlEPHOM peakTope, U Ha YCKOpUTEeNAxX 3apsiXXeHHbIX YacTul,.

[louepHNn KOPOTKOXMBYLUMIA pPaMOHYKIMA, UCMONb3yeTcs ANS METKA MpyU MOMYyYEHUWN Pas/nyHbIX
paguodapmnpenapatoB (P®r1). ncnonb3yembix Npu paguoHyKNMAHbBIX WCCNeA0BaHUAX B KAWHWKe. [ns
3TOro NPOU3BOAUTENb NOCTABMAAET B KIMHUKY COPOLMOHHLIN reHepaTop, a Takke Habopbl POareHToB K HEMY.
MHdopmauma o reHepaTtopax pafuvoHYKIMAO0B, MO3BONAKLWMUX M3roTasnvMeatb paguodapmMnpenaparsbl
HenocpeAcTBEHHO B K/MHWKe, NnpuBefeHa B Tabnvue 1.

Ta6nuuya 1 - PaavauMoHHO-(OM3NYECKUe XapakTepuUCTUKU PafuoHYKNWAOB ANsS UCCNefoBaHuii c
1CMO/Mb30BaHNEM FeHEepPaTopPOB PaANOHYKINA0B

Mare- . ®oTOHHOE
o ;i‘;r S/I " Mepviog, [JloyepHuii Mepuog VBnyveHve KopnyckynsipHoe usnyyeHne O6nacTb
nony- paavo- nony- -pUmeHeH
hagyo- pacrnaga HyKmg, pacrnaga E, , ™n rmu f, us
HYKNAA, KaB % k3B %
¥ Ca 4.5 cyt *'Sn 3.3 ¢yt 160 73 . 440 73 OKT
"Fe 8,3u AMn 21.1 MyH 511 193 it 549 100 nart
1434 100
BGe 271 cyt HGa 68.1 MVH 511 176 it 1910 88 nart
“Sr 26 cyt BRDb 1,25 muH 511 192 33 - 79 nat
"Mo 66.7 u Sc 6.054 140 90 W.n. - 100 OKT
" JSn 115 cyt -'In 1.66 v 393 65 nn. - 100 OKT
""Hg 46,1 cyt ""Au 30.6 u 262 68 n.n. - 100 OKT

1 YcnoBHble 0603HaYeHNS:
- 3.3.- 3axBaT opbUTa/IbHOIO 3/1IEKTPOHA;

- W.n. - ncnyckaHue --kBaHTa NyTem M30MepHOro nepexoja.

2 """Tc ABNAETCA OCHOBHbIM PAAMOHYK/IMAOM B KIMHMYecKoi npakTuke KT n 3aHMMaeT yHuKasbHOe NonoxeHne
6narofapsa ygayHomy coyeTaHuioo psaja [OCTOUHCTB:

- C €ero noMolbio MOXHO MeTWTb eX tempore (CpPo4HO) Mojasnsowee O6O0MbLWNHCTBO CaMblX PasfiMyuHbIX
thapmnpenapartoB (MX yXe U3BecTHO cBbiwe 200) - OT camblX NPOCTbIX (3/1t0aT iamTc, UK pacTBop neprexHerara
” "TcO») A0 CaMblIX CNIOXHbIX (MOHOK/IOHA/bHbIE aHTUTeNa):

- B CMeKTpe TexHeLus oTCyTCTByeT 6eTa-nssyyeHne, 4To NO3BOSET PE3KO CHU3UTL /TYHEBYIO HAarpy3Ky Ha nauueHTa,;

- nepwuopg nonypacnaga (6.05 4) o6ecneunBaeT, C OAHON CTOPOHbI, CTAGUNLHOCTL CKOPOCTM cYeTa UMMNYNbCOB Npu
n3MepeHnsix 06blYHON npogomknTensHocTn (5-30 MUH): C ApYyroii - npakTU4ecku MOMHbIA paAnoaKkTUBHbIN
pacnaj BBefleHHOro B opraHun3mM aB'Tc yepe3 1-2 cyT nocne MHBLEKLUN, YTO TaKKe CHUXAET JTyYeBYIO HArpysky;

- 9Heprus eAuHCTBEHHON ramma-nuHum ""'Tc (140 kaB) cooTBeTCTBYeT ONTUMasbHOMY KOMMPOMWCCY MeXAy
norsoLleHemM KBaHTOB B Tene NaLlueHTa 1 BbiCOKO3(hdheKTUBHONM perncTpauymei CLUHTUANALNOHHBIM KPUCTaN10M
craHgapTHOW raMma-kamepsl.

N3pgaHue orymanbHoe
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P®r, nonyyeHHble C NOMOLLLID FeHepaTopoB, NMPUMEHSAT B PaAWOHYKAUAHOW AuarHocTuke. PO,
obnagatwolmii cneunduyHoOi OpraHoTPOMNHOCTbIO. BBOAAT B OPraHvW3Mm nauyveHTa C Lenblo uccnefoBaHus
0COBEHHOCTEN ero Mor/oLWeHNsa U pacnpefeneHns B opraHax, B psfe CyvyaeB BbIBEAEHWA U3 HUX. YTO
No3BOJIAeT U3y4nTb (PYHKLMIO opraHa, a Takke nonyynTb ero n3obpaxeHuve.

OMuCCMOHHan komnbloTepHas Tomorpadusa (IKT) n nMo3MTPOHHO-3MUCCUOHHaa Tomorpadumsa (MN3T),
0N KOTOPbIX, B OCHOBHOM, MNpuMeHsoTcA P®I. nonyyeHHble C MOMOLLLIO FeHepaTopos, MO3BONAIT
NPOBOAWTL PAHHIOK ANArHOCTUKY psfda 3aboneBaHuii, B TOM Y/C/Ie U OHKOJTIOTUYECKUX.

M3T- KauyecTBEHHO HOBasi CTyMNeHb Pa3BUTUA PALNOHYK/TMAHON ANArHOCTUKM.

Pagnonyknuabl, ncnonb3yemble ana PO, npumeHaembix B M3T. umMeloT o4eHb KOpPOTKME nepuoppl
nonypacnaga (ot 2 o 110 MuHYT), NO3TOMY WX CUHTE3UPYIOT MOGMAM30CTM OT MecTa WX AMarHOCTUYECKOro
npUMeHeHuns (B KIMHUYECKOM LieHTpe). Hanbonee pacnpocTpaHeHHbIM CnocoboM NnosyvyeHns npenaparos A
N3T saensetcs 6GombapaypoBka HepaanoakTUBHBIX aTOMOB MULUEHVW YCKOPEHHbIMW Ha yckopuTene,
(LMKNOTPOHE) [0 BbICOKMX 3Hepruid (10-20 M3B) yacTuuamu - 06bI4HO NPOTOHAMMW (ATOMapPHLIM KMCI0POL0M)
unun geiTpoHamu (sgpamu gevitepus, COCTOALWMMMU M3 OAHOIO NPOTOHA WM O4HOTO HENWTPOHA) ANA MOJSyYeHUs
aToMOB, KOTOpble pacnajalwTcs C UCMyCckaHMeM Mo3uMTPOHOB. OO6/yYeHHble MULLIEHW MNOCTynawT Ha
aBTOMATU3MPOBAHHYI0 fIMHWUIO AN PafUOXMMUYECKON O4YMCTKM, BblAENEHUA MO3UTPOHHO-M3MyYaloLLero
pagvoHyKnnaa, 3KCMpeccHoro MeueHns P®I, koHTpons ero kadecrsa, pacdacoskn. Bbigenenve
pafvoHYKNUA0B, CUHTE3 Ha UX ocHoBe P®IT npoBOAAT C NOMOLLbIO aBTOMaTU3NMPOBaHHOIo PagMoXMMUYeckoro
MoAgynsa cuHTesa. lnsa nonyvyeHns Kaxaoro PO ncnonb3yeTtcsa CBO pafuoxXumnyecknii Mogynb.

[ns nonyyeHns ynbTpakopoTKOXMBYLLMX PAANOHYKINAO0B LMKNOTPOH A0/MKEH 6biTb pasmelleH 6113ko
K M3T-LeHTPyY. YTO He Bcerga BO3MOX(10.

Jpyrum cnoco6omM NoslydeHns ynbTPakopOTKOXMBYLLMX PagnoHyknnaos ans M3T n. COOTBETCTBEHHO,
P®M. aBnseTca MCNonb3oBaHWE aBTOMATU3MPOBAHHbLIX FeHepaTopHbiX cuctem. OCHOBOW Takmx cUCTeM
ABNAETCA TreHepaTop /03UTPOHHO-U3MyYaloWmMX paanoHykiMaos, Hanpumep. Rb-82, Ga-68. Cu-62.
Mony4eHHbI B reHepatope MO3UTPOHHO-U3NyYaKLWNI PaanoHyKInMa nocTtynaet B aBTOMaTU3MPOBAaHHbIN
pagnoxXummnyeckunii Moaynb CUHTE3a, Ha BbIXOAe KOTOPOro noslyyaeTcs COOTBETCTBYOWNiA PPN,

Takvm 06pa3om, reHepatopbl KNaccupuumpyoTesa Ha:

- reHepartopbl pagvoHyKIMA0B AN nosyvyeHna PO npumeHsembix B SKT.

- aBTOMaTu3NpOBaHHbIE reHepaTopHble CUCTEMbI A1 NonyvyeHns PO, npuMeHsemMbix B M3AT.

2 HopmaTWBHbIE CCbINIKN

B HacTosfWweM cTaHAapTe UCMosb30BaHbl HOPMATUBHbIE CCbUIKWA Ha cnefytolme ctaHaapTbl:

FOCT P 51098-97 eHepaTopbl pafMoHYKNIMA0B. HoMeHknaTypa nokasaTtenei

FOCT P 55719-2013 W3genus MefuUUHCKME 3nekTpuyeckne. TpeboBaHUS K COAepXaHui 1
O(hOpPMMIEHNI0 TEXHUYECKUX 3afaHuii Ons KOHKYPCHOW AOKYMEHTauuu npu NpoBeAeHWM rocyAapCTBEHHbIX
3aKyMnoK BbICOKOTEXHO/I0rMYECKOro MeuLMHCKOro 060opyaoBaHns

FOCT P M3OK 60601-1-2010 W3genns meguumuHckne anektpuyeckue. Yactb 1. O6wme TpeboBaHus
6e30MacHOCTU C y4eTOM OCHOBHbIX (PYHKLMOHAbHBIX XapakTepUCTUK

FOCT P M3K 60601-1-2-2014 W3genus MeguuUMHCKUE 3nekTpuuyeckne. Yactb 1-2. O6wme
TpeboBaHus 6e30MacHOCTM C YYEeTOM OCHOBHbIX (OYHKLMOHA/bHbIX Xapaktepuctuk. apannenbHbiii
cTaHfapT. dNeKTpoMarHMTHass COBMeCTUMOCTb. TpeboBaHMsA 1 UCMbITaHUA

FOCT P M3K/TO 60788-2009 V3genus meguumnHckue anektpuyeckme. Cnosapb

MpummeduyaHwue - [pyn NONb30BAHUN HACTOALMM CTaHLAPTOM Liesiecoo6pasHo NpPOBEpUTh AeiicTBue
CCbI/IOYHBIX CTAHAAPTOB B MH(OPMALMOHHOW cUCTEME 06LLErO0 NOb30BaHUs — Ha ouuMansHoM caiite degepansHoro
areHTCTBa Mo TEXHUUYECKOMY PeryivpoBaHuio U MeTposiorun B ceTu VIHTEpHET AU Mo eXeroAHOMY UH(OPMaLVOHHOMY
ykasatenio «HauuoHanbHble CTaH4apTbl», KOTOPbIA ONy6/AMKOBAH MO COCTOSIHMIO HA 1 sAiHBapsl TeKywero roga, u no
BbIMyCKaM eXeMeCAYHOro MH(POPMALMOHHOTO yKkasaTens «HaunoHanbHble cTaHAapThbi» 3a Tekywwuit rog Ecnu 3amMeHeH
CCbI/IOYHBIN CTAHAAPT, Ha KOTOPbIA AaHa HeAaTWpPOBaHHAs CCblka, TO PEKOMEHAyeTCs MCNo/b30BaTh AeiCTBYOLLYIO
BEPCUIO 3TOTO CTaHAApTa C YYETOM BCEX BHECEHHbIX B [aHHYK BEPCUI0 WM3MEHEHW. ECNM 3aMEHEH CCbINIOYHBI
cTaHjapT, Ha KOTOpbIi faHa AaTUpOBaHHas CCblika, TO PEKOMEeHAyeTcsi MCMo/Mb30BaTb BEPCUI0 3TOTO cTaHjapTa C
yKa3aHHbIM Bbllle FOAOM YTBEPXAeHUs (MpuHATUS). ECin nocne yTBEpXAEeHUs] HACTOALLEro CTaHAapTa B CCbISIOUHbINA
cTaHfjapT, Ha KOTOpblil AaHa AaTMpOBaHHAs CCbifika, BHECEHO M3MEHeHue, 3aTparuBaloliee MosjoXeHue, Ha KoTopoe
flaHa cCblfka, TO 3TO MOJSIOKEHNE PEeKOMEeHAyeTCs NPUMEeHsTb 6e3 yyeTa LaHHOTO WU3MeHeHusi. ECAM CCblI0UHbINA
CTaH4apT OTMEHeH 6e3 3aMeHbl, TO NOJI0XKeHUe, B KOTOPOM AaHa CCblika Ha Hero, peKOMeHayeTcs NPUMeHATb B YacTy,
He 3aTparuBatoLLeii aTy CCbisky.
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3 TepMuHbI 1 onpepeneHus

B HacTosuwem cTaHfapTe NPUMEHEHbI C/ie4yoLne TePMUHbLI C COOTBETCTBYIOLUMY ONpeaeieHNaMu:

3.1 aHHUTUNALNOHHOE u3nyyeHue: VloHnsupylowee usnyyeHme, cosgaBaemoe npu B3anMogenicTeum
YacTULbl M @HTUYaCTULLbI, KOra OHU B3aMMOYHUUYTOXAaKTCS.

3.2 reHepaTop paguMoHYKNnAoB: TexHM4eckoe YCTPOWCTBO, coAepxalwee pagvoakTUBHYH napy,
no3BofsiolWee BbIAENNTb [AOYEPHUIA paguoHyknug B Buae dapmaueBTUYeckn npuemnaemoro (Mnu
COBMECTMMOrO C HUM) Npenaparta A8 NPUMEHEHUS in Vivo B MefuLmnHe.

3.3 noHusmpylouiee manydyeHue: M3nyyeHue, B3aMmogeincTBue KOTOpPOro CO Cpefoit NpuBOAMT K
06pa3oBaHNI0 OHOB Pa3HbiX 3HAKOB.

3.4 nNO3MTPOHHO-3MMUCCUOHHaA Tomorpadwusa; [M3T: HewnHBasuBHbIA MeTO4 onpegeneHus
KOHLEeHTpauuiAi CoefuHEHUA, MeYeHHbIX MO3UTPOHHbLIMU 3MUTTEPaMK, B 3afaHHbIX WccnegoBaTenem
61ONOTNYECKNX TKaHSIX.

3.5 paguoHyknug: PaanoakTvBHbI aTOM € 3afaHHbIM MaCcCOBbIM YUC/IOM ¥ aTOMHbIM HOMEPOM.

3.6 paguvoHyknuaHas pguarHoctuka: JlyyeBoe uccfiefloBaHne, OCHOBaHHOE Ha WCMOJIb30BaHUK
COEeLIMHEHUIA, MEYEHHbIX pPagnoHYKINLaMN.

MpumeyaHne - B kayecTBe TakMxX COEOMHEHWA MPUMEHSIIOT pa3peELLEHHblE A7 BBEAEHWS] YEeNoBEKy C
[MarHoCTNYeckoi 1 nevyebHbIMU LensiM POJT - XMMWYECKME COEAVHEHWs, B MOJIEKy/e KOTOPbIX COAEpKUTCA
onpeaeneHHbIA paguoHyKIng,

3.7 paguodapmaueBTuyeckuii npenapat; P®rM: [JuarHoctnyeckoe u seyebHoe CpPeAcTBo,
HEOTbeM/IEMOI YaCTbi KOTOPOro AABMSETCA pafnoakTUBHbBIA HYKIUA.

3.8 amwuccumoHHas kKomnbloTepHas Tomorpadwua: IKT: MeTog nonyyeHuss U306paxeHus
NPOCTPaHCTBEHHOIO pacnpegeneHns pagvoHyknua, BBEAEHHOro B NauueHTa B BblOpaHHOM [BYMEPHOM
cnoe o6bekTa.

4 O6uine TpeboBaHUS K COAepXaHU TeXHUYECKOro 3afaHuns ans
rocyfapcTBEHHbIX 3aKynoK MeAULUHCKOro 06opyA0BaHus

4.1 T3 paspabatbiBaeTcs 3aka3umkom. T3 onpegensiet npegmeT pasMeLLeHuns 3akasa Ha 3akynky MO.

OTBETCTBEHHOCTb 3a MOJIHOTY U f,OCTATOYHOCTb T3 IEXMUT Ha 3akasuuke.

4.2 Mpun nogrotoBke T3 Ha 3akynky MO 3anpeljaeTcs yka3aHUe KOHKPETHbIX TOBAapHbIX 3HaKOB,
norotunoBs, 3HaKoB OGCI'Iy)KI/IBaHVIﬂ, CbI/IpMEHHbIX HaMMeHOBaHMﬁ, naTeHToB, MNOJIE3HbIX MO,EI,GJ'IGVI,
NPOMbILLNEHHbIX 00pa3uoB, HaMMeHOBaHWii MecTa MpOWNCXOXAEeHWs ToBapa WM  HaMMeHOBaHWiA
npou3soguTens (Kpome cnydaes, ykasaHHbIX OTAENbHO).

5 CocTaB reHepatopa paguoHyKIMAo0B AN NPOM3BOACTBA
pagnocgapmnpenapaTos

5.1 CocTaB reHepartopa, npumeHsemoro B IKT:

5.1.1 CTeknsiHHaA KO/IOHKa C afCcop6UPOBaHHbIM MaTEPUHCKMM PafnOoHYKINAO0M.

5.1.2 KOMNAEKT MeTasI/IN4eCKUX 1rn.

5.1.3 CBUWHLOBBbI KOXYX.

5.1.4 bakTtepuonoruyeckne unbTpbl.

5.1.5 Perynsatop o6bema antara.

5.1.6 Habop Ans antonposaHus: hakoHbl C 3/T0EHTOM. BakyyMUpoBaHHble hnakoHbl AN antoara.
5.1.7 3awumTHBbIA CBUHLOBLIN KOHTENHep ANs1 (hN1aKOHOB C 3/1t0aTOM.

5.1.8 TpaHCMOPTHbIA KOHTEHep.

5.2 CocrtaB reHepatopa, npumeHsemoro B MN3T:

5.2.1 'eHepaTOop pPaavOHYKNNAO0B:

5.2.1.1 CTeknsHHas KOIOHKa C afcopbupoBaHHbIM MAaTEPUHCKUM PaaNoHYKINLOM.

5.2.1.2 KOMNNEeKT MeTa/l/In4eCKnX 1.

5.2.1.3 CBUHLOBbINA KOXYX.

5.2.1.4 BakTepuonornyeckme unbTPbI.

5.2.1.5 PerynaTtop o6bema antoara.

5.2.1.6 Ha6op gnsa anonposBaHns: qakoHbl C 3/1I0EHTOM, BakyyMUpOBaHHbIe (h1akoHbl A8 anoaTta.
5.2.1.7 3alUTHbIA CBUHLOBbLIV KOHTElHep A8 (DN1aKOHOB C 310aTOM.

5.2.1.8 TpaHCMNOPTHbIA KOHTERHEP.

5.2.2 Mogaynb cuHTe3a.
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5.2.3 B/OK NUTaHUA 1 ynpasneHna Moaynem cuHtesa.

5.2.4 MNepcoHabHbI KOMMbIOTEP C MPOrpaMMHbIM YNpaB/eHNeM.
5.2.5 KomnnekT pacxofHblx Marepnanos AN8 MOAYNA CUHTE3a.
5.2.6 TpaHcnopTHasa Tapa ANa MoAyNns CUHTe3a.

6 OCHOBHble TeXHWYECKMEe XapaKTepUCTUKU, yKas3biBAae€Mble B TEXHUUYECKOM
3afaHum

6.1 Hwxe npvBefeHbl TEXHUYECKMe xapakTepucTukun (napameTpsbl), KOTOpble AO/KHbI GbiTb BK/IHOYEHbI
B T3 Ha rocygapCTBEHHYO 3aKynKy.

6.1.1 l'eHepaTop, NpuMeHseMbIil B KT

6.1.2 AKTMBHOCTb pafuoHyknuga B antoate. 'bk.

6.1.3 Bpems anonpoBaHus reHepartopa, obecneymsaroLLero noayyeHve anoara oé6bemMom 5-10 cm3

6.1.4 PaboTocnocobHOCTb reHepaTopa (CMOCO6HOCTL BblgepxmBaTh 20-kpaTHOE 3/1H0UPOBaHME).

6.1.5 CooTBeTcTBME 3n0aTa (apMoOKoneiHol cTaTbe, YTBEPXAEHHOW Ha npeanpuaTAmn-
n3rotoBsuTerne.

6.1.6 CooTBeTCTBUE TPeOOBaAHNAM K TPAHCNOPTUPOBAHUIO.

6.1.7 CooTBeTCTBUE pajMaLMOHHbIM TpeboBaHUAM.

6.1.8 Cuctema pagmaurnoHHOro KOHTpons (Hanuuue):

- AuvanasoH M3MepeHUs MOLLHOCTU aM6UeHTHOro akeusaneHta fo3bl (MA3[) ramma-usnyvyeHus,
3a'y. He MeHee;

- npegensl AOMYyCKaeMO OCHOBHOW OTHOCUTENbHOW MOorpewHocT usmepenuin MA3[ ramma-
nsnyyeHus. %, He 6onee;

- obecneyeHne MOCTOSAHHOTO PpaAvaLMOHHOIO AO3MMETPUYECKOr0 KOHTPONAS B  MOMELLEHUsX
06bekTa nyteM KoHTpons MA3/ ramma-nsnydyeHus (Hanvuue).

6.1.9 'abaputHblie pa3mepbl, CM. He Goree.

6.1.10 Macca reHepartopa B OXpaHHOI1 Tape, Kr, He 6onee.

6.1.11 MapaHTUIHBIA CPOK 3KCNyaTauuu, neT, He MeHee.

6.1.12 HopmaTtuBHbI/ CPOK 3KcnyaTauum, neT. He MeHee.

6.2 [eHepaTtop, NpUMeHsieMblil B M3T

6.2.1 MeHepaTop PafnoOHYKNIMAOB (Hannyve).

6.2.1.1 AKTMBHOCTb pPaVOHYKNMAa B ««NPOMEXYTOUHOM» 3nt0aTe, 'BK.

6.2.1.2 Bpemsi anoMpoBaHus reHepaTopa, 06ecneynBatoLLero nosyyeHune anwara o6bemom 5-10 cm3

6.2.1.3 PaboToCcnocobHOCTb reHepaTopa (CNOCO6HOCTL BblAepXmBaTb 20-kpaTHOE 3/1l0MPOBaHUE).

6.2.1.4 CooTBeTCTBME «MNPOMEXYTOUYHOrO» (U3 reHepaTopa) anwaTa (apMOKONelHON cTaTbe,
YTBEPXAEHHOW Ha NpeanpuATUN-U3roToBuTene.

6.2.1.5 CooTBeTCTBME TPEOHOBAHUAM K TPAHCMOPTUPOBAHMIO.

6.2.1.6 CooTBeTCTBME pagmnaLMoHHbIM TPe6oBaHNAM.

6.2.2 Mogaynb cuHTesa (Hanuuue).

6.2.2.1 MabapuTHble pa3mepsbl, CM. He 6osee.

6.2.2.2 Macca, Kr. He 6onee.

6.2.2.3 MNMpoBegeHne cnHTe3a B aBTOMaTM3MPOBAHHOM pexume (Hanuuue).

6.2.2.4 CooTBeTCTBME OCHOBHOrO 3sara ¢apMoKoneiHol cTaTbe, YTBEPXAEHHOW Ha
npeanpuaTUM-N3roToBuTENE.

6.2 2.5 Bpemsa nonyyeHuss POr1. MuH. He 6onee.

6.2.2.6 O6bem nonyvyaemoro POr1. mn.

6 2.2.7 AKTBHOCTb nonyvyaemoro P®I1. Mbk.

6.2.2.8 BbIBOA, Ha nevyaTb NPOTOKO/a CUHTE3a (Hanmuue).

6.2.2.9 TpeboBaHuA pagmaLMoHHOK 6e30NacHOCTM.

6.2.3 Cuctema pagnaumMoHHOro KOHTPoNsa (Hanumuue):

- AvanasoH V3MepeHWs MOLLHOCTU amMOUeHTHOro akeuBaneHTa f[o3bl (MAD[) ramma-nsnyyeHus,
3B/4. He MeHee;

- npegensl AOMYCKaeMOW OCHOBHOW OTHOCUTENbHOW MOrpewHocTn usmepennin MA3[ ramma-
n3nyyeHns. %, He 6onee;

- obecneyeHne MOCTOAHHOrO paAvaUMoHHOTO [03VMETPUYEeCKOro KOHTPONA B MNOMELLEHUAX
o6bekTa nytem KoHTponsa MA3[ ramMma-usnyyeHuns (Haauumne).

6.2.4 XapaKTepucTUKN 3NeKTponuTaHunsa:

- HanpshkeHue nuTtaHus. B:

- yactoTa. I'u;

- noTpebnsemas MOLLHOCTb. KBT.
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6.2.5 [abapuTHble pa3mepsbl, CM. He 6onee.
6.3 [MepeyeHb HOPMAaTUBHbLIX JOKYMEHTOB, KOTOPbLIM O/KEH COOTBETCTBOBATL reHepaTop, NpuBeeH B
npunoxexHumn A.

7 Tpeb6boBaHUA K OPOPMNEHUNIO TEXHNYECKOIO 3agaHus

7.1 NMpumep MeAMKO-TEXHUYECKUX XapaKTEPUCTUK reHepaTopa npuseseH B NpusioxeHun b.

7.2 BO3MOXHO BK/IOYEHWE [OMOMHUTENbHLIX TPe6oBaHUii, 060CHOBAHHbLIX 3aKa34MKOM C NO3ULUi
npoBefeHnss HeobXOAUMbIX WCCNefoBaHWi B COOTBETCTBUM C npodunem nevyebHO-NpounakTMyeckoro
YUpPEXAEHUS.
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MpunoxeHne A
(ob6s3aTenbHoOe)

MepeyeHb HOPMATUBHbIX LOKYMEHTOB,
KOTOPbIM [O/)KEH COOTBETCTBOBATbL reHepaTop pagMoHyKINA0B
AN Npou3BoACTBA pagvModapMnpenapaToB

Ta6nunya Al

O603HaueHne

FOCT P 51098-97
FTOCTPM3K 60601-1-2010

FOCT PM3K 60601-1-2-2014

FOCT P M3K/TO 60788-2009
HM-053-04 [1]

HPB-99'2009 [21
OCIMOPb 99/2010 [3J

HavmeHoBaHve
leHepaTopbl paAMoHYKNMA0B. HoMeHkNaTypa nokasarenei
N3pnenua meauumHckme anektpuuyeckue. Yactb 1. Obuwme
TpeboBaHna  6e30nacHOCTM €  Yy4eTOM  OCHOBHbIX
(PYHKLMOHA/IbHbIX XapaKTepucTuk
M3pgenna mepuuvHckne anekTpuyeckne. Yactb 1-2. O6uwme
TpeboBaHna  6e3onacHOCTM € Yy4eTOM  OCHOBHbIX
OYHKLMOHANbHbIX XapakTepucTuk. MapannencHblii
cTaHjapr. OneKkTpoMarHuTHas COBMECTUMOCTb
TpeboBaHWA U UCNbITAHUA
N3pgenua meguumHckme anektpuyeckme. Cnosapb
Mpasuna 6e3onacHocTu npu TpaHCcnopTUpoBaHUn
pagnoakTUBHbIX MaTepranos
Hopwmbl pagvaunoHHoli 6e3onacHocTn
OCHOBHbIe caHuTapHble npasuna obecneyeHuns
paavaunoHHo 6e3onacHoCTu



Mpunoxexne b
(cnpaBoyHoe)
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MpuMep MefUKo-TEXHUYECKUX XapaKkTePUCTUK reHepaTopa paguoHyKInao0B
4N npou3BofACcTBa pagunodapmnpenapaTos

NMpumeuaHue

- MpuBegeHHble B Tabnuue B.1 KONMYECTBEHHbIE M KAUYECTBEHHbIE 3HAYEHUS XapakTepucTuk
HOCAT MH(DOPMALMOHHBI XapakTep.

Ta6nuuya bB.1- ABTOMaTusMpoBaHHas reHepaTopHas cuctema gns nonyydenus PO gna N3T

XapakTepucTuka (napameTtp)
1 l'eHepaTop pagvoHyKNNA0B
1.1 AKTUBHOCTb paguoHyknuaa B antoate, bk
(B 3aBMCMMOCTM OT 3akasa)
1.2 Bpems 37110MpOBaHNs reHepaTtopa, obecneynBaloLLero noayvyeHne
anaTta o6vemom 5-10 cm3
1.3 PaboTocnoco6HOCTb reHepatopa (CNoCco6HOCTbL BblaepxmBaThb 20-
KpaTHOe 3/1l0MpoBaHne)
1.4 CooTBeTCTBME 3t0aTa PapMOKOseiHol cTaTbe, YTBEPXAEHHOW Ha
npeaspuATUn-n3roToBuTeNe
1.5 CooTBeTcTBME TPEOOBAHMAM K TPAHCNOPTUPOBAHUIO

1.6 CooTBETCTBME pafnaLnoHHbIM TPeGOBaHNSM

1.7 FabapuTHble pa3mepbl, MM, He 6onee anameTtp
BbICOTA
1.8 Macca reHepaTopa B OXpPaHHOW Tape. kr. He 60/1e0

1.8 Ha3HaueHHbIli CPOK CyX6bl, OT faTbl KaNM6POBKM, CYT

2 Mogynb cuMHTe3a

2.1 N'abapuTHble pasmepsbl, CM, He 6onee

2.2 Macca, kr. He 6osee

2.3 lpoBefeHne CuHTE3a B aBTOMaTU3NPOBAHHOM pexnmMe

2.4 CooTBeTCTBME OCHOBHOIO 3/1t0ata (hapMOKOenHol cTaTbe,
YTBEPXAEHHOI Ha NpeanpuaTUM-U3roToBuTENE

2.5 Bpems nonyyeHus PO, muH, He 6onee

2.6 O6bem nonyyaemoro POI. mn

2.7 AKTUBHOCTb nosiyyaemoro PO, MbBk

2.8 BbIBOA Ha nevyaTtb NPOTOKOMA CUHTE3a
2.9 TpeboBaHuWsa paanaLnoHHOl 6e30nacHOCTM

3 Cuctema paanaLoHHOro KOHTPO/IA
AvanasoH nsmepenns MAJ/[ ramma-usnyyeHus. 3s/4. He MeHee
- npegenbl Aonyckaemolii OCHOBHO B AvanasoHe oT 0.1 go
OTHOCUTE/IbHOWN NOrPEeLLIHOCTN N3MEPEHUIA 1 MK3BY"1
MA3/[ ramma-usnyyeHus. %, He 6onee

B AnanasoHe oT

1mk3BY'1g0

10 384"l
- ob6ecneyeHne MOCTOSHHOIO PajMaLMOHHOI0 [03MMETPUYECKOrO
KOHTPONA B NOMeELLeHUsX ob6bekTa nytem koHTpons MA3/[ ramma-
n3nyyeHus

3HaueHve
Hanuuune

2-120
5-10
CooTBeTcTBYET
CoortBeTcTBYeT

CooTtBeTcTBYET
HM-053-04

CootBeTcTBYET
OCMOPB 99/2010

135
290
50
14
Hanunune
450 x 250 x 350
30
Hannune
CooTBeTcTBYET

18
3-5
B cooTBeTcTBMM C
thapMOKONeHOI cTaTbel,
YTBEPXAEHHOW Ha
npegnpusTUn-n3roToBmTeNe
Hanunune
CooTtBeTtcTBYET
OCMNOPB 99/2010
Hanunune
0,1-10~-10
+ (15+1/H),
roe H - 6espasmepHas
Be/IMYMNHA, YNC/IEHHO paBHas
N3MepeHHOMY 3Ha4YEHUIO
MA3/[. mk3Bu'l
+15

Hanuune
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OkoH4aHue Tabnumubl B.1

XapakTepucTvka (napameTp) 3HaueHve
4 XapaKkTepucTuKu ceTn nutaHusa
- HanpsxeHue nutaHus. B 220
- yvacToTa. 'y, 50
- notpebnsemas MOLWHOCTb, KBT. He 6onee 1
Bubnunorpadus

[1] HM-053-04 MpaBuia 6e30NacHOCT NpU TPAHCMOPTMPOBAHUN PaAN0aKTUBHbIX MaTepranos
[2] HPB-99/2009 Hopmbl pagnaLnoHHoit 6e3onacHoCTH
[3] OCMNOPB 99/2010 OcHOBHbIE CaHUTapHbIe NpaBuia obecneyeHns paanalnoHHoli 6e3onacHoCTm
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