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106mue no1oxeHust

[ToBepky moskamubparopa ATOMLAB 500+ (zanee — no3kanubparopa), H3TOTOBJICHHOTO (GUpPMOi
«BIODEX Medical Systems Inc.», CIIA (6nox ynpaBnenus 3aB. Ne 15040465, nperextop 3as.
Ne 96276031), mnpoBoasT [OpMIAMYECKME JHMIA MM  WHIMBAAYyalbHble  IpEINpHHHAMATENH,
AKKpEeIUTOBAHHEIE B YCTAHOBJICHHOM IOpsKe B 0671acTH obecrneyeHus e JMHCTBA H3MEpPEeHHH.

TpeboBanus K opraHu3aluy, MOPAIKY NPOBeeHUs TOBEPKH H GopMa IIpeCcTaBIeHHs pe3ybTaToB
TIOBEPKH ONPEIENAI0TC NpHKa3oM MUHHCTepCTBa IPOMBIIUICHHOCTH ¥ Toproeid P® ot 2 mronsg 2015 r.
Ne 1815.

[NepBuunas noeepka NPOU3BOJUTCS NPH BHITYCKE BHOB NPOHM3BEICHHBIX JO3KAIHOPAaTOpPOB U
TI0CJIE MX PEMOHTA.

[Tepuonuyeckas noBepka IIPOM3BOAUTCS IIPU IKCIUTyaTallMy J03KaJIHOpaTOpOB.

I/IHTepBaJI MCKIY NOBEpKaMH COCTAB/LACT OOUH IOJ.

2 Onepauuu NoOBepKH

2.1 Ilpu npoBeacHUM NTOBEPKHU JOJDKHEI ObITH BBINOJIHEHB] ONEpallMy, yKa3aHHbIe B Tabuue 1.

Tabauua 1 — Onepauuu noBepok

Homep Onepanuy, BEINOJIHAEMbIE NP
HanmeHoBauue onepanuit TyHKTa TOBEpKE:
METOJUKHU A -
NepBUYHOM  |mepuoauyecKoi
BHemHuit ocMoTp 7.1 + +
Omnpo6GoBaHue 7.2 + +
OrmnpenesneHyue OTHOCHTENLHOM NOTPEIIHOCTH
7.3 + +
HU3MEpEHUH aKTUBHOCTH
Onpenenenue CHCTEMHOM THHERHOCTH 7.4 + 1
[TpoBepka coOTBETCTBHSA IPOrpaMMHOTO
8 + +
obecneueHus

3 CpencrBa HOBEPKH

3.1 Ilpu npoBeneHHH NOBEPKH HEOOXOAMMO NPUMEHSTH OCHOBHBIE H BCIIOMOTATENbHBIE CPeNCTBa

IIOBEPKH, IPHBEICHHBIE B TabuLe 2.



Tabnuua 2 — [lepeuyeHb OCHOBHBIX U BCIIOMOraTeNIbHBIX CPEACTB MOBEPKH

Howmepa
nyHKma
Memoouku

noeepku

Haumenosanue pabouux smaioHos uiu 6CnoMo2amenbHulX CpeoCmes noGepku; Homep
O00KYMeHmA, pe2iameHmupyowjezo mexHuyeckue mpebo6anus Kk paboyum smaioHam uiu
6CHOMO2QMeNbHBIM CPEOCMEAM, PA3ps0 NO 20CY0aPCMEEHHOU NOBEPOYHOU cxeme U (unu)

Mempoio2u4ecKue U OCHOBHbIe MEeXHUYECKIEe XapaKmepucmuky cpeocmeaq nogepru

73 - 74

- Papuomerper PUC-A1-D «JloskanubGparop» (Per. Ne B ®UD 37683-08). [luanazon
U3MepeHul aKkTUBHOCTH:

ramMma - H3Iy4aromux Hykaugos (o °™Tc), or 2,0'108 go 1,85:10'° Bk,

6eta - u3Tydaromux Hykauaos (1o ¥Sr) or 8,010 1o 1,85:10'C;
- CnexrpoMmeTpuyeckue yctaHOBKH B cooTBeTcTBUM ¢ ['OCT 8.033-96. Unrerpansnas
HenuHedHocTh He 6onee 0,05 %, ocHOBHasE OTHOCHUTENbHAS MOIPEIIHOCTh H3MEPEHUM
akTUBHOCTH 4,0 %;
- Pactops! paguonykmumor **"Te, 1, 18F, #Sr, 131Cs; ""Lu (mo IT'OCT 8.033-96).

AkTHBHOCTH B guanazone 107- 10'2 Bk.

Tepmomerp nabopatopusiit o 'OCT 28498-90. Liena aenenus 0,1 °C, auanazoH

u3mepenuii or munyc 50 °C xo mmoc 125 °C

bapomerp-anepoun (Per. Ne B ®PUD 5738-76). luanazon uzmepeHuii abCoOTHOro
nasnenus ot 80 no 106 kIla, npenens: gomyckaemoit OCHOBHOM OTPEIIHOCTH

nsmepenni + 0,2 xIla

[leuxpomerp no I'OCT 112-78. {nana3oH u3MepeHuil OTHOCUTENBLHOMN BIAXHOCTH OT

20 mo 90 %, npezernb! JonycKkaemo# OTHOCUTENBHON MOTPEIIHOCTH H3MEpeHHi + 5%.

Hozumerp-paguomerp JJKC-96 ¢ BJIKC-966 (Per. Ne B ®UD 16369-11). MomuocTs
aMOGHEHTHOro 3KBUBAIEHTA 036l B quanazone 0,1 Mx3su! + 1 3-u’!, npegensl
JOMYyCKaeMO# OTHOCUTENhHOM norpemHoctu e 6onee = (15 + 6/H) %, rone H —

Ge3pasmepHas BENMYMHA, YHCICHHO PaBHAsS H3MepeHHOMY 3HadeHnio MAD]T B Mk3B 4!

[Ipumeyganus:

1) Jlonmyckaercs npuMeHeHue APYIMX CpPEICTB IIOBEDKH, He TpHBEJEHHBIX B TeEpeYHe, HO

obecrnevnBaroIuX ONPEAETEHUE METPOJIOTHYECKHX XapaKTePUCTHK ¢ TpeOYeMOi TOYHOCTBIO.

2) Ucnonp3yeMble 3TallOHHBlE CpeACTBA M3MEPEHHI JODKHBI HMETh JelicTByroue

MIOBEPUTEINLHBIE KJI€Ma WU CBUIETEIHCTBA O TIIOBEPKE.

3) JlomyckaeTcsi IpoBEJECHHE IIOBEpPKH Ha MEHBLIEM OUaNa3oHe W3MepeHHi, Ui OJHOrO HIH

HECKOJIbKMX PalMOHYKIMIOB u3 crucka: >'Cs, 7Lu, ¢ o6s3aTeNbHBIM yKa3aHHEM B CBHAETENBLCTBE O

nosepke uHdopmaiuu 06 o6bemMe IPOBEICHHOM IIOBEPKH.




4 TpeboBanusi no 6e300aCHOCTH M KBATHPHKALHH NOBepHTEIeH

4.1 Ilpu npoBeeHAH MOBEPKH JOJDKHEI BBHITIOIHATHCA TpeOOBaHHA:

— «Hopwm paananuonHo# 6e3onacHoctu (HPB-99/2009)»;

— «OCHOBHBIX CaHHTAPHBIX INpaBHI oOecmedeHHs pagnanuoHHoM OesomacHoctn (OCIIOPB-
99/2010)»;

— «[IpaBua TeXHHYECKOH HKCIUIyaTalluM INEKTPOYCTAHOBOK MOTPEOMTENEH M NPaBHI TEXHHKH
6€e30MacHOCTH NpPH KCIUTyaTaluu 3MeKTpoycTanoBok notpedbureneit (11T u I1Th-84)»;

— MHCTpYyKUMit o panMaimoHHON 6€30maCHOCTH.

4.2 TloBepky MOTYT MPOBOAMTH JIAIlA, HMEIOLIME KBATH(HUKALUIO MOBEPHTEI, O3HAKOMIICHHBIE C
PYKOBOACTBOM IO JKCIUTyaTallud J03KanuOpaTopoB M JOMYIIEHHBIE K paboTaM C HCTOYHHKaMH

HOHM3UPYIOLIUX HU3TYYCHH M.

S YcaoBus nopepkmu

5.1 Ilpn npoBeaeHUN MOBEPKHU JOJIKHBI BBINOJTHATHLCS ClIEAYIOIINE YCIOBHUA:

= MOIIHOCTh aMOHEHTHOTO HKBHBAJIEHTA 0361 JOHOBOTO

H3JIyYEHHUS HE JOJIXKHA MPEBHIIATh, MK3B/4 0,25
—  Temmeparypa OKpy:Karomero Bo3ayxa, °C 20£5
—  OTHOCHTEJIbHAA BJIAXKHOCTh BO3XyXa, % 60+ 15
- atMocdepHoe naBnenue, klla 101,3+4
— HaAIpsHKCHUE ¥ 9acTOTa IMUTAOLIEH ceTH, B ot 187 no 242
- yacToTa, ['11 ot 47 mo 53

6 IloaroroBka k noBepke

I[lepen npoBeneHnEM MOBEPKH HEOOXOIMMO BHINOIHHTE ClIEAYIOIIME ONE€PALliH:

6.1 JloskamubpaTop MOArOTOBHTL K paboTe B COOTBETCTBHH C TPeOOBaHMSAMM PYKOBOICTBA IO
IKCIUTyaTaLUH.

6.2 IlpoBecTH M3MEpEHHA TeMIeparyphbl, OTHOCHTENBHOM BIAXHOCTH, JABICHHA OKPYKAIOLIETO
BO3/lyXa H YPOBHS BHELIHEro ramMa-poHa B MecTe pacmonoxkeHus po3kammbparopa. Pesynsrarsl

M3MEPEHUH 3aBECTH B pabouuii )XypHa.

7 IlpoBeaenne noBepKu
7.1 BuemHuii ocmoTp
Ilpn npoBeAeHNH BHELTHETO OCMOTPA YCTaHABIABAIOT:

— OTCYTCTBHE MECXaHHU4YCCKHX noapemennﬁ H Jpyrux BHIAHUMBIX ,Zle(beKTOB, KOTOpPBIC MOTIYT

ITOBJIMATH Ha p360TO0H0006HOCTb;



— HalM4YMe MapKUPOBKH U IJIOMOEI;
— HaJM4YUe PyKOBOACTBA IO KCILTyaTallly;
— HaJM4YMe CBUAETENBCTBA O Mpedpiayme#l mosepke mo3kanubpartopa (IpH NepHOAMYECKOH

TIOBEPKE).

7.2 OnpoGoBanmue
OnpoGoBanue A03KaTHOpaTopa MPOBECTH B COOTBETCTBHM C PYKOBOACTBOM IO SKCILTyaTallUu:
BKIIOYHTH JO3KAIHOpaTop, IMocie YCTAHOBACHHs pabodero pexmma yOemHTHCS, YTO B IpolEcce

H3Mep€HHﬁ Ha 3KpaHC oroﬁpaxcae'rca IMMOKa3aHNE 3HAYCHUA aKTUBHOCTH.

7.3 Onpeaenenne 0THOCHTEILHOH NOrPeMHOCTH H3MEPEeHHH AKTHBHOCTH
7.3.1 OnpeneneHne OTHOCUTEIHHOM MOTPEUIHOCTH M3MEPEHUH aKTUBHOCTH JOJKHO OBITH NMPOBEAEHO
OJHUM M3 CICAYIOMX METOJIOB: MOBEPKa C NMPUMEHECHUEM I3TAOHHOTO Ao3KanubpaTopa, NoBEpKa €
NPUMEHEHUEM ITAIOHHOM criekTpoMeTpHyeckoi ycTaHoBkH B cooTBeTcTBHH ¢ 'OCT 8.033-96.

7.3.1.1 IloBepka ¢ IpUMeHEeHHEM 3TATIOHHOTO J03KAINOpaTopa

Jlns mpoBeJeHUS MPOBEPKU HEOOXOANMO BHIIONHUTH CJIEAYIOILNE ONEPaLlu:
- IOArOTOBHUTH TAJOHHBIN U NOBEPAEMBIH J03KaTNOPaTOp K NPOBEACHUIO U3MEPEHHH B COOTBETCTBHH C
TEXHMYECKOH JOKyMEHTaUe;
- IpoBeCTH HapaboTKy paJHoOHYKIHAA ¢ IPUMEHEHUEM TeHepaTopa HyKJIAIOB;
- YCTAHOBUTH MITATHHIN AepKaTeNb 0€3 UCTOYHUKA U3ITyUeHYS,
- MIPOBECTH M3MepeHUs POHOBEIX 3HAUECHUH ITAOHHBIM U MOBEPSEMBIM J03KATMOpaTOpoM B OTCYTCTBHHU
HCTOYHHMKOB M3JIyueHHs. KonnuecTBo U3MepeHU He MEHee S.
- BBIYMCIHUTH CpeHee 3HadYeHue GOHOBHIX M3MEPEHMH IS MOBEPAEMOTO M 3TATOHHOTO Jo3Kamubparopa
o ¢popmyne (1):
=n
> A
i=|

4, =- g 1
don n ()

rae A, — boHOBBIE NOKa3aHUs Ao3KaTHOpaTopa B i-ToM HabmoaeHuH, bk;

1 — KOJINYECTBO HAONOAeHui.
- YCTaHOBUTH MCTOYHMK M3IyueHUs ((IakoH) ¢ palMOHYKIMAOM B IITATHHIN AepiKaTeb;

- MPOBECTH H3MEPEHUS AKTMBHOCTH PAJMOHYKIMIOB 3TAJOHHEIM K IIOBEPAEMBIM J03KATHOpaTopoM
Yepenys u3mepeHus. KoandecTBo M3MEpeHMH I ITATOHHOTO M TOBEpsAeMoro Ao3KaauOparopa He
menee 10;

- BHYHCIMTh Cpe/iHee 3Ha4eHHe aKTUBHOCTH 3a BhlYeTOoM ¢oHa M oTHocuTennHoe CKO pe3dynbTaroB
u3MepeHnii no ¢popmynam (2), (3), (4), (5):

JU18 TIOBEpSAEMOTO JIo3KamubpaTopa
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Anos = !—_IT > (2)

A n-1

noe

S(Ape) = ; €y

rae A, — [0Ka3aHHs OBEpAEMOro Ho3KauGparopa (3a BerdeToM (oHa) B i~-ToM HabmioneHuH, bk;

JUIS 3TAJIOHHOTO J03KaIuGpaTopa

A, = —, @

N i 2
1 ; (Asm Aam )

S(4,,)= —

: (5)

am
rae: Al,— IokasaHus STAIOHHOTO Ho3Kaaubparopa (3a BHMETOM (OHA) B i-ToM HabIoneHHH, BK;

Anoe B Asm — HIACHTHUYHBIC IIOKa3aHMs HBMCpCHHOﬁ AKTHBHOCTH IIOBCPIACMOI0O M O3TAIOHHOIO

JI03KaIHOpaTopa COOTBETCTBEHHO 32 BBIUETOM (POHOBBIX 3HAYCHHUH.
IIpumeuanne: S(4,,) v S(4,,,) A1s psaga Habmogenumit (»=10; P=0,95) npum npopeJcHHMH INOBEPKH

no3kanmubparopa He HO/KHO NpeBblinath 3HadeHus 0,015. Ecmm aTo ycinoBue He yooBIETBOpPSETCH,
HEOOXOIMMO YBEIUYHUTh KOIUYECTBO HAOMIONCHHUH 7.
OTHOCHTEIBHYIO [IOrPEIIHOCTh H3MEPEHHH aKTUBHOCTH PacCUMTATh 10 Gopmyiie (6):

s =Ano«:4;“fsm.100%. (6)

UM
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7.3.1.2 [loBepka ¢ IpUMEHEHHEM STAIOHHOMN CIIEKTPOMETPHUUYECKOM YCTaHOBKHU B cootBercruH ¢ [OCT
8.033-96.

Jls npoBeieHUs IPOBEPKH HEOOXOIUMO BHIIOIHHUTE CJIETYIONIHE ONEPalHH:
- TIOATOTOBUTH JTAIOHHOE U I0BepseMoe cpeAcTBO u3Mepenuit (CH) k NpoBedeHHIO H3MEpEHHH B
COOTBETCTBHH C TEXHUYECKOH TOKYMEHTALIHEH;
- IPOBECTH HAapabOTKy paJHOHYKIHIA C IPUMEHECHHEM TeHepaTopa HYKITHIOB;
- YCTAHOBMTH INTATHBIA Aepxare]ib 6¢3 HCTOUHUKA H3IYUCHHS,
- IPOBECTH U3MEpEHHUS (OHOBBIX 3HAUCHHH 3TAOHHBIM K MoBepsieMbIM CH B OTCYTCTBHE MCTOYHHKOB
usnydenus. KonuuecTso u3MepeHuit He MeHee 5,
- BHIYHCIIUTE CPeJIHEE 3HaUCHUE (POHOBHIX U3MEPEHHH 3TaIoOHHOro ¥ noBepsemoro CH no ¢opmyne (1).

- YCTaHOBHTh HCTOYHHK HM3IMydeHHs ((iakoH) ¢ paIHOHYKIMIOM B INTAaTHBIA JepiKaTelb IIOBEPIEMOTO

Jo3kanudparopa;












