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FemaTonornyeckue annaparbl (4ns AUAarHOCTUKM in vitro)

Ha3sHauveHue 2P

ABX CRP Std — 3710 kanubpatop CPB, npeaHa3Ha4YeHHbI
ONns ucnonb3oBaHuA B in Vitro  AmarHoctuke  wm
pa3paboTaHHbI  Ons  KanMbpOBKM  reMaTornornyecknx
cYeTuUMKoB OpMeHHbLIX anemMeHToB kpoen HORIBA,
N3MePSIOLLINX napametp CPBb npv nomMoLum
UMMYHOTYpOraMMETPUYECKOrO MeToaa.

[aHHble no pesynbTatam M3mepeHus koHueHTpauum CPB
CM. Ha ynakoBKe.

MpeaynpexaeHusa n mepbl
NpeAoCTOPOXHOCTHU ©

m PactBop ABX CRP Std npeagHasHauyeH Tonbko Ans
npodeccrMoHanbHON NarHOCTUKN in Vitro.
MpegHa3HavyeHo Ansa MCnonb3oBaHUs B nabopaTopHbIX
YCINOBUSIX.

m [lonb3oBatens 0653aH NPOBEPUTL  COOTBETCTBUE
HaCTOALLEro JOKyMEHTa Ha3Ha4YeHuo NpoayKra.

m CornacHo HOpMaTHMBHOMY OOKYMEHTY (EC)
N°.1272/2008 aTOT peareHT cunTaeTcsa 6e3BpedHbIM
BELLLECTBOM.

MaTepuan 4enoBeyeckoro npoucxoxaeHus. Cneayet
obpawartbcd Kak C noTeHuManbHbIM  UCTOYHUKOM
MHdekumn. Kaxablh  goHOpckas eauHuua nnasmbl
KPOBW, WCMNONb30BaHHAst ANs MPUrOTOBMNEHUST 3TOro
npogykta, npotectuposaHa FDA ¢  nomoubio
onobpeHHOro MeToaa, U B Helt He 06HapyxeHbl HBsAg,
BIfC un antutena k BUY 1/2. B cBasn c Tem, 4To
HUKAKOW W3 M3BECTHbIX METOOOB aHanu3a He faet
NOMHoOW YBEPEHHOCTW B OTCYTCTBUM BUpyca renatuta B,
BUpyca ummyHopeduunta Yenoseka (BUY) unu gpyrux
MHEKLUMNOHHbBIX areHTosB, npoayKTbl cnepnyet
paccmatpuBaTb Kak B3sTble Yy nauueHTa o6pasupl,
ABNSAOLWMNECH NOTEHUMANbHLIM UCTOMHUKOM WHAEKLMH,
1 obpawaTtbcs ¢ HAMK C cobrnogeHnemM Haanexalmx
Mep NPeAOoCTOPOXHOCTM  COrfacHO  Hagnexaiien
nabopatopHow npakTuke (1, 2, 3).

Cobntopganite npuHaTble B nabopaTopum ctaHOapTHble
Mepbl NpPeaoCTOPOXHOCTU " BbINONHANTE
pekoMeHOgauum no OxpaHe 340pOoBbS UM TEXHUKE
6esonacHocTn degepanbHOro UMM - pernoHarnbHOro
YPOBHSA.

Cm. nacnopt 6esonacHoctu npogykta  (SDS),
oTHocsawwmica kK ABX CRP Std.

He wucnonb3yiiTe npodykT, ecnu He cobnopatTcs
pEKOMEeHAYEMbIE  YCINOBUSI  XpaHeHusl,  BKIoYasi
Temneparypy.

Mpexage 4Yem npuctynatb k paboTe ¢ aHanusaTopom,
onepatop 06si3aH NporTn obyyeHue y npeacraBuTens
komnaHun HORIBA.

Jiobble cepbesHble NPOUCLLECTBUS, MMEBLUME MECTO B
CBSI3W C 3KCNnyaTaumen aHanusaTtopa, Heobxoanmo
[oBoaMTb OO CBEAEHUsl npou3BoauTenss WU 1o
YMONTHOMOYEHHOrO OpraHa BfacTu CTpaHbl, B KOTOPOW
HaxoguTcs onepartop npubopa U/nMnu NnaumeHT.
EmKocTM Cc peareHTamu sIBNSOTCS OAHOPA30BbIMU U
nognexar yTUnu3auum cornacHo MECTHbIM
HOPMaTUBHbLIM TpebOBaHUSIM.

a/\ameHeHust: fobaBreH HOBbIN annapar.
bliameHeHms: Hosas hopma BykneTa o peareHTe.
CU3meHeHus: fobaBneHa pekoMeH4aumst.

S.AS. au capital de 23.859.980 € - RCS Montpellier 328 031 042 - SIRET 328 031 042 000 42 - AP IEGYIEAHNE BEPCUMN AOKYMEHTOB Ha BeG-caiTe no agpecy: www.horiba.com

Explore the future

HORIBA


http://toolkits.horiba-abx.com/documentation/search.php

/7 i1 TFemaTtonorus

/
/
/

/ ABX CRP Std

m 3a TexHu4eckon nomoLpto obpallantecb nNo TenedoHy
+33 (0)4 67 14 15 16.

YTunusauyusa otxogos

Cwm. TpeboBaHus pervoHanbHbIX HOpPMaTMBHbIX
[OKYMEHTOB.
PeareHT conepxunt meHee 0,1% a3uaga HaTpusi B KayecTBe
KOHCepBaHTa.

Mukpo6uonornyeckoe cocTosiHue

HenpumeHnmo.

OnucaHue u cocTaB

OnucaHue:

PactBop ABX CRP Std no BHelHeMy Buay MOXOX Ha
CbIBOPOTKY KPOBW YenoBeka.

Cocras:

ABX CRP Std — ato kanubpatop C-peaktuBHoro Gernka
Ha OCHOBE YeroBEeYECKON CbIBOPOTKMU.

YcnoBusi XxpaHeHUs1 U CTabUNBLHOCTbL

m YcnoBus XxpaHeHus (8o BcKkpbiTua): 2-10°C

(35-50°F).

He 3amopaxwuBaTb.

Korga npobupku He wncnomnb3yloTcs, MX Heobxoaumo
XpaHUTb B BEPTUKarNIbHOM MOSOXEHUN B OPUTMHANBHON
ynakoBke.

He pekomeHayeTcs XpaHuTb B OTAENEHWsX Ha ABepu
XOMNOAMIBbHON KaMepbl.

m CtabunbHOCTb B OTKpbITOM cocTosiHuu: ABX
CRP Std nocne oTkpbITUSA COXpaHsieT CTabunbHOCTb B
TeyeHne 3 MecsiueB (MMM OO0 WCTEYEHWs Cpoka
rogHoOCTW, B 3aBMCUMOCTW OT TOrO, YTO HacTynuT
paHbLie) npu Temnepatype 2-10°C (35-50°F).
Mpobupkn ¢  kanubpatopom ABX CRP Std
Heobx0OMMO NMOTHO 3aKkpbiBaTb KPbILKOW nocne
MCMonb30BaHUsI.

m CpoK rogHOCTM: CM. CpPOK FOAHOCTM Ha 9TUKETKe
ynaKkoBKW peareHTa.

Tpebyemble, HO He NpeaocTaBnsieMble
MaTepuanbl

m ABTOMaTM3MPOBAHHbIN FEMaTONOrMYECKMA aHanMsaTop.
m CraHgapTHoe na6opatopHoe o6opynosaHue.

Mpob6a

HenpvmeHumo.

Mpoueaypa

ABX CRP Std rotoB k MCNOMb30BaHMIO.

Kannbpoeka npubopoe HORIBA sBnsetcsa BaxHoOn
npoueaypon, KOTOpYHO, BO3MOXHO, notpebyeTcs
BbINOSHATL NPW ONPEeAENEHHbIX TEXHUYECKNX CUTyauusX,
TakMx Kak YCTaHOBKa, TeXHU4Yeckoe obcnyxuBaHue W
cepBUCHble BMellaTenbcTBa. KanmbpoBka He [JoimkHa
BbINOSHATLCA AS1S KOMMEHCaUUM CMELLLEHNA pe3ynbTaToB
n3-3a 611okMpoBKKM Nprbopa.

O vacTo NOBTOPHON KannbpoBke HEOGXOAMMO COOOLLNTL
B TexHudeckyto nopaepxky komnanum HORIBA pgns
onpegeneHus dakTn4eckon NPUYUHBI 7
COOTBETCTBYHOLLIEro cnocoba ycTpaHeHUst HEMCNPABHOCTU.
Mocne BbIMONMHeHWst kanubpoBkM  ybeautecb, 4TO
3HayeHus MCV, MCH 1 MCHC pnsa o6pasuoB, B3siTbIX Y
naumeHTa, COOTBETCTBYHT CpeaHNM 3Ha4YeHUsM 0ObIYHOM
nonynsiymMmn ons aTMx napameTpos.

1. Noseaute ABX CRP Std fo KoMHaTHOW TemnepaTypebl,
nepekatolBas nNpobupky Mexagy nagoHsmu. He
BCTPSIXUBATb.

2. CMm. B pYyKOBOACTBE  Momnb3oBaTens  MOPSiAOK
naeHTndukaumm pactsopa ABX CRP Std ¢ nomolubio
ckaHepa LUTPUXKOOOB UMK BPYYHYHO.

3. AkkypaTHO nepeBepHuTe npobupky ot 8 go 10 pas
HenocpeacTBEHHO nepen otéopom npob.

4. 3anyctute  ABX CRP Std B coortBeTcTBUM C
npouenypon, onMcaHHon B pykoBoacTBe
nonb3oBaTens.

5. MpoTpuTe pesbby W KpblKy Npobupku nocne
MCMOMb30BaHNUSA C NOMOLLbI0 GE3BOPCOBOI Mapsu.

6. 3akponte n nomecTute NPOOMPKY B XOMNOAMIBHUK
cpasy >xe nocne UCMonb30BaHuUS.

[aHHble no pesynbTatamMm uamepeHuss koHueHTpauum CPB
CM. Ha ynakoBKe.

MogpobHble WHCTPYKUMM MO npouedypaMm aHanusa wu
KOHTPONSA pes3ynbTaToB CM B PYKOBOACTBE MOSb30BATENS
annaparTa.
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MeToauka“

ABX CRP Std - 310 cCTabunbHbIi npenapar,
ncrnonb3yembln Ans KanubpoBKM CHETYMKOB (POPMEHHbIX
3NEeMEeHTOB KpoBW C napameTpom C-peakTuBHOro Gerka.
MpunucaHHble  3HayYeHuss ObINM  MOMyYeHbl  MyTEM
MOBTOPHOrO aHanu3a Ha npubopax, oTkanMbpoBaHHbIX B
COOTBETCTBMU C  CEPTUDULMPOBAHHLIM  STarlOHHbLIM
maTtepuanom ERM®-DA472.

Pabouune xapakTepucTUKM U OFpaHUYEHUA

CM. ynakoBKy Ansi NonyyYeHus MHgopmaumMn o UeneBbiX
3HAYEHUsAX U UX OOMyCcKaxX B OTHOLUEHUWU MCMONb3yEMOro
npuodopa.

Cm. naparpad «CooTHeceHue kanubpaTtopoB U
KOHTPOIEN C 3TarnoHHLIMU MaTepuanaMmmy»

PacuyeT u nHTepnpeTauus pesynbtaTtoB

CeedeHuss o npouedype  Kanubposku
WHTeprnpeTauum pesynbTaTtoB CM. B
nonb3oBaTesns annapara.

annapata wu
pykoBoacCTBe

N3meHeHus B nopspke paboTbl C NPOAYKTOM
M B ero pabo4ymx xapakrepucTmkax

MoBpexaeHue ynakoBKU

B cnyyae noBpexaeHUst 3alUWTHOM  YMaKOBKU  He
ucnone3ynte pactsop ABX CRP Std, T1ak «kak
noBpexaeHust Mornm NnoBNUATb Ha pabouune

XapaKkTepucTukn npoaykra.

Hanwuune npusHakoB nopum npoAaykra

Mpy Hanuuumn KakMx-NnM6o NPU3HaKoB OU3NYECKON WUIK
Xummyeckon  nopunm  pactBopa ABX CRP  Std
(NnomMyTHeHVMe, n3MeHeHWe uBeTa W T.M.) ero cnegyet
3aMEHUTB.

HenpaBunbHoe cmelunBaHue

B cnyyae HenomnHoro nepemelUnBaHUs COAEPXKUMOrO
npobupkn nepea UCNOnb3oBaHMEM B3siThIN 06pasel, a
Takke octatok ABX CRP Std B npoGupke cTaHoBsATCSA
HenpurogHbIMu Ans paboTbl.

TemnepaTypHble orpaHUYeHusi

He ucnoneayiite pactsop ABX CRP Std, ecnu oH paHee
3amopaxwuBancs  unu  nogseprancs  U3ObITOYHOMY
Harpesy.

Mepen ucnonb3oBaHvnem ABX CRP Std y6eautech, 4To
OH pJoctur pabodyelt TemnepaTypbl, Kak OMucaHo B
pyKOBOACTBE Mnonb3oBaTens npubopa.

BHYTpeHHUN KOHTPOJSIb KavyecTBa

KoHTponbHble o6pasubl kpoBn HORIBA Heobxogumo
ucnonb3oBaTb AN NEepUoOaNYECKON OLEHKM KadvecTBa
(PYHKUMOHUPOBaHNSI peareHToB U annaparta B 3aJaHHbIX

AvanasoHax.
HORIBA npegnaraet OHnanH-nporpammy
MeXxrnabopaTopHOro  cpaBHEHUs! (QCP), KoTopas

npenoctasndeT OOoCTyn no MHTepHETy K:

m nogava OTYETOB O pe3ynbTaTtax BHYTPEHHErO KOHTPOMs
KayecTBa B OHMaNH-PEXUME;

m MOHMTOPWHI  KadyecTBa paBoTbl  aHanMTUYecKoro
obopynoBaHUs U HernocpeacTBeHHOe  CpaBHeHWe
pesynbTaToB  MCCMeAoBaHWM ¢ pesynbTatamu,

nony4YeHHbIMU B COTHAX nabopaTtopui Mo BCemMy MuUpy;
m MofyyeHne B PEXUME  pearnbHOrO0  BPEMEHU
CTaTUCTUYECKMX OTHETOB rpynn konner yepe3 QCP.

Bornee nogpobHyl MHMOPMAaULMIO MOXHO MOMYYUTb Ha
Beb-calTe no agpecy:
http://qcp.horiba-abx.com

CooTHeceHue KannoépaTopoB U KOHTPOsEN ¢
3TaNoOHHbIMK MaTepuanamn®

ABX CRP Std MOXHO COrnocTaBuUTb c
CepTI/ICbI/ILI,VIpOBaHHbIM 3TaJIOHHbIM MaTtepuanom
ERM®-DA472.

PecdepeHcHble MHTepBanbl

HenprumeHumo.
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9ameHeHns: Koppekums metogonorum.
e/\3MeHeHNsI: U3MEHEHME STArIOHHOTO MaTtepuana.
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