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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3nauyenue 2

ABX Lysebio - 9TO  JU3UPYIOLMHA  PacTBOp,
NpeAHAa3HAYCHHBIH UI  WCIONB30BAHUS MPH POBEICHHH
JQUATHOCTUKHU [N Vitr0 W pa3paGoTaHHbBIA ISl JIH3HPOBAHHS
spurporutos (RBC), a Takxke uist onpezenieHus reMorjiooHHa B
ananmszatopax kposu HORIBA Medical.

IIpenynpesxaeHusi 1 Mepbl NPEAOCTOPOKHOCTH

m Pactreop ABX Lysebio mnpexnasnaden Tompko i
poecCHOHaIbHOMN THArHOCTHKY iN Vitro.

® Tloss30Barens 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIIETO
JIOKyMEHTA Ha3HAYEHUIO TIPOIyKTa.

m CornmacHo HopMmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEearcHT CYUTAETCS GE3BPEIHBIM BEIIECTBOM.

® [Ipu paGoTe ¢ XHUMHYECKUMH BEUIECTBAMH PEKOMEHIYETCS

Yruauzanus 0TX010B

Cm. Tpe6OBaHI/I$[ PEruOHAIbHBIX HOPMATHUBHBIX JOKYMEHTOB.

Muxkpo0uo/iorudeckoe cOCTOsIHIE

Henpumenumo.

OnucaHue u cOCTaB

Onucanue:

IIpo3paunslii 1 6ecrBETHBII BOAHBIA PacTBOP.

HanacBaTb COOTBETCTBYIOIIUEC cpeacTaa 3alUTHI: CocTas:
J'Ia60paT0pHLIfI Xajar, nep4YaTkd U 3alliIUTHBIC OYKH.

u CO6J’[IOI[3.I>1TG NPUHATHIC B naﬁopaTopI/m CTaHAapTHBIC MEPLI Oprannqecmﬁ 6y<1Jep <5%
OpEeAOCTOPOKHOCTA W BBINOJHAWUTE PEKOMEHAAIWU 110 JIeTepreHT <2,5%

OXpaHe 370pOBbsi M TEXHHKE 0E30MaCHOCTH (eAepaabHOro
WM PETHOHAIIBHOTO YPOBHSI.

® JIpy BO3HHKHOBECHHH HEJOMOTaHHs MOCJIE MOMaJaHUs Ha
KOXY, IPOTJIaThIBAHHS WM BIBIXaHUS KaKUX-JIHOO BEIECTB
oOpatuTech K Bpady.

m Cwm. nacnopt 6e3onacHoctr npoaykra (SDS), orHocsmmiicst
k ABX Lysebio.

B JlaHHBIA peareHT MpeaHa3HaueH [JIs1 UCIOJb30BAHUA C
YKa3aHHBIMH BBILIE TEMAaTOJOTHICCKIMH aHAJIN3aTOPaMHU
HORIBA Medical. Komnanuss HORIBA Medical e moxer
rapaHTHPOBaTh MPABHIBHOE ACHCTBHE 3TOTO pearcHTa Iph
HCIOJIb30BAHNH AMIAPATOB, OTINYHBIX OT yKa3aHHBIX BBILIE,
WIM  amnmapatoB, HE  W3TOTOBICHHBIX  KOMITaHHEH
HORIBA Medical.

YcaoBus XpaHeHus U CTa0MJIBLHOCTH

® VYciaoBus xpanenusi (no Bexkpoitus): 15-30°C (59-86°F).
XpaHUTh B 3QLIMIICHHOM OT CBETa MECTe.

He 3amopaxuBars.

8 CTa0MJIbHOCTH BO BCKPBITOM COCTOSIHMM: 3 Mecsna
makcumyMm npu 15-30°C (59-86°F) mocne BckpbiTHs, B
Hpezenax cpoka FOJHOCTH.

® CpokK rogHOCTH: CM. CPOK TOZHOCTH HA ITHKETKE YHAaKOBKU
peareHra.

A/3MeHeHNs: alIapar CHAT ¢ HPOJAKH.
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ABX Lysebio (0.4L)

TpeOyemble, HO He TpeOCTaBIsAEMbIe
MaTepuaJIbl

B ABTOMaTH3MPOBAHHBIA I'€éMaTOJIOTHYECKUN aHATIM3ATOP.

Kanmu6parop: ABX Minocal.

® KoHTposb: cBelieHHS O TOM, Kakod KOHTpPOIb CIEAyeT
KCIONB30BaTb C  amlmapatoM, CM. B  PYKOBOJCTBE
M10JIb30BATEIIA.

®m CrannapTHOE JJabopaTopHOE 000pyHOBaHHE.

IIpoda

Coop npod

Ot60p Bcex mpoO KPOBH JOKEH OCYIIECTBISATHCS B
COOTBETCTBUM C HajuIexameid Meroaukoi! Creayer cyuTaTh
MOTEHLHAIbHO HMH(UIMPOBAHHBEIMH BCe MNPOOBI, PEareHTH,
KaJHOpaTopsl, KOHTPOJIM M JAPyrHe MaTepHaibl, COJACpKallue
BBITSOKKA M3 O00pasiloB KpOBH 4YeNOBeKa, M IPHHHUMAThH
HaJJIexKalme MepBI obecrieueHus Guonornueckoit
6e3onacuoctu (1, 2).

ITpu 3ab0pe 00pasnoB KPOBH PEKOMEHIyeTcs OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMANbHBIX  CIy4asX  MOXHO
UCIIONB30BAaTh M apTepHANIbHYI0 KpoBb. OTOOpaHHYIO KpOBb
CllelyeT TIOMEIIaTh B BaKyyMHUPOBAaHHBIE TPOOUPKH (IPOOHPKH
115t 3200pa KPOBH C HCIIONI30BaHHEM aTMOCHEPHOTO JaBIICHHS)
(3, 4). IIpobupky creayer 3amoNHITH KPOBBIO TOYHO JIO
YpOBHs, 0003HAYECHHOIO Ha caMoil mpoOupke, BO H30ekaHHe
PacXOXKACHHUS Pe3yJIbTaTOB aHAIH3A.

Pexomenayemblii aHTHKOATYJISIHT

Pexomenmyercss wucrons3oBarh aHtukoaryastHt Kg-EDTA ¢
COOMIOZICHHEM  COOTHOIICHHS KPOBH ¥ AHTHKOAryJISHTA,
yKa3aHHOTO  Tpou3BoxuTesieM  npobupok.  IIpuemiiemoit
anprepHatuBoii  sBisiercst  Ko-EDTA,  ecmm otbop  mpob
BBITNIOJIHAECTCS B HOPMAJIBHBIX YCJIOBHUSX. B NMPOTHBHOM Ciiydae
BO3MOXXKHO 00pa30BaHHE CTYCTKOB KPOBH.

CTaduabHOCTH MPOO KPOBHU

CrabmwibHOCTh MPOO TMPH HU3KUX TeMIeparypax: U3 OOBIYHBIX
nabopaTopHBIX 00pa3loB OBUIO OTOOPaHO M TOMEMIEHO Ha
xpanenue npu Temmeparype 4°C mecsATh «HOPMAaIBHBIX» H
JECATh «IaTOJOTHYHBIX» Mp00. CTabMIFHOCTH MPOO OICHUBAIIN
B TeueHHe /2 dacoB. PesynpraThl (CpemHHe 3HAUCHHS IO
IECATH WCCICAOBAHMSIM) IIO3BONIJINA CHETATh  CICHYIOLINe
3aKIII0YEHHSI 00 OTHOCUTEIBHOM CTaOMIIEHOCTH MPO0:

m 48 gacos mst mapamerpos CBC
m 24 gaca nist napamerpos DIFF

CrabunbHOCTh 1po0 TpH  KOMHATHOM —TeMmmeparype. u3

OOBIYHBIX JIAOOpaTOpHBIX 00pa3loB ObUIO OTOOpPaHO |
HOMEIIICHO Ha XpaHEHWe MpU KoMHaTHOW Temmeparype (25°C)
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JECATh «HOPMAlbHBIX» M JECATh «IIATOJOTHYHBIX» IPOO.
CrabuiapHOCTh Mpo0 OLEHHMBAIKM B TEYCHHE 72 YacoB.
Pesynbrathl (cpemHMe 3HAYCHHS IO OECATH HCCISIOBAHHSM)
HO3BONMIAM  CHOENaTh  CJIEAyIOIIME  3aKkIoYeHHus 00
OTHOCUTENBHON CTaOMIBHOCTH HPO0:

m 48 yacos ms mapamerpos CBC
m 24 gaca s napamerpos DIFF

Coop Muxkponpod

Pexxum cbOopa mpob mo3BonsieT paboTaTh ¢ MHKPONPOOAMU
JIeTel ¥ TOKWIBIX IMAlUeHTOB (MUHUMAIBHBIA 00bEM TPOOBI
KpOBH CM. B PYKOBOACTBE IIOJIb30BATellsl  ammapara).
Mukponpo6sl MOKHO HCIIOJIB30BaTh TOJIBKO MPU COOMIOCHUH
CIEAYIOIUX yCIOBUIL:

® [Ipo6upka IOMKHA MOCTOSIHHO HAXOAMUTHCS B BEPTUKAIBHOM
MOJTOKEHUH.

B CMemMBaHUE KPOBU JIOIDKHO OCYIIECTBIISTHCS MOCPEICTBOM
JIETKOTO MOCTYKHMBaHMA 1o mpoOupke. He Bpamaiite
MpoOHMPKYy TPH CMEMIMBAHUM, WHA4e KPOBb OCTAHETCS Ha
CTEHKaX MPOOHMPKH M MUHHMAIbHBII HEOOXOIUMBIH 00BeM
OyZner yTpadeH.

IlepememiuBanue

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATENFHO CMeIaTh. JTO 00ecIedYnBaeT OJHOPOAHYIO CMECh
JUTSL U3MEPEHUS.

Iopsinox padoTsl

PeareHT rotoB K HCIOJIF30BaHHIO.

1. CM. B pyKOBOJCTBE II0JIb30BATEIIs TIOPSAOK HACHTHOHKAILINH
pactBopa ABX Lysebio ¢ momorpio ckaHepa mTPUXKOIOB
WIIH BPYUHYIO.

2. OTKpo¥iTe aBEpIly OTCEKA IS PEarcHTOB.

3. Tlpy HEOOXOAUMOCTH H3BJICKUTE MYCTOH (IAKOH H3-I0J
pactBopa ABX Lysebio u3 orceka mjist peareHToB.

4. OTkpo¥Te HOBBIH ()JIAKOH C PEareHTOM.
5. BcraBbTe BO ()IIaKOH 3ariyIIKy ¢ TPYOKOH.

6. 3arsHute 3ariayuKy, obecreuns

Te€PMETUYHOCTD.

HaJJIeKALIY IO

7. Ycranosure ¢uakon ¢ pactBopom ABX Lysebio B orcex
IUTS PEareHTOB ammapara.

8. 3akpoiite ABepIly OTCEKa IJIs PEarcHTOB.

CrnenyiiTe HHCTPYKLUUSAMU Ha 3KpaHe arnmapara.
IMoapoOHbIE HHCTPYKIMHU 110 MIPOLIEAYPaM aHAIM3a U KOHTPOJIS
pe3ysIbTaTOB CM B PYKOBOJICTBE I10JIb30BATENS allapaTa.
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MeTtoauka

ABX Lysebio paspymaer kietounyo MeMOpaHy 3pHTPOLUTOB
(RBC). TemornoOuH BBICBOOOXKIAETCS MpPU  JOOABICHHU
cypdakranta. Bce remoBoe Kene30 OKHCIETCS, W MOXKHO
ONpPENENUTh  KOJHUYECTBO  KOMIUIEKCOB  C  IIOMOIIBIO
criekTpodoToMeTpuH NpH AjuHe BosHbl 550 nm* (5).

*JmiHa BOHEI, Mcnoib3yemas B Microsemi CRP, cocrasiser
510 nm.

Padoune XAPAKTCPUCTUKH U OTPAHUICHUSA
MeToaa

Paboune xapakTepuCTUKU ammapaTa M OIPaHUYEHHUS €ro
apamMeTpoB, HaKJaJblBaeMble METOJOM aHajiu3a, CM. B
PYKOBOJICTBE MOJIb30BATESI.

Pacuer u MHTepnpeTanusi pe3yJbTaTOB aHAJM3a

CBezieHHsI O pacueTe W HMHTEpPIPETaluy Pe3ylbTaTOB aHAIHM3a
CM. B PyKOBOJICTBE IOJIb30BATENS ammapara.

HN3meHeHus1 B nopsinke padoThl ¢ IPOAYKTOM U B
ero padoymux XapaKTepuCcTHKAX

IloBpesxkaeHue ynakoBKu

B ciiydae MOBpEeKICHUS 3allUTHON YIMAaKOBKH HE HCHOJb3YHTE
pacteop ABX Lysebio, Tak kak moBpexIeHHs] MOIIH
MOBJIMATH Ha pabovre XapaKTePUCTHKH TIPOLYKTA.

Hannyne npu3HAaKoB MOPYM NMPOAYKTA

Ilpy Hanmuuuu KakUX-ITMOO NPHU3HAKOB (HU3UUECKOH WM
xuMudeckoit mopun pactsopa ABX Lysebio (momyrHenue,
H3MEHCHHE 1IBEeTA U T.II.) €ro CleAyeT 3aMCHHUTb.

TemnepaTypHble OrpaHuYeHHs]

He wucnons3yiite pacrsop ABX Lysebio, eciu on panee
3aMOPaKHUBAJICS UITH [IOJIBEPTajiCsl H30BITOYHOMY HArpeBy.
Iepen ucnonn3oBanuem ABX Lysebioy6enurecs, uto on
JIOCTHT pabouel TeMIeparypbl, Kak OIMCAHO B PYKOBOJCTBE
OJIB30BATENS PUOOPA.

BHyTpeHHHII KOHTPOJIb KA4eCTBa

KonrposbHbie o6pasust kposu HORIBA Medical neo6xoxumo
UCIIONB30BaTh U1l NEPHOJUYECKOW  OLCHKM  KadyecTBa
(YHKIMOHMPOBAHUS pEarecHTOB M ammapaTa B 3aJlaHHBIX
JMarna3oHax.
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HORIBA Medical npejiaraet OmJaiiH-TIporpamMmy
MesxaboparopHoro cpasHerust (QCP), kotopast mpenocrasisier
noctyn no MHTepHeTy K:

B 10flaua OTYETOB O pE3yJbTAaTaX BHYTPEHHETO KOHTPOJS
KauecTBa B OHJIANH-PEKHME;

B MOHHTOPHHT KauecTBa  PaboTHI AHAIINTHYECKOTO
000pynOBaHHUS u HETIOCPE/ICTBEHHOE CpaBHEeHHE
PE3YIBTATOB UCCIENOBAHMI C PE3yIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOpaTopHii TI0 BCEMY MUpY;

B TIONy4eHHE B PEXHME PEATLHOTO BPEMEHH CTATUCTHYECKHX
oT4eToB Tpymn Kojuter yepes QCP.

Bbonee moxpoOHyro MH(pOpMAaIUIO MOXHO IOJIYyYUTh Ha BeO-
caiire o azgpecy:
http://qcp.horiba-abx.com

IIpocaesxxnBaeMocTh KATHOPATOPOB H
KOHTPOJIBHBIX MAaTEPHAJIOB

Henpumenumo.

Pedepencubie mHTEpBaIBI

Henpumenumo.
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