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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 mpeanasnauen
poecCHOHaIbHOMN THArHOCTHKY iN Vitro.

m Jlonbk3o0Baresb 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO MPOJYKTA.

m CornmacHo HopMmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEarcHT CUYUTACTCs 6E3BPEAHBIM BEIIECTBOM.

m JIpu pabGoTe C XUMHYECKHMH BCIIECTBAMH PEKOMEHIYETCS
HaJeBaTh COOTBETCTBYIOILHE cpelcTBa 3IHTHI:
71ab0paTOPHBII Xanar, MepYaTKH U 3alUTHBIC OYKH.

m CoGurogaiiTe MPUHATBIC B 1a00PaTOPHK CTAHIAPTHBIC MEPhI
MPEJOCTOPOKHOCTH W BBINOJHSINWTE PEKOMEHIALMH 110
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.

® CM. mnacnopT 0e30macHOCTH
Lysebio.

® JlaHHBI peareHT NpeAHa3HAa4YeH JUIs HCIOJIb30BAHUS C
yKa3aHHBIMH BBILIC TE€MATOJOTHYCCKUMU aHAIM3aTOpaMu
HORIBA Medical. Komnanus HORIBA Medical ve moxer
rapaHTHPOBaTh MPABHIBHOE JCHCTBHE 3TOTO pearcHra HpH
HCIIONB30BAHKH allllapaToB, OTJIWYHBIX OT YKa3aHHBIX BBILIE,
WIM  annaparoB, HE  W3TOTOBJCHHBIX  KOMIIAHHEH
HORIBA Medical.

TOJIBKO  IJIA

(MSDS) pactBopa ABX

Yruauzanusi 0TX010B

Cm. TpeGOBaHI/Iﬂ PEruOHAIBHBIX HOPMATHUBHBIX JOKYMEHTOB.

Muxkpo0uo/iorudecKoe cOCTOsIHIE

Henpumenumo.

OnucaHue u COCTaB

Onucanue:

[Ipo3paunslii u 6ecrBETHBII BOAHBIA PacTBOP.

Cocras:
Oprannueckuii 6ydep <5%
JlerepreHt <2,5%

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.

al3meHeHust: 100aBIIeH HOBBIN armapar.
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ABX Lysebio (1L)

Heoﬁxozmele, HO H€ NMpeaoCTaB/JIsACMbIC
MaTepHuaJibl

B ABTOMaTH3HMPOBAHHBIA I'€éMaTOJIOTHUECKUN aHATIM3ATOP.

Kanmu6partop: ABX Minocal.

® KoHTposb: cBefeHHS O TOM, KakOd KOHTpPOIb CIEAyeT
KCIONB30BaTb C  amlmapatoM, CM. B  PYKOBOJCTBE
N10JIb30BATEIIA.

®m CrannapTHOE J1abopaTopHOE 000pyHOBaHHE.

IIpoda

Coop npod

OtOop Bcex mpod KpPOBH JOMKEH OCYIICCTBIATHCS B
COOTBETCTBUH C Hajexameil meroaukoi! Creayer cyuTaTh
MOTEHIHAIBHO HMH(UIMPOBAHHBIME BCe MNPOOBI, PEAreHTHI,
KaJHOpaTopsl, KOHTPOJIM U JAPyrHe MaTepHaibl, COJACpKallue
BBITSDKKA M3 O00pa3loB KpOBH 4YENOBEKa, M MPHHUMATH
HaJIexKalre MepsI obecreyeHus Guonornueckoit
6e3onacuoct (1, 2).

[pu 3a60pe 00pa3oB KPOBH PEKOMEHIYETCS OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMANbHBIX  CIydYasX  MOXHO
HCIIONB30BATh M apTepHalIbHYI0 KpoBb. OTOOpaHHYIO KpOBb
clleyeT MoMelaTh B BaKyyMHUpPOBaHHbIE MPOOHPKH (IPOOUpKH
U1t 3200pa KPOBH € MCTIOJIB30BAaHHEM aTMOC(HEPHOTO 1aBIICHHS)
(3, 4). TIpoGupky cieayer 3amoiHATH KPOBBIO TOYHO JIO
ypOBHS, 0003HAYEHHOrO Ha CaMoOW MpOOUpKe, BO H30EkKaHHE
PacXOXKACHHUSI Pe3yJIbTaTOB aHAIH3a.

PexoMeHayeMblii aHTHKOATYISAHT

Pexomennyercs wucrnonb3oBath aHtukoaryiasHt Kg-EDTA ¢
COOJIIOIEHUEM
YKa3aHHOTO

AIBTCPHATUBON  SBISIETCS

COOTHOIICHHS KPOBH W AHTHUKOATyJISIHTA,
HpoU3BOAMTENIEM  MpOOHpok.  [Ipremiemoit
Ko-EDTA, ecnu  orGop mpob
BBIIIOJIHACTCA B HOPMAaJIbHbIX YCJIOBHAX. B IIPOTUBHOM Clly4dac
BO3MOXXHO 00pa30BaHUE CI'yCTKOB KPOBH.

CraduiabHocTh NPO0 KPOBU

CrabuiIbHOCTh MPOO MPH HU3KUX TeMIeparypax: U3 OOBIYHBIX
nabopaTopHBIX 00pa3loB OBUIO OTOOPAaHO M TOMEMIEHO Ha
xpaneHne npu Temmepatype 4°C mecsTh «HOPMANBHBIX» H
JECATh «IaTOJOTMYHBIX» Mpo0. CTaOMIBHOCTH MPOO OILIEHUBAU
B TedyeHWe /2 YacoB. Pe3ynbTarhl (CpefHHE 3HAUCHHUS 10
IeCATH HCCICHOBAHMSIM) TIO3BONHJIN CHAETATh CICAYIOLINS
3aKJII0YEHHSI 00 OTHOCUTEIBHON CTaOMIIBHOCTH MPOO:

m 48 yacos s napamerpos CBC
m 24 gaca qst napamerpos DIFF
m 8 yaca juis napamerpos LMG
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CrabuiapHOCTE mHpo0 MpH KOMHATHOI Temmeparype: u3
OOBIUHBIX J1a0OpaTOpHBIX 00pasmoB ObUIO OTOOpaHO U
MOMEIIEHO Ha XpaHeHWe MpH KOMHaTHOW Temmeparype (25°C)
JECATh «HOPMAlbHBIX» M JECATh «IIATOJOTHYHBIX» IPOO.
CrabuiapHOCTh Mpo0O OLGHMBAIKM B TEYCHHE 72 YacoB.
Pesynbrathl (cpemHue 3HAYCHHS IO OECATH HCCISIOBAHHSM)
HO3BONMIM  CHOENaTh  CJIEAyIOIIME  3aKIoYeHHs 00
OTHOCUTENBHON CTaOMIBHOCTH HPO0:

48 vacos mus mapamerpos CBC
24 qaca nst mapamerpos DIFF
8 gaca st mapamerpos LMG

B pamkax oObryHO# paboTsl abGopatopuy OBLIO B3SATO TPH
oOpa3na KpoBH, COAEPXAIIMX HW3MEpPUMbIe  KOJIMYECTBa
spurpobiactoB. CraOMIBHOCTH O00pa3lOB OLEHHBAJIAch 3a
nepuos B 48 4acoB MOCPEACTBOM MEPHOJUYECKOrO aHaIn3a, B
JBYX HapauIeJbHBIX ONpPENENeHMsX, ABYX aJHKBOTHBIX YacTeH
00pa3noB. Pe3ynbTaThl IO3BONMIN ClIeNaTh 3aKIIOYEHHE O TOM,
49TO 00pasmbl COXPAHSIOT OTHOCHTENIBHYIO CTaOWIBHOCTH B
OTHOLICHUH IapaMeTpoB 3pUTPoGIIacTOB B TeueHue 12 yacos
5).

B pamkax o0bruHONM pabGoTHl 1abGopaTopHu  OBUTH  B3STHI
o6pasupl kpoBu. CTaGHIBHOCTD MPOO OLICHUBAIN B TCUCHUE 72
4acoB. Pe3ynbTaThl MO3BOJIMIIN CIeNIaTh 3aKIIIOUSHUE O TOM, Y4TO
o0pa3nbl  COXPAHAIOT OTHOCUTENBHYIO CTaOWIBHOCTH B
OTHOLICHUH MapaMeTPOB PETHKYJIOLUMTOB B TeueHue 48 yacos

).

Coop muxponpod

Pexxum cbopa mpo6 mo3Boissier paboTaTh ¢ MHUKPOIPOOAMH
JeTell M TOXKWIBIX IAlHEHTOB (MUHUMAIIbHBIAH 00BEM IMPOOBI
KpOBM CM. B PYKOBOACTBE IIOJIb30BATElisl  amrapara).
MuKponpoOsl MOKHO HCIIONB30BATh TOJIBKO IIPU COOJIOJCHUH
CIEAYIOIUX yCIOBUIL:

® [Ipo6upka I0MKHA MOCTOSIHHO HAaXOAMUTHCS B BEPTUKAIBHOM
TIOJIOKEHHH.

B CMemMBaHUE KPOBU JIOMKHO OCYIIECTBISATHCS MOCPEICTBOM
JIETKOro TOCTyKMBaHusi 1o mpobupke. He Bpamaiite
NpoOUpKy TMpU CMEIINBAHUM, MHAu€ KPOBb OCTAHETCS Ha
CTEHKaX NMPOOMPKH W MHUHUMAJbHBIH HEOOXOJUMbIH 00beM
OyzeT yTpaueH.

IlepememiuBanue

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIATEIBHO CMelaTh. DTO 00eCrneuynBacT OJXHOPOAHYIO CMECh
IUTSL U3MEPEHUSL.
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Iopsigok padoTsI @

PeareHT rotoB K MCIIOJIB30BAHUIO.

IIpouenypa nust pearenra ¢ npookoi u TpydOUKOH
CHapyxKHu npudopa

Pearenr ¢ mpoOkoii u TpyOOukoil cHapyxu mpudopa
ucnons3yercs B Microsemi CRP.

1. CM. B pyKOBOACTBE IOJIb30BATENS MOPSIIOK HACHTU(DHUKALIMN
pactBopa ABX Lysebio ¢ momomsio ckanepa mrpuxkomos
I BPYUHYIO.

2. OtkpoiiTe HOBBIH (DJTaKOH C peareHTOM.
3. BcraBbTe BO (hi1akoH 3amiyniky ¢ TpyOKOid.

4. 3arsHuTe 3arIylIKy, obecreuynB

TepMETUYHOCTD.

HA/IJISKAIYIO

CrenyiiTe THCTPYKIUSIMU Ha SKpaHe ammapara.
[MonpoOHble HHCTPYKIMHK 110 MPOLELYpPaM aHaIM3a M KOHTPOJIS
pe3yabTaToOB CM B pyKOBOJCTBE II0JIb30BaTEs allapara.

IIpouenypa nJist pearenTa ¢ KpbIIIKoOi U TPyOKoii
3abopa

PearenT ¢ npo6Kkoii n TpyOOUKOil HCTIONB3yeTCs B:

m ABX Pentra 80
m ABX Pentra XL 80
m Pentra XLR

1. CM. B pyKOBOJICTBE MOJIB30BATEINS TIOPSIOK HIACHTH(DUKAIIMI
pactBopa ABX Lysebio ¢ momorsio ckanepa mrpuxkooB
WK BPYYHYIO.

2. OrkpoiiTe IBepIly OTCEKa Ul PEareHTOB.

3. Ilpu HEOOXOAMMOCTH H3BIEKHTE IYCTOH (IIAKOH H3-TI0A
pactBopa ABX Lysebio u3 orceka s peareHTOB.

4. OtkpoiiTe HOBBIH (DITAKOH C peareHTOM.
5. BcrabTe BO (h1aKOH 3amIIyIIKy ¢ TPYOKOH.

6. 3arsHuTe 3aryLiKy, obecrieunB

TepMETUYHOCTD.

HaJieKalyro

7. Ycranosure ¢akon ¢ pacrsopom ABX Lysebio B orcex
JUTSL PEarcHTOB ammnapara.

8. 3akpoiite aBepily OTCEKa s peareHTOB.

CrenyiiTe THCTPYKIMSIMU Ha SKpaHe ammapara.
[MonpoOHble HHCTPYKIMHK 110 MPOLELypaM aHaIM3a M KOHTPOJIS
pe3yabTaToOB CM B pyKOBOJCTBE II0JIb30BaTEs allapara.

l'lpouez[ypa AJIA MOAKJIIOYAEeMOro pearecHra

[TonkmoyaeMblil peareHT UCIOJIb3YETCs B:

ABX Pentra 120

ABX Pentra 120 Retic
ABX Pentra DF 120
ABX Pentra DX 120
Pentra DX Nexus

Pentra DF Nexus
Yumizen H1500 / H2500

1. Ilpy HEOOXOAUMOCTH HW3BJICKHTE MyCTOW (IAKOH H3-TIOJ
pactBopa ABX Lysebio u3 orcexa asist peareHTOB.

2. CM. B pyKOBOJICTBE MMOJIb30BATEIS MOPIIOK HACHTU(DHUKAINH
pactBopa ABX Lysebio ¢ momorupio ckaHepa mTpUXKOIOB
WK BPYUHYIO.

3. YcranoBute ¢uakon ¢ pacrsopom ABX Lysebio B orcek
IUISL PEareHTOoB amnmapara.

4. OcropokHO HajaBute Ha (IIAKOH, 9YTOOBI MPABHIBHO
3aKPEIHUTh €ro ¢ MOMOLIBIO IITHIPEBBIX COSIMHUTENCH.

CrenyiiTe HHCTPYKIIMSAME Ha SKpaHe aImapara.
INoxpoOHBIE HHCTPYKIMHU TI0 MPOLEIYpaM aHaIH3a W KOHTPOJIS
pe3yJIbTaTOB CM B PYKOBOJCTBE ITOJIB30BATENS AIlapaTa.

Metoauka

ABX Lysebio pa3pyuiaer kieTounyto MeMOpaHy SpHTPOLIMTOB
(RBC). TemoriobuH BbICBOOOXKAAETCS TpH  J00aBIEHUH
cypbakranra. Bce reMoBoe Kene3o OKHCISACTCS U MO3BOJISCT
ONPENCIUTh  KOJHYECTBO  KOMIUICKCOB ~ C  MOMOIIBIO
criekTpooTomMeTpun tipu jnHe BoiHsl 550 HM (6).

Pa0oune xapakTepuCTHKH U OTPaHUYCHHSA
MeTo/a

Paboune XapaKTCPUCTUKKU allllapara W OrpaHU4Y€HUA €ro
rnapamMe€TpoB, HakKJaJAblIBa€MbI€ MCTOAOM aHaliuda, CM. B
PYKOBOJCTBE I10JIb30BATEJIA.

Pacuer u MHTepnpeTanus pe3yJbTaTOB aHAJIU3A

CBelieHHsl O pacuere M HHTEPIPETALMH PE3yJIbTaTOB aHaIN3a
CM. B PYKOBOJICTBE MOJIb30BATEIs alllapara.

al3meHeHust: 100aBIIeH HOBBIN armapar.
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HN3meHeHus1 B nopsigke padoThl ¢ IPOAYKTOM H B
€ro padoymx XxapaKTepucTHKAX

l'[onpemnemle YIHaKOBKH

B ciydae noBpexaeHHs 3alUTHON yHMaKOBKH HE MCIIOJIB3YHTE
pacteop ABX Lysebio, Tak kak moBpexieHHS MOTIH
MOBJIHATH Ha paboYre XapaKTepUCTHKHU MPOJIyKTa.

Hannyne npu3HAKOB MOPYH NPOAYKTA

Ilpy HaMMYMK KAKUX-THOO TPHU3HAKOB (DU3UUECCKON HITH
xumuueckoi nopun pactBopa ABX Lysebio (momyrrenwue,
H3MCHEHHE IBETA U T.I1.) €r0 CJICAYeT 3aMEHHTb.

TemnepaTypHble OrpaHHYeHHUsI

He wucnonesyiite pacteop ABX Lysebio, eciu on panee
3aMOPaKUBAJICS MITH [OJBEPrajICs H30BITOYHOMY HArPeBy.
Iepen ucnonb3oBanuem pacrsopa ABX Lysebio yGenutecs,
YTO OH JOCTUT pabodueil TeMmmepaTrypbl, YyKa3aHHOW B
PYKOBOJICTBE MOJIb30BATEIS allliapara.

BHyTpeHHHI KOHTPOJIb KayecTBa

Konrponbabie o6pasust kposn HORIBA Medical neo6xoanmo

UCIIONB30BATh  JUIA  NEPUOJAMYECKON  OLEHKH  KavecTBa
(GYHKIMOHMPOBAHMSL pPEareHTOB M  almapara B 3alaHHBIX
JIMAINa3oHax.

Kommanns HORIBA Medical mnpemnaraer ucnonb3oBaTh

HHTEepakTUBHYI0 MEXIa0OpPAaTOPHYIO MPOrpaMMy CpaBHEHUS
pesymeratoB (Online Interlaboratory Comparison Program,
QCP), xoropast obecrmedynBaeT TOCTYN dHYepe3 HHTEPHET K
CIEIYIOMNM (PYHKIHSIM:

® [0Jaya OTYETOB O pE3yJbTaTaXx BHYTPEHHETO KOHTPOJIS
KauecTBa B OHJIAIH-peXNMe;

B MOHHUTOPHHT KadecTBa paboThI AQHAJIMTUYECKOTO
000pyI0BaHUS u HETOCPEICTBEHHOE CpaBHEHUE
pe3yIbTaTOB MCCIEA0BaHUI C pe3yslbTaTaMy, MOIyYeHHBIMU
B COTHSIX JJabopaTtopuii o BceMy MHPY;

® JIOJlydeHHE B PEXKHMME PEajbHOTO BPEMEHHM CTaTHCTHYECKUX
oT4eToB rpynn komer depe3 QCP.

Bonee moapobHyro uH(OpManUI0 MOXHO HOITYyYUTh Ha BeO-

caiiTe Mo aapecy:
http://qcp.horiba-abx.com

IpocaexnBaeMoCcTb KAIUOPAaTOPOB U
KOHTPOJILHBIX MaTEPUAJIOB

Henpumenumo.
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PedepencHble MHTEpBaJIbI

Henpumenumo.
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