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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 (1L)

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
m 8 yaca juist mapamerpos LMG

CrabunbHOCTh 1po0 TpPH  KOMHATHOH Temreparype: u3
OOBIYHBIX JIAOOpaTOpHBIX 00pa3loB ObUIO OTOOpPaHO |
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MOMEIIEHO Ha XpaHeHWe MpH KOMHaTHOW Temmeparype (25°C)
JECATh «HOPMAlbHBIX» M JECSTh «IIAQTOJOTHYHBIX» IPOO.
CrabuiapHOCTh Mpo0 OLEHHMBAIKM B TEYCHHE 72 YacoB.
Pesynbrathl (cpemHMe 3HAYCHHS IO OECATH HCCISIOBAHHSM)
HO3BONMIM  CHOENaTh  CJIEAyIOIMME  3aKIoYeHus 00
OTHOCUTENBHON CTaOMIBHOCTH HPO0:

48 vacos ms mapamerpos CBC
24 qaca nist mapamerpos DIFF
8 gaca st mapamerpos LMG

B pamkax oObryHO# paboTsl abGopatopuy OBIIO B3SATO TPH
oOpa3ma 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 IO3BOIMIN ClIeNaTh 3aKIIOYEHHE O TOM,
49TO 00pasmbl COXPAHSIOT OTHOCHTENIBHYIO CTaOWIBHOCTH B
OTHOLICHUH TapaMeTpoB 3pUTPobIIacTOB B TeueHue 12 yacos
5).

B pamkax oObryHONM pabGoTHl 1abGopaTopuu  OBUTH  B3STHI
o6pasupl kpoBH. CTaGHIIBHOCTD MPOO OLICHUBAIN B TCUCHHE 72
4acoB. Pe3ynbTaThl O3BOIMIIN CIeNIaTh 3aKIIIOUSHUE O TOM, Y4TO
o0pa3nbl  COXPAHAIOT OTHOCUTENBHYIO CTaOWIBHOCTH B
OTHOLICHUH NapaMeTPOB PETHUKYJIOLUHUTOB B TeueHue 48 yacos

).

Coop muxkponpod

Pexxum cbopa mpo6 mo3Boissier paboTaTh ¢ MHUKpPOIPOOAMH
JeTell M TOXKWIBIX IAlHEHTOB (MUHUMAIIbHBIAH 00BEM IMPOOBI
KpOBM CM. B PYKOBOACTBE IIOJIb30BAaTElisl  ammapara).
MuKponpoOsl MOKHO HCIIONB30BATh TOJIBKO IPU COOJIOJCHUH
CIEAYIOIUX yCIOBUIL:

® [Ipo6upka I0MKHA MOCTOSIHHO HAXOAMUTHCS B BEPTUKAIBHOM
TIOJIOKEHHH.

B CMemMBaHUE KPOBH JIOMKHO OCYIIECTBISATHCS MOCPEICTBOM
JIETKOro TOCTyKHMBaHusi Mo mpobupke. He Bpamaiite
NpoOUpKy MpU CMEIINBAHUM, MHAu€ KPOBb OCTAHETCS Ha
CTEHKaX NMPOOMPKH W MHHUMAJbHBIH HEOOXOOUMbIH 00beM
OyzeT yTpaueH.

IlepememiuBanue

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIATEIBHO CMelaTh. JTO 00eCrneuynBacT OXHOPOAHYIO CMECh
IUTSL U3MEPEHUSL.

Hopsaaox padoTsl

PeareHT roToB K HCIOJIB30BaHUIO.
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IIpoueaypa ajs peareHTa ¢ NpPoodKoi M TPyoOUKoit
CHapy»ku npudopa

Pearenr ¢ mpoOkoii u TpyOoukoil cHapyxu mpubdopa
ucnonssyercs B Microsemi CRP.

1. CM. B pyKOBOJCTBE TIOJIB30BATEIIS MIOPSIIOK UACHTHOHKAIHH
pactopa ABX Lysebio ¢ momomnipto ckanepa mTpuxkomos
WM BPYYHYIO.

2. OTkpoliTe HOBBIH (hJIaKOH C peareHToM.
3. BcraBbTe BO (1akoH 3ariIyliKy ¢ TpyOKOi.

4. 3arsHuTe 3aryyuiKy, obecreunB
TepPMETHYHOCTb.

HaJJIeXKAIIY IO

CrenyiiTe MHCTPYKIUSIMHI Ha SKpaHe ammapara.
IMoapoOHble HHCTPYKIMHK TI0 MPOLELYypPaM aHalu3a U KOHTPOJIS
PE3yNIbTaTOB CM B PYKOBOJCTBE I0JIb30BATES aIlapaTa.

IIpoueaypa ans peareHTa ¢ KPbIIIKOH M TPYOKOi
3a0opa

PearenT ¢ kppIIKoif 1 TpyOKOH 3a00pa UCTIONB3yETCS Ha:

m ABX Pentra XL 80
m Pentra XLR

1. CM. B pyKOBOJCTBE IIOJIB30BATEIS [IOPSIIOK HACHTH(HHKALMH
pactBopa ABX Lysebio ¢ momomipio ckaHepa ImITPHXKOIOB
WM BPYYHYIO.

2. OrkpoiiTe IBepIly OTCEKa Ul PEareHTOB.

3. Ilpy HEOOXOMUMOCTH H3BJICKUTE MyCTOW (IIAKOH H3-TOJ
pactBopa ABX Lysebio u3 orceka s peareHTOB.

4. OtkpoiiTe HOBBIH (hJIaKOH C peareHTOM.
5. BeraBbTe BO (hi1akoH 3amiyniky ¢ TPYOKOA.

6. 3aTsiHuTE 3ariyniKy, obecreynB
TepPMETHYHOCTb.

HA/IJISKAIITYIO

7. Ycranosute ¢makon ¢ pactsopom ABX Lysebio B orcex
IUIsL pearcHTOB arlapara.

8. 3akpoiite aBepily OTCeKa IS peareHTOB.

Crenyiite MHCTPYKIUSIMI HAa SKpaHe ammapara.
IMoxpoOHble HHCTPYKIMHK 110 MPOLELYyPaM aHaIM3a M KOHTPOJS
Pe3yJIbTaTOB CM B PYKOBOJCTBE ITOJIb30BATEIIS aIllapaTa.

Mpouenypa 15 NOAKIIOYAEMOr0 peareHTa

TTonkmrouaeMbIit PCarcHT UCIOJIb3YCTCS B:

ABX Pentra DF 120
ABX Pentra DX 120
Pentra DX Nexus

Pentra DF Nexus
Yumizen H1500 / H2500
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1. Ilpy HEoOXOAMMOCTH H3BJICKUTE ITyCTON ()IakoH H3-TOJ
pactBopa ABX Lysebio u3 orceka asist peareHToB.

2. CM. B pYKOBOJICTBE MOJIL30BATENISI MOPSI0K UACHTHPHUKALUN
pactBopa ABX Lysebio ¢ momoribio ckanepa mTpuxKkoIoB
WK BPYYHYIO.

3. Vcranosure ¢duakon ¢ pacrsopom ABX Lysebio B orcek
JUIsl pEarcHTOB armapara.

4. OCTOpOXXHO HajaBUTe Ha (IAKOH, YTOOBI HPABUIBHO
3aKpENHTh €r0 C HOMOIIBIO MITHIPEBBIX COCTUHUTEIICH.

CrenyiiTe HHCTPYKIMSIME Ha SKpaHe aIapara.
IMoxpoOHBIe HHCTPYKIMHU TI0 MPOLEIypaM aHaIH3a M KOHTPOJIS
pe3yabTaTOB CM B PYKOBOJCTBE II0JIb30BATEII allapara.

MeToanka

ABX Lysebio paspymaer kieTounyo MeMOpaHy 3pUTPOLUTOB
(RBC). Temorino0uH BBICBOOOXKIAETCST MpU  JA00ABICHUH
cypbakranta. Bce reMoBoe Kele30 OKHUCIAETCS, W MOXHO
ONpENENUTh  KOJHYECTBO  KOMIUICKCOB ~ C  MOMOIIBIO
crieKTpo)OTOMETpUH TIpH JnHe BoiHbl 550 nm* (6).

*JlmuHa BONHBL, ucnosb3yemas B Microsemi CRP, cocrasiser
510 nm.

PaGouune xapakTepuCTHKH M OTPAaHHYEHHS
MeToAa

PaGoune XxapakTepHCTHKH ammapata W OrpaHMYEHHs ero
IapaMeTpoB, HaK/IaJblBacMble METOJOM aHalu3a, CM. B
PYKOBOJICTBE II0JIb30BATENS.

Pacuer u MHTepnpeTanus pe3yJbTaTOB aHAJIU3A

CaejieHHsI O pacyeTe M WHTEPIPETAMH Pe3yJbTaTOB aHaIu3a
CM. B PYKOBOJICTBE IOJIb30BATEIs arapara.

N3meHeHus B nopsiake padoThl ¢ MPOAYKTOM U B
ero padoynx XapakTepucTHKAX

IloBpexaenue ynakoBku

B cnydae noBpexneHMs 3allUTHOM YINAaKOBKM HE HCIOJb3YyHTE
pacteop ABX Lysebio, Tak kax moBpexmeHus MOTIH
HOBJIUATH HAa paboune XapaKTePUCTHKH MPOIYKTa.
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Hannune npu3HaKoB MOPYH NMPOAYKTA

Ilpn HanmuuuM Kakux-I1M00 NPU3HAKOB (U3MYECKONH WM
xumuueckoil nopun pactBopa ABX Lysebio (nomyruenwue,
H3MCHEHHUE [[BETA U T.II.) €r0 CICAYET 3aMECHUTb.

TemnepaTypHble OrpaHHYeHHUsI

He wucnonesyiite pacrsop ABX Lysebio, eciu on panee
3aMOPaKUBAJICS UITH [OJIBEPTrajiCsi H30BITOYHOMY HArpeBy.
Iepen ucnonn3oBanuem ABX LysebioyGenurecs, uto on
JocTur paboueld TeMIepaTypbl, Kak OIMCAaHO B PYKOBOJCTBE
MoJIb30BaTeNs Mprbopa.

BHyTpeHHH KOHTPOJIb KayecTBa

KontpospHbie o6pasiust kposu HORIBA Medical Heo6xoxumo
WCIONB30BAaTh Il IEPHOANYECKON  OLEHKH  KadyecTBa
(YHKIMOHMPOBAHMS PEarcHTOB W ammapara B 33JaHHBIX
Iana3oHax.

HORIBA Medical npejiaraet OHnaiiH-nporpammy
MexnabopatopHoro cpaHernst (QCP), kotopast mpemocrasisier
nocryn no MHrepHery k:

B [07aYa OTYETOB O pPE3YJbTATAX BHYTPEHHETO KOHTPOIS
Ka4ecTBa B OHJIAHH-PEKHME;

B MOHUTOPHHT KayectBa  paboTHI AHATMTUYECKOTO
00opynoBaHus! u HETOCPEICTBEHHOE CpaBHEHHE
PE3YIBTATOB MCCIENOBAHUI C PE3YIbTATAMH, IIONYYEHHBIMA
B COTHSIX J1aGOpaTOpHii [0 BCEMy MUDY;

B [0JIyYCHUE B PEKUME PEAITBHOIO BPEMEHH CTATUCTUYECKHX
oT4eToB rpymn koswrer yepe3 QCP.

Bonee noppoOHy0 MHGOpMALMIO MOXHO IOJIYyYHTh Ha BeO-

caiite no azgpecy:
http://qcp.horiba-abx.com

IIpocaexnBaeMoCTb KaJINOPATOPOB U
KOHTPOJIbHBIX MATEPUAIOB

Henpumenumo.

PedepencHble MHTEPBAJIbI
Henpumenumo.
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