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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Hasnauenue 2 P

ABX Lysebio 0.4L — 5310 nusupyrommii pactBop,
NpEHA3HAYCHHBIA /IS WCIOJNB30BAHUS [PH  MPOBEACHUH
JQUATHOCTUKHU [N Vitr0 w pa3paboTaHHbBIA ISl JIH3HPOBAHHS
spurpormToB  (RBC), mis moncyera neiikouuros (oOriuee
kommuectBo WBC), a Takske 11 onpesieieHdst TeMOTrIO0HHa B
ananmszatopax kposu HORIBA Medical.
IpeaHasHayeHo  [UIsl  WCIONB30BaHUS B
JIMArHOCTUYECKUX JTa00pPaTOPHsX.

KJIMHHUKO-

Ipenynpe:xaeHns  Mepbl MPEIOCTOPOKHOCTH ©

m PactBop ABX Lysebio 0.4L npennasnauen TONBKO ISt
mpodeccHoHaIbHON THATHOCTHKY iN Vitro.

IIpenHasHAayeHO Ul HCIOJb30BAaHUS B J1aOOPATOPHBIX
YCIIOBHSIX.

m JJonbk3oBaresb 0053aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO NPOIYKTA.

m CornacHo HopmaruBHOMY aokymenty (EC) N°.1272/2008
9TOT PEareHT CUUTaeTcsi 6E3BPEIHBIM BEIIECTBOM.

® JIpu paboTe ¢ XUMHYECKUMH BEIIECTBAMH PEKOMEHIYCTCS
HaJeBaTh COOTBETCTBYIOILHE cpencTBa 3aIUThI:
71a00paTOPHBIIl Xanar, NePYaTKH U 3alUTHBIC OYKH.

m CoOnronaiite IpUHATHIE B TaOOpaTOpUH CTAaHAAPTHBIE MEPHI
NPEJOCTOPOYKHOCTH W BBINOJHANWTE PEKOMEHIALMU 110
OXpaHe 3I0pOBbS M TEXHHUKE OE30MacHOCTH (elepantbHOrO
WM PETHOHAIBHOTO YPOBHSI.

® JIpy BO3HMKHOBCHMHM HEJIOMOTaHMS MOCJIE MONAJaHUs Ha
KOXY, HPOTJIaThIBAHHS MJIM BIBIXQHUS KaKUX-JIHOO BEIECTB
oOpaTHuTech K Bpady.

m JIpexzae YeM NpHUCTyHaTh K paboTe ¢ aHalIU3aTopoM,
omepatop o00s3aH NPOHUTH OOydeHWe Yy MpPEACTaBHTEINS
rkomrnanuun HORIBA Medical.

m Cwm. nacnopr 6e3onacHoctd mpoaykra (SDS), orHocsimmiicst
k ABX Lysebio 0.4L.

® Jl100ble cephe3Hble MPOUCIIECTBUS, UMEBILIKE MECTO B CBS3U
C IKCIUTyaTal[ell aHaM3aTopa, HeOOXOAMMO IOBOAUTH 0
CBEIICHUS TPOM3BOAUTENSA WU 10 YIOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHbl, B KOTOPOW HAaXOMHUTCS OIEpaTop Hpubopa
W/ WM TIAI[EHT.

B J[aHHBIA peareHT MpeAHasHauYeH JUIs MCHOJIB30BAHUA C
YKa3aHHBIMU BBIIIE TEMATOJOTHYECKHMH aHAIU3aTOPaMH
HORIBA Medical. Kommnanus HORIBA Medical ne moxer
rapaHTUpOBaTh NPABHJIBHOE JIEHCTBHUE TOr0 peareHra Mpu
HCIIOJIb30BAHMH ANINAPATOB, OTIIMYHBIX OT YKa3aHHBIX BBILIIE,
WIM  anmapaTtoB, HE  HW3TOTOBJIEHHBIX  KOMITAHWEH
HORIBA Medical.

m EMKocTM C peareHTaMd sIBJSIOTCS OJHOPA30BBIMH U
MOJIEkKAT YTHIM3ALUK COrJIACHO MECTHBIM HOPMATHBHBIM
TpeOOBaHUSIM.

B 33 TEeXHHYECKOW IIOMOLIbIO of0pamaiitech Mo TenepoHy
+33 (0)4 67 14 15 16.

YTuanzanusa orxoaoB

Cm. Tpe60BaHI/ISI PETruOHAJIbHBIX HOPMATHUBHBIX JOKYMCEHTOB.

Mukpo6uoJiornyeckoe cocTOsIHHE

Henpumenumo.

Onucanmue u cocTaB

Onucanue:

TIpo3paunsiii 1 GeciBeTHBINH BOIHBIN pacTBOP.

2/3MeHeHNs: M3MEHEHNE Ha3HAYEHHUS.
PY3menenns: Hosast hopma GykieTa o peareHTe.
CH3meHeHust: 100aBIeHa PEKOMEHAALHS.
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Cocras:
Opraununueckuii Oydep <5%
Jlereprent <2,5%

Ycaosusa XpaHCHUA H CTA0MJIBHOCTDH

® VYcaosust xpanenust (1o Bekpoitusi): 15-30°C (59-86°F).
XpaHWUTh B 3ALIUIIEHHOM OT CBETA MECTE.
He 3amopaxuBats.

® CTa0WibHOCTL BO BCKPBITOM COCTOSIHHH: 3 Mecsia
makcumym npu 15-30°C (59-86°F) mocne BekpbiTHs, B
npezenax cpoka TOAHOCTH.

® CpoK rogJHOCTH: CM. CPOK TOJAHOCTH HA 3THKETKE YMAKOBKH
peareHTa.

Tpedyemble, HO He MpeOCTaABIsAEMbIe
MaTepHuaJibl

B ABTOMaTH3MPOBAHHBIA I'€MaTOJIOTHUECKUI aHATIM3aTOpP.

Kanu6parop: ABX Minocal.

® KoHTposb: cBefeHMS O TOM, Kakol KOHTpPOJIb CIEAyeT
KUCIONB30BaTh C  almapatoM, CM. B  PYKOBOJCTBE
TOIB30BAaTEN.

® CranpapTHOe 1a00paTopHOE 000pyI0BaHHUE.

IIpoda

Coop npo6:

Otbop Bcex mpo0 KpOBH MAOIDKEH OCYIISCTBISATBHCS B
COOTBETCTBUM C HajIexameid Mmeroxukoi! Creayer cymTaTh
MOTEHLHAILHO HMH(UIMPOBAHHBIMH BCE MHPOOBI, PEareHTH,
KaJIHOpaTopsl, KOHTPOJIM M JAPYrHe MaTepHaibl, COJACpKallue
BBITSDKKM M3 O00OpasloB KpOBH 4YEJNOBEKa, M IPHHHUMATD
Ha/IJIe)KaIIe MeEpHI obecrieueHust OHMOJIOTHYECKOH
6e3onacuoctu (1, 2).

[Ipu 3a00pe 00pa3oB KPOBH PEKOMEHAYETCS OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMAIBHBIX  CIyd4asX  MOXHO
WCTIONB30BaTh M apTEepHANbHYI0 KpoBb. OTOOpaHHYIO KpOBB
ClIeflyeT TMOMEIIaTh B BaKyyMHUPOBAaHHBIE MPOOUPKH (IPOOHPKH
IUIst 3200pa KPOBH € MCIIOJIB30BAHHEM aTMOC(EPHOTO JIaBIICHUS)
(8, 4). TIpobupky cieayer 3amoiHATh KPOBBIO TOYHO [0
YpOBHsI, 0003HAUYEHHOTO Ha camoil mpoOupke, BO H30eKaHHE
PaCXOXKACHUS PE3yJIbTaTOB aHAIH3A.

PexoMeHayeMBblil aHTUKOATYJISIHT:

Pexomenmyercss wucronbs3oBarh antukoaryastnt Kg-EDTA ¢

COOJIIOJICHUEM  COOTHOIIEHHA KpPOBM U  aHTHUKOAryJsIHTa,
YKa3aHHOIO  IIpou3BoAuTesieM  mpobupok.  [Ipuemiemoit
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anpTepHatuBoil sBisiercs  Ko-EDTA, ecnmu  otGop mpo6
BBIMOJTHSACTCS B HOPMAIBHBIX YCIOBHSX. B MPOTHBHOM citytae
BO3MOYKHO 00pa30BaHHE CT'yCTKOB KPOBH.

CTa0uiabHOCTHL P00 KPOBHU

CTabWIbHOCTh TPOO NPH HU3KHX TEMIEpaTypax: U3 OOBIYHBIX
1ab0paTOpHBIX 00pa3loB OBUIO OTOOpAaHO M IOMENICHO Ha
xpaHenue npu Temmeparype 4°C nmecsiTh «HOPMAIbHBIX» H
JIECSTh «IaTOJIOTUYHBIX» NPo0. CTaOMIBHOCTD MPOO OLEHUBAIH
B Te4YeHHWe 72 4YacoB. PesympTaThl (CpelHHE 3HAYEHHS MO
JOECATH HCCIACAOBAHMAM) IMO3BONMIM CHAETATh  CICAYIOLIHE
3aKJIFOYEHHS] 00 OTHOCHTENBHON CTaOMIIBHOCTH MPO0:

m 48 yacos ms mapamerpos CBC
m 24 gacos s mapamerpos DIFF

CrabuiapHOCTE HpOO0 TNpH KOMHATHOI Temmeparype: u3
OOBIYHBIX J1a0OpaTOpHBIX 00pasmoB ObUIO  OTOOpaHO M
MOMENIEHO Ha XpaHeHWe MpU KOMHATHOi Temieparype (25°C)
JECATh «HOPMAIIBHBIX» M JIECATh «IATOJOTHYHBIX» MPO0.
CrabuiapHOCTh MPO6  OLEHMBAIM B TeYeHHEe 72 YacoB.
Pesynbrarsel (CpeAHHE 3HAYCHHS MO JECSTH HCCIICIOBAHUSIM)
TIO3BOJIHIIN cuenatb clletyromue 3aKITIOYEHHS 00
OTHOCHTEIBHON CTaOMIBHOCTH NPO0:

m 48 yacos s mapamerpos CBC
® 24 yacos s mapamerpos DIFF

Coop Mukponpoo:

Pexxum cbopa mpob mo3BoisieT paboTaTh ¢ MHKPONPOOAMHU
JIeTeld M TOKWIBIX MAlUeHTOB (MUHUMAIbHBIA 00bEM IPOOBI
KPOBH CM. B PYKOBOACTBE IIOJIb30BAaTelisl  ammapara).
Mukponpo6sl MOKHO HCIIOJIB30BaTh TOJIBKO MPU COONIOACHUH
CIEAYIOIUX yCIOBUIL:

® [Ipo6upka IOMKHA MOCTOSIHHO HAXOAWTHCS B BEPTUKAIBHOM
MIOJTOKEHUH.

® CMmemMBaHUE KPOBH JIOJDKHO OCYIIECTBIISTHCS MOCPEICTBOM
JIETKOTO MOCTYKHMBaHWA 1o mpoOupke. He Bpamiaiite
MpoOHMPKYy TPH CMEMIMBAaHWM, WHAa4e KPOBb OCTAHETCS Ha
CTeHKaxX NMPOOHMPKH W MUHHMAJBHBII HEOOXOIUMBIH 00BeM
Oyzner yTpadeH.

IlepememiuBanue:

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATEIBHO CMelIaTh. DTO 00ECIeuyrBacT OXHOPOAHYIO CMEChH
VTS U3MEPEHUSL.

Hopsaox padoTsl

PeareHT rotoB K MCMOJIb30BAHUIO.
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1. CM. B pyKOBOJCTBE IIOJIB30BATENS [OPSIIOK HACHTH(HHKALUH
pactBopa ABX Lysebio 0.4L c¢ mnomomsio ckanepa
LITPHXKOJIOB MIIK BPYUHYIO.

2. OrkpoiiTe IBeplyy OTCEKa Ul PEareHTOB.

3. Ilpu HEeoOXOMUMOCTH H3BJICKUTE MyCTOW (IAKOH H3-T0J
pactBopa ABX Lysebio 0.4L u3 orceka st peareHTOB.

4. OTkpoiiTe HOBBIH ()JTaKOH C peareHTOM.
5. BcTaBbTe BO (1aKkoH 3ariylIKy ¢ TPyOKOH.

6. 3arsiHuTE 3ariyniKy, obecreynB

TE€PMETUYHOCTb.

HA/ITISKAIYIO

7. YcranoBute (akon ¢ pactBopom ABX Lysebio 0.4L B
OTCEK JUIsl PEarcHTOB armnapara.

8. 3akpoiite aBepily OTCEKa IS peareHTOB.

CrienyiiTe MHCTPYKIMSIMH Ha SKpaHe armapara.
[MoxpoOHBle HHCTPYKIMHK 110 MPOLELypaM aHalIM3a M KOHTPOJIS
pe3yabTaToOB CM B PYKOBOJCTBE IIOJIb30BaTENs alapara.

MeToauka

ABX Lysebio 0.4L paspymaer kierouHyr MeMOpaHy
JPUTPOLIUTOB (RBC). T'emornodun BBICBOOOXKIaETCSt
npu  jgobapieHuu  cypdakranta. Bce reMoBoe  KeJe30
OKHUCJISICTCS, U MOXKHO OIPEACIHTh KOJMYCCTBO KOMILIEKCOB C
[OMOLIBI0 CHEKTPO(OTOMETpUH MpH jutiHE BoiHbl 550 nm*

(5).
*JlnuHa BosHBI, ucroib3yemas B Microsemi CRP, cocrasisier
510 nm.

Paboune xapakTepuCTHKHM U OTPAHUYEHHS
MeTo/a

Paboune xapakTepHCTHKM ammapata W OTpPaHWYEHHS €ro
MapaMeTpoB, HakKIaJblBaeMble METOAOM aHaliW3a, CM. B
PYKOBOJICTBE TTOJIb30BATENS.

Pacuer u MHTepHpeTanusi pe3yJbTaTOB aHAJM3A
CBeZ[eHI/IH O pacyeTe U HUHTEPIIpETAllMU PE3YJIbTATOB aHaJIu3a

CM. B PYKOBOACTBEC ITOJIL30BATEJIA allrapara.

HN3meHeHus1 B nopsiike padoThbl ¢ NPOAYKTOM U B
€ro pado4ymx XapaKTepuCcTHKAX

IToBpexaeHne yakoBKH

B ciiydae MOBPEKICHHS 3aIMTHON YIAKOBKH HE UCHOJB3YHTE
pacteop ABX Lysebio 0.4L, tak kak HOBpEXIEHHS MOIJIH
HOBJIUATH HA paboYKe XapaKTEPUCTUKK IPOIAYKTA.
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Haanune npu3HAKOB MOPYH MPOIYKTA

Ilpn Hamuuuu Kakux-1uM0O TPU3HAKOB (H3MYECKON MU
xumudyeckor  mopun  pactBopa ABX Lysebio 0.4L
(moMyTHeHHE, I3MEHEHHE LIBETA U T.II.) €r0 CIEAYET 3aMCHHTb.

TemnepaTypHble OrpaHHYeHHs

He ucnons3syiite pactsop ABX Lysebio 0.4L, eciu on panee
3aMOPaXUBAJICS WM [O/IBEPrajicsl H30bITOYHOMY HarpeBy.
IMepen ucnosnp3oBannem ABX Lysebio 0.4LyGexutecs, uro
OH IOCTHT pabodeil TeMIepaTyphl, Kak OMMCaHO B PyKOBOJACTBE
MOJIB30BATENS IPHOOPA.

BHyTpeHHMIi KOHTPOJIb KaYecTBa

KonrposeHbie o6pasust kposu HORIBA Medical Heo6xomiumo
HCIIONB30BAaTh ISl [EPHOAMYECKON  OLCHKH  KadecTBa
(GYHKIMOHUPOBAHMSI PEAarcHTOB W ammapara B 3aJaHHBIX
JMana3oHax.

HORIBA Medical npejiaraet OmJtaiiH-TIporpamMmy
MextaboparopHoro cpasHernst (QCP), kotopast mpenocrasisier
noctyn no MHTepHeTy K:

E [ofadya OTYETOB O pe3ylbTaTaXx BHYTPEHHETO KOHTPOJIS
Ka4ecTBa B OHJIAHH-PEXKHME;

B MOHHMTOPUHT KavecTBa paboTE AQHAIUTHIECKOTO
06opynoBaHUS " HETIOCPEACTBEHHOE CpaBHEHHE
Pe3yJIbTaTOB HCCIEIOBAHUH C Pe3yJIbTaTaMH, ITOIyIEeHHBIMH
B COTHSIX JTabOpaTopHii 10 BCeMy MUPY;

B [OJNy4YECHHE B PEKHMME PEaTbHOTO BPEMEHH CTaTHCTHYECKUX
ordeToB Tpym Kosuter yepe3 QCP.

Bbonee moxpoOHyr0 HH(pOpMAaLMIO MOXHO IOJIYYUTh Ha BeO-

caiire o azgpecy:
http://qcp.horiba-abx.com

IIpocaexunBaeMoCTh KAJUOPATOPOB U
KOHTPOJIbHBIX MATEPHAJIOB

Henpumenumo.

PedepencHble MHTEPBaJIbI
Henpumenumo.

JIuteparypa

1. Occupational Safety and Health Standards:
bloodborne pathogens. (29 CFR 1910. 1030). Federal
Register July 1, 1998; 6: 267-280.
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. Protection of Laboratory Workers From Occupationally

Acquired Infections; Approved Guideline - Fourth
Edition. CLSI (NCCLS), document M29-A4 (2014) 34
(18).

. Procedures for the Collection of Diagnostic Blood

Specimens by Venipuncture; Approved Standard -
Sixth Edition. CLSI (NCCLS), document H3-A6 (2007)
27 (26).

. Procedures and Devices for the Collection of

Diagnostic Capillary Blood Specimens; Approved
Standard - Sixth Edition. CLSI (NCCLS), document
H4-A6 (2008) 28 (25).

. Clinical Laboratory Standards Institute (CLSI/NCCLS)

publication: H15-A3 Encyclopedia of Analytical
Science, 2005, Pages 223-229 -R. A. Sherwood Adv
Clin Chem. 1984; 23 (200). van Kampen EJ.
"Spectrophotometry of hemoglobin and hemoglobin
derivatives".
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