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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Hasnauenue 2P ¢

ABX Alphalyse 0.4L — »>r10 musupyronmii pactsop,
MpeHa3HAYCHHBIH U UATHOCTUKH /N VitrO u mpuMeHsIeMBbIii
st nmsuca  spurporto (RBC) ¢ umensio mozacuera wu
napdepentmposkn  neiikormros  (WBC) u  onpenenenus

KOHLICHTPALHH remMoriaoonHa c HCIIOJIb30BaHUEM
remaronornyeckux ananuzatropos HORIBA Medical.
[lpexnasHadeHo I WCHOJB30BAHWST B KIIHHHKO-
IMArHOCTHYECKHX JIa00PATOPHSIX.

d

Mpenynpesxknennsi 1 Mepbl MPeTOCTOPOKHOCTH

m Pacrsop ABX Alphalyse 0.4L npexnasnaueH TOJNBKO UIst
npo(heCCHOHANBHOM JUArHOCTUKHY iN Vitro.

IpenHasHayeHO I WCIOJIB30BaHUS B J1aOOPATOPHBIX
YCIIOBHSIX.

m Jlonbp30Baresb 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHIO MPOYKTA.

m CormacHo HopmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEareHT CUUTAETCsl GE3BPEAHBIM BEIIECTBOM.

m Jlpu paGorTe C XHMHYECKHMH BEIIECTBAMH PEKOMEH/IYETCsI
HaJIeBaTh COOTBETCTBYIOILHE cpelcTBa 3aIHTHI:
71abopaTOPHBII Xanar, MepYaTKy 1 3alIUTHBIC OYKH.

m CobnronaiiTe NpUHATHIE B 1a0OPaTOPUM CTAaHJAPTHBIE MEPHI
HPEIOCTOPOKHOCTH W BBIMOJNHINUTE PEKOMEHIAIMH 110
OXpaHe 37I0pOBbsi M TEXHHKE 0E30MacCHOCTH (eaepaabHOro
WM PETHOHAIBHOTO YPOBHSL.

® JIpy BO3HHKHOBEHHWH HEJOMOTaHHs MOCJIE MOMaJaHUs Ha
KOXY, TIPOTJIATHIBAHUS WM BJIBIXaHUs KaKuX-JIHOO BEIIECTB
oOpatuTech K Bpady.

m Jlpexae dYeM MpHUCTYNaTth K paboTe ¢ aHalIu3aTtopoM,
omeparop 00s3aH MPOWTH o0Oy4YeHHe Yy IPeACTaBUTEIs
xomnannu HORIBA Medical.

m Cwu. macropt 6e3onacHoctr npoaykra (SDS), orHocsmmiics
k ABX Alphalyse 0.4L.

® Jlto0ble Cepbe3HbIe TPOUCLIECTBHS, HIMEBLINE MECTO B CBSA3U
C JKCIUTyaTallMed aHaaM3aTopa, HEOOXOIMMO IOBOAHUTH 10
CBEICHUS TPOU3BOAUTENSI M JI0 YIOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHbl, B KOTOPOH HaXOIMTCS omeparop mpudopa
W/WIIN TIAIUEHT.

® JlaHHBI peareHT NpeJHa3Ha4YeH Ul HCIOJIB30BaHHUS C
YKa3aHHBIMH BBILIE TE€MATOJOTHYESCKHMH aHaIU3aTOpaMH
HORIBA Medical. Komnanuss HORIBA Medical ne mosxer
rapaHTHPOBAaTh MPABUIIBHOE JEWCTBHE STOTO peareHTa IpH
UCIIOJIB30BAHKH allapaToB, OTINYHBIX OT YKA3aHHBIX BBIIIE,
WIM  alnaparoB, HE  W3TOTOBJCHHBIX  KOMIIaHHMEH
HORIBA Medical.

® EMKOCTM C peareHTaMu SIBISIFOTCS —OJHOPA3OBBIMH U
HO/UICKAT YTHIM3ALUKM COTJIACHO MECTHBIM HOPMAaTHBHBIM
TpeOOBaHUSIM.

B 3a TEeXHHYECKOW MOMOIIpI0 obpamaiitech Mo TereoHy
+33 (0)4 67 14 15 16.

YTuauzanusa orxoaoB

Cwm. Tpe60BaHI/I$[ PEruoOHaJIbHBIX HOPMATHUBHBIX JOKYMEHTOB.

Mukpo0uo/ioru4ecKoe cOCTOsIHIE

Henpumenumo.

Onucanme n coCTaB

Onucanue:

TIpo3paunslii 1 OecIBETHBIN BOIHEII pacTBOP.

A/3MeHeHNs: M3MCHCHNE Ha3HAYCHHUS.
Plizmenenns: HoBas popMa GyKIeTa O peareHTe.
CI/I3MCHCHH${: ammapat CHAT C MPOoJAaXKu.
dYsmenenus: no6aBiieHa PEKOMEHIALIHS.
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Cocras:
Jlusupyrolee BEIECTBO <0,1%
Jlereprent <5%

YcaoBus XpaHeHHs U CTAOMIbHOCTD

® Vciaosusi xpanenust (1o Bekpoitusi): 18-25°C (65-77°F).
He 3amopaxuBaTts.

® CTa0WIbHOCTL BO BCKPBITOM cocTostHUM: 1  Mecsi
makcumym mpu 18-25°C (65-77°F) mocne BCkpbiTHS, B
Hpezenax cpoka TOAHOCTH.

® CpoK rogHOCTH: CM. CPOK TOJHOCTH Ha 3THKETKE YHAaKOBKH
peareHTa.

TpeGyemble, HO He mMpeOCTaBJsIeMble
MAaTepPuaJIbl

®  ABTOMaTH3MPOBAHHBIA reMaTOJIOTHUECKUIT aHAIU3ATOP.

Kanubpatop: ABX Minocal.

®m KOHTpOJIb: CBEACHUS O TOM, KaKOH KOHTPOIb CIEyeT
UCIIONB30BAaTh € amlmapaTtoM, CM. B  PYKOBOJCTBE
TI0JIB30BATEIIS.

® CrannaptHoe 1abopaTopHOe 000pyIOBaHHE.

IIpo6a

Coop npo6:

Otbop Bcex mpo0 KpOBH JMJOIDKEH OCYIICCTBISATHCS B
COOTBETCTBUM C HajIexameid Meroxukoi! Creayer cyuTaTh
MOTEHLHAIBHO HMH(UIMPOBAHHBEIME BCE MHPOOBI, PEareHTHI,
KaJHOpaTopsl, KOHTPOJIM M JAPYrHe MaTepHaibl, COJACpKaIlue
BBITSOKKM M3 O00pasloB KpOBH 4YENOBEKa, M IPHHHUMAThH
HaJJIexKalme MepBI obecrieueHus Guonornueckoit
6esomacuoctu (1, 2).

ITpu 3a60pe 0OpasnoB KPOBH PEKOMEHIyeTCs OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMAIBHBIX  CIy4asX  MOXHO
UCIIONB30BAaTh M apTEpHANIbHYI0 KpoBb. OTOOpaHHYI KpOBb
ClleflyeT TOMEIIaTh B BaKyyMHUPOBAaHHBIE TPOOUPKH (IPOOHPKH
1151 3300pa KPOBH € MCIIONIb30BaHHEM aTMOC(HEPHOTO JaBIICHHS)
(3, 4). IIpobupky creayer 3amoNHITH KPOBBIO TOYHO IO
YpOBHs, 0003HAYCHHOIO Ha caMoil mpoOupke, BO H30ekaHUE
PacXOXKACHUS Pe3yJIbTaTOB aHAIH3A.

PexomeHnayeMblii aHTHKOAryJISHT:

Pekomennyercsi ucnosib3oBath antukoarynsHT Ksz-EDTA ¢
COOJIOZICHUEM ~ COOTHOLICHHUS KPOBH M aAHTHKOAryJsHTA,
YKa3aHHOTO  IMPOW3BOJMTENIEM  Mpobupok.  IIpuemiemoii
anprepHaruBoii  siBisiercss  Ko-EDTA, ecnmu otbop  mpob
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BBITOJIHACTCS B HOPMAaJIBHBIX YCJIOBHAX. B IpOTHBHOM ciyuae
BO3MOJKHO 00pa30BaHUE CTYCTKOB KPOBH.

CTa0ujIbHOCTH P00 KPOBU

CrabuiapHOCTE MPO0 MPU HU3KHUX TEMIIepaTypax: U3 OOBIYHBIX
nmabopaTopHBIX 00pa3loB OBUIO OTOOPAaHO W IOMEIIEHO Ha
xpanenne mnpu Temreparype 4°C mecsATh «HOPMANBHBIX» U
JECATH «MaTOJIOTHYHBIX» NMP00. CTabMIFHOCT TPOO OLCHUBAIIH
B TeueHWe 72 wdacoB. Pe3ynpTaTsl (CpeqHMe 3HAYCHHS IO
NECATH HWCCIENOBAHUAM) TO3BONMIM CHETaTh  CICAYIONIHe
3aKIIIOYECHHUS 00 OTHOCUTENIFHONW CTaOMIBHOCTH MPo0:

®m 48 yacos qus napamerpos CBC
m 8 yaca ajis napamerpos LMG

CrabunbHocTh Tpo0 MpH KOMHATHOH —TeMIepaTrype: H3
OOBIYHBIX JIAOOPATOPHBIX 00pa3moB OBUIO  OTOOpaHO U
MOMEIIEHO Ha XpaHEHWe Mpu KOMHATHOW Temmeparype (25°C)
JECSATh «HOPMAIBHBIX» M JIECATh «MATOJOTMYHBIX» IPOO.
CrabuapHOCTh Mpo0O OLEHMBAIKM B TEYCHHE 72 YacoB.
Pesynbrathl (cpemHue 3HAYCHHS IO IECATH HCCICIOBAHHSIM)
HO3BOJIMJIM  CHENaTh  CIEAYIOLIME  3aKiIo4YeHus 00
OTHOCHUTEBHOM CTaOMIIBHOCTH MPO0:

m 48 yacos ms napamerpos CBC
® 8 yaca mis napamerpos LMG

Coop muxponpoo:

Pexum cOopa mpo6 mozBossier paboTaTh ¢ MHUKpOIpoOaMu
JeTeil W TMOXWIBIX MAalHeHTOB (MHHUMAIBHBIN 00BbeM MpOOHI
KPOBH CM. B DYKOBOACTBE IOJIb30BAaTelsl  amapara).
MuKponpoOsl MOKHO HCIIONB30BAaTh TONBKO IPU COOIIOJICHUH
CJEyIOIUX YCIOBUIL:

® [IpoGupKa D0DKHA MOCTOSIHHO HaXOAUTHCS B BEPTHKAIBHOM
MOJIOXKCHHUH.

m CMenMBaHue KPOBU JOJDKHO OCYLICCTBISITBCS OCPEACTBOM
JIETKOTO TMOCTYKHBaHUs 1o mpobupke. He Bpamaiite
OpoOUPKY NpU CMEIIMBAaHWH, WHAYe KPOBb OCTAHETCS Ha
CTEHKaX MPOOHMPKH W MHHHMAJbHBIH HEOOXOAUMBIA 00beM
OyzeT yTpadeH.

IlepememinBanue:

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATEJIBHO CMelaTh. DTO 00eCIeYynBacT OJXHOPOAHYIO CMECh
JUISL U3MEPEHUS.

Iopsinox padoTsl

PeareHT roToB K HCIOIH30BaHUIO.
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1. CM. B pyKOBOJCTBE IIOJIB30BATENS [OPSIIOK HACHTH(HHKALUH
pacteopa ABX Alphalyse 0.4L ¢ mnomompio ckanepa
LITPHXKOJIOB MIIM BPYUHYIO.

2. OtkpoiiTe IBepLy OTCEKa Ul PEareHTOB.

3. Ilpy HEeoOXOMUMOCTH H3BJICKUTE MyCTOW (IIAKOH H3-TOJ
pactBopa ABX Alphalyse 0.4L u3 otceka ajst peareHToB.

4. OtkpoiiTe HOBBIH ()JTaKOH C peareHTOM.
5. BcraBbTe BO (1aKkoH 3ariIylIKy ¢ TPyOKOH.

6. 3aTsiHuTE 3ariyniKy, obecreunB

TE€PMETUYHOCTb.

HA/IJISKAIYIO

7. Ycranosute ¢akon ¢ pacteopom ABX Alphalyse 0.4L B
OTCEK JUIsl PEarcHTOB armnapara.

8. 3axpoiite aBepily OTCeKa IS peareHTOB.

CrenyiiTe MHCTPYKIUSIMU Ha 3KpaHe ammapara.
IoapoOHble HHCTPYKIUHK TI0 MPOLEIYpPaM aHalIu3a M KOHTPOIS
pEe3yNIbTaTOB CM B PYKOBOJCTBE TOJI30BATENS allapaTa.

MeToauka

Pacteop ABX Alphalyse 0.4L paspymaer MemOpaHsl
JPUTPOLIUTOB (RBC), obecrieunBas BBICBOOOXKICHUE
cojepkauierocss B HHX ~ remoriioomHa.  I'eMoriioOuH,
BBICBOOOXK/ICHHBI € TMOMOIIBIO JIM3UPYIOLIETO0 PEarcHTa,
COCIMHSICTCS C BXOMALIMM B COCTaB IOCICAHErO IHAHHIOM
Kautus, ob6pasys XPOMOTECHHOE COCJIMHEHHUE
uaHMerreMorioonH.  KOHIGHTpanus 3TOr0  COCAMHCHUS
U3MEPSETCs B ONTHYECKONW YaCTH HPOTOYHOM KIOBETHI METOJOM
CIIEKTPOMETPHUH TIPH JUTHHE BOJHBI 550 HM.

PaGouyune xapakTepuCTUKH M OrPpAHUYEHUS
MeToAa

Paboune XapakTECpUCTUKU alllapata W OrpaHUYCHUA €I0
napaMe€TpoB, HakJaJblIBa€Mbl€ METOAOM aHalius3a, CM. B
PYKOBOACTBE MOJIL30BATEIIA.

Pacuer u MHTepHpeTanusi pe3yJbTaTOB aHAJM3A
CBeZ[eHI/IH O pacyeTe U HUHTEPIIPpETAllMU PE3YJIbTATOB aHaJIM3a

CM. B PYKOBOACTBEC ITOJIL30BATEJIA allrapara.

HN3meHeHus1 B nopsigke padoThl ¢ NPOAYKTOM H B
ero padoymux XapaKTepucTHKAX

IToBpexaeHne yIakoBKH

B ciiydae MOBPEKICHHS 3alMTHON YIAKOBKH HE HCHOJB3YHTE
pacteop ABX Alphalyse 0.4L, tak kak moBpeXIEHHs MOIJIH
HOBJIMATH HA paboure XapaKTePUCTHKH MPOAYKTa.
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Hajanune npu3HAKOB NOPYH MPOIYKTA

Ilpn Hamuuuu Kakux-1M0O MPU3HAKOB (H3MUYECKON MU
xumuyeckoir mopun pactBopa ABX Alphalyse 0.4L
(moMyTHeHHE, M3MEHEHHE LIBETA U T.II.) €r0 CJIEAYET 3aMCHHTb.

TemnepaTypHble OrpaHHYeHHsI

He wucnone3syiite pacrsop ABX Alphalyse 0.4L, eciu ou
paHee 3aMOpPaXKHBAJCS WM IOABEpPrajcs H30bITOUHOMY
Harpesy.

IMepen ucnonn3oBannem ABX Alphalyse 0.4Ly6enurecs, uto
OH JOCTUT paboyeil TeMnepaTypbl, Kak OIMHMCaHO B PyKOBOJCTBE
MOJIB30BATENS IPHOOPA.

BHyTpeHHMii KOHTPOJIb KauecTBa

KonrposeHbie o6pasust kposu HORIBA Medical Heo6xomimo
HCIIONB30BAaTh ISl MEPHOAMYECKON  OLCHKH  KadecTBa
(GYHKIMOHUPOBAHMSI PEAarcHTOB W ammapara B 3aJaHHBIX
JMana3oHax.

HORIBA Medical npejiaraet OmJaiiH-TIporpamMmy
MesxtaboparopHoro cpasHernst (QCP), kotopast mpenocrasisier
noctyn no MHaTepHeTy K:

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

B MOHHMTOPUHT KadecTBa paboTE AQHAIUTHIECKOTO
0060opyoBaHMS i HETIOCPEACTBEHHOE CpaBHEHHE
Pe3yJIbTaTOB UCCIEIOBAHUH C Pe3yIbTaTaMH, ITOIyIEeHHBIMH
B COTHSIX JTabOpaTopHii 10 BCeMy MUPY;

H [OJNy4YECHHE B PEXHMME PEaTbHOTO BPEMEHH CTaTHCTHYECKIX
ortdeToB Tpym Kosuter yepe3 QCP.

Bonee mozxpoOHyr0 MH(pOpMAaUIO MOXHO IOJYYUTh Ha BeO-

caifre 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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2. 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).
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