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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Hasnauenue 2P ¢

ABX Alphalyse 360 mL — »3rto nusupyrommii 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 360 mL npennasuades Toiabko
JUTSL TIPO()ECCUOHANIBHON JTMarHOCTHKY iN Vitro.
IpenHasHayeHO JUIs  WCIOJIB30BaHUS B J1aOOPATOPHBIX
YCITOBHSIX.

m [lonbk30Baresb 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHIO MPOYKTA.

m CornmacHo HopmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEareHT CUYUTACTCs GE3BPEIHBIM BEIIECTBOM.

m Jlpu paGore ¢ XUMHYECKHMH 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 0E30MaCHOCTH (eaepaabHOro
WM PETHOHAIBHOTO YPOBHSL.

® JIpy BO3HHKHOBEHHWH HEJOMOTaHHs MOCJIE MOMaJaHUs Ha
KOXY, TIPOTJIATHIBAHKS WM BJIBIXaHHs KaKUX-JIHOO BEIIECTB
oOpatuTech K Bpady.

m Jlpexae dYeM MpHUCTYNaTth K paboTe ¢ aHalIu3aTtopoMm,
omeparop 00s3aH NPOWTH oOy4deHHe Yy IPeACTaBUTEI
xomnannu HORIBA Medical.

m Cwu. macropt 6e3omacHoctr npoaykra (SDS), orHocsmmiics
k ABX Alphalyse 360 mL.

® Jto0ble cepbe3HbIe NPOUCIIECTBHS, HIMEBIINE MECTO B CBS3U
C JKCIUTyaTallMed aHaIM3aTopa, HEOOXOIMMO IOBOAHUTH 10
CBEICHUS MPOU3BOAUTENSI M JI0 YIOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHbl, B KOTOPOH HaXOIMTCS omeparop mpudopa
W/WIIN TIAIUEHT.

® JlaHHBI peareHT NpeJHa3Ha4YeH Ul HCIONB30BaHHSA C
YKa3aHHBIMH BBILIE T'€MATOJOTHYESCKHMH aHAIHU3aTOpaMH
HORIBA Medical. Komnanus HORIBA Medical ne mosxer
rapaHTHPOBaTh MPABHIBHOE JIEWCTBHE STOTO peareHTa IpH
UCIIOJIB30BAHHH allapaToB, OTINYHBIX OT YKA3aHHBIX BBIIIE,
WIM  alnaparoB, HE  W3TOTOBJCHHBIX  KOMIIaHHEH
HORIBA Medical.

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

B 3a TEeXHHYECKOW MOMONIbI0 obpamaiitech Mo TereoHy
+33 (0)4 67 14 15 16.

YTuauzanusa orxoaoB

Cwm. Tpe60BaHI/I$[ PETruOHAJIbHBIX HOPMATHUBHBIX JOKYMEHTOB.

Muxkpo0uoJiorudeckoe cOCTOsIHIE

Henpumenumo.

Onucanme n cocTaB

Onucanue:

TIpo3paunsblii 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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ABX Alphalyse 360 mL

Cocras:
Jlusupyrolee BEIECTBO <0,1%
Jlereprent <5%

YcaoBus XpaHeHHs U CTAOMIbHOCTD

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

® CTa0MJIBHOCTH BO BCKPBITOM COCTOSIHMHM: 3 Mecsua
makcumym mpu 18-25°C (65-77°F) mocne BCkpbiTHS, B
Ipesesax cpoka TOTHOCTH.

® CpoK roIHOCTH: CM. CPOK TOJHOCTH Ha 3THKETKE YITAaKOBKU
peareHra.

TpeGyemble, HO He mMpeaOCTaBJsIeMble
MAaTepPuaJIbl

®  ABTOMaTH3MPOBAHHBIA reMaTOJIOTHUECKUIl aHATIM3aTOP.

Kanubpatop: ABX Minocal.

®m KOHTpOJIb: CBEACHUS O TOM, KaKOH KOHTPOIb CIEyeT
HCIIONB30BAaTh €  ammapartoM, CM. B  PYKOBOJCTBE
TI0JIB30BATEIIS.

®m CrangaptHoe 1abopaTopHOe 000pyIOBaHHE.

IIpo6a

Coop npo6:

Otbop Bcex mpo0 KpOBH JMJOIDKEH OCYIICCTBISTHCS B
COOTBETCTBUM C HajIexameid Meroxukoi! Creayer cyuTaTh
MOTEHLHAIBHO HMH(UIMUPOBAHHBEIME BCE MNPOOBI, PEAreHTH,
KaJIHOpaTopsl, KOHTPOJIMW M JAPYrHe MaTepHaibl, COJACpKaIlue
BBITSDKKM M3 O00pasiloB KpOBH 4YENOBEKa, M IPHHHUMATh
HaJJIexKalme MepBI obecrieueHus Guonornyueckoit
6e3omacuoctu (1, 2).

ITpu 3ab0pe 00pasnoB KPOBH PEKOMEHIyeTCs OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMAIBHBIX  CIy4asgX  MOXHO
UCIIONB30BAaTh M apTepHANIbHYI0 KpoBb. OTOOpaHHYI KpOBb
ClleflyeT TOMEIIaTh B BaKyyMHUPOBAaHHBIE TPOOUPKU (IPOOHPKH
115t 3200pa KPOBH € MCIIONIb30BaHHEM aTMOC(HEPHOTO JaBIICHHS)
(3, 4). IIpobupky creayer 3amoNHSITH KPOBBIO TOYHO IO
YpOBHs, 0003HaYCHHOTO Ha CaMoil MpoOUpKe, BO H30EkKaHUE
PacXOXKACHUS Pe3yJIbTaTOB aHAIH3A.

PexomenayeMblii aHTHKOAryJIAHT:

Pekomennyercsi ucnosib3oBath antukoarynsHt Ksz-EDTA ¢
COOJIOZICHUEM ~ COOTHOIICHHUS KPOBH M AHTHKOAryJIsHTA,
YKa3aHHOTO  IMPOW3BOJMTENIEM  Mpobupok.  IIpuemiemoii
anprepHaruBoii  siBisiercss  Ko-EDTA, ecnmu otbop  mpob
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BBITOJIHACTCS B HOPMaJIBHBIX YCJIOBHUAX. B IpOTHBHOM ciyuae
BO3MOKHO 00pa30BaHUE CTYCTKOB KPOBH.

CTa0uibHOCTH P00 KPOBU

CrabuapHOCTE MPOO MPU HU3KHUX TEMIIepaTypax: U3 OOBIYHBIX
nmabopaTopHBIX 00pa3loB OBUIO OTOOPAaHO W IOMEIIEHO Ha
xpaHenne mpu Temreparype 4°C mecsATh «HOPMANBHBIX» U
JIECATH «MaTOJIOTHYHEIX» MP00. CTaOMIFHOCT IPOO OLCHUBAIIH
B TeueHWe 72 wdacoB. Pe3ynpTaTsl (CpenHHe 3HAYECHHS IO
NECATH HWCCIENOBAHUAM) TO3BONMIN CHETaTh  CICAYIONHe
3aKITIOYECHHUS 00 OTHOCUTENIFHONW CTaOMIBHOCTH MPO0:

®m 48 yacos qs napamerpos CBC
m 8 gaca ajis napamerpos LMG

CrabunbHocTh Tpo0 MpH KOMHATHOH —TeMIepaTrype: H3
OOBIYHBIX JIAOOPATOPHBIX 00pa3moB OBUIO  OTOOpaHO |
MOMEIIEHO Ha XpaHEHWe MpH KOMHATHOW Temmeparype (25°C)
JECATh «HOPMAIBHBIX» M JIECATh <MATOJOTMYHBIX» IPOO.
CrabuapHOCTh Mpo0O OLEHHMBAIKM B TEYCHHE 72 YacoB.
Pesynbratsl (cpemHue 3HAYCHHS IO IECATH HCCICIOBAHHSIM)
HNO3BOJIMJIM  CHENaTh  CHIEAYIOLIME  3aKiIo4YeHus 00
OTHOCHUTEIBHOM CTAOMIIBHOCTH MPO0:

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

Coop muxkponpoo:

Pexum cOopa mpo6 mozBossier paboTaTh ¢ MHUKpOIpoOaMu
JeTeil W TMOXWIBIX MAalHeHTOB (MHHUMAIBHBIN 00beM MpoObI
KPOBH CM. B pYKOBOACTBE IOJIb30BAaTeNsl  amlapara).
MHuKponpoOsl MOKHO HCIIONB30BAaTh TONBKO IPU COOIIOJICHUH
CJEyIOIUX YCIOBUIL:

® [IpoGHpKa D0DKHA MOCTOSIHHO HAaXOAUTHCS B BEPTHKAIBHOM
MOJIOXKEHHUH.

m CMmenMBaHie KPOBU JODKHO OCYLIECTBISITBCS OCPEACTBOM
JIETKOTO TMOCTYKHBaHUs 1o mpobupke. He Bpamiaiite
OpoOUPKY NpH CMEIIMBAaHWH, WHAYe KPOBb OCTAHETCS Ha
CTEHKaX MPOOHMPKH W MHHHMAJbHBIH HEOOXOAUMBIH 00beM
OyzeT yTpaueH.

IlepememinBanue:

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATEIBHO CMelaTh. DTO 00ECIeYMBacT OJXHOPOAHYIO CMECh
JUISL U3MEPEHUS.

Iopsinox padoTsl

PeareHT roToB K HCIOIH30BaHUIO.
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ABX Alphalyse 360 mL

1. CM. B pyKOBOJCTBE IIOJIB30BATENS [OPSIIOK HACHTH(HHKALUH
pactBopa ABX Alphalyse 360 mL ¢ momomipio ckanepa
LITPHXKOJIOB MIIM BPYYHYIO.

2. OrkpoiiTe IBeplyy OTCEKa Ul PEareHTOB.

3. Ilpy HEeoOXOMUMOCTH H3BJIIEKUTE MyCTOW (IIAKOH H3-TOJ
pacteopa ABX Alphalyse 360 mL wu3 orceka mis
peareHToB.

4. OtkpoiiTe HOBBIH (DJTaKOH C peareHTOM.
5. BceraBbTe BO (hi1akoH 3amiIyniky ¢ TPYOKOA.

6. 3aTsiHuTE 3aryniKy, obecreynB

TE€PMETUYHOCTb.

HA/ITISKAIYIO

7. Ycranosute ¢makon ¢ pactsopom ABX Alphalyse 360 mL
B OTCEK JUIsl PEarcHTOB ariapara.

8. 3akpoiite aBepily OTCEKa IS peareHTOB.

CrenyiiTe MHCTPYKIUSIMU Ha SKpaHe ammapara.
IMoapoOHble HHCTPYKIMHK TI0 MPOLELYyPaM aHaIHN3a U KOHTPOJS
Pe3yNIbTaTOB CM B PYKOBOJCTBE TTOJI30BATEIS aIlapaTa.

MeTtoauka

Pacteop ABX Alphalyse 360 mL paspyumiaer MemOpaHs
SPHUTPOLIUTOB (RBC), obecneunBast BBICBOOOK/ICHHE
colepKallerocsi B~ HUX  I'€MOIVIOOHHA. T'emornobuH,
BBICBOOOXK/ICHHBI €  TTOMOIIBIO JIM3UPYIOLIETO PEareHTa,
COCJIMHSETCS C BXOILIMM B COCTAaB IIOCIEAHErO IHAHHIOM
KaJIus, obpazys XPOMOTEHHOE COeJIMHEeHNE
MaHMeTreMorioouH.  KoHIeHTpanus 3TOro  COCAMHEHUS
u3MepsieTcss B ONTHYECKOW YaCTH IPOTOYHOM KIOBETHI METOJOM
CIEKTPOMETPHUH Tpu utnHe BojHbl 550 HM.

Coneprkamuiics B pacTBOpE JETEPreHT TakKe II03BOJISIET
nmuddepeHIpoBaTh MopQoIoTHIecKre CyOTIOMyY AU
neiikonuros (WBC).

Padoumne XapaKTCPUCTUKHU U OI'PAHUYCHUSA
MeToaa

PaGoune xapakTepHCTHKM ammapata W OTpaHUYEHHS €ro
MapaMeTpoB, HaKIaJbIBaeMble METOJOM aHaiu3a, CM. B
PYKOBOJICTBE NOJIb30BATES.

Pacuer u MHTepnpeTanusi pe3yJbTaTOB aHAJM3a

CBeZ[eHI/ISI O pacdueTe U HMHTEPIIPpETAllUU PE3YJIbTATOB aHaJIn3a
CM. B PYKOBOACTBEC ITIOJIB30BATEJIA allriapara.
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H3MeHeHus B mopsiike padoThl ¢ NPOAYKTOM U B
ero padoymnx xapakTeprucTHKaxX

IloBpexkaenne ynakoBku

B cnyyae moBpekJeHHs 3alIMUTHON YITAKOBKH HE HCIIONB3YHTE
pactsop ABX Alphalyse 360 mL, tak kak MOBpeKICHUSA
MOTJIM TOBJIUSITH Ha pabo4re XapaKTepUCTHKH MPOIAYKTa.

Hajgu4ue Npu3HAKOB MOPYH MPOAYKTA

Ilpn Hamuuuu Kakux-1M0O TMPU3HAKOB (H3MUYECKON MU
xumuueckoir mopun pacrBopa ABX Alphalyse 360 mL
(moMyTHeHHE, MI3MEHEHHE LIBETA U T.II.) €r0 CIEAYET 3aMCHHTb.

TemnepaTypHble OrpaHHYeHHS

He ucnons3yiite pacteop ABX Alphalyse 360 mL, eciu on
paHee 3aMOpaXXMBAJCA WM MOABEPrajics H30BITOYHOMY
Harpesy.

IMepen ucnonszoBanrem ABX Alphalyse 360 mLyo6enurecs,
4Yro OH JOCTHI pafodeil TeMmreparypsl, Kak OIHCaHO B
PYKOBOJICTBE TOJIb30BATENs IPUOOpA.

BHyTpeHHH KOHTPOJIb Ka4ecTBa

KonrpossHbie o6pasusl kposu HORIBA Medical Heo6xomumo
UCHOJIB30BAaTh  JUIi  HEPUOAMYECKOH  OLEHKM  KadecTBa
(YHKUMOHHPOBAaHMSI PEArcHTOB M ammapara B 3aJaHHBIX
JHarna3oHax.

HORIBA Medical mpejiaraet OuaiiH-nIporpaMmy
MesxnaboparopHoro cpasHerust (QCP), koropast mpenocrasisier
jocrtyn no MHTepHeTy K:

H [I0]jaya OTYETOB O pe3yabTaTaX BHYTPEHHETOo KOHTPOJIA
Ka4yeCcTBa B OHJIAHH-PEKUME;

B MOHUTOPHUHT Ka4yecTBa paboThI AHAJIUTUYECKOTO
000py10BaHUS " HETMOCPeICTBEHHOE CpaBHEHHE
pe3yabTaTOB MCCIENOBAaHUN C pe3ylbTaTaMy, NOJYyYEHHBIMU
B COTHSIX JIabopaTopuii o BceMy Mupy;

H [I0JyYCHUE B PEKUME PEaJIbHOTO BPEMEHU CTaTUCTUYECKUX
oT4eToB Tpymn Kosuter yepes QCP.

Bonee moapoOHyr0o mH(MOpMALUIO MOXHO NONYyYUTh Ha Beb-

caiiTe 1o ajapecy:
http://qcp.horiba-abx.com

IIpociexknBaeMoOCTh KaJIHOPATOPOB U
KOHTPOJIBHBIX MATEPHAJIOB

Henpumenumo.
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PedepencHble MHTEPBaAJIbI

Henpumenumo.

Jluteparypa

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

2. Protection of Laboratory Workers From Occupationally
Acquired Infections; Approved Guideline - Fourth
Edition. CLSI (NCCLS), document M29-A4 (2014) 34
(18).

3. Procedures for the Collection of Diagnostic Blood
Specimens by Venipuncture; Approved Standard -
Sixth Edition. CLSI (NCCLS), document H3-A6 (2007)
27 (26).

4. 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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