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34184 MONTPELLIER Cedex 4
FRANCE

I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3znauenue

ABX Alphalyse — o5ro jm3upyommii  pactBop,
[peAHA3HAYCHHBIH MU  HCIONB30BAHMS MPH IPOBEACHUH
JUarHOCTUKH [N Vitro w pa3paboTaHHbBIA sl JTH3UPOBAHHS
sputpormtoB (RBC), mis moncyera u  auddepeHUHpoBKH
neiikonuroB (WBC), a takxke a71s onpejiesieHusi TeMOTrJIO0HHA B
ananmszatopax kposu HORIBA Medical.

IpenynpesxneHust 1 Mepbl NPeIOCTOPOKHOCTH 2

m Pacteop ABX Alphalyse mpexna3nauen TONBKO [Uist
poecCHOHAIbHOMN THATHOCTHKY iN Vitro.

m Jlonbp3oBaresb 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JIOKyMEHTA Ha3HAYEHUIO TIPOIYKTa.

® JaHHBIH peareHT KIaCCUPUIMPYETCS KaK HEOMACHBIN
cornacHo periamenty (EK) Ne 1272/2008.

m JIpu paGoTe C XUMHYECKHMH BEIIECTBAMH PEKOMEHIYETCS
HaJeBaTh COOTBETCTBYIOILHE cpencTBa 3aIIUTHL
1a00paTOPHBINA XaJIaT, IEPYaTKH U 3aIUTHBIE OUKH.

m Cobunronaiite IPUHATHIE B TA0OPATOPUH CTAHIAPTHBIE MEPHI
MPEJOCTOPOXKHOCTH W BBINOJHSINWTE PEKOMEHIALMH 110
OXpaHe 370pOBbsi M TEXHHKE 0E30MaCHOCTH (eAepaabHOTo
WA PETHOHAILHOTO YPOBHSL.

® [Ipy BO3HMKHOBEHHWW HEIOMOTAHHUS MOCIE TOMAJAHUs Ha
KOKY, TIPOTJIATHIBAHUS WM BIBIXaHHS KaKUX-JHOO BEIIECTB
oOpatuTech K Bpady.

m Cwm. macnopt OGe3omacHoctu (MSDS) pacrsopa ABX
Alphalyse.

® JlaHHBIA pearcHT MpeJHa3HAYCH JUIS HKCIIOJIb30BAHUS C
YKa3aHHbIMU BBIIIE T'EMATOJOTHYECKUMH aHAIH3aTOPaMK
HORIBA Medical. Komnanuss HORIBA Medical e moxer
rapaHTHPOBAaTh MPABHJIBHOE JEHCTBHE 3TOr0 peareHra IpH
HCIIONIb30BAHUHM AIMAPATOB, OTIMYHBIX OT YKAa3aHHBIX BBIIIE,
WIA  anmnapartoB, HE  W3TOTOBJEHHBIX  KOMIIAHUCH
HORIBA Medical.

Yruauzanus 0oTX010B

Cm. TpeGOBaHI/Iﬂ PEruOHAJIbHBIX HOPMATHUBHBIX JOKYMEHTOB.

Muxkpo0uo/ioruyeckoe cOCTOsIHIE

Henpumenumo.

OnucaHue U cOCTaB

Onucanue:

IIpo3paunslii 1 6eclBETHBII BOAHBIA PacTBOP.

Cocras:
Jluzupyroiee BEMECTBO <0,1%
JlerepreHt <5%

YcaoBus XpaHeHUud U CTa0WJIBLHOCTh b

® VYcaoBus xpanenus: (mo Bexpoitus): 18-25°C (65-77°F).
He 3amopaxuBars.

8 Cra0MJIbHOCTH BO BCKPBITOM cOCTOsIHMM: 3 Mecsna
makcumyM mpu 18-25°C (65-77°F) mocne BckpbiTHs, B
npejenax cpoka roAHOCTH.

® CpoK rogHOCTH: CM. CPOK TOZHOCTH Ha ITHKETKE YIaKOBKU
pearenra.

al3MeHeHNe: N3MEHEeHA KilacCHpUKALs.
PY3menenne: n3MeHeHHE HH(BOPMAIIMU O XPAHEHHH H CTAGHIBHOCTH.
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ABX Alphalyse (360mL)

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

3abop oOpa3ua:

Bce oOpasmpl  KpoBH  JODKHBEI  OBITB  COOpaHBI €
UCIIONB30BaHUEM NpaBUiIbHOI MeToauku! PaccmarpuBaiite Bce
00pa3lipl, peareHThl, KamuOpaTopbl, KOHTPOJIH U T.A., KOTOpbIE
coziepKar mpenaparsl U3 00paslioB, MOJYYCHHBIX OT YelOBeKa,
KaK SIBJISIONIMECS MOTCHIHATbHBIM HCTOYHHKOM HMH(EKIUH, U
clieyiTe Tpomeaypam 1o Gruonorndeckoii 6e3omacuoct (1, 2).
IIpu 3abope 00pa3LOB KPOBU PEKOMEHIYETCS HCIOJIb30BATh
BEHO3HYIO KpOBb, HO B KpaiHHMX CIy4asx TaKkkKe MOXHO
HCTIONB30BaTh  apTepHANbHYI0 KpoBb. OOpa3mel  KpoBH
HEOOXOMMO IOMECTHTh B BaKyyMHBIC WM HEBaKyyMHbIC
npoOupku st cobopa obpasuos (3, 4). IIpobupka s cOopa
00pa3ioB 0KHA OBITH 3alIOJHEHA TOYHO JIO0 YKa3aHHOTrO Ha
caMoif mpoOWpKe KOJIMYeCTBA KPOBH, 4YTOOBI H306ekaTh
BapHalUK Pe3yJIbTATOB HCCIICA0BAHUS.

PexomeHnayeMblil aHTHUKOATYJISIHT:

Pexomenmyembiit  antukoarynsat  — 3to  K3-EDTA ¢
COOTBETCTBYIOIICH MPOMOPIHEH KPOBH K aHTHKOATYIISHTY, KakK
ykazaHo mpousBogutesaeM npobupku. Ko-EDTA  sBnsercs
MIPUEMIIEMOH aJbTEPHATHBOW 70 TEX IOp, MOKa cOop oOpas3imoB
MPOM3BOJUTCS B HOPMAJIbHBIX YCIOBHUSX. B NPOTHBHOM ciiydae

BO3MOXXHO HAJIMYUE CTYCTKOB KPOBH.

CTaduabHOCTh 00pa3ua KPoBH:

CrabmwipHOCTh 00pa3la mpu HH3KOH Temmeparype: [lecarts
«HOPMAJbHBIX» M JAECATh «MaTOJOTHUECKHUX» 00pasloB ObLIN
coOpaHBl U3 CTaHAAPTHOTO JTa0OPAaTOPHOTO oOBeMa PabOTH U
coxpanensl Tipu temmeparype 4°C. CraGuibHOCTH 00pasia
OlICHWBANach B TedeHHWe /72 4dacoB. Pesymbrathl (cpexmmee
3HaYeHHe W3 [ECATH TECTOB) MO3BOJSIOT CHETATh BBIBOX
KacaTembHO  3afBIEHHOH  OTHOCHUTENBbHOH  CTaOMIBHOCTH
obpasma:

® 48 gacos mst mapamerpos CBC
m 24 gaca quist napamerpos DIFF

CrabunbpHOCTh 00pasia npu KOMHATHOIT Temmeparype: JecsaTsb
«HOPMAJIBHBIX» W JECATH <«IaTOJOI'MYCCKUX> 06pa3LIOB 6])[."“/1
coOpaHbl U3 CTaHAAPTHOTO JTA0OPATOPHOTO 0OBEMa PabOTHI U
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COXpaHeHbl ~ NpH  KOMHaTHOM  Temmeparype  (25°C).
CrabuipHOCTh O0pa3lia oOleHMBAJlach B TEUSHHE 72 YacoB.
Pesynbrathl (cpeaHee 3HAa4YCHHE M3 IECATH TECTOB) MO3BOJSIOT
CHeNaTh BBIBOJ  KAacaTelIbHO  3asBJICHHOW  OTHOCHTEIBHOMI
cTaOMIBHOCTH 00pa3La:

m 48 yacos ms mapamerpos CBC
m 24 gaca s napamerpos DIFF

Muxponpooa:

Pexxum otOopa 00pas3uoB mpubopa MO3BOJSET MOIH30BATEIIO
pabortath ¢ MHKpO-00Opa3naMH B MEIHATPUH M T€PHATPHH (CM.
PYKOBOJICTBO  TOJb30BaTeNss NpuOOpa I HOJNYYSHUS
UHGOPMAIIMK O MHHHMAaIbHOM O0beMe 0Opasua KpOBH). IJTH
MHKpPOIPOOBI MOXHO HCIOJIb30BaTh TOJBKO B CIEIYIOLINX
YCIIOBUSIX:

®m [Ipobupka Bcerma MODKHA HAaXOAUTHCS B BEPTUKAIHHOM
MIOJI0KECHHUH.

m [lepememnBaHue  KpOBH  JOJDKHO  OCYHIECTBIIATBCA
HECWIBHBIM IOCTyKHMBaHWEM Mo mpobupke. He Bpamaiite
NpOOHPKY JUIS CMENIMBAHWS, B IPOTHBHOM CiIydae KpOBb
nomajger Ha  CTEHKM MNpOOMPKM W MHHHUMAIBHO
HEOOXOIMMBII YPOBEHb OYZET MOTEPSH.

CMmemnBanue:

OO0pa3npl KpOBH JOJDKHBI OBITH OCTOPOXKHO W TIIATEIBHO
CMEIIaHbl HEMOCPENCTBEHHO Tmepen oTbopoM mpod. 1o
obecrieynBaeT MoNy4eHne OJHOPOJHON CMECH JUTsl H3MEPEHHSI.

Iopsinox padoTsl

PeareHT rotoB K HCIOJIB30BaHHIO.

1. CM. B pyKOBOJICTBE IOJIb30BATEIIS TIOPSAOK HACHTHOHKALINH
pacteopa ABX Alphalyse ¢ nomompio ckanepa
MITPUXKOOB HJIX BPYIHYIO.

2. OTkpoiiTe ABepIly OTCeKa Ui peareHTOB.

3. Ilpy HEOOXOAUMOCTH H3BJICKUTE MYCTOH (IAKOH H3-TI0J
pactBopa ABX Alphalyse u3 otceka st peareHTOB.

4. OTkpo¥Te HOBBIH ()JIAKOH C PEareHTOM.
5. BcraBbTe BO ()JIaKOH 3ariylIKy ¢ TPYOKOH.

6. 3arsHute 3ariaynKy, obecrieunB

Te€PMETUYHOCTD.

Ha/UTeKAIIY O
7. Ycranosure diakon ¢ pactsopom ABX Alphalyse B otcex
IUTS PEareHTOB almapara.

8. 3axpoiite aBepily oTCEKa I PeareHToB.

CrenyiiTe HHCTPYKIMAMH Ha 3KpaHe arnmapara.
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IToapoOHBIE HHCTPYKIMHK TI0 MPOLELYPaM aHaIu3a U KOHTPOIS
PpEe3yNbTaTOB CM B PYKOBOJCTBE IOJIb30BATENS alllapaTa.

MeTtoauka

Pacteop ABX Alphalyse paspyuiaer MmeMOpaHbl 3pHTPOLIUTOB
(RBC), obecrieurBasi BHICBOOOMKICHUE COIEPHKALIETOCS B HUX
reMorsjio0uHa. ['eMorio0uH, BBICBOOOXICHHBIH C ITOMOIIBIO
JIM3HUPYIOLIETO PeareHTa, COSIUHSCTCS C BXOAAIIMM B COCTaB
HOCJICHEr0  LMAHWUAOM  Kamus, o00pa3ys XpOMOIEHHOE
coefMHeHHe uaHMeTreMornobud. KoHuenrtpamms — 3TOro
COCIMHEHMSI M3MEpSIETCSl B ONTHYECKOW YacTH MPOTOYHOM
KIOBETBI METOJZIOM CIIEKTPOMETPHUH IpH JUTnHE BoJIHBI 550 HM.
Copnepxaluiicss B pacTBOpe JAETEPreHT TaKXKe IO3BOJISET
nuddepeHIupoBaTh Mop(hoIOTHYECKIEe cyOnomynsuun
neiikonuros (WBC).

PaGoune xapakTepuCTHKU U OrPAHMYCHUS
MeTo1a

PaGoume xapaKkTepHCTHKM anmapata W OTpPaHWYIEHHS €ro
MapaMeTpoB, HaKIaJblBaeMble METOJOM aHaliW3a, CM. B
PYKOBOJICTBE ITOJIH30BATEIS.

Pacuer u MHTepHpeTanusi pe3yJbTATOB aHAJM3A

CeneHust o pacue€Te U HUHTEpIPETAMU PE3YJILTATOB aHaliku3a
CM. B PYKOBOACTBEC I10JIL30BATEJIA allrapara.

HN3meHeHus1 B mopsigke padoThl ¢ IPOAYKTOM H B
€ro padoymx XxapaKTepuCcTHKAX

l'[onpemnemle YIHaKOBKH

B ciydae noBpexaeHMs 3alIUTHON yMaKOBKM HE MCIIOJB3YITE
pacteop ABX Alphalyse, rtak kak mHOBpexIeHHS MOIIH
MOBJIHATH Ha paboYHe XapaKTepUCTHKHU MPOJyKTa.

Hannumne npu3HaKoB MOpYH MPOAYKTA

Ilpn Hanmuuuu Kakux-I1M00 NPU3HAKOB (U3MUYCCKOH WM
xumuueckoil nopun pacrsopa ABX Alphalyse (nomyruenwue,
HU3MCHEHHUE L[BETA ¥ T.II.) €r0 CICAYET 3aMCHUTb.

TemnepaTypHble OrpaHHYeHHsT

He wucnons3yiite pactsop ABX Alphalyse, eciu ou panee
3aMOPaKUBAIICS WIIH OJBEPrajicsi N30BITOYHOMY HArpeBy.
Iepen ucnons3oBanuem pactopa ABX Alphalyse y6enurecs,
4TO OH JOCTHI paboyell TemIepaTypbl, YKa3aHHOH B
PYKOBOJICTBE MOJIB30BATEIS allliapara.
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BHyTpeHHHIi KOHTPOJIb KaYecTBa

KonrposeHbie o6pasusl kposu HORIBA Medical Heo6xomimo
HCIIONB30BAaTh ISl IEPHOAMYECKON  OLICHKH  KadecTBa
(GYHKIMOHUPOBAHMSI PEAarcHTOB W ammapara B 3aJaHHBIX
JMana3oHax.

Komnanuss HORIBA Medical mnpemnaraer ucnonb3oBaTh
VHTepaKTHBHYIO MeXIabOpaToOpHYI0 MHPOrpaMMy CpPaBHEHHS
pesyiabratoB (Online Interlaboratory Comparison Program,
QCP), xortopas ofecrmeynBaeT AOCTYN 4Yepe3 HHTEPHET K
CHEAYIOUNM (yHKIHSIM:

B 10flaua OTYETOB O pPE3yJIbTAaTaX BHYTPEHHETO KOHTPOJS
KauecTBa B OHJIANH-PEXKHME;

B MOHHTOPHHT KauecTBa  PabOTHI AHAJINTHYECKOTO
000pyOBaHHUS u HETIOCPE/ICTBEHHOE CpaBHeHHE
PE3YIBTATOB UCCIENOBAHMH C PE3yIBTaTAMH, TOTyIEHHEIMH
B COTHSIX JJaGOpaToOpHii TI0 BCEMY MUpY;

B TIONydEHHE B PEXXHME PEATHHOTO BPEMEHM CTATHCTHYECKHX
oT4eToB Tpymn Kojuter yepes QCP.

bonee mozxpoOGHyr0 MH(GOpMALWIO MOXHO IOJYYUTh Ha BeO-
caifre no azgpecy:
http://qcp.horiba-abx.com

IIpocaexnBaeMocTh KAIHOPATOPOB H
KOHTPOJIBHBIX MAaTePHAJIOB

Henpumenumo.

PedepencHble MHTEPBaJIbI
Henpumenumo.

Karano:xublii Homep

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 - Third
Edition. CLSI (NCCLS), document M29-A3 (2005) 25
(10).

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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