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HORIBA ABX SAS
Parc Euromédecine
Rue du Caducée
BP 7290

/ ABX Basolyse Il 1L

m ABX Pentra 60 / 60C+ 34184 Montpellier Cedex 4

m ABX Pentra XL80 FRANCE

m Pentra ES60 / MS60 / MS CRP

m Pentra XLR

I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Haznauenue 2 P ®m JlaHHBI peareHT MNpelHa3sHadeH A UCIOJIB30BAHUSA C
YKa3aHHBIMU BBIIIE TI'€MAaTOJOIMYECKUMH aHaJu3aTopaMu

ABX Basolyse Il 1L — »5to nusupyrommii pactBop, HORIBA Medical. Komnanus HORIBA Medical ne moxer

OpeHa3HAYCHHbI U1 MCIOJIB30BAHUS [PU  [POBEICHUU rapaHTUPOBaTh MPABHIBHOE JIEHCTBUE 3TOTO peareHra INpu

JMATHOCTHKM [N Vitro w pa3pabOTaHHBIA I JH3MPOBAHHSA HCIOJIB30BAHUY aNapaToB, OTIMYHBIX OT YKa3aHHBIX BBIIIE,

spurpountoB  (RBC), mis mnoxcdera ieiikonuroB (oOuiee W anmnaparos, HE H3TOTOBJIICHHBIX KOMIIaHHUEeH

komuuectBo WBC u  GasoduioB) B aHammzaTopax KpOBH HORIBA Medical.

HORIBA Medical. m [Ipexae 4YeM TNpPHCTYyNaTh K paboTe C aHaIM3aTopoM,

IMpennasuayeno st HCTIOJIb30BaHUsA B KITMHHKO- oreparop 00s3aH INPOHTH o0O0y4YeHHE Yy TPEACTABUTEINS

JIMArHOCTUYECKUX JTa00PaTOPHsX. komnanuu HORIBA Medical.

® Jto0ble cepbe3Hble NPOUCIIECTBHS, UMEBLINE MECTO B CBA3U
C JKCIUTyaTallMed aHauM3aTopa, HEOoOXOIMMO IOBOAUTH IO

Hpenynpemeﬂnﬂ U MEPLI NPEAOCTOPOKHOCTH ¢ CBEJICHUSI TPOU3BOJUTEIISI M JI0 YIOJHOMOYCHHOrO OpraHa
BJIACTH CTPaHbl, B KOTOPOH HAaXOJMTCS OmepaTtop npudopa
W/ WM TIAIEHT.

B EMKOCTM C peareHTaMu SBJIAIOTCS OJHOPA30BBIMH U
MOJJIEKAT YTUIM3ALMHM COIJACHO MECTHBIM HOPMAaTHBHEIM
TpeOOBaHUSIM.

B 3a TEXHMYECKOH IOMOIIbI0 oOpamaiitech 1o TtenedoHy
+33 (0)4 67 14 15 16.

® JJonp3o0Baresnb 0053aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO MPOYKTA.

IIpenHasHayeHO Ul HCIOJb30BAaHUS B JaOOPATOPHBIX
YCIIOBHSIX.

m CornacHo HopmatuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEareHT CUUTAETCsl BPEAHBIM BEIICCTBOM.

® H412: BpenHo Ui BOAHBIX OPTaHH3MOB C JJOJITOCPOYHBIMHU
MOCIICACTBUSIMH.

m P273: He nomyckath monagaHusi B OKPYKaIOIIYI0 CpPEy.

m P501: VYTwiu3upoBath COIEPKUMOE U KOHTEHHEp B
COOTBETCTBUH c MECTHBIMH, PErHOHAIBHBIMY,
rocyJapCTBCHHBIMH U MEXKYHapOAHBIMHU MTPaBUIAMH.

®m Cobnronaiite IpUHATHIE B 1a00OPaTOPUM CTAaHJAPTHBIE MEPHI
HPEIOCTOPOKHOCTH W BBINOJNHINUTE PEKOMEHIALMH 110
OXpaHe 370pOBbs U TEXHHMKE 0e30macHOCTH (enepaabHOro

YTI/IJ'II/II}aIH(Iﬂ 0TX010B

Cm. Tpe6OBaHI/I$[ PETrUOHAIBHBIX HOPMATHUBHBIX JOKYMEHTOB.

Mukpo6uoJiornyeckoe coCTOsIHHE

Henpumenumo.
WY PETHOHAIBHOTO YPOBHSI.
m Cwm. nacropt 6e3omnacHoctu npoaykra (SDS), orHocsmmiics
x ABX Basolyse Il 1L. Onucanue M COCTAB
Onucanue:
IIpo3paunsrit OecLBeTHBII BOJIHBII pacTBop.

CBETO4YBCTBUTEIbHBIN.

2/3MeHeHNs: M3MEHEHNE Ha3HAYEHHUS.
PY3menenns: Hosast hopma GykieTa o peareHTe.
CH3meHeHust: 100aBIeHa PEKOMEHAALHS.
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ABX Basolyse Il 1L

Cocras:

Opraununueckuii Oydep <5%
Jlereprenr <1%
Koncepsant <0,1%

Ycaosusa XpaHCHUA U CTA0MJIBHOCTDH

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

® CTa0WiIbHOCTH BO BCKPBITOM cocrositum: 10 Mecsies
makcumym mpu 18-25°C (65-77°F) mocne BckpbiTHS, B
npezenax cpoka TOAHOCTH.

® CpoK roIHOCTH: CM. CPOK TOAHOCTH Ha ITHKETKE YITaKOBKH
pearenra.

TpeldyeMble, HO He MpeIOCTaBJIsAEMbIe
MaTepuaJIbl

®  ABTOMaTH3MPOBAHHBIA reMaTOJIOTHUECKUil aHATIH3aTOoP.

Kanu6patop: ABX Minocal.

®m KOHTpOJIb: CBEAEHHUS O TOM, KaKOH KOHTPOIb CIEayeT
UCHONIb30BaTh  C  amlmapaToM, CM. B  PYKOBOJICTBE
HOJIb30BATENS.

® CrannaptHoe 1abopaTopHOe 000pyIOBaHUE.

IIpo6a

Coop npo6:

OtOop Bcex mpo0 KpPOBH JOKEH OCYIICCTBISATHCS B
COOTBETCTBUH C Hajuiexaineir meromukoit! Cremyer cuurarh
MOTEHIMAIGHO WH(UIMPOBAHHBIMUA BCE TPOOBI, pPEareHThI,
KajnOpaTophl, KOHTPOJIH M JPyrde MaTepHasbl, COACPIKAIIHE
BBITSDKKH 13 00pasioB KpPOBH UYENOBEKAa, W IPHUHHUMAThH
HaJyIexalme Mepbl obecrieueHust OHMOJIOTHYECKOM
6e3onacuoct (1, 2).

[pu 3a6ope 00pa3oB KPOBH PEKOMEHIYETCS OpaTh BCHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMAJBHBIX  CIIy4asX  MOXKHO
UCIIOJIb30BATh W apTEepUAIbHYI0 KpOBb. OTOOPaHHYIO KpPOBb
Clle/lyeT MOMEINaTh B BaKyyMUPOBaHHbIE MPOOUPKHU (poOHpKH
JUIst 3a60pa KPOBHU C MCIIOJIb30BAHUEM aTMOC(EPHOTO JIaBICHHUSL)
(3, 4). TIpoGupky ciemyer 3amoHATH KPOBBIO TOYHO JIO
yPOBHsI, 0003HAYEHHOTO Ha CaMoOil MpPoOUpKe, BO H30EkKaHHE
PaCXOKIEHUS PE3YIIbTATOB aHAIIN3A.

PexomeHnayeMblil aHTHKOATYJISIHT:

Pexomenmyercss wucronbs3oBarh antukoaryastnt Kg-EDTA ¢
COOJIOZICHUEM  COOTHOIICHHS KPOBH M AHTHKOAryJISHTA,
YKa3aHHOIO  IIpou3BoAuTesieM  mpobupok.  [Ipuemiemoit
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anpTepHatuBoil sBisietcs  Ko-EDTA, ecnmu  otbop mpo6
BBIMOJTHSACTCS. B HOPMAIBHBIX YCIOBHSX. B MPOTHBHOM ciytae
BO3MOYKHO 00pa30BaHHE CTyCTKOB KPOBH.

CTa0ujabHOCTDL P00 KPOBHU

CTabWIbHOCTh NPOO NPH HU3KHX TEMIEpaTypax: U3 OOBIYHBIX
11ab0paTOpHBIX 00pa3loB OBUIO OTOOpaHO M IMOMENICHO Ha
xpaHeHue npu Temmeparype 4°C mecsiTh «HOPMAIbHBIX» U
JIECSTh «IIaTOJIOTUYHBIX» MPpo0. CTabMIBHOCTD MPOO OLEHUBAIH
B TeuYeHHWEe 72 4YacoB. Pe3ympTaThl (CpeHHE 3HAYEHHS MO
JECATH HCCIACAOBAHMAM) IMO3BONMIM CHETATh  CICAYIOLIHE
3aKJIFOYEHHs1 00 OTHOCHTENBHON CTAOMIIBHOCTH 1PO0:

m 48 yacos ms napamerpos CBC
m 24 gacos s nmapamerpos DIFF

CrabuiapHOCTE 1po0 TNpPH KOMHATHOI —TemIepatrype: u3
OOBIYHBIX  J1aOOpaTOpHBIX 00pasmoB ObUIO  OTOOpaHO W
[OMENIEHO Ha XpaHeHWe NpU KOMHATHOM Temieparype (25°C)
JIECATh «HOPMAIBHBIX» M JIECATh «IATOJOTHYHBIX» MPO0.
CrabuiapHOCTh MPO6 OLEHMBAIM B TEYeHHE 72 YacoB.
Pesynbrarsel (CpeAHHE 3HAYCHHS [0 JECSTH HCCIICIOBAHUSIM)
TO3BOJIHIIN cuenatb clleyromue 3aKITIOYEHHS 00
OTHOCHTEIBHON CTaOMIBHOCTH NPO0:

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

Coop mukponpoo:

Pexxum cbopa mpob mo3BoasieT paboTath ¢ MHKPONPOOAMHU
JIeTel ¥ TOKWIBIX MAlUeHTOB (MUHUMAJIbHBIA 00bEM IPOOBI
KpOBH CM. B PYKOBOACTBE IIOJb30BaTelisi  ammapara).
Mukponpo6sl MOKHO HCIIOJB30BaTh TOJIBKO MPU COONIOACHUH
CIEAYIOIUX yCIOBUIL:

® [Ipo6upka IOMKHA MOCTOSIHHO HAXOAWTHCS B BEPTUKAIBHOM
TIOJTOKEHUH.

B CMemMBaHUE KPOBH JIOJDKHO OCYIIECTBIISITHCS MOCPEICTBOM
JIETKOTO MOCTYKHMBaHMA 1o mpoOupke. He Bpamiaiite
MpoOHMPKY TPH CMEHIMBAHUM, WHA4Ye KPOBb OCTAHETCS Ha
CTeHKaxX NMPOOHMPKH W MUHHMAJBHBII HEOOXOIUMBIH 00BeM
Oyzner yTpadeH.

IlepememiuBanue:

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIATEJBHO CMelaTh. DTO 00ECeuHBacT OXHOPOAHYIO CMEChH
IUTSL U3MEPEHUSL.

Hopsaxok padorTsl

PeareHT rotoB K MCMOJIb30BAHUIO.

IoceqHue Bepcuu JOKYMEHTOB Ha BeG-caiite mo agpecy: www.horiba.com
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1. CM. B pyKOBOJCTBE IIOJIB30BATENS [OPSIIOK HACHTH(HHKALUH
pacteopa ABX Basolyse Il 1L ¢ mnomompsio ckanepa
LITPHXKOJIOB MIIM BPYYHYIO.

2. OrkpoiiTe IBepLy OTCEKa Ul PEareHTOB.

3. Ilpy HEeoOXOMUMOCTH H3BJICKUTE MyCTOW (IIAKOH H3-TIOJ
pactBopa ABX Basolyse Il 1L u3 otceka s peareHToB.

4. OTkpoiiTe HOBBIH (DJTaKOH C peareHTOM.
5. BcTaBbTe BO (1aKkoH 3ariIylIKy ¢ TPyOKOH.

6. 3aTsiHuTE 3ariyniKy, obecreynB

TE€PMETUYHOCTb.

HA/ITISKAIIYIO

7. YcranoBute akon ¢ pacrsopom ABX Basolyse Il 1L B
OTCEK JUIsl PEarcHTOB armnapara.

8. 3axpoiite aBepily OTCeKa IS peareHTOB.

CremyiiTe ”HCTPYKIUSIMU Ha SKpaHe ammapara.
IMoapoOHble HHCTPYKIUHK TI0 MPOLELYypPaM aHalu3a U KOHTPOJIS
pE3yJIbTaTOB CM B PYKOBOJCTBE IOJIb30BATEIS allapaTa.

MeTtoauka

ABX Basolyse Il 1L pa3pymiaer mMeMOpaHbl JICHKOLMTOB
(WBC) 3a wuckimouenueM 6Gazoduio. JIuddepennuposanue
pa3mepa Mexay OasopuiaMH U JPYTHMH SAPOCOIACPIKALIMMH
JICHKOIUTAMH  OCYIICCTBIIACTCS MYyTEeM H3MEpPEeHUs o00bema
(compotusenus).

Pa0oyue XxapaKTepUCTUKHU M OIrPAHUYEHUSA
MeTo1a

PaGoune xapakTepHCTHKM ammapata W OTPaHWYEHHS €ro
MapaMeTpoB, HaKIaJbIBa€Mble METOAOM aHaiW3a, CM. B
PYKOBOJICTBE NOIB30BATEN.

Pacuer u MHTepHpeTanus pe3yJbTaTOB aHAJM3A

CBGZ[eHI/ISI O pacdeTe U HMHTECPIIPpETAllUU PE3YJIbTATOB aHaJIU3a
CM. B PYKOBOACTBEC ITI0JI30BATECJIA allriapara.

HN3meHeHus1 B nopsigke padoThl ¢ IPOAYKTOM U B
€ro padoymx XxapaKTepucTHKAX

IloBpexkaeHne ynakoBKu

B ciiydae MOBpEeKICHUS 3allUTHON YIMAaKOBKH HE HCHOJb3YHTE
pactop ABX Basolyse Il 1L, tak kak moBpexaeHHs MOIJIH
MOBJIHATH Ha pabouue XapaKTepUCTHKU MPOIYyKTa.

Hanuyue Npu3HAKOB MOPYH MPOAYKTA

Ilpy HaMMYMK KAKUX-THOO TPU3HAKOB (DU3MUCCKON MITH
xumuueckoi mopun pactBopa ABX Basolyse 1l 1L
(moMyTHEHHE, U3MEHEHHE [[BETA U T.II.) €r0 CICAYET 3aMCHUTb.
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TemmnepaTypHble OrpaHUYeHUs

He ucnons3yiite pacteop ABX Basolyse Il 1L, cciu oH panee
3aMOPAXKUBAJICS HITH TIOJIBEPTAJICS U30BITOYHOMY HATPEBY.
IMepen ucnons3oBannem ABX Basolyse Il 1Ly6enurecs, uto
OH OCTHT pabodeil TeMIepaTyphl, Kak OIMCAHO B PyKOBOJCTBE
TMOJIb30BATEIs IPHOOpA.

BHyTpeHHHII KOHTPOJIb KaYecTBa

Kontpossnsie o6pasipr kposu HORIBA Medical reobxoximo
HCIIONb30BaTh  JUISl  TEPUOJMYECKOH  OLIGHKHM  KayecTBa
(YHKLIMOHMPOBAHUS PEareHTOB M ammapara B  3aJaHHBIX
JIMana3oHax.

HORIBA Medical npeaiaraer OnnaiiH-TIporpamMmy
mesxnaboparopsoro cpasuenus (QCP), kotopas npenocrapiser
nocryn no Murepuery k:

B 10flaua OTYETOB O pPE3yJbTATaX BHYTPEHHETO KOHTPOJS
KauecTBa B OHJIANH-PEXKHME;

B MOHHTOPHHT KauecTBa  PaboTHI AHATINTHYECKOTO
000pynOBaHUS u HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YIBTATOB UCCIENOBAHUI C PE3yIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOPaTOpHii TI0 BCEMY MUpY;

B TIONydeHHE B PEXHME PEATLHOTO BPEMEHH CTATUCTHYECKHX
oT4eToB Tpymn Kojuter yepes QCP.

Bonee moxpoOHyro MHGOpMAaIUIO MOXHO IOJIYYUTH Ha BeO-
caiire o azgpecy:
http://qcp.horiba-abx.com

IIpocaexnBaeMoCTh KAIHOPATOPOB H
KOHTPOJIBHBIX MAaTePHAJIOB

Henpumenumo.

PedepencHble MHTEpBaJIbI
Henpumenumo.

Jlurepatypa

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).

Iociiennue Bepcuu 10KYMEHTOB Ha Beb-caiiTe mo agpecy: www.horiba.com
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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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