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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Hasnauenue 2 P

ABX Basolyse 5L — 53710 nusupyroummii pactBop,
NpeAHa3HAYCHHBIH UIT  WCIONB30BAHUS MPH POBEICHHH
JQUATHOCTUKHU [N Vitr0 W pa3pabGoTaHHbBIA ISl JIH3HPOBAHHS
spurpormtoB  (RBC), mis moncyera neiikouuros (oOruee
komuuectBo WBC u  GasoduioB) B aHammzaTopax KpOBH
HORIBA Medical.

llpepnasHadyeHo I  WCHOJB30BAaHMS B
INArHOCTHYECKHX JIa00PATOPHSIX.

KJIMHHUKO-

Ipenynpe:xeHus 1 Mepbl MPEIOCTOPOKHOCTH ©

m Pacteop ABX Basolyse 5L mnpennasnaueH TOJIBKO ISt
npodeccnoHaIbHON THATHOCTHKY iN Vitro.

IIpenHasHayeHO Ul HCIOJb30BAaHUS B J1aOOPATOPHBIX
YCIIOBHSIX.

m Jlonp3o0Baresb 0053aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO IPOIYKTA.

m CornacHo HopmaruBHOMY aokymenty (EC) N°.1272/2008
9TOT pEeareHT CUuTaeTcsi 6E3BPEAHBIM BEIIECTBOM.

® JIpu paboTe ¢ XMMHUYECKUMH BEIIECTBAMH PEKOMEHIYETCS
HaJeBaTh COOTBETCTBYIOILHE cpencTBa 3aIUTHI:
71a00paTOPHBII Xanar, MePYaTKH 1 3alUUTHBIC OYKH.

m CoOnronaiiTe IpUHATHIE B TaOOpaTOpUH CTaHJAPTHBIE MEPHI
MPEJOCTOPOKHOCTH W BBINOJHANWTE PEKOMEHIALMHU 110
OXpaHe 3I0pOBbS M TEXHHUKE OE30MacHOCTH (elepantbHOrO
WM PETHOHAIBHOTO YPOBHSL.

® JIpy BO3HMKHOBEHMHM HEJOMOTaHMS MOCJIE MONAJaHUs Ha
KOXY, HPOTJIAThIBAHMS MIIM BIBIXQHUS KaKUX-JIHOO BEIIECTB
oOpaTHTech K Bpady.

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

m Cwm. nacnopr 6e3onacHoctu npoaykra (SDS), orHocsimmiicst
x ABX Basolyse 5L.

m Jl100ble cephe3Hble MPOUCIIECTBUS, UMEBILKE MECTO B CBS3U
¢ JKCIUTyaTal[ell aHaM3aTtopa, HeoOXOAMMO IOBOAUTH 0
CBEJICHUS TIPOM3BOAUTENSA U 10 YIOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHbl, B KOTOPOW HAaXOMHUTCS OIEpaTop npubopa
W/ WM TIAI[EHT.

B J[aHHBIA peareHT MpeAHasHauYeH JUIs MCHOJIB30BAHUA C
yKa3aHHBIMHM BBIIIE TE€MATOJOTHYECKUMH aHAIM3aTOPAMU
HORIBA Medical. Kommnanus HORIBA Medical ne moxer
rapaHTUpOBaTh NPABHJIBHOE JIEHCTBHUE TOr0 peareHra Mpu
HCIIOJIb30BAHMH ANIAPATOB, OTIIMYHBIX OT YKa3aHHBIX BBIIIIE,
WIM  anmapaTtoB, HE  HW3TOTOBJIEHHBIX  KOMITAHWEH
HORIBA Medical.

m EMKocTM C peareHTaMd SIBJISIOTCS OJHOPa30BBIMH U
MOJIEkKAT YTHIM3ALUK COrJACHO MECTHBIM HOPMATHBHBIM
TpeOOBaHUSIM.

B 33 TEeXHHYECKOW IIOMOLIBbIO o0pamaiitech Mo TenepoHy
+33 (0)4 67 14 15 16.

YTuanzanusa orxoaoB

Cm. Tpe60BaHI/ISI PETrUOHAJIbHBIX HOPMATHUBHBIX JOKYMCHTOB.

Mukpo6uoJiornyeckoe cocTosiHHE

Henpumenumo.

Onucanmue u cocTaB

Onucanue:

TIpo3paunsiii 1 GecrBeTHBIM BOIHBIN pacTBOP.

2/3MeHeHNs: M3MEHEHNE Ha3HAYEHHUS.
PY3menenns: Hosast hopma GykieTa o peareHTe.
CH3meHeHust: 100aBIeHa PEKOMEHAALHS.
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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.

® CTa0WIBHOCTH BO BCKPBITOM COCTOSIHHH: 5 Mecsies
makcumym mpu 18-25°C (65-77°F) mocne BckpbiTHS, B
npezenax cpoka TrOAHOCTH.

® CpoK roOIHOCTH: CM. CPOK TOAHOCTH Ha ITHKETKE YITaKOBKH
pearera.

TpedyeMmble, HO He MpeIOCTaBJIsAEMbIe
MaTepuaJIbl

®  ABTOMaTH3MPOBAHHBIA reMaTOIOTHUECKUIl aHATIH3aTOP.

Kanu6partop: ABX Minocal.

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

® CrannaptHoe 1abopaTopHOe 000pyIOBaHUE.

IIpo6a

Coop npo6:

Otbop Bcex mpod KpPOBH JOMKEH OCYIICCTBISATHCS B
COOTBETCTBUH C Hajuiexaineir meromukoit! Cremyer cuurarh
MOTEHIMAIGHO WH(UIMPOBAHHBIMA BCE MPOOBI, pPEareHThI,
KajnOpaTophl, KOHTPOJIH M JPyrde MaTephajbl, COJACPIKAIIHEe
BBITSDKKH 13 00pasioB KpPOBH YENOBEKAa, W IPHUHHUMAThH
HaJyIexalme Mepbl obecrieyeHust OHMOJIOTHYECKOM
6e3onacuoct (1, 2).

[pu 3a6ope 00pa3oB KPOBH PEKOMEHIYETCS OpaTh BCHO3HYIO
KpPOBb, OJNHAKO B  OKCTPEMAJBHBIX  CIIy4asX  MOXKHO
UCIIOJIb30BATh W apTEepUaIbHYI0 KpOBb. OTOOPaHHYIO KpPOBb
Clle/lyeT MOMENaTh B BaKyyMUPOBaHHbIE MPOOUPKHU (poOHpKH
JUIsi 3860pa KPOBHU C MCIIOJIb30BAHUEM aTMOC(EPHOTO JIABICHHUSL)
(3, 4). TIpobGupky ciemyer 3amoHATH KPOBBIO TOYHO [0
yPOBHsI, 0003HAYEHHOTO Ha CaMoil MpPoOUpKe, BO H30EkKaHHE
PaCXOKIEHUS PE3yIIbTATOB aHAIIN3A.

PexomenayeMblil aHTHUKOATYJISIHT:

Pexomenmyercss wucronbs3oBarh antukoaryastnt Kg-EDTA ¢
COOJIOZICHUEM  COOTHOIICHHUS KPOBH M AHTHKOAryJISHTA,
YKa3aHHOIO  IIpou3BoAuTesleM  mpobupok.  [Ipuemiemoit
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anpTepHatuBoil  sBisietcs  Ko-EDTA, ecmu  otGop mpo6
BBIMOJTHSACTCS B HOPMAIBHBIX YCIOBHSX. B MPOTHBHOM ciiytae
BO3MOYKHO 00pa30BaHHE CTyCTKOB KPOBH.

CTa0uiabHOCTDL P00 KPOBHU

CTaOWIBHOCTh TPOO NPH HU3KHX TEMIEpaTypax: U3 OOBIYHBIX
11abopaTOpHBIX 00pa3loB OBUIO OTOOpAaHO M IMOMENICHO Ha
xpaHeHue npu Temmeparype 4°C nmecsiThb «HOPMAIbHBIX» U
JECSTh «IIaTOJIOTUYHBIX» MPpo0. CTabMIBHOCTD MPOO OLEHUBAIH
B TeuyeHHWe 72 4YacoB. PesympraThl (CpeHHE 3HAYEHHS MO
JECATH HCCIACAOBAHMAM) IMO3BONIIM CHETATh  CICAYIONIHE
3aKJIFOYEHHs] 00 OTHOCHTENBHON CTAOMIIBHOCTH MPO0:

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

CrabuiapHOCTE Hpo0 TNpPH KOMHATHOH TemIepatrype: u3
OOBIYHBIX J1a0OpaTOpHBIX 00pasmoB ObUIO  OTOOpaHO W
[OMENIEHO Ha XpaHeHWe NpU KOMHATHOM Temieparype (25°C)
JIECATh «HOPMAIIBHBIX» M JIECATh «MATOJOTHYHBIX» MPO0.
CrabuiapHOCTh MPO6 OLEHMBAIM B TEYeHHE 72 YacoB.
Pesynbrarel (CpeAHHE 3HAYCHHS [0 JECSTH HCCIICIOBAHUSIM)
TIO3BOJIHIIN cuenatb clleyromue 3aKITIOYEHHS 00
OTHOCHTEIBHON CTaOMIBHOCTH NPO0:

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

Coop Mukponpoo:

Pexxum cbopa mpob mo3BoasieT paboTath ¢ MHKPONPOOAMHU
JIeTel ¥ TOKWIBIX MAlUeHTOB (MUHUMAJIbHBIA 0ObEM IPOOBI
KpOBH CM. B PYKOBOACTBE II0Jb30BaTelisi  ammapara).
Mukponpo6sl MOKHO HCIIOJIB30BaTh TOJIBKO MPU COOMIOACHUH
CIEAYIOIUX yCIOBUI:

® [Ipo6upka JOMKHA MOCTOSIHHO HAXOAWTHCS B BEPTUKAIBHOM
MIOJTOKEHUH.

® CMmemMBaHUE KPOBH JIOJDKHO OCYIIECTBIISITBCS MOCPEICTBOM
JIETKOTO MOCTYKHMBaHHA 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
TIIATEIBHO CMelaTh. DTO 00ECIeYyHBacT OXHOPOAHYIO CMEChH
IUTSL U3MEPEHUSL.

Ipoueaypa

PeareHT roToB K MCMOJIb30BAHUIO.
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1. CM. B pyKOBOJCTBE IIOJIB30BATENS [OPSIIOK HACHTH(HHKALUH
pacteopa ABX Basolyse 5L c¢ mnomompio ckanepa
LITPHXKOJIOB MIIM BPYYHYIO.

2. OTKpoiiTe HOBBI KOHTEHHEP C PEareHTOM.
3. BcraBbTe npoOKy B cOope ¢ TpyOKoOif B KOHTEHHED.

4. 3arsHuTe 3arJIyIKy, obecreunB

TepMETUYHOCTD.

HA/ITICKAIYIO

5. Vcranosute koureiinep ABX Basolyse 5L o npuGopom,
KaK OITCAHO B PYKOBOJICTBE IOJIb30BATEIISL.

CrenyiiTe THCTPYKIMSIMHU Ha SKpaHe ammapara.
IMoapoOHBle HHCTPYKIMHK TI0 MPOLETypaM aHalu3a M KOHTPOJIS
Pe3yJIbTaTOB CM B PYKOBOJICTBE ITOJIb30BATEIIS aIlapara.

MeTtoauka

ABX Basolyse 5L paspymaer mem6pans neiikouuros (WBC)
3a uckiroueHueM 0Oaszodmion. JlubdepeHnupoBanue pasmepa
Mexay  OasopuiaMd M IPYTHMH  SAPOCOJCPIKAIMMHE
NIEHKOIIUTAaMH  OCYILICCTBIISIETCS. IyTeM H3MepeHHs o0beMa
(compoTuBeHus).

Pagouune xapakTepuCTHKH M OrPAHUYEHUS
MeToAa

PaGoune xapakTepHCTHKM ammapaTa U OTpaHUYEHHS €ro
MapaMeTpoB, HakKJIaJblBaeMble METOJOM aHaliu3a, CM. B
PYKOBOJICTBE NOJIb30BATEN.

Pacuer n HHTEpHpeTanusa pe3yjabTaToB aHAJAU3A

CBC,Z[CHI/IS{ O pacyueTe U HUHTEPIIPpETAllUU PE3YyJIbTATOB aHaJInM3a
CM. B PYKOBOACTBEC ITOJIL30BATEJIA allrapara.

HN3meHeHus1 B nopsiike padoThbl ¢ MPOAYKTOM U B
ero padouHx XapaKTepuCcTHKAX

Honpemnenne YHaKOBKH

B ciiydae MOBpEKICHHS 3alMTHON YIMAKOBKU HE UCHOJB3YHTE
pacteop ABX Basolyse 5L, Tak kak MOBpEXICHUS MOIJIH
MOBJIUATH Ha pab0vre XapaKTEPUCTHUKH TIPOAYKTA.

Hannymne npu3HaKoB MOPYM NMPOAYKTA

Ilpy HanMuuM Kakux-muOO MNPU3HAKOB (DU3UUECKOW WU
xumuueckod  mopun  pactBopa ABX Basolyse 5L
(moMyTHEHME, U3MEHEHHUE 1IBETA U T.I1.) €r0 CIEAYET 3aMEHHUTh.
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TemnepaTypHble OrpaHUYeHUs

He ucnosns3yiite pactsop ABX Basolyse 5L, eciu on panee
3aMOPAXKUBAIICS HITH TIOJIBEPTAJICS U30BITOUHOMY HATPEBY.
IMepen ucnonszoBannem ABX Basolyse 5Ly6exutecs, uto on
JOocTur pabodeidl TeMIepaTypbl, Kak OMHCAHO B PYKOBOJICTBE
TOJIb30BATEIs IPHOOpA.

BHyTpeHHHII KOHTPOJIb KaYecTBa

Kontponsnsie o6pasipr kposu HORIBA Medical reobxoxumo
HCIIONb30BaTh  JUISl  TEPUOJMYECKOH  OLIGHKHM  KauyecTBa
(YHKLIMOHMPOBAHUS PEareHTOB M ammapara B 3aJaHHBIX
JIMana3oHax.

HORIBA Medical npeaiaraet OnnaiiH-nIporpamMmy
mesxinaboparopsoro cpasaenus (QCP), kotopas npenocrapiser
nocryn no Murepuery k:

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

B MOHHTOPHHT KauecTBa  PabOTHI AHAIINTHYECKOTO
000pynOBaHUS u HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YIBTATOB UCCIENOBAHUI C PE3yIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOpaToOpHii IO BCEMY MHPY;

B TIONy4eHHE B PEXHME PEATLHOTO BPEMEHH CTATUCTHYECKHX
oT4eToB Tpymn Kojuter yepes QCP.

Bbonee moxpoOHyro HH(pOpMAaIMIO MOXHO IOJIYYUTh Ha BeO-
caiire o azgpecy:
http://qcp.horiba-abx.com

IIpocaexnBaeMoCcTh 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).
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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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