/7 @ Temarosaorus

QUAL-QA-TEMP-0866 Rev.6

/

/

ABX Miniclean (1L)

ABX Micros

ABX Micros 60

ABX Micros ES60

ABX Micros CRP / CRP200
Microsemi CRP

2017/03/14
A95A00031KRU

0403010
"

[wo] C€

HORIBA ABX SAS

Parc Euromédecine - Rue du Caducée
B.P. 7290

34184 MONTPELLIER Cedex 4
FRANCE

I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3znauenue

ABX Miniclean - 53t0  ¢epmenTHBIT  pacTBOp,
NpeAHa3HAYCHHBIH [T JUarHOCTHYECKOTO IPUMEHeHHs in
Vitro, ¢ IpOTEONNTHIECKIM JSHCTBHEM JUTSl OYUCTKU CUCTIMKOB
¢dopmennbix anemento kposu HORIBA Medical.

IpenynpesxaeHust 1 Mepbl NPeIOCTOPOKHOCTH 2

®m Pactreop ABX Miniclean mnpenHasHadeH TOJBKO IS
npodecCHoHaIbHON TUArHOCTHKY iN Vitro.

® [losp30Batens 00s3aH IPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO MPOYKTA.

® JlaHHBI peareHT KIaCCU(QUIUPYEeTCs KakK HEOMaCHBII
cornacHo pernamenty (EK) Ne 1272/2008.

m Jlpu pabGore ¢ XUMHYECKHMH BEIIECTBAMH PEKOMEHIYETCS
HaJIeBaTh COOTBETCTBYIOLINE cpencraa 3aIHTHI:
71ab0paTOPHBII Xanar, MepYaTKy 1 3alIUTHBIC OYKH.

m CobnronaiiTe NIpUHATHIE B 1aOOPaTOPUH CTAaHJAPTHBIE MEPHI
MPEJOCTOPOXKHOCTH W BBIMOJHSNUTE PEKOMEHIALMH 110
OXpaHe 310pOBbSl M TEXHHKE 0€30MacHOCTH (enepaabHOro
WITH PETHOHAIIBHOTO YPOBHSI.

® JIpy BO3HHKHOBEHHWH HEIOMOTaHHs MOCJIE MOMaJaHUs Ha
KOXY, HPOTJIATBIBAHHS MM BIBIXaHUS KaKUX-JIHOO BEIIECTB
oOpatuTech K Bpady.

® CMm. 1acropT
ABX Miniclean.

B JlaHHBIA peareHT mpeaHa3HauyeH [JIs1 HUCHOJb30BaHUA C
yKa3aHHBIMH BbIIIE T'E€MATOJOTHYECKMMH aHAIH3aTOPaMH
HORIBA Medical. Komnanus HORIBA Medical ue mosxer
rapaHTHPOBAaTh IPABHIBHOE JCHCTBHE 3TOTO peareHTa HpH
HCTIONB30BAHHUH aIlllapaToB, OTIWYHBIX OT yKA3aHHBIX BBIIIE,
WIM ~ annaparoB, HE  W3TOTOBJEHHBIX  KOMIAaHHEH
HORIBA Medical.

6ezomacuoctn  (MSDS)  pactBopa

Yruauzanusi 0TX010B

Cwm. Tpe60BaHI/I$[ PEruoOHaJIbHBIX HOPMATHUBHBIX JOKYMEHTOB.
OTO0T pearceHT COACPKUT MECHEEC 0,1 % as’y/ia HaTpus B Ka4€CTBC
KOHCEpBaHTA. A3I/IZ[ HaTpyud MOXKET BCTYIHUTb B PCAKIIUIO CO
CBHHIIOM U MEIBIO, 06p33yﬂ B3PbIBOOIIACHBIC a3HU/JIbl METAJIJIOB.

MukpoouoJornyeckoe cocTosiHue

Henpumenumo.

Onucanme n coCcTaB

Onucanue:

[Ipo3paunblii OECHBETHBIM KM CJIETKa >KCITOBATHIA BOIHBIN
pacTtBop.

Cocras:

Oprauunueckuii 6yhep <5%
IMpoTteonuTuueckuii pepMeHT <1%
Koncepant <1%

Vc10BUS XpaHeHHs H CTAOHILHOCTE P

® VYciaoBus xpanenusi (no Bekpoitus): 18-25°C (65-77°F).
He 3amopaxuBars.

® Cra0MJIbHOCTH BO BCKPBITOM COCTOSSHMM: 3 Mecsna
makcumyM npu 18-25°C (65-77°F) mocne BckpbiTHs, B
npejienax cpoka rOIHOCTH.

® CpoK rogHOCTH: CM. CPOK TOZHOCTH HA 3THKETKE YIAaKOBKU
pearenra.

a3menenns: kiaccudukarms CLP.
P3menenus: BHECEHHE M3MEHEHHUIT B pasien « Y CIIOBHS XPAHEHHs i CTaGHIHOCTH.
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ABX Miniclean (1L)

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 00pasibl KPOBH JTOJKHBI OBITH B3SITHI C HCIIOJIB30BAHHEM
npaBuibHOM — TexHuku!  PaccmartpuBaiiTe  Bce  00pasibl,
peareHTbl, KanuOpaTopel, CpeJICTBA YNpaBICHHS W  T.[.,
KOTOpBIE COZIEpIKAaT OSKCTPAKThl YEJIOBEYECKHX 00pasloB, B
KauecTBe MOTCHIMAJIBHO 3apasHbIX M CICAyHTE IPaKTHKe
Ouosoruueckoii 6ezonacuocru (1, 2).

IIpu 3abope 00pa3LOB KPOBU PEKOMEHIYETCS HCIOJIb30BAThH
BEHO3HYIO KpOBb, HO B KpalHHX CIy4asx TaKkKe MOXHO
UCIIONB30BATh  apTepHANIbHYI0  KpoBb.  OOpasusl  KpOBH
HEOOXOMMO IOMECTHTh B BaKyyMHBIC WM HEBaKyyMHbIC
npoOupku st cobopa obpasuos (3, 4). IIpobupka s cObopa
00pa3ioB 0MKHA OBITH 3alIOJHEHA TOYHO JI0 YKa3aHHOTrO Ha
caMoii mpoOupKe KOJIMYeCTBA KPOBH, 4YTOOBI H306ekaTh
BapHalUK Pe3yJIbTATOB HCCIICI0BAHUS.

PexomeHayeMblil aHTHKOATYJISIHT:

Pexomenmyembiit  antukoarynsat  — 3to  K3-EDTA ¢
COOTBETCTBYIOIIECH MPOMOPIHEH KPOBH K aHTHKOATYIISHTY, KaK
ykazaHo mpousBogutesaeM Tnpobupku. Ko-EDTA  sBnsercs
MPUEMIIEMOH aJbTEPHATHBOM 10 TEX IOp, MOKa cOop oOpa3ioB
MPOM3BOJUTCS B HOPMAJIbHBIX YCIOBHUSX. B MPOTHBHOM citydae

BO3MOXXHO HAJIMYUE CTYCTKOB KPOBH.

CTaduabHOCTH NPOO KPOBU

CrabwipHOCTh OOpa3uma TpH HU3KOH Temmepatype: JlecsaTsh
«HOPMAJBHBIX» M JAECATh «MaTOJOTHYECKHX» 00pa3oB ObLIN
coOpaHBl U3 CTaHAAPTHOTO Ja0OPaTOPHOTO oOBeMa pPabOTH U
coxpanensl mipu Temmeparype 4°C. CraGuibHOCTH 00pasia
OLICHWBANach B TedeHWe /72 dacoB. Pesymbrathl (cpexmmee
3HaYeHHE W3 [ECATH TECTOB) MO3BOJSIOT CHETATh BBIBOX
KacaTembHO  3afBIEHHOM  OTHOCHUTENBHOH  CTaOMIBHOCTH
obpasma:

® 48 gacos mst mapamerpo CBC
m 24 gaca qust napamerpos DIFF

CrabunbpHOCT 00pasia npu KOMHaTHOIT Temmeparype: JlecsaTsb
«HOPMAJIBHBIX» W JECATH <«IaTOJOI'MYCCKUX> 06pa3LIOB 6])[."[1/1
coOpaHbl W3 CTaHAAPTHOTO JTA0OPATOPHOTO 00BEMa PabOTHI U
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COXpaHeHbl ~ MpH  KOMHaTHOM  Temmeparype  (25°C).
CrabuiapHOCTh O0pa3la oOleHMBAJach B TEUCHHE 72 YacOB.
Pesynbrathl (cpeaHee 3Ha4YCHHE M3 OECATH TECTOB) MO3BOJSIOT
CHeNaTh BBIBOJ ~ KAacaTelIbHO 3asBJICHHONW  OTHOCHTEIBHOMI
cTaOMIBHOCTH 00pa3La:

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

Muxponpooa:

Pexxum otOopa 00pas3uoB mpubopa MO3BOJSET MOIH30BATEIIO
paboTtath ¢ MHKpO-00Opa3laMH B MEIUATPUH U T€PHATPHH (CM.
PYKOBOJACTBO  TOJb30BaTeNss NpuOOpa I HOJNYYCHUS
UHGPOPMAIIMH O MHHHMAILHOM O0beMe 0Opasua KpOBH). IJTH
MHKpPOIIPOOBI MOXHO HCIIOJIb30BaTh TOJBKO B CIIEIYIOLINX
YCIIOBUSIX:

m [Ipobupka Bcerma MODKHA HAaXOAUTHCS B BEPTUKAIHHOM
MIOJIOXKECHUH.

m [lepememuBaHue  KpOBH  JOJDKHO  OCYHIECTBIIATBCA
HECWIBHBIM IOCTyKHMBaHWEM Mo mpobupke. He Bpamaiite
NpOOHPKY U CMELIMBAHWS, B IPOTHBHOM Cilydae KpOBb
momajger Ha  CTEHKM MNpOOMPKH W MHHHUMAIBHO
HEOOXOIUMBIN YPOBEHb OYZAET MOTEPSH.

CMmemnBanue:

OO0pa3npl KpOBH JOJDKHBI OBITH OCTOPOKHO W TIIATEIBHO
CMEIIaHbl HEMOCPEACTBEHHO Tmepea oTbopoM mpod. 1o
obecrieynBaeT MoNy4eHHe OJHOPOJHON CMECH JUTsl H3MEPEHHSI.

Iopsinox padoTsI

PeareHT rotoB K HCIOJIF30BaHHIO.

1. CM. B pyKOBOJICTBE IIOJIb30BATEIIS TIOPSAO0K HACHTHOUKALINH
pacteopa ABX Miniclean ¢ nomompio ckaHepa
MITPUXKOJOB HJIH BPYIHYIO.

2. OTkpoiiTe ABepIly OTCeKa Ul PeareHTOB.

3. Ilpy HEOOXOAUMOCTH H3BICKUTE MYCTOH (IAKOH H3-TO0J
pactBopa ABX Miniclean u3 otceka st peareHTOB.

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

6. 3arsaute 3ariIyniKy, obecrieunB

Te€PMETHYHOCTD.

HaUTeKAIIY O
7. Ycranosure ¢iakon ¢ pacrsopom ABX Miniclean B otcex
IUTS PEareHTOB almapara.

8. 3axpoiite aBepily oTCEKa I peareHToB.

CrenyiiTe HHCTPYKIMAMH Ha SKpaHe armapara.
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IToapoOHBIE HHCTPYKIMHK TI0 MPOLELYPaM aHaIu3a U KOHTPOIS
PpEe3yNbTaTOB CM B PYKOBOJCTBE IOJIb30BATENS alllapaTa.

MeTtoauka

ABX Miniclean: cosmecrtHOE jeiicTBHE MPOTEOIUTHIECKOTO
(depMeHTa U JIETEPreHTa MO3BOJISET YAAIATh OCTATKH OEJNKOB U
NpeIoTBpaliaeT  3aCoOpeHHe  W/WIM  3aKYIOpKy  TpyOOK
THIPABIMIECKON CHCTEMBL. JTOT PEAreHT HCIONB3YETCs TaKXKe
JUISL pacUIEIUIEHUsI CKOIUIEHWH Oellka B CYETHBIX Kamepax H
arepTypax ammapara.

PaGouyne XxapaKkTepuCTHKU U OrPpaHUYEHUSI
MeToaa

Paboune xapakTepucCTUKU ammapaTa M OTPaHUYEHHUS €ro
apamMeTpoB, HaKJaJblBaeMble METOJOM aHajiu3a, CM. B
PYKOBOJICTBE MOJIb30BATEISI.

Pacyer 1 MHTepnpeTanys pe3yJbTaTOB aHAJM3a

CBezieHHsI O pacueTe M MHTEPIPETAlUH Pe3ylbTaTOB AHAIHM3a
CM. B PyKOBOJICTBE IOJIb30BaTEN ammapara.

H3meHneHus1 B nopsinke padoThl ¢ IPOAYKTOM H B
€ro pado4mux XxapaKTepuCTHKAX

IloBpesxkaeHue ynakoBKu

B ciiydae MOBpEKICHHS 3allMTHON YIAKOBKH HE HCHOJB3YHTE
pacteop ABX Miniclean, rtak kak mMOBpexIeHHsS MOTIIH
MOBJIUATH HAa paboyre XapaKTEPUCTUKH MPOIYKTA.

Hanuuue NMPU3HAKOB MOPYH NPOAYKTaA

Ilpn Hanmuuuu Kakux-1M00 NPU3HAKOB (U3MUYECKOH WM
xumuueckoil mopun pacrsopa ABX Miniclean (nomyruenwue,
HU3MCHEHHUE L[BETA U T.II.) €r0 CICAYET 3aMCHUTb.

TemnepaTypHble OrpaHHYEeHHST

He wucnons3yiite pactsop ABX Miniclean, eciu on panee
3aMOPaXUBAJICS MITH TIOJBEPTajICsl H30BITOYHOMY HATPEBY.
IMepen ucnonb3oBanneM pactsopa ABX Miniclean y6enurecs,
YTO OH JOCTUT pabodueil TeMmmepaTypbl, YyKa3aHHOW B
PYKOBOZCTBE II0JI530BaTEIlsI alllapara.

BHYTpeHHMH KOHTPOJIb KayecTBa

KontposbHbie o6pasust kposu HORIBA Medical neo6xoxumo
UCIIONB30BaTh U1l NEPHOJUYECKOM  OLCHKM  KadyecTBa
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(GYHKIMOHUPOBAHMSI PEAarcHTOB W ammapara B 3aJaHHBIX
JMana3oHax.
Komnanus HORIBA Medical mnpemmaraer ucronbp30BaTh

WHTEpaKTHBHYIO MEKIa00paTOPHYI0 TPOrpaMMy CpaBHEHHS
pesyasratoB (Online Interlaboratory Comparison Program,
QCP), xortopas ofecrmeyrBaeT MOCTYN 4Yepe3 HHTEPHET K
cllelyomuM QyHKIHAM:

B 10flaua OTYETOB O pE3yJbTATaX BHYTPEHHETO KOHTPOJS
KauecTBa B OHJIANH-PEXKHME;

B MOHHTOPHHT KauecTBa  PabOTHI AHATINTHYECKOTO
000pynOBaHHUS n HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YIBTATOB UCCIENOBAHUI C PE3yJIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOPaTOpHii IO BCEMY MUpY;

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

Bbonee mozxpoGHyro MHpOpMAaIUIO MOXHO IOJIYYUTh Ha BeO-
caifre o azgpecy:
http://qcp.horiba-abx.com

IIpocaesxxnBaeMocTh KATHOPATOPOB H
KOHTPOJIbHBIX MAaTEPHAJIOB

Henpumenumo.

PedepencHbie mHTEpBaJIbI

Henpumenumo.

Karanoxublii 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 - 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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