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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3nauyenue 2

ABX Minocal - sto MHOromapameTpHyecKuii Kaaubparop
KpPOBH,  TNpPEJHA3HAYCHHBI M1 WCIONB30BaHHUS  IPH
MPOBEACHUN [THATHOCTUKU [N Vifro w pa3paboTaHHBIA ISt
PUMEHEHHS npu KaJIHOpOBKE reMaTONIOTHIECKUX
AHAJIN3aTOPOB.

JlaHHBIE TI0 KOHKPETHBIM MOZENSAM alllapaToB MOXKHO HAWTH B
JIMCTKE C XapaKTePUCTHKAMM IIPOLEAYPH HCIOIb30BAHUS
pacrsopa ABX Minocal.

Ipenynpesxaenust 1 Mepbl NPEAOCTOPOKHOCTH

m Pactresop ABX Minocal mnpennazHaden Tompko Ui
npoecCHOHaIbHOMN THArHOCTHKY iN Vitro.

m Tlonbk3oBaresb 00s3aH IPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO IPOJYKTA.

m CornacHo HopmatuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEarcHT CUYUTACTCsi 6E3BPEAHBIM BEIIECTBOM.

®m Marepuaa  4elnoBe4ecKoro mnpoucxoxacHus.  Cuemyer
obpararbcst Kak ¢ HOTCHIMAIBHBIM HCTOYHUKOM MH(EKINH.
Kaxnas JOHOpCKast eIIMHHLA 1a3Mbl KpOBH,
HCIIONB30BAHHAS Ul HPHIOTOBJICHUS 3TOTO IMPOJIYKTa,
MPOTECTUPOBaHa C momouibio oxobperHoro FDA merona, u
B Heil He oOHapyxensl HBsAg, BI'C u antutena k BUY
1/2. B cBsI3U ¢ Te€M, YTO HMKAKOW W3 MU3BECTHBLIX METOOB
aHaJIM3a HE JAeT MOJIHOM yBEPEHHOCTH B OTCYTCTBUH BUpYyCa
renatuta B, Bupyca ummyHozxedunura yenoseka (BUY) wmu
IpYruX HMHQEKIHOHHBIX AareHTOB, HPOAYKTHI  CJEAYyeT
paccMarpuBaTh Kak  B3sAThIE Yy IalMeHTa 00pasipl,
SIBJISIIOLIMECS NOTCHIMAIBHBIM HMCTOYHHKOM HH(MEKLHH, U
obpamarecsi ¢ HUMH C COOJIOACHHEM HAJICKAIIHX MEp
MPEJOCTOPOKHOCTH COTJIACHO HAJUIekallel JiabopaTtopHOi
mpakruke (1, 2, 3).

m CoGuroaiiTe MPUHATBIC B 1a00PaTOPHK CTAHIAPTHBIC MEPhI
MPEJOCTOPOKHOCTH W BBINOJHSINWTE PEKOMEHIALMH 110
OXpaHe 370pOBbsi M TEXHHUKE 0E30MaCHOCTH (eAepaabHOro
WM PETHOHAIIBHOTO YPOBHSI.

m Cw. macropt 6e3onacHoctr npoaykra (SDS), orHocsmmiics
k ABX Minocal.

YTI/I.]II/IZ}aIII/Iﬂ 0TX010B

CM. TpeGOBaHHUs PETHOHATBHBIX HOPMATHBHBIX JOKYMEHTOB.
1ot pearent conepxkut Menee 0,1% asuna Hatpus B KauecTBe
KOHCEepBaHTa. A3HMI HATPHS MOXET BCTYIHTh B PEAKIHIO CO
CBHHIIOM U Me[IbI0, 00pa3yst B3pbIBOOIIACHBIE a3HIbl METaJIIOB.

Mukpo6uoJiornyeckoe cocTosIHIE

Henpumenumo.

OnucaHue U cOCTaB

Onucanue:

Pacteop ABX Minocal o BHeurHemMy BuIy MOX0X Ha CBEXKYIO
LEJbHYI0 KpoBb. Hasnuue po30BaTroro cyrnepHaTaHTa sBISCTCS
HOPMOIi.

Cocras:

Pacteop ABX Minocal coxepxur eiikouutsr  (WBC),
spurporutel (RBC) u tpomGouutsr (PLT) Milekomurarommx,
B3BEIIECHHBIE B JKUAKOCTH, CX0KEH € IIa3MOi KPOBH.

@ JI3MeHEHHSI: annapaT CHIT C IPOJAXKH.
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ABX Minocal

YcaoBusi XpaHeHHs U CTAOMIBHOCTH

® Vciaosus xpanenusi (mo Bekpoitus): 2-8°C (35-46°F).
He 3amopaxuBaTts.
Korga mnpoOGHpKHM HE WCIOJB3YHOTCS, HX HEOOXOAUMO
XpPaHUTh B BEPTHUKAIBHOM IIOJIO)KCHUH B OPUTHHAJBHOM
yIaKoBKe.
He pekoMeHAyeTcsi XpaHHTh B OTICJCHHSAX Ha JBEpH
XOJIOAMIIBHOM KaMephl.

® Cra6wibHOCTL B OTKpbITOoM  coctositnuu:  ABX
Minocalcrabunen B Teyenwe 1 qHS mOCHE OTKPBITHS
MPOOUPKH, €CIIH OCYLICCTBIISICTCS HaJJIexKaliee oOpalieHue
U He3aMeJUTHTENbHOE OXJIAXKICHHE TOCIIE HUCIIOIb30BaHMUs JI0
temrneparypsl 2-8°C (35-46°F).
Ipobupku ¢ xanmubparopom ABX Minocal neobxonumo
IJIOTHO 3aKPbIBaTh KPBILIKOH I10C/IE UCTIONB30BAHHS.

® CpoK rogHOCTH: CM. CPOK TOJHOCTH Ha DTHKETKE YHAKOBKH
peareHTa.

Heo0xonumeble, HO He TpeAoCTaBJIsIeMbIe
MaTepuaJIbl

B ABTOMAaTHU3MPOBAHHBIM FEMAaTOJOTHUECKUI aHATIM3ATOP.
m CranjapTHOe J1abopaTopHOE 060pyI0BaHHUE.

Oopazen

Henpumenumo.

ITpouenypa

ABX Minocal roTos K UCI0JIb30BaHHUIO.

Kamu6poska mnpubopos HORIBA Medical snsercs BaxHoi
[POLEeaypOl, KOTOPYIO, BO3MOXHO, MOTPeOYeTCsl BBIMOIHATDH
IPY ONpPENETCHHBIX TEXHHYECKUX CHUTYALMsIX, TaKHX Kak
YCTAQHOBKA, TEXHHYECKOE OOCTY)XHBAaHHE U  CEPBHCHBIC
BMeIIaTeNbCTBa. KaanOpoBka He MODKHA BBIMONHATHCS IS
KOMIICHCALIMM CMEILCHHSI PEe3YJIbTaTOB H3-3a OJIOKHPOBKH
npudopa.

O yacToif NOBTOPHOH KanHMOpOBKE HEOOXOAUMO COOOLIMTH B
Texuunueckyto noanepxky komnanud HORIBA Medical nis
ompeneneHnst (HaKTHUSCKOW IPUYMHBI M COOTBETCTBYIOLIETO
crocoba yCTpaHeHHs] HEHCIPaBHOCTH. Ilocie BBINONHEHHS
KanuOpoBku y6eaureck, uto 3nauenus MCV, MCH u MCHC
1711 00pa3IoB, B3ATHIX y IALHEHTA, COOTBETCTBYIOT CPEAHHM
3HAYCHHSIM OOBIYHOM MOMYJLILHUH IS THX NapaMeTPOB.

1. Joseaure ABX Minocal 10 koMmHaTHOW TeMIepaTypsbl
HyTeM T[POKATKH NPOOHPKH MEXAy JIaJIOHAMH, IIOKa
OPUTPOLMTAPHBIA  0CaoK  HE  OyAeT  MOJHOCTHIO
cycneHaupoBaH. He BcTpsxuBats.
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2. CM. B pyKOBOZCTBE MOJIb30BATENS MOPSIOK HACHTH(GUKALIUK
pactBopa ABX Minocal ¢ momomipio ckaHepa MTPUXKOIOB
WK BPYYHYIO.

3. AkkypatHo mnepeBepHute mpobupky or 8 mgo 10 pas
HETIOCPEICTBEHHO Mepe 0TOOPOM mpoo.

4. 3anycrute ABX Minocal B coorBercTBum ¢ mpouemypoit,
OIMCAaHHOW B PYKOBOJCTBE MOJIb30BATEIS.

5. llporpute pe3pdy W KpPBINIKY MPOOMPKH  IOCie
HCIIOJIB30BAHMsI C IOMOILIBIO GE3BOPCOBOIT MapIIH.

6. 3akpoiite n moMecTuTe NPOOHPKY B XOJOAWIBHUK CPasy ke
[10CJI€ UCIIOJIb30BAHUS.

JlaHHBIC 10 KOHKPETHBIM MOJENISAM aliapaToB MOKHO HaWTH B
JHCTKE C XapaKTepPUCTHKaMU IPOLEIYPbl HCIIOJIb30BaHHS
pactBopa ABX Minocal.

[ToapoGHBIE MHCTPYKIMK 110 MPOLEAYPaM aHaIn3a U KOHTPOJIS
PEe3yIBTATOB CM B PYKOBOJCTBE IOJI30BATEIIS anmapara.

Metoaunka

ABX Minocal — 5310 cTabuipHbIi mpenapar, UCIONb3yeMblii
IUIT  KaIMOPOBKM — aHAM3aTOpOB KpoBU. KammOpoBouHbIe
3Ha4yeHUs ObUTM MOJIyYCHBI U3 aHAIW3a PEIUIMK, IPOBEICHHOIO
Ha mpubope, KOTOPBI OBUT OTKAIMOPOBAH LENBHON KPOBBIO /10
3HAYEHMH, TIOJMYYEHHBIX [0 JTaJoHHBIM Meroxam. ABX
Minocal ucnons3yercs B npubope Takum xe 00pa3oM, Kak u
oOpaserr KpoBHM TanueHTa (MOKAa3aTeldd  COMPOTHUBICHHS,
abcopbuuu U CieKTpoYOTOMETPHH), & TAKKE UCIIONIB3YETCs IS
kanmuOpoBku 3Havyenuit neiikormroB (WBC), sputpouuros
(RBC), remorno6una, remarokpura u tpomoormTos (PLT).

DYHKIHOHAJIBHBIE XAPAKTEPUCTHKHU U
OrpaHuYeHuUst

CM. CrpaBOYHBIN JIUCTOK PE3yJbTAaTOB aHAIN3a IS TTOJIYYEHHS
LENEeBbIX 3HAYEHWH M WX OTKIOHEHMH B OTHOLICHHH
HCHOJIb3yeMOTo Ipuodopa.

Cwm. maparpad «CooTHeceHHE KanuOpaTOpoB M KOHTpOJei ¢
STaJOHHBIMH MaTepHanaMu»

Pacuer u uHTEpNpeTanus pe3yJbTaTOB

CemeHnss O  mpomenype  KaaHMOpOBKM  ammapata ¢
MHTEPIPETaly Pe3yIbTaToOB CM. B PYKOBOJICTBE IOJIB30BATEIs
ammapara.

2/4

Hocaenusis Bepcusi 10KyMeHTOB Ha Www.horiba.com


http://toolkits.horiba-abx.com/documentation/search.php

fiy

/7 [} TIemartojorus

ABX Minocal

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

IloBpexkaeHne ynakoBKu

B ciiydyae MOBpEKICHUS 3allUTHON YHNAaKOBKH HE HCHOJb3YHTE
pacteop ABX Minocal, Ttak kak TOBpEeXACHUS MOIIH
MOBJIMATH Ha pabovre XapaKTePUCTHKH TIPOLYKTA.

Hajnnumne npu3HAKOB MOPYH NPOJYKTA

[pn Hamuuum Kakux-TMOO TPHU3HAKOB (U3MUECKOH WIIH
xumuueckoil nopun pacrsopa ABX Minocal (nomyrhenwue,
HU3MEHEHHUE [[BETA U T.II.) €r0 CICYET 3aMECHUTb.

HenpaBuibHoe cMelIUBaHUE

B citydae HEMoNHOro MepeMEIINBAHHS COACPKUMOr0 MPOOUPKH
mepe] KCIONB30BAaHUEM B3SATHI OOpasel, a TaKKe OCTATOK
ABX Minocal B mpoGupke CTaHOBSITCSI HEMPUTOJHBIMH IS
paboTsI.

TemnepaTypHble OrpaHHYeHHUsI

He wucnone3yiite pacteop ABX Minocal, eciun oH panee
3aMOPaKUBAJICS UITH [IOJIBEPTrajiCsl H30BITOYHOMY HArpeBy.
Iepen wucnonp3oBannem ABX Minocalybeaurecs, uto on
moctur pabodeil TeMreparypbl, Kak ONHCAHO B PYKOBOACTBE
MOJIb30BATENs MPHOOpA.

BHayTpeHHuii KOHTPOJIb KayecTBa

KonrponsHbie o6pasust kposu HORIBA Medical neo6xoanmo
WCTIONB30BAaTh I TEPHOANYECKON  OIEHKH  KadecTBa
(GYHKIMOHMPOBAHKS DEarcHTOB W  ammapara B  3aJaHHBIX
IMana3oHax.

HORIBA Medical Tperaraer OmnnaifH-porpaMMy
Meskinaboparoproro cpasrernust (QCP), koropas npenocrasiser
noctyn o VHTepHeTY K:

B [0a4a OTYETOB O PE3YJIbTATAX BHYTPEHHETO KOHTPOJIS
Ka4yecTBa B OHJIAHH-pEeKUME;

N MOHUTOPUHT Ka4yecTBa paboTsl AQHAJIUTUYECKOTO
000pyIoBaHus n HETIOCPEICTBEHHOE CpaBHEHHE
PE3YIBTATOB MCCIENOBAHUN C PE3YIbTATAMH, TIOTYIEHHBIMU
B COTHSIX JIA0OPATOPHii 110 BCEMY MHDY;

B [0yYEeHHE B PEKUME PEATHHOrO BPEMEHHM CTATHCTHYECKUX
oTueToB rpymn komer uepes QCP.

Bonee moapobuyro mH(pOpMALUIO MOXHO HONXYyYUTh Ha BeO-
caiiTe 1Mo aapecy:
http://qcp.horiba-abx.com
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ConocTaBUMOCTb KAJIHOPAaTOPOB H
KOHTPOJIbHbIE MaTePHAJIBI

Cpencrea ynpasienuss W kanmubparopst HORIBA Medical
00eCeunBaOT MPOCIEKUBAEMYIO CBSI3b CO  CTaHIAapTHBIMU
pedepeHTHBIMH METOIAMH.

I'ematonornueckue ananuzaTopsl B JlabopaTopun obecriedeHust
KayecTBa OTKAIMOPOBAHBI C IOMOIIBIO IEIBHOM KpPOBH IO
3HaYCHHH, MOJYYSHHBIX C IOMOIIBIO CIIEAYIOMINX CTAaHAAPTHBIX
pedepeHTHBIX MeTonoB. OOpaslbl HETbHOW KPOBH, B3STHIC Y
HOPMAJIbHBIX, 3I0POBBIX  JJOHODOB, MTOMETICHBI B
antukoaryissit EDTA u npoananu3upoBaHsl B T€UEHHE LIECTH
YaCcOB MMOCTIE B3SITHS.

Beanie kpossubie kiaerku (WBC) u kpacHble KpoBsiHbIe
kierku (RBC) ananusupyrores va npudope* Coulter Counter
cepun Z. Bee moacueTsr KOPPEKTUPYIOTCSI Ha COBITACHHE.
Femorno6uH  u3Mepsietcss ¢ TNOMOIIBI0  PEarcHTa,
peKoMeHIyeMoro MHCTHTYTOM KIMHHYECKHX H J1abOpaTOPHBIX
CTaHJapTOB (CLSI), VIS TeMOTJIOONHIIMAHUTHOTO
(unaHMeTreMoriioGHHOBOTO0) MeTona 4). IMoka3zanus
HONIy4aroTcss mpd JuuHe BoimHbl 540 HM Ha Konopumerpe/
CIEKTpO(OTOMETPE, OTKAIMOPOBAaHHOM B COOTBETCTBHH C
pexomennanusmu CLSI H15-A3 u ICSH (4).

I'emaTtokpuT (00BEM OCaXIECHHBIX KJIETOK) H3MEpSETCS C
TIOMOIIIBI0 TEMAaTOKPUTHBIX MHUKPOIPOOHPOK M3 GECLBETHOTO
3aMTHOrO  cTekna (03  TOKPBITHS — AHTHKOATYJISTHTOM),
LEHTPU(YTUPOBAHHBIX B TE4eHHE 5 MUHYT B
MHKPOTEMAaTOKPUTHONH  IEHTPH(pYre B  COOTBETCTBHH C
nokymentom CLSI H7-A3 (5). Hukakue KOpPpEKTHPOBKH HE
BHOCSITCS TSI 3aXBaYCHHOM II1a3MbI.

TpomMGOUUTHI aHATM3UPYIOT C TIOMOIIBIO I'€MOLIUTOMETpA U
(ha30BO-KOHTPACTHOI ONTHKH.

* Bce mapku u npooykmbvl AGIAIOMCS MOP20GbIMU MAPKAMU U
3ape2ucmpupo8aHHbIMU mMopeosuIMU Mapkamu
COOMBEMCMEYIOUUX KOMAAHUI.

PedepencHbie mHTEpBaIBI

Henpumenumo.
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1. Occupational Safety and Health Standards:
bloodborne pathogens. (29 CFR 1910. 1030). Federal
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2. Council Directive (2000/54/EC). Official Journal of the
European Communities. No. L262 from October 17,
2000: 21-45.

3. Protection of Laboratory Workers From Occupationally
Acquired Infections; Approved Guideline - Third
Edition. CLSI (NCCLS), document M29-A3 (2005) 25
(10).
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4. Reference and Selected Procedures for the
Quantitative Determination of Hemogloblin in Blood;
Approved Standard - Third Edition. CLSI (NCCLS),
document H15-A3 (2000) 20 (28).

5. Procedure for Determining Packed Cell Volume by
Microhematocrit Method; Approved Standard - Third
Edition. CLSI (NCCLS), document H7-A3 (2001) 20
(18).
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