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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3znauenue

ABX Minotrol CRP - 3TO TPEXypPOBHEBOE
MHOTOIIapaMeTPUIECKOe CPEACTBO KOHTPOILSI, IPEAHA3HAYCHHOE
IS UCIIOJIG30BAHMsI TIPH NPOBEACHHH AMATHOCTUKHU iN Vitro u
paspaboTaHHOE [UIsI IPUMEHEHHUs MPH MOHUTOPHHIE TOYHOCTH
u JOCTOBEPHOCTH reMaTOJIOTHIECKUX QHAJIN3aTOPOB
HORIBA Medical ¢ usmepennem napamerpa CPb.

JlaHHBIE [0 KOHKPETHBIM MOJEISM alllapaToB MOXKHO HAWTH B
JINCTKE C XapaKTePUCTHKAMH IPOLEAYPH HCIOIb30BAHMSI
pactBopa ABX Minotrol CRP.

Ipenynpe:xieHus 1 Mepbl MPETOCTOPOKHOCTH 2

m Pacrteop ABX Minotrol CRP mnpennashaded ToibKO yIst
npodeccnoHaIbHON THATHOCTHKY iN Vitro.

m [lonp3oBarens 00s3aH MPOBEPUTH COOTBETCTBUE HACTOSIIIETO
JIOKyMEHTa Ha3HAYCHHUIO IPOIyKTa.

m CornacHo HopmaruBHOMy aokymenty (EC) N°.1272/2008
9TOT PEAareHT CUUTACTCS OE3BPEAHBIM BEILIECTBOM.

® Marepuan dYenoBedeckoro mpoucxoxaeHus. Cremyer
oOpamiarbcst Kak ¢ MOTEHIHAIBHBIM HCTOYHHKOM HH(EKIHH.
Kaxnmas JIOHOPCKast eIMHUIIA [1J1a3MBbI KpOBH,

UCIIONB30BAHHAS Ul IPUIOTOBJICHUS 3TOTO IPOAYKTa,
MpOTECTHPOBaHa ¢ momolnsio ogobpennoro FDA merona, u
B Heil He obOHapyxkensl HBsSAg, BI'C u anturena x BUY
1/2. B CBSI3U C TeM, 4TO HMKAKOW W3 M3BECTHBIX METOIOB
aHaJIM3a HE JaeT MOJHOM yBEPEeHHOCTH B OTCYTCTBUM BHpYyCa
renaruta B, Bupyca ummyHozaeduumnra yenoseka (BUY) wmu
JIPYrMX HMHQEKUMOHHBIX AareHTOB, HPOAYKTHI  CJEAYyeT
paccMatpuBaTh Kak B3SAThIE Yy IAlMeHTa  o0pasipl,
SIBJISIOLIMECS TIOTCHLMAIbHBIM HCTOYHMKOM HHQEKIMH, |
oOpamarbcs ¢ HUMH C COOJIONCHHEM HAJISKAIIUX MeEp
MIPEJOCTOPOKHOCTH COTJIACHO HaJuIexaleld 1abopaTopHOM
npakruke (1, 2, 3).

m Coliozaiite MPUHATHIE B JIAOOPATOPUH CTaHIAPTHBIE MEPHI
MPEOCTOPOXKHOCTH W BBHINOJHANTE PEKOMEHAAIMU O
OXpaHe 37I0pOBbSl M TEXHHKE Oe30ImacHOCTH (ereparbHOro
W PETHOHAIBHOTO YPOBHSI.

® CMm. macnopt O0e30mMacHOCTH
Minotrol CRP.

(MSDS) pacrsopa ABX

Vruim3anus orxonos ©

Cm. TpeGOBaHI/Iﬂ PEruoHajIbHbIX HOPMATUBHBIX JOKYMEHTOB.
OT0T pearceHT COACPKUT MECHEE 0,1 % as’y/ia HaTpHus B Ka4€CTBC
KOHCEpBaHTA. A3I/I,Z[ HaTpud MOXKET BCTYNHUTb B PCAKIUIO CO
CBHHIIOM U MEIBIO, 06p213yﬂ B3PbIBOOIIACHBIC a3U/Ibl METAJJIOB.

Mukpo6uoJiornyeckoe coCTOsIHIE

Henpumenumo.

Onucanme n coOCTaB

Onucanue:

Pacteop ABX Minotrol CRP 1o BHemHeMy Buay MOXOXK Ha
CBEXYIO LeJbHYI0 KpoBb. Hanmume po3oBaToro cynepHaTaHTa
SIBJISIETCS] HOPMOH.

Cocras:

ABX Minotrol CRP conepxur neiikouutst (WBC),
spurporutel (RBC) u tpomGouutsr (PLT) miekomurarommx,
CYCIICHAMPOBAHHBIC B  IUIA3MOMOJOOHOM  KMIKOCTH W
KoHTponbHOH uakoctu CPB.

a3menenns: kiaccudukarms CLP.
P3menenus: u3MeHeHne HEOPMALH 06 OBPALIEHMH C OTXOJAMH.

Explore the future
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ABX Minotrol CRP

YcaoBusi XpaHeHHSI H CTAOMIBLHOCTH ©

® Ycaosus xpanenus (10 Bekpoitus): 2-8°C (35-46°F).
He 3amopaxuBats.
Korga mnpoGHpkd HE WCIOIB3YIOTCS, HX HEOOXOAUMO
XpaHUTh B BCPTHKAIBHOM I[OJIO)KCHHH B OPUTHHAJBHOM
yMaKoBKe.
He pekomeHayeTcss XpaHWTh B OTICICHHUSAX HA JBEpH
XOJIOAUIBHON KaMephl.

® Cra6wibHocTh BO  BCKpbiToM  cocrosimum:  ABX
Minotrol CRP cra6uien B xome 16 mporeayp B3situst npo6
B TeyeHHe MakcuMyM 16 nueil mpu temmeparype 2-8°C
(35-46°F) nociie OTKpBITHSI U B TEYEHHUE CPOKA FOJAHOCTH.
Ilpobupku ¢  kamubparopom ABX Minotrol CRP
HEOOXOAMMO  IUIOTHO  3aKpbIBaTh  KPBIIKOM  IOCIe
HCIIONIB30BAHMS.

® CpoK rogHOCTH: CM. CPOK TOJAHOCTH Ha 3THKETKE YHAaKOBKH
peareHTa.

HCOGXO}II/IMBIQ, HO HE NMpPeaoCTaBJIACMbIC
MaTepHuaJibl

B ABTOMaTH3MPOBAHHBIA I'eMaTOJIOTHYECKUN aHATIM3aTOopP.
® CrannapTHoe J1abopaTopHOe 000pyIOBaHUE.

Oo6pazen

Henpumenumo.

pouenypa

ABX Minotrol CRP roToB k HCII0JIb30BaHHUIO.

AHanu3 KOHTposeil clemyeT BBINONHATh €XKEJHEBHO B OIHO
BpeMsl C aHaJIM30M B3AThIX Yy TMaldeHTa o0pa3loB c
BBINIOTHEHUEM KaJMOPOBKU MIIM TEXHUYECKOTO OOCTY>KHBAHHS
NpU KKAO0M aHanuse. YacTtora aHamu3a KOHTPOJIEH 3aBUCUT OT
TpeGoBaHmii 1aboparopun. B kaxmoll ynabopaTopuu IOJDKHBI
OBITH OIpENeNeHbl MOJUIeKAIINE COOIIONCHUIO MPOLEAYPHI
obecrieyeHust  KadecTBma. OTH  mpouenypbl  JOJDKHBI
COOTBETCTBOBATh JEWCTBYIOMINM aTTECTAllHOHHBIM
TpeOOBaHUAM U MIPUMEHUMBIM HOPMATUBHBIM TOJIOKEHHSM.

1. Oosenute ABX Minotrol CRP 10 xomuarnoi
TEMIIEpaTypbl MyTeM MPOKATKH NPOOUPKH MEXKITY JTaT0HIMH,
MOKa OJPUTPOLHUTAPHBIA OCagOK He OyIeT MOIHOCTHIO
cycnienaupoBaH. He BcTpsixuBaTh.

2. CM. B pYKOBOJICTBE IOJIb30BATENIsl MOPSAOK UACHTH(HKALINK
pacteopa ABX Minotrol CRP c¢ mnomompio ckanepa
IITPUXKOIOB MM BPYUHYIO.

3. AkkypatHo mnepeBepHuTe mpodupky or 8 mo 10 pas
HETIOCPEACTBEHHO Iepe 0TOopoM mpob.

4. 3anyctute  ABX Minotrol CRP B coorserctBun ¢
MpOLEAYPOH, ONMCAHHON B PYKOBO/CTBE I10JIb30BATENS.

5. Ilporpute pe3pdy W KpBINIKYy  NPOOMPKH  IOCie
HCHOJIB30BAHUS C IOMOIIBIO OE3BOPCOBOH Mapiu.

6. 3akpoiite ¥ OMecTHTE MPOOHUPKY B XOJOIMIBHUK Cpasy ke
IOCJIC MCTIONB30BaHNS.

JlaHHbIe 10 KOHKPETHBIM MOJIENISIM aIlliapaToB MOXKHO HAWTH B
JHUCTKE C XapaKkTepUCTUKAMU UPOIEAYPbl HCIIOIb30BAHHS
pactBopa ABX Minotrol CRP.

IMoapoOHBIe HHCTPYKIMH MO MPOLEAYypaM aHAIN3a U KOHTPOJIS
pEe3yJIbTaTOB CM B PYKOBOJICTBE MOJIL30BATEIIS arapara.

Meromuka 9

ABX Minotrol CRP — 510 craGuibHblii mnpemapar st
MOHHUTOPUHI'a TOYHOCTH U JOCTOBEPHOCTH aHAIU3aTOPOB KPOBU
¢ napamerpoM CPB. PedepenTHble 3Ha4UeHMs OBUIM MOTY4YECHBI B
coorBerctBun ¢ CRM472 wa mnpubope, KOTOpBI ObLI
OTKaJIMOpOBaH C MPUMEHEHHEM CTaHAAPTHOW CHIBOPOTKH
CRM472. ABX Minotrol CRP wucnonssyercs B mpubope
TaKMM ke 00pa3oM, Kak U o0pasell 4YelnoBeuecKOil CHIBOPOTKH
(mokasarernu CONPOTHBJICHHS, abcopbunu u
criektpooToMeTprH).

DYyHKIHOHAJIBHBIE XAPAKTEPUCTHKHU U
OorpaHuYeHuUst

Cpennue pesynbTaThl aHanm3a kaxaoro mapamerpa ABX
Minotrol CRP monyueHsl U3 TIOBTOPHBIX  AaHAJIW30B,

MPOBEACHHBIX Ha aHajiM3daTopax, KOTOPBIC ObLIH
OTKaJ'II/I6p0BaHI)I C UCIOJIb30BAaHUEM IIEIBHOM KpOBHU. AHanu3el
IIPpOBOAUIINCH C HUCIIOJIb30BAHUEM pearcHToB,

pexomenoBanabix HORIBA Medical. 3uauenus, monydeHHbie
¢ nomomsio ABX Minotrol CRP (eciu wucmonssyercst 110
HCTEUCHMS] CPOKA TOAHOCTH) TOJDKHBI HAXOJUTHCS B MpEHenax
OXHIaeMOro amamnaszona. O)KHIZaeMmble AMAIA30HBI SIBISIOTCS
MPE/CTABICHHEM OLICHOYHBIX BapHALMi MEXIYy Pa3IHIHBIMU
nabopaTtopusiMK ISl KOKAOTO mapamerpa. MexiabopaTopHbIe
BAPUALIMK SIBISIFOTCSI CIIEACTBUEM KAITHOPOBKH, TEXHHYIECKOTO
oOciry>)kuBaHUSL U crocoba dKcIuryatanuu mpudopa. Ilostomy
pedepeHTHBIe Pe3yabTaThl MOAXOMAT TOJBKO [UIS  Lielei
KOHTPOJISI ¥ HE IOJDKHBI HCIIOJNB30BATBCS IS KaTHMOPOBKH.
Heo6X0muM0O MHPOBECTH MHHHAMYM IIITh [OCIECIOBATEIbHBIX
QHAJIM30B HAa [IPAaBWIBHO OTKAJIHOPOBAHHOM aHAIM3aTOpe,
9TO0bl  YCTAaHOBHTH CPEGAHHME  PE3yJbTaThl aHamM3a W

CI/I3MCHEHH${: BHECEHUE U3MEHCHUH B pasaen «YcoBus XpaHCHHUS U CTabMIIBHOCTB>.

dI/I3MeHeHl/Iﬂ: U3MCHCHHUE 3TaJIOHHOI'0 MaTepurasa.
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ABX Minotrol CRP

CTaH/ApTHBIE OTKIOHEHHs Mt Kaxkaoro mnapamerpa ABX
Minotrol CRP.

CwM. maparpad «CooTHeceHHEe KanuOpaTOpOB M KOHTpOJEH ¢
9TaJOHHBIMH MaTepHAIaAMU»

Borunciaenne u HHTEepHnpeTanusa pe3yjabTaToB

CBeneHuss O Ipolenype KOHTpPOJIE U HHTEpIpeTalnuu
pe3yabTaTOB CM. B PYKOBOJCTBE MOJIb30BATENs annapara.

HN3meneHus: B nopsinke padoTsl ¢ IPOAYKTOM H B
ero pado4mux XapaKTepuCcTHKAX

IloBpexkaenne ynakoBKu

B ciydae noBpexaeHHs 3alUTHON yMAaKOBKH HE MCIIOJIB3YyHTE
pacteop ABX Minotrol CRP, tak kak moBpexIeHHs MOTIH
MOBJIHATH Ha paboyYie XapaKTepUCTHKHU MPOJyKTa.

Hanuumue NMPU3HAKOB MOPYH IIPOAYKTaA

Ilpy HaMMYMK KAKUX-THOO TPHU3HAKOB (DU3UUECCKON WITH
xumuueckoi  mopun  pactBopa ABX Minotrol CRP
(moMyTHEHHE, H3MEHEHHE [[BETA U T.II.) €r0 CICAYET 3aMEHUTb.

HenpaBuibHoe cMelIUBaHUE

B cityuae HEMoNHOTO MepeMEIIUBaHHs COASPKIMOT0 MPOOUPKH
mepe] HCIONB30BAaHUEM B3ATHI OOpasel, a TaKKe OCTATOK
ABX Minotrol CRP B npoGupke CTaHOBSITCS HETIPHIOHBIME
IUIsL pabOTEHL.

TemnepaTypHble OrpaHUYeHHST

He ucnons3yiite pactsop ABX Minotrol CRP, eciu on panee
3aMOPaKUBAJICS WITH [OJIBEPTajiCsl H30BITOYHOMY HAarpeBy.
Ilepen wucmons3oBanuem pacrsopa ABX Minotrol CRP
ybOeanTech, 4TO OH AOCTUT paboyell TeMIepaTypbl, yKa3aHHOH B
PYKOBOJICTBE MOJIL30BATEINS allapara.

BHyTpeHHHII KOHTPOJIb KAa4eCTBa

KontposbHbie o6pasust kposu HORIBA Medical Heo6xoxumo
WCIOB30BAaTh Il IEPHOANYECKON  OLEHKH  KadecTBa
(GYHKUMOHMPOBAHMS DEarcHTOB W ammapara B 3aJaHHBIX
IMana3oHax.
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Kommanus HORIBA Medical mnpemnaraer ucnonb3oBaTh
WHTEpaKTHBHYIO MEXKIa00paTOPHYI0 TPOrpaMMy CpPaBHEHHS
pesyasratoB (Online Interlaboratory Comparison Program,
QCP), koropas obecrieuMBaeT JOCTYN 4Yepe3 HHTEPHET K
clleyomuM QyHKIHM:

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

B MOHHTOPHHT KauecTBa  PaboTHI AHAIINTHYECKOTO
000pynOBaHHUS u HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YIBTATOB UCCIENOBAHUHN C PE3yJIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOpaTopHii TI0 BCEMY MHpY;

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

Bbonee mozxpoOHyro MH(pOpMAaUIO MOXHO IOJIYYUTh Ha BeO-
caiire o azgpecy:
http://qcp.horiba-abx.com

ConocTaBUMOCTh KAJIHOPATOPOB U
KOHTPOJIbHbIE MaTepHAJIbI

Cpencrea ynpasienuss W kanmubparopst HORIBA Medical
00eceunBaOT MPOCISKUBAEMYIO CBSI3b CO  CTaHIAaPTHBIMU
pedepeHTHBIME METOAAMH.

I'ematonornueckue ananuzaTopsl B JlabopaTopun obecriedeHust
Ka4yecTBa OTKAIMOPOBAHBI C IMOMOINBIO IEIBHOM KpPOBH [0
3HAYCHHUH, MOIYYCHHBIX C IOMOLIBIO CIEAYIOIINX CTAHAAPTHBIX
pedepenTHbIX MeTonoB. OOpaslbl IETbHOM KPOBH, B3STHIEC Y
HOPMAJIbHBIX, 3I0pPOBBIX  [JOHODOB, MIOMEIICHBI B
antukoaryissHT EDTA u npoananu3upoBaHbl B T€UEHHE LISCTH
YaCOB MMOCTIE B3SITHS.

Beabie kpossinbie kierkn (WBC) u kpacHble KpoBsiHbIE
kiaetkn (RBC) ananusupyrores Ha npubope” Coulter Counter
cepun Z. Bee moacueTs KOppEeKTUPYIOTCSI Ha COBIAICHHUE.
Iemoro0un  u3MepsieTcss € TIOMONIBI0O  pEareHra,
pexoMeHyeMoro MHCTATYTOM KIMHHYECKHX U J1ab0paTOPHbIX
CTaHJIapTOB (CLSI), ULt TeMOTJIOONHINAHUTHOTO
(unanmMeTreMoriioGHHOBOTO) MeToja 4). Tlokazanuns
nony4arorcss npu JumHe BonHbl 540 HM Ha KomopuMmerpe/
CIIEKTpO)OTOMETPE, OTKAJMOPOBAaHHOM B COOTBETCTBHH C
pexomenanusamu CLSI H15-A3 u ICSH (4).

I'emaTokput (00BEM OCKICHHBIX KICTOK) H3MEpSETCs ¢
MOMOIIIBI0 TEMAaTOKPUTHBIX MHUKPONIPOOHPOK M3 GECLBETHOTO
3aMTHOrO  cTekna (03  TOKPBITHS — AHTHKOATYJISTHTOM),
HEHTPU(YTUPOBAHHBIX B TEYGHHE 5  MHHYT B
MHKPOTEMATOKPUTHONH  LEHTpH(yre B  COOTBETCTBHH C
nokymertom CLSI H7-A3 (5). Hukakue KOPpEKTHPOBKH HE
BHOCSITCS [UIS1 3aXBaYCHHOM II1a3MBbI.

TpoMGOUUTHI aHATM3UPYIOT C TOMOINBI0 TE€MOLUTOMETpA H
(ha30BO-KOHTPACTHOM ONTHKH.

* Bce mapKu u npooykmivl AGIAI0OMCS MOP2OGbIMU MAPKAMU Ul
3apecucmpupoeaHHbIMu mMopeosbIMU mapkamu
COOMBEeMCcmeyIoUUX KOMAAHUI.

3/4

IoceqHue Bepcun JOKYMEHTOB Ha BeG-caiite mo agpecy: www.horiba.com


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

/7 @ TemaroJorus

/
/

/' ABX Minotrol CRP

PedepencHble MHTEPBaAJIbI

Henpumenumo.
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