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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

*
Ha3zunauenue

ABX  Minotrol CRP — 9T0  TPEXypOBHEBOE
MHOTOIIapaMETPUIECKOE CPEACTBO KOHTPOIIS, PEAHA3HAYCHHOES
1T ACTIONB30BAHMSI TIPH TIPOBEACHAN AWATHOCTHKH iN Vitro u
paspaboTaHHOE [UTSI TIPUMEHEHHUs IPH MOHHUTOPHHTE TOYHOCTH
M JIOCTOBEPHOCTH  TeMaTOJOTMYeCKHX  AHAJIH3aTOPOB
HORIBA Medical ¢ nusmepennem napamerpa CPb.

JlaHHBIE TI0 KOHKPETHBIM MOZEISM alllapaToB MOXKHO HAWTH B
JINCTKE C XapaKTePUCTHKAMM TIPOLEAYPH HCIOIb30BAHMS
pacteopa ABX Minotrol CRP.

IIpenynpesxieHusi 1 Mepbl NPeI0CTOPOKHOCTH

m Pacreop ABX Minotrol CRP mnpennasHaded ToIbKO UIst
npodeccnoHaIbHON THATHOCTHKY iN Vitro.

m [lonp3oBarens 00s3aH MPOBEPUTH COOTBETCTBUE HACTOSIIIETO
JIOKyMEHTa Ha3HAYCHUIO [IPOIyKTa.

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

® Marepuan d4enoBedeckoro mpoucxoxaeHus. Cremyer
o0pamaThcsa KaK ¢ HOTCHIUAIbHBIM HCTOYHUKOM HHQEKIHH.
Kaxnmas JIOHOPCKast eIMHUIIA 1J1a3MBbI KpOBH,

HCIIONB30BAHHAS Ul IPHIOTOBJICHUS 3TOTO IPOIYKTa,
MpOTeCTHUpPOBaHa ¢ momolisio ogobpentnoro FDA merona, u
B Heil He obHapyxkensl HBsSAg, BI'C u anturena x BUY
1/2. B CBSI3U C Te€M, 4TO HMKAKOW W3 W3BECTHBIX METOIOB
aHaJIM3a HE JIaeT MOJHOM yBEPEeHHOCTH B OTCYTCTBUH BHpYyCa
renaruta B, Bupyca ummyHozaeduumnra yenosexa (BUY) wmu
JOPYrMX HMHQEKUMOHHBIX AareHTOB, HPOAYKTHI  CJEAYyeT
paccMarpuBaTh Kak B3SAThIC Yy HalMeHTa  oOpasibl,
SIBJISIOLIMECS TIOTCHIMAIBHBIM HCTOYHMKOM HHQEKIMH, H
oOpamarbcs ¢ HUMH C COOJIONCHHEM HAJISKAIIUX Mep
MIPEJOCTOPOKHOCTH COTJIACHO HaJUIeXxalield 1a0opaTopHOM
npakruke (1, 2, 3).

m CoOimonaiite MPUHATHIE B JIAOOPATOPUH CTaHIAPTHBIE MEPHI
MPEOCTOPOXKHOCTH W BBHINOJHSANTE PEKOMEHJAIMU O
OXpaHe 37I0pOBbs M TEXHUKE 0E30MacHOCTH (enepasbHOro
W PETHOHAIBHOTO YPOBHSI.

m Cm. macmopt GesomacHoctn (MSDS) pacrsopa ABX
Minotrol CRP.

YTuanszanusa orxoaoB

CM. TpeGOBaHUS PETHOHAIBHBIX HOPMATHBHBIX IOKYMEHTOB.
1ot peareHt conepxkut Menee 0,1% asuzma HaTpust B KauecTBe
KOHCEpBaHTa. A3HJ HATPUS MOKET BCTYNHTHh B PEAKIHIO CO
CBHHIIOM U MEJIbI0, 00pa3ys B3pbIBOONACHBIC a3U bl METAILIOB.

Muxkpo0uoJiorudeckoe cOCTOsTHIE

Henpumenumo.

Onucanmue u cocTaB

Onucanue:

Pacteop ABX Minotrol CRP 1o BHemHemMy BHay TMOXOK Ha
CBEXKYIO LEJbHYI0 KpoBb. Hanmume po3oBaToro cymepHaTaHTa
SIBISIETCST HOPMOH.

Cocras:

ABX Minotrol CRP couepxur neiikonurer  (WBC),
sputporutel (RBC) u tpomGonmter (PLT) Miekonurarommx,
CYCIIEHIMPOBAHHBIE B  IUIA3MOMOJAOOHOM  KHMAKOCTH U
KOHTpoJIbHOM xuakoctu CPB.

M3mMeHeHus: n3MCHEHHE HAa3HAYCHHS.

Explore the future
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ABX Minotrol CRP

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.

® Cra6uibHOCTL BO  BCKpbIToM  coctosinum:  ABX
Minotrol CRP cra6unen B xoxe 16 mporenyp B3situs npod
B TedeHWe Makcumym 16 mHelt mpu Ttemneparype 2-8°C
(85-46°F) mociie OTKPBITHS M B TEYCHHE CPOKA TOAHOCTH.

Ilpobupku ¢  kanmuOpatopom ABX Minotrol CRP
HEOOXOMMMO  TUIOTHO  3aKphIBaTh  KPBINIKOW  MOCie
HCIIOJIb30BAHHMS.

® CpoK roAHOCTH: CM. CPOK TOJHOCTH Ha 3TUKETKE YINaKOBKH
peareHTa.

Heo0xoqumble, HO He TIpea0CTABJIsIEMbIe
MaTepHAaJIbl

B ABTOMaTH3UPOBAHHbIN IreMaTOJIOIMUECKUI aHaIU3aTop.
®m CranmaptHoe 1abopaTopHOe 00OpyIOBaHHE.

Oopazen

Henpumenumo.

ITpouenypa

ABX Minotrol CRP rotos k HCIIOJb30BaHHUIO.

AHanu3 KOHTpONEHl cleayeT BBIIONHATH EXKEIHEBHO B OAHO
BpeMsl C aHaJIM30M B3ATHIX Yy TMalUeHTa o0pa3noB c
BBIIIOTHEHUEM KaJTHOPOBKU MIIM TEXHUYECKOTO OOCTYKHBAHHS
MpHU KKAOM aHanuse. YacTtoTa aHanu3a KOHTPOJIEH 3aBUCUT OT
TpeboBaHMii Taboparopun. B kaxmol nabopaTOpuu IOJDKHBI
OBITH ONpEAENeHbl MOATEKAINNE COOMIONEHHIO IPOLERYPHI
obecreyeHust  KadecTma. OTH  mpoueaypbl  JOJDKHBL
COOTBETCTBOBATH JEUCTBYIOMINM aTTeCTAllHOHHBIM
TpeOOBaHUAM H IPUMEHUMBIM HOPMATUBHBIM OJIOKEHHSM.

1. Hosenute ABX Minotrol CRP 10 xomuarHoi
TEMIIEpaTypbl IyTeM MPOKATKH MPOOUPKH MEXKIY JTaT0HIMH,
MOKa OJPUTPOLHUTAPHBIA OCAJOK He OyIeT MOIHOCTHIO
cycrienaupoBad. He BCTpsXuUBaTh.

2. CM. B pYKOBOJICTBE MOJIb30BATEIIsl MOPSAOK HACHTH(HKAIINK
pacteopa ABX Minotrol CRP ¢ mnomompio ckanepa
IITPUXKOIOB WM BPYUHYIO.

3. AkkypatHo mnepeBepHure mpobupky or 8 mo 10 pas
HENOCPEJICTBEHHO Nepes; 0TOOPOM Mpoo.
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4. 3anycture  ABX Minotrol CRP B coorsercteun ¢
HPOLIEAYPOM, ONIMCAHHOI B PYKOBOZCTBE M0JIb30BATEIIS.

5. llporpute pe3pdy W KPBINIKYy  MPOOHPKH  TOCie
UCIOJIL30BAaHMS C IIOMOIIBIO GE3BOPCOBOH MapIu.

6. 3akpoiiTe 1 mOMecTUTEe MPOOUPKY B XOJIOMUIBHHUK CPa3y kKe
110CJI€ UCTIOJIb30BAHUS.

I[aHHl)Ie 10 KOHKPETHBIM MOJICJIAM almapaTroB MOXHO HaﬁTH B
JIMCTKE C XapaKTCpUCTUKaMHU HPOUEAYPbl HUCIIOJIb30BaHUA
pacrsopa ABX Minotrol CRP.

[ToxpoGHbIe HHCTPYKIUHK 110 IPOLELYPaM aHAIU3a U KOHTPOJIS
PE3yJIbTaTOB CM B PyKOBOJCTBE II0JIb30BATEIS alllapara.

MeTtoauka

ABX Minotrol CRP — 510 craGuimbHBIN Tpemapar Uit
MOHHUTOPUHTa TOYHOCTH M JJOCTOBEPHOCTH aHAJIN3aTOPOB KPOBH
¢ mapamerpoM CPB. PedepenTrble 3HaueHNs OBUIH MOTyYEHBI B
coorBerctBun ¢ CRM472 wna mnpubope, KOTOpbIi ObLI
OTKAIMOPOBAaH C MpPUMEHEHHEM CTAaHJapTHOH CBIBOPOTKH
CRM472. ABX Minotrol CRP wucnons3yercs B mpubope
TaKkuM XKe 00pa3oM, Kak U o0pasel 4elnoBeYecKOil CHIBOPOTKU
(mokazarenu COIIPOTUBJICHUS, abcopbOuun u
CIIEKTPO(YOTOMETPHUH).

DYyHKIHOHAIBHBIE XAPAKTEPUCTHKHU U
OrpaHuYeHuUst

Cpennue pesynbTaThl aHanm3a kaxmoro mapamerpa ABX
Minotrol CRP nonydyensl u©3 TOBTOPHBIX — AHAJIU30B,
MPOBEICHHBIX Ha aHAITM3aTopax, KOTOPBIC ObLIH
OTKaJMOPOBaHbI C HMCIOJIb30BAHHEM IIEIBHON KPOBH. AHAIH3bI
MPOBOIUIIHCH c HCIOJIb30BaHUEM peareHTOoB,
pexomengoBannsix HORIBA Medical. 3nauenus, nonydeHHbIe
¢ nomomisio ABX Minotrol CRP (eciu wucmonssyercst 10
MCTEUCHHS] CPOKa TOAHOCTH) IOJDKHBI HAXOIHUTHCS B Mpemenax
oXuzmaeMoro juanasona. OXHIaeMble AWANa3OHBI SBISIOTCS
NPEJCTABICHHEM OLICHOYHBIX BapHallii MEXAY Pa3IHYHBIMU
nmabopaTtopusMH ISl KKAOTO mapamerpa. MexiabopaTopHbIe
BapHalUM SBISIOTCS CIEACTBHEM KaJTMOPOBKH, TEXHHYECKOTO
oOcCITy)KUBaHUS W Crocoda dKCIuTyatanuu mpudopa. [loatomy
pedepeHTHbIE pe3yabTaThl MOAXOIAT TOJBKO JUIs  Lejei
KOHTPOJISI M HE JOJDKHBI HCIIOJB30BaThCA YIS KATHOPOBKH.
Heo6xomuMoO NpOBECTH MHUHHUMYM IISITh IOCIEAOBATEIBHBIX
AQHATM30B HA MPABUIIBHO OTKATMOPOBAHHOM aHAIHM3ATOPE,
4YToObl ~ YCTAHOBHTH CpEAHHE  pPE3ylbTaThl aHajiu3a |
CTaHJApTHBIC OTKIOHEHMs I Kaxjoro mnapamerpa ABX
Minotrol CRP.

CMm. maparpa¢d «CooTHeceHHE KamMOpaTOpPOB M KOHTPOJEH C
ITaJIOHHBIMH MaTepHaaMu»
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Bolunciaenne u HHTEpHpeTanusa pe3yjabTaToB

CeseHHst 0 TpoueAype KOHTPONS M HHTEPIpETaliu
PEe3yNIbTaTOB CM. B PYKOBOJICTBE TTOJIb30BATENS alllapaTa.

HN3meHeHus1 B nmopsifke padoThl ¢ IPOAYKTOM U B
€ro padoymx xapaKTepucTHKAX

I'[onpe)lmemle YIHaKOBKH

B ciiyuae MOBPEKICHHS 3aIMTHON YIAKOBKU HE HCHOJB3YHTE
pacteop ABX Minotrol CRP, Tak kak moBpexieHus] MOTIIH
HOBJIUSATH HA paboYKe XapaKTEPUCTUKK IPOIAYKTA.

Hannyne npu3HAKoOB MOPYM NMPOAYKTA

Ilpy HanMuYUM KAKUX-TMOO TPU3HAKOB (PU3HUECKOW MM
xumuueckoi  mopun  pactBopa ABX Minotrol CRP
(moMyTHeHMe, M3MEHEHUE LBETA U T.I1.) €T0 CIEAYET 3aMEHHTb.

HenpaBuibHoe cMelIUBaHUE

B citydae HENOJHOrO IepeMeIMBaHHs COACPIKUMOTO NPOOUPKH
Iepel MCMOJb30BAaHUEM B3ATBHI OOpasel, a TaKkKe OCTaToK
ABX Minotrol CRP B npoGupke CTaHOBSTCS HETPUIOIHBIMU
JUIsL pabOTHI.

TemnepaTypHble OrpaHuYeHHs]

He ucnons3yiite pactsop ABX Minotrol CRP, eciu on panee
3aMOPaXUBAJICS MITH [OJBEPrajIcs H30BITOYHOMY HATPEBY.
Ilepen wucmonb3oBanmem pacrBopa ABX Minotrol CRP
ybeauTech, 4To OH JOCTHT pabodeil TeMieparypsl, yKa3aHHOH B
PYKOBOJICTBE TIOJIH30BATEISI Allliapara.

BHyTpeHHMH KOHTPOJIb Ka4ecTBa

KonrponsHbie o6pasust kposu HORIBA Medical neo6xoanmo
WCTIONB30BaTh I TEPHOANYECKOW  OIEHKH  KadecTBa
(GYHKIMOHMPOBAHMS pPEarcHTOB W  ammapara B  3aJaHHBIX
IMana3oHax.
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Kommanus HORIBA Medical mnpemnaraer ucrnonbp3oBaTh
WHTEpaKTHBHYIO MEKIa00paTOPHYI0 TPOTrpaMMy CpPaBHEHHS
pesyasratoB (Online Interlaboratory Comparison Program,
QCP), koropas obecrieuMBaeT JOCTYN 4Yepe3 HHTEPHET K
ClleyomuM QYHKIHAM:

B 10f1aua OTYETOB O pPE3yJbTATaX BHYTPEHHETO KOHTPOJS
KauecTBa B OHJIANH-PEXKHME;

B MOHHTOPHHT KauecTBa  PabOTHI AHAIINTHYECKOTO
000pynOBaHHUS u HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YIBTATOB UCCIENOBAHMI C PE3yIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOpaTOpHii TI0 BCEMY MUpY;

B TIONydeHHE B PEXXHME PEATHHOTO BPEMEHM CTATHCTHYECKHX
oT4eToB Tpymn Kojuter yepes QCP.

Bbonee moxpoGHyr0 MH(pOpMAaUIO MOXHO IOJIYYUTh Ha BeO-
caiire o azgpecy:
http://qcp.horiba-abx.com

ConocTaBUMOCTb KAJIHOPATOPOB U
KOHTPOJIbHbIE MaTepHAJIbI

Cpencrea ynpasienuss W kanubparopst HORIBA Medical
00eCeunBaOT MPOCISKUBAEMYIO CBSI3b CO  CTaHIAaPTHBIMU
pedepeHTHBIME METOIAMH.

I'ematonornueckue ananuzatopsl B JlabopaTopun obecriedeHust
Ka4yecTBa OTKAIMOPOBAHBI C IMOMOINBIO IIEIBHOM KpPOBH 0O
3HaYCeHHUH, MOIYYCHHBIX C IOMOIIBIO CIEAYIOMINX CTAaHAAPTHBIX
pedepenTHBIX MeTonoB. OOpaslbl IETbHOW KPOBH, B3STHIEC Y
HOPMAJIbHBIX, 3I0pPOBBIX  JOHODOB, MIOMEIICHBI B
antukoaryissHT EDTA u npoananu3upoBaHsl B T€UEHHE LISCTH
YaCOB MMOCJIE B3SITHS.

Beabie kpossinbie kierkn (WBC) u kpacHble KpoBsiHbIe
kiaetkn (RBC) ananusupyrores Ha npubope” Coulter Counter
cepun Z. Bee moacueTs KOppEeKTHPYIOTCSI Ha COBIAICHHE.
Femorjo0un  u3MepsieTcss € TIOMONIBIO  peareHra,
pexoMeHryeMoro MHCTHTYTOM KITMHHYECKHX U J1abOpaTOPHBIX
CTaH/IapTOB (CLSI), ULt TreMOTJIOONHINAHUTHOTO
(unanmMeTreMoriioGHHOBOTO) MeToja (4). Tlokazanns
nony4arorcss npu JumHe BonHbl 540 HM Ha Komopumerpe/
CIIeKTpO)OTOMETPE, OTKAJMOPOBAaHHOM B COOTBETCTBHH C
pexomennauusamu CLSI H15-A3 u ICSH (4).

I'emaTokput (00BEM OCKICHHBIX KICTOK) H3MEpSETCs ¢
MOMOIIIBI0 TEMAaTOKPUTHBIX MHUKPOIPOOHPOK M3 GECLBETHOTO
3aMTHOrO  cTekna (03  TOKPBITHS — AHTHKOATYJISTHTOM),
HEHTPU(YTUPOBAHHBIX B TEYGHHE 5  MHHYT B
MHKPOTEMAaTOKPUTHONH  LEHTpH(yre B  COOTBETCTBHH C
nokymentom CLSI H7-A3 (5). Hukakue KOPpEKTHPOBKH HE
BHOCSITCS [UISI 3aXBaYCHHOM IIIa3Mbl.

TpoMGOUUTHI aHAIM3UPYIOT C TOMOIIBI0 TE€MOLUTOMETpa H
(ha30BO-KOHTPACTHOM ONTHKH.

* Bce mapku u npooykmivl AGIAIOMCS MOP2OGbIMU MAPKAMU Ul
3apecucmpupo8aHHbIMU mMop2osbIMU mapkamu
COOMBEemMcmeyIoUUx KOMAAHUI.
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PedepencHble MHTEPBaAJIbI

Henpumenumo.
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