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Hasnauenue 2 P

ABX Minotrol 16 - 9TO TpeXypoBHEBOE
MHOTOIIapaMETPUIECKOE CPEICTBO KOHTPOIIS, PEAHA3HAYCHHOES
IUIS. MCTIONB30BAHMSI TIPH TIPOBEACHAN AWATHOCTUKH iN Vitro u
paspaboTaHHOE [UTSI TIPUMEHEHHUs IPH MOHHUTOPHHIE TOYHOCTH
M JIOCTOBEPHOCTH TEMATOJIOTHYECKHX aHAIM3aTOPOB.

JlaHHBIE TI0 KOHKPETHBIM MOZEISM alllapaToB MOXKHO HAWTH B
JIMCTKE C XapaKTePUCTHKAMM TIPOLEAYPH HCIOIb30BAHMS
pacrBopa ABX Minotrol 16.

IpenynpesxneHust 1 Mepbl NPeIOCTOPOKHOCTH

m Jlonb3oBaresb 00s13aH IPOBEPUTH COOTBETCTBHE HACTOSIICTO
JOKYMEHTa Ha3HAYCHHUIO IPOJYKTA.

m CornacHo HopmatuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEarcHT CUYUTAeTCsi 6E3BPEIHBIM BEIIECTBOM.

u MaTepI/IaJI YECJIIOBCYCCKOT'O MPOUCXOKACHUS. Cne/:[yeT
06pa1uaT},c51 KakK C INOTCHUHAaJIbHBIM UCTOYHUKOM I/IH(bCKHI/II/I.
Kaxmas JAOHOpPCKast CAWHULIA TJ1a3sMbl KpOBH,

HCIIONB30BAHHAS Ul HPHIOTOBJICHUSI 3TOTO IMPOIYKTa,
[POTECTUPOBaHa C momouibio oxobperHoro FDA merona, u
B Heil He oOHapyxensl HBsAg, BI'C u antutena k BUY
1/2. B cBS3U ¢ Te€M, YTO HMKAKOW W3 MU3BECTHBIX METO/OB
aHaJIM3a HE JIaeT MOJHOM yBEPEHHOCTH B OTCYTCTBUH BHpYyCa
renatuta B, Bupyca ummyHozxedunura yenoseka (BUY) wnu
IPYruXx HMHQEKIHOHHBIX areHTOB, HPOAYKTHI  CJEAYyeT
paccMarpuBaTh Kak  B3sAThIE Yy IalMeHTa 00pasipl,
SIBJISIIOLIMECS HNOTCHIMAIBHBIM HCTOYHHKOM HH(EKLHH, U
obpamarecsi ¢ HUMH C COOJIOACHHEM HAUICKAIIHX MEp
MPEJOCTOPOKHOCTH COTVIACHO HaJUIekallel JiabopaTtopHOi
mpakruke (1, 2, 3).

® TIpenynpeskaeHue: TaHHBI PeareHT M3rOTOBJIEH HA OCHOBE
MaTepuajoB JKMBOTHOTO IPOUCXOXKIECHHsA. IloaTOMy ero

ClIeayetr CUUTATh IIOTCHIIMAJIBHO I/IHCI)I/IHI/IPOBaHHLIM
MaTepuajioM U Ipu pa60Te C HUM IIPpUHUMATb HeO6XOHI/IMLIC
MEPBI MPEAOCTOPOKHOCTH B COOTBCTCTBHUH C
YCTaHOBJICHHBIMHA Tpe60BaHI/ISIMI/I K TIPOBEICHUIO

1a00OpaTOPHBIX UCCIIENOBaHMI: (2).

m Cobumrofaiite NpuHATHIE B 1a0OPATOPHH CTAHAAPTHBIE MEPBI
OPEIOCTOPOKHOCTA M BBINOJHSNTE PEKOMEHJALMH 110
OXpaHe 3[00pOBbs M TEXHUKE 0E30MacHOCTU (henepanbHOro
WU PETHOHAIBHOTO YPOBHSL

® Cm. macmopt GezomacHoctn (MSDS) pactsopa ABX
Minotrol 16.

Yruauzanus 0oTX010B

Cwm. Tpe6OBaHI/I$[ PEruOHAIbHBIX HOPMATHUBHBIX JOKYMEHTOB.
Jtot pearent coxaepxkut Menee 0,1% asuzia HaTpust B KauecTBe
KOHCepBaHTa. A3WJ HATPUs MOXET BCTYNUTh B PEAKIHUIO CO
CBHHIIOM U MEJIbI0, 00pa3ys B3pbIBOONACHBIC a3U bl METAILIOB.

Muxkpo0OuoJiorudeckoe cOCTOsIHIE

Henpumenumo.

OnucaHue M COCTaB

Onucanue:

Pacresop ABX Minotrol 16 mo BuemHemy Bugy MOX0X Ha
CBEXYIO LIeJbHYI0 KpoBb. Hannume po3oBaToro cyrnepHaTaHTa
SIBJISICTCS. HOPMOH.

aI/ISMCHCHHﬂ: HU3MCHCHHEC Ha3HAYCHUS.
PY3menenus: u3MeHeHHe MAPKMPOBKH Ha COOTBETCTBHE TpeGoBanmsM EC.

Explore the future
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ABX Minotrol 16

Cocras:

Pacteop ABX Minotrol 16 couepxur neiikouursr (WBC),
sputporutsl (RBC) u tpomGouutsr (PLT) miexonuTarommx,
B3BEIICHHBIE B JKUAKOCTH, CX0XKEH € IIa3MON KpOBH.

YcaoBusi XxpaHeHUs M CTA0MJIBLHOCTD

® Ycaosus xpanenus (10 Bekpoitus): 2-8°C (35-46°F).
He 3amopaxuBats.
Korga mnpoOupkd HE WCIOJB3YHOTCSA, HX HEOOXOAUMO
XpaHUTh B BEPTHKAIBHOM I[OJIO)KCHHH B OPUTHHAJBHOM
yMaKkoBKe.
He pekomeHayeTcss XpaHHTh B OTHCICHHUSAX HA JBEpH
XOJIOAUIBHON KaMephl.

® Cra6wibHOCTL BO  BCKpbiToM  cocrosimum:  ABX
Minotrol 16 cra6uiien B xome 16 mporieayp B3sTHs pob B
TeueHne MakcumyMm 16 nHeit npu Ttemneparype 2-8°C
(35-46°F) nociie OTKpBITHSI U B TEYEHHUE CPOKA FOIAHOCTH.
Ipobupku ¢ xanubparopom ABX Minotrol 16 seo6xoanmo
IUTOTHO 3aKPBIBATH KPBIIIKOM MOCIIE MCIOIb30BaHHS.

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

Heoﬁxoaanle, HO HE MpeaoCTaB/JIsACMbIC
MaTepHuaJibl

B ABTOMaTH3HMPOBAHHBIA I'eMaTOJIOTHUECKUN aHATIM3aTOpP.
®m CranzapTHoe J1abopaTopHOe 000pyIOBaHUE.

Oobpazen

Henpumenumo.

pouenypa

ABX Minotrol 16 roros k KCrOIB30BaHHIO.

AHanu3 KOHTpONeH CleAyeT BBINONHATH €KCIHEBHO B OIHO
BpeMsl C aHaIM30M B3ATBIX Yy TALMeHTa o00pasloB ¢
BBINONTHEHHEM KalTHOPOBKH HJIM TEXHHYECKOrO OOCITYKUBAHHUS
IpH KKIOM aHain3e. YacToTa aHaiIn3a KOHTPOJICH 3aBHCHT OT
TpeboBanuii JlabopaTopun. B kaxmoi nabopaTopuy JIOJKHEL
OBITh OINpEACIEHbl MOAJEKAIINE COOTIOJCHUIO IPOLEIYPHI
obecrieueHHss ~ KadecTtBa.  OTH  NPOLEAYPH  JOJDKHEI
COOTBETCTBOBATD JeCTBYIOIINM aTTeCTALINOHHEIM
TpeGOBaHMAM M HPUMEHHMbBIM HOPMATHBHBIM HOJIOKESHHUSM.

1. Hdoseaure ABX Minotrol 16 10 koMHaTHOH TeMIepaTypsbl
MyTeM [POKATKH TNPOOMPKH MEXAy JaJIOHAMH, [IOKa
OPUTPOLMTAPHBIA  0CaoK  HE  OyAeT  MOJHOCTHIO
cycneHaupoBaH. He BcTpsaxuBats.
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2. CM. B pyKOBOACTBE MOJIb30BATENS MIOPSIOK HACHTH(GUKALIUK
pacteopa ABX Minotrol 16 ¢ nomompio ckanepa
IITPUXKOJOB MM BPYYHYIO.

3. AkkypatHo mnepeBepHute mpobupky or 8 mo 10 pa3
HETIOCPEICTBEHHO Mepea 0TOOPOM mpoo.

4. 3anyctute ABX Minotrol 16 B coorserctBuu c
MpOLEAYPOH, ONMCAaHHON B PYKOBO/ICTBE MOJIb30BATENS.

5. llporpute pe3pdy W KpPBINIKYy  NPOOMPKH  TOCHe
HCIIOJIB30BAHMsI C IOMOILIBI0 GE3BOPCOBOI MapIIH.

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

JlaHHBIC [0 KOHKPETHBIM MOJENISAM aliapaToB MOKHO HaWTH B
JHUCTKE C XapaKTepPUCTHKAMU IPOLEIYPbl HCIIOJIb30BAHHS
pactBopa ABX Minotrol 16.

[MoapoGHBIe MHCTPYKIMK 110 MPOLEAYPaM aHaIn3a U KOHTPOJIS
PEe3yIBTATOB CM B PYKOBOJICTBE MOJI30BATEIIs almapara.

MeToanka

ABX Minotrol 16 — 510 crabunbHBIA mpemnapar,
TpefHa3HAYEHHBIH Ul  MOHHUTOPHHTa TOYHOCTH — PabOThI
TEMATOJIOTHYECKUX — AHAIM3aTOPOB.  DTAIOHHBIC 3HAYCHUSI
TIOJyY€HBI TIPU MOBTOPHBIX MPOLEAypax aHallM3a Ha armaparax,
OTKaTMOPOBAHHBIX C WCIHOJb30BAHWEM LEJILHOH KPOBH TI0
3HAUCHWsIM, TMOIYyYEHHBIM [PH HCIOJb30BAHUHN OITAJOHHBIX
Mmero0B.AHanu3 kanudpatopa ABX Minotrol 16 na anmnapare
BBIMOJTHSETCS TEM JKe CIMocoboM, YTO W 00pa3en KpoBH
nanueHTa  (OMpe;essifoTess  YAeNbHOE  CONPOTHBICHHE W
OITHYECKas [UIOTHOCTB, BBITIOJIHSFOTCSI
CIEKTPO(YOTOMETPUYECKUE U3MEPEHUS).

DYyHKIHOHAIBHBIE XAPAKTEPUCTHKHU U
OrpaHuYeHust

Cpennue pesyibrarhl aHanmsa kaxporo mapamerpa ABX
Minotrol 16 monydeHsl W3  MOBTOPHBIX  AHAIU30B,

IIPOBEACHHBIX Ha aHalin3aTopax, KOTOPBIC ObLIN
OTKaJII/I6p0BaHLI C HCIIOJB30BAaHHEM IICIHHOMN KpOBH. AHaIU3BI
IIPpOBOANIINCH C HUCIIOJIB30BaHUCM PCarcHToB,

pexomenmoBarusix HORIBA Medical. 3uauenus, monydeHnsie
¢ nomoupio ABX Minotrol 16 (eciu ucnosb3dyercs 10
MCTEYEHHs CPOKA T'OJHOCTH) JOJUKHBI HAXOAUTHCS B IMpEesiax
oXujaeMoro uanasona. OKuIaeMble JUANA30HBI SBISFOTCS
NpeACTAaBJICHUEM OLCHOYHBIX BapPIaL[I/Iﬁ MEXAY pa3IMYHbIMH
71abopaToOpHAMHU YIS KAKAOr0o Hapamerpa. MexinabopaTopHbie
Bapualun SABJIAKOTCA CICACTBUEM KaJ'[PIGpOBKI/I, TCXHUYCCKOI'O
oOciry’kuBaHUS U crocoba skcIutyatanuu npubopa. Ilostomy
pedepeHTHBIC PEe3yNabTaThl MOAXOAAT TOJABKO JUIS  Iejiei
KOHTPOJII W HE OOJDKHBI HCIOJIB30BAaTbCA JId KaﬂﬂGpOBKI/I.
HCOGXOI[HMO IIPOBECTHU MUHHMYM IIITb II0CJICJ0OBATCIIBHBIX
QHAIM30B Ha MPABUIIBHO OTKATMOPOBAHHOM AaHAIM3ATOPE,
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4TOOBl ~ YCTAQHOBUTH CPEAHHE  pPE3yJNbTaThl aHAIM3a U
CTaH/ApTHBIE OTKIOHEHHs st Kaxaoro mnapamerpa ABX
Minotrol 16.

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

BoruuciieHue U HHTepNpeTaLMs pPe3y/JbTaTOB

CBeZ[eHI/ISI o npoucaype KOHTPOJIA u HUHTEpHpEeTalluN
PEYIBTATOB CM. B PYKOBOJICTBE ITOJIb30BATECIIA anliapara.

HN3meHeHus1 B mopsigke padoThl ¢ IPOAYKTOM H B
€ro pado4ymx XxapaKTepucTHKAX

l'[onpe)lmemle YIHaKOBKH

B ciywae noBpexaeHMs 3alUTHON yHAaKOBKH HE MCIIOJIB3YyHTE
pactop ABX Minotrol 16, tak kak mHoOBpexIeHHS MOIJIH
MOBJIHATH Ha paboYHe XapaKTepUCTHKHU MPOJyKTa.

Hanuuue NMPU3HAKOB NMOPYH NMPOAYKTA

Ilpy Hanmuuuu Kakux-1M00 MOPU3HAKOB (U3MUYCCKOH HIIH
xuMmaeckoit mopun pactsopa ABX Minotrol 16 (momyTHerue,
H3MCHEHHUE L[BETA U T.II.) €r0 CICAYET 3aMCHUTb.

HeraBHJ’IbHOC CMCIIUBAHUE

B citydae HENOJHOro IepeMeIMBaHus COACPIKUMOTO NPOOUPKH
Iepel MCIOJb30BAaHUEM B3ATBHIA oOOpasel, a TaKKe OCTaToK
ABX Minotrol 16 B mpoOupke CTAHOBATCS HEIPUIOTHBIMH
JUISL pabOTHI.

TeMnepaTypHme OrpaHUYCHUSA

He wucnons3syiire pacteop ABX Minotrol 16, ecii on panee
3aMOPaKUBAJICS UITH [OJIBEPrajiCsi H30BITOYHOMY HarpeBy.
Ilepen wucnonb3oBanueM pactBopa ABX Minotrol 16
ybeauTech, 4TO OH AOCTUT paboyell TeMmepaTypbl, yKa3aHHOH B
PYKOBOJICTBE OJIb30BATEINS alliapara.

BHayTpeHHuii KOHTPOJIb KayecTBa

KonrposbHbie o6pasust kposn HORIBA Medical neo6xoxumo
UCIIONB30BATh  JUI  [EPUOAMYECKOM  OIEHKM  KadecTBa
(GYHKIMOHMPOBAHMSI PEarcHTOB M amiapara B 3aJaHHBIX
JiMana3oHax.
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Kommanus HORIBA Medical mnpemmaraer ucronbp30BaTh
WHTEpaKTHBHYIO MEXKIa00paTOPHYI0 TPOrpaMMy CpPaBHEHHS
pesyasratoB (Online Interlaboratory Comparison Program,
QCP), xotopas ofecrmeyrBaeT MOCTYN 4Yepe3 HHTEPHET K
ClleyomuM QyHKIHSM:

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

B MOHHTOPHHT KauecTBa  PaboTHI AHAIINTHYECKOTO
000pynOBaHHUS u HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YIBTATOB UCCIENOBAHMI C PE3yIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOPaTOpHii IO BCEMY MHpY;

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

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

ConocTaBuMOCTb KaJIHOPATOPOB U
KOHTPOJIbHbIE MaTepHAJIbI

Cpencrea ynpasienuss u kanmubparopst HORIBA Medical
00eceunBaOT MPOCISKUBAEMYIO CBSI3b CO  CTaHIAaPTHBIMU
pedepeHTHBIME METOIAMH.

I'ematonornueckue ananuzatopsl B JlabopaTopun obecriedeHust
KayecTBa OTKAIMOPOBAHBI C IMOMOIUBIO IIEIBHOM KpPOBH 0O
3HaYCHHH, MOIYYCHHBIX C IOMOIIBIO CIEAYIOIINX CTAHAAPTHBIX
pedepenTHBIX MeTonoB. OOpaslbl IETbHOM KPOBH, B3STHIEC Y
HOPMAJIbHBIX, 3I0pPOBBIX  JJOHODOB, TIOMEIICHBI B
antukoaryisHT EDTA u npoananu3upoBaHbl B T€UEHHE LISCTH
YaCcOB MMOCJIE B3SITHS.

Beabie kpossinbie kierkn (WBC) u kpacHble KpoBsiHbIE
kiaetkn (RBC) ananusupyrores Ha npubope” Coulter Counter
cepun Z. Bee moacueTs KOppEKTUPYIOTCSI Ha COBITAICHHE.
Temoro0un  u3MepsieTcss € TIOMONIBIO  peareHra,
pexoMeHyeMoro MHCTUTYTOM KIMHHYECKHX U J1ab0paTOPHBIX
CTaH/IapTOB (CLSI), ULt TreMOTJIOOMHINAHUTHOTO
(unanmMeTreMoriioGHHOBOr0) MeTona 4). Tokazanns
noiy4arorcss npu JumHe BonHbl 540 HM Ha Komopumerpe/
CIIEKTPO(OTOMETPE, OTKAIMOPOBAaHHOM B COOTBETCTBHH C
pexomenauusamu CLSI H15-A3 u ICSH (4).

IemaTokput (00BEM OCKICHHBIX KICTOK) H3MEpSETCs ¢
MOMOIIBI0 TEMAaTOKPUTHBIX MHUKPOIPOOHPOK M3 GECLBETHOTO
3alMTHOrO  cTekna (03  TOKPBITHS — AHTHKOATYJISTHTOM),
HEHTPU(YTUPOBAHHBIX B TEYGHHE 5  MHHYT B
MHKPOTEMAaTOKPUTHONH  LEHTpH(yre B  COOTBETCTBHH C
nokymerntom CLSI H7-A3 (5). Hukakue KOPpEKTHPOBKH HE
BHOCSITCS [UISL 3aXBaYCHHOM II1a3MBbl.

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

* Bce mapku u npooykmivl AGIAI0OMCS MOP2OGbIMU MAPKAMU Ul
3apecucmpupoeaHHbIMU mMopeoebIMU mapkamu
COOMBEeMcmeyIOUUX KOMAAHUI.
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PedepencHble MHTEPBaAJIbI

Henpumenumo.
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