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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3znauenue

ABX Difftrol — 310 TpexypoBHEeBoe MHOromnapameTpHIecKoe
CPEACTBO KOHTPOJISI, MPEIHA3HAUYCHHOE Ul HCIIONB30BAHHUS
MpY TIPOBEACHUN THATHOCTHUKH [N Vitro u pa3paboTaHHOE IS
[PUMEHEHHs] TPH MOHHUTOPHHIE TOYHOCTH M JOCTOBEPHOCTH
remaronornueckux ananuzatropos HORIBA Medical.

JlaHHBIE [0 KOHKPETHBIM MOJEISIM allapaToB MOXKHO HAWTH B
JIMCTKE C XapaKTePUCTHKAMM IPOLEAYPH HCIOIb30BAHMSI
pacrBopa ABX Difftrol.

Ipenynpesxknaenusi 1 Mepbl MPeTOCTOPOKHOCTH

m Pacreop ABX Difftrol mnpennasznauen
npodecCHOHATBHOM THATHOCTUKH iN Vitro.

® [Jlonp3oBaTenb 00s3aH IPOBEPUTH COOTBETCTBUE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO MPOIYKTA.

m CormacHo HopmaruBHOMY aokymenty (EC) N°.1272/2008
9TOT PEArcHT CUYUTACTCsl GE3BPEAHBIM BEIIECTBOM.

TOJIBKO  JJIsA

® Marepuas  d4enoBedeckoro mnpoucxoxaeHus. Ciepyer
o0paIaThcs Kak ¢ MOTCHIIHAIbHBIM HCTOYHUKOM HHQPEKIHHU.
Kaxnas JTIOHOPCKast eMHUIIA TU1a3Mbl KPOBH,

UCIIOJI30BaHHAsA JUIsl IIPUT'OTOBJICHHSA OTOr0 IHPOAYKTaA,
MPOTECTHPOBaHa ¢ moMoIIb0 omxodpenHoro FDA metona, u
B Hell He oOHapyxensl HBsAQ, BI'C u anturena x BUY
1/2. B CBS3U C Te€M, 4TO HMKAKOW W3 M3BECTHBIX METOOB
aHanM3a He JaeT MOJHON YBEPEeHHOCTH B OTCYTCTBUH BHpYcCa
renatuta B, Bupyca umMmyHoaedunura yenoseka (BUY) wnn
OpYruX HMHQEKUHOHHBIX AareHTOB, HPOAYKTHI CIEayeT
paccMmaTpuBaTh KakK B3ATHIC y nanueHTa 06pa3ubl,
SABIAOIIUECA ITOTCHLHAJIBHBIM HCTOYHHUKOM l/IH(bel(LlI/II/I, n
obpamiatbCcss ¢ HHUMH C COONIOACHHEM HAIUISKALIUX Mep
IPEAOCTOPOKHOCTU COIJIACHO HaJyIexalneil JiabopaTopHOH
npakruke (1, 2, 3).

®m Cobnronaiite NpUHATHIC B 1a0OpaTOPUM CTAaHIAPTHBIE MEPHI
NpEeaOCTOPOKHOCTH U BBITTOJTHSMTE pPEKOMEHAAUNU 110
OXpaHe 310pOBbsl M TEXHHKE 0e30macHOCTH (enepaabHOro
WJIN pEriOHAJIBHOT'O YPOBHS.

® CM. macnopT O0e30macHOCTH

Difftrol.

(MSDS) pactBopa ABX
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Yruauzanusi 0oTX0a0B

Cwm. Tpe60BaHI/I$[ PEruoOHaJIbHBIX HOPMATHUBHBIX JOKYMEHTOB.

Mukpo6uoJiornyeckoe cocTosIHHE

Henpumenumo.

Onucanme u coOCTaB

Onucanue:

Pacteop ABX Difftrol no BremHemy Buay mOX0X Ha CBEXYIO
LeJbHYI0 KpoBb. Hasnume po30BaTroro cyrnepHaTaHTta sBISICTCS
HOPMOIi.

Cocras:

Pacteop ABX Difftrol coxepxur neiikouutsr (WBC),
spurporutel (RBC) u tpomGouutsr (PLT) miekomuraromux,
B3BEILIEHHBIE B JKUAKOCTH, CX0XKEH € MI1a3MON KPOBH.

YcioBust XpaHeHHs M CTA0MJIBLHOCTH

® VYciaoBus xpanenus (no Bexkpoitus): 2-8°C (35-46°F).
He 3amopaxuBarsb.
Korma mnpoOupku He HCHOJB3YIOTCS, HX HEO0O0XOIMMO
XpPaHUTh B BCPTHKAIBHOM [OJIOXKEHHH B OPUTHHAJIBHOM
yIaKoBKe.
He pekoMeHayeTcss XpaHHTh B OTHACICHHAX Ha JBEpH
XOJIOJUJIBHOM Kamephl.

® CrafuibHOCTh BO BCKpbiToM coctosinuu: ABX Difftrol
crabuwieH B xoxe 16 mpouenyp B3sTHS HpoO B TeueHHE
makcumym 16 mmeit mpu temmeparype 2-8°C (35-46°F)
[OCJIe OTKPBITHS M B TEYCHHE CPOKA T'OJJHOCTH.
Ipobupku ¢ xamubpatropom ABX Difftrol HeoGxomimo
IUIOTHO 3aKPbIBaTh KPBILIKOW ITOCIIE UCTIONB30BAHHS.
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® CpoK roHOCTH: CM. CPOK TOJHOCTH HA THKETKE YIAaKOBKU
peareHra.

Heoﬁxoaanle, HO HE NMpPeaoCTaABJIACMbIC
MaTepHuaJibl

B ABTOMaTHU3MPOBAHHBINA I'eMaTOJIOTHUECKUN aHAIM3aTOopP.
® CrannaptHoe JabopaTopHoe 000pyI0BaHKE.

Oo6pazen

Henpumenumo.

[pouenypa

ABX Difftrol roros k ucmoap30BaHHIO.

AHanu3 KOHTPOJIEH CJeayeT BBINOJHATH E€XKEIHEBHO B OJHO
BpeMsl C aHaJM30M B3ATBHIX Yy [aldeHTa o0pasioB ¢
BBIMIOJIHEHUEM KaJTMOPOBKU HJIM TEXHUYECKOTO OOCITYKUBAHHS
MpY KXI0M aHanusze. Yacrora aHain3a KOHTPOJIEH 3aBUCHUT OT
TpeboBaHmii 1abopartopun. B kaxmol JabopaTOpUU TOJKHBI
ObITh OMpEJENEHbl MOJIEXKAIIHE COONIOAEHUIO TIPOIEAYPHI
obecrieyeHrss ~ Ka4ecTBa.  JTH  OPOUELYPbl  JIOJDKHBI
COOTBETCTBOBATH JIEUCTBYIOIIIM aTTECTAIMOHHBIM
TpeGOBAHKUSM M IPUMEHUMBIM HOPMATUBHBIM TTOJIOKEHHSIM.

1. Hoseaure ABX Difftrol 1o xomuarHO# TemmepaTypbl
MyTeM TIPOKAaTKH HPOOHPKH MEXIy JaJOHAMH, [OKa
OPUTPOLMTAPHBIA  0CaoK  He  OyAeT  MOJHOCTHIO
cycrienaupoBad. He BCTpsixuBath.

2. CM. B pyKOBOJCTBE IOJIb30BATENS TIOPSAOK HACHTHPUKAINH
pacreopa ABX Difftrol ¢ nomorpro ckanepa IITPUXKOAOB
WK BPYYHYIO.

3. AkkypatHo mnepeBepHuTe Mpobupky or 8 mo 10 pa3
HETIOCPEACTBEHHO Iiepei 0T0opoM mpo0.

4. 3anycture ABX Difftrol B coorserctBun ¢ mpouenypoi,
OIMCAaHHO! B PyKOBOJICTBE I10JIb30BATEIs.

5. Ilpotpute  pe3p0y W  KPBINIKY TPOOHPKH  TOCTE
HCTIONB30BaHMS C MOMOLIBI0 OE3BOPCOBO MapiIH.

6. 3akpoiiTe U MoMecTUTe NPOOUPKY B XOJOMUIBHUK Cpasy ke
HOCJIe UCIIOIb30BaHUs.

JlaHHBIE [0 KOHKPETHBIM MOJEISM alllapaToB MOXKHO HAWTH B
JIMCTKE C XapaKTePUCTHKAMH TPOLEAYPH HCIOIb30BAHMSI
pactBopa ABX Difftrol.

IMoxpoGHBIE HHCTPYKIMH 110 MPOLEAypaM aHaiu3a ¥ KOHTPOJIS
PE3yJIbTaTOB CM B PYKOBOZCTBE MOJIb30BATEIS anapara.
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Metoauka

ABX Difftrol - 3TO CTaOWIBHBIM  Tpernapar,
NpEIHA3HAYCHHBIA JUII MOHHUTOPHHIa TOYHOCTH PpabOThI
reMaTOJOTHYECKHX — aHAJIM3aTOpOB. OTaJOHHBIC  3HAYCHHS
MOJIyYeHBI TP OBTOPHBIX MPOLEAypax aHalN3a Ha ammnaparax,
OTKaJUOPOBaHHBIX C HCIONB30BAHHEM LIEIbHON KPOBH IO
3HAYEHHSM, IIOJYYCHHBIM MPH HCIOJIb30BAaHUH 3TAJOHHBIX
meronoB.AHanu3 kanuOpatopa ABX Difftrol na anmapate
BBHITIONTHAETCS. TEM JK€ CIoco0OM, dYTO M o0pas3en KpoBH
manpeHta  (OMpeAeNSIIOTCS — YACHAbHOE  CONPOTUBICHHE W
omnTHYECcKas IUIOTHOCTB, BBIIOJHAOTCS
CIIEKTPOYOTOMETPHIECKIE H3MEPEHHSI).

(I)yHKIIHOHaJ'[])HbIe XAPAKTCPUCTUKH U
OrpaHnvIcHUst

CpenHue pe3ynpTaThl aHaium3a Kaxporo mnapamerpa ABX
Difftrol nosy4ens! 13 MOBTOPHBIX aHAIM30B, MPOBEICHHBIX Ha

aHaIM3aTopax, KOTOpBIE ObuTH OTKaJIMOPOBAHBI c
HCIOJIb30BAHUEM LEJBbHOH KPOBH. AHAIM3bl HPOBOIMINCH C
HCIOJIb30BAHUEM peareHToB, PEKOMEH/IOBaHHBIX

HORIBA Medical. 3unaucnusi, monyuennsie ¢ momompio ABX
Difftrol (ecim wcnonb3yercss 10 HMCTEYEHHsT CPOKA TOTHOCTH)
JOJDKHBI HAXOAWTBCA B Ipe/eliaX OXHIAEMOTro JAWana3oHa.
OxMpaeMble  JAWANa3OHbl  SBISIOTCA  INIPE/CTaBICHHEM
OLICHOYHBIX BapHalMil MEXIy pasIM4HBIMH J1abOpaTOPHAMU
UL KaXAOro mapaMerpa. MexinabopaTOpHble BapHalUH
SIBJISIOTCS CIIEICTBHEM KaJIHOPOBKH, TEXHUYECKOTO
oOciry’)KuBaHUSL W crocoba dKcIuryatanuu npudopa. Ilostomy
pedepeHTHbIe pe3yNbTaThl MOAXOIAT TOJBKO JUIs  Lejei
KOHTPOJSL M HE JOJDKHBI HCIIOJB30BaThCA JUIS KATHOPOBKH.
Heo0xonuMO TNpOBECTH MHUHUMYM IISITh IOCIEOBATENIBHBIX
AQHAIM30B HA MPABWIBHO OTKATMOPOBAHHOM aHAIHM3ATOPE,
YToObl ~ YCTAHOBHTb CPEAHHE  DPE3yNbTaThl aHajIu3a |
CTAQHJApTHBIC OTKIOHEHMS I Kaxjoro mnapamerpa ABX
Difftrol.

CMm. maparpa¢d «CooTHeceHHEe KammOpaTOpOB M KOHTPOJEH C
STAJIOHHBIMH MaTepHaNaMu»

BoluncieHue u HHTEpIpeTanud pe3yjabTaToB

CeezleHHsT O TIpoLeaype KOHTPONIST M HHTEPIpeTaluu
pe3ylIbTaTOB CM. B PYKOBOJICTBE IOIb30BATENS amapara.
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HN3meHeHus1 B nopsigke padoThl ¢ IPOAYKTOM H B
€ro padoymx XxapaKTepucTHKAX

IloBpesxkaeHue ynakoBKu

B ciiydae MOBPEK/ICHHS 3alMTHON YIAKOBKH HE UCIHOJB3YHTE
pacteop ABX Difftrol, tak kax nmoBpexaeHuss MOIJIH TIOBJIMSATH
Ha paboYne XapaKTEePUCTHKU MPOIYKTA.

Hanuune NMPU3HAKOB MOPYM NMPOAYKTA

Ilpy HaMMYMK KakuX-THMO0 MNPHU3HAKOB (DHU3HUUYECKOM WM
xumuueckoil mopun pactsopa ABX Difftrol (nomyruenwue,
M3MEHEHHE IIBeTa U T.II.) €r0 CIEAyeT 3aMEHHUTb.

HenpaBnanoe CMeEIIUBAHHUE

B ciydae HEMOIHOTO MEPEMEIIMBAHUS COAEPKUMOTO TPOOHPKH
mepen WCIONB30BaHHEM B3SATHIM OOpasel, a TakKe OCTAaTOK
ABX Difftrol B npoGupke CcTaHOBATCS HEHNPHUIOJHBIMU IS
paboThI.

TemMnepaTypHbIe OrpaHUYeHHS

He wucnome3yiite pacrsop ABX Difftrol, eciu on panee
3aMOPaKUBAJICS MITH [OJBEPrajICs H30BITOYHOMY HArPeBy.
ITepen ucnonbzoBanueM pactBopa ABX Difftrol yGenutecs,
4TO OH JOCTHr pabodell TeMmmepaTypsl, YyKa3aHHOI B
PYKOBOZCTBE II0JI530BaTEILs alllapara.

BHyTpeHHHI KOHTPOJIb KA4eCTBa

ABX Difftrol momken wuCIOIBb30BaThCS YIS IEPUOAUIECKOM
OLICHKH B3aHMOYBSI3aHHOCTH peareHToB W npubopa B
YKa3aHHBIX JHara3oHax.

Kommanuss HORIBA Medical mnpemnaraer ucnonb3oBaTh
VIHTEepaKTUBHYIO MEKJIa00paTOPHYO MPOrpaMMy CpaBHEHHS
pesyabratoB (Online Interlaboratory Comparison Program,
QCP), xoropas obecreddBaeT JJOCTYN Yepe3 HHTEPHET K
CIIeYIOMUM (DYHKIHSIM:

B [07aya OTYETOB O pPE3YJbTaTax BHYTPEHHErO KOHTPOJISL
KaueCcTBa B OHJIAWH-PEXUME;

B MOHUTOPHHT KauecTBa paboTsl AHAIMTUYECKOTO
006opynoBaHust " HEIOCPeICTBEHHOE CpaBHEHHE
pe3yJIbTaToOB HUCCIIENOBaHMil ¢ Pe3ysIbTaTaMH, MOMyYCHHBIMH
B COTHsIX J1a0OPATOPHii 110 BCEMY MHDY;

B [I0JIyYCHHE B PEKHUME PEabHOIO BPEMEHH CTATUCTHYECKHX
0T4eTOB rpynn Kosier yepe3 QCP.

Bonee moapobHyro uH(pOpMALUIO MOXHO HONXYyYUTh Ha BeO-

caiiTe Mo 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:
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3. Protection of Laboratory Workers From Occupationally
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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
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Edition. CLSI (NCCLS), document H7-A3 (2001) 20
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