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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3nauyenue 2

ABX Difftrol — >T10 TpexypoBHeBoe MHOromnapaMmeTpuiecKoe
CPEACTBO KOHTPOISI, MpEIHA3HAUYCHHOE ISl HCIIOJIB30BAHMUS
IIPY TIPOBEACHUN THATHOCTHUKH [N Vitro m paspaboTaHHOe IS
TPUMEHeHHsI TIPH MOHHUTOPHHIE TOYHOCTH W JOCTOBEPHOCTH
remaronornyeckux ananuzaropos HORIBA Medical.

JlaHHBIE TI0 KOHKPETHBIM MOZIEISM alllapaToB MOXKHO HAWTH B
JIMCTKE C XapaKTePUCTHKAMM IIPOLEAYPH HCIOIb30BAHMS
pacrsopa ABX Difftrol.

IIpenynpesxaeHust 1 Mepbl NPEAOCTOPOKHOCTH

m Pacreop ABX Difftrol mnpegnasnasen Tomeko s
poecCHOHaIbHON THArHOCTHKY iN Vitro.

m Jlonb3oBaresb 00s3aH IPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO POJYKTA.

m CornacHo HopmatuBHOMY nokymenty (EC) N°.1272/2008
9TOT PEarcHT CUYUTACTCsl OE3BPEAHBIM BEIIECTBOM.

®m Marepuaa  4YelnoBe4YecKoro npoucxoxacHus.  Cuenyer
obpararbest Kak ¢ HOTCHIHAIBHBIM HCTOYHUKOM HH(EKIUH.
Kaxnas JOHOpCKast eIIMHHLA TU1a3MbI KpOBH,
HCIIONB30BAHHAS Ul HPHIOTOBJICHUS 3TOTO IMPOIYKTa,
[POTECTUPOBaHa 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 MU3BECTHBIX METO/OB
aHaJIM3a HE JIAeT MOJHOM yBEPEHHOCTH B OTCYTCTBUH BUpYyCa
renatuta B, Bupyca ummyHozxedunura yenoseka (BUY) wmu
JIpYrux HMHQEKIHOHHBIX areHTOB, HPOAYKTHI ~ CJEAYyeT
paccMarpuBaTh Kak  B3sAThIE Yy IalMeHTa  00pasipl,
SIBJISIIOLIMECS. NOTCHLMAIBHBIM HCTOYHHKOM HH(QEKLHH, U
obpamarecss ¢ HUMH C COOJIOACHHUEM HAJICKAIIHX MEp
MPEJOCTOPOKHOCTH COTVIACHO HauIekallel JiabopaTtopHOi
mpakruke (1, 2, 3).

m CoGurofaiiTe MPUHATBIC B 1a00PaTOPUK CTAHIAPTHBIC MEPhI
MPEJOCTOPOKHOCTH W BBINOJHSINWTE PEKOMEHIALMH 110
OXpaHe 370pOBbsi M TEXHHUKE 0E30MaCHOCTH (eaepaabHOro
WM PETHOHAIIBHOTO YPOBHSI.

m Cu. macropt 6e3omacHoctr npoaykra (SDS), orHocsmmiics
k ABX Difftrol.

YTunauzamus 0TX010B

Cwm. Tpe60BaHI/ISI PETUOHAJIbHBIX HOPMATHUBHBIX JOKYMEHTOB.

MuKpPOOHOJIOrHYeCKoe COCTOSIHNE

Henpumenumo.

Onucanme u coCcTaB

Onucanue:

Pacteop ABX Difftrol mo Brememy Buay moxox Ha CBEXYIO
LeJTbHY0 KpoBb. Hannume po3oBaToro cyrnepHaTaHTa sSBISCTCS
HOPMOIi.

Cocras:

Pacteop ABX Difftrol coxepxur neiikouutsr  (WBC),
spurporutel (RBC) u tpomGouutsr (PLT) miekomurarommx,
B3BEIIECHHBIE B JKUAKOCTH, CX0XKEH € MIa3MOi KPOBH.

YcaoBus XpaHeHHUs U CTAOMJILHOCTD

® VcaoBus xpanenus (1o Bexpoitus): 2-8°C (35-46°F).
He 3amopaxxuBaTs.
Korga mnpoOHMpKH HE HCIOJIB3YIOTCS, HX HEOOXOIMMO
XPaHUTh B BEPTHKAIBHOM MOJIOKEHHH B OPHUTHHAIBHOM
YIaKOBKe.
He pexkoMeHayeTcsi XpaHUTh B OTHCICHUSX Ha JBEpH
XOJIOIMJIbHOM KaMephl.

A/3MeHeHNs: alIapar CHAT ¢ HPOJAKH.
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ABX Difftrol

® CraéuibHocTh BO BCKpbiToM coctosinun: ABX Difftrol
crabuned B xome 16 mpomenyp B3sTHs TpoO B TedeHHe
makcumym 16 mueit mpu Temmeparype 2-8°C (35-46°F)
TOCITe OTKPBHITHSA U B TEUCHHUE CPOKA TOIHOCTH.
Ipobupku ¢ kamuOpatopom ABX Difftrol HeoGxomumo
IUTOTHO 3aKPBIBATh KPBIIIKOi MOCIE HCIIONB30BAHHS.

®m CpoK roIHOCTH: CM. CPOK TOAHOCTH Ha 3THKETKE YITAaKOBKU
peareHra.

Heo0xoqumbie, HO He TIpPeI0CTABJsIEMbIE
MaTepHAaJIbI

B ABTOMaTH3HMPOBAHHBIA I'€MaTOJIOTHUECKUN aHATIM3aTOP.
® CrannaptHoe 1abopaTopHOe 000pyIOBaHHE.

Oobpazen

Henpumenumo.

ITpouenypa

ABX Difftrol rotos k ncrnonb3oBanuio.

AHanu3 KOHTponeil ciemayeT BBIONHATh €XKEJHEBHO B OIHO
BpeMsl C aHaJIM30M B3ATHIX Yy TMalUeHTa o0pas3loB c
BBIMTOTHEHUEM KaJTMOPOBKU MIIM TEXHUYECKOTO OOCTYKHBAHHS
MpU KKAO0M aHanuse. YacTtora aHamu3a KOHTPOJIEH 3aBUCUT OT
TpeOoBaHMii 1abopartopun. B kaxmolt nabopaTopuu ITOJDKHBI
OBITH OMNpEZENeHbl MOAJEKAIIUE COOTIOACHUIO MPOIEAYpBI
obecrieyeHust  KadecTma. OTH  mpouenypbl  JOJDKHBI
COOTBETCTBOBATh JIEUCTBYIOMINM aTTECTAllMOHHBIM
TpeOOBaHUAM U MPUMEHUMBIM HOPMATUBHBIM TOJIOKEHHSM.

1. Joseaure ABX Difftrol 1o xomuarHOii TemmepaTypsl
IyTeM MPOKATKA NPOOMPKH MEXAy JafgOHAMH, IOKa
IPUTPOLMTAPHEIE  OCaZoOK  He  OyZeT  IOJHOCTHIO
cycrenanpoBan. He BcTpsixuBats.

2. CM. B pYKOBOJICTBE I0JIb30BATENIsl MOPSAOK UACHTH(HKALINK
pactBopa ABX Difftrol ¢ momouipio ckaHepa mWTPUXKOIOB
WM BPYUHYIO.

3. AkkypatHo mnepeBepHuTe mpobupky oTr 8 mo 10 pa3
HEMOCPEACTBEHHO Mepes 0TO0poM mpob.

4. 3anyctutre ABX Difftrol B cootserctBin ¢ mpouenypoi,
OIHCAHHO! B PYKOBOJCTBE MOJIb30BATEISI.

5. Ilporpure  pe3pdy W KpPBINIKY  IPOOMPKH  IIOCHE
HCTIONb30BAaHUS C TIOMOLIBI0 OE3BOPCOBOM MapiIy.

6. 3akpoiite U moMecTHTe TPOOUPKY B XOJOMUIBHUK Cpasy e

II0CJIC UCITIOJIb30BaHMA.

JlaHHbBIE 110 KOHKPETHBIM MOJIEJIAM alapaToB MOKHO HaiiTH B
JIMCTKE € XApaKTEPUCTHKAMU TIPOLEAYPHl HCIIOJIb30BaHUS
pactsopa ABX Difftrol.
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IMonpoOHble MHCTPYKIMH MO MPOLEAypaM aHaJIN3a U KOHTPOJIS
pe3ylIbTaToOB CM B PYKOBOJICTBE ITOJIb30BATENS alapaTa.

MeToanka

ABX Difftrol - 3TO CTaOMITBHBIIH npernapar,
NpelHa3HAuYCHHbIH A MOHHUTOPHHIa TOYHOCTH PabOThI
reMaToJOTHYeCKUX  AHAIU3aTOPOB.  JTAJOHHBIC  3HAYCHHS
MOJTy4YeHBI P MOBTOPHBIX MMPOLIEAYPax aHAIM3a Ha ammaparax,
OTKAIMOPOBAaHHBIX C KCHOJIB30BAaHUEM LEIBHOH KpPOBU MO
3HAUCHUSIM, IIOJYYEHHBIM MPHU HCHOJIB30BAaHUU OSTATOHHBIX
meronoB.Ananu3 kanmubpatopa ABX Difftrol ma anmapare
BBIMIOJIHACTCS TEM JKe CImocoOoM, 4Tto W o0pasen KpoBH
nanueHTa  (OmpemessifoTCs  YACNbHOE — CONPOTUBICHHE U
olTHYECKas [UIOTHOCTB, BBIIIOJIHSFOTCS
CIEeKTPO()OTOMETPUYCCKIE U3MEPECHHUS).

q)yHKIIHOHa.T[bH])Ie XAPAKTCPUCTUKH U
OrpaHmvicHust

Cpennue pesynbrarhl aHanmsa kaxmoro mapamerpa ABX
Difftrol nosy4ens! 13 MOBTOPHBIX aHAIM30B, MPOBEICHHBIX Ha
aHaIM3aTopax, KOTOpHBIE ObuTH OTKaJIMOPOBAHBI c
HCIIOJIb30BaHMEM IETbHON KPOBH. AHAJIM3bl MPOBOAMIIHCH C
HCTIOJIb30BaHHEM peareHToB, PEKOMEHIOBaHHBIX
HORIBA Medical. 3nauenus, monydennsie ¢ nomomsio ABX
Difftrol (ecim wcnonb3yercss 10 HMCTEYEHHsT CPOKA T'OTHOCTH)
JOJDKHBI HaXOOUThCS B Ipe/esiaX OXKHIAeMOro JHara3oHa.
Osxunaembie JIMATIa30HbI SIBIISIFOTCSI Mpe/ICTaBICHUEM
OLICHOYHBIX BapHalMii MEXIy pa3lIuuHBIMU J1a00paTopUsIMU
Ui KaXaoro mapamerpa. MexnabopaTopHble —BapUaluH
SIBIISIFOTCS CIIE/ICTBUEM KalInOpOBKH, TEXHHYIECKOTO
oOciry>)kuBaHUS U crocoba sKcIuryatanuu npudopa. Ilostomy
pedepeHTHBIE pe3yabTaThl MOAXOAAT TOJNBKO ISl  LIeNei
KOHTPOJISI M HE JOJDKHBI HCIIOJIB30BAThCS ISl KaluOPOBKH.
Heo06xoquMo MpOBECTH MHHHMYM IISATh IOCIEI0BaTEIbHBIX
aHaIM30B Ha IMPABWIBHO OTKATHOPOBAHHOM AaHAINU3aTOope,
9TOOBl ~ YCTAHOBUTH  CpPEJHHE  pE3ydbTaThl — aHalmuW3a U
CTaHIApTHBIE OTKJIOHEHWs Juis Kaxmoro mapamerpa ABX
Difftrol.

Cwm. maparpad «CooTHeceHHe KanuOpaTOpoB M KOHTpOJeEi ¢
ITaJOHHBIMH MaTepHaIaMu»

BolunciieHue u HHTEpHpeTanusa pe3yjabTaToB

Crenenus 0 npouenype KOHTPOJIA u HUHTEpHPETaAalluN
PE3YJIbTATOB CM. B pPYKOBOJACTBE IIOJIL30BATECIIA allapara.
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HN3meHeHus1 B nopsigke padoThl ¢ IPOAYKTOM H B
€ro padoymx XxapaKTepucTHKAX

IloBpexkaeHne ynakoBKu

B ciiydae mOBpekICHUS 3alllUTHON YIMAKOBKH HE HCHONb3YHTE
pactBop ABX Difftrol, Tak kak moBpexaeHus MOTIIH TTOBIHATH
Ha paboune XapaKTepHCTHKH IPOIyKTa.

Hanuyne npu3HAKoOB MOPYM NMPOAYKTA

IMpn Hammuuu Kakux-IUOO MPU3HAKOB (U3MUYECKONH WM
xumuueckoi mopun pactsopa ABX Difftrol (momyrrenwue,
M3MEHEHHE LIBETa U T.II.) €r0 CICAYeT 3aMEHHUTb.

Hel'lpaBl/lJ'leOE CMeIIUBAaHUE

B ciydae HETOIHOTO TePEMEIUBAHMS COAEPKUMOTO TPOOHPKH
mepen WCIONB30BaHHEM B3SATHIM OOpasel, a TaKkKe OCTAaTOK
ABX Difftrol B npoGupke CcTaHOBATCS HENPHUTOJHBIMU IS
paboThI.

TeMnepaTypmﬂe OrpaHUYeHUs

He wucnons3yiite pactsop ABX Difftrol, eciu oum panece
3aMOPaKUBAJICS WITH OJBEPrajicsi H30BITOYHOMY HarpeBy.
[Tepen wucnonszoBanuem ABX Difftrolybenurecs, uto o
JocTur pabouel TeMmepaTypbl, Kak OIHCAaHO B PYKOBOJCTBE
MoJIb30BaTeNs Mprbopa.

BHyTpeHHMII KOHTPOJIb KayecTBa

ABX Difftrol momken wucmonb3oBaTteCs IS MEPUOAUIECKOI
OLCHKM  B3aUMOYBS3aHHOCTH peareHToB W  npubopa B
yKa3aHHBIX JIHANa3oHax.
HORIBA Medical IpeuIaraer OmnyaiiH-nporpamMmy
Mmesxkadoparoproro cpasuenns (QCP), kortopast mpenocrasisier
noctyi 1o VHTepHery K:

® [oJaya OTYETOB O pe3yJbTaTaX BHYTPEHHETO KOHTPOJIS
KauecTBa B OHJIAIH-peXnMe;

B MOHHUTOPHHT KadecTBa paboThl AQHAJIMTUYECKOTO
000pyI0BaHUS u HETOCPEICTBEHHOE CpaBHEHUE
pe3yIbTaTOB HCCIEA0BaHUI C pe3ysbTaTaMy, MOIy4eHHBIMU
B COTHSIX JJabopaTtopuii o BceMy MHPY;

® JOJlydeHHE B PEXXHMME PEajJbHOrO BPEMEHHM CTaTHCTHYECKUX
oT4eToB rpynn komrer yepes QCP.

Bonee moapobuyro mH(pOpMaLUI0O MOXHO MHOITYyYUTh Ha BeO-

caiiTe 1o 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.

Jlurepatrypa

1. Occupational Safety and Health Standards:
bloodborne pathogens. (29 CFR 1910. 1030). Federal
Register July 1, 1998; 6: 267-280.

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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