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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Hazuauenue 2 P ®m [Ipenynpe:xaeHue: JaHHBI peareHT M3rOTOBICH Ha OCHOBE
MaTepuajoB JKABOTHOTO MPOUCXOXKIEHHsS. I[lo3TOMy ero
ABX Difftrol — 310 TpexypoBHeBoe MHOromapaMmeTpuiecKoe CIelyeT  CuUMTaTh  HOTEHUMANbHO  HMHQUIMPOBAHHBIM
CpeACTBO KOHTPOJIA, IPEAHA3HAYCHHOC Ui MCIOJIb30BAHUA MaTepuaaoM H IIpU pa60Te C HAM IIpUHUMATh HEO0OXOIUMBIE
MPY MPOBEACHUN THATHOCTHUKH [N Vitro u paspaboTaHHOE IS MepHI HPEIOCTOPOKHOCTH B COOTBETCTBHU c
NPUMCHECHUA NPU MOHUTOPUHIC TOYHOCTH U JOCTOBEPHOCTH YCTaHOBJIECHHBIMH Tpe60BaHI/ISIMI/I K TIIPOBCICHUIO
remarosorndeckux anammsaropos HORIBA Medical. 1a60PaTOPHBIX UCCIIEN0BAHMIA: (2).
JlaHHbIE 0 KOHKPETHBIM MOACIISM AIIIAPATOB MOXHO HAWTH B m Cobmonaiite MPUHATHIE B JIAOOPATOPUH CTaHIAPTHBIE MEPHI
JIMCTKEC C XapaKTCPUCTUKaMH TPOUCAYPHI HCIIOJIb30BAHUA NPENOCTOPOKHOCTH 1 BBIITOJTHSINTE PEKOMCHIAMK 10
pactBopa ABX Difftrol. OXpaHe 3[0pOBbi M TEXHHKE GE30MacHOCTH (helepanbHOro

WM PETHOHAIBHOTO YPOBHSL.
m Cwm. macropt 6e3omacHoctr npoaykra (SDS), otHocsmmiiCA
IMpenynpexaeHus 4 Mepbl MPEIOCTOPOKHOCTH © x ABX Difftrol.
m [Ipexge ueM MPHCTYNaTh K paboTe C aHaau3aTopoM,

. oreparop 00s3aH INPOHTH o0O0y4eHHE Yy TPeACTaBUTEINS
[ .
Pacreop ABX Difftrol npennasnauen Tonpko  juis comnarmt HORIBA Medical.

npo(heCCHOHAIBHOM JUArHOCTUKHY iN Vitro.
IpenHasHayeHO Ui HCIOJb30BaHUS B J1aOOPAaTOPHBIX
YCIIOBHSIX.
m Tlonb30Baresb 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO MPOYKTA.
m CornacHo HopmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEarcHT CUYUTACTCsl GE3BPEAHBIM BEIIECTBOM.
W MarepHall  YelIOBEYEeCKOro  mpoucxoxiacHus.  Cuemyer
TpeOOBaHUSIM.
obpaiarbest Kak ¢ MOTEHIUAIbHBIM UCTOYHUKOM HH(EKIHH. N N
K N ®m 3a TEXHMYECKOW MOMOIIBI0 obpaliaiitecs Mo TenedoHy
KJIBIIT OHOPCKasi ~ CIMHMIA  [UIa3Mbl  KPOBH
A JIOHOP AUTHALL poBH, +33 (0)4 67 14 15 16.
UCHOJIb30BaHHAs Ul IPUTOTOBJICHHS O3TOT0 MPOAYKTA,
nporectupoBana FDA ¢ momoinpio 0100peHHOr0 MeToaa, 1
B Hell He oOnapyxeusl HBsAg, BI'C u anturena k BUY

® Jl100ble cephe3Hble POUCIIECTBUS, UMEBILIUE MECTO B CBS3U
¢ JKCIUTyaTal[Medl aHaIM3aTopa, HEOOXOAMMO NOBOIUTH 0
CBEJICHUS TIPOM3BOAUTENSA U 10 YIOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHbl, B KOTOPOW HAaXOMHUTCS OIEpaTop Npubopa
W/ WM TIAIEHT.

m EMKocTM C peareHTaMd SIBJISIOTCS —OJHOPa30BBIMH U
MOJIEkKAT YTHIM3ALUK COrJIACHO MECTHBIM HOPMATHBHBIM

1/2. B cBsi3u ¢ Te€M, YTO HMKAKOW M3 M3BECTHBIX METOJIOB YTunusanus oTxon10s
aHaJIM3a He JIaeT MOJHON YBEPEHHOCTH B OTCYTCTBHH BUpYycCa
renatuta B, Bupyca ummyHoneduiuTa yenosexa (BUY) mwm CM. TpeOoBaHHUs PETHOHATBHBIX HOPMATUBHBIX JOKYMEHTOB.

IpYrMX HMHQEKUHOHHBIX AareHTOB, HPOAYKTHI CIEyeT
paccMaTpuBaTh Kak B3ATble |y IAalMeHTa o0pasusl,
SIBJISIOINNECS] MOTCHIMAIBHBIM HMCTOYHUKOM HH(EKIHH, H
obpamarbcsi ¢ HUMH C COOJIOACHUEM HaJUIeKAIUX Mep
HPEIOCTOPOXKHOCTH COIJIACHO HaJuIexalleld J1abopaTopHOH
npaxtuxe (1, 2, 3). Henpumenumo.

Mukpo6uoJiornyeckoe coCTOsIHHE

alI3meneHus: HoBast (popma Oykiiera O peareHre.
bI/ISMCHeHHH: anmapar CHAT € TIPOJaXKH.
CH3meneHust: 100aBIeHa PEKOMEHAALHS.
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ABX Difftrol

Onucanue M cCOCTaB

Onucanue

Pacteop ABX Difftrol no BHeniHemy BHay MOX0X Ha CBEXYIO
LEbHYI0 KpoBb. Hanmuue po30BaToro cyrepHaraHTa sBIseTCs
HOPMOI.

CocraB

ABX Difftrol conmepxur JeHKOUMTBI, DPUTPOLUTHI U
TPOMOOLMTEI (4ETOBEYESCKUE HITH JKHBOTHOTO HPOUCXOXKACHHS),
B3BEILICHHBIE B IJ1a3MONOA00HON KUAKOCTH

YcaoBusi XpaHeHHs U CTAOMIbHOCTD

® Vcaosus xpanenusi (1o BekpoiTus): 2-8°C (35-46°F).
He 3amopaxuBaTs.
Korga mnpoOGHpkH HE WCIHOJB3YHOTCSA, HX HEOOXOAHUMO
XpaHUTh B BEPTHKAIBHOM IIOJIO)KCHHH B OPUTHHAJIBHOM
yMaKkoBKe.
He pekoMeHAyeTcsi XpaHHTh B OTHCJCHHAX Ha JBEpH
XOJIOIMIIBHOM KaMephl.

® Cra0uibHocTh BO BeKpbiToM coctosinuu: ABX Difftrol
crabunien B xome 16 mporenayp B3sTus npo0d B TedeHHE
makcumyMm 16 nmeit npu temmeparype 2-8°C (35-46°F)
IIOCJIe OTKPBITHS U B TEYCHUE CPOKA T'OJJHOCTH.
Ipobupku ¢ xamubparopom ABX Difftrol seo6xomumo
IUIOTHO 3aKPbIBaTh KPBILIKOH MOCIIE HCTIONIb30BAHHS.

B CpoK rogJHOCTH: CM. CPOK TOJHOCTH Ha 3THKETKE YHAaKOBKH
peareHTa.

Tpebdyemble, HO He TpeOCTaBIAsAEMbIe
MaTepuAaJIbl

B ABTOMaTH3MPOBAHHBIA I'€MaTOJIOTHUECKUN aHATIM3ATOP.
®m CrangaptHoe 1abopaTopHOe 000pyIOBaHHE.

IIpoba

Henpumenumo.

ITpouenypa

ABX Difftrol roros x ncnoias3oBanmo.

AHanu3 KOHTpOJIEH CIeayeT BBIIOJHITH CKEIHEBHO B OJIHO
BpeMsl C aHaJM30M B3ATBIX Yy [almdeHTa oOpas3loB ¢
BBIMIOJIHCHAEM KaTHMOPOBKU WM TEXHUYECKOTO OOCTYKUBAHHS

HpH KaXI0M aHanu3e. YacTora aHanM3a KOHTPOJIEH 3aBUCUT OT
TpeboBaHuii nabopaTopun. B kaxmoil nabopaTopuu ITOKHEI
OBITH ONpeleNieHbl MOJUIeKALINE COOJMIOACHUIO IPOLETYPbI
obecrieyeHuss ~ KadecTBa. OTu  mpouesypbl  JOJKHBI
COOTBETCTBOBAaTh JEeHCTBYOIIUM aTTeCTAllHOHHBIM
TpeGOBaHUAM U MPUMEHUMBIM HOPMATHBHBIM MOJIOKEHUSM.

1. Hoenure ABX Difftrol mo xomuarHOi Temmneparypsl
IyTeM [POKATKH NPOOHPKH MEKAy JAJIOHSIMH, TIOKa
OPUTPOLIMTAPHBIA  OCamoK  He  OyAeT  MOJHOCTHIO
cycnieHaupoBaH. He BcTpsAxuBaTh.

2. CM. B pYKOBOJICTBE MOJIb30BATENS MOPSIOK UACHTHDUKALUN
pactBopa ABX Difftrol ¢ nomompio ckanepa MTPUXKOIOB
WK BPYYHYIO.

3. AkkypatHo mepeBepHuTe mpodoupky or 8 nmo 10 pas
HEIOCPEACTBEHHO Mepes 0T60pOM mpoo.

4. 3anycrure ABX Difftrol B coorsercTBiu ¢ mporenypoi,
OITMCAHHOW B PYKOBOJICTBE MOJIb30BATEIS.

5. lporpute pe3sdy W  KpHINIKYy  TNPOOMPKH  IIOCIE
HCTIOIB30BAHMS C TIOMOIIBI0 G€3BOPCOBOH MapIIH.

6. 3akpoiite u moMecTuTe MPOOUPKY B XOJOANUIBHUK CPa3y ke
OCJIE HCIIOJIb30BAHUS.

JlaHHBIE 110 KOHKPETHBIM MOJIENISAM allapaToB MOKHO HAaWTH B
JIMCTKE € XapaKTePUCTHKAMU TIPOLEAYPHl  HMCIIOJIb30BAHHS
pactBopa ABX Difftrol.

IMoapoOHbIE HHCTPYKIMHU 10 MPOLELYPaM aHaIU3a ¥ KOHTPOJIS
PE3yJIbTaTOB CM B PYKOBOJICTBE MOJIB30BATEIIS ariapara.

MeToanka

ABX Difftrol - 3TO CTaOMITBHBIIH npernapar,
NpenHa3HAuYCHHBIH A8 MOHHUTOPHHIa TOYHOCTH PabOTHI
reMaToJOTHYECKUX — AHAIU3aTOPOB.  JTAJOHHBIE  3HAYCHHS
MOJTy4YeHBI TP MOBTOPHBIX MPOLIEAYPax aHaIM3a Ha ammapaTax,
OTKATMOPOBAaHHBIX C HCHOJNB30BAaHUEM LIENBHOH KpPOBU MO
3HAYCHUSIM, TIOJMYYEHHBIM TPHU HCHOJNB30BAaHUU OSTATOHHBIX
meronoB.Ananu3 kanmubpatopa ABX Difftrol ma anmapare
BBITMIOJIHACTCS TEM K€ CImocoOoM, 4YTo W o0pasen KpoBH
naiyeHTa  (Ompe;ensifoTcss  yAeNbHOE — CONPOTHBICHHE W
omTHYECKast IUIOTHOCTB, BBIIOJIHSFOTCS
CIEeKTPO()OTOMETPHUYECKIE H3MEPEHHUS).

3KCHJIyaTaIIl/l0HHbIe XApaKTCePUCTUKHU U
OrpaHn4eHus d

Cpeznnue 3HaueHUs, yKa3aHHble 1y Kaxaoro mnapamerpa ABX
Difftrol, mnony4aloT ©3 pEIMIMPOBAHHBIX PE3YJIHTATOB
QHAJIM30B, BBINOJHEHHBIX Ha aHAIM3aTOPaX, OTKAITHMOPOBAHHBIX

I 3meneHus: MOIM(HKALIS MEKCEPHIHON BAPHAGETLHOCTH.
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ABX Difftrol

C HCIIONBb30BaHUEM LEJIbHOH KPOBH. AHANM3bl NPOBOAMIN C
HCIIOJIB30BAHHEM pearcHToB, PEKOMEHTOBaHHBIX
HORIBA Medical. OsxwugaeMble aManasoHbl  OTPAXKAIOT
BapHALIMIO MEKIY PasIHYHBIMU J1aGOPAaTOPUSIMU IS KaKZOTO
mapaMerpa.

TeMm He MeHee, 3HAUCHHMs, yKa3aHHbIC B [ACIOPTaX aHAJIN3a,
IOKHBI  OBITH TOJNBKO OPHEHTHPOBOYHBIMH ISl Lejei
KOHTPOJISL X HE JOJDKHBI HCTIONB30BAThCS IS KaTHOPOBKH.
Cornacao CLSI C24-A4 (4), cpennee 3HaueHHe aHAIM3a |
CTaHAApPTHOE OTKJIOHEHHE MOJDKHBI OBITh YCTaHOBJIEHBI MyTEM
[OCITeJOBAaTeIbHOrO aHamu3a B Jjabopartopuu. [mst aToro
HeoOxomuMo mpoBectd ananu3 HoBoi mapruum ABX Difftrol
MapajuIeNbHO C HCTONb3YyeMOil B HACTOSIIEE BpeMsl TapTHEl
ABX Difftrol.

B upaeane HeoOxomuMo npoBecT kak MUHUMYM 10 n3mepenwuii
B TeyeHHe Kak MuHUMyM 10 OTZenpHBIX IHEH Ha MPAaBHIBHO
OTKaIHOPOBAaHHOM aHAJIN3aTOPE, YTOObI YCTAHOBUTH CPEAHHUE
3HaueHHs1 aHaau3a. CTaHZApTHOE OTKIOHEHHE JIOJDKHO
OIPENeNAThCS B TeUeHHe 0ojee MIUTEILHOrO Mepruoaa, 4ToObI
3aXBaTbIBaTh B TOM YHCIE HCTOYHHKH JIOJNTOCPOYHOM
BapuabeIbHOCTH.

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

Borunciaenne u HHTEpHpeTanusa pe3yjabTaToB

CBeZ[eHI/ISI o npoueaype KOHTPOJIA u HUHTEpHOpEeTallun
PEIYIIBTATOB CM. B PYKOBOJICTBE ITOJIb30BATEIIA anliapara.

HN3meHeHus1 B nopsiike padoThl ¢ NPOAYKTOM U B
ero padoyMx XapaKkTepuCcTHKAX

IloBpexkaenne ynakoBKu

B ciyuae moBpexICHUsI 3alMTHOW YIIAaKOBKU HE HCIOJB3yHTEe
pacteop ABX Difftrol, tak kax moBpexaeHuss MOIJIH TIOBJIMSATH
Ha paboYne XapaKTEePUCTHKU MPOIYKTA.

Hannyne npu3HaKkoB MOpYM MPOAYKTA

Ilpy HaMMYMK KAKUX-THOO TPHU3HAKOB (DU3UUCCKON HITH
xumuueckoi mopun pactsopa ABX Difftrol (momyrrenwue,
H3MEHEHHE IIBETa U T.I1.) €r0 CJIEAYET 3aMEHHUTb.

HenpaBuibHoe cMelIUBaAHUE

B citydae HEMONHOTO HepeMEIINBaHus COAEPKIMOT0 NPOOUPKH
Iepes HCMOJb30BaHUEM B3ATHI 00pasel, a TaKKe OCTaToK
ABX Difftrol B npoGupke CTaHOBSTCS HENPUIOJHBIMH IS
paboThI.

TemnepaTypHble OrpaHHYeHUST

He wucnonssyiite pactsop ABX Difftrol, eciu on panee
3aMOpaXUBaAJICA UJIA ITOABEPrajcs 1/136I>ITO'~IHOMy Har‘peBy.
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Iepen wucmons3oBanuem ABX Difftroly6enurecs, uro o
Joctur pabodell TeMmmepaTypbl, Kak OIHCAaHO B PYKOBOJCTBE
HOJIb30BAaTENs IpUOOpa.

BHyTpeHHHII KOHTPOJIb KaYecTBa

ABX Difftrol nomken WCHonbp30BaThCS s HMEPUOAUUYECKOM
OLCHKH B3aMMOYBS3aHHOCTH pEarceHToB M mpubopa B
yKa3aHHBIX [HaNa30Hax.
HORIBA Medical npearaer OmJtaiiH-TIporpaMmy
MesxtaboparopHoro cpasHernst (QCP), kotopast mpenocrasisier
noctyn no MaTepHeTty k:

B T0flaua OTYETOB O pE3yJbTAaTaX BHYTPEHHETO KOHTPOJS
KauecTBa B OHJIANH-PEXKHME;

B MOHHTOPHHT KauecTBa  PabOTHI AHAIINTHYECKOTO
000pyIOBaHHS u HETIOCPE/ICTBEHHOE CpaBHeHHE
PE3YIBTATOB UCCIENOBAHUHN C PE3yJIBTATAMH, TOTyIEHHEIMH
B COTHSIX JJaGOpaTopHii TI0 BCEMy MUpY;

B TIONydEeHHE B PEXXHME PEATHHOTO BPEMEHH CTATHCTHYECKHX
oT4eToB Tpymn Kojuter yepes QCP.

Bbonee moxpoOHyr0 MH(pOpMAaMIO MOXHO IMOJIYYUTh Ha BeO-
caifre no azgpecy:
http://qcp.horiba-abx.com

CooTHeceHne KaIMGPaTOPOB M KOHTPOJIEH ¢
ITAJOHHBIMU MaTepHATAMHU

Cpencrsa kourpoist u kanubparopsr HORIBA Medical moxuo
COMOCTABHUTH CO CTAH/IAPTHBIMH TAIOHHBIMH METO/IAMH.
I'eMaToJIOrHYECKUE aHAIM3aTOPbI B J1ab0OpaTopuu 00ecreyeH s
KauecTBa OTKAIMOPOBAHBI C HCIIOIb30BAHUEM LICIBHON KPOBH
[0 3HAYCHHH, MOJYYCHHBIX C HCIOJIb30BAHUEM CJICAYIOIIHX
CTAQHJAPTHBIX STAIOHHBIX MeTO/0B. OOpasubl LEIbHOH KPOBH,
B3ThIC Yy HOPMAaJBHBIX, 3J0pPOBBIX [OHOPOB, COOHPAIOT B
antukoaryissHt EDTA 1 aHanusupyroT B TeUCHHE LIECTH YacoB
mocie coopa.

Jleiikouutsr (WBC) u spurpouutst (RBC) anamusupyrorcs
Ha npubope cepun Coulter Counter Z*. Bce 3HaueHus
CKOPPEKTHUPOBAHBI IS COOTBETCTBHSI.

TeMoro6uH u3MepsieTcss C  HUCIONB30BAHHEM PpEarcHTa,
PEKOMEH/IOBAHHOTO WHCTHTYTOM KIIMHHYECKHX CTaHAapTOB
(CLSIl) s meroma ompereneHus —TeMOIIOOHHIMAHKIA
(unanmerremornobuna) (5). ITokasanus mpoussomsites npu 540
HM Ha KOJIOpUMETpe/CreKTpohOTOMETpE, OTKAIMOPOBAaHHOM B
coorBerctBun ¢ pekomenpauusmu CLSI H15-A3 u ICSH (5,
6).

I'emaTokpuT (00BEM OC@XKICHHBIX KJIETOK) H3MEpSAETCS C
TIOMOIIBI0 CTEKISIHHBIX MHKPOTeMAaTOKPUTHBIX HPOOHUpPOK (He
TOKPBITBHIX ~ @HTHKOAryJSIHTOM),  LEHTPH(GYTHPOBAHHBIX B
TeYeHHEe 5 MHHYT B MHKPOTEeMAaTOKPUTHOW LEHTpHYyre B
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ABX Difftrol

coorBerctBun ¢ gokymentom CLSI H7-A3 (7). Tlompaska Ha
3aXBa4YCHHYIO IUIa3My He Je/IacTCsl.

TpoMOOUUTHI AHATUZUPYIOT C TOMOIIBIO [EMOLUTOMETPA U
(a30BO-KOHTPACTHOM OIITHKH.

* Bce mapku u npooykmbl A6ASA0MCS MOSAPHBIMU SHAKAMU UNU
3apecucmpupo8aHHbIMu MOBaAPHLLMU 3HaKaAMU
€OOMEEeMCmeyIWuUx KOMIAHUIL.

PedepencHblie nuHTEPBAJIBI

Henpumenumo.
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