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JlaHHbBIE 110 KOHKPETHBIM MOJICNISAM alapaToB MOXKHO HaiTH B m IIpexnge deM npucTymaTh K paGoTe C aHATH3ATOPOM,
JMCTKE € XApaKTEpUCTHKAMHM - TIPOLEAYPBI  MCTIOJIL3OBAHUA omeparop 00s3aH TNPOHTH o0O0ydeHHEe Yy TPEeACTABUTEINS
pacrsopa ABX Minotrol CRP. xommarmn HORIBA Medical.

® Jl100bIe cephe3HbIe MPOUCIIECTBUS, UIMEBIIIE MECTO B CBS3H
C JKCIUTyaTal[ell aHaln3aTopa, HeoOXOAMMO INOBOAUTH IO
IIpeaynpeskaeHust U Mepbl NPEAOCTOPOKHOCTH ¢ CBCICHUSI MPOU3BOAUTENISI U 1O YHOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHBI, B KOTOPOH HAXOMUTCS oOmepaTop mpubopa
W/WIIN TIAIUEHT.
® EMkocTH C peareHTaMH SBISIOTCS OIHOPA30BBIMH U
MOAJIEXAT YTHIN3ANUH COTJIACHO MECTHBIM HOPMAaTHUBHBIM
TpeOOBaHUSIM.
B 3a TEXHHYECKOW MOMOLIBI0 olpamaiitech Mo TeredoHy
+33 (0)4 67 14 15 16.

m Pacteop ABX Minotrol CRP npennasHaueH TOIBKO ISt
npoecCHOHaIbHON THArHOCTHKY iN Vitro.
Ipenna3HaueHo JUIs WCIIOJIB30BaHUS B JIAOOPATOPHBIX
YCIIOBHSIX.

® Tloss3oBaress 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKyMEHTA Ha3HAYEHUIO TIPOIYKTa.

m CormacHo HopmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PearcHT CYUTAETCs OE3BPEIHBIM BEIIECTBOM.

W Marepuan  YelIOBEYeCKOro  mpoucxoxaenus.  Cremyer
obpararbest Kak ¢ MOTEHIHAIbHBIM UCTOYHUKOM HH(EKIHH.

YTuauzamus 0TX010B

Kaxnprii JOHOpCKast €IMHHIA  TIIa3Mbl KPOBH, CM. TpeGoBaHUS PErHOHAIBHBIX HOPMATHUBHBIX JJOKYMEHTOB.

0,
UCIIONB30BAHHAS Ul HPHIOTOBJIEHUS 3TOTO IPOAYKTa, Otot pearent conepxkut Mexee 0,1% a3una HaTpus B kadecTse
nporectiupoBana FDA ¢ momoribsio ogo6peHHoro Merona, u KOHCEPBAHTA. A3HJ| HATPHSI MOXKET BCTYNHTb B PEAKIMIO CO
B Heil He oGHapyxensl HBsAg, BI'C u anrurena x BUU CBHHLIOM U MeJIbl0, 00pa3ys B3pHIBOONACHBIE a3U/bl METAJLIOB.

1/2. B cBA3U C TeM, Y4TO HMKAKOW W3 M3BECTHBIX METOOB
aHaJIM3a He JIaeT MOJHON YBEpEHHOCTH B OTCYTCTBHH BUpYycCa

renarura B, Bupyca ummyHoaedunuta yenosexa (BUY) win Muxpo6uooruyeckoe cocTosHue
IpYruX MH(EKIMOHHBIX AareHTOB, IIPOAYKTHI  CIELYET
paccMaTpuBaTh Kak B3AThle Y [alMeHTta  o0pasipl, Henpumenumo.

SIBJIAIOINECS] MOTCHIMAIBHBIM HCTOYHHKOM HH(EKINH, H
obpamarbcsi ¢ HUMH C COOJIONEHHEM HaJUIeKAIUX Mep
MIPEJOCTOPOKHOCTH COTJIACHO HaJulexalel JiabopaTopHOH OnucaHue u COCTaB
npakruke (1, 2, 3).
m CobnronaiiTe IpUHATHIE B 1aOOPaTOPUH CTAaHIAPTHBIE MEPHI

MPEIOCTOPOKHOCTH M BBINOJHANTE PEKOMEHIAMU 10 Onncanne:
OXpaHe 37I0pOBbs U TEXHUKE 0€30macHOCTH (enepasbHOro Pacteop ABX Minotrol CRP 1o BremHeMy Buay MOX0X Ha
HIJIH PETHOHAIIBHOI'0 YPOBHSL. CBEXYIO0 LIeJbHYIO KpoBb. Hanmuue po3oBatoro cyrnepHaTaHTa

SABJISICTCS HOpMOﬁ.

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

Cocras:

ABX Minotrol CRP coumepxur neiikonutrer  (WBC),
spurpouutsl (RBC) u tpomGouuntsr (PLT) miiekonurarommx,
CYCIIEHIUPOBAHHBIE B  IUIA3MONMOJOOHOM  JKMIAKOCTH  H
KOHTpoJIbHOM xuakoctu CPB.

YcaoBusi XxpaHeHHsl U CTA0MJIbHOCTD

® VciaoBusi xpanenusi (o Bekpsoitusi): 2-8°C (35-46°F).
He 3amopaxuBatb.
Korma mnpoOupku He HCHONB3YIOTCS, KX HE00XOOUMO
XpPaHUTh B BEPTHKAIBHOM MOJOXCHHH B OPUTHHAIBHOM
yMaKoBKe.
He pekomeHmyercss XpaHWTh B OTIACICHHAX HA JBEpH
XOJOJAMIILHOW KaMephl.

® CrabwibHOCTh BO  BCKpbiToM  cocrosimuun:  ABX
Minotrol CRP cra6uiien B xone 16 nporeayp B3stust npoo
B TeueHne MakcumyMm 16 mueit npu Ttemmeparype 2-8°C
(35-46°F) nociie OTKpBITHS U B TEYEHHUE CPOKA FOIAHOCTH.
Ilpobupku ¢ kanmubparopom ABX Minotrol CRP
HEOOXOMMMO  IUIOTHO  3aKphIBATH  KPBINIKOH  TOcCie
HCTIONb30BAHUSL.

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

TpeldyeMble, HO He MpeIOCTaBJIsAeMble
MaTepuaJIbl

B ABTOMaTH3MpPOBaHHbIH reMaTONIOrHYCCKUH aHATIM3ATOP.
®m CranmaptHoe TabopaTopHOE 000pyIOBaHHE.

IIpoda

Henpumenumo.

pouenypa

ABX Minotrol CRP roTos k ucnoas30BaHuro.

AHanu3 KOHTpOJIEH CIeayeT BBIIONHATh CKEIHEBHO B OJHO
BpeMsl C aHaJM30M B3ATBIX Yy [aldeHTa oOpas3loB ¢
BBIMIOJIHCHAEM KaTHMOPOBKU MIJIM TEXHUYECKOTO OOCTYKUBAHHS
MpU KXJI0M aHanusze. Yactora aHann3a KOHTPOJIEH 3aBUCHUT OT
TpeboBanuii naboparopuu. B kaxnoil 1abopatopuu OJDKHBI
OBITh OMpEENCHbl MOJIEKAIINE COONIOAEHUIO IIPOIEAYPHI
ofOecrieyeHuss  KayecTsa. Ot mpouemypbl  JIOJDKHBI
COOTBETCTBOBATH JIEUCTBYIOIIIAM aTTECTAllMOHHBIM
TpeOOBaHMAM U IPHUMEHUMBIM HOPMATHBHBIM TTOJI0KEHHUSIM.

1. Josemure ABX Minotrol CRP 10 komHarHOI
TEMIIEpaTyphl IlyTEM NPOKATKU MPOOHPKH MEXKITY JIaOHAMH,
[OKa APHUTPOLUTAPHBIA OCAJOK HEe OyJeT MOJHOCTBIO
cycnenaupoBaH. He BcTpsaxuBats.

2. CM. B pYKOBOJICTBE MOJIL30BATENS TOPSIOK UACHTHPHUKALUN
pactBopa ABX Minotrol CRP ¢ mnomompio ckanepa
LITPUXKOJIOB WJIH BPYUYHYO.

3. AkkypatHo mnepeBepuuTe mpobupky or 8 mo 10 pas
HETIOCPEICTBEHHO Tepe 0TOOPOM TPOo.

4. 3anycture  ABX Minotrol CRP B coorserctBun ¢
[POLIEAYPOi, ONIMCAHHOI B PYKOBOJCTBE M10JIb30BATEIIS.

5. llporpute  pe3pdy W KPBIMIKY  MPOOHPKH  TOCie
UCIOJIL30BAaHMS C IOMOIIIBIO OE3BOPCOBOH Mapiu.

6. 3akpoiiTe 1 MOMeCTUTE MPOOUPKY B XOJIOTUIBHHUK CPa3y kKe
110CJIe UCTIOJIb30BAHUS.

JlaHHbIE 0 KOHKPETHBIM MOJIENSAM aIlllapaToB MOKHO HAWTH B
JUCTKE C XapaKTePUCTHKAMH MPOIELYPHl HCIOIb30BaHUS
pactsopa ABX Minotrol CRP.

[TonpoGHbIe HHCTPYKIUHK 110 IPOLELYpPaM aHAIU3a U KOHTPOIIS
Pe3yJIbTaTOB CM B PyKOBOJCTBE II0JIb30BATES alllapara.

MeToanka

ABX Minotrol CRP — »5rto crabuibHblid mpemapar st
MOHHTOPHHI'a TOYHOCTH U JIOCTOBEPHOCTH aHAIM3aTOPOB KPOBU
¢ nmapamerpom CPB. PedepenTHbIC 3HaYCHUS OBLTH MOJYUYCHBI B
coorBerctBun ¢ CRM472 wna mnpubope, KOoTOpbli ObLI
OTKaJuOpOBaH C MNPHUMCHEHHEM CTaHAAPTHOW CBIBOPOTKH
CRM472. ABX Minotrol CRP wucnonssyercs B mpubope
TaKkuM XKe 00pa3oM, Kak W 00paszel YelIOBeYeCKOH CHIBOPOTKU
(mokaszarenu COIIPOTHUBJICHUS, abcopOuuu u
CIIEKTPO(YOTOMETPHUH).

IKCIUIYyaTALUOHHbIE XapAKTEePUCTUKH U
orpannyenns 9

CpenHrie 3Ha4YeHUsI, YKa3aHHbIC UId Kaxaoro mapamerpa ABX
Minotrol CRP, nony4aror u3 peruiiiupOBaHHbIX Pe3yIbTaTOB
AHAJIN30B, BBIIIOJIHEHHBIX HA aHAIM3aTOPaX, OTKATHMOPOBAHHBIX
C WCIOJb30BAaHUEM [EJIbHOW KPOBH. AHAIMU3BI MPOBOIMIA C
HCIIOJIb30BAHUEM peareHros, PEKOMEH/IOBAHHBIX
HORIBA Medical. Oxwumaembie anana3oHbl  OTPAXKAIOT
BapHUAIMI0 MEXIY Pa3NYHbIMU JTa0OpaTOPHSME JJIS KajKIOTO
napaMmerpa.

Tem He MeHee, 3HAUYCHUSI, YKA3aHHBIC B MACIOPTAaX aHAIN3a,
JIOJDKHBL ~ OBITh  TOJIBKO OPHUEHTHPOBOYHBIMH JUJIsL  IIEJICH
KOHTPOJISL U HE JIOJDKHBI UCIIOJIBb30BATHCS JJIsl KATHOPOBKH.
Cornmacao CLSI C24-A4 (4), cpenmee 3HaveHwe aHAU3a U
CTaH/IapPTHOE OTKJIOHEHHE IOJDKHBI OBITh YCTAHOBJICHBI ITyTEM

I 3meneHus: MOIM(HKALIS MEKCEPHIHON BAPHAGETLHOCTH.
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[OCITeOBAaTeIbHOTO aHanmu3a B Jjabopartopuu. [mst aToro
HeoOXomuMoO  mpoBecTH aHanu3d HoBoi maprtum  ABX
Minotrol CRP napamiensHo ¢ HCHONB3yeMOi B HacTOsIIEe
Bpems maprueii ABX Minotrol CRP.

B uzeasne Heo6xoauMo mpoBecTH kKak MuHUMYM 10 n3MepeHuii
B TeyeHHe Kak MUHUMYM 10 OTAeNbHBIX [JHEH Ha MPABUIILHO
OTKaJMOPOBAaHHOM aHAIM3aTOPEe, YTOObI YCTAHOBHUTH CpPEIHHUC
3HayeHHs aHanu3a. CTraHAapTHOE OTKJIOHEHHE JOJDKHO
OIPEIEIIATHCSL B TedeHHe Ooiee MIMTENBHOr0 MepHo/Ia, YTOObI
3aXBaThlBaTh B TOM YHCIEC HCTOYHHUKH JOJITOCPOYHOM
BapHabeIbHOCTH.

CwM. naparpad «CooTHeceHHE KalHOpaTOpOB M KOHTpOJICH ¢
9TAIOHHBIMU MaTepHAJIaMI»

Bolunciaenne u HHTEpHpeTanusa pe3yjabTaToB

CeezsieHust 0 TpoleAype KOHTPOJIS M HHTEPNpeTaluu
PE3yNbTaTOB CM. B PYKOBOJICTBE IOJIb30BATENS almapaTa.

HN3meHeHus1 B nopsiike padoThl ¢ NPOAYKTOM U B
ero padouMx XapaKTepuCcTHKAaX

IloBpesxkaeHue ynakoBku

B ciyuae moBpekIeHHs 3alIUTHON YIIAKOBKH HE HCIIOJIB3YHTE
pacteop ABX Minotrol CRP, Ttak kak moBpexieHus MOIJIH
MOBJIUATH Ha paboure XapaKTePUCTUKH MPOIYKTA.

Hajinyne npu3HAKOB MOPYH NPOJYKTA

Ilpy HamMuMM KakUX-TMOO0 NPH3HAKOB (H3UYECKOH WM
xumuuecko  mopun  pactBopa ABX Minotrol CRP
(momyTHEHHE, U3MEHEHHUE LIBETA U T.I1.) €r0 CICAYeT 3aMEHHUTb.

Hel'lpaBl/lJ'leOE CMeIIUBAaHUE

B citydae HEMONHOTO HepeMEIINBaHHs COAEPKIMOT0 NPOOUPKH
Iepe HMCMOJb30BaHUEM B3ATHI o0pasel, a TaKKe OCTaToK
ABX Minotrol CRP B npo6upke CTaHOBATCSI HENPUTOAHBIMH
VTS pabOTHI.

TemnepaTypHble OrpaHHYeHHs]

He ucnons3yiite pactsop ABX Minotrol CRP, eciu on panee
3aMOpaXXUBAJICA UJIA ITOABEPrajcs 1/136I>ITO'~IHOMy HarpeBy.
IMepen ucnonszoBannem ABX Minotrol CRPyGenurecs, uro
OH JIOCTHT paboueill TeMIIepaTyphl, Kak OMHCAHO B PYKOBOACTBE
MOJIb30BATENS MPHOOpA.

BHyTpeHHHII KOHTPOJIb KA4eCTBa

KonrposbHbie o6pasust kposu HORIBA Medical neo6xoxumo
UCIIONB30BaTh Uil NEPHOJUYECKOW  OLCHKM  KadyecTBa
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(GYHKIMOHUPOBAHMSI PEAarcHTOB W ammapata B 3aJaHHBIX
JMana3oHax.

HORIBA Medical npearaer OmsaiiH-TIporpamMmy
MesxaboparopHoro cpasHerust (QCP), kotopast mpenocrasiser
noctyn no MHTepHeTy K:

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

B MOHHTOPHHT KauecTBa  PaboTHI AHAIINTHYECKOTO
000pynOBaHHS n HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YNBTATOB UCCIENOBAHUI C PE3yIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOpaToOpHii TI0 BCEMY MUpY;

B TIONydeHHE B PEXHME PEATLHOTO BPEMEHH CTATUCTHYECKHX
oT4eToB Tpymn Kojuter yepes QCP.

Bbonee mozxpoOHyro MH(pOpMAaIUIO MOXHO IOJYYUTh Ha BeO-
caiire o azgpecy:
http://qcp.horiba-abx.com

CooTHecenne KaJaudpPaTopoB U KOHTPOJeii ¢
3TAJIOHHBIMH MaTepHATIAMH

Cpencrea kontpous u kaaudparopst HORIBA Medical moxHo
COTIOCTABHUTH CO CTAHIAPTHBIMH TAJOHHBIMA METOAMHU.
I'eMaTOJIOrMYECKUE aHAIM3aTOPbI B J1a00paToOpuu 00ecIeyeH s
KayecTBa OTKAJUOPOBAHBI C HCIIOJIB30BAHHEM MENBHOM KPOBH
[0 3HAYCHHH, MOJYYCHHBIX C HCIOJIb30BAHUEM CJICAYIOIIHX
CTaH@PTHBIX TATOHHBIX MeTOI0B. OOpasupl IeTbHONW KPOBH,
B3ThIC Y HOPMAJBHBIX, 3J0POBBIX [JOHOPOB, COOHPAIOT B
antukoaryissHit EDTA 1 aHanusupyroT B TCUCHHE LIECTH YacoB
nociie coopa.

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

Temoro6uH u3MepsieTcss C  HUCIOJNB30BAHMEM PEarcHTa,
PEKOMEH/IOBAHHOTO HCTHTYTOM KIIMHMYECKHX CTaHAapTOB
(CLSIl) s meroma ompeseneHus —TeMOIOOHHIMAHKIA
(unanmerremoriiobuna) (5). ITokasanus mpoussomstes npu 540
HM Ha KOJIOpUMETpe/CreKTpoOoTOMETpe, OTKAIMOPOBaHHOM B
coorBerctBun ¢ pekomenpauusmu CLSI H15-A3 u ICSH (5,
6).

IemaTokpuT (00BEM OCaXKICHHBIX KJIETOK) H3MEpSeTCS C
TOMOIIBIO CTEK/ISIHHBIX MHKPOTEeMAaTOKPUTHBIX HPOOHpPOK (He
HOKPBITBIX ~ @HTHKOAryJSIHTOM), — LEHTPH(GYTHPOBAHHBIX B
TeYeHHE 5 MHHYT B MHKPOTeMAaTOKPUTHOW LEHTpHYyre B
coorBerctBun ¢ gokymentom CLSI H7-A3 (7). IMonpaska Ha
3aXBaYCHHYIO [UIa3My HE JEaeTCsl.

TpoMGOUUTHI aHANM3UPYIOT C IIOMOIIBIO I'€MOLIUTOMETpA U
(ha30BO-KOHTPACTHO ONTHKH.

* Bce mapku u npooyKmbl AGIAOMCS MOBAPHLIMU 3HAKAMU U
3apecucmpupo8aHHbIMU MOGaApHbLIMU 3HaKamu
COOMBEMCcmeEyIOUUX KOMAAHUI.
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PedepencHble MHTEPBaAJIbI

Henpumenumo.
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