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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3nauyenue 2

ABX Minotrol Retic — 510 TpexypoBHeBoe cpencTBo
KOHTpOJISI, ~ TPEAHA3HAYEHHOE JUIl  WCIOMB30BAHWS  IPH
MPOBEACHUH [IUATHOCTHKU N Vitro paspaboranHoe uis
TPUMEHeHHsI TPH MOHHUTOPHHIE TOYHOCTH W JOCTOBEPHOCTH
remaronornyeckux anamuzaropo  HORIBA Medical mis
napametpa perukynonura (RET).

JlaHHBIE TI0 KOHKPETHBIM MOZENSM alllapaToB MOXKHO HAWTH B
JIMCTKE C XapaKTePUCTHKAMM TIPOLEAYPH HCIOIb30BAHMS
pacrsopa ABX Minotrol Retic.

IpenynpesxneHust 1 Mepbl NPeIOCTOPOKHOCTH

m PactBop ABX Minotrol Retic npennasnaven tonbko s
npodeccnoHaIbHON THATHOCTHKY iN Vitro.

® Jlonp3oBaresb 0053aH NPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO NPOIYKTA.

m CornacHo HopmaruBHOMy aokymenty (EC) N°.1272/2008
9TOT PEareHT cuuTaeTcsi 6E3BPEIHBIM BEIIECTBOM.

® Marepuan  uenoBedeckoro —npoucxoxaeHus.  Cnenyer
o0pararbcsi Kak ¢ HOTCHIMAIbHBIM HCTOYHUKOM MH(EKIUH.
Kaxxnas JOHOpCKast eIMHHLA UIa3Mbl KpOBH,
UCIIONB30BAHHAS Ul IPUIOTOBJICHUS 3TOTO IPOAYKTa,
MpOTeCTHpOBaHa ¢ momolisio ogobpentnoro FDA merona, u
B Heil He obOHapyxkensl HBsSAg, BI'C u anturena x BUY
1/2. B CBSI3U C TeM, 4TO HMKAKOW W3 WU3BECTHBIX METOIOB
aHaJIM3a HE JaeT MOJIHOM yBEPEeHHOCTH B OTCYTCTBUH BUpYyCa
renaruta B, Bupyca ummyHozaeduumnra yenoseka (BUY) wmu
IPYrMX HMHQEKIMOHHBIX AareHTOB, HPOAYKTHI ~ CJEAYyeT
paccMarpuBaTh KaK  B3SAThIE Yy IAlMeHTa  00pasipl,
SIBJISIOLIMECS TIOTCHUMATIBHBIM HCTOYHMKOM HWHQEKIMH, H
oOpamarbcs ¢ HUMH C COOJIONCHHEM HAJICKAIIUX MeEp
MIPEJOCTOPOKHOCTH COTJIACHO HaJuIexamield 1a0opaTopHOM
npakruke (1, 2, 3).

m Colionaiite NPUHATHIE B JIAOOPATOPUH CTaHIAPTHBIE MEPHI
MPEOCTOPOXKHOCTH W BBHINOJHSANTE PEKOMEHAAIMU O
OXpaHe 37I0pOBbSl M TEXHHKE 0e30IacHOCTH (erepasbHOro
W PETHOHAIBHOTO YPOBHSI.

m Cw. macriopt 6e3onacHoctr npoaykra (SDS), orHocsmmiics
k ABX Minotrol Retic.

YTI/I.]'II/I?.aIIHﬂ 0TX010B

CM. TpeOOBaHHS PErnOHATIBHBIX HOPMATUBHBIX JOKYMEHTOB.

Mukpo6uoJiornyeckoe cocTosiHIE

Henpumenumo.

OnucaHue U COCTaB

Onucanue:

Pacteop ABX Minotrol Retic no BHemnemy Buay moxox Ha
CBEXYIO LEIbHYI0 KpoBb. Hannume po3oBaToro cyrnepHaTtaHTa
SIBJISIETCS. HOPMOH.

Cocras:

ABX Minotrol Retic conepxur sputpouuTsl YenoBeka u
SPUTPOLMTHI MJICKOITUTAIOIIHX, PacTBOpEHHbIE B
ILTa3MOIIOIOOHOH JKUIKOCTH.

A/3MeHeHNs: alIapar CHAT ¢ HPOJAKH.
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ABX Minotrol Retic

YcaoBusi XpaHeHHs U CTAOMIBHOCTH

® Vciaosus xpanenusi (mo Bekpoitus): 2-8°C (35-46°F).
He 3amopaxuBaTts.
Korga mnpoOGHpKHM HE WCIOJB3YHOTCS, HX HEOOXOAUMO
XpPaHUTh B BEPTHUKAIBHOM IIOJIO)KCHUH B OPUTHHAJBHOM
yIaKoBKe.
He pekoMeHAyeTcsi XpaHHTh B OTICJCHHSAX Ha JBEpH
XOJIOAMIIBHOM KaMephl.

® Cra6uibHOCTL BO  BCKpbIToM  coctosinum:  ABX
Minotrol Retic cra6unen B xome 16 mpouemyp B3siTHst
npod B TedeHne MakcumyMm 16 nHeit npu TemmepaType
2-8°C (35-46°F) mocie OTKpHITHS W B TEYCHHE CPOKa
TOJTHOCTH.
Ipobupku ¢ xamubparopom ABX Minotrol Retic

HEOOXOJMMO  IUIOTHO  3aKpbIBaThb  KPBIIMIKOW  Tocne
UCIIONb30BaHMS.

® CpoOK roHOCTH: CM. CPOK TOJJHOCTH Ha YTHKETKE YIAaKOBKU
peareHra.

m Eciu moaroroBka o0pasia sBISETCS OTAENBHBIM 3TaroM
mepes MOACYETOM, IMPOBEAUTE IOJCYET IMOATOTOBICHHOTO
obpasiia B TedyeHHe 15 MHHYT 1O  NPOLIECTBHU
MHHHMaJBFHOTO BPEMEHH HHKYOAlUH.

Heo0xonumeblie, HO He TIpeAoCTaBJIsIeMbIe
MaTepuaJIbl

B ABTOMAaTHU3MPOBAHHBIM FEMATOJOTHUECKUI aHATIM3ATOP.
m CranjapTHOe J1ab0paTopHOE 060pyI0BaHHUE.

Oopazen

Henpumenumo.

ITpouenypa

ABX Minotrol Retic roros k ncrnons3oBanmio.

AHanu3 KOHTpONeH CleQyeT BBIMONHATH €KCIHEBHO B OIHO
BpeMsl C AaHAIM30M B3ATBIX Yy TALMeHTa o00pasloB ¢
BBINONHEHHEM KalTHOPOBKH HJIM TEXHHYECKOrO OOCITYKUBAHHUS
IpH KKIOM aHaian3e. YacToTa aHanIn3a KOHTPOJICH 3aBHCHT OT
TpeboBanuii JabopaTopun. B kaxmoi 1abopaTopuy JIOJKHEL
OBITh OMNpEACIeHbl MOAJEKAIINE COOJTIOJCHUIO IPOLEIYPHI
obecrieueHus: ~ KadectBa.  OTH  NPOLEAYPHl  JOJDKHEI
COOTBETCTBOBATD JeCTBYIOIINM aTTeCTALINOHHEIM
TpeGOBaHMAM M HPUMEHHMbBIM HOPMATHBHBIM HOJIOKESHHUSM.

1. Oosenute ABX Minotrol Retic 10 xomuarnoi
TEMIIEpaTypbl yTEeM HPOKATKH HPOOUPKH MEXKITY JaT0HIMH,
MOKa OPUTPOLIUTAPHBIA OCaIOK HE OyIeT IOJHOCTBIO
cycneHaupoBaH. He BcTpsaxuBats.
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2. CM. B pyKOBOACTBE OJIb30BATENS MIOPSIOK HACHTH(GUKALIUK
pactBopa ABX Minotrol Retic ¢ momompio ckanepa
IITPUXKOJOB MIIH BPYYHYIO.

3. AkkypatHo mnepeBepHuTe mpobupky or 8 mo 10 pas
HETIOCPEICTBEHHO Mepea 0TOOPOM mpoo.

4. 3anyctute ABX Minotrol Retic B coorBerctBun c
MpOLEAYPOH, ONMCAaHHON B PYKOBO/ICTBE MOJIb30BATENS.

5. lporpute pe3pdy W KPBINIKY  MPOOMPKH  IOCie
HCIIOJIB30BaHMsI C IOMOILIBI0 GE3BOPCOBOI MapIIH.

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

JlaHHBIC 10 KOHKPETHBIM MOJENSAM aniapaToB MOKHO HaWTH B
JHCTKE C XapaKTepPUCTHKaMU IPOLEIYPbl HCIIOJIb30BaHHS
pactBopa ABX Minotrol Retic.

[ToapoGHBIe MHCTPYKIMK 110 MPOLEAYPaM aHaIn3a U KOHTPOJIS
PEe3yIBTATOB CM B PYKOBOJCTBE IOJI30BATEIS anmapara.

MeToanka

ABX Minotrol Retic — »3t0 craGunbHbll Tpemapar ms
MOHHUTOPHHI'A TOYHOCTH U JIOCTOBEPHOCTH aHAIM3aTOPOB KPOBH
st mapamerpa perukyionuta (RET). Pedepenrtsie 3HaueHus
ObUIM TOJy4YEeHBI M3 aHajiM3a peIUIMK, IPOBEACHHOTO Ha
npubope, KOTOpbId ObUT OTKaIMOPOBaH IENBHONW KPOBBIO 10
sHayennit RET, momy4ennsix stanmonnsiMu Meromamu. ABX
Minotrol Retic ucnonssyercs B nmpubope Takum e oOpazom,
KaK M o0pasell KpOBH MalMeHTa (II0Ka3aTea COMPOTHBIICHHS,
abcopbuunu U creKTpodoToMeTprH).

DYyHKIHOHAJIBHBIE XAPAKTEPUCTHKHU U
OorpaHuYeHuUst

Cpennue pesyibrarhl aHanumsa kaxaoro mapamerpa ABX
Minotrol Retic mnomyuenst u3 MOBTOPHBIX aHAIU30B,

IIPOBEACHHBIX Ha aHalin3aTopax, KOTOPBIC ObLIN
OTKaJ'II/I6p0BaHLI C HCIIOJIB30BAaHHEM IICIHHOMN KpOBH. AHaIu3eI
IIPpOBOAUIINCH C HUCIIOJIB30BaHUCM PCarceHToB,

pexomenmoBarnsix HORIBA Medical. 3uauenus, monydeHnsie
¢ nomomipio ABX Minotrol Retic (ecniu ucmonssyercs 1o
UCTCUYCHHUA CpOKa FO)IHOCTI/I) JOJDKHBI HAXOMUTBLCA B Hpeaciax
oXujaeMoro uanasona. OKHIaeMble JUANA30HBI SBISFOTCS
NpeACTAaBJICHUEM OLCHOYHBIX BapPIaLUdl‘;l MEXAY pa3IMYHbBIMH
1abopaTOpHAMHU YIS KAKAOr0 Hapamerpa. MexinabopaTopHbie
Bapualun SABJIAKOTCA CICACTBUEM KaJ'[HGpOBKI/I, TCXHUYECCKOI'O
oOciry>)kuBaHUS U crocoba skcIutyartanuu npubdopa. Ilostomy
pedepeHTHBIC PE3yNbTaThl MOAXOAAT TOJBKO JUIS  IIEiei
KOHTPOJII W HE OOJDKHBI HCIOJB30BaTbCA JId KaJ'lHGpOBKI/I.
HCOGXOI[I/IMO IIPOBECTHU MUHHMYM IIITh IIOCJICJ0OBATCIIBbHBIX
QHAIM30B HA MPABUIIBHO OTKATMOPOBAHHOM aHAIM3ATOPE,
4ToOBl  YCTAHOBHTH CpEIHHE  pE3yNbTaThl aHAIN3a WU
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CTaH/ApTHBIE OTKIOHEHHs Mt Kaxkaoro mnapamerpa ABX
Minotrol Retic.

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

BoruuciieHue U HHTepNpeTaLMs pPe3yJbTaTOB

CBeZ[eHI/ISI o npoucaype KOHTPOJIA u HUHTEpHpEeTallun
PE3YIIBTATOB CM. B PYKOBOJICTBE ITOJIb30BATEIIA anliapara.

HN3meHeHus1 B mopsifke padoThl ¢ IPOAYKTOM H B
€ro padoymx XxapaKTepucTHKAX

l'[onpe)lmemle YIHaKOBKH

B ciywae noBpexaeHHs 3alUTHON yMAaKOBKH HE MCIIOJIB3YyHTE
pacteop ABX Minotrol Retic, tak xak moBpexaeHus: Moriau
MOBJIHATH Ha paboYre XapaKTepUCTHKHU MPOJIYyKTa.

Hanuune NMPU3HAKOB MOPYH NMPOAYKTA

Ilpu Hanmuuuu Kakux-1M00 MOPU3HAKOB (U3MUYCCKOH HIIH
xumuueckoii  mopun  pactBopa ABX Minotrol Retic
(moMyTHEHHE, U3MEHEHHE L[BETA U T.II.) €r0 CICAYET 3aMCHUTb.

HeraBHJ’IbHOC CMCIIUBAHUE

B citydae HENoOJHOrO IepeMeIMBaHHs COACPIKUMOTO NPOOUPKH
Iepel MCIOJb30BAaHUEM B3ATHI oOpasel, a TaKKe OCTaTOK
ABX Minotrol Retic B npo0upke cTaHOBSTCS HEPUTOIHBIMU
JUIsL pabOTHI.

TeMnepaTypm,Ie OrpaHUYCHUSA

He wucnonssyiite pacteop ABX Minotrol Retic, eciu on
paHee 3aMOpaXKMBAJCA WM [OABEprajics H30bITOYHOMY
Harpesy.

Iepen ucnons3zoanuem ABX Minotrol ReticyGenurecs, uro
OH J0CTUT paboyeil TeMIepaTypbl, Kak OIMCAHO B PyKOBOJICTBE
MoJIb30BaTeNs mprbopa.

BHayTpeHHuii KOHTPOJIb KauecTBa

KonrposbHbie o6pasust kposu HORIBA Medical neo6xoxumo
UCIIONB30BATh  JUI  [EPUOAMYECKOH  OIEHKM  KadecTBa
(GYHKIMOHMPOBAHMSI PEarcHTOB M amiapara B 3aJaHHBIX
JiMana3oHax.
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HORIBA Medical npearaer OwJaiiH-TIporpamMmy
MexaboparopHoro cpasHerust (QCP), kotopast mpenocrasisier
noctyn no MHTepHeTy K:

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

B MOHHTOPHHT KauecTBa  PaboTHI AHAIINTHYECKOTO
000pyNOBaHHUS u HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YIBTATOB UCCIENOBAHUI C PE3yJIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOpaTOpHii TI0 BCEMY MHpY;

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

Bbonee mozxpoOHyro MH(pOpMAaUIO MOXHO IOJIYYUTh Ha BeO-
caifre o azgpecy:
http://qcp.horiba-abx.com

ConocTaBUMOCTb KAJIHOPATOPOB U
KOHTPOJIbHbIE MaTePHAJIBI

Cpencrea ynpasienuss W kanubparopsr HORIBA Medical
00€ecreynBaOT MPOCICKUBACMYIO CBS3b CO CTaHIAPTHBIMU
pedepeHTHBIMH METOIAMH.

I'ematonornueckue ananuzaTopsl B JlabopaTopun obecriedeHust
KauecTBa OTKAIUOPOBAaHBI C TMOMOILIBIO IIENBHOW KPOBH 10
3HAYEHHUH, MONYYEHHBIX C TIOMOIIBIO CIEIYIONINX CTAaHIAPTHBIX
pedepenTHBIX MeTonoB. OOpasnbl METbHOW KPOBH, B3STHIC Y
HOPMAaJIbHBIX, 3[I0pPOBBIX  JIOHODOB, TIOMEIIEHBI B
anrukoaryinssat EDTA u npoananu3upoBaHsl B T€UEHHE MIECTH
YacOB MOCIE B3SATHS.

Beasie kpossinbie kiaerkn (WBC) u kpacubie KpoBsiHbIe
kierku (RBC) ananusupyrores va npudope* Coulter Counter
cepun Z. Bece moacueTsl KOppEeKTUPYIOTCS Ha COBMAJICHHE.
I'emoryi00un U3MepsEeTCs c IIOMOMIBIO peareHTa,
peKkoMeHryeMoro MHCTHTYTOM KIMHHYECKHX H JIabOpaTOPHBIX
CTaHJIapTOB (CLSI), ULt reMOTI00MHIIaHUJHOTO
(unaHMeTreMorioGHHOBOT0) MeTona (4). IMoka3zanus
HONIy4aroTcss mpd unHe BoimHbl 540 HM Ha Konopumerpe/
CIEeKTpOo(hOTOMETpE, OTKAIMOPOBAHHOM B COOTBETCTBHH C
pexomenamusmu CLSI H15-A3 u ICSH (4).

T'emaTokpuT (00BEM OCaXKIECHHBIX KJIETOK) H3MEpAETCS C
MOMOIIBI0 TEeMaTOKPUTHBIX MHUKPOIPOOHPOK M3 OECIBETHOTO
3amUTHOrO crekna (0e3 TOKPBITHS — AHTHKOATYISIHTOM),
HeHTpU(YTUpPOBaHHBIX B TeYeHMEe S  MHHYT B
MHKPOI'€MaTOKPUTHOH  LEeHTpupyre B  COOTBETCTBHH C
nokymentom CLSI H7-A3 (5). Hukakue KOpPpEKTHPOBKH He
BHOCSTCS ISl 3aXBaYEHHOI IUTa3MBl.

TpomMGOUUTHI AHATH3UPYIOT C TIOMOIIBI0 I'€MOLIUTOMETpA U
(ha30BO-KOHTPACTHO ONTHKH.

* Bce mapku u npooykmul A6AI0MCA MOP2OGLIMU MAPKAMU UL
3ape2ucmpuposanHbIMu mop2osuimu Mapramu
COOMBEMCmEYIOWUxX KOMNAHUL.
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PedepencHble MHTEPBaAJIbI

Henpumenumo.
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