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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3znauenue

Nucediff 1L — 310 nu3upyronmii pacTBop, npeaHa3HaAYCHHBII
JUTSL MCTIOJB30BaHKs TIPH NPOBEICHUH JHArHOCTHKH [N Vitro u
Ppa3paboTaHHbBIN [UIsl IOACYETa JICHKOUUTOB, AU(PepeHIMPOBKH
JICHKOLMTOB ¥ MOJCYETa SPUTPODIIACTOB B aHAIM3ATOPAX KPOBH
HORIBA Medical.

[penHa3HayeHO JUIsl  WCIONBb30BAHUS B KIMHHYECKUX
nabopaTopusix.

Ipenynpe:xieHusi 1 Mepbl MPeIOCTOPOKHOCTH 2

m PacrBop Nucediff 1L npennasnayen Toabko ISt
npodecCHOHANBHOM JUAarHOCTUKH iN Vitro.

[penHasHayeHO U HCIOJB30BaHUS B J1aOOPATOPHBIX
YCIIOBHSIX.

m [lonbk3oBaresb 00s3aH MPOBEPUTH COOTBETCTBHE HACTOSAIIETO
JOKYMEHTa Ha3HAYCHHUIO MPOIYKTA.

m CornacHo HopmaruBHOMy aokymenty (EC) N°.1272/2008
9TOT PEAreHT CUUTAETCs GE3BPEAHBIM BEIIECTBOM.

m EUH208: Copepxur riytapan. MoxeT — BbI3bIBATH
AJUICPTHYECKYI0 PEaKIIHIO.

Collep)KUT  peakMOHHYI0 Maccy S-xmop-2-mertmin-2H-
u3zornazon-3-oma u 2-merwi-2Huszoruazon-3-ona (3:1).
Mo3KeT BBI3bIBATh aJUIEPTHYECKYIO PEAKLHIO.

m JIpu pabGoTe C XUMHYECKUMH BEIIECTBAMH PEKOMEHIYCTCS
HaJeBaTh COOTBETCTBYIOILHE cpelncTBa 3IHTHI:
71ab0paTOPHBII Xanar, epYaTKy U 3alUTHBIC OYKH.

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

® JIpu BO3HMKHOBCHHMH HEJOMOTaHMs MOCJIE MOMNaJaHUs Ha
KOXKY, TIPOTJIATHIBAHUS WM BIBIXaHHS KaKUX-JTHOO BEIIECTB
oOpatuTech K Bpady.

m Jlpexzae 4YeM NpHUCTyHaTh K paboTe ¢ aHalIu3aTtopoM,
omepaTop 00s3aH MPOHTH OOyYeHHE Y MPEACTABHTEINS
rkommannun HORIBA Medical.

m Cwm. macropt 6e3onacHoctr npoaykra (SDS), orHocsmmiics
k Nucediff 1L.

® Jto0ble cepbe3HbIe TPOUCIIECTBHS, HIMEBLINE MECTO B CBSA3U
C JKCIUTyaTallMed aHauM3aTopa, HEOoOXOIMMO IOBOAHUTH IO
CBEACHUS MPOU3BOAUTENSI M JI0 YIOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHBl, B KOTOPOH HaXOIMTCS omeparop npudopa
W/WIIN TIAIUEHT.

® JlaHHBI peareHT NpeJHa3Ha4YeH Ul HCIOJIB30BaHHUSA C
YKa3aHHBIMH BBILIE TE€MATOJOTHYSCKHMH aHaIU3aTOpaMH
HORIBA Medical. Komnanuss HORIBA Medical ne mosxer
rapaHTHPOBaTh MPABUIBHOE JEWCTBHE STOTO peareHTa IpH
UCIIOJIB30BAHHH aNapaToB, OTINYHBIX OT YKA3aHHBIX BBILIE,
WIM  alnaparoB, HE  HW3TOTOBJCHHBIX  KOMIIaHHMEH
HORIBA Medical.

® EMKOCTM € peareHTaMu SIBISIFOTCS OJHOPa3OBBIMH U
MO/UICKAT YTHIM3ALUKM COTJIACHO MECTHBIM HOPMAaTHBHBIM
TpeOOBaHUSIM.

B 3a TEeXHHYECKOW MOMOLIBI0 olpamaiitech Mo TereoHy
+33 (0)4 67 14 15 16.

Yruauzanusi 0TX010B

Cm. Tpe6OBaHI/I$[ PEruOHAIbHBIX HOPMATHUBHBIX JOKYMEHTOB.

Muxkpo0OuoJiorudeckoe cOCTOsIHIE

Henpumenumo.

Onucanue U cOCTaB

Onucanne

ITpo3paunslii 1 OecuBeTHBI BOAHBIN pacTBOp. MMeer nerkuii
3amax CIMpra.

al3meHeHust: 100aBiIeHa PEKOMEHAALHS.
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CocraB

Bydep <5%
Jlereprenr <1%
Crupt <10%
KoncepBanT <0,1%

YcaoBus XxpaHeHHs U CTAOMIbHOCTH b

® Vciaosust xpanenusi (1o Bekpoitus): 2-25°C (36-77°F).
He 3amMopaxuBaTh.

® CTa0WIBHOCTH BO BCKPBITOM COCTOSIHMH: 3 Mecsua
makcumym mpu 15-30°C (59-86°F) mocne BckpbiTHS, B
npesenax cpoka TOAHOCTH.

® CpoK roJHOCTH: CM. CPOK TOJAHOCTH Ha STHKETKE YIAKOBKH
peareHTa.

TpedyeMble, HO He MPeIOCTaBIAEMbIE
MaTepHaJbl

B ABTOMaTH3UPOBAHHBII IreMaTOJOTMUECKUI aHATU3aTopP.

Kanmubpatop: ABX Minocal.

® KoHTpomb: cBeleHHS O TOM, KakOW KOHTPOIb CIIEAYET
HCTIONB30BaTh C  amlmapatoM, CM. B  PYKOBOJCTBE
M0JIH30BATENS.

®m CranmaptHoe TabopaTopHOe 000pyIOBaHHE.

IIpoda

Coop npo6:

Otbop Bcex mpo0 KpOBH MAODKEH OCYIIECTBISATBHCA B
COOTBETCTBUM C Hajiexameid Meroaukoi! Crenyer cyumTaTh
MOTEHLHAIILHO HMH(UIMPOBAHHBIMH BCE MNPOOBI, PEareHTH,
KaJIHOpaTophl, KOHTPOJIM M JAPYrHe MaTepHalbl, COJACpIKallue
BBITSOKKA M3 O00pasloB KpOBH 4YEJNOBEKAa, M IPHHHUMATh
Ha/IJIeKaIIue MeEpHI obecrieueHust OHMOIIOTHYECKOMH
6esonacuoctu (1, 2).

[Ipu 3a060pe 00pa3LoB KPOBH PEKOMEHAYETCA OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMAIBHBIX  CIyd4asX  MOXHO
WCTIONB30BaTh M apTEepHANbHYI0 KpoBb. OTOOpaHHYIO KpOBB
ClIeflyeT TMOMEIIaTh B BaKyyMHUPOBAaHHBIC MPOOUPKH (IPOOHPKH
It 3200pa KPOBH € MCIIOJIB30BAHHEM aTMOC(EPHOTO J1aBIICHUS)
(3, 4). TIpobGupky cieayeT 3amoiHATh KPOBBIO TOYHO [0
YpOBHS, 0003HAUYECHHOTO Ha CaMOW MPOOHpKe, BO H30EKaHUE
PAaCXOXKACHUS PE3yJIbTaTOB aHAIH3A.

PexomeHayeMblil aHTHKOATYJISIHT:
Pexomenayercs wucronb3oBarh aHtukoaryassHt Kg-EDTA ¢
COOJIIOJICHNEM  COOTHOLIEHHS KPOBH U  aHTHKOAryJIsIHTa,

YKa3aHHOTO  Ipou3BoAuTeneM  npoOupok. IIpuemmnemoit
anpTepHatuBoil  sBisietcs  Ko-EDTA, ecmu  otGop mpo6
BBITIOJTHSETCS B HOPMAIBHBIX yCIOBHSAX. B mpoTuBHOM cirydae
BO3MOXXHO 00pa30BaHME CI'YCTKOB KPOBH.

CTa0uiabHOCTDL P00 KPOBU

CTaOWIbHOCTh TPOO NPH HU3KHX TEMIEpaTypax: U3 OOBIYHBIX
nabopaToOpHBIX 00pa3loB OBUIO OTOOpaHO M IMOMENICHO Ha
xpaHeHue npu Temmeparype 4°C mecsiTh «HOPMAIbHBIX» U
JECSTh «IIaTOJIOTUYHBIX» NPpo0. CTabMIBHOCTD MPOO OLEHUBAIH
B TeYeHHWEe 72 4YacoB. Pe3ympTaThl (CpelHHE 3HAYEHHS MO
JECATH HCCICAOBAHMAM) IMO3BONMIM CHAETATh  CICAYIONIHE
3aKJIFOYEHHS! 00 OTHOCHTENBHON CTAOMIIBHOCTH 1PO0:

m 48 yacos ms mapamerpos CBC
m 48 gacos qus mapamerpos DIFF

CrabuiapHOCTE HpO0 TNpPH KOMHATHOH —TemIepatrype: u3
OOBIYHBIX J1a0OpaTOpHBIX 00pasmoB ObUIO  OTOOpaHO W
[OMENIEHO Ha XpaHeHWe NpU KOMHaTHOi Temieparype (25°C)
JIECATh «HOPMAIIBHBIX» M JIECATh <«MATOJOTHYHBIX» MPO0.
CrabuiapHOCTh MpO6 OLEHMBAIKM B TEYeHHE 72 YacoB.
Pesynbrarel (CpeAHHE 3HAYCHHS [0 JECSTH HCCIICIOBAHUSIM)
TO3BOJIHIIN cuenatb clleyIomue 3aKITIOYEHHS 00
OTHOCHTEIBHON CTaOMIBHOCTH NPO0:

m 24 yacos ms napamerpos CBC
®m 24 yacos s mapamerpos DIFF

Coop Muxkponpoo:

Pexxum cbopa mpob mo3BoisieT paboTaTh ¢ MHKPONPOOAMHU
JIeTel M TOKWIBIX MAlUeHTOB (MUHUMAJIbHBIA 0ObEM IPOOBI
KpOBH CM. B PYKOBOACTBE IIOJb30BaTelisi — ammapara).
Mukponpo6sl MOKHO HCIIOJIB30BaTh TOJIBKO MPU COOMIOACHUH
CIEAYIOIUX yCIOBUIL:

® [Ipo6upka IOMKHA MOCTOSIHHO HAXOAWTHCS B BEPTUKAIHHOM
MOJTOKEHUH.

® CMmemMBaHUE KPOBH JIOJDKHO OCYIIECTBIISTHCS MOCPEICTBOM
JIETKOTO MOCTYKHMBaHWA 1o mpoOupke. He Bpamiaiite
MpoOHMPKY TPH CMEMIMBAaHUM, WHA4e KPOBb OCTAHETCS Ha
CTeHKaX MPOOHMPKH W MUHHMAIBHBII HEOOXOIUMBIH 00BeM
Oyzer yTpadeH.

IlepememinBanue:

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATEIBHO CMelaTh. DTO 00eCreuynBacT OXHOPOAHYIO CMECh
IUISL U3MEPEHUSL.

P3menenus: BHECEHHE M3MEHEHHUIT B paszien « Y CIIOBHS XPAHEHHs i CTaGHIHOCTH.
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Iopsinox padoTsI

PeareHT roToB K MCIIOJIB30BAHUIO.

1. Tlepen wucnoms3oBannem Nucediff 1LyGexurecs, uto o
JnocTur pabodeil TeMIepaTypsl, Kak OIHMCAHO B PYKOBOJICTBE
MOJIb30BATENSI IPUOOpPa.

2. Tlpu HEoOXOAMMOCTH H3BIEKHTE IYCTOW (IIAKOH H3-TI0A
pactBopa Nucediff 1L u3 orceka asst peareHToB.

3. CM. B pyKOBOJCTBE MOJIH30BATENS MOPSAOK MACHTHDUKALII
pacrteopa Nucediff 1L ¢ momomuipio ckanepa IITPUXKOAOB
WIH BPYYHYIO.

4. Vcranosute ¢uakon ¢ pacreopom Nucediff 1L B orcek mis
peareHToB ammapara.

5. OcropoxxHO HamaBute Ha (UIAKOH, YTOOBI IPaBHIBHO
3aKPEIHTh €ro C MOMOIIBIO IITHIPEBBIX COSIUHUTEINEH.

CrienyiiTe MHCTPYKIMSME Ha DKpaHe armapara.
[ToxpoOHble HHCTPYKIMHK 110 MPOLELypaM aHaIu3a M KOHTPOJISI
pe3yabTaTOB CM B PYKOBOJCTBE II0JIb30BaTEs alapara.

MeTtoauka

Nucediff 1L musupyer spurpouutst (RBC) u crabummsnpyer
neiikouuts! (WBC) B ux HaTHBHBIX hopMmax. 3aTeM u3MepseTcs
ONTHYECKass  OKCTHHKIWS — (BHYTPEHHSIE — CTPYKTypa) |
compoTuBieHne (00beM) KaXIOW KIETKH, HYTO ITO3BOJISIET
paccuuTaTh OO0IEe KOJIUYECTBO SIPOCOJACPIKAIINX KIETOK H
npousBecTH  Au(pQepeHIMATbHBI  TOACYeT  JTUMQOIHTOB,
MOHOIIUTOB,  HEHTPO(HUIOB,  J03MHODHIOB,  ATHITMYHBIX
TUMBOIIUTOB, HE3PEIBIX TOMYJISAINIA H SPUTPOOIACTOB.

PaGoune xapakTepUCTHKU M OrPAHUYEHUS
MeTo/1a

PaGoune xapakTepHCTHKM ammapaTta W OTpaHWYEHHS €ro
MapaMeTpoB, HaKJIaJbIBa€Mble METOJOM aHaldu3a, CM. B
PYKOBOJICTBE NOJIb30BATES.

Pacuer n HHTEpHpeTanusa pe3yjabTaToB aHAJIU3A

CBeZ[eHI/ISI O pacdueTe U HUHTEPIIpETAllUu PE3YyJIbTATOB aHaJIu3a
CM. B PYKOBOACTBEC ITI0JI30BATEJIA allriapara.

HN3meHeHus1 B nopsiike padoThl ¢ MPOAYKTOM U B
ero padoyMx XapaKkTepuCcTHKAaX

IloBpexaenne ynakoBKu

B ciiydae MOBPEKICHHS 3aIMTHON YIAKOBKH HE HCHOJB3YHTE
pactBop Nucediff 1L, tak kak MOBpexI€HUS MOTJIH TIOBJIMSAT
Ha paboyre XapaKTepUCTHKH MPOIYKTa.
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Hajanune npu3HAKOB MOPYH MPOIYKTA

Ilpn Hamuuum Kakux-1uMOO TPU3HAKOB (U3MUYECKON MU
xumudeckoil mopun pacrsopa Nucediff 1L (nomyraenue,
W3MCHEHHUE [BETA U T.II.) €r0 CICAYET 3aMCHHUTb.

TemnepaTypHble OrpaHHYeHHsI

He wucnonssyiite pactBop Nucediff 1L, ecniu on panee
3aMOPaXUBAJICS WM [O/IBEPrajics n30bITOYHOMY HarpeBy.
Ilepen wucnonb3oBanuem Nucediff 1LyGeantecs, uro o
JocTur pabodedl TeMIepaTypbl, Kak ONHCAHO B PYKOBOICTBE
MOJIB30BATENS IPHOOPA.

BHyTpeHHMii KOHTPOJIb KayecTBa

KonrposeHbie o6pasust kposu HORIBA Medical Heo6xomiumo
UCIIONB30BAaTh ISl MEPHOAMYECKON  OLCHKH  KadecTBa
(GYHKIMOHUPOBAHMSI PEAarcHTOB W ammapara B 3aJaHHBIX
JMana3oHax.

HORIBA Medical npejiaraet OmJtaitH-TIporpamMmy
MesxaboparopHoro cpasHernst (QCP), kotopast mpenocrasisier
noctyn no MHTepHeTy K:

E [ofadya OTYETOB O pe3yibTaTaXx BHYTPEHHETO KOHTPOJIS
Ka4ecTBa B OHJIAHH-PEKHME;

B MOHHTOPUHT KadecTBa paboTE AQHAIUTHIECKOTO
06opyoBaHMS " HETIOCPEACTBEHHOE CpaBHEHHE
PEe3yJIbTaTOB HCCIEIOBAHUN C Pe3yIbTaTaMH, ITOIyIEeHHBIMH
B COTHSIX JTabOpaTopHii 1Mo BceMy MUPY;

B [OJNydECHHE B PEKUME PEaTbHOTO BPEMEHH CTaTHCTHYECKUX
ortdeToB Tpym Kosuter yepe3 QCP.

bonee mozxpoOHyr0 MH(pOpMAaLMIO MOXHO IOJYYUTH Ha BeO-

caifre no azgpecy:
http://qcp.horiba-abx.com

IIpocaexunBaeMoCTh KAJIUOPATOPOB U
KOHTPOJILHBIX MATEPHAJIOB

Henpumenumo.

PedepencHble MHTEPBaJIbI
Henpumenumo.

JIuteparypa

1. Occupational Safety and Health Standards:
bloodborne pathogens. (29 CFR 1910. 1030). Federal
Register July 1, 1998; 6: 267-280.
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2. Protection of Laboratory Workers From Occupationally

Acquired Infections; Approved Guideline - Fourth
Edition. CLSI (NCCLS), document M29-A4 (2014) 34
(18).

. Procedures for the Collection of Diagnostic Blood

Specimens by Venipuncture; Approved Standard -
Sixth Edition. CLSI (NCCLS), document H3-A6 (2007)
27 (26).

. Procedures and Devices for the Collection of

Diagnostic Capillary Blood Specimens; Approved
Standard - Sixth Edition. CLSI (NCCLS), document
H4-A6 (2008) 28 (25).
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