/—\ @ Temarosaorus

QUAL-QA-WORI-5544 Rev.1
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Pentra ES60 / MS60 / MS CRP
Pentra DX Nexus / DF Nexus

Yumizen H500 OT / CT / H550
Yumizen H1500 / H2500

2022/03/11
A95A000050ARU

0901020

[wo] C€

HORIBA ABX SAS
Parc Euromédecine
Rue du Caducée

ABX Pentra 60 / 60C+ ABX Pentra XL80 S4164 Montpelier Cadex 4
ABX Pentra DX120 / DF120 Pentra XLR FRANCE

I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3uauenue ®m JlaHHBI peareHT MNpeIHa3HAYCH MJsI HCIOJB30BaHUA C
A yKa33.HHLIMI/I BBIIIIC TEMATOJIOTHUYCCKUMHU aHanI/I3aT0paMI/I
ABX Diluent — 570 GydepHplii nsoToHMueCKHi pacTBOp, HORIBA Medical. Komnanus HORIBA Medical re moxer

[peAHA3HAYCHHBIH MU  HCIONB30BAHHS MPH IPOBEACHUH
JUarHOCTUKH (N VitrO W pa3paboTaHHBI U TOKPBHITHS U
pas6asnenus neiikonuros (WBC), a Takke st onpenesneHus u
1 bepeHINPOBKHU KIETOK KPOBH, M H3MEPCHHSI TeMaTOKpUTa B
ananmzatopax kposu HORIBA Medical.

IpenynpesxneHust 1 Mepbl NPeIOCTOPOKHOCTH 2

m Pactreop ABX Diluent npennasnaden Tompko i
poeccHOHaIbHOMN THArHOCTHKY iN Vitro.

® Tloss30Baress 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JIOKyMEHTA Ha3HAYEHUIO TIPOIYKTa.

m CornmacHo HopMmatuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEearcHT CYUTAETCS OE3BPEIHBIM BEIIECTBOM.

® PucKk  TpPaBMHPOBAaHWs: TPH  HCIOJNB30BaHHH  JIHOO
nepemeniennn pearedra ABX Diluent BosmoxxHOo mnanenue
peareHTa 10 IPUYHHE MOJIOMKH PYKOSITKH.

® [Ipu paGoTe ¢ XHUMHYECKUMH BEIIECTBAMH PEKOMEHIYETCS
HaJIeBaTh COOTBETCTBYIOIINE cpencTBa 3aIHUTHL:
N1a00OpaTOPHBINA XaJlaT, IEPYaTKH U 3aIUTHBIE OUKH.

m Cobunronaiite IPUHATHIE B ITA0OPATOPUH CTAHIAPTHBIE MEPHI
MPEJIOCTOPOKHOCTH W BBIMOJHANTE PEKOMEHIAIMU 10
OXpaHe 3/I0POBbSI M TEXHHKE 0e30macHOCTH (elepaabHOro
W PETHOHAILHOTO YPOBHSL.

® [Ipy BO3HMKHOBEHWH HEIOMOTAHUS MOCIE IONAJAHUs Ha
KOXKY, TIPOTJIATHIBAHUS WJIM BIBIXaHHS KaKUX-JTHOO BEIIECTB
oOpatuTech K Bpady.

rapaHTHpPOBaTh IMPaBUJIBHOC }IeﬁCTBHe OTOro p€arcHra Inpu
HCIOJIb30BaHUM aInapaToB, OTJIMYHBIX OT YKa3aHHBIX BBIIIE,

WIM  ammapaTtoB, HE  W3TOTOBJIEHHBIX  KOMIIAHUEH
HORIBA Medical.

YTuanszanusa orxoaoB

CM. TpeOoBaHHS PErnOHATBHBIX HOPMATUBHBIX JOKYMEHTOB.
1ot pearent conepxkut Menee 0,1% asunma HaTpust B KauecTBe
KOHCEepBaHTA. A3WA HAaTPHS MOXKET BCTYIHTh B DPEAKIHUIO CO
CBHHIIOM U MeZIbl0, 00pa3yst B3pEIBOONACHBIE a3 (bl METAJIIOB.

Mukpo6uoiornyeckoe coCTOsIHHE

Henpumenumo.

Onucanme u cocTaB

Onucanue:

IIpo3paunsiii 1 GeciBeTHBIN BOIHBIN pacTBOP.

Cocras:
m Cwm. nacropt 6e3onacHoctr npoaykra (SDS), orHocsmuiicst
x ABX Diluent. Oprauunueckuii 6yhep <5%
Komcepsant <0,1%
[ToBepXHOCTHO-aKTHBHOE <0,1%
BEILECTBO

al3meHeHust: 100aBiIeHa PEKOMEHAALHS.
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YcaoBusi XpaHeHHs U CTAOMIBHOCTH

® VYciaosusi xpanenust (1o Bekpoitusi): 18-25°C (65-77°F).
He 3amopaxuBaTts.

® CTa0WIBLHOCTH BO BCKPBITOM COCTOSIHHH: 6 Mecsies
makcumym mpu 18-25°C (65-77°F) mocne BCkpbiTHS, B
Ipeseax cpoka TOTHOCTH.

® CpoK roOIHOCTH: CM. CPOK TOAHOCTH Ha 3THKETKE YITAaKOBKU
pearenra.

TpeOyemble, HO He MpeOCTaBAsAEMbIe
MaTepuaJbl

B ABTOMaTH3MPOBAHHBIA I'eéMaTOJIOTHUECKUN aHATIM3aTopP.

Kanmubpartop: ABX Minocal.

®m KoOHTpoNmb: CBEAEHHS O TOM, KakKOH KOHTPOIb CIEAyeT
HCITIONB30BaTh  C  allapaTtoM, CM. B  PYKOBOJACTBE
TIOJTb30BATENIS.

®m CranmapTHOE J1abOpaTOpHOE 000PYHOBAHHE.

IIpoda

Coop npod

Otbop Bcex mpo0 KpPOBH MJOIDKEH OCYIIECTBISATHCA B
COOTBETCTBUM C Hajexameid Mmeroaukoi! Crenyer cyuTaTh
MOTEHLHAIBHO HMH(UIMPOBAHHBIMM BCE HPOOBI, PEAreHTHI,
KaJIMOpaTopsl, KOHTPOJIM M JAPYrHe MaTepHalbl, COJACpKallue
BBITSDKKM M3 O00OpasloB KpOBH 4YEJNOBEKa, M IPUHHUMATH
Ha/IJIe)KaIIe MeEpHI obecrieueHust OHMOJIOTHUECKOH
6esonacuoctu (1, 2).

[Ipu 3a06ope 00pa3LoB KPOBH PEKOMEHAYETCS OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMAIbHBIX  CIydasgX  MOXHO
WCTIONB30BaTh M apTEepHANbHYI0 KpoBb. OTOOpaHHYIO KpOBB
ClIeflyeT TMOMEIIaTh B BaKyyMHUPOBAaHHBIE MPOOUPKH (IPOOHPKH
IUIst 3200pa KPOBH € MCIIOJIB30BAHHUEM aTMOC(EPHOTO J1aBIICHUS)
(8, 4). TIpobupky cieayer 3amoiHATh KPOBBIO TOYHO [0
YpOBHS, 0003HAUYCHHOTO Ha CaMOW MPOOHpKE, BO W30EkKaHUE
PaCXOXKACHUS PE3yJIbTaTOB aHAIM3A.

PexomeHnayeMblil aHTUKOATYJISIHT

Pexomenayercs wucronb3oBarh aHTukoaryiasHt Ks-EDTA ¢
COOMIOZICHHEM  COOTHOIICHHS KPOBH M AHTHKOAryJIsSHTA,
YKa3aHHOTO  MpOW3BoJHTENIeM  mpobupok.  IIpuemiemoii
anprepHaTuBoii  sBisieTcst  Ko-EDTA, ecnmum  otbop mpob

BBITNIOJIHACTCS B HOPMAJIBHBIX YCJIOBHSX. B NMPOTHBHOM ciiydae
BO3MOXKHO 00pa30BaHUE CTYCTKOB KPOBH.

CTadnabHOCTh NPO0 KPOBHU

CrabuiabpHOCTD MPOO MPU HU3KHX TeMIIepaTypax: W3 OOBIYHBIX
1abopaToOpHBIX 00pas3IioB OBUIO OTOOPAaHO M TOMEIICHO Ha
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xpaHeHune mpu Temmeparype 4°C 1eciTh «HOPMAIIBHBIX» H
JECATH «[aTOJIOTHYHBIX» MPpo0. CTabMIBHOCTH PO OLICHUBAIH
B TedyeHHe 72 dYacoB. Pe3ynbTarhl (CpemHHE 3HAUYCHHS IO
JOECATH HCCIACAOBAHMAM) IMO3BONMIM CHAETATh  CICAYIOLIHE
3aKII0YEHHsI 00 OTHOCHTEIBHON CTaOMIBHOCTH NPOO:

m 48 yacos ms mapamerpos CBC
m 24 gaca s napamerpos DIFF

CrabuiapHOCTE Hpo0 TNpH KOMHATHOI Temmeparype: u3
OOBIYHBIX J1a0OpaTOpHBIX 00pasmoB ObUIO  OTOOpaHO W
MOMEIICHO Ha XpaHEHHE NMpU KOMHATHOW Temmeparype (25°C)
JECATh «HOPMAQJIBHBIX» M JIeCATh <«IIATOJIOTWYHBIX» MPOO.
CrabuiapHOCTh MpO6 OLEHWBAIM B TEYeHHE 72 YacoB.
Pesynbrarsel (CpeAHHE 3HAYCHHS MO JECSTH HCCICIOBAHUSIM)
TIO3BOJIHIIN cuenatb clletyIomue 3aKITIOYEHHS 00
OTHOCHTEJIBHON CTaOMIBHOCTH NPO0:

m 48 yacos ms mapamerpos CBC
®m 24 yaca qis napamerpos DIFF

Coop Muxponpod

Pexxum cOopa mpob mo3BoisieT paboTaTh ¢ MHKpPONPOOaMHU
JeTeil W TMOXHIBIX MAalMeHTOB (MHHUMAIBHBIN 00BEM MPOObI
KPOBHM CM. B DYKOBOACTBE IOJIb30BAaTeNsl  amapara).
MukponpoObsl MOXHO HCHOJIB30BaTh TOJIBKO MPH COOMIOCHUN
CIEIYIOIUX YCIOBUIL:

® JIpoGupka DOJDKHA HOCTOSIHHO HAaXOIUTHCS B BEPTHKAILHOM
HOJIOYKCHHUH.

® CMenMBaHUE KPOBU JOJDKHO OCYLICCTBILSITHCS OCPEACTBOM
JIETKOTO  HOCTYKHBaHus 1o mnpobupke. He Bpamaiite
OpOOUPKY NpU CMEIIMBaHWH, WHAYe KPOBb OCTAHETCS Ha
CTEHKaX NMPOOHMPKH U MHHHMAJbHBIH HEOOXOAUMBIH 00beM
OyzeT yTpadeH.

IlepememiuBanue

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATENIFHO CMEIIaTh. JTO 00ECIevYnBaeT OJHOPOAHYIO CMEChH
IUTSL K3MEPEHHUSL.

Ipouenypa

PeareHT rotoB K HMCMOJIb30BAHUIO.

1. CM. B pYKOBOZICTBE IIOJIB30BATENs OPSAOK UICHTHOUKALIMH
pacreopa ABX Diluent ¢ momomnipto ckaHepa mTpUXKOI0B
WIH BPYYHYIO.

2. OtkpoiiTe HOBBIH KOHTEHHEDP C PEareHTOM.
3. BcraBbTe npoOKy B cOope ¢ TpyOKoii B KOHTEHHED.

4. 3arsaHute 3aryIylikKy, obecrieunB
repMETUYHOCTb.

HaJJICKALILY O
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5. Vcranosute konreitnep ABX Diluent mox mpu6opom, kak
OIMCAaHO B PYKOBOJCTBE I10JIb30BATEIs.

CrenyiiTe THCTPYKIUSIMA HAa SKpaHe ammapara.
IMoxpoOHble HHCTPYKIMHK 11O MPOLELYypPaM aHaIM3a U KOHTPOIS
PEe3yNIbTaTOB CM B PYKOBOJCTBE ITOJIb30BATEIIS alllIapaTa.

Metoaunka
ABX Diluent — »5to snexrponutHbii (OydeprsoBaHHbIH
(GU3HONOTHYECKHH)  pacTBOD, NpCIHA3HAYCHHBIA  JUIs

pa3BCACHUS W IMOATOTOBKM K aHAJIMU3Y 06p3.3LIOB KpOBHU.
an/ICyTCTBI/Ie HECHUOHOI'CHHOTI'O TNOBEPXHOCTHO-AKTUBHOI'O
BCIIICCTBa obecrnieunBaeT ONITUMAJIBHYIKO  JUHAMHKY  TOKa
JKUJIKOCTEH B MOJIHOCTBIO THAPABIMYCCKUX CUCTEMAX amrapara.

DIEeKTPOIUTHYECKHUH Xapakrtep pacTtBoOpa MO3BOJISIET
OCYIIECTBIATh  MOJACYET  KIETOK IO  3JIEeKTPHYECKOMY
COIIPOTUBIICHUIO.

DToT pearcHTt TAKXE HCHOJIB3YETCA JUIsL OCTaHOBKH
XUMHYCCKHUX peakunﬁ HEKOTOPBLIX APYTUX PpEarcHTOB. 10T
PEarcHT TAakKXKXE€ UCIIOJB3YCTCA B LHUKIAX IHPOMBIBKM U OYUCTKHU
TUAPABINYCCKUX CUCTEM npn6opa.

Paboyue xapakTepUuCTUKN M OTPaHUYEHUS]
MeTo/a

PabGoune XapakTepUCTHKH anmapara W OrpaHHYEHHS ero
[apaMeTpoB, HAKJIaJblBaCMble METOJOM aHalM3a, CM. B
PYKOBOJICTBE OJIL30BATEIIS.

Pacuer u MHTepnpeTanusi pe3yJbTaTOB aHAJM3a

CeeneHust 0 pacdyeTe M MHTEPIPETALMM Pe3yIbTaTOB aHAIM3a
CM. B PyKOBOJICTBE IOJIb30BATEN ammapara.

HN3meHneHus: B nopsinke padoTsl ¢ IPOAYKTOM H B
ero pado4Mx XapaKTepuCTHKAX

IloBpesxkaeHue ynakoBKu

B ciydae noBpexaeHMs 3alUTHON yHMakOBKH HE MCIIOJIB3YITE
pacteop ABX Diluent, Tak xak nmoBpesxeHHs MOTJIH MOBJIHUSTH
Ha pabovne XapaKTePUCTHKU MPOIYKTa.

Hanuune NMPU3HAKOB MOPYH NMPOAYKTA

Ilpy HaMMUMK KakuX-THMO0 TNPHU3HAKOB (DHU3HUUYECKOH WM
xumuueckoil mopun pacteopa ABX Diluent (nomyruenwue,
M3MEHEHHE IIBeTa U T.II.) er0 CIEAyeT 3aMEHHUTb.

TemnepaTypHble OrpaHHYEeHHUST

He wucnonssyiite pacrsop ABX Diluent, ecciu oun panee
3aMOpaXUBAJICA WUJIA ITOABEPrajcs 1/136I>ITO'~IHOMy Har‘peBy.
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IMepen wucnonszoBanmem ABX Diluenty6enurecs, uto o
JocTHr pabodell TeMmmepaTypbl, Kak OIHCAaHO B PYKOBOJCTBE
HOJI30BAaTENs IPUOOpa.

BHyTpeHHMiA KOHTPOJIb Ka4yecTBa

Konrponbusre o6pasust kposu HORIBA Medical neo6xoanmo
HCIIONB30BaTh UL TIEPHOAMYECKON  OIICHKH  KadecTBa
(GYHKIMOHUPOBAHHWSI PEAareHTOB W ammaparta B 3aJaHHBIX
JMarna3oHax.

HORIBA Medical mpearaet OmJtaiiH-miporpaMmy
mesxiaboparoproro cpasaerusi (QCP), koropas npexocrasisier
nocTy mo UHTepHery K:

H [10]]aya OTYETOB O pe3y/lbTaTax BHYTPEHHETO0 KOHTPOJIS
KavecTBa B OHJIAHH-PEKHME;

B MOHHMTOPUHT KavecTBa paboTEI AQHAJIMTUYECKOTO
00opyIoBaHUs u HEMOoCpeICTBEHHOE CpaBHEHHE
pe3yIbTaTOB MCCIENOBAaHUN C pe3ylbTaTaMy, MOJYyYEeHHBIMU
B COTHSIX JJabOpaTOpHii 10 BCEMy MUPY;

H [OJy4YCHHE B PEKHME PEaJbHOI0 BPEMEHH CTaTUCTHYECKUX
ordeToB rpymn koster yepes QCP.

Bonee moapoOGHyr0 HHGOPMALUIO MOXHO MOJYYUTh Ha BeO-
caiiTe 1o ajpecy:
http://qcp.horiba-abx.com

Ipocae:xxuBaeMocTh KATHOPATOPOB U
KOHTPOJILHBIX MATEPHAJIOB

Henpumenumo.

PedepencHble MHTEpBaJIbI

Henpumenumo.

Jluteparypa

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

2. Protection of Laboratory Workers From Occupationally
Acquired Infections; Approved Guideline - Fourth
Edition. CLSI (NCCLS), document M29-A4 (2014) 34
(18).

3. Procedures for the Collection of Diagnostic Blood
Specimens by Venipuncture; Approved Standard -
Sixth Edition. CLSI (NCCLS), document H3-A6 (2007)
27 (26).
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4. 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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