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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Hasnauenue 2P ¢

ABX Miniclean 1L - o510 ¢QepmentHsiii pacTBOp,
NpeAHa3sHAYCHHBIH [T JHArHOCTHYECKOTO IPUMEHeHHs in
Vitro, ¢ IpOTEONUTHIECKIM NEeHCTBIEM JUTS OYUCTKU CUCTIMKOB
dbopmennbix anementoB kposu HORIBA Medical.
llpennasHadyeHo s WCHOJB30BAaHMS B
IMArHOCTHYECKHX JIA00PATOPHSIX.

KIIMHUKO-

IpenynpesxaeHusi 1 Mepbl NPEAOCTOPOKHOCTH

m Pacteop ABX Miniclean 1L npennasHadeH TONbKO ISt
npodeccHoHaIbHON THArHOCTHKY iN Vitro.

IpenHasHayeHO I HCIOJB30BaHUS B J1aOOPAaTOPHBIX
YCIIOBHSIX.

m Jlonbk30Baresb 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO MPOYKTA.

m CornmacHo HopmartuBHOMY jaokymenty (EC) N°.1272/2008
9TOT PEareHT CUYUTACTCsl GE3BPEIHBIM BEIIECTBOM.

m Jlpu pabore ¢ XUMHYECKHMH BEIIECTBAMH PEKOMEHIYETCS
HaJeBaTh COOTBETCTBYIOILHE cpelcTBa 3aIHTHI:
71ab0paTOPHBII Xanar, MepYaTKy 1 3alIUTHBIC OYKH.

m CobnronaiiTe NpUHATHIE B 1aOOPAaTOPUM CTAaHJAPTHBIE MEPHI
MPEJOCTOPOXKHOCTH W BBIMOJHSNWTE PEKOMEHIALMH 110
OXpaHe 37I0pOBbsi M TEXHHKE 0E30MacCHOCTH (eAepaabHOro
WITH PETHOHAIIBHOTO YPOBHSI.

® JIpy BO3HHKHOBEHHWH HEIOMOTaHHs MOCJIE MOMaJaHus Ha
KOXY, HPOTJIATBIBAHHS WM BIBIXaHUS KaKUX-JHOO BEIIECTB
oOpatuTech K Bpady.

m Jlpexae dYeM MpHCTYyHaTth K paboTe ¢ aHalIu3aTtopoM,
omeparop 00s3aH NPOWTH oOydeHWe Yy IIPeACTaBUTEIS
xomrannu HORIBA Medical.

m Cwm. nacropt Ge3onacHoctr npoaykra (SDS), orHocsmmiicst
k ABX Miniclean 1L.

® Jl100ble cephe3Hble MPOUCIIECTBUS, UMEBILIKE MECTO B CBS3U
¢ JKCIUTyaTal[Mell aHaM3aTopa, HeOOXOAMMO INOBOAUTH 0
CBEJICHUS TPOM3BOAUTENSA W 10 YIMOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHbl, B KOTOPOW HAaXOMHUTCS OIEpaTop Npubopa
W/ WM TIAIUEHT.

B J[aHHBIA peareHT MpeAHasHauYeH JUIs MCHOJIB30BAHUA C
yKa3aHHbIMHM BBIIIE T[E€MATOJOTHYECKUMH aHAIM3aTOPAMU
HORIBA Medical. Kommnanus HORIBA Medical ne moxer
rapaHTUpOBaTh MPABHJIBHOE JIEHCTBHUE TOr0 peareHra Mpu
HCIIOJIb30BAHMH ANIAPATOB, OTIIMYHBIX OT YKa3aHHBIX BBILIIE,
WIM  annapaTtoB, HE  HW3TOTOBJIEHHBIX  KOMITAHWEH
HORIBA Medical.

m EMKocTM C peareHTaMd SIBJSIOTCS OJHOPAa30BBIMH U
MOJIEkAT YTHIM3ALUK COrJIACHO MECTHBIM HOPMATHBHBIM
TpeOOBaHUSIM.

B 33 TEeXHHYECKOW IIOMOLIBbIO o0pamaiitech Mo TenepoHy
+33 (0)4 67 14 15 16.

YTuansanust 0TX010B
CM. TpeGoBaHUS PETHOHAIBHBIX HOPMATHBHBIX IOKYMEHTOB.
3tot pearent conepxkut Menee 0,1% asuzma HaTpust B KauecTBe

KOHCEpBaHTA. A3I/II[ HaTpud MOXET BCTYNHUTb B PCAKIUIO CO
CBHUHIIOM U MCIBIO, 06pa3y;{ B3PbIBOOIIACHBIC a3U/Ibl METAJIJIOB.

Muxkpo0OuoJiorudeckoe cOCTOsIHIE

Henpumenumo.

2/3MeHeHNs: M3MEHEHNE Ha3HAYEHHUS.
bI/I3MCHeHHH: IlO6aBJ'leH HOBBII anrapar.
CU3menenus: HoBas popma OyKieTa O pearcHre.
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Onucanue M cCOCTaB

Onucanue:

[Tpo3paunblii OE€CLBETHBIA MM CIIETKa KEJITOBATHIA BOJHBIH
pacTBop.

Cocras:

Oprannyeckuit 6ydep <5%
IpoTteonuTudeckuii hepMeHT <1%
Koncepsaut <1%

YcaoBus XpaHeHHs U CTAOMIbHOCTD

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

® CTa0WJIBHOCTH BO BCKPBITOM COCTOSIHMHM: 3 Mecsua
makcumym mipu 18-25°C (65-77°F) mocne BCkpbiTHS, B
Ipeseax cpoka TOTHOCTH.

® CpoK roIHOCTH: CM. CPOK TOIHOCTH Ha 3THKETKE YITAKOBKU
peareHTa.

TpedyeMble, HO He MpPeIOCTaBJIsAEMbIe
MaTepuaJIbl

®  ABTOMaTH3MPOBAHHBIA reMaTOJIOTHUECKUIl aHATH3aTOP.

Kanu6patop: ABX Minocal.

®m KOHTpoJIb: CBEAEHHUS O TOM, KaKOH KOHTPOJIb CIEyeT
UCHOJIb30BaTh  C  amlmapaToM, CM. B  PYKOBOJICTBE
HOJIb30BATES.

®m CranzaptHoe J1abopaTopHOe 000pyIOBaHUE.

IIpoba

Coop npoo:

Ot6op Bcex mpo0d KPOBH [JOIDKEH OCYIIECTBISITHCS B
COOTBETCTBHU C Hajekaieit meromukoi! Creayer cuuTath
HNOTEHIMAIbHO HWH(UIMPOBAaHHBIMH BCE MPOOBI, PEarcHTH,
KaIMOpaToOpsl, KOHTPOJIM W JPYrHe MaTepHalbl, COJCprKaline
BBITSIDKKU U3 06pa3u03 KpOBHU 4Y€JIOBEKA, W NPUHHUMATb
HaJIeKalme MepbI obecrieyeHus Guosoruueckon
6esonacuoct (1, 2).

Ipu 3a6ope 00pa3LOB KPOBH PEKOMEH/yeTCsl OpaTh BEHO3HYIO
KpOBb, OIHAKO B OKCTPEMAJIbHBIX Cly4dasx MOXXHO
UCIIONIB30BAaTh M apTepUalibHYI0 KpoBb. OTOOpaHHYIO KpOBb
ClielyeT MoMelaTh B BaKyyMHUPOBAHHbIC MPOOHPKH (IPOOHPKH
U1t 3200pa KPOBH € MCIOJIb30BAHHEM aTMOC(HEPHOTO J1aBIICHHS)
(3, 4). TIpoGupky cieayeT 3amoyiHATh KPOBBIO TOYHO [0
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YpOBHs, 0003Ha4EHHOI0 Ha CaMoOil HpoOupKe, BO H30SKAHUE
PACXOXKICHHUS PEe3yIbTAaTOB aHAIN3A.

PexomenayeMblii aHTHKOATYJISIHT:

PekomenayeTcst ucrnonb3oBath aHtukoaryinsHt Ks-EDTA ¢
COONIOICHEM COOTHOIIGHHS KPOBM M  aHTHKOAryJsHTA,
YKa3aHHOTO  TIPOM3BOAHTENEM  TpoOupok.  [Ipmemiemoit
anpTepHatuBoit  siBisiercss  Ko-EDTA, ecmu  ot6op  mpob
BBITIOJHACTCS B HOPMAJIBHBIX YCIOBHSX. B MPOTHBHOM ciyuae
BO3MOKHO 00pa30BaHHE CTYCTKOB KPOBH.

CTa0uIbHOCTH P00 KPOBHU

CrabuabHOCTD MPO6 MPU HU3KHX TEMIIEpATypax: U3 OOBIYHBIX
nabopaTopHBIX 00pa3loB ObUIO OTOOPAaHO W TMOMEIICHO Ha
xpanenune mpu Temneparype 4°C gecsiTh «HOPMAaIbHBIX» U
JIECATH «ATOJOTHYHBIX» MP06. CTabUILHOCTE TIPOO OLEHUBAIH
B TeueHue 72 4YacoB. Pe3ynbrarel (CpemHuMe 3HAUEHHUS 1O
JECATH HWCCIIENOBAHUSAM) TIO3BOJIMIM CJENATh  CIICAYIOIIHE
3aKIIIOYCHUS] 00 OTHOCUTEIBHOM CTaOUIIBHOCTH MPOO:

m 48 yacos mis napamerpo CBC
®m 24 gacos s napamerpos DIFF

CrabunbHOCTh TpoO0 TMpH KOMHATHOW TEMIIEpaType: H3
OOBIYHBIX JIAOOPATOPHBIX 00pa3moB OBUIO  OTOOpaHO U
MIOMEIICHO HA XpaHEeHHe MpH KOMHaTHOM Temmeparype (25°C)
JECSATh «HOPMAIBHBIX» M JIECATh «MATOJOTMYHBIX» IPOO.
CrabuiapHOCTh MpO6 OLEHMBAIKM B TeYeHHEe 72 YacoB.
PesynpTarsl (cpefHHE 3HAYEHHS MO IECSTH HCCIETOBAHMUSIM)
HO3BOJIMIIM crenarhb clieyromue 3aKIIIOYCHHS 00
OTHOCHTEJIbHOH CTaGHIBHOCTH IPOO:

®m 48 yacos qus napamerpos CBC
®m 24 yacos ms nmapamerpos DIFF

Coop muxkponpoo:

Pexxum cbopa mpo6 mo3Boissier paboTatk ¢ MHUKPOIpOOaMH
JeTell M TOXKWIBIX IAlHEeHTOB (MHHUMAIIbHBIA 00BEM MPOOBI
KpOBH CM. B PYKOBOACTBE IIOJIb30BATElisl  ammapara).
MukponpoOsl MOXXHO HCIIOJIB30BaTh TOJNBKO MPH COOIIOACHUH
CIEAYIOIUX yCIOBUIL:

® [Ipo6upka JOMKHA MOCTOSIHHO HAXOAUTHCS B BEPTUKAIBHOM
MOJTOKEHUH.

B CMemMBaHUE KPOBU JOIDKHO OCYILECTBIISTHCS MOCPEICTBOM
JIETKOTO MOCTYKHMBaHMA Mo mpoOupke. He Bpamtaiite
MpoOHUPKYy TpPH CMEMIMBAHUM, WHAa4e KPOBb OCTAHETCS Ha
CTeHKaxX NMPOOHMPKH U MHUHHUMAIbHBII HEOOXOIUMBIH 00BeM
OyZner yTpadeH.
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IlepememnBanme:

Ilepex orbopoM mpod HEOOXOAMMO WX OCTOPOXHO U
TIIATENTFHO CMENIaTh. JTO O0ECMeunBaeT OJHOPOAHYIO CMECh
JUISL U3MEPEHHSI.

IHopsinox padoTsI

PeareHT rotoB K HCIOJIB30BaHUIO.

1. CM. B pyKOBOJCTBE TIOJIB30BATEISI OPSIIOK HACHTHOHKALHI
pacteopa ABX Miniclean 1L c¢ mnomompio ckanepa
IITPUXKOJIOB MITH BPYYHYIO.

2. OrkpoiiTe IBepIly OTCEKa Ul PEareHTOB.

3. Ilpu HEOOXOAMMOCTH H3BIEKHTE IYCTOH (IIAKOH H3-TI0A
pacrBopa ABX Miniclean 1L u3 orcexa jist peareHToB.

4. OtkpoiiTe HOBBIH (DITAKOH C peareHTOM.
5. BcraBbTe BO (1akoH 3ariylIKy ¢ TPyOKOH.

6. 3arsHuTe 3arIynikKy, obecrieunB

TepMETUYHOCTD.

HaJIeKalyro

7. YcranoBure ¢uakoH ¢ pacreopom ABX Miniclean 1L &
OTCEK JUISl PeareHTOB almapara.

8. 3akpoiite aBepily oTCeKa s peareHTOB.

CrnenyiiTe MHCTPYKUUSIMU Ha SKpaHe arrmapara.
[ToppoOHBIE MHCTPYKIMHU IO MPOLICAYpPaM aHaIu3a U KOHTPOJIS
pe3yabTaTOB CM B PYKOBOJCTBE II0JIb30BATEs alapara.

MeTtoauka

ABX Miniclean 1L: COBMECTHOE JIeCTBHE
NPOTCOJIUTHYCCKOrO (epMeHTa U JCTEPreHTa IMO3BOJISET
yIQISATh OCTATKM O€JIKOB M HPEIOTBPAIIAET 3aCOPEHUE H/WiIH
3aKyNOpPKY TPYOOK THAPABIMYECKOW CHUCTEMbI. DTOT peareHT
UCTIOJIB3YETCsl TAKXKE I pacIleIUICHUs] CKOIUICHUH Oenka B
CYETHBIX KaMepax U amnepTypax ammapara.

PaGoune xapakTepUCTHKU U OrPAHUYCHUS
MeTo/1a

Paboune XapakKTEPUCTUKU allllapata W OrpaHUYCHUA €ro
napamMeTpoB, HakJIaJblIBa€MbI€ MCETOAOM aHaliu3a, CM. B
PYKOBOACTBE IMOJIB30BATCIIA.

Pacuer n HHTEpHpeTanus pe3yjJdbTaToB aHAJIU3A

CBeneHus 0 pacueTe W HHTEpPIPETaldd Pe3yJbTaTOB aHaIU3a
CM. B PyKOBOJICTBE I10JIb30BaTeIs anmapara.
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H3MeHeHus B mopsiike padoThl ¢ NPOAYKTOM U B
ero padoymnx xapakTepucTHKAxX

IoBpexnenne ynakoBku

B citydae moBpeIeHHs 3al[UTHON YIMAKOBKH HE HCIOJb3yHTe
pactBop ABX Miniclean 1L, tak kax noBpexaeHHs MOTIH
HOBJHATH Ha pabovie XapaKTePUCTUKH TIPOAYKTA.

Hanuuue npu3HAaKOB MOPYH NPOAYKTA

[lpy HaMMYUM KaKUX-JITHOO TIPU3HAKOB (DM3HUECKOW WM
xuMudeckoir  mopun  pactBopa ABX  Miniclean 1L
(moMyTHeHHE, I3MEHEHHE [BETA U T.II.) €r0 CIICAYCT 3aMCHHTb.

TeMnepaTyprle OrpaHv4eHus

He ucnons3yiire pacteop ABX Miniclean 1L, ecnu o panee
3aMOPaXKUBAJICS WM [O/IBEPrajcsi H30bITOYHOMY Harpesy.
Iepen ucnons3oBanuem ABX Miniclean 1LyGenurech, yro
OH JI0CTUT paboyeil TeMnepaTypbl, Kak OIHMCaHO B PyKOBOJCTBE
MOJIB30BATENS MPUOOPA.

BHyTpeHHMii KOHTPOJIb KayecTBa

KonrpossHbie o6pasusl kposu HORIBA Medical Heo6xomiumo
UCIIONB30BaTh ISl IEPHOAMYECKON  OLICHKH  KadecTBa
(GYHKIMOHMPOBAHMSI PEAareHTOB W ammapara B 3aJaHHBIX
JMana3oHax.

HORIBA Medical npejiaraet OmJtaiiH-mIporpaMmy
MesxaboparopHoro cpasHernst (QCP), kotopast mpenocrasisier
noctyn no MuTepHeTy k:

H [10/laua OTYETOB O pEe3y/lbTaTax BHYTPEHHETO KOHTPOJIS
KayecTBa B OHJIAIH-peKuMe;

B MOHUTOPUHI KadyecTBa paboTEI AHAJIMTUYECKOr 0
06opyioBaHUs u HETMOCPEICTBEHHOE CpaBHEHHE
pe3yabTaTOB MCCIEJOBAaHUN C pe3ynbTaTaMy, I10JYyYEHHBIMU
B COTHSIX JJabOpaTOpHii 110 BCEMy MUPY;

N [I0Jly4CHUE B PEKUME PEAIbHOTO BPEMEHU CTaTUCTUYECKUX
orueroB rpymmn koswter yepes QCP.

bonee mnoapoOHyr0 MHGOPMALUIO MOXHO IOJYYUTh Ha BeO-

caiire o azgpecy:
http://qcp.horiba-abx.com

IIpocaexnBaeMoCcTh KAIHOPATOPOB H
KOHTPOJIBHBIX MAaTEPHAJIOB

Henpumenumo.
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PedepencHble MHTEPBaAJIbI

Henpumenumo.

Jluteparypa

1.

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

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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