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I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3nauyenue 2

Minilysebio 0.4L — 5310 Ju3upyrommit  pacTBop,
MpeHa3HAYCHHBIH U JUATHOCTUKH /N VitrO u mpuMeHsIeMBbIii
st nmsuca  spurporto (RBC) ¢ uemsro mozacuera wu
nudpdepentmposkn  neiikormros  (WBC) u  onpenenenus
KOHLICHTPALHH remMoriaoouHa c HCIIOJIb30BaHUEM
remaronornyeckux ananuzatropos HORIBA Medical.
IlpexnasHadeHo UL WCMOJNB30BaHUS B KIMHHYECKHX
nabopaTopusix.

IIpenynpesxaeHusi 1 Mepbl NPEAOCTOPOKHOCTH

®m PacrBop Minilysebio 0.4L mnpexnasnauen TOnbKO ISt
poeccHoHaIbHON THArHOCTHKY iN Vitro.

IpenHasHayeHO I  HCIOJB30BaHUS B J1aOOPaTOPHBIX
YCIIOBHSIX.

m Jlonp3oBaresb 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO POJYKTA.

m CornmacHo HopMmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEarcHT CUYUTACTCsl GE3BPEIHBIM BEIIECTBOM.

m JIpu pabGoTe C XUMHYECKHMH BEIIECTBAMH PEKOMEHIYCTCS
HaJeBaTh COOTBETCTBYIOILHE cpelcTBa 3aIHUTHI:
71ab0paTOPHBIIl Xanar, epYaTKH U 3alUTHBIC OYKH.

m CoGuroaiiTe MPUHATBIC B 1a00PaTOPUK CTAHIAPTHBIC MEPhI
MPEJOCTOPOKHOCTH W BBINOJHSINWTE PEKOMEHIALMH 110
OXpaHe 370pOBbsi M TEXHHKE 0E30MaCHOCTH (eAepaabHOTO
WM PETHOHAIBHOTO YPOBHSI.

® JIpy BO3HHKHOBEHHH HEJOMOTaHHs MOCJIC MOMaJaHUs Ha
KOXY, HPOTJIATBIBAHHS MM BIBIXaHUS KaKUX-JIHOO BEIIECCTB
oOpatuTech K Bpady.

m Jlpexne dYeM INpHUCTYyHnaTth K paboTe ¢ aHalIu3aTtopoM,
omepaTop 00s3aH MPONTH OOydYeHHE Y TMPEACTABHTEINS
xomnann HORIBA Medical.

m Cwm. nacropt 6e3onacHoctr npoaykra (SDS), orHocsmuiicst
k Minilysebio 0.4L.

m JT100ble cephe3Hble MPOUCIIECTBUS, UMEBILIKE MECTO B CBS3U
C IKCIUTyaTal[Medl aHaM3aTopa, HeOOXOAMMO IOBOIUTH 0
CBEJICHUS TIPOM3BOAUTENSA WU 10 YIOJHOMOYEHHOTO OpraHa
BJIACTH CTPaHbl, B KOTOPOW HAXOMHUTCS OIEpaTop Hpubopa
W/ WM TIAI[EHT.

B J[aHHBIA peareHT MpeAHasHauYeH JUIs MCIHOJIB30BAHUA C
YKa3aHHBIMU BBIIIE TEMATOJOTHYECKHMH aHAIU3aTOPaMU
HORIBA Medical. Kommnanus HORIBA Medical ne moxer
rapaHTUpOBaTh NPABHJIBHOE JIEHCTBHUE TOr0 peareHra Mpu
HCIIOJIb30BAHMH ANINAPATOB, OTIIMYHBIX OT YKa3aHHBIX BBIIIIE,
WIM  anmapaTtoB, HE  HW3TOTOBJIEHHBIX  KOMITAHWEH
HORIBA Medical.

m EMKocTM C peareHTaMd SIBJISIOTCS —OJHOPA30BBIMH U
MOJIEkKAT YTHIM3AUK COrJACHO MECTHBIM HOPMATHBHBIM
TpeOOBaHUSIM.

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

YTuanszanusa orxoaoB

Cwm. Tpe60BaHI/I$[ PEruoHajIbHbIX HOPMATUBHBIX JOKYMEHTOB.

Muxkpo0OuoJioru4eckoe cOCTOsIHIE

Henpumenumo.

Onucanue u cocras P

Onucanne

IIpo3paunslii 1 6ecrBETHBII BOAHBIA PacTBOP.

aI/I3MCHCHHﬂ: ammapat CHAT C MPOoJAaXKu.
P3Menenus: COCTAB H3MEHEH.
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Cocras
Bydep <5%
Jlereprent <2,5%

YcaoBus XpaHeHHs U CTAOMIbHOCTD

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

® CTa0MJIBHOCTH BO BCKPBITOM COCTOSIHAHM: 3 Mecsua
makcumym mpu 18-25°C (65-77°F) mocne BCkpbiTHS, B
Ipeseax cpoka TOTHOCTH.

®m CpoK roIHOCTH: CM. CPOK TOJHOCTH Ha 3THKETKE YITAaKOBKU
pearemnTa.

TpeGyemble, HO He MpeOCTaBJsIeMble
MAaTepPuaJIbI

®  ABTOMaTH3MPOBAHHBIA reMaTOJIOTHUECKUIl aHAIU3ATOP.

Kanu6patop: ABX Minocal.

®m KOHTpOJIb: CBEACHUS O TOM, KaKOH KOHTPOIb CIEIyeT
UCIIONB30BAaTh € amlapaTtoM, CM. B  PYKOBOJCTBE
T10JIb30BATEIIS.

® CrannaptHoe 1abopaTopHOe 000pyIOBaHHE.

IIpo6a

Coop npo6:

Otbop Bcex mpo0 KpPOBH MJOIDKEH OCYIICCTBISATHCS B
COOTBETCTBUM C HajIexameid Mmeroaukoi! Creayer cyuTaTh
MOTEHLHAIIBHO HMH(UIMPOBAHHBEIME BCE MHPOOBI, PEAreHTHI,
KaJHOpaTopsl, KOHTPOJINW M JAPYrHe MaTepHaibl, COJACpKallue
BBITSDKKA M3 O0OpasloB KpOBH 4YENOBEKa, M IPHHHUMAThH
HaJJIexKalme MepBI obecrieueHus Guonornyueckoit
6esomacuoctu (1, 2).

ITpu 3ab0pe 0OpasnoB KPOBH PEKOMEHIyeTCs OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMANBHBIX  CIy4YasX  MOXKHO
UCIIONB30BAaTh M apTEpHANIbHYI0 KpoBb. OTOOpaHHYI KpOBb
CllelyeT TOMEIIaTh B BaKyyMHUPOBAaHHBIE TPOOUPKH (IPOOHPKH
1151 3300pa KPOBH € MCIIONI30BaHHEM aTMOC(HEPHOTO JaBIICHHS)
(3, 4). IIpobupky creayer 3amoOIHITH KPOBBIO TOYHO IO
YpOBHs, 0003HAYCHHOrO Ha caMoil mpoOupke, BO H30ekaHHE
PaCXOXKACHUS Pe3yJIbTaTOB aHAIH3A.

PexomeHnayeMblii aHTHKOAryJISHT:

Pekomennyercsi ucnoib3oBath aHtukoarynsHT Kiz-EDTA ¢

COOIIIOZICHUEM ~ COOTHOILIECHWS KPOBM M aHTHKOAryJIsHTa,
YKa3aHHOTO  TPOW3BOIMTENIEM  MPOOMpok.  [Ipuemiemoit
anpTepHaruBoii  siBisiercss  Ko-EDTA, ecnmu otbop  mpob

S.A.S. au capital de 23.859.980 € - RCS Montpellier 328 031 042 - SIRET 328 031 042 000 42 - APE 332 B

BBITOJIHACTCS B HOPMAaJIBHBIX YCJIOBHAX. B IpOTHBHOM ciyudae
BO3MOJKHO 00pa30BaHUE CTYCTKOB KPOBH.

CTa0uibHOCTH P00 KPOBHU

CrabuapHOCTE NMPo0 MPU HU3KHUX TEMIIepaTypax: U3 OOBIYHBIX
nmabopaTopHBIX 00pa3loB OBUIO OTOOPAaHO W IOMEIIEHO Ha
xpaHenne mnpu Temreparype 4°C mecsATh «HOPMANBHBIX» U
JIECATH «MaTOJIOTHYHEIX» MP00. CTaOMIFHOCT PO OLCHUBAIIH
B TeueHwe 72 wdacoB. Pe3ynpTaTsl (CpenHMe 3HAYECHHS IO
NECATH HWCCIENOBAHUAM) TO3BONMIN CHETaTh  CICAYIONHe
3aKITIOYECHHUS 00 OTHOCUTENILHON CTaOMIBHOCTH MPO0:

®m 48 yacos qus napamerpos CBC
m 8 gaca mjis napamerpos LMG

CrabunbHocTh Tpo0 MpH KOMHATHOH —TeMIepaTrype: H3
OOBIYHBIX JIAOOPATOPHBIX 00pa3moB OBIIO  OTOOpaHO |
MOMEIIEHO Ha XpaHEHWe MpH KOMHATHOW Temmeparype (25°C)
JECATh «HOPMAIBHBIX» M JIECATh <MATOJOTMYHBIX» IPOO.
CrabuapHOCTh Mpo0O OLEHHMBAIKM B TEYCHHE 72 YacoB.
Pesynbratel (cpemHue 3HAYCHHS IO IECATH HCCICIOBAHHSIM)
NO3BOJIMJIM  CHENaTh  CIEAYIOLIME  3aKiIo4YeHus 00
OTHOCHUTEIBHOM CTaOMIIBHOCTH MPO0:

m 48 yacos ms napamerpos CBC
® 8 yaca mis napamerpos LMG

Coop muxponpoo:

Pexum cOopa mpo6 mozBossier paboTaTh ¢ MHUKpOIpoOaMu
JeTeil W TMOXWIBIX MAalHeHTOB (MHHUMAIBHBI 00beM MpoObI
KPOBH CM. B DYKOBOACTBE IOJIb30BAaTeNsl  amIapara).
MuKponpoOsl MOKHO HCIIONB30BAaTh TONBKO IPU COOIIOJCHUH
CJEIyIOIUX YCIOBUIL:

® JIpoGupKa DODKHA MOCTOSIHHO HaXOAUTHCS B BEPTHKAIBHOM
MOJIOXKEHHUH.

m CMemnMBaHue KPOBU JOKHO OCYLIECTBISITBCS [TOCPEACTBOM
JIETKOTO TMOCTYKHBaHUs 1o mpobupke. He Bpamiaiite
OpoOUPKY NpU CMEIIMBAaHWH, HWHAYe KPOBb OCTAHETCS Ha
CTEHKaX MPOOHMPKH W MHHHMAJbHBIH HEOOXOAUMBIA 00beM
OyzeT yTpadeH.

IlepememuBanue:

Ilepen otbopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIATEIBHO CMelaTh. DTO 00ECIeYnBacT OJXHOPOAHYIO CMECh
JUISL U3MEPEHUS.

Iopsinox padoTsl

PeareHT roToB K HCIOIH30BaHUIO.
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1. CM. B pyKOBOJCTBE IIOJIB30BATENS [OPSIIOK HACHTH(HHKALUH
pactBopa Minilysebio 0.4L ¢ mnomompio ckanepa
LITPHXKOJIOB MIIM BPYUHYIO.

2. OrkpoiiTe IBeplyy OTCEKa Ul PEareHTOB.

3. Ilpu HEeoOXOMUMOCTH H3BJICKUTE MyCTOW (IAKOH H3-T0J
pactBopa Minilysebio 0.4L u3 orceka s peareHTOB.

4. OTkpoiiTe HOBBIH ()JTaKOH C peareHTOM.
5. BcraBbTe BO (1aKkoH 3ariylIKy ¢ TPyOKOH.

6. 3aTsiHuTe 3ariyniKy, obecreynB

TE€PMETUYHOCTb.

HA/ITISKAIIYIO

7. YcranoBute ¢makon ¢ pactsopom Minilysebio 0.4L B
OTCEK JUIsl PEarcHTOB armnapara.

8. 3axpoiite aBepily OTCEKa IS peareHTOB.

CrenyiiTe HHCTPYKIMSMHU Ha SKpaHe anmnapaTta.

Eciu pactBop Minilysebio 0.4L Brepsrie ucnons3yercst B
BalleM ammapare BMECTO IPYroro JH3UPYIOUIETO peareHra,
BBINIOJNIHATE  TIPOLEAYPYy KalMOpPOBKH, KakK OIHCAaHO B
PYKOBOJICTBE TIOJIB30BATEISL.

IMonpo6HBIe MHCTPYKIMH TI0 TPOIEAypaM aHalIu3a U KOHTPOIIS
PE3yIBTaTOB CM B PYKOBOJICTBE TIOJIB30BATENIS allliapaTa.

MeTtoauka

Minilysebio 0.4L paspymaer kierounyo MeMOpaHy
IPUTPOLIUTOB (RBC). ['emoryio6uH BBICBOOOYK/1aeTCsI
npu gobaBieHun  cypdakraHra. Bce remoBoe  Kene3o
OKHCIISIETCS, U MOKHO OIPEACITUTh KOJMYECTBO KOMILIEKCOB C
HIOMOIIIBIO CIIEKTpOo(OTOMETpUH TipH JtnHe BoiHbl 550 nm (5).

Padoune XapaKTCPUCTUKU U OI'PAHUYCHUSA
MeToaa

Paboune xapakTepucTuKu amnmapaTa M OIPaHUYEHHUS €ro
[apaMeTpoB, HaKJaJblBaeMble METOJOM aHajiM3a, CM. B
PYKOBOJICTBE NOJIb30BATEI.

Pacuer n HHTEpHNpeTalnusa pe3yjJbTaToB aHAJIU3A
CBezieHHst O pacueTe M MHTEpIpETalud pe3ylbTaToOB aHalH3a

CM. B PYKOBOACTBEC I10JI30BATECIIA arrapara.

HN3meHeHus1 B nopsigke padoThl ¢ IPOAYKTOM U B
€ro padoymx XapaKTepucTHKAX

IToBpexaeHne YIIAKOBKH

B ciiydae MOBPEKICHHS 3alMTHON YIAKOBKH HE UCHOJB3YHTE
pacteop Minilysebio 0.4L, Ttak kak MOBpEXIEHUS MOIIIH
HOBJIUSATH HA paboYHe XapaKTEPUCTUKK IPOIAYKTA.
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Hannune npu3HAKOB NOPYM MPOIYKTA

Ilpn Hamuuuu Kakux-1uM0O TMPU3HAKOB (HU3MYECKON MU
xumudeckoil iopun pacrsopa Minilysebio 0.4L (nomyrtHenue,
W3MCHEHHUE [BETA U T.II.) €ro CICAYET 3aMCHHUTb.

TemnepaTypHble OrpaHHYeHHsI

He wucnonssyiite pactsop Minilysebio 0.4L, eciu on panee
3aMOPaXUBAJICS WM [O/IBEPrajcs H3ObITOUHOMY HarpeBy.
IMepen ucnons3zoBanuem Minilysebio 0.4Ly6enutecs, uto on
JocTur pabodell TeMIepaTypbl, Kak ONHCAHO B PYKOBOACTBE
MOJIB30BATENS IPHOOPA.

BHyTpeHHMii KOHTPOJIb KauecTBa

KonrposeHbie o6pasust kposu HORIBA Medical Heo6xomimo
HCIIONB30BAaTh ISl IEPHOAMYECKON  OLCHKH  KadecTBa
(GYHKIMOHUPOBAHMSI PEAarcHTOB W ammapara B 3aJaHHBIX
JMana3oHax.

HORIBA Medical npejiaraet OwJtaiiH-TIporpamMmy
MesxtaboparopHoro cpasHernst (QCP), koropast mpenocrasisier
noctyn no MHTepHeTy k:

E [ofadya OTYETOB O pe3ylbTaTaXx BHYTPEHHETO KOHTPOJIS
Ka4ecTBa B OHJIAHH-PEXKHME;

B MOHHMTOPUHT KavecTBa paboTE AQHAIUTHIECKOTO
006opyoBaHUS u HETIOCPEACTBEHHOE CpaBHEHHE
Pe3yJIbTaTOB HCCIEIOBAHUH C Pe3yIbTaTaMH, ITOIyIEeHHBIMH
B COTHSIX J1abOpaTopuii 1Mo BCeMy MUPY;

B [OJydYECHHE B PEKHUME PEaTbHOTO BPEMEHH CTaTHCTHYECKUX
ortdeToB Tpymm Kosuter yepe3 QCP.

bonee mozxpoOHyro MH(pOpMAaLMIO MOXHO IOJYYUTH Ha BeO-

caifre o 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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. 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).

. Clinical Laboratory Standards Institute (CLSI/NCCLS)

publication: H15-A3 Encyclopedia of Analytical
Science, 2005, Pages 223-229 -R. A. Sherwood Adv
Clin Chem. 1984; 23 (200). van Kampen EJ.
"Spectrophotometry of hemoglobin and hemoglobin
derivatives".
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