UHCTPYKLINA MO 3KCNNYATALWUM ANA NONb3OBATENA FemaTonoru4yecknit KOHTPOsb
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[emartonoruueckuit koHTpons MEK-3D coaepuT 4e€10BEYECKHE 3pHTPOLITSI,
HekoTopeie xapakTepicTikin ABHHOTO NMPOAYKTa MOTYT OTAM4ATLCS, B CMOIETMPOBAHHBIE IEHKOLHUTH H TPOMBOLHTH MAEKOMHTAIOMIMX B BUIE
3aBUCUMOCTM OT CTPAHbI-HASHAYEHNS UK pervoHa. o 3ToR npuduHe TNa3MOTION0GHOH XKHIAKOCTH. ['eMaToNOrHYeCcKHi KOHTPOIIb NPEAHABHAYEH A
onucarusa 8 AnoHCKON U AHFTIMIACKOWR MHCTPYKUKSX MO 3KChTyaTaummn
MOTYT TaKKe OTNMYaTbCS.

JIMarHOCTHKH B 1a60OPaTOPHBIX YCJIOBHAX.

JIis JOCTIKEHHUSA ONTUMATBHOM NPOU3BOAUTENBHOCTH H 6e30MaCHOCTH

. - = KLUMIO U PYKOBOACTBO
nopMaM 1 pedorannam Esponiciickoro coobutecrna. Tpoyky by, BHHMATENBHO NPOYHTATb M U3YHUTH JAHHYIO UHCTPYKL py L

OOOSHUUCHHBIC AHHBIM CHMBOMOM, COOTBCTCTBYIOT I'PC(’)OB&HM}!\I TI0 FKCILTYATALMH TEMATOJIOMHYECKOro aHaIM3aTopa IS OnepaTopa nepea

Hupex 9879  FC Me SKIE CNe’] ’ GO\ >
,lupu\r.lmm 987 g EC MeAnHeRIe CpeiIcTna it 080py 10RaHIC HauaNOM PaBOTBI C FEMATONIOTHYECKMM KOHTDOIEM.
LIS 13a00Pa rOpHRONT AMACHOCTHKI

c € Mapriposra CE aBisicTcs 3aicHHBIM 3HAKOM COOTBETCTBIS

MHCTpyKUMA No KcnayaTaumm

Ob6wue Mepbl NpeaoCTOPOXHOCTU NpU o6paweHun NPUMEYAHWUE
| * TeMHO-kpacHas NNaBaOWAN Ha NOBEPXHOCTU XUAKOCTb,
BHUMAHMUE! obecupeqnBarne NpoAYKTa UMK HenpuemMnembie pesynbTaTel MOFYT
YTUNnW3npoBaTh reMaToNorM4ecknitn KOHTPONL HEOBX04NMO, cBUAETENLCTBOBATL 00 n3HoCe 0bopyaoBaHus. He ucnonsaosats
CNeAys MECTHbIM 3aKOHaM 06 yTUnu3auun MHMEKLNOHHBIX reMaToNIorMieckuit KOHTPOb MPY NOAOIPEHUN Ha MOBPEXAEHMUE 1
MEANUNHCKNX OTXOA0B. B NPOTUBHOM Criyyae MOXeT UMeTb U3HOC.
MECTO narySHOe BIUSIHUE HA OKPYXAIOLLYIO CPeay. * YBeanTeCA, 4TO HOMEP MOAENU NPOAYKTa COBNagaeT C HOMEPOM
Waberate koHTakTa nobbix reMaTonornieckux KOHTPOne ¢ MoAenv Ha bnaHke aHanusa.
POTOBOW NONOCTBIO. Tak Kak 3TO MOXET CTaTb NPUIMHON 1. BBIHYTR FeMaTOAOTHUECKHTT KOHTPOMb W3 MeELMHCKOTO
UHULMPOBAHNS. XONOANABHHKA M J&TH €My COTPETLCS NpH Temmtepatype o1 18 10 30 °C (64
Mpu pafoTe C reMaTonornuECcKIUMN KOHTPONAMN HEOBXO0ANMO - 86°F) B TeueHue |5 MUHYT NepeT TeM. KaK BRINOTHITH CMCUIMBAHHE.
HajesaTb Pe3UHOBbBIE NepyaTku, YToBbl 3awmTuTs cebs oT
MHeKLUM, 2 [lepesepHY b M HEPEMELLIATH FCMATONOIHUCCKI m
KOHTPO b,

>
* CMEIIHBATL reMaTOI0r HUCCKII KOHTPObS 40 TEX 10D, ﬁ

NPUMEHAHUE TI0KQ KPACHBIE KIETKH He CTaHYT MOJHOCTBIO BO e

+ FemaTonorudeckue KOHTPOMNY ABNSIOTCS NOTEHUMUaNbHbIM Buonoruuecku B3BCINCHHOM COCTOSHHMN. ! i
onackbit Matepuanom. f emaronorudeckue KonTponi MEK-3D * HenocpeacTBeHHO nepe H3MEPEHHEM AKKYPATHO

npeAHa3HaYeHb! UCKNIOUUTENBHO ANA AUATHOCTUHECKOTO MCNONb30BaHNS B RGN RO

NabopaTopHeIX YCROBMAX CMELMAMNEHO OBYUEHHBIM U KBANMPULNPOBAHHBIM TIEPEREPHYTL TEMATO-IOTHHECKIH KOHTPO.1b BBCPN

nepcoHanom. [ eMaToNOTMYECKUE KOHTPOMY COAEPKAT KOMIOHEHTLI, Anom B 8-10 pas,

MONYYEHHbIE OT HErOBEKa 1 / UM AOTEHUMANBHO UHDEKLMOHHLIE MPUMEYAHUE

(3apa3HbIE) KOMMOHEHTbI. KOMMOHEHTbI, NONYYEHHBIE OT YENOBEUECKUX

O0HOPOB W UCHONb3YEMbIE ANS NPOM3BOACTBA AAHHOMO NPOAYKTA, Bbinu * He ocylecTBNATL CMELWMBAHIE FeMaTONOTUHECKOro KOHTPONA
MPOBEPEHLI C NOMOLBI0 METOA0B, 0A0BPEHHBIX YNPaBneHeM no pesko.

CaHUTapHOMY Haa30py 3@ KaYECTBOM NULWEBBLIX NPOAYKTOB U MEAUKAMEHTOB
(FDA) Ha Hanuume aHTuTen K BUPYCY MMmyHoaeduLMTa Yenoseka (BUY-1/
BWY-2) v Bupycy renatuta C (HCV), a Takke Ha Hanuume NOBEPXHOCTHOrO

* He OCYWeCTBAATbL CMELUNBAHINE reMaToNnorM4eckoro KOHTpoONA ¢
NOMOLLbIO MUKCEPa.

aHTUreHa Bupyca renatuta B. PesynbTaTsl BCEX UCTbITaHMIA Gbinm + HenonHoe CMeLLMBaHNE reMaToNornyeckoro KoHTPOns
0TpULiaTENBHLIMU. BNUAET HA PE3ynbTaT U3MEpeHus.

* He akcnnyaTuposaTh reMaToONOrM4ECKUe KOHTPONK NOCNE NCTEYEHNS

CpoKa rogHoCTW. [lalHele M3MepeHuit MOTyT BbiTh HETOHLIMK 3. H3MepMTS reMartoa0rnUHeCKNi KOHTPOIh, KAK YKA3aHO B PYKOBOACTRE
* XpaHnTb remMaTonoruyeckue KOHTPOIM B MEAULIMHCKOM XONOAUIbHUKE. 10 IKCILIVATALMH FEMATOIOIMUYECROI0 aHAIH3ATOPA A 1 OlICpatopa.

* XpaHnTb remaTonorudeckue KOHTpONU npu TemnepaTtype oT 2 a0 8 ° C (36

1 46 °F). He 3amopaxuBaTh reMaTonoruieckne KOHTponu. 4. BepuyTs reMato.10rHuecKiilt. KOHTPO/Ih B MEHIMHCKHIT XOI0, UIBHIK
* flaTe reMaTonorM4ecKoMy KOHTPONKO NPOTPETLCS A0 TEMNEPaTypL OT 18 R TedeHte 30 MHHYT NOCTe HCNOAb30BAHA.

10 30 * C (64 - 86 °F), a 3aTeM nepeBepHyTh K nepemeiaTs ero. B

iPOTUBHOM CNy4ae COABPKUMOE MOXKET TEUb U3 KPBLILLKW. Oxupnaembie peaynoTartbl

* ECnu Kpblwika reMaTonornieckoro KOHTPONS 3arpasHeHa. HeobXxoanMo ee
npoTepeTL HeTKaHbIM NONOTeHUeM, TakumM kak Candetkm Kim-Wipes.
6e3BopcoBbie. XpaHeHue
* TpombounTet He MOTYT BbITh U3MEPEHBI METOL0M OCAKAEHUS UMM C
NOMOLWB KO UEHTPUdYru.

* [anHbii npoRykT He noaaepxmeaet usmepeHne auddepeHurana Genbix NMPUMEYAHUE

KpoBsiHbix Teneu (WBC) nog Mukpockonom.microscope. He 3amopaxuBaTb reMaTonoruyeckne KOHTPONu.

CM. OlNIaHK aHaNH3a.

XpanuTh npy Temneparype 2 - 8°C (36 ~ 46 °F).

Ob6uine aaHHbIe .
Cpok percTeun

Fevarosornueekuii konrpoas MEK-3D npeicrasaset codoi TPEXYPOBHEBBINA N -
Jlara nereuenns cpoka ACHCTRAS yKa3ana Ha YTUKETKE KotTehnepa.

KOHIPOAL A7 3MEpentst 3pexTuBROCTIE FCMATOIOMHYECKHX 2HATIZATOPOR
rosuanit Nihon Kohden. Cs. Tab:11upt aHA IM3a 18 KOHKPETHBIX MOIEICH UcTeuenue cpoka nencTeus nocne BCKPbITUA YNAKOBKN

4 o \,
pHOOPOE. OTKPHTNH TEMATOAOIHUSCKUE KOHTPOIL CACAVET HCNOAL30BATL B TEHSHHE 14

NPUMEYAHUE AHCH.
l'emaTonorudeckuit koHTpone MEK-3D npeaHasHavueH ans
- ; -4 - ] g
remaronornyeckux aHanuaaTopos komnaxum Nihon Kohden, B kotopbix YBeaomaenne 06 aBTOpcKUX npapax
UCMONL3YETCA METOA PACcCesHUA CBETA U OCYLLIECTBNAETCS Knaccudukauvs Bce co1epaKaHne JaHHOI'0 PYKOBOACTBA 110 IKCILIYATALIHA
MATV TUNOB NEAKOLMTOB. He MCNONL30BaTh C APYTUM NHCTPYMEHTOM. 3AUHILEHO ABTOPCKHM 1paBom komitanni Nihon Kohden.
P NIHON KOHDEN DA L,
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USER’S GUIDE

0604-910978B
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Some specifications of this product may differ depending on the
destination country or region. Therefore descriptions in the
Japanese manual and Engtish and other language manuals

Lmay also differ.

First Edition: 26 Oct 2012 Third Edition: 07 Mar 2016

The CE mark is a protected conformity mark of the Furopean
Community. Products marked with this symbol comply with the
requirements of the In vitro Diagnostic Medical Device Directive
98/79/1:C

q3

General Handling Precautions

WARNING
Dispose of the hematology controi by following your local laws
for disposing of infectious medical waste. Otherwise, it may
affect the environment.

Do not swallow the hematology control. It may be infectious.

When handling the hematology controf, wear rubber gloves to
protect yourself from infection.

NOTE

* This hematology control is potential biohazardous material. The
MEK-3D hematology control is intended solely for in vitro diagnostic
use by trained personnel. The hematology control contains human-
sourced and/or potentially infectious components. Components
from human donors used in preparation of the hematology control
were tested by FDA approved methods for the presence of the
antibodies to human immunodeficiency virus (HIV-1/HIV-2) and
Hepatitis C virus (HCV) as well as for Hepatitis B virus surface
antigen and found to be negative.

* Do not use the hematology control after the expiration date. The
measurement data may be inaccurate.

Store the hematology control in a medical refrigerator.

Store the hematology control at temperatures between 2 and 8°C
(36 and 46°F). Do not freeze the hematology control.

.

Allow the hematology control to warm to temperatures between 18
and 30°C (64 and 86°F) and then invert and mix the hematology
control. Otherwise the contents may leak from the cap.

* If the cap of the hematology control becomes dirty, wipe with a non-
woven towel such as Kimwipes.

* Platelet cannot be measured by precipitation or centrifuge.

* This product does not support measuring WBC differential under
the microscope.

General

The MEK-3D hematology control is  tri-level control to measure the
performance of Nihon Kohden hematology analvzers. Refer to the assay
tables for specific instrument models,

NOTE
The MEK-3D hematology control is designed for Nihon Kohden
hematology analyzers which classify three types of leukocyte. Do not
use with any other instrument.

Hematology Control
MEK-3DN/MEK-3DH/MEK-3DL

The MEK-3D hematology control contains human crythrocytes,
simulated leukocytes, and mammalian platelets in a plasma-like fluid,
The hematology controt is for in vitro diagnostic use.

To achieve optimum performance and safety. thoroughly read this
guide and the hematology analyzer operator's manual before using the
hematology control.

Instructions for Use
NOTE

* Dark red supernatant fluid, discoloration of the product or
unacceptable results may indicate deterioration. Do not use the
hematology control if deterioration is suspected.

* Confirm that the ot number of the product matches the fot number
on the assay sheet.

1. Take the hematology control out of the medical refrigerator and
allow it to warm to temperatures between 18 and 30°C (64 and
86°F) for 15 minutes before mixing.

2. Invert and mix the hematology control.

* Mix the hematology control until the red cells are completely
suspended.

* Immediately before measuring the hematology control. gently
turn it upside down 8 to 10 times.

NOTE

* Do not mix the hematology control roughly.

* Do not mix the hematology control using a mixer.

* Incomplete mixing of the hematology control affects the
measurement result.

3. Measure the hematology control as instructed in the hematology

analyzer operator's manual.

4. Return the hematology control to the medical refrigerator within
30 minutes of use.

Expected Results
Refer to the assay sheet.

Storage
Store at 2 to 8°C (36 to 46°1).

NOTE
Do not freeze the hematology control.

Expiration Date
The expiration date is shown on the container label.

Expiration Date After Opening the Package

Opened hematology control should be used within 14 days.

Copyright Notice
The entire contents of this manual are copyrighted by Nihon Kohden.
All rights are reserved.

% NIHON KOHDEN

N Manufacturer m European Representative

NIHON KOHDEN CORPORATION NIHON KOHDEN EUROPE GmbH
1-31-4 Nishiochiai, Shinjuku-ku, Tokyo 161-8560, Japan  Raiffeisenstrasse 10, D-61191 Rosbach, Germany
Phone +81 (3) 5996-8036 Fax +81 (3) 5996-8100 Phone +49 6003 827-0 Fax +49 6003 827-509
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NIHON KOHDEN AMERICA, INC.
15353 Barranca Parkway, Irvine, CA 92618, U.S.A.
Toll-free +1-800-325-0283

Phone +1 949-580-1555 Fax +1 9438-580-1550

NIHON KOHDEN SINGAPORE PTE LTD
1 Maritime Square, #10-34 HarbourFront Centre
Singapore 099253

Phone +65 6376-2210 Fax +65 6376-2264
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KiACTPYKLIUA NO SKCMNYATALMK ANA NONb3OBATENSA

0604-018444E Mepsoe nsganue: 06 ausapst 2003 r. WecToe nspanve: 07 mapra 2016 r.

HeKOTOpre XapakTepucTUky AaHdROoro NPOAYKTa MOryT OTNu4aTbCs, B
3aBUCMMOCTHU OT CTpaHbl-Ha3HaYeHUA nnu pernoHa. o aToit napudnHe

orMcarns B ANOHCKON N AHFMUACKON MHCTPYKUUSIX NO 3KCRyaTauum
MOTYT TakKxe OTNNYaTLCR.

Mapkurposka CE ABASeTCS 3a1UMLIICHHBIM 3HAKOM COOTBETCTBIS HOPMaM
u Tpedosannam Epponefickoro coobumectsa. [TpoayxTsl, 06o3HaueHHble
JAHHBIM CHMBOJOM, COOTBETCTBYIOT TpeboBaHuam dupextusbl 98/79 / EC
MeanuMnckie cpencTsa 1 o0opyaoBanme s Jadopatophoit
JHTarHOCTUKR

q3

O6wwue Mepbi NPEeAOCTOPOXHOCTU NPK o6pallLeHnmn

BHUMAHMUKE!

* YTUAN3NPOBATb reMaToNornueckme KoHTpOou Heobxoaumo,
CIEAYS MECTHbIM 3aKkoHaMm 06 yTunuaaumy UHPEKUNOHHLIX
MEAMNLUHCKUX OTXOA0B. B NPOTUBHOM Criyyae MOXeT UMETh
MECTO naryGHoe BANSIHUE Ha OKPYXEIOLLYI0 Cpesy.
UaberaTb koHTakTa N06bLIX FEMATONOMMYECKNX KOHTPONEN ¢

POTOBOI NONOCTLIO. TaK KAK 3TO MOXET CTaTh NPUUUHONR
UHDUUNPOBAHUR.

MNpu pabote ¢ remMaToNoOrMYecKUMIU KOHTPOIAMN HEOBX0UMO
Ha/eBaTh PE3NHOBLIE NEPUaTKY, YTobbl 3alWMTUTL ceba oT
NHDEKLMN.

NPUMEYAHUE
* CemaTonornyeckne KOHTPONM ABAAIOTCA NOTEHLMANbHBIM BUONOrUYEcKN
onacHLIM MaTepuanom. fematonormueckue KoHTponu MEK-5D
npeAHasHa4eHb! UCKNIYUTENbHO ANA AMArHOCTUYECKOTO NCNONb30BaHUA B
nabopaTopHbIX YCNOBUAX CNeLManbHO 0DYYEHHSIM ¥ KBaNMpULMPOBaHHLIM
nepcoHanom. [eMaTonornyeckue KOHTPOIM COAEPXKAT KOMAOHEHTbI,
NOSyYEHHbIE OT YSAOBEKa W / N NOTEHUMANbHO MHDEKLNOHHBIE
(3apasHble) KOMNOHeHTHl. KOMNOHEHTDI, NOfyH4EHHbIE OT YENOBEHECKNX
AOHOPOB W UCTIONb3YEMbIE AR NPOU3BOACTBA [aHHOTO NPoAYKYa, Bbinn
NpoBEepeHbi C NOMOLLLI0 METOA0B, 0A06PEHHBIX YnpasneHuem no
CaHUTapHOMY HaA30pYy 33 KAYECTBOM NULLEBbLIX NPOAYKTOB ¥ MEANKAMEHTOB
(FDA) Ha Hanuune aHTuTen K BUPYCY UMMyHoaeduumTa yenoseka (BUY-1/
BUY-2) u Bupycy renatuta C (HCV), a Take Ha Hanuune noBepxHOCTHOro
aHTUreHa eupyca renatuta B. PesynsTathl BCeX UCTbiTaHWI Obifun
oTpuLaTeNbHLIMU.
* He akcnnyaTupoBaTh reMaTonorMueckue KOHTPOIM Nocne NCTeUeHUs
CpOKa roaHoCTY. [JaHHbie U3MEPEeHUn MOTYT BbiTe HETOUHBLIMUA
* XpaHnTb reMaTomnorMyeckue KOHTPONU B MEAULIMHCKOM XOFOAUIbHNKE.
* XpaHnTb reMaTomnorMiyeckue KOHTPONM npu Temnepatype ot 2 408 ° C
(36 1 46 °F). He 3aMOpaxuBaTb rEMaTONOIMYECKNE KOHTPOSM.

aTb reMaTonoru4ecKoMy KOHTPOMIO NPOFPeThCA A0 TEMNepaTypst 0T 18

30 ° C (64 - 86 °F). a 3aTeM nepeBepHyTb 1 Nepemeluats ero. B
NPOTUBHOM CINYy4ae COAKUMOE MOXET TEUb U3 KPBILLIKU.
* Ecnu kpbiuika remaTonoruieckoro KOHTPONS 3arpsisHeHa, Heobxoaumo ee
NpoTepeTh HeTKaHbIM nonoTeHLeM, Takum kak Candetku Kim-Wipes,
6e3opcosbie.
¢+ TpomGoumnTsl He MOTryT GbiTb U3MEPEHLI METOAOM OCAKAEHUS UIM C
NOMOLWBIO LEeHTPudyru.
¢ [laHHbI NPOAYKT He NOAAEPKMBAET namepeHue anddepeHumnana 6enbix
kpossiHbix Teney (WBC) noa, mukpockonom.microscope.

OGwue aaHHbie

Pemaronornueckuii kontpoas MEK-5D npeacrasnsier coboil
TPEXYPOBHEBBIM KOHTPODL AT H3MepeHua 3PdekTuBHOCTH
[CMATOAOINUECKIX aHAAM3aTOpos komnanuu Nihon Kohden. Cym. Tab:iwbt
AHAH3A 117 KOHKPETHBIX MOAeAel npudopos.

NPUMEYAHUE

l'ematonoriieckuit koHTpons MEK-5D npeaHasHaueH ans
remartonoru4eckux aHanusaropos komnadum Nihon Kohden, B koTopbIx
UCNonb3yeTCst METOA PACcCEeAHUA CBETa U OCYLLECTBNAETCA Knaccugpukaums
NATA TUMOB fIeNKOLMTOB. He UCnonb30BaTh C APYrUM UHCTPYMEHTOM.

P4 NIHON KOHDEN

“ MpouszsoauTens Mpeacrasutens 8 Espone
N{HON KOHDENCORPORATION

1-31-4 Nishiochial. Shinjuku-ku, Tokno 161-8560,
Anonus
Ten . +81(3) 5996-8036. daxc: +81 (3) 5996-8100

Raiffeisenstrasse 10, D-61191 PocGax.
Fepmariun
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NIHON KOHDEN EUROPE GmbH

Ten.: +49 6003 827-0, dakc: +49 6003 827-589 Ten.: +65 6376-2210, dakc: +65 6376-2264

MEK-5DN/MEK-5DH/MEK-5DL

Cemaronorudeckuit koHTpoab MEK-5D coaepuT 4€10BeHECKHE IPUTPOLIMTDI,
CMOJIENHPOBAHHbIE JEHKOLMTEI ¥ TPOMOOLIMTEI MIICKOITUTAIOLINX B BHAC
N1a3MONOA0GHOM XUAKOCTH. ['eMaTONOrH4eCKHit KOHTPO/Ib NPEAHA3HAYCH AN

JHArHOCTHKH B N1a00OpaTOPHBIX YCNOBHAX.

JIng DOCTHIKEHHS ONITUMANBHOM MPOH3BOANTENBLHOCTH U 6E30MACHOCTH
BHHMATENBHO MPOYUTATH M U3YUHTh JAHHYIO HHCTPYKHUHIO U PYKOBOJCTBO M0

3KCANyaTaudd reMaToI0OrHueCKOro aHanu3aTopa Ajig oneparopa rnepeiu
HavyaaoM pa6on>l C FreMaTOJIOTUYCCKUM KOHTPOJIEM.

MHCTPYKUMSt NO 3KCMyaTauuu
MPUMEYAHUE

+ TemHO-kpacHas nnasallas Ha NOBEPXHOCTU XUAKOCTD,
obecuseunBatne NPOAYKTa UAKM HENPEMAEMbIE PE3YNbTaThi MOTYT
ceuaeTenscTeoBaTh 06 nsHoce obopysoBatusa. He ncnonb3osats
remaTonoruiueckil KOHTPOMb NP NOAO3PEHNN HA NOBPEXAEHUE U
U3HOC.

* YBeauTbCs, UTO HOMEP MOAENM NPOAYKTa COBNaAaeT C HOMEPOM
MoAenu Ha BnaHke aHanuaa.

1 BBIHYTb reMaro10rHHeCKHH KOHTPOb 13 MEMUHHCKOTO
XOMOAWBHUKA H AaTh MY COTpeThes NpH Temreparype o1 18 10 30 °C (64
- 86°F) B TeucHIC |5 MUHYT Nepe i TEM, KaK BbIIOIHATL CMELLHBAHHC.

2. TlepeBephyTh H HEpeMEtaTh reMaToAOrHUeCKHH
KOHTPOUD.

* CMEIIMBATh NEMATOAOFHHECKHIT KOHTPOAB 10 TEX 0p.
NOKA KPACHBIE KACTRH HE CTAHYT MONHOCTHIO BO
B3BEIIEHHOM COCTOSHUH.

* HenocpeacrBeRHO 1epel H3MEPEHHEM aKKYPAaTHO
AIEPEBEPHYTH FEMATONOTHYECKHI KOHTPOAbL BBEPX
aHoM B 8-10 pas.

NPUMEYAHUE

+ He ocylecTBNATbL CMELLMBAHIE reMaToNOrNYecKoro KOHTPOns
pe3Ko.

« He OCYLUEeCTBNATL CMeLLNBaKKe remMaTosIOfTNYeckoro KOHTpONAa ¢
AOMOLLLIO MUKCepa.

+ HenonHoe cmewnBaHue reMaTonoruyeckoro KOHTPons
BNUAET Ha Pe3ynbTaT namepeHua.

3. M3MepMTB reMartonoriuecKiii KOHTPOIb, KaK YKa3aHO B PYKOBOICTBE
110 IKCILTYATalii [CMATONIONHYCCKOr0 aHATM3ATOPA LTS ONePATOPa.

4. BepHyTb reMaToa0rHYCCKH KOHTPOIb B MEAMUMHCKHIE XOIOAMIbHUK
B TeueHne 30 MHHYT AOCAE MCTIONB30BAHNS.

Oxupaembie pe3ynbrathl
Cum. Oaank aHaausa.

XpaHeHue
Xpannts nipu Temmeparype 2 - 8°C (36 — 46 °F).
NPUMEYAHUE
He 3amopaxusaTh reMaTonormyeckne KOHTPONMU.

Cpok aeucTBust
Jlata nereueHns cpoka AeHCTBIA YKA3aHa HA ITHKETKE KOHTeliHepa.
UcTeyeHne cpoka AeNCTBUR NOCNe BCKPLITUS YITAKOBKN

OTKPBLITHI reMaToNOrHUeCKHI KOHTPOIb CSAYET HCMOAB30BATh B TedeHne 14
JAHET.

FemaTonoruyeckum KOHTponb

YBenomieHde 00 aBTOPCKHX npaBax

Bce coaepxanue 1aHHOTO PYKOBOICTBA 10 IKCILAYATALMH
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Some specifications of this product may differ depending on the
destination country or region. Therefore descriptions in the
Japanese manual and English and other language manuals
may also differ.

The CE mark is a protected conformity mark of the European
Community. Products marked with this symbol comply with the
requirements of the In vitro Diagnostic Medical Device Directive
98/79/EC.
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General Handling Precautions

WARNING
* Dispose of the hematology control by following your local laws
for disposing of infectious medical waste. Otherwise, it may

affect the environment.

Do not swallow the hematology control. It may be infectious.

When handling the hematology control, wear rubber gloves to
protect yourself from infection.

NOTE

* This hematology control is potential biohazardous material. The
MEK-5D hematology control is intended solely for in vitro diagnostic
use by trained personnel. The hematology control contains human-
sourced and/or potentially infectious components. Components
from human donors used in preparation of the hematology control
were tested by FDA approved methods for the presence of the
antibodies to human immunodeficiency virus (HIV-1/HIV-2) and
Hepatitis C virus (HCV) as well as for Hepatitis B virus surface
antigen and found to be negative.

Do not use the hematology control after the expiration date. The
measurement data may be inaccurate.

* Store the hematology control in a medical refrigerator.

* Store the hematology control at temperatures between 2 and 8°C
. (36 and 46°F). Do not freeze the hematology control.

* Allow the hematology control to warm to temperatures between 18
and 30°C (64 and 86°F) and then invert and mix the hematology
control. Otherwise the contents may leak from the cap.

* If the cap of the hematology control becomes dirty, wipe with a non-
woven towel such as Kimwipes.

* Platelet cannot be measured by precipitation or centrifuge.

* This product does not support measuring WBC difterential under
the microscope.

General

The MEK-5I) hematology control is a tri-level control to measure the
performance of Nihon Kohden hematology analyzers. Refer to the assay
tables for specific instrument models.

NOTE
The MEK-5D hematology control is designed for Nihon Kohden
hematology analyzers which use light scatter technique and classify
five types of leukocyte. Do not use with any other instrument.
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The MEK-5D hematology control contains human erythrocytes.
simulated leukocytes, and mammalian platelets in a plasma-like fluid.
The hematology control is for in vitro diagnostic use.

To achieve optimum performance and safety, thoroughly read this
guide and the hematology analyzer operator’s manual before using the
hematology control.

Instructions for Use
NOTE

» Dark red supernatant fluid, discoloration of the product or
unacceptable results may indicate deterioration. Do not use the
hematology control if deterioration is suspected.

» Confirm that the lot number of the product matches the lot number
on the assay sheet.

1. Take the hematology control out of the medical refrigerator and
allow it to warm to temperatures between 18 and 30°C (64 and
86°F) for 15 minutes before mixing.

IS

Invert and mix the hematology control.

* Mix the hematology control until the red cells are
completely suspended.

+ Immediately before measuring the hematology
control, gently turn it upside down 8 to 10 times.
NOTE

Do not mix the hematology control roughly.

Do not mix the hematology control using a mixer.

* Incomplete mixing of the hematology control affects the
measurement result.

L)

Measure the hematology control as instructed in the hematology
analyzer operator’s manual.

Return the hematology control to the medical refrigerator within
30 minutes of use.

Expected Results
Refer to the assay sheet.
Storage
Store at 2 to 8°C (36 to 46°F).
NOTE
Do not freeze the hematology control.

Expiration Date
The expiration date is shown on the container label.

Expiration Date After Opening the Package

Opened hematology control should be used within 14 days.

Copyright Notice
The entire contents of this manual are copyrighted by Nihon Kohden.
All rights are reserved.
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Kanubpatop ans rematonoru4yeckoro
aHanusaropa MEK-CAL

HekoTopbie XapakTepucTMkn 4aHHOrO NPOAYKTA MOTYT OTANYaTLCS, B
38BUCMMOCTHU OT CTpaHbl-Ha3HavYeHus nnun peruona. Mo aTon npuvuHe
onucaxna B SAnoHCKOR N AHIMUIACKOW MHCTPYKUMAX MO 3KCRIyaTauum
MOTYT TaKXe OT/IMYATHLCA.

Mapsuposka CI #BRSCTCS 3AUMTLICHHBIM 3HAKOM COOTBCTCTBIS
nopyan 1 peGosannay Esponelickoro coodinectsa. NIPoayKisi,
00030aUEHILIE JAHNBIM CHMBOJIOM. COOTBETCTBYIOT TPEOOBAHNAM
Hupextuset 98/79 / EC MeanmucKie cpeacTsa n o00pyIoBaHue 1ns
JA0OPATOPHON 1HArHOCTHKM

ce

O6wwue Mepbl NPeAOCTOPOXHOCTH NPU OGpalleHny

BHUMAHMUE!

* YTunuauposate KanubpaTopsl AN remMaToNoruYeckoro
aHanuaatopa HeoBxoanMO, CResysi MECTHLIM 3aKOHaM 06
YTUNU3AUMU UHDEKLUMNOHHBIX MELULIMHCKNX OTXOA0B. B
NPOTUBHOM CIy4ae MOXeT UMeTb MeCTO naryGHoe BnusHue Ha
OKPYXAIOLLYIO CPeay.

W3beraTe koHTakTa Ntobbix kanubpatopos ANs
reMaTonorM4eckoro aHanniaTopa ¢ PoToBOW NONOCTLO. Tak Kak
9T0 MOXET CTaTh NPUHMHON MHULIMPOBAHUSA.

Mpu paBoTe ¢ kanubpaTopaMu 4NA reMaTonorM4eckoro
aHannaatopa HeoBXoANMO HAAEBaTb PE3NHOBLIE NEepPUaTKH,
uTO6bI 3aWUTUTE cebst OT UHeKUMN.

NMPUMEYAHUE

* KanuGpatopbi ANs reMaTonorMyeckoro aHanu3aTopa sensiioTea
NOTEeHLManbHbLIM GUONOrMYEcKkn onacHLiM MaTepuanom. Kanubpatope: gna
remaTonoruyeckoro adanusatopa MEK-CAL npeaHasHaueHst
UCKIIOUNTENBHO ANA ANarHOCTUYECKOr0 NCNONb30BaHKUR B NabOPaTOPHbIX
YCIOBUSIX CNELUanbHO 00yYeHHbLIM U KBANUULIMPOBAHHLIM NEPCOHANOM.
[aHHBIR NPOAYKT COAEPXUT KOMIOHEHTLI, NOMY4YEHHbIE OT Yenoseka 1 / unu
NOTEHUMANbHO UHDEKLIMOHHDIE (3apa3Hble) KOMNOHEHTLI. KOMNOHEHTHI,
NOfYYEHHbIE OT YEMOBEYECKUX AOHOPOB ¥ UCMOMNb3yembIe NS
Npou3BOACTBa 4AHHOI0 NPOAYKTA. Bbin NPoBEpeHb! C NOMOLILIO METOAOB,
0a00perHbIX YnpaBneHueM No CaHUTApHOMY HaA30py 33 Ka4ecTBOM
MULLEBLIX NPOAYKTOB 1 MeaukameHToB (FDA) Ha Hanuumne aHTuTen K BUpYyCy
UMMyHoAeduumTa venosexa (BUY-1/ BUY-2) u supycy renatuta C (HCV),
a TaKKe Ha Hanudwe NOBEepPXHOCTHOro aHTUreHa Bupyca renatuTa B.
PeaynbTatet BCeX UCNbITaHWIA Gblnu OTpULIATENbHLIMY.

* He akcnnyaTtuposath kanubpaTopbl ANS reMarTonoruyeckoro aHanusaTopa
Qr‘le UCTEUEHUN CPOKa roaHOCTU. [laHHbie n3MepeHui MoryT ObiTs

YHbIMIK

° XpaHuTb kanubpatop Ans reMaTonoryeckoro aHanusaTopa B
MEANUMHCKOM XONMOAUNBbHUKE.

* XpaHuTb KanubpaTop ANA reMaTonorMyeckoro aHanmaaTtopa npu
Temnepatype o1 240 8 ° C (36 1 46 °F).

¢ Ucnonbaynte kanuBpaTop Ans reMaToNorMieckoro aHanmaaTopa npu
Temnepatype ot 18 50 30 ° C (64 v 86 °F). B npoTueHoM criyuae gaHHbie
N3MEPEHU MOTyT BbiTe HETOUHLIMKA.

* TwarensHo nepemeLluarts kanubparTop ANA reMaTonorMyecKoro
aHanuaaTopa nepej UCNOoMNbL30BaHUEM.

* TpoMGoUNUTLE He MOTYT BbITh U3MEPEHL METOAOM OCANAEHUS VMK C
MOMOWbIO LEHTPUGYTH.

O6uime paHHbIe

Kaandparop ans remaronornueckoro anaamsartopa MEK-CAL fpeAHA3HAYeH
278 K2 GPOBKI FEMATOI0PMUCCKUN anain3aTopos komnanii Nihon Kohden.
O, Tadaniwt aHaInsa 199 KOHKPETHBIX MOAeeH PHOOPOB B PYKOBOICTBE N0
OKCILTY aTALMI FEMATO.I0PHUECKUN aHAH3ATOPOB.

NPUMEYHAHUE

Kanubpatop Ans remaTonoruyeckoro aHanusatopa MEK-CAL
npeAHasHaueH AN\ remMaToniornieckux aHanusaTopos koMnaHum Nihon
Kohden. He ucnonb3osaTs € ApYruM UHCTPYMEHTOM.

P NIHON KOHDEN

“ Mpouzsogwrens Fpeacragutens 8 Espone
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KanuGparop ans remaronoruyeckoro aHannzaropa MEK-CAL conepxut
4ETIOBEYECKHE IPUTPOLIMTEL, CMOACAHPOBAHHBIC ICHKOLMTE! H TPOMOOLMTHI
MJIEKOMUTAOLIMX B BUAE NNa3Monodo6Ho# xuakocty. Kanubparop ans
remaronoruueckoro ananusaropa MEK-CAL npeana3sHayeH Ans IMarHOCTHKH B

1abOpaTOPHBIX YCAOBUAX.
JInst AOCTHKEHHS ONTUMANBLHON NPOU3BOANTENLHOCTH M GE30MaCHOCTH
BHUMATENbHO MPOYUTATH U U3YMUThH JAHHYIO MHCTPYKUMIO H PYKOBOACTBO

N0 IKCITYaTauHy reMaToIOrHYCCKOro aHajiM3aropa Ajid oneparopa nepea
Ha4anoM paGOTBl C KaIlPlﬁpaTO[)OM JJIA r€MaToNOTHYCCKOro aHanusaropa.

MHCcTpyKUumus no akcnnyarauum
NPUMEYAHUE

TeMHO-KpacHas niaBaiomias Ha MoBePXHOCTH KILIKOCTh. 00CCUBCHHRAHNE
NPOIAYKTA HIH HENPHEMIICMBIC PE3Y.ibTaThl MOTYT CBHAETCILCTBOBATE 00
u3Hoce obopyaosanus. He ucnose3oBats kanubparop ans
rE€MaToIOrMUECKOTO aHATH3ATOPA IIP1F NO03PCHIN Ha NOBPEAICHHE
u3HoC,

¢ YOCANTBCA. MTO HOMEP MOACTH MPOAYKTA COBMANAET ¢ HOMCPOM MO/ICIH HA
0OaaHKe aHaIu3a.

1. BuryTh KaOpaTop 14 reMaToA0rHYECKOTO AHATH3ATOPA H3
MEAHIHHCKOTO XONOANABHUKA W dTh MY COrPETHCA NIPH TeMIIEpaType ot
18 10 30 “C B Teuenue 15 MUHYT Nepest TeM, Kak BbINOTHATL CMEHIMBAHKE,

Cwmemaiite kamubpaTop U1 FeMaToNOrHYECKOTO aHAIU3aTOpa
YAEPXKUBAs €0 FOPU3OHTATLHO MEXKIY JIAAOHAMM pyK. KpyTuTe ero B
Teuenue 20-30 cex. HHOrAa nepeBopavyHBas.

NPUMEYAHUE

3

He ocywecTisirs CMCIIMBAHIC Kanudparopa [1is

FEMATOIOTHYECKOTO 2HATH3ATOPA PE3KO. ‘
* He ocyumecTRAATL CMEIINRAHUE KannOpaTopa
A48 IEMATONION HHECKO! O @HAIN3ATOPA ¢ HOMOUIBIO MUKCEpa.
¢ CmewuBars kandparop 1Lis
reMATOIOMMHECKOTO AHATH3ATOPA A0 TeN 1Op.
110Ka KPACHBIC KJICTKH HE CTAHYT MOTHOCTBIO BO
B3BELIEHHOM COoCToAnNI. TinatensHo
nepeMealite. HO He BCTpsixuBaiire.

* HenocpeacTBeHHO Nepea H3MEPEHAEM
AKKYPATHO NEPEBEPHYTH KLTNOPATOP /151
TEMATOI0THYECKOTO aHATH3ATOPA BBEPX THOM
B 8-10 pas.

* Henosnnoe cMelnBaxie K’d."ll/lﬁp’d’l'k)pﬂ JAA reMaToa0rH4eCKore
aHATH3ATOpA BAHACT HA PE3V.1bTaT H3MEPCHHA.

OMKaHOPYHATE I'eMaTOA0IMHUECKHIA aHAIM3ATOP ¢ NIOMOLLBIO
Kaaudpatopa AA reMatoNoriuecKOro aHAITH3aTOPa Kak YKa3aHo B
PYKOBOACTBC 110 SKCILIYATALHH IEMATOIOTHYECKOO aHA IM3aTopa..

BepuyTh Kanmudpatop L1 reMaToa0FPUHECKOro aHaH3aTopa B
MEAHUHHCKHE XOJ10AMABHUK B Teyerie 30 MHHYT NOC/Ie HCNOAb30BaHHA.

OxupaeMble pe3ynbTarhl
)1.12 ZHAUEHHT KZLII16[)()BK1! M. 0AaHK aHAIM34.

XpaHeHue
Xpanuts npy remieparype 2 - 8°C

NMPUMEYAHUE
He 3amopaxusaTb kanubparop Ans reMaTonorMueckoro aHanusaropa.

Cpok perctBUA

Jlata ncreucHia cpoka AcHCTBMS YKA3aHa HA YTHKCTKC KOHTCIHEpa.
WcTeyeHne cpoka gerncTBUS Nocne BCKPLITUR YMAKOBKK
OTKPBITHIA KAHOPATOP LIS I'EMATONOTMUYCCKOTO aHAN3ATOPa CIICAVET
HCTIOIL30BATHL B TCUEHHE 7 JHCH.

YBenomaenue 006 ABTOPCKHX MpaBax
Bee coiepixanne AaHHOTO PYKOBOJICTBA 1O IKCILTYATALUH
3aUIMICHO aBTOPCKNM nparom koMranui Nihon Kohden.

Ten.. +49 6003 827-0. dakc: +49 6003 827-599 Ten. +656376-2210. daxc: +65 6376-2264
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Hematology Calibrator
MEK-CAL
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Some specifications of this product may differ depending on the
destination country or region. Therefore descriptions in the
Japanese manual and English and other language manuals
may also differ.

The CE mark 1s a protected conformity mark of the European Community.
Products marked with this symbol comply with the requirements of the In
vitro Diagnostic Medical Device Directive 98/79/EC.
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General Handling Precautions

WARNING
Dispose of the hematology calibrator by following your local

laws for disposing of infectious medical waste. Otherwise, it
may affect the environment.

WARNING
Do not swallow the hematology calibrator. It may be
infectious.

WARNING
When handling the hematology calibrator, wear rubber gloves
to protect yourself from infection.

NOTE

* This hematology calibrator is potential biohazardous material.
MEK-CAL hematology calibrator is intended solely for in vitro
diagnostic use by trained personnel. This product contains
human-sourced and/or potentially infectious components.
Components from human donors used in preparation of
this product were tested by FDA approved methods for the
presence of the antibodies to human immunodeficiency virus
(HIV-1/HIV-2) and Hepatitis C virus (HCV) as well as for
Hepatitis B virus surface antigen and found to be negative.

* Do not use the hematology calibrator after the expiration date.
The measurement data may be inaccurate.

* Store the hematology calibrator in a medical refrigerator.

* Store the hematology calibrator at temperatures between 2 and
8°C (36 and 46°F).

¢ Use the hematology calibrator at temperature from 18 to
30°C (64 to 86°F). Otherwise, the measurement data may be
inaccurate.

* Mix the hematology calibrator thoroughly before use.

* Platelet cannot be measured by precipitation or centrifuge.

General

The MEK-CAL hematology calibrator is for calibration of Nihon
Kohden hematology analyzers. For calibration, refer to the provided
assay table for specific instrument models and the Operator’s Manual of
the hematology analyzer.

NOTE
MEK-CAL hematology calibrator is designed for Nihon Kohden
hematology analyzers. Do not use with any other instrument.

P« NIHON KOHDEN

“ Manufacturer m European Represantative
NIHON KOHDEN CORPORATION NIHON KOHDEN EUROPE GmbH

MEK-CAL hematology calibrator contains human erythrocytes.
simulated leukocytes, and mammalian platelets in a plasma-like fluid.
MEK-CAL hematology calibrator is for in vitro diagnostic usc.

To achieve optimum performance and safety, thoroughly read this
instruction and the hematology analyzer operator’s manual before using
this hematology calibrator.

Instruction for Use
NOTE

¢ Dark red supernatant fluid, discoloration of the product or
unacceptable results may indicate deterioration. Do not use the
hematology calibrator if deterioration is suspected.

* Confirm that the lot number of the product matches the lot
number on the assay sheet.

1. Take the hematology calibrator out of the medical refrigerator and
allow it to warm at a temperature of 18 to 30°C for 15 minutes
before mixing.

2. Mix the hematology calibrator by holding it
horizontally between the palins of the hands. Roll it
back and forth for 20 to 30 seconds and occasionally
turn it upside down.

NOTE
* Do not mix the hematology calibrator roughly.
* Do not mix the hematology analyzer using a
mixer.

* Mix the hematology calibrator until the red cells are completely
suspended. Mix thoroughly but do not shake it.

+ Immediately before measuring, gently turn the hematology
calibrator upside down 8 to 10 times.

NOTE

Incomplete mixing of the hematology calibrator affects the
measurement result.

3. Calibrate the hematology analyzer using the hematology' calibrator
as instructed in the hematology analyzer Operator's Manual.

4. Return the hematology calibrator to the medical refrigerator within
30 minutes of use.

Expected Results
For calibration values. refer to the assay sheet.

Storage
Store at 2 to 8°C.
NOTE
Do not freeze the hematology calibrator.

Expiration Date
The expiration date is shown on the container [abel.

Expiration Date After Opening the Package
Opened hematology calibrator should be used within 7 days.

Copyright Notice
The entire contents of this manual are copyrighted by
Nihon Kohden. All rights are reserved.
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