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Package volume
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Diluent for automated analyzers
Cat. No.
HEMO00004

Name
Erba Diluent-Diff

For in vitro diagnostic use only

INTENDED USE

Erba Diluent-Diff is a buffered, stabilized and micro-filtered
electrolyte solution for automated dilution of human blood
samples, quantitative and qualitative determination of ery-
throcytes (RBC), leucocytes (WBC) and the leucocyte sub-
populations, thrombocytes (PLT) and measurement of he-
moglobin (HGB) concentration on hematology analyzers.
Erba Diluent-Diff should be used with only Erba Lachema
reagents. Erroneous results may be obtained if the reagent
is applied with third party reagents.

Please refer to the instrument’s User Manual for further in-
formation.

INGREDIENTS

Sodium chloride <1.5%
Buffers <1.0%
Preservative <0.5%
Stabilizers <0.5%

in ion-free water

HANDLING PRECAUTIONS

- Erba Diluent-Diff is environmental friendly, azide-free rea-
gent; does not contain harmful ingredients.

- Avoid contact with eyes, skin and clothing.

- In case of eye or skin contact flush eyes with copious
amounts of water for several minutes or wash skin area
with water.

- Keep the reagent container closed when not in use.

- Wear laboratory gloves when handling the reagent.

- All body fluid samples should be considered potentially
infectious materials. Treat all blood and other potentially in-
fectious materials with appropriate precautions. Use gloves,
masks and gowns if blood exposure is anticipated.

- Use Good Laboratory Practices (GLP) when handling the
reagents.

SPECIMEN COLLECTION AND PREPARATION

Erba Diluent-Diff is intended for use with blood specimens
collected by vein puncture in EDTA anticoagulant. Specimens
for hematological analysis may be stored for up to 8 hours at
(+15 to +30) °C or up to 24 hours after collection when refri-
gerated (+2 to +8) °C.

REAGENT PREPARATION

- This reagent is ready for use and can be applied straight from
the container; no special reagent preparation is necessary.

- Leave the reagent at room temperature for at least 12 hours.
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REAGENT REPLACEMENT

- Person installing the reagent must be a trained laboratory
professional.

- Remove the inlet cap from the reagent container to be repla-
ced. Connect the reagent inlet to the new reagent container.

- Be sure that the colour on each tube, reagent container
label and connector in the back of the instrument match.

- Avoid any dust or microbial contamination of the tubing
and reagents.

- Prime thoroughly the new reagent and measure backgrounds
according to the instrument’s User Manual.

- When installing a new lot of reagent, recalibrate the instru-
ment as specified in your User Manual.

REAGENT STORAGE, STABILITY AND DISPOSAL

- Store Erba Diluent-Diff diluent between +15 and +30°C.

- The shelf life of the Erba Diluent-Diff diluent is 36 months
from date of manufacture, if stored at the prescribed tempe-
rature range.

- Do not use reagent beyond the expiration date printed on
the container label.

- Discard opened container after 120 days.

- Do not use reagent once frozen.

- Dispose of waste product, unused product and contamina-
ted packaging in compliance with local regulations.
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DECLARATION OF CONFORMITY

(€

The undersigned Erba Lachema s.r.o., having its seat in Brno, Karasek 2219/1d, Czech
Republic, manufacturer of diagnostic devices, with Company Quality Management System in
compliance with standard ISO 13485,

declares, that the devices of Hematology product range listed in the annex to this
declaration, comply with all the essential requirements listed in Annex | of Directive
98/79/EC and obligations specified in Annex Ill, art. 2 — 5 of Directive 98/79/EC for In
vitro Medical-Diagnostic Devices.

Therefore Erba Lachema s.r.0. declares and assures the following:

1. the devices listed in the annex to this declaration comply with the applicable provisions
of Directive 98/79/EC.

2. the devices listed in the annex to this declaration is not included in the list A and B of the
Annex |l of Directive 98/79/EC.

3. the manufacturer declares to have established a procedure and to maintain it in order to
assure the post-marketing surveillance, according to the Directive of 98/79/EC.

Erba Lachema S.r.o.
Kardsek 2219/1d. 621 00 Brno

846 7.

Date of issue: 26.07.2019

ena-Rikanova
Representative of Quality Management
)}e
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Erba Lachema s.r.0., Karasek 2219/1d, 621 00 Brno, Czech Republic

Identification number: 269 18 846. Tax identification number; CZ26918846

Incorporated in the Commercial Register maintained by the Regional Court in Brno, Section C, insert 45458
Tel.: +420 517 077 111, e-mail: diagnostics@erbamannheim.com, www.erbalachema.com




Annex to the Declaration:

Cat. number Product name
INS00066 ELite 3 (opened system)
INS00067 ELite 3 (closed system)
INS00068 ELite 5
HEMO000Q01 Erba Cleaner
HEMOQ0002 Erba Diff-5P
HEMO00003 Erba Dil-5P
HEMOQ0O004 Erba Diluent-Diff
HEMOQ005 Erba Hypoclean CC
HEMO00006 Erba Lyse-5P
HEMOQ007 Erba Lyse-Diff (opened system)
HEMO00008 Erba Lyse-Diff (closed system)
HEMO0009 ELite 5 HEM Control Low
HEMO00010 ELite 5 HEM Control Normal
HEMO00011 ELite 5 HEM Control High
HEMO00012 ELite HEM Calibrator
HEMO00013 ELite 3 HEM Control Low
HEMQO0014 ELite 3 HEM Control Normal
HEMO0015 ELite 3 HEM Control High
HEMO00016 Erba Hypoclean
HEMO00017 Erba Clenz
INS00071 ELite 580
INS0007 H580
HEMO00019 ELite H580 Dil
HEMO00020 ELite H580 Lyse1
HEMO00021 ELite H580 Lyse2
HEMO00022 ELite H580 Lyse3
HEMO00023 ELite H Clean
HEMO00024 ELite H5 CON L
HEMO00025 ELite HS CONN
HEMO00026 ELite H5 CON H
HEMO00027 ELite H CAL
INS00077 H360
HEMO00028 Erba H360 Dil
HEMO00029 Erba H360 Lyse

| HEMO00033 Erba H3 CON L
HEMO00034 Erba H3 CON N
HEMOQO0035 Erba H3 CON H
INS00078 H560
HEMO00030 Erba H560 Dil
HEMO0Q0031 Erba H560 Lyse 1
HEMO00032 Erba H560 Lyse 2
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Erba Lachema s.r.0., Karasek 2219/1d, 621 00 Brno, Czech Republic
Identification number: 269 18 846. Tax identification number: CZ26918846

Incorporated in the Commercial Register maintained by the Regional Court in Brno, Section C, insert 45458

Tel.: +420 517 077 111, e-mail: diagnostics@erbamannheim.com, www.erbalachema.com
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CoBpeMeHHbIU remMmaToNnorm4yeckmm ®
P Lachema

aHanusatop ¢ auddpepeHUNPOBKOU
NenKoumToB Ha 3 nonyaauum

Erba Lachema s.r.o.

621 33 r.bpHo, yn. Kapacek 14, Yelckasa Pecnybnuka

MHO: 269 18 846, NHH: CZ26918846, BHeceHHasi B TOProBbI peecTp, 3apernucTpMpoBaHHbIN
KpaeBbim cynom r.bpHo, otaenom LI, Ne 45458

Ten: +420 517 077 428, 455, dakc: +420 517 077 077, e-mail: diagnostics@lachema.com
www.erbalachema.com

RU MpepctaButenbcTeo Erba Lachema B Poccuiickon ®eaepauum
109029 r. Mockea, yn. Hmxeropoackas 32, kopn. 15, atax 5
Ten: +7 495 961 45 22, www.erbalachema.com/ru/

OucTtpubblotopbl B Poccuiickon ®epepauuu:

000 ,,3pba Pyc*

Odomc B . Mockee: 109029 r. Mocksa, yn. Hwkeropopackas, A4.32/15, oguc 503
Ten./dakc: (495) 755-78-92, 755-78-81, 755-55-80, 755-78-51

e-mail: lachema@mail.ru, www.erbalachema.ru

Odomc B I. MywmHo: 142290 r. MywwmHo (Mockosckasa obnacte), np. Hayku, A. 5
Ten./®akc: (4967) 33-05-30, 33-05-24

e-mail: lachema@rambler.ru, www.lachema.ru

3A0 ,,0CUPUC C“

119021, r. Mockea, yn. Pocconumo, 17

Ten./®akc: (495) 925-77-46 (MHOrokaHanbHbIN), 783-66-04, 725-77-46
e-mail: osiris@osiris.ru, www.osiris.ru

3A0 ,erctom - 1“

125424, r. Mocksa, Bonokonamckoe Locce 116

Ten./®akc: (495) 411-90-23, dpakc-aBTomart: (495) 490-32-70
e-mail: detstom1@mail.ru, www.detstom1.ru

(V). MpepctaButenbcTeo Erba Lachema B YkpauHe
YkpawnHa, 03083, Knes, npocnekt Hayku 94/5, kB. 46
Ten./cpakc: +38 044 5253841, ten: +38 044 3312137
e-mail: pashkevich@lachema.com.ua, www.lachema.com.ua

OucTtpubbloTop B YKpauHe:

000 ,,AvanabcepBuc

83018 r. foHeuk, yn. Benosasoackas , 119
Ten./®akc:(62) 340-11-00, 345-80-18, 345-80-17
e-mail: lachema@dontest.com

A MEMBER OF

MouyscTBynte KomdopT rb
B remaToiormm

KoHTakT / mana

ELITE320110401RU




Mpeumyuiecrsa BbiBOA, pe3y/bTaToB

® Pabora c Tpems peareHTamu A1 NONHOTO aHaNU3a ® [Ipamas neyaTtb pe3ynbTaToB Ha Bymare (BCTPOEHHbIM
(PactBop auntoeHTa Erba Diluent-Diff, /iusupyrowmii TEepMONpUHTEP)
pacteop Erba Lyse-Diff, Ounwatowmii pactsop Erba ® [oAKNIOYEHME U BbIBOA AdHHBIX B JINC
Cleaner) (nabopaTopHyto MHOOPMALMOHHYIO CUCTEMY)

® BCTpoeHHbIW NPUHTEp, WnpUHa Tepmobymarn 58 mm, ® 3anucb AaHHbLIX Ha BHelWHee 3anoMuHaloliee
pacnevyaTtka NoJiHbiX OTY4ETOB C rTMCTOrpammamum yCTpO[/JICTBO yepes USB nopt

® USB uHTepdeic c nogaepKKoii NoAKAIOYEHUA:
KOMNblOTepa, KNaBnaTypbl, BHELWHEro NpuHTepa, Ouuctka n npegoTepalleHne ob6pasoBaHus
PYYHOrO CYUTbLIBATENA WITPUX-KOAA, BHELLHErO CrycTKa
YCTpOMCTBA NaMATH

® BO3MOXXHOCTb 06HOBNIEHUA NPOrPAMMHOrO MpumeHeHMe 3 TUMOB OYUCTKM B aHA/IM3ATOpE:
obecneyeHunsa n pe3epBHOro KONMpPoBaHUA AaHHbIX ® [1pOXKUT BbICOKMM HaMNpsAKeHNEM B anepType
C UCNO/Z1b30BaHUEM BHELLWHUxX VCTpOVICTB namaTm ® XMmmnuyeckasa ouYnCTKa

® Mcnonb3oBaHMe CTAHAAPTHbIX KOMMNEKTYOLWUX ® MeToz 06paTHOro NOTOKa B anepType

BbICOKOW CTeneHn HaaEXHOCTU
® [lonroseyHasn anepTtypa U3 TexHudyeckoro pybuHa

TexHuueckasa cneundpuKaums

Ypo6cTB0 B paborte
Tun go3unpoBaHuA obpasua:

OTKPbITas NPo6MPKa C aBTOMATUUYECKMM POTOPOM
nogauu

® 3awmnTa onepaTopa OT KOHTaKTa C KpPoBbk — 3abop
npobbl BHYTpW Nprbopa

® l/icnonb3oBaHue 3 TMMNOB aganTepoB NPobUPOK aAns
paboTbl C BEHO3HOWN, KAMWANAPHON M KOHTPOSbHOM
KPOBbIO

® KoMnaKTHbIW pa3mep nprbopa, He TpebyeTca Yactoro
TEXHUYECKOTO 06CNYKMBAHUA

MponssoanUTEeNbHOCTD:
80 TecToB B 4ac

® [lo/IHOLBETHbIM CEHCOPHbIM KK ancnnein ¢ BbICOKOM O6bem obpasua:
KOHTPACTHOCTbIO 25 MK uenbHOM KpoBu, 50 MK B pexume
® [1py»KentobHbI  pPycUPULMPOBAHHBIA  UHTEpPdENC npeaBapuTeNbHOro passeaeHun
nosnb3osartena

MonyyeHue pesynbrara:
anHLI,MﬂbI M3MEpEHMﬂ yepes 45 CeKYH[,

® /iImnegaHcomeTpuyecknin metos anddepeHUMpPoBKU
KNETOK KPOBMU

® doToMeTpuUecKnii meToa ANA onpeaeneHnsa ypoBHSA
remornobuHa

MHpukaTtop cratyca npubopa:

MHdopmmpoBaHMe Nonb3oBaTens o cTaTyce npubopa
M3MEHEeHMeM LiBETOBOM MHAMKaLMK LED nonocku
COCTOSIHMSA (KPaCHbIN/MENTbIN/3eNEHbIN)

Onpep,enﬂeMble napameTpbl
EmMKOCTb namaATu:

® 20 napameTpoB, MOJHbIV NOACYET KAETOK, BKAlOYas 1000 pesynbratos, ¢ ructorpammamm no RBC, PLT 1
AnddepeHUMPOBKY 1eMKOLMTOB Ha 3 NonynaLum Tpém nonynauuam WBC
® WBC, RBC, HGB, HCT, MCV, MCH, MCHC, PLT,
LYM, MID, GRA, LYM%, MID%, GRA%, RDW-SD, MuTtaHue:
RDW-CV, PDW-SD, PDW-CV, MPV, PCT BHeLUHWI NCTOYHMK NuTaHua, 200-240 BT, 50-60 Iy,
® 3 ructorpammebl: WBC-3 vactu, RBC, PLT
Pasmepbi:
KoHTponb 1 KannbpoBKa 320x260x365 (1 x LUl x B)
® 3 ypOBHA KOHTPO/bHOM KPOBWU A1 NPaBUILHOIO Bec: \ Mo
M TLWATENbHOrO KOHTPO/IA KayecTBa C MOCTPOEHMEM ) S leaner e :
12 kr = f:% =

anarpamm Jlesu-LeHHurca

® 2 BMaa KanmMbpoBKM: Mo GaKTOpy MAWU C MOMOLLbIO
KOHTPO/IbHOM KPOBMU

® XpaHeHWe pe3ynbTaTOB Ka/NMOPOBKM UM  KOHTPOASA
KayecTBa B 6a3e AaHHbIX NONb30BaTENA

e
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