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Product name
Article No

M anufacturer

Country of origin

Product Description

Active Ingredients

Preservatives

Shelf life

Open bottle/container
stability

Storage
Packaging and Weight

Package and L abels

Quintus 5-Part Stopper

1504373 (1 liter)

Boule Medical AB
Domnarvsgatan 4

SE-163 53 Spanga, Sweden
Telephone: 0046 8 744 77 00

Fax: 0046 8 744 77 20

Sweden

Quintus Stopper is a hematology reagent used fbca@enting and sizing in the Quintus Series,
automated, hematology analyzers.

Salts for isotonic stability

Antimicrobials
Buffering agents

<25%
<0.1%
<1.0%

The stopper contains anti-microbial substancesduognt contamination of bacteria or molds,
these substances are biodegradable.

24 months from day of manufacture. The shelf life of this product is based on aaeatd and
real-time stability studies. The shelf life fonaw product is usually 12 months and upon
confirmed real-time checks can be prolonged in 3wimintervals.

3 months

+4 °C and +35 °C. (~39-95 °F). Avoid freezing.

1 liter in HDPE bottle (1.1 kg), 5 liter (5.4 kgPIPE cubitainer packed in a cardboard box.
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Figure 1 — Quintus 5-
part Stopper, 1L
package

Contains Kathon. May produce an allergic reaction.(en)/Coabpska Kathon.
Moske ja npusuny anepriana peakunsi (bg)/Sadrzi Kathon. MoZe izazvati
alergijsku reakciju. (hr)/Obsahuje Kathon. Muze vyvolat alergickou
reakel.(cs)/Indeholder Kathon. Kan udlgse allergisk reaktion.(da)/Sisaldab
Kathon. Voib esile kutsuda allergilise reaktsiooni.(et)/Contient du Kathon. Peut
produire une réaction allergique.([r)/Enthilt Kathon. Kann allergische
reaktionen hervorrufen.(de)/TTepgyet Kathon. Mropel va npokakéoet arhepyic
avtidpaan(el)/Contiene Kathon. Pud provocare una reazione allergica.(it)/Satur
Kathon, Var izraisit alergisku reakeiju.(lv)/Sudétyje yra Kathon. Gali sukelti
alerging reakcija. (It)/Inncholder Kathon. Kan gi en allergisk
reaksjon.(no)/Zawiera Kathon. MoZe powodowaé wystapienie reakeji
alergicznej.(pl)/Contém Kathon. Pode provocar uma reacgio
alérgica.(pt)/Contine Kathon. Poate provoca o reactie alergica. (ro)/Comgepxut
Kathon. Moxer BeIzBaTh aeprudeckyio peaxunio.(ru)/Sadrzi Kathon. Moze
izazvati alergijsku reakciju.(sr)/Obsahuje Kathon. Mé%e vyvolat’ alergicki
reakeiu (sk)/Vsebuje Kathon, Lahko povzrodi alergijski odziv.(sI)/Contiene
Kathon. Puede provocar una reaccién alérgica.(es)/Innehaller Kathon. Kan
orsaka en allergisk reaktion.(sv)/ Kathon igerir. Alerjik reaksiyona neden
olabilir.(tr)

Boule Medical AB

EUH 208 Art.nr. 1050820

Figure 2 — Additional CLP information

Quintus 5-Part Stopper

[LoT] [conT] [REF] [ivD]
_ 1L 1504373

en  Stopping reagent for use in QUINTUS hematology analyzers (en),
g CNUpaLL PEarcHT 3a XEMATONOMIUHA aHAMM3ATOpH QUINTUS (bg)

[ fi]

hr Reagens za zaustavijanja za uporabu na hematoloskim analizatorima QUINTUS (cs).
E cs  Stop reagencie pro pousii v hematologickych analyzatorech QUINTUS (cs)

da  Stop-reagens til brug pa QUINTUS hzmatologi analysatorer (da).

et Reakisiooni peatamise reagent QUINTUS hematoloogia analiisaatorites kasutamiseks (t).

fr Réaclf de arrét pour utiisation dans les analyseurs hematologiques QUINTUS (Tr)

de  Stopp-Reagenz zur inQUINTUS

F (de).
-- €l AVIIopaoTApIO TEPYGTICLOU AUTNC Via XPAON OTOUS GIIGTOAOYIKOUS QVaAUTEC QUINTUS (el)

de;

it Reagente bloccante da usare con analizzatore ematologico QUINTUS (it)
v Apstasanas reagents, ko izmanto QUINTUS hematologija analizatori (Iv)
1t Stabdymo reagentas, skirtas naudoti QUINTUS hematologiniuose analizatoriuose (It).

no til bruk | QUINTUS hematols
pl

g (no).
Odczynnik stopujacy lyze do analizatoréw hematologicznych QUINTUS (pi).

o Reactiv Stopper pentru utiizare in analizoarele de hematologie QUINTUS (ro).

u oo pearenT ana

QUINTUS (ru).

°C
35 pt  Reagente de paragem para utilizacdo em analisadores de hematologia QUINTUS (pt).
4 °C

st Reagens za prekidanie koil se koristi sa QUINTUS hematoloskim analizatorima(sr).
sk Zastavovacie ¢inidio na pouZitie v hematologickych analyzatoroch QUINTUS (sk)

s Reagent za ustavitev rekacie za uporabo v hematolo3kin analizatorjih QUINTUS (i)
es  Reaciivo de parada para analizadores de hematologia QUINTUS (es).

sv Stoppreagens for anvéndning | QUINTUS hematologieanalysatorer (sv).
tr QUINTUS hematoloji analizorlerinde kullanim igin durdurma reakifi (tr)
Boule Medical AB
Domnarvsgatan 4
SE-163 53 Spanga, Sweden
I boule se

Diipil wew. 1050560-01

Quintus

Figure 3 — Label on bottle

Boule Medical AB
Domnarvsgatan 4

13898-7

www.boule.se
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Recycling infor mation

Warning and
Precautions

Instructionsfor use

Quality Control
Specifications

Product Confor mity

Precision Testing
(Instrument)

Scatter diagrams

Part Material Weight ()
Box Cardboard 220
Politainer including cap Plastic 100
Bottle 1L Plastic 67

Not classified as hazardous according to CLP (Ef0lation 1272/2008), information given on added
label. Use good laboratory practice. Avoid contaith skin, eyes, and clothing. Do not swallow.

Use in accordance with manufacturer’s instructifmnsise and follow Operator manual for
connection and fill instruction.

Test Specifications
pH 10.8-11.2
Osmolality (mOsm/kg) 830 - 860
Conductivity (mS/cm) 42.7 — 43.3
Particles (WBC channel) <0.1

Appearance

Clear, colorless liquid

* Performance test using calibrated blood cell counter at Boule Medical reference laboratory. All parameters except mid

cells are tested. Accepted reference 95% to 105% of expected control blood sample values.

Directives

Standards/Comments

98/79/EEC In Vitro Diagnostic
M edical Device Directive (1VD)

Using Annex Il as the conformity
assessment procedure

Parameter RB

C MCV

HGB PLT WBC

Ccv <15%

<1.0%

<15% <5% <3.0%

Quintus displays the results of the optical measerds in a scatter diagram representation.

 Scatter diagrams represent data in a two-dimenispaae.
» There are two scatter diagrams in the patient tefiar 4-DIFF and the BASO

Population Color on
(4-diff diagram) scatter diagram
Artifact BLACK
Lymphocytes BLUE
Monocytes GREEN
Neutrophil MAGENTA
granulocytes

Eosinophil ORANGE
granulocytes

Population Color on

(Basophil diagram)

scatter diagram

WBC without Basophil

BLUE

Basophil granulocytes

MAGENTA

DIFF

Figure 4 — 4-diff diagram

BASO

Figure 5 — Basophil diagram

Boule Medical AB
Domnarvsgatan 4
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www.boule.se
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Histograms

Manufacturing Process

Impedance based measurements are representedagrdmss. These diagrams show the number of
cells against cell size.

» There are two histograms: RBC and PLT.

* Discriminators (thresholds) are displayed with cetbr.

* The PLT histogram is the magnified section of #fé-hand side of the RBC curve.

RBC PLT

! .l

Figure 6 — RBC histogram '

Figure 7 — PLT histogram

For the manufacturing process and the specificgg®control points for this reagent see the flowtcha
below. The process starts with raw materialstierrhanufacturing of the reagent being checked in by
the content of certificates (e.g. Batch Specifictiieate of Analysis) against acceptance limitsl dry
follow-up analysis of at least one specific chagdstic chemical property (e.g. pH in solution).€Th
process is completed with final QC parameter, fionel, and bacterial testing, the release by QA
accompanied by the Certificate of Analysis, andahproved reagent moved to stock.

(=
/ &=
(=

/ &=
[ = ) =

Approved reagent in stock

Manufacturing Process Control Process

Raw Material Specifications

Raw Materials QC/QA of Raw materials

Weighing and mixing of
chemicals and purified water

[

QC of parameter testing
QC of functional testing
QA approval for filling

Parameter and
functional testing

QC of labeling
QC of filling
Final weighing documented/approved

Filling, packaging, and
labeling

Final parameter
functional, and
bacterial testmg

QC of bacterial, parameter
and functional testing

Final release of

Certificate of Analysis
reagent by QA y

QC = process control
QA = Quality assurance release/approval

Figure 8 Flow chart for manufacturing and qualioytrol

Boule Medical AB
Domnarvsgatan 4

ul

13898-7

E-mail: info@boule.se
www.boule.se
2016-02-02
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Technical Document
15/ Boule Cal-5Diff G2

CAL

INTENDED USE
Boule Cal-5Diff G2 Hematology Calibrator is manufactured for
calibration of multi-parameter hematology analyzers.

SUMMARY AND PRINCIPLES

Multi-parameter hematology analyzers require regular calibration in order to
produce accurate results on patient samples. Calibration can be accomplished
by transferring information to the analyzer through fresh blood samples, which
have been assayed by reference methods. A more direct and convenient
approach is to use a calibrator material with System Specific Values (SSV)
assigned such as Boule Cal-5Diff G2.

Boule Cal-5Diff G2 is a stable suspension of red blood cells, white blood
cellsand platelets. Assigned values are derived from replicate analyses on
whole blood calibrated hematology analyzers (see reference procedures). A
user analyzes Boule Cal-5Diff G2 on their instrument and computes
calibration factors by comparing recovered values and assigned values.
These factors provide the basis for making adjustments to the instrument.

REAGENTS

Boule Cal-5Diff G2 contains treated, stabilized human erythrocytes and a
stabilized platelet-sized component in an isotonic, bacteriostatic medium.
Fixed erythrocytes are added to simulate leukocytes.

STORAGE AND STABILITY

Boule Cal-5Diff G2 is shipped in athermally insulated container designed to
keep it cool. When stored at 2-10°C, sealed vials are stable at least until the
expiration date shown on the TABLE OF EXPECTED RESULTS.

Open Vial stability is 5 days after opening when returned to refrigerator after
each use.

Storage of product with cap down (inverted) might require additional mixing
for complete resuspension of cellular components.

INDICATION OF INSTABILITY OR DETERIORATION
Inability to obtain expected values may indicate product deterioration.
Discoloration of the product may be caused by overheating or freezing during
shipping or storage. Darkly colored supernatant may be indicative of product
deterioration; however, moderately colored supernatant is normal and should
not be confused with product deterioration. If the recovered values are not
within the expected ranges:
1 Review the calibrator product package insert and the operating
procedure of the instrument.
2. Check the expiration date of the Boule Cal-5Diff G2. Discard
outdated products.
3. Test an additional unopened vial of Boule Cal-5Diff G2.

INSTRUCTIONS FOR USE
1. Remove Boule Cal-5Diff G2 Calibrator from refrigeration and allow to
warm at ambient temperature (18-32°C) for 10-15 minutes before mixing.

2. After warming, mix by hand as follows:
a  Rall the tube or vial slowly between the palms eight times in an
upright position.
b.  Invert the tube and slowly roll it between the palms eight times.

c. Continue to mix in this manner until al cells are completely
suspended. Tubes stored for along time may require extra mixing.

d.  Gently invert the tube 8 timesimmediately before sampling.
e.  Note: Use of aMechanical Mixer isnot recommended.
3. Refer to the User’s manual for calibration procedure.

4.  After open sampling, carefully wipe the rim of the tube and inside of the
cap with alint-free tissue. Replace the cap ensuring it is on tight.

5. Return the tubes to the refrigerator within 30 minutes of use.
6.  For further assistance, please contact your local distributor.

Boul

e—
[
—

PRECAUTIONS
. For In-Vitro diagnostic use.

All human source material used to manufacture this product was non-
reactive for antigensto Hepatitis B and negative by testsfor antibodiesto
HIV (HIV-1, HIV-2) and Hepatitis C using techniques specified by the
U.S. Food and Drug Administration. Because no known test method
can assure complete absence of human pathogens, this product
should be handled with appropriate precautions.

This product should not be disposed in general waste, but should be
disposed with infectious medical waste. Disposal by incineration is
recommended.

This product is intended for use as supplied. Adulteration by dilution or
addition of any materials to the product as supplied invalidates any
diagnostic use of the product.

REFERENCE PROCEDURES

WBC- A series of 1:500 dilutions are made using class A glassware. Thelytic
reagent is placed in the initia dilution flask before diluting to volume. The
diluting agent is an isotonic solution for Beckman Coulter® instruments. The
samples are counted on a Beckman Coulter Counter Z instrument.

RBC- A series of 1:50,000 dilutions are made using class A glassware. The
diluting agent is an isotonic solution for Beckman Coulter® series instruments.
The samples are counted on a Beckman Coulter Counter Z instrument.

Hgb- Hemoglobin concentration is determined by converting hemoglobin to
hemiglobincyanide (HiCN) and measuring absorbance at 540 nm according to
NCCLS H15-A2 and ICSH recommendations. Hemoglobin concentration is
calculated using millimolar absorption coefficient of 11.0.

HCT- Microhematocrit values are done in replicate on each sample, with
capillary tubes filled and centrifuged according to the NCCLS H7-A2
document. K3EDTA is used as the anticoagulant for collection of fresh
specimens.  The packed cell volume, or hematocrit, is read directly using a
precision metric scale. No correction is made for trapped plasma.

PIt- A series of 1:125 macrodilutions are prepared using class A glassware in
1% Ammonium Oxalate. Charged hemacytometers are allowed to stand 20-30
minutes. Cells are counted using phase-contrast microscopy technique.

MPV- Based on amethod using latex particles.

ORDERING INFORMATION AND SERVICE

Contact your local distributor for orders and support. Please have the catalog
number ready for orders. For other assistance contact Boule Medical AB at
phone +46 8 7447700, fax +46 8 7447720 or info@boule.se.

For translation of this instruction and explanation to symbols see
Www.quintusSpart.com/ support/downloads

Ordering no: Description Packaging
1504375 Boule Cal-5Diff G2 1x3mL
1504376 Boule Con-5Diff G2Tri 6x3mL
1504382 Boule Con-5Diff G2 Low 1x3mL
1504379 Boule Con-5Diff G2 Low 6x3mL
1504381 Boule Con-5Diff G2 Norm 1x3mL
1504378 Boule Con-5Diff G2 Norm 6x3mL
1504380 Boule Con-5Diff G2 High 1x3mL
1504377 Boule Con-5Diff G2 High 6x3mL

Boule Medical AB
Domnarvsgatan 4
SE-163 53 Spanga, Sweden

L _ E-mail: inffo@boule.se
www.boule.se
20619-1 2014-11-14

C€

1504397_en



Instructions for Use
Boule Con-5Diff G2

CONTROL
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Boule

INTENDED USE

For in vitro diagnostic use as a control to monitor the

performance of multi-parameter hematology instruments.

SUMMARY AND PRINCIPLES

Boule Con-5Diff G2 Hematology Control is prepared from stabilized human
blood so that repested measurements can be made daily to monitor the
performance of hematology analyzer systems. ASSIGNED VALUES and
EXPECTED RANGES are determined on systems using specific Boule
reagents. ASSIGNED VALUES are confirmed by multiple analysis of the
control product and should be considered a suggested average until you
establish your own running mean.

REAGENTS

Boule Con-5Diff G2 Hematology Control contains treated, stabilized human
erythrocytes and a stabilized platelet-sized component in an isotonic,
bacteriostatic medium. Fixed erythrocytes are added to simulate leukocytes.

STORAGE AND STABILITY

Boule Con-5Diff G2 Hematology Control is shipped in athermally insulated
container designed to keep it cool. When stored at 2-10° C, sedled vialsare
stable at least until the expiration date shown on the TABLE OF EXPECTED
RESULTS.

Open vial stability 14 days after opening when returned to refrigerator after
each use.

Storage of product with cap down (inverted) might require additional mixing
for complete resuspension of cellular components.

INDICATIONS OF INSTABILITY OR DETERIORATION

Inability to obtain expected values may indicate product deterioration.

Discoloration of the product may be caused by overheating or freezing during

shipping or storage. Darkly colored supernatant may be indicative of product

deterioration, however, moderately colored supernatant is normal and should

not be confused with product deterioration. If the recovered values are not

within the expected ranges:

1. Review the control product package insert and the operating procedure of
the instrument.

2. Check the expiration date of the Boule Con-5Diff G2. Discard outdated
products.

3. Test an additional unopened vial of Boule Con-5Diff G2.

INSTRUCTIONS FOR USE

1. Remove Boule Con-5Diff G2 Hematology Control from refrigeration
and allow to warm at ambient temperature (18-32°C) for 10-15 minutes
before mixing.

2. After warming, mix by hand as follows:

a. Roall the tube or vial slowly between the paims of the hands eight
timesin an upright position.

b.  Invert the tube and slowly roll it between the palms eight times.

c. Continue to mix in this manner until al cells are completely
suspended. Tubes stored for along time may require extra mixing.

d.  Gently invert the tube 8 timesimmediately before sampling.

e.  Note: Use of aMechanical Mixer isnot recommended.

3. Follow instruction in User’s Manual for each sampling mode.

4.  After open sampling, carefully wipetherim of the tube and inside of the
cap with alint-free tissue. Replace the cap ensuring it is on tight.

Return the tubes to the refrigerator within 30 minutes of testing.

6. Compare instrument values to those given in the TABLE OF
EXPECTED RESULTS.

a  Theinstrument is considered well maintained and operating
correctly if: 95% of the recovered values fall within expected
range. No more than three consecutive values exceed the
expected range. Recovered values do not trend outside the
expected range.

b.  Failure to achieve the conditions listed in 6a above may
indicate instrument and/or control problems. To identify the
source of the problem see investigational procedure section.

7.  For consistency and best precision data, use the three levels of the cell
control inthefollowing order: abnormal low, normal, and abnormal high.

8.  Beforeexpiration of the current lot, good laboratory practice requires that
anew lot of cell control be analyzed in parallel with the existing lot until
alaboratory mean is established on the new lot.

PERFORMANCE LIMITS

Individual laboratories should expect better precision than that shown in the
expected range column. Refer to your Product Manual for performance
characteristics of precision for your instrument.

PRECAUTIONS A
. For In-Vitro diagnostic use.

All human source material used to manufacture this product was non-
reactive for antigens to Hepatitis B and negative by tests for antibodiesto
HIV (HIV-1, HIV-2) and Hepatitis C using techniques specified by the
U.S. Food and Drug Administration. Because no known test method
can assure complete absence of human pathogens, this product
should be handled with appropriate precautions.

This product should not be disposed in general waste, but should be
disposed with infectious medical waste. Disposal by incineration is
recommended.

This product is intended for use as supplied. Adulteration by dilution or
addition of any materials to the product as supplied invalidates any
diagnostic use of the product.

Controls are not to be used as calibrators.

INVESTIGATIONAL PROCEDURE

If you need help in resolving control recovery problems, call our customer
service department. To provide faster handling of your inquiry, please have
the following information available when you call:
Expiration dates and lot numbers of all reagents, the control(s) in
question and other levels of cell control that you use.
Data supporting the problem for the lot number in question.
Previous cell control lot numbers and the data you have for these
previouslots.
Data from a current reproducibility study (N=10) using a fresh whole
blood specimen and performed according to your Product Manual.
Data from your last instrument calibration.

ORDERING INFORMATION AND SERVICE

Contact your local distributor for orders and support. Please have the catalog
number ready for orders. For other assistance contact Boule Medical AB at
phone +46 8 7447700, fax +46 8 7447720 or info@boule.se

For trandation of thisinstruction and explanation to symbols see
Www.quintusSpart.com/ support/downloads

Ordering no: Description Packaging
1504375 Boule Cal-5Diff G2 1x3mL
1504376 Boule Con-5Diff G2 Tri 6x3mL
1504382 Boule Con-5Diff G2 Low 1x3mL
1504379 Boule Con-5Diff G2 Low 6x3mL
1504381 Boule Con-5Diff G2 Norm 1x3mL
1504378 Boule Con-5Diff G2 Norm 6x3mL
1504380 Boule Con-5Diff G2 High 1x3mL
1504377 Boule Con-5Diff G2 High 6x3mL

Boule Medical AB
Domnarvsgatan 4
SE-163 53 Spanga, Sweden

L _ E-mail: inffo@boule.se
www.boule.se
20620-1 2014-11-12

C€
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Product name:

Article No:

M anufacturer:

Product
Description:

Active Ingredients:

Preservatives:

Shelf life:

Storage:

Packaging and
Weight:

Warning and
Precautions:

Instructionsfor use:

Boule Hypochlorite Cleaner
1504385 (100mL)

Boule Medical AB
Domnarvsgatan 4
SE-163 53 Spanga
Sweden

Telephone: 0046 8 744 77 00
Fax: 0046 8 744 77 20

Boule Hypochlorite Cleaner is used for maintenance and cleaning of Quintus automated
hematology analyzers.

4-5 % active chlorine
<0.5%
<1%

Sodium hypochlorite for lipid/protein degradation
Sodium hydroxide for stability
Surfactants for cleaning

The product contains no added anti-microbial substances since the hypochlorite and high pH will
prevent growth of bacteria or molds.

18 months from day of manufacture. The shelf life of this product is based on accelerated and
real-time stability studies. .

15 - 30°C (59 to 86°F). The product can be shipped at ambient temperature but avoid freezing.

100 milliliter, ca 125 g weight with bottle

Contains sodium hypochlorite and sodium hydroxide

The Hypochlorite 4% Cleaner is classified as hazardous to health and the environment according
to CLP [Regulation (EC) no 1272/2008]. See product labeling below, detailed information is
given in the Safety Data Sheet (SDS). A translation to the indicated languages of the hazard
information is also available.

Use in accordance with manufacturer’s instructions for use (IFU).

Quality Control Specificationsfor Hypochlorite Cleaner:

Product
Confor mity:

Product Labelling:

Test Specifications

pH 11.5-13.5

Hypochlorite concentration 4-5%

Boule Hypochlorite Cleaner is in conformance with 88&9/EC In Vitro Diagnostic Medical
Device Directive (IVD) using Annex Il as the conformity assessment procedure.

Boule Hypochlorite (4%) Cleaner C

m

796139

\||\|||u|||||w|||||m I

7" 350040

skin burns and eve damane. Very toxic to aquatic life. Wear protective
M\Dn F ON SKIN (or hair): Remove Immed.laeel\l all contaminated
ter/shower. IF IN EYES: Rinse cautiously with wai'u for
F{Em ooooo tact lenses, lmund sylod 0. Continue rinsing
Immediately call a POISON CENTER or dumn'physlmlrl
Collect spillage. Store lock
Contains: Sodium hrpbcmonw sodium hydroxide

105057301

ul

20630-4

Boule Medical AB
Domnarvsgatan 4

SE-163 53 Spanga, Sweden
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Technical Document _———:=EB 1
Boule Hypochlorite (4%) Cleaner =" OU e

Manufacturing For the manufacturing process and the specificgg®control points for this reagent see the

Process: flowchart below. The process starts with raw materfor the manufacturing of the reagent being
checked in by the content of certificates (e.gcB&pecific Certificate of Analysis) against
acceptance limits and by follow-up analysis ofeaist one specific characteristic chemical property
(e.g. pH in solution). The process is completedhiital QC parameter, functional, and bacterial
testing, the release by QA accompanied by the fidate of Analysis, and the approved product
moved to stock.

Manufacturing Process Control Process

Raw Material Specifications

Raw Materials QC/QA of Raw materials

Weighing and mixing of

. = QC of weighing
chemicals and purified water

A

QC of parameter testing

Pargmeter ar.1d QC of functional testing
functional testing QA approval for filling

Filling, packaging, and QC of labeling
labeling QC of filling
Final weighing documented/approved

Fflnal tparalmetedr, QC of bacterial, parameter
inlg lqna U ap and functional testing
bacterial testing
Final release of . .
Certificate of Analysis
reagent by QA / :‘,> m ysl

A

Approved reagent in stock

QC = process control
QA = Quality assurance release/approval

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spanga, Sweden
E-mail: info@boule.se

www.boule.se
20630-4 2016-06-23
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Product name Medonic M-series Diluent
Article No 1504122 (20 liter)

Manufacturer Boule Medical AB
Domnarvsgatan4
SE-163 53 Spanga, Sweden

Telephone: 0046 8 744 77 00
Fax: 0046 8 744 77 20

Country of origin Sweden

Product Description Medonic M-series Diluent is a hematology diluent used for cell counting and sizing in the Medonic
M-series automated, hematology analyzers.

Active Ingredients Salts for isotonic stability <2.0%
Antimicrobials <01%

Buffering agents <05%

Preservatives The stabilizing solution contains buffer salts with anti-microbial substances to prevent contamination
of bacteria or molds, these substances are biodegradable.

Shelf life 36 months from day of manufacture. The shelf life of this product is based on accelerated and real-
time stability studies.

Open container 3 months
stability

Storage 4-35°C (39 to 95°F). Avoid freezing.
Packaging and Weight 20 liter (21.2 kg) LDPE cubitainer packed in cardboard box.

Package and L abels

Contains Kathon. May produce an allergic reaction.(en)/Ceabpika Kathon.
Moske 1a upHaunn anepruvna peakus (bg)/SadrZi Kathon. MoZe izazvati
alergijsku reakciju.(hr)/Obsahuje Kathon. MiZe vyvolat alergickou
reakei.(cs)/Indeholder Kathon. Kan udlgse allergisk reaktion.(da)/Sisaldab
Kathon. Voib esile kutsuda allergilise reaktsiooni.(et)/Contient du Kathon. Peut
produire une réaction allergique.(fr)/Enthalt Kathon. Kann allergische
reaktionen hervorrufen.(de)/Tepiéyer Kathon. Mzopei va mpokadéaet addepyr
avtidpaan(el)/Contiene Kathon. Pud provocare una reazione allergica.(it)/Satur
Kathon, Var izraisit alergisku reakciju.(Iv)/Sudétyje yra Kathon. Gali sukelti
alerging reakcija.(It)/Inncholder Kathon. Kan gi en allergisk
reaksjon.(no)/Zawiera Kathon, Moze powedowa¢ wystapienie reakcji
alergicznej.(pl)/Contém Kathon. Pode provocar uma reacgio
alérgica.(pt)/Contine Kathon. Poate provoca o reactie alergica.(ro)/Copepxur
Kathon. Moxer Beiz8aTs anepruveckyo peakuuso. (ru)/Sadrzi Kathon. Moze
izazvati alergijsku reakciju. (st)/Obsahuje Kathon. MéZe vyvolaf alergicki
reakeiu.(sk)/Vsebuje Kathon. Lahko povzrodi alergijski odziv.(s1)/Contiene
Kathon. Puede provocar una reaccion alérgica.(es)/Innchaller Kathon. Kan
orsaka en allergisk reaktion.(sv)/ Kathon igerir. Alerjik reaksiyona neden
olabilir.(tr)

EUH 208 Avtnr. 1050820 Boule Medical AB

Figure 1 — Medonic M-series Diluent package Figure 2 — Additional CLP information
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cs Redidlo pro poud i v krevni analyz3tory MEDONIC M-SERIES (cs)
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Figure 3 — Label on cardboard box
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Recycling infor mation

Warning and
Precautions

Instructions for use

Quality Control
Specifications

Product Confor mity

Precision Testing
(Instrument)

Histograms

Part Material Weight ()
Box Cardboard 670
Politainer including cap Plastic 230

Not classified as hazardous according to CLP (Efdlation 1272/2008), information given on added
label. Use good laboratory practice. Avoid contsith skin, eyes, and clothing. Do not swallow.

Use in accordance with manufacturer’s instructifmnsise and follow the Instrument User’s Manual

for connection and fill instruction.

Test Specifications
pH 6.90-7.10
Osmolality (mOsm/kg) 290 - 310
Conductivity (mS/cm) 17.50 — 18.00
Background test (RBC, PLT) Passed test
Total bacterial growth (CFU/100 ml) | <5

Appearance

Clear, colorless liquid

Directives

Standards/Comments

98/79/EEC In Vitro Diagnostic
M edical Device Directive (1VD)

Using Annex Il as the conformity
assessment procedure

Parameter RBC

MCV

HGB PLT

WBC

Ccv <18%

<15%

<15% <4.8%

<35%

The measuring principles of the Medonic analyzeesbased on impedance and spectrophotometry
principles. The number of cells for determining RB& WBC values are counted from a suspension of
1:40,000 for the RBC and 1:400 for the WBC dilutiatio of whole blood.

| :
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Figure 4 — Histograms for PLT, RBC and WBC
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Manufacturing Process  For the manufacturing process and the specificqg®control points for this reagent see the flonicha
below. The process starts with raw materialstierrhanufacturing of the reagent being checked in by
the content of certificates (e.g. Batch Specifictiieate of Analysis) against acceptance limitsl &y
follow-up analysis of at least one specific chagdstic chemical property (e.g. pH in solution).€Th
process is completed with final QC parameter, fionel, and bacterial testing, the release by QA
accompanied by the Certificate of Analysis, andahproved reagent moved to stock.

Manufacturing Process

Raw Materials

Control Process

Raw Material Specifications
QC/QA of Raw materials

:

Weighing and mixing of
chemicals and purified water

QC of weighing

Parameter and
functional testing

QC of parameter testing
QC of functional testing
QA approval for filling

Filling, packaging, and
labeling

A

QC of labeling
QC of filling
Final weighing documented/approved

Final parameter,
functional, and
bacterial testing

QC of bacterial, parameter
and functional testing

Final release of
reagent by QA

Approved reagent in stock

Certificate of Analysis

QC = process control
QA = Quality assurance release/approval

Figure 5 - Flow chart for manufacturing and quationtrol
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Product name
Article No

M anufacturer

Country of origin

Product Description

Active Ingredients

Shelf life

Open container
stability

Storage
Packaging and Weight

Package and L abels

Medonic M-series Lyse
1504123 (5 liter)

Boule Medical AB
Domnarvsgatan 4
SE-163 53 Spanga, Sweden

Telephone: 0046 8 744 77 00
Fax: 0046 8 744 77 20

Sweden

Medonic M-series Lyse is a cyanide-free hematology lytic reagent used for cell counting and sizing in
the Medonic M-series, semi-automated and automated, hematology analyzers.

Quaternary ammonium salts <0.5%
Salts <15%

36 months from day of manufacture. The shelf life of this product is based on accelerated and real-
time stability studies.

3 months

4-35°C (39 to 95°F). Avoid freezing.

5 liter (5.4 kg) LDPE cubitainer packed in cardboard box.

Contains Kathon. May produce an allergic reaction.(en)/Coabpska Kathon.
Moske ja npusuny anepriana peakunsi (bg)/Sadrzi Kathon. MoZe izazvati
alergijsku reakciju. (hr)/Obsahuje Kathon. Muze vyvolat alergickou
reakel.(cs)/Indeholder Kathon. Kan udlgse allergisk reaktion.(da)/Sisaldab
Kathon. Voib esile kutsuda allergilise reaktsiooni.(et)/Contient du Kathon. Peut
produire une réaction allergique.([r)/Enthilt Kathon. Kann allergische
reaktionen hervorrufen.(de)/Tlepiéyer Kathon. Mropei va apokahéaat cAkepykn
aviidpaan(el)/Contiene Kathon. Pud provocare una reazione allergica.(it)/Satur
[ I‘] Kathen, Var izraisit alergisku reakeiju.(lv)/Sudétyje yra Kathon. Gali sukelti
128500 alerging reakcija. (It)/Inncholder Kathon. Kan gi en allergisk
reaksjon.(no)/Zawiera Kathon. MoZe powodowaé wystapienie reakeji

Medonic M-series Lyse

1% alergicznej.(pl)/Contém Kathon. Pode provocar uma reacgio
2015-05-28 alérgica.(pt)/Contine Kathon. Poate provoca o reactie alergica. (ro)/Comgepxut
" Kathon. Moxer BeIzBaTh aeprudeckyio peaxunio.(ru)/Sadrzi Kathon. Moze

W X’” izazvati alergijsku reakciju (sr)/Obsahuje Kathon. MZe vyvolat alergicki
reakeiu. (sk)/Vsebuje Kathon. Lahko povzrodi alergijski odziv.(sl)/Contiene
Kathon. Puede provocar una reaccién alérgica.(es)/Innehaller Kathon. Kan

N orsaka en allergisk reaktion.(sv)/ Kathon igerir. Alerjik reaksiyona neden

Medonic (] olabilir.(tr)

EUH 208 Artor, 1050820 Boule Medical AB

Figure 2 — Additional CLP information

Figure 1 — Medonic M-series Lyéé péckage, politainer
in cardboard box

Medonic M-series Lyse c €
LOT i

1504123

en  Lysing reagent for use in MEDONIC M-SERIES hematology ansfyzers (en).
bg Muswpay pearsst 3a kp naun ananusaTopu MEDONIC M-SERIES (bg).
hr Reapens za razdvajarie 23 uporabu na hemaloloZkim anaizatorima MEDONIC M-SERIES (hr)
s L\iZUHm reagencie pro pout v krevni anafyzitory MEDONIC M-SERIES (cs).
da  Lyse-reagens tl brug pi MEDONIC M-SERIES hamatologi analysstorer (da).
et Liiisi reagent MEDONI M-SERIESC (et}
F  Rtacit de yse pour utfsation dans les anlyseurs & himatologie MEDONIC M-SERIES (i)
de  Lysing-Reagenz zur Verwendung in MEDDN\C M-SERIES Himatlogieanalysatoren (de).
el Auohumsd oviiop g ¥pnan o avahutéc MEDONIC M-SERIES (&)

- v Lysing reagents, ko cmants MEDONIC M-SERIES hematiiog]s snalizsion (v).

It Lizés reagentas, skiras naudoti MEDONIC M-SERIES hematologiniuose analizatorivoss (i)

it Reagente emofitico da usare con anaizatore ematologico MEDONIC M-SERIES (1).
no  Lysevaeske ti bruk | MEDONIC M-SERIES hematologi-nstrumenter (na).
35nc ol Odezvnnik izuiacy do analizatortw hematologicznych MEDONIC M-SERIES sl
J/ EDONIC M.
°C

ot Reanente litco para utfizacio em de .

ro Reactiv Lyse peninu utdzare in analizoarsle de hematologie MEDONIC M-SERIES iro).

v DacTe0p anA poa MEDONIC M-SERIES ().

st Reagens za fizu koji se koristi s3 MEDONIC M-SERIES hematolokim analizatorima (sr).

sk Dezintegradné énidlo na pouditie  hematologickych analyzstorochMEDONIC M- SERiEs (sk)
sl Reanent za razkroi za uporabo v hematoloskih analizatorh MEDCNIC M-SERIES (sl)

s Reactivo litico para analizadores de hematologisMEDCNIC M-SERIES (es)

sv Hemolysmedel far anvindning | MEDONIC M-SERIES hematologianalysatorer (sv).

tr  MEDONIC M-SERIES hematoloji analzirerinde kullanim igin lysing reakt (ir).

| Boue wedical a5
Domnarvsaztan 4

ﬁ%ﬁ:g Sweesn 105024710 Medonia _tj

Figure 3 — Label on cardboard box
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Recycling infor mation

Warning and
Precautions

Instructions for use

Part Material Weight ()
Box Cardboard 220
Politainer including cap Plastic 100

Not classified as hazardous according to CLP (Efdlation 1272/2008), information given on added
label. Use good laboratory practice. Avoid contaith skin, eyes, and clothing. Do not swallow.

Use in accordance with manufacturer’s instructifmnsise and follow the Instrument User’s Manual

for connection and fill instruction.

Quality Control Specifications:

Product Confor mity

Precision Testing
(Instrument)

Histograms:

Test Specifications

pH 7.0+£0.2

Osmolality (mOsm/kg) 230+£10
Conductivity (mS/cm) 145+ 0.5

CBC Performance* Passed test

Particles (PLT/RBC channel) <0.2

Total bacterial growth (CFU/100 ml) | <5

Appearance Clear, colorless liquid

* Performance test using calibrated blood cell counter at Boule Medicalreference laboratory. All parameters except mid cellsare
tested.Accepted reference 95% to 105% of expected control blood sampleval ues.

Directives

Standar ds’Comments

98/79/EEC In Vitro Diagnostic
M edical Device Directive (1VD)

Using Annex Il as the conformity

assessment procedure

Parameter RBC

MCV HGB

PLT

WBC

Ccv <18%

<15%

<15%

<48%

<35%

The measuring principles of the Medonic analyzeesbased on impedance and
spectrophotometry principles. The number of celtsdetermining RBC and WBC values
are counted from a suspension of 1:40,000 for t8€ Bnd 1:400 for the WBC dilution

ratio of whole blood.
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Figure 4 — Histograms for PLT, RBC and WBC
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Manufacturing Process

For the manufacturing process and the specificgg®control points for this reagent see the flowtcha
below. The process starts with raw materialstierrhanufacturing of the reagent being checked in by

the content of certificates (e.g. Batch Specifictifieate of Analysis) against acceptance limitsl &y
follow-up analysis of at least one specific chagdstic chemical property (e.g. pH in solution).€Th
process is completed with final QC parameter, fionel, and bacterial testing, the release by QA
accompanied by the Certificate of Analysis, andahproved reagent moved to stock.

Manufacturing Process

Raw Materials

:

Weighing and mixing of

chemicals and purified water

Control Process

Raw Material Specifications
QC/QA of Raw materials

QC of weighing

Parameter and
functional testing

/ &=

Filling, packaging, and
labeling

Final parameter
functional, and
bacterial testlng

/ &=

Final release of
reagent by QA

/ =

Approved reagent in stock

QC of parameter testing
QC of functional testing
QA approval for filling

QC of labeling
QC of filling
Final weighing documented/approved

QC of bacterial, parameter
and functional testing

Certificate of Analysis

QC = process control
QA = Quality assurance release/approval

Figure 5 Flow chart for manufacturing and qualipntrol
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INTENDED USE
Boule Cal Hematology Calibrator is manufactured for calibration

of multi-parameter hematology analyzers.

SUMMARY AND PRINCIPLES

Multi-parameter hematology analyzers require regular calibration in order to
produce accurate results on patient samples. Calibration can be accomplished
by transferring information to the analyzer through fresh blood samples,
which have been assayed by reference methods. A more direct and
convenient approach is to use a calibrator material with System Specific
Values (SSV) assigned such as Boule Cal.

Boule Cal is a stable suspension of red blood cells, white blood cells and
platelets. Assigned values are derived from replicate analyses on whole blood
calibrated hematology analyzers (see reference procedures). A user analyzes
Boule Cal on their instrument and computes calibration factors by comparing
recovered values and assigned values. These factors provide the basis for
making adjustments to the instrument.

REAGENTS

Boule Cal contains treated, stabilized human erythrocytes and a stabilized
platelet-sized component in an isotonic, bacteriostatic medium. Fixed
erythrocytes are added to simulate leukocytes.

STORAGE AND STABILITY

Boule Cal is shipped in a thermally insulated container designed to keep it
cool. When stored at 2-10°C, sealed vials are stable at least until the
expiration date shown on the TABLE OF EXPECTED RESULTS.

Open Vial stability is 5 days after opening when returned to refrigerator after
each use.

Storage of product with cap down (inverted) might require additional mixing
for complete resuspension of cellular components.

INDICATION OF INSTABILITY OR DETERIORATION

Inability to obtain expected values may indicate product deterioration.
Discoloration of the product may be caused by overheating or freezing during
shipping or storage. Darkly colored supernatant may be indicative of product
deterioration, however, moderately colored supernatant is normal and should
not be confused with product deterioration. If the recovered values are not
within the expected ranges:

1. Review the calibrator product package insert and the operating
procedure of the instrument.
2. Check the expiration date of the Boule Cal. Discard outdated
products.
3. Test an additional unopened vial of Boule Cal.
INSTRUCTIONS FOR USE

1.  Remove Boule Calibrator from refrigeration and allow to warm at
ambient temperature (18-32°C) for 10-15 minutes before mixing.

2. After warming, mix by hand as follows:

a.  Roll the tube or vial slowly between the palms eight times in an
upright position.

b.  Invert the tube and slowly roll it between the palms eight times.

Continue to mix in this manner until all cells are completely
suspended. Tubes stored for a long time may require extra mixing.

d.  Gently invert the tube 8 times immediately before sampling.
e.  Note: Use of a Mechanical Mixer is not recommended.
3. Refer to the User’s manual for calibration procedure.

After open sampling, carefully wipe the rim of the tube and inside of the
cap with a lint-free tissue. Replace the cap ensuring it is on tight.

Return the tubes to the refrigerator within 30 minutes of use.

For further assistance, please contact your local distributor.

PRECAUTIONS
. For In-Vitro diagnostic use.

. All human source material used to manufacture this product was non-
reactive for antigens to Hepatitis B and negative by tests for antibodies
to HIV (HIV-1, HIV-2) and Hepatitis C using techniques specified by
the U.S. Food and Drug Administration. Because no known test
method can assure complete absence of human pathogens, this
product should be handled with appropriate precautions.

. This product should not be disposed in general waste, but should be
disposed with infectious medical waste. Disposal by incineration is
recommended.

. This product is intended for use as supplied. Adulteration by dilution or
addition of any materials to the product as supplied invalidates any
diagnostic use of the product.

REFERENCE PROCEDURES

WBC- A series of 1:500 dilutions are made using class A glassware. The
lytic reagent is placed in the initial dilution flask before diluting to volume.
The diluting agent is an isotonic solution for Beckman Coulter® instruments.
The samples are counted on a Beckman Coulter Counter Z instrument.

RBC- A series of 1:50,000 dilutions are made using class A glassware. The
diluting agent is an isotonic solution for Beckman Coulter® series
instruments. The samples are counted on a Beckman Coulter Counter Z
instrument.

Hgb- Hemoglobin concentration is determined by converting hemoglobin to
hemiglobincyanide (HiCN) and measuring absorbance at 540 nm according to
NCCLS H15-A2 and ICSH recommendations. Hemoglobin concentration is
calculated using millimolar absorption coefficient of 11.0.

HCT- Microhematocrit values are done in replicate on each sample, with
capillary tubes filled and centrifuged according to the NCCLS H7-A2
document. K3EDTA is used as the anticoagulant for collection of fresh
specimens. The packed cell volume, or hematocrit, is read directly using a
precision metric scale. No correction is made for trapped plasma.

PIt- A series of 1:125 macrodilutions are prepared using class A glassware in
1% Ammonium Oxalate. Charged hemacytometers are allowed to stand 20-
30 minutes. Cells are counted using phase-contrast microscopy technique.

MPV- Based on a method using latex particles.

ORDERING INFORMATION AND SERVICE

Contact your local distributor for orders and support. Please have the catalog
number ready for orders. For other assistance contact Boule Medical AB at
phone +46 8 7447700, fax +46 8 7447720 or info@boule.se.

For translation of this instruction and explanation to symbols see
www.medonic.se/ www.swelab.com/ /support/downloads

Ordering no: Description Packaging
1504025 Boule Cal 1x3.0ml
1504045 Boule Cal 2x3.0ml
1504022 Boule Con-Diff Tri-Level 16 parameter 6x4.5ml
1504020 Boule Con-Diff Low 16 parameter 1x4.5ml
1504176 Boule Con-Diff Low 16 parameter 6x4.5ml
1504019 Boule Con-Diff Normal 16 parameter 1x4.5ml
1504043 Boule Con-Diff Normal 16 parameter 6x4.5ml
1504021 Boule Con-Diff High 16 parameter 1x4.5ml
1504216 Boule Con-Diff High 16 parameter 6x4.5ml
1504041 Boule Con-Diff Low 16 parameter 4.5ml
1504040 Boule Con-Diff Normal 16 parameter 4.5ml
1504042 Boule Con-Diff High 16 parameter 4.5ml

Boule Medical AB

Domnarvsgatan 4,
SE-163 53 Spinga, Sweden
E-mail: info@boule.se

www.boule.se
11797-5 2014-04-09

C€

1504052_en
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INTENDED USE

For in vitro diagnostic use as a control to monitor the WD
performance of multi-parameter hematology instruments.

SUMMARY AND PRINCIPLES

Boule Con Hematology Control is prepared from stabilized human blood so
that repeated measurements can be made daily to monitor the performance of
hematology analyzer systems. ASSIGNED VALUES and EXPECTED
RANGES are determined on systems using specific Boule reagents.
ASSIGNED VALUES are confirmed by multiple analysis of the control
product and should be considered a suggested average until you establish
your own running mean.

REAGENTS

Boule Con Hematology Control contains treated, stabilized human erythro-
cytes and a stabilized platelet-sized component in an isotonic, bacteriostatic
medium. Fixed erythrocytes are added to simulate leukocytes.

STORAGE AND STABILITY

Boule Con Hematology Control is shipped in a thermally insulated container
designed to keep it cool. When stored at 2-10° C, sealed vials are stable at least
until the expiration date shown on the TABLE OF EXPECTED RESULTS.
Open vial stability 14 days after opening when returned to refrigerator after
each use.

Storage of product with cap down (inverted) might require additional mixing
for complete resuspension of cellular components.

INDICATIONS OF INSTABILITY OR DETERIORATION

Inability to obtain expected values may indicate product deterioration.

Discoloration of the product may be caused by overheating or freezing during

shipping or storage. Darkly colored supernatant may be indicative of product

deterioration, however, moderately colored supernatant is normal and should

not be confused with product deterioration. If the recovered values are not

within the expected ranges:

1. Review the control product package insert and the operating procedure
of the instrument.

2. Check the expiration date of the Boule Con. Discard outdated products.

3. Test an additional unopened vial of Boule Con.

INSTRUCTIONS FOR USE

1. Remove Boule Con Hematology Control from refrigeration and allow to
warm at ambient temperature (18-32°C) for 10-15 minutes before
mixing.

2. After warming, mix by hand as follows:

a.  Roll the tube or vial slowly between the palms of the hands eight
times in an upright position.

b.  Invert the tube and slowly roll it between the palms eight times.

c. Continue to mix in this manner until all cells are completely
suspended. Tubes stored for a long time may require extra mixing.

d.  Gently invert the tube 8 times immediately before sampling.

e.  Note: Use of a Mechanical Mixer is not recommended.

Follow instruction in User’s Manual for each sampling mode.

4. After open sampling, carefully wipe the rim of the tube and inside of the
cap with a lint-free tissue. Replace the cap ensuring it is on tight.

5. Return the tubes to the refrigerator within 30 minutes of testing.

6.  Compare instrument values to those given in the TABLE OF
EXPECTED RESULTS.

a.  The instrument is considered well maintained and operating
correctly if: 95% of the recovered values fall within expected
range. No more than three consecutive values exceed the
expected range. Recovered values do not trend outside the
expected range.

b.  Failure to achieve the conditions listed in 6a above may
indicate instrument and/or control problems. To identify the
source of the problem see investigational procedure section.

7. For consistency and best precision data, use the three levels of the cell
control in the following order: abnormal low, normal, and abnormal
high.

8. Before expiration of the current lot, good laboratory practice requires
that a new lot of cell control be analyzed in parallel with the existing lot
until a laboratory mean is established on the new lot.

PERFORMANCE LIMITS

Individual laboratories should expect better precision than that shown in the
expected range column. Refer to your Product Manual for performance
characteristics of precision for your instrument.

PRECAUTIONS
. For In-Vitro diagnostic use.

. All human source material used to manufacture this product was non-
reactive for antigens to Hepatitis B and negative by tests for antibodies
to HIV (HIV-1, HIV-2) and Hepatitis C using techniques specified by
the U.S. Food and Drug Administration. Because no known test
method can assure complete absence of human pathogens, this
product should be handled with appropriate precautions.

. This product should not be disposed in general waste, but should be
disposed with infectious medical waste. Disposal by incineration is
recommended.

. This product is intended for use as supplied. Adulteration by dilution or
addition of any materials to the product as supplied invalidates any
diagnostic use of the product.

. Controls are not to be used as calibrators.

INVESTIGATIONAL PROCEDURE

If you need help in resolving control recovery problems, call our customer

service department. To provide faster handling of your inquiry, please have

the following information available when you call:

. Expiration dates and lot numbers of all reagents, the control(s) in
question and other levels of cell control that you use.

. Data supporting the problem for the lot number in question.

. Previous cell control lot numbers and the data you have for these
previous lots.

e  Data from a current reproducibility study (N=10) using a fresh whole
blood specimen and performed according to your Product Manual.

. Data from your last instrument calibration.

ORDERING INFORMATION AND SERVICE

Contact your local distributor for orders and support. Please have the catalog
number ready for orders. For other assistance contact Boule Medical AB at
phone +46 8 7447700, fax +46 8 7447720 or info@boule.se

For translation of this instruction and explanation to symbols see
www.medonic.se/ www.swelab.com/ /support/downloads

Ordering no: Description Packaging
1504025 Boule Cal 1x3.0ml
1504045 Boule Cal 2x3.0ml
1504022 Boule Con-Diff Tri-Level 16 parameter 6x4.5ml
1504020 Boule Con-Diff Low 16 parameter 1x4.5ml
1504176 Boule Con-Diff Low 16 parameter 6x4.5ml
1504019 Boule Con-Diff Normal 16 parameter 1x4.5ml
1504043 Boule Con-Diff Normal 16 parameter 6x4.5ml
1504021 Boule Con-Diff High 16 parameter 1x4.5ml
1504216 Boule Con-Diff High 16 parameter 6x4.5ml
1504041 Boule Con-Diff Low 16 parameter 4.5 ml
1504040 Boule Con-Diff Normal 16 parameter 4.5ml
1504042 Boule Con-Diff High 16 parameter 4.5 ml

Boule Medical AB

Domnarvsgatan 4,
SE-163 53 Spinga, Sweden
E-mail: info@boule.se

www.boule.se
11718-6 2014-04-10

C€

1504050_en
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Product name

Article No

Manufacturer

Country of origin

Product Description

Active Ingredients

Preservatives
Shelf life

Open container
stability
Storage

Packaging and Weight

Package and Labels

Boule Cleaning Kit

1504111: Boule Enzymatic Cleaner 450 mL
Boule Hypochlorite (2%) Cleaner 450 mL
Boule Detergent Cleaner 450 mL

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spanga, Sweden

Telephone: 0046 8 744 77 00
Fax: 0046 8 744 77 20

Sweden

Boule Cleaning Kit is combination pack used for maintenance and cleaning of Medonic CA620/530,
Medonic M-series, Swelab AC920/970, Swelab Alfa Series and Exigo automated hematology

analyzers.

Enzymatic Cleaner:

Subtilisin for proteolytic action
Surfactants

Stabilizers incl. salts and buffers
Coloring substances

Hypochlorite 2% Cleaner:

Sodium hypochlorite for lipid/protein degradation
Sodium hydroxide for stability
Surfactants

Detergent Cleaner:

Sodium dodecyl sulfate for protein dissociation
Surfactants

Stabilizers incl. salts and buffers

Coloring substances

<0.1 %
<0.2%
<2%

<<0.1 %

2.0 -2.4 % % active chlorine
<0.05 %
<0.05%

<0.1 %
<0.2%
<1%

<<0.1 %

The stabilizing solution contains buffer salts with anti-microbial substances to prevent contamination

of bacteria or molds.

24 months from day of manufacture. The shelf life of this product is based on accelerated and real-

time stability studies.

Until expiry date

4 -30°C (59 to 86 °F). Avoid freezing.

3 x 450 milliliter (1.6 kg) bottles packed in a cardboard box

Boule Cleaning Kit

| LoT |

[ConT [EEE] [

Boule Cleaning Kit
] d
2

wo7-ase X 15041

SBoule

axX450ml  1504M

1 Boule Engymatic Cleaner

1r30T
X 2 Boule Hypoc
4T

3 Boule Detergent Cleaner

el

-

LOT

SBoule

Figure 1 — Cardboard box

Figure 2 - Label on cardboard box

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spinga, Sweden
E-mail: info@boule.se

www.boule.se
11969-7 2016-10-24

C€
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Techncial Document
Boule Cleaning Kit
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Boule

Immediate container

Recycling information

Warning and
Precautions

Instructions for use

Contains Kathon. May produce an allergic reaction (enpCuaupaa Kathon
Mose 48 npsstscis ascprieiss peaxun (bgl/Sadeéi Kathon. Moke ieazvali
alergijsku reakeiju (heuObsabuje Kathon MiZe vyvolal alergickou

reakei (es)Indeholder Kathon. Kan udlase allergisk reaktion (da)/Sisaldab
Kathon. Voib esile kutsuda allergilise reakisiooni.(etWContient du Kathon. Peut
produire une réaction allergique.(fr)VEnthah Kathon. Kann allergische
reaktionen hervormufen.(de MTTepu
avtibpasmielVContiene Kathon. Pub provocare una reazione allergica. (it VSatur
Kathon. Var izraish alergisku reakeiju (IvSudétyje yra Kathon, Gali sukehi
alerging reakeija.(kyInncholder Kathon. Kan gi en allergisk
reaksjon.(no)/Zawicra Kathon. Mode powodowad wystapienie reakcji
alergicene). (plVComém Kathon. Pode provocar uma reace

akérgica. (piyConfine Kathon. Poate provoea o reactic alergicd (ro)/Cogepsn
Kathon. Moxer sumars. anieprmeckyio peaxuno.(rupSadrz Kathon, Moze
irazvati alergijsku reakeiju. (sr)/Obsabuje Kathon. MoZe vyvolat’ alergicki
reakeiu (skVsebuje Kathon. Lahko poverodi alergijski odziv.(sWContiene
Kathon. Puede provocar una reaceién alérgica {espTnnchiller Kathon. Kan
arsaka en allergisk reaktion (sv) Kathon igerir. Alerjik reaksiyona peden

olabilir.{ir)
Boule Medical AB

1 Kathon, Maogel va sposehion ahhopyng

EuH 208 Artee, 1080820

Figure 3 - Additional CLP information

Safety data sheet available on request. (en) Mipopastunones e
Ber0NACHOCT e Gae IpeIcTRBe 1pn (bg)Sig '
list dostupan na zahtjev. (hr)Na vyZadini je kodispozici bezpenostni list
{cs)/Sikkerhedsdatablad kan pi i ) . {da)/ Ohutuskaan
ndudmisel kattesaadav. (ethFiche de donndes de sécurité disponible sur
demande. (fr)/Sichert datenblatt auf Anfrage erhiltlich. (de)/Aekrio
debopivioy nopaksiog mepiyetm epooov fymiei. (elyScheda dati di
sicurezza disponibile su richiesta. (i1)/Drodthas datu lapa ir piecjama pic
i (Iv)Saugos d 3 lapg galima gauti papradius
(Mt} Sikkerhetsdatablad er til, lig pd g (no)/Karta
charakierystyki dostgpna na gdanic. (pl)Ficha de seguranga fornecida a
e de securitate disponibild la cerere, (ro)Tlacnopr
naerca no ranpocy. (ru)Bezbednosm list dostupan
e modno poskytnil’ kartu beepednostnych
sljo na zalitevo, (sI)Puede solicitarse 1a ficha
cguridad. (es)/Sikerhetsdatablad finns att rekvirern. (sv)/1stek
fizerine Gavenlik Bilgi Formu. (tr)
EUH210 Artne, 1050821

Boule Medical AB

Figure 4 — Information SDS
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Figure 5 - Bottle and label
Enzymatic Cleaner

Figure 6 — Bottle and label
Hypochlorite (2%) Cleaner

Figure 7 — Bottle and label
Detergent Cleaner

Part Material

Weight (g)

Box Cardboard

84

Bottle 450mL x3 Plastic

40 each

Not classified as hazardous according to CLP (EC regulation 1272/2008), information given on added
labels. Use good laboratory practice. Avoid contact with skin, eyes, and clothing. Do not swallow. See

SDS for further information.

Use in accordance with manufacturer’s instructions for use.

Quality Control

Test

Specifications

Specifications for

pH

7.6-84

Enzymatic Cleaner

Particles (PLT/RBC channel)

PLT <100 x 10%/L
RBC <0.05x 10'¥/L

Test

Specifications

Quality Control
Specifications for

Hypochlorite concentration

20-24%

Hypochlorite Cleaner

Particles (PLT/RBC channel)

PLT <100 x 10°/L
RBC <0.05x 10'¥/L

Boule Medical AB
Domnarvsgatan 4

SE-163 53 Spanga, Sweden
E-mail: info@boule.se
www.boule.se

2016-10-24

11969-7
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Quality Control

Test

Specifications

Specifications for

pH

7.6-84

Detergent Cleaner

Particles (PLT/RBC channel)

PLT <100 x 10°/L
RBC <0.05 x 10'?/L

Product Conformity

Manufacturing Process

Directives Standards/Comments
98/79/EEC In Vitro Diagnostic Using Annex III as the
Medical Device Directive (IVD) conformity

assessment procedure

1907/2006/EC Registration,
Evaluation, Authorisation and
Restriction of Chemicals (REACH),

1272/2008/EC classification,
labelling and packaging of
substances and mixtures (CLP)

For the manufacturing process and the specific process control points for this reagent see the flowchart
below. The process starts with raw materials for the manufacturing of the reagent being checked in by
the content of certificates (e.g. Batch Specific Certificate of Analysis) against acceptance limits and by
follow-up analysis of at least one specific characteristic chemical property (e.g. pH in solution). The
process is completed with final QC parameter, functional, and bacterial testing, the release by QA
accompanied by the Certificate of Analysis, and the approved product moved to stock.

Manufacturing Process

Raw Materials

Control Process

Raw Material Specifications
QC/QA of Raw materials

Weighing and mixing of
chemicals and purified water

QC of weighing

Parameter and
functional testing

/ =

QC of parameter testing
QC of functional testing
QA approval for filling

labeling

Filling, packaging, and

QC of labeling
QC of filling

Final weighing documented/approved

Final parameter,
functional, and
bacterial testing

/ &=

QC of bacterial, parameter
and functional testing

Final release of
reagent by QA

Certificate of Analysis

/ =

Approved reagent in stock

QC = process control

QA = Quality assurance release/approval

Figure 8 — Flow Chart Manufacturing and Quality Control

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spinga, Sweden
E-mail: info@boule.se

www.boule.se
11969-7 2016-10-24

C€

Page 3 of 3
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10/ Boule Enzymatic Cleaner
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Boule

Product name
Article No

Manufacturer

Country of origin

Product Description

Active Ingredients

Preservatives

Shelf life

Open container
stability

Storage

Packaging and weight

Instructions for use

Package and Labels

Boule Enzymatic Cleaner
1504112 (100 ml)

Boule Medical AB
Domnarvsgatan 4
SE-163 53 Spanga, Sweden

Telephone: 0046 8 744 77 00
Fax: 0046 8 744 77 20

Sweden

Boule Enzymatic Cleaner is used for maintenance and cleaning of Medonic CA620/530, Medonic M-

series, Swelab AC920/970, Swelab Alfa Series and Exigo automated, hematology analyzers.

Subtilisin for proteolytic action
Surfactants

Stabilizers incl. salts and buffers
Coloring substances

<0.1%
<02 %
<2%

<<0.1 %

The stabilizing solution contains buffer salts with anti-microbial substances to prevent contamination
of bacteria or molds, these substances are biodegradable.

24 months from day of manufacture. The shelf life of this product is based on accelerated and real-

time stability studies.

Until expiry date

4 -30°C (39 to 86 °F). Avoid freezing.

118 g total weight

Use in accordance with manufacturer’s instructions for use.

Boule Enzymatic Cleaner
L Lﬂ
1504112 E####—##-## —
p— ]
= s e OV
-&: #jzo##f S
m o — O
/%/30 e é
- boule. 0 1050383-03 M~

Figure 2 - Label on bottle

Figure 1 - 100 milliliter,
plastic bottle

Contains Kathon. May produce an allergic reaction (enVCuaspaa
Mose 48 npsststis aseprivisa peaxii (bgl/Sadeéi Kathon. Moke
alergijsku reakeiju (hrObsahuje Kathon. MiZe vyvolal alergickou

reakei (cs)Indeholder Kathon, Kan udlase allergisk reaktion (da)/Sisaldab
Kathon. ¥&ib esile kutsuda allergilise reaktsiooni.(et)Contient du Kathon. Peut
produire une réaction allergique.( rVEnthah Kathon. Kann allergische
reaktionen hervormufen.(deMTloputgs Kathon, Maopel va mpoxaidon ahhepynt
avtibpasmielVContiene Kathon, Pub provocare una reazione allergica. (it VSatur
Kathon. Var izraisht alergiska reakeiju (Ivy/Sudétyje yra Kathon. Gali sukehi
alerging reakeija.(kyInncholder Kathon Kan gi en allergisk

reaksjon. {no)Zawiera Kathon. Moze powodowad wystapienie reakcji
alergiczne). (plVComém Kathon. Pode provocar uma reacglio
akrgica.(pa)iConline Kathon. Poate provoca o reactie alergicd. (ro)/Copepacnr
Kathon. Moxer sumare auiepririeckyio peaxuno.{rpSadrz Kathon, Moze
irazvati alergijsku reakeiju. (sr)Obsahuje Kathon. MoZe vyvolat’ alergicki
reakeiu (skVsebuje Kathon. Lahko poverodi alergijski odziv.(sWContiene
Kathon. Puede provocar una reaceidn alérgica {espTnnehiller Kathon. Kan
arsaka en allergisk reaktion (sv) Kathon igerir. Alerjik reaksiyona peden

olabilir.{ir)
Boule Medical AB

EuH 208 Artee, 1080820

Figure 3 - Additional CLP information

Safety data sheet available on request. (en)/Hadopsatmonen mnet a
Geronacnoct we Fiae npeactasen npi noncknane, (bg)/Sigumosno-tehnicki
list dostupan na zahtjev. (hriNa vyZidini je kodispozici bezpecnostni list
{cs)Sikkerhedsdatablad kan pd Ining rekvireres. (dap'Ohutuskaart
ndudmisel ki fav. (et)Fiche de données de sécurité disponible sur

ande. (fr)/Sicherh blatt auf Anfrage erhiltlich. (de)/Aekrio
debopivioy aopuiciog mpégerm spocov fnmbel (el)yScheda dati di
sicurezza disponibile su richiesta. (it} Drosibas datu lapa ir piecjama péc
picprasijuma. (Iv)/Saugos duomeny lapg galima gauti papradius
(ItySikkerhetsdatablad er tilg lig pi dning. (no)/Karta
charakterystyki dostgpna na 2ydanie. (pl)Ficha de seguranga fornecida o
pedido. (P1)Fisa cu date de securitate disponibili la cerere, (ro)/ Tlacnopr
BeNACHOCTH NPER0CTARIReTCR 1o 3anpocy. () Bezbednosni list dostupan
na zahtev. (sr)/Na podiadanie mokno poskyinit’ kartu bezpednostnych
Gdajov, (sk)Varmosti list na voljo na zahteve, (s1)/Puede solicitarse la ficha
de datos de seguridad. (es)/Sikerhetsdatablad finns an rekvirera. (sv)/Istek
iizerine Guvenlik Bilgi Formu, (i)
EUH210 Art.nr, 1050821

Boule Medical AB

Figure 4 — Information SDS

Boule Medical AB
Domnarvsgatan 4

SE-163 53 Spanga, Sweden
E-mail: info@boule.se
www.boule.se

15322-5 2016-10-24
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Technical Document
Boule Enzymatic Cleaner
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Boule

Recycling information

Warning and
Precautions

Instructions for use

Quality Control
Specifications

Product Conformity

Manufacturing Process

Part Material Weight (g)
Bottle Plastic 16

Not classified as hazardous according to CLP (EC regulation 1272/2008), information given on added
labels. Use good laboratory practice. Avoid contact with skin, eyes, and clothing. Do not swallow. See
SDS for further information

Use in accordance with manufacturer’s instructions for use and follow Operator manual for connection
and fill instruction.

Test Specifications

pH 7.6 — 8.4

Particles (PLT/RBC channel) PLT <100 x 10°/L
RBC <0.05 x 10'?/L

Directives Standards/Comments

98/79/EEC In Vitro Diagnostic | Using Annex III as the conformity
Medical Device Directive (IVD) | assessment procedure

1907/2006/EC Registration,
Evaluation, Authorisation and
Restriction of Chemicals
(REACH),

1272/2008/EC classification,
labelling and packaging of
substances and mixtures (CLP)

For the manufacturing process and the specific process control points for this reagent see the flowchart
below. The process starts with raw materials for the manufacturing of the reagent being checked in by
the content of certificates (e.g. Batch Specific Certificate of Analysis) against acceptance limits and by
follow-up analysis of at least one specific characteristic chemical property (e.g. pH in solution). The
process is completed with final QC parameter, functional, and bacterial testing, the release by QA
accompanied by the Certificate of Analysis, and the approved product moved to stock.

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spéanga, Sweden
E-mail: info@boule.se

www.boule.se
15322-5 2016-10-24

q
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Manufacturing Process

Raw Materials

Weighing and mixing of
chemicals and purified water

Control Process

Raw Material Specifications
QC/QA of Raw materials

QC of weighing

Parameter and
functional testing

Filling, packaging, and
labeling

A

Final parameter,
functional, and
bacterial testmg

Final release of
reagent by QA

Approved reagent in stock

QC of parameter testing
QC of functional testing
QA approval for filling

QC of labeling

QC of filling

Final weighing documented/
approved

QC of bacterial, parameter
and functional testing

Certificate of Analysis

QC = process control
QA = Quality assurance release/approval

Figure 5 - Flow Chart Manufacturing and Quality Control

wl

15322-5

Boule Medical AB
Domnarvsgatan 4

SE-163 53 Spéanga, Sweden
E-mail: info@boule.se
www.boule.se
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Product name
Article No

M anufacturer

Country of origin

Product Description

Active Ingredients

Preservatives

Instructionsfor use
Storage

Shelf life

Open container
stability

Packaging and Weight

Package and L abel

Boule Hypochlorite 2% Cleaner
1504113 (500mL)

Boule Medical AB
Domnarvsgatan 4
SE-163 53 Spanga, Sweden

Telephone: 0046 8 744 77 00
Fax: 0046 8 744 77 20

Sweden

Boule Hypochlorite Cleaner is used for maintenance and cleaning of Medonic CA620/530, Medonic
M-series, Swelab AC920/970, Swelab Alfa Series and Exigo automated, hematology analyzers.

Sodium hypochlorite for lipid/protein degradation
Sodium hydroxide for stability
Surfactants

2.0 — 2.4 % active chlorine
<0.05%
< 0.05%

The stabilizing solution contains buffer salts but no added anti-microbial substances since the
hypochlorite and high pH will prevent growth of bacteria or molds.

Use in accordance with manufacturer’s instructions for use.
4 - 30°C (39 to 86°F). Avoid freezing.

24 months from day of manufacture. The shelf life of this product is based on accelerated and real-
time stability studies.

Until expiry date

500 milliliter (545 g) plastic bottle

Boule Hypochlorite (2%) Cleaner

REF] 1504113 ce
soomL [ i

Lot HEHE-HEH

Boule Hypochlorite (2%) Cleaner

7350040794463

8 HHEFH-HH-HH#

A" 2Boule

Domnarvsgatan 4
SE-163 53 Spanga, Sweden
hitp//:www.boule.se 1050381-03

Figure 2 — Label on bottle

~ ™
Safety data sheet available on request. (en)/Mudopmarmoner mucT 3a
©Be3omacHoct 11e Gbe HpeACTaBes Iph (bg)/Sigurnc tehnicki
list dostupan na zahtjev. (hr)/Na vyZzadani je kodispozici bezpe¢nostni list.
(cs)/Sikkerhedsdatablad kan pa ing rekvireres. (da)/Ohutuskaart
ndudmisel kittesaadav. (et)/Fiche de données de sécurité disponible sur
demande. (fr)/Sicherheitsdatenblatt auf Anfrage erhiltlich. (de)/Aektio
dedopévav acoreiog mapéxeton epdoov inmoei. (el)/Scheda dati di
sicurezza disponibile su richiesta. (it)/Drosibas datu lapa ir pieejama p&c

1] (lv)/Saugos lapg galima gauti paprasius.

(It)/Sikker ablad er tilgj lig pa dning. (no)/Karta
charakterystyki dost¢pna na zadanie. (pl)/Ficha de seguranca fornecida a
pedido. (Pt)/Fisa cu date de securitate disponibila la cerere. (ro)/TTactiopr
6e30macHoCTH MpeaIocTaBaseTes Mo 3ampocy. (ru)/Bezbednosni list dostupan
na zahtev. (sr)/Na poziadanie mozno poskytnit’ kartu bezpecnostnych
tadajov. (sk)/Varnosti list na voljo na zahtevo. (sl)/Puede solicitarse la ficha
de datos de seguridad. (es)/Sikerhetsdatablad finns att rekvirera. (sv)/Istek
tizerine Giivenlik Bilgi Formu. (tr)

\EUH2|0 Art.nr. 1050821

Figure 1 - 500 mL plastic bottle

Boule Medical AB |

Figure 3 — Information SDS

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spanga, Sweden
E-mail: info@boule.se

www.boule.se
15315-4 2016-01-12
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Recycling infor mation Part M aterial Weight (g)
Bottle Plastic 40
Warning and Not classified as hazardous according to CLP (Efletion 1272/2008), information given on
Precautions added label. Use good laboratory practice. Avoiatact with skin, eyes, and clothing. Do not
swallow. See SDS for additional information.

Quality Control Test Specifications
Specifications pH 11.5-121

Hypochlorite concentration 20-2.4%

Particles (PLT/RBC channel) PLT < 100 x°A0

RBC < 0.05 x 1&/L

Product Confor mity Dir ectives Standards’‘Comments

98/79/EEC In Vitro Diagnostic Using Annex Il as the conformity
M edical Device Directive (IVD) | assessment procedure

Manufacturing Process  For the manufacturing process and the specificgg®control points for this reagent see the
flowchart below. The process starts with raw matgifor the manufacturing of the reagent being
checked in by the content of certificates (e.gcB&pecific Certificate of Analysis) against
acceptance limits and by follow-up analysis ofeaist one specific characteristic chemical property
(e.g. pH in solution). The process is completedhiital QC parameter, functional, and bacterial
testing, the release by QA accompanied by the fidate of Analysis, and the approved product
moved to stock.

Manufacturing Process Control Process

Raw Materials Raw Material Specifications
QC/QA of Raw materials
Weighing and mixing of I QC of weighing I
chemicals and purified water
QC of parameter testing
Parameter and QC of functional testing
functional testing QA approval for filling
QC of labeling
Filling, packaging, and QC of filling
labeling Final weighing documented/
approved
Ffmal tparalmetedr QC of bacterial, parameter
L {fett=tb and functional testing
bactenal testing
Final release of . .
/ reagent by QA / :> Certificate of Analysis

Approved reagent in stock

QC = process control
QA = Quality assurance release/approval

Figure 4 — Flow chart Manufacturing and Quality Goht

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spanga, Sweden
E-mail: info@boule.se

www.boule.se
15315-4 2016-01-12 Page 2 of 2
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Product name

Article No

M anufacturer

Country of origin

Product Description

Shelf life

Open container
stability
Storage

Technical specification

Intended use

Instructions for use

Quality Control

Product Confor mity

Micropipette 20uL, plastic

1070030 Micropipette Plastic EDTA 20uL 10x100 pcs/crt
1070039 Micropipette Plastic EDTA 20 pL 1x100pcs

Boule Medical AB
Domnarvsgatan 4
SE-163 53 Spanga, Sweden

Telephone: 0046 8 744 77 00
Fax: 0046 8 744 77 20

Sweden, Germany

The product 1070030 consists of:

Name Quantity Part number
Micropipette 20uL x 100 pcs | 10 1070039
Label, product 10 N/A

Label, cardboard box 1 N/A
Cardboard box for package 1 N/A

36 months from day of manufacture. The shelf life of this product is based on actual test results in
real-time studies.

Until expiry date

2-30°C (36 to 86°F)

Micropipette 20uL, dimensions:

Outer diameter: 1.76 mm +0.03 mm

Length: 27.5 mm +1mm

Volume: 20 pL R:<0.5% CV:<1.0%
Treatment: EDTA (K2) 35 - 70 ug per micropipette

For laboratory use only (in vitro diagnostic). The micropipette is intended for blood collection from a
finger stick or venous sample and direct inserted into the MPA/MCI inlet of Medonic
CA620/530/Medonic M-series and Swelab Alfa automated, hematology analyzers

Use in accordance to instructions in Medonic CA620/530/M-series and Swelab Alfa User Manuals.

- All micropipettes are manufactured with the proper plastic collection.
- All micropipettes contain the correct additive in proper quality.

- - In-process and finished product QC checks assure that all capillary tubes are properly
constructed, there are 100 finished micropipettes in a dispenser box, all dispenser boxes are
properly sealed and labeled.

- Boule Micropipette, Plastic EDTA 20pL is in conformance withQ8&9/EC In Vitro Diagnostic
Medical Device Directive (1VD) using Annex Il as the conformity assessment procedure.

- 1907/2006/EC Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH),

- 1272/2008/EC classification, labelling and packaging of substances and mixtures (CLP)

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Spénga, Sweden
E-mail: info@boule.se

www.boule.se
11836-7 2017-06-12
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Technical Document

Micropipette, Plastic EDTA 20puL

Weight

Recycling
information

Package

Label

160g, 10x100 package including cardboard box
13g, 1x100 package, no outer box

Part M aterial Weight ()
Box Cardboard 32
Container Plastic 6 each

Figure 1 — Package 1070030, 10x100

Figure 2 — Package 1070039,
1x100

s

20l
koeDTA L]

Boule

Boule Medical AB
Domnarvsgatan 4

i

www.boule.se
A

BOULE MPA MICRO PIPETTES PLASTIC c €

ye

SE-163 53 Spanga, Sweden “

& 0000-00

CONT| 10x100
1070030
000000

BOULE MPA MICRO PIPETTES PLASTIC c €
20ul
e I g 0000-00

@Boe  _y* @ 10
Boule Medical AB 23 1070039
D tan 4

S;ﬂ%gr\ézggpannga. Sweden “ 000000

Figure 3 — Label on 10x100 package

Figure 4 — Label on 1x100 package
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