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New PHASE with CONTRAST

Revolutionary particle visualization and recognition utilizing

both bright-field and phase contrast microscopy
Zoomable HPF-like images

Dual-view for both bright-field and phase contrast images
Throughput: up to 130 tests/hour

Fully automated sample preparation requiring only low
sample volume

Manual microscopy mode: Real-time view of any viewfield
of the cuvette to see moving microorganisms as well

No need for liquid reagents or calibrators
Automated QC analysis and maintenance procedures

UriSed 3 PRO and LabUMat 2 together make a Complete
Urine Laboratory System

Streamlined documentation by LIS connectivity

For professional Use
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~JAutomated Urine Sediment Analyzer

UriSed 3 PRO

UriSed 3 PRO provides a uniquely

advanced visualization and
recognition of formed elements in
urine sample using a special
combination of bright-field and
phase contrast microscopy by
automating the gold standard
method of sediment analysis.

It improves differentiation of
hyaline casts, red blood cells,
crystals, yeast and overall
diagnostic performance in central
screening laboratories as well as
in specialist laboratories.

77 Elektronika Kift.




Urine particles with never-seen-before definition and clarity

Bright-field image JEIE

Patented measurement process

Empty cuvette is loaded
into pipetting position

Sample mixing in test tube
Sample aspiration
Sample injection into cuvette
Centrifuging process
Cuvette is moved to
first microscope position
Focusing process is performed
Bright-field image is recorded
Phase contrast image
is recorded
Cuvette is moved to
next microscope position

n

Cleaning of sample probe ]

The recorded images
are evaluated

Phase contrast image

Technical Specifications

Auto-detected
particle classes:

Red Blood Cells (RBC); White Blood Cells (WBCJ;
WBC Clumps (WBCc]J; Hyaline Casts (HYA;
Pathological Casts (PAT); Squamous Epithelial
Cells (EPI); Non-Squamous Epithelial Cells (NEC);
Bacteria Cocci (BACc); Bacteria Rods (BACr);
Yeast (YEA); Mucus (MUC); Sperm (SPRM];
Crystals (CRY): Calcium-oxalate monohydrate
(CaOxm), Calcium-oxalate dihydrate (CaOxd),

Uric acid (URI), Triple phosphate (TRI).

Further classes for manual sub-classification are also available!

Technology:

Memory capacity:
Throughput:
Magnification:

Displayed images:

Min. sample volume:

Batch size:
Barcode reader:
Printer:
Interfaces:

LIS connectivity:

Size:

Cuvette based automated microscopy and
image processing

10,000 results (including all images)

Up to 130 tests/hour

Zoomable HPF-like images

Phase contrast, bright-field and composite
2.0 ml (checked by liquid level sensor)

100 test tubes

Built-in

Optional, external (connected to operating PC)
USB, LAN, RS232 serial port

LIS2-A2 or HL7

600 x 640 x 635 mm (W x D x H, without PC)

Last image?
* Weight: 63 kg (without operating PC)
T w— [ ReEuiB ae J Power (measuring unit): 100-240V AC / 50-60 Hz / max. 200 W
into the waste bin and forwarded to LIS Power (operating PC):  100-127V AC / 47-63 Hz / max. 400 W

' 220-240V AC / 47-63 Hz / max. 400 W

The operation of the instrument is based on the patented UriSed Technology. Working without any
special liquid reagents, UriSed 3 PRO performs sample preparation, produces whole viewfield
microscopic images and evaluates them using the Auto Image Evaluation Module (AIEM], a high-quality
Image processing software.

Using the phase contrast technology UriSed 3 PRO provides improved performance. It has outstanding
visualization and recognition capabilities for every particle type even the ones that conventional
bright-field microscopy cannot easily detect (such as casts and ghost red blood cells).




LabUMat 2 & UriSed 3 PRO

Complete Urine Laboratory System

PRO VIAT

Chemistry and sediment analysis in one system

The efficiency of LabUMat 2 test strip analyzer and UriSed 3 PRO microscopic
sediment analyzer - both manufactured by 77 Elektronika - can be maximized by
using the two instruments together as one system.

Common operation is enabled with physical and software connections between
LabUMat 2 and UriSed 3 PRO. The results of both measurements are stored in a
common database and reported as a common report.

Since all necessary measurements which have to be done on urine samples are
completed by this integrated system in one process, the combination of LabUMat 2
and UriSed 3 PRO accelerates laboratory throughput and provides the most
effective and reliable solution for complete and professional urine analysis.

All you need for complete urine analysis

LabStripU11 Plus GL Cuvettes for UriSed 3 PRO Normal distilled water Standard test tubes
test strips for LabUMat 2 (closed system)
(closed system)




Automated Urine Chemistry Analyzer

Up to 240 tests/hour throughput
Spotting method: sample dosage

by pipetting unit

Cost-effective operation without any
special liquid reagents

Low sample volume; liquid level detection
Advanced, patented detection technique
Separate PMC module for measuring
physical parameters

User friendly and flexible software;
easy operation via color touch screen
Streamlined documentation

by LIS connectivity

Automated QC analysis and

self-check

Software and language upgrades

via USB stick

r3.
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LabUMat 2

Proficiency and efficiency in urinalysis

The LabUMat 2 is a fully automated urine chemistry analyzer
evaluating 10 chemical parameters of LabStrip U11 Plus GL test
strips and 3 physical parameters. Besides preserving all its
former attractive features, the new version of LabUMat has been
significantly improved for an even better performance.
Continuing its predecessor’'s mission, LabUMat 2 is a high
quality and reliable instrument meeting the requirements of
modern automated laboratories and providing walk-away
operation. Easy operation via touch screen, automatic handling
of test strips and test tubes - including sample mixing and
precise dosing for each test pad by the pipetting unit - advanced
detection technique and intelligent data management provide
maximum efficiency while making urinalysis simple.

About 77 Elektronika

77 Elektronika Kft. is a major global developer, manufacturer and

Methodology:

Evaluated parameters:

Max. throughput:
Batch size:
Min. sample volume:

supplier of in vitro diagnostic medical devices, mainly urine Memory:

analyzers, rapid test readers, blood glucose meters and their Display:
consumables. The products are supplied throughout the world Size:

under the 77 Elektronika brand and as OEM products for Weight:
market-leading multinational companies. Input:

77 Elektronika was established in 1986 and is headquartered in Power consumption:
Budapest, Hungary (EU). The company is committed to providing Interfaces:

superior products and services to the complete satisfaction of its PRintar:

customers. Barcode reader:

77 Elektronika Kft.

Fehérvari Gt 98. H-1116 Budapest, Hungary
Sales Hotline: +36-1-481-0139

Phone: +36-1-206-1480 Fax: +36-1-206-1481
E-mail: sales(de77.hu Web: www.e77.hu
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Technical features

reflectance photometer,

4 discrete wavelengths
Bilirubin, Urobilinogen,
Ketones, Ascorbic acid,
Glucose, Protein, Blood, pH,
Nitrite, Leucocytes via
LabStrip U11 Plus (GL) urine
test strip

Specific gravity, Color, Turbidity
via PMC (Physical Measurement
Cell) module

up to 240 tests / hour

100 test tubes

2.0 ml

(checked by liquid level sensor)
max 10,000 results

800x600 TFT

600x650x635 mm (LxDxH)

55 kg

100-250V AC / 50-60 Hz

max 200 W

USB, RS232 serial port, PS2, VGA
built-in thermal printer
built-in barcode reader

77 Elektronika Kft.




EC CERTIFICATE

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices, Annex IV excluding (4, 6)

No. 7-029-400-2002

The NEOEMKI National Medical Device Conformity Assessment and Certification LLC.
certifies that the manufacturer:

77 Elektronika Miiszeripari Kft.

Fehérvari ut 98.

1116 Budapest

Hungary

for the products / product categories:

Self-diagnosis systems for the measurement of blood sugar
(blood glucose meters and test strips)

applies a quality system which meets the requirements of Directive 98/79/EC on in vitro diagnostic

medical devices, Annex [V,

Registry number of the related audit report: NE/1006/2020

This certificate is valid until 2025-02-12 supposed that the results of the regular yearly surveillance

audits are satisfactory.

Issued by NEOEMKI LLC. as a Notified Body with identification number 1011.

This certificate is valid only with the attachment.

Issue: 3

First issued by the Directorate of Device Testing and Clinical Engineering (EMKI) on 13 February 2020.

Budapest, 2022-05-03

>
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M\a?gjing Director EMKI 2832

]

The authenticity and validity of'the certificate are verifiable at NEOEMKI LLC.

K

neoEMKI Nemzeti Orvostechnikai Eszkoz MegfelelGségértékeld és Tanusito Kft.
neoEMKI National Medical Device Conformity Assessment and Certification LLC.

Neo
1"l

i il
H-1097 Budapest, Albert Flérian Ut 3/A, tel: +36 20 268 75 95, e-mail: cert@emki.hu I l
www.emki.hu



ATTACHMENT TO EC CERTIFICATE

Page 1 of 1

Additional information for Certificate No. 7-029-400-2002

The certificate is valid for the following manufacturing sites / facilities:

77 Elektronika Miiszeripari Kft.

H-1116 Budapest, Fehérvari ut 98.
H-1116 Budapest, Sztregova utca 1.

The certificate is valid for the following products / models:

Self-diagnosis systems for the measurement of blood sugar (blood glucose meters and test strips)

dc61  AutoSense blood glucose meter

de62 AutoSense Voice blood glucose meter
dc68 AutoSense Plus blood glucose meter
de66 Dcont NEMERE blood glucose meter
dc67 Dcont MONDA blood glucose meter
dc71 Dcont ETALON blood glucose meter
dc72  Dcont NOVUM blood glucose meter
dc73  Dcont ETALON B blood glucose meter
ITB  Ideal Teszt test strips

for Dcont Ideal, Dcont Ideal +, Dcont TREND, Dcont HUNOR, Dcont MAGOR,
Dcont NEMERE and Dcont MONDA blood glucose meters

AST  AutoSense Test test strips
for AutoSense, AutoSense Voice and AutoSense Plus blood glucose meters

ETN ETALON Teszt test strips
for Dcont ETALON, Dcont NOVUM and Dcont ETALON B blood glucose meters

Issue: 3 Date: 2022-05-03 First issued: 2020-02-13

S}ﬁhmr € i

afaging Director

neoEMKI Nemzeti Orvostechnikai Eszkoz MegfelelGségértékeld és Tanusito Kft.
neoEMKI National Medical Device Conformity Assessment and Certification LLC.

H-1097 Budapest, Albert Florian at 3/A, tel: +36 20 268 75 95, e-mail: cert@emki.hu
www.emki.hu



Certificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: 5X 1006099-1

Organization: 77 Elektronika Miszeripari Kft.
Fehérvari Ot 98.
1116 Budapest
Hungary

Scope: Design and development, production, distribution, installation and servicing
of biood glucose measuring systems, urine analyzers and rapid test
readers, including related consumables.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.
Proof has been fumished that the requirements specified in the abovementioned standard are ﬁ;f'ﬁ B rauy;

management system is subject to yearly surveillance.

Report No.: 93389457-30
Effective date: 2022-11-18
Expiry date; 2025-11-17
Issue dats; 2022-11-09 B
) Rafat Byczkowski
TUV Rheinland LGA Products GmbH
(( DAkkS TillystraRte 2 - 90431 Nimberg - Germany
Deutsche

o e

Akkreditierungsstelie
D-ZM-14169-01-02 1/2
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Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: 8X 1006099-1

. ®
TUVRheinland

Organization: 77 Elektronika Miszeripari Kft.

Fehérvari Ut 98.

1116 Budapest
Hungary

The scope of certification includes the following additional sites:

No. Facility

101 Elektronika Miiszeripari Kft.
Fehérvari Ut 98.
1116 Budapest
Hungary

102 77 Elektronika Mdszeripari Kift.
Telephely
Sztregova uica 1
1116 Budapest

Hungary
Report No.: 93389457-30
Effective date: 2022-11-18
Expiry date: 2025-11-17
Issue date: 2022-11-09
(( DAKKS
_ .~ Deutsche

© Akkreditierungsstelle
D-ZM-14169-01-02

Scope

Design and development, production,
distribution, installation and servicing.

Manufacture and warehouse of blood
glucose measuring systems, urine analyzers,
related consumables and parts.
Manufacturing of SMT technology.

) Rafat Byczkowski
TUV Rheinland LGA Products GmbH
TillystraRe 2 - 90431 Nirnberg - Germany

2f2
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Certificate

This Certificate recognizes

Buza Grigorii

as a UriSed 3 PRO, LabUMat 2 and
UriSed mini
Specialist

after having successfully completed the

Service Training Program between

06t - 10" March, 2023.

770,17 W S

Maté Toth 77 Elektronika Kft. Zsolt Eszes
Instructor Budapest, Hungary Service Manager




EC Certificate

Fuli Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1006099-1

Manufacturer: 77 Elektronika Miszeripari Kft.
Fehérvari Ot 98.
1116 Budapest
Hungary

Products: In-vitro Diagnostic Medical Devices for self-testing and for professional use:

- SensoCard blood glucese mater

- SensoCard Plus blood glucose meter
- SensoCard Test Strips

- CareSens control solutions

- Sensolite Nova blood glucose meter

- Sensolite Nova Plus bicod glucose meter
- Sensolite Nova Test Strips

- CareSens control solutions

- GiucoTalk blocd glucose meter
- GlucoTalk Test Strips
- GlucoTalk control solutions

Replaces EC Certificate Registration No. HL 80147430 0001

The Notified Body hereby declares that the requiremenis of Annex 1V, excluding sections 4 and 8 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject te periodic surveillance, defined
by Annex |V, section 5 of the aforementicned directive. For placing on the market of List A devices
covered by this certificate an EC design-examination certificate according to Annex |V, section 4 and a

verification of manufactured products according fo section 6 is required.

Report No.: 03387425-40
Effective date: 2022-05-24
Expiry date: 2025-03-02
Issue date: 2022-05-24

ke ®
TUVRheinland

j Rafat Byczkowski
TUV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Nirnberg © Germany

TUV Rheinland LGA Products GmbH is a Nofified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197,

Page 10f 2
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- EC Certificate TOVRhelnland

Fuil Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex |V excluding (4, 6)

Registration No.; HL 1006099-1

Manufacturer: 77 Elektronika Miszeripari Kit.
Fehérvari Ot 98.
1116 Budapest
Hungary

The scope of certification includes the following additional sites:

No. Location Product groups manufactured
01 77 Elektronika Miiszeripari Kft. Activity: Design and development,
Fehérvari (t 98. distribution, installation and servicing
1116 Budapest of In-vitro diagnostic medical devices
| Hungary for self-testing and for professional use
' {blood glucose monitoring systems, urine
' analyzers),
/02 77 Elektronika Miszeripari Kit. Activity: Activities related to manufaciure
Sziregova Ut 7. of IVDs.
1116 Budapest
Hungary
/03 77 Elektronika Mdszeripari Kft. Aclivity: Activities related to inspection,
Sztregova Gt 1. warehousing and final packaging of IVDs.
1116 Budapest
Hungary

Report MNo.; 93387425-40
Effective date: 2022-05-24
Expiry date: 2025-03-02
Issue date: 2022-05-24

- Rafat Byczkowski
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro
diagnostic medical devices with the identification number 0197,

Page 2 of 2
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Quantimetrixe

Dip&Spin°

Urinalysis Dipstick & Microscopics Control
Level 1&2

o) 58 [REF] RS Qo=
C€ A A [

English

Intended Use

The Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Control is intended as a control for urinalysis
reagent strips, microalbumin, and creatinine by the listed test methods, and as a control for confirmatory
tests such as K-CHECK and Ictotest® reagent tablets, and for hCG methods.

In addition, the Dip&Spin Control is intended as a means of validating the processing and centrifugation of
patient urine samples prior to the microscopic evaluation of urine sediment. For professional use only.

Summary and Explanation
Control materials having known component concentrations are an integral part of diagnostic procedures. Daily
monitoring of control values establishes intralaboratory parameters for accuracy and precision of the test method.

Microscopic QC controls must be run each day the test is performed. Standardized microscopic evaluation or urine
sediment is an important part of routine analysis or urine. Along with physical and chemical analysis, microscopic
examination of urine can provide valuable information regarding not only renal and urinary tract disease, but also
metabolic diseases unrelated to the kidney. Urinary sediment microscopy generally includes the detection and
identification of red blood cells, leukocytes, epithelial cells, bacteria, casts, and crystals.

Product Description

The Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Controls are supplied liquid, ready-to-use in two levels.
They do not require reconstitution or dilution. They are prepared from human urine to which stabilized human red and
white blood cells, calcium oxalate crystals, and other compounds have been added to produce the desired reactions
when tested by the methods indicated in the Intended Use section. Preservatives have been added to inhibit microbial
growth.

Caution

Contains human urine, human blood cells and human Chorionic Gonadotropin (hCG) from pregnancy urine. The human
hCG source material and all blood donor units comprising the human cell source material used in the manufacture of
this product have been tested and found nonreactive for Hepatitis B Surface Antigen and Hepatitis C and HIV 1 & 2
antibody when tested by FDA accepted methods. No known test method can assure that a product derived from human
material does not contain Hepatitis or HIV virus. Handle the QC material as you would a patient sample. QC materials
should be used and disposed of in accordance with regulatory and accreditation requirements.

Warning @ Hazard (H) and Precautionary (P) Statements

Contains Mixture, 3(2H)-isothiazolone, 5-chloro-2-methyl- with 2-methyl-3(2H)-isothiazolone,
1,2-Propylene Glycol, Level 1; 2,4-Pentanedione, Level 2.

H317 — May cause an allergic skin reaction.

P261 — Avoid breathing vapars, mist, or spray.

P272 — Contaminated work clothing should not be allowed out of the workplace.

P280 — Wear protective gloves, protective clothing, and eye protection.

P302+P352 — IF ON SKIN: Wash with plenty of water.

P333+P313 — If skin irritation or rash occurs: Get medical advice/attention.

P362+P364 — Take off contaminated clothing and wash it before reuse.

P501 — Dispose of contents/container in accordance with local, regional, national, and international regulations.
Safety Data Sheet (SDS) available for professional users at quantimetrix.com.

Storage and Stability

The Dip&Spin Control Kit should be at 2°C—8°C when not in use. Do not freeze. When stored at 2°C-8°C

the controls are stable until the expiration date stated on the label. After opening, the controls will remain stable
until the expiration date stated on the label when stored at 2°C—8°C between uses. Discard the control if it
becomes more turbid or develops a stronger odor. Discard controls in the same manner as other biological
specimens, according to local guidelines.

Procedure for Dipstick Urinalysis and Microscopic Evaluation of Urine Sediment

Remove the controls from the refrigerator and replace the cap on the control bottle with the spout cap included

in the control box. Allow the control to come to room temperature (18°C—25°C) for approximately 15-90 minutes
depending on the volume remaining in the bottle. Mix the controls thoroughly by inverting the bottle at least 20
times to assure homogeneity of the contents. Avoid foaming. Thorough mixing with each use is important in order to
obtain reproducible results. Pour 12 mL of the controls into a standard 15 mL centrifuge tube.

For urinalysis, microalbumin and creatinine testing, immerse the reagent strip in the centrifuge tubes
containing the control as if they were patient specimens. Read the urinalysis reagent strips, visually or with an
instrumental reader, in accordance with the manufacturer’s instructions.

For microscopic evaluation of urine sediment, treat the controls as you would patient samples in accordance
with the manufacturer’s instructions for the standardized microscopic urinalysis system you are using. The National
Committee for Clinical Laboratory Standards (NCCLS) recommends the use of standardized systems in order to yield
standardized, reproducible results and to enable the reporting of abnormal sediment elements per unit volume.’

Procedure for hCG Tests and Confirmatory Tests
Note: The bottles of Level 1 Control are to be used as negative controls for hCG methods. The bottles of
Level 2 Control are to be used as positive controls for hCG methods.

Most manufacturers of pregnancy test kits specify the volume of sample to be used with their kits. Many kits
include transfer pipets to be used to deliver a certain sample volume onto the test device. It is important that
sufficient volume be used to produce the correct test result.

If dispensing the control for hCG tests and confirmatory tests directly from the control bottles, each user should
validate that the volume (number of drops) dispensed by the included spout cap is sufficient to meet the
pregnancy test kit's and confirmatory tests’ requirement for sample volume.

Remove the controls from the refrigerator. Allow the controls to come to room temperature (18°C—25°C) for
approximately 15-90 minutes depending on the volume remaining in the bottle. Mix the control thoroughly by
inverting the bottle at least 20 times to assure homogeneity of the contents. Avoid foaming. Use the negative and
positive controls as if they were patient specimens in accordance with the test kit manufacturer’s instructions. If
using the same bottle of control dispensed for urinalysis testing and microscopic evaluation, remove the volume
of sample to be used for hCG tests and confirmatory tests after centrifugation, before discarding the supernatant
and without disturbing the sediment. Immediately close the spout cap and store the controls at 2°C—8°C when
not in use.

Expected Values

For visual readings, the expected ranges have been established from interlaboratory data by comparing
the dipstick reaction that occurs with the controls to the color comparison chart with multiple lots of each
manufacturers’ dipsticks or reagent tablets. For expected values for urinalysis reagent strips not listed, please
contact Quantimetrix Technical Services.

For instrument readings, the expected ranges have been established from interlaboratory data from muttiple
lots of each manufacturers’ dipsticks. Each laboratory should establish its own precision parameters.

For specific gravity, the expected ranges by refractometer have been established from interlaboratory data.

For hCG, the positive and negative results were obtained by testing each lot number of the controls with
multiple lot numbers of different hCG test kits with sensitivities of > 25 miU/mL.

For microscopic evaluation of urine sediment, the expected ranges for each type of formed element
were determined by assay of multiple bottles of the indicated lot by the methods listed. A 12 mL sample
volume of the samples were centrifuged at 400 RCF (relative centrifugal force) for 5 minutes. After
centrifugation, urine sediment was resuspended in either ~0.5 or ~1.0 mL of remaining supernatant
according to the plasticware manufacturer’s directions. The ranges listed are based on the range of
elements observed in 10 high power fields. Use of other systems or protocols may yield differing results.
Each laboratory should establish its own precision parameters.

Limitations

Any future changes made by the manufacturer of a test method may give different values from the
indicated range. Detailed information on the limitations of each test method is included in the limitations
section of the manufacturers’ package insert. Technical updates can be found on our website. The Quality
Control Log can be downloaded from the Quantimetrix website at quantimetrix.com or contact Tech
Support at (310) 536-0006, option 3.

Chemstrip/CombiScreen/Combur/Multistix/Urocheck Users

Colors produced by the urobilinogen and/or bilirubin reactions on these dipsticks with the Urinalysis
Dipstick Control may not be characteristic of those shown on the manufacturer’s label when reading the
dipstick reactions visually. The urobilinogen reactions are consistent and intensify with the increase in the
urobilinogen concentration but may not provide an exact color match to those displayed on the label.

Note: Siemens® CLINITEK 50 and Siemens® STATUS or CLINITEK STATUS PLUS may see an Albumin/
Creatinine ratio result of “Abnormal” with the Level 1 control.

The appearance of a macroscopic crystalline precipitate in the product will not affect performance.

Deutsch

Verwendungszweck

Die Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Control ist als Kontrolle fiir Urinanalyse-
Reagenzstreifen, Mikroalbumin und Kreatinin geméB den aufgeftihrten Testmethoden sowie als Kontrolle fiir
Bestatigungstests wie z. B. K-CHECK und Ictotest® Reagenz-Tabletten und fiir hCG-Methoden bestimmt.

Dariiber hinaus dient die Dip&Spin Control zur Bewertung der Verarbeitung und Zentrifugierung von
Patienten-Urinproben vor der mikroskopischen Beurteilung des Urinsediments. Nur fir den professionellen
Gebrauch.

Zusammenfassung und Erklarung

Kontrollmaterialien mit bekannten Konzentrationen von Komponenten sind ein integraler Bestandteil
diagnostischer Verfahren. Im Rahmen der téglichen Uberwachung von Kontroliwerten werden laborinterne
Parameter flir die Genauigkeit und Prézision der Testmethode festgelegt.

An jedem Tag, an dem der Test durchgeftihrt wird, miissen mikroskopische Qualitatskontrollen (QC)

laufen. Die standardisierte mikroskopische Beurteilung von Urinsediment ist ein wichtiger Bestandteil

der routinemaBigen Urinanalyse. Zusammen mit der physikalischen und chemischen Analyse kann die
mikroskopische Untersuchung des Urins wertvolle Informationen nicht nur tiber Erkrankungen von Nieren
und Harnwegen, sondern auch {ber von der Niere unabhéngige Stoffwechselerkrankungen liefern.Zur
mikroskopischen Untersuchung von Urinsediment gehdrt grundsétzlich der Nachweis und die Identifizierung
von roten Blutkdrperchen, Leukozyten, Epithelzellen, Bakterien, Ausgtissen und Kristallen.

Produktbeschreibung

Die Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Controls werden gebrauchsfertig

in zwei Stufen ausgeliefert. Es ist keine Rekonstitution oder Verdiinnung erforderlich. Sie werden

aus menschlichem Urin hergestellt, der mit stabilisierten roten und weiBen Blutkérperchen,
Kalziumoxalatkristallen und anderen Substanzen angereichert wurde, um die gewiinschte Reaktion zu
erzeugen, wenn das Produkt geméaB den unter Verwendungszweck beschrieben Verfahren eingesetzt
wird. Das Produkt wurde mit Konservierungsstoffen angereichert, um mikrobiellem Keimwachstum
entgegenzuwirken.

Warnhinweis

Enthalt menschlichen Urin, menschliche Blutkdrperchen und menschliches Choriongonadotropin (hCG)
aus Urin bei Schwangerschaft. Das menschliche hCG-Quellenmaterial und alle bei der Produktherstellung
verwendeten Blutspenden, die das menschliche Zellenquellenmaterial beinhalten, wurden unter Einhaltung
anerkannter FDA-Methoden auf Hepatitis B-Oberfldchenantigene, Hepatitis C und Antikérper gegen

HIV 1 & 2 getestet. Die Testergebnisse waren nicht-reaktiv. Es sind keine Testmethoden bekannt, mit
denen garantiert werden kann, dass die aus menschlichem Material gewonnenen Produkte frei von
Hepatitis- oder HIV-Viren sind. Die Materialen fiir die Qualitdtskontrolle sollten wie Patientenproben
gehandhabt werden. Die Materialien missen im Einklang mit den gesetzlichen Bestimmungen und
Zulassungsvorschriften verwendet und entsorgt werden.

Achtung @ Gefahrenhinweise (H) Sicherheitshinweise (P)

Gemisch, 3(2H)-isothiazolone, 5-chloro-2-methyl- mit 2-methyl-3(2H)-isothiazolone,
1,2-Propylene Glycol, Stufe-1; 2,4-Pentanedione, Stufe-2.

H317 — Kann allergische Hautreaktionen verursachen.

P261 — Einatmen von Nebel, Ddmpfen, Aerosol vermeiden.

P272 — Kontaminierte Arbeitskleidung nicht auBerhalb des Arbeitsplatzes tragen.

P280 — Schutzhandschuhe, Schutzkleidung und Augenschutz tragen.

P302+P352 — BEI KONTAKT MIT DER HAUT: Mit viel Wasser waschen.

333+P313 — Bei Hautreizung oder -ausschlag: Arztlichen Rat einholen/érztliche Hilfe hinzuziehen.
P362+P364 — Alle kontaminierten Kleidungsstlicke sofort ausziehen und vor erneutem Tragen waschen.
P501 — Inhalt/Behélter entsprechend drtlichen, regionalen, nationalen und internationalen Richtlinien der
Entsorgung zufiihren.

Sicherheitsdatenblatt (SDB) steht ihnen im Internet unter quantimetrix.com zur Verfiigung.

Lagerung und Stabilitat

Das Dip&Spin Control Kit sollte bei Nichtgebrauch bei 2°C bis 8°C gelagert werden. Nicht einfrieren. Bei
Lagerung bei 2°C bis 8°C sind die Kontrollen bis zum auf dem Etikett angegebenen Verfallsdatum stabil.
Nach dem Offnen bleiben die Kontrollen bis zum auf dem Etikett angegebenen Verfallsdatum stabil, wenn
sie zwischen den Verwendungen bei 2°C bis 8°C gelagert werden. Falls die Kontrolle triib wird oder einen
starken Geruch ausstrdmt, sollte sie entsorgt werden. Kontrollen auf gleiche Weise wie andere biologische
Proben gemds den ortlichen Richtlinien entsorgen.

Verfahren fiir Dipstick Urinanalyse und mikroskopische Beurteilung von Urinsediment
Nehmen Sie die Kontrollen aus dem Kiihlschrank, und tauschen Sie die Kappe des Kontrollfldschchens
gegen den in der Kontrollbox enthaltenen AusgieBverschluss aus. Lassen Sie die Kontrollen je nach der
noch im Fldschchen verbleibenden Menge ca. 15 bis 90 Minuten lang auf Raumtemperatur (18°C bis
25°C) aufwéarmen. Mischen Sie die Kontrollen griindlich, indem Sie das Fldschchen mindestens 20 Mal
umdrehen und so einen homogenen Inhalt sicherstellen. Nicht schdumen lassen. Ein griindliches Mischen
vor jeder Verwendung ist unerldsslich, um reproduzierbare Resultate zu erhalten. GieBen Sie

12 ml der Kontrollen in ein standardmaBiges 15 ml Zentrifugenréhrchen.

Zur Urinanalyse, Mikroalbumin- und Creatinin-Testung tauchen Sie den Reagenzstreifen wie bei
einer Patientenprobe in das Zentrifugenréhrchen mit der Kontrolle. Die Urinanalyse-Teststreifen visuell
oder in einem Lesegerdt gemaB den Herstelleranweisungen ablesen.
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Zur mikroskopischen Beurteilung von Urinsediment behandeln Sie die Kontrollen wie Patientenproben
entsprechend den Herstelleranweisungen fiir das von lhnen verwendete, standardisierte, mikroskopische
Urinanalysesystem. Das National Committee for Clinical Laboratory Standards (NCCLS) empfiehlt die
Verwendung standardisierter Systeme, um standardisierte, reproduzierbare Ergebnisse zu erhalten und die
Angabe abnormaler Sedimentbestandteile pro Volumeneinheit zu ermdglichen.!

Verfahren fiir hCG-Tests und Bestatigungstests
Hinweis: Die Fléschchen mit der Level-1-Kontrolle sind bei hCG-Methoden als negative Kontrollen vorgesehen. Die
Fléschchen mit der Level-2-Kontrolle sind bei hCG-Methoden als positive Kontrollen vorgesehen.

Die meisten Hersteller von Schwangerschaftstests geben die fir ihre Tests benétigte Probenmenge an. Viele
Testkits enthalten Pipetten zum Ubertragen einer bestimmten Probenmenge auf das Testgerdt. Es ist wichtig,
dass eine ausreichende Probenmenge verwendet wird, um das richtige Testergebnis zu erzielen.

Falls die Kontrolle fiir die hCG-Tests und die Bestétigungstests direkt von den Kontrolifidschchen
aus verabreicht wird, muss der Benutzer bestétigen, dass die tiber den Tropfverschluss verabreichte
Menge (Anzahl der Tropfen) ausreicht, damit sie die Anforderungen an die Probenmenge fir den
Schwangerschaftstest und fiir die Bestétigungstests erflillt.

Die Kontrollen aus dem Kiihlschrank nehmen. Die Kontrollen ca. 15 bis 90 Minuten lang auf Raumtemperatur
(18°C bis 25°C) aufwarmen lassen, je nach der noch im Flaschchen verbliebenen Menge. Mischen Sie die
Kontrollen griindlich, indem Sie das Fldschchen mindestens 20 Mal umdrehen und so einen homogenen
Inhalt sicherstellen. Nicht schdumen lassen. Verwenden Sie die negativen und positiven Kontrollen
entsprechend den Herstelleranweisungen des Testkits wie Patienten-Proben. Bei Verwendung der gleichen
Flasche der Kontrolle fiir die Harnanalyse und die mikroskopische Auswertung sollte das fiir die hCG-Tests
bzw. die Bestétigungstests verwendete Probenvolumen nach der Zentrifugierung entfernt werden, bevor der
Uberstand entsorgt wird. Die Sedimente dtirfen dabei nicht aufgeschittelt werden. AusgieBverschluss sofort
verschlieBen und Kontrollen bei Nichtgebrauch bei 2°C bis 8°C lagern.

Erwartete Werte

Fir visuelle Messungen wurden die erwarteten Bereiche aus den Daten verschiedener Labors bestimmt,
indem die mit den Kontrollen erhaltene Teststébchenreaktion mit der Farbvergleichstabelle verglichen wurde, die
Farben fiir mehrere Chargen der Teststabchen bzw. Reagenztabletten jedes Herstellers enthélt. Erwartete Werte
fiir nicht aufgefiihrte Urinanalyse-Reagenzstreifen sind von Quantimetrix Technical Services erhéltlich.

Fir Geratemessungen wurden die erwarteten Werte anhand von Daten verschiedener Labors und mehreren
Chargen von Teststabchen jedes Herstellers bestimmt. Jedes Labor solite seine eigenen Prézisionsparameter
bestimmen.

Fr die relative Dichte wurden die mit dem Refraktometer ermittelten, erwarteten Bereiche aus Daten von
verschiedenen Labors bestimmt.

Fiir hCG wurden die positiven und negativen Ergebnisse durch Testen jeder Chargennummer der Kontrollen mit
mehreren Chargennummern verschiedener hCG-Test-Kits mit Sensitivitdten von > 25 miE/ml erzielt.

Fir die mikroskopische Beurteilung von Urinsediment wurden die erwarteten Werte fiir jede Art von
geformten Elementen durch Nachweis mehrerer Fidschchen der angegebenen Charge durch die aufgefiihrten
Methoden bestimmt. Ein Violumen von 12 ml der Probe wurde bei 400 RCF (relative Zentrifugalkraft)

5 Minuten lang zentrifugiert. Nach dem Zentrifugieren wurde das Urinsediment in entweder ~0,5 oder

~1,0 ml des verbleibenden Uberstands entsprechend den Herstelleranweisungen resuspendiert. Die
angegebenen Bereiche basieren auf dem Bereich von Elementen, die in 10 stark vergroBerten Feldern
beobachtet wurden. Die Verwendung anderer Systeme oder Verfahren kann zu abweichenden Resultaten fuhren.
Jedes Labor sollte seine eigenen Prézisionsparameter bestimmen.

Einschrankungen .

Alle zu einem spateren Zeitpunkt vom Hersteller einer Testmethode vorgenommenen Anderungen

kénnen Abweichungen von dem angegebenen Bereich zur Folge haben. Detaillierte Informationen

zu den Einschrankungen der einzelnen Testmethoden sind im Abschnitt Einschrénkungen auf der
Packungsbeilage des Herstellers aufgefiihrt. Technische Neuigkeiten entnehmen Sie bitte unserer Website.
Sie erhalten das Qualitatskontrollprotokoll durch Herunterladen iiber die Website von Quantimetrix unter
quantimetrix.com, oder indem Sie sich an den technischen Support unter der Rufnummer +1 (310)
536-0006, Option 3 wenden.

Chemstrip/CombiScreen/Combur/Multistix/Urocheck-Benutzer

Farben, die durch das Urobilinogen erzeugt werden, und/oder Bilirubinreaktionen auf diesen Teststébchen
mit der Urinteststabchen-Kontrolle sind méglicherweise nicht charakteristisch fiir die auf dem Etikett des
Herstellers aufgefiihrten Werte, wenn die Teststdbchen-Reaktionen visuell abgelesen werden. Die Urobilinogen-
Reaktionen sind konsistent und nehmen bei Zunahme der Urobilinogenkonzentration an Intensitdt zu, stimmen
farblich jedoch mdglicherweise nicht exakt mit den auf dem Etikett angegebenen Farben tiberein.

Hinwesis: Siemens® CLINITEK 50 und Siemens® STATUS oder CLINITEK STATUS PLUS kénnen bei der Stufe-
1-Kontrolle unter Umsténden ein ,anormales* Albumin/Kreatinin-Verhaltnis anzeigen.

Das Auftreten eines makroskopischen kristallinen Niederschlags im Produkt beeintréchtigt die Leistung nicht.

Francais

Utilisation prévue

Le Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Control a pour fonction de vérifier les bandes
de réactif d’analyse d'urine et le dosage de la micro-albumine et de la créatinine selon les méthodes de
test indiquées et, de controler les tests de confirmation tels ceux des tablettes de réactif K-CHECK et
Ictotest® ainsi que les méthodes hCG.

De plus, le contréle Dip&Spin est congu comme un moyen de valider le traitement et la centrifugation
d'échantillons d'urine de patients avant I'évaluation microscopique du sédiment urinaire. Réservé a un
usage professionnel.

Résumé et explication

Les controles dont les concentrations d’un composant sont connues font partie intégrante des
procédures diagnostiques. Le relevé quotidien des valeurs du controle permet d’établir des parametres de
comparaison intralaboratoire garantissant la précision et I'exactitude de la méthode de test.

Les contrles de qualité microscopiques doivent étre effectués chaque jour qu’un test est réalisé.
L'évaluation microscopique standardisée du sédiment urinaire représente une part importante de I'analyse
d'urine de routine. De méme que I'analyse physique et chimique, I'examen microscopique de I'urine

peut fournir de précieuses informations concernant non seulement les pathologies rénales et urinaires,
mais aussi les maladies métaboliques non liées aux reins. L'examen microscopique du sédiment urinaire
comprend généralement la détection et I'identification de globules rouges, de leucocytes, de cellules
épithéliales, de bactéries, de cylindres et de cristaux.

Description du produit

Les Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Controls sont disponibles en deux niveaux
sous forme de liquides préts a I'emploi. lls ne nécessitent ni reconstitution, ni dilution. Ces controles

sont élaborés a partir d’urine humaine a laquelle ont été ajoutés des globules rouges et des globules
blancs humains stabilisés, des cristaux d’oxalate calcite et d'autres composés afin d’obtenir les réactions
désirées lors de tests effectués avec les méthodes indiquées a la section Utilisation prévue. Des
conservateurs ont également été ajoutés pour inhiber la prolifération microbienne.

Mise en garde

Contient de I'urine humaine, des cellules sanguines humaines et de I'hormone chorionique gonadotrope
humaine (hCG) provenant d’urine de femmes enceintes. Les matériels humains de la source d’hCG ainsi
que toutes les unités de donneurs de sang composant les matériels sanguins humains utilisés pour la
fabrication de ce produit ont fait I'objet de tests conformes aux méthodes approuvées par la FDA. Ils se
sont révélés non réactifs & I'antigéne de surface de I'hépatite B, ainsi qu'aux anticorps de I'hépatite C
et du VIH 1 et 2. Aucune méthode de test connue n’est en mesure de garantir qu’un produit dérivé de
matérial humain ne contient pas le virus de I'hépatite ou du VIH. Manipuler les matériels du contréle

de qualité de la méme fagon que pour un échantillon de patient. Ces matériaux doivent étre utilisés et
éliminés conformément aux exigences réglementaires et critéres d'accréditation.

Attention @ Mentions de danger (H) Conseils de prudence (P)

Mélange , 3(2H)-isothiazolone, 5-chloro-2-methyl- avec 2-methyl-3(2H)-isothiazolone,

1,2-Propylene Glycol, niveau 1; 2,4-Pentanedione, niveau 2.

H317 — Peut causer une réaction allergique cutanée.

P261 — Eviter de respirer les vapeurs, les brouillards ou les aérosols.

P272 — Les vétements de travail contaminés ne doivent pas quitter le lieu de travail.

P280 — Porter des gants de protection, des vétements de protection et un dispositif de protection des yeux.
P302+P352 — EN CAS DE CONTACT AVEC LA PEAU : laver & grande eau.

P333+P313 — En cas d'irritation ou d’éruption cutanée : consulter un médecin.

P362+P364 — Enlever les vétements contamings et les laver avant réutilisation.

P501 — Eliminer le contenu/contenant conformément aux réglementations locales, régionales, nationales
et internationales.

Une ficha de sécurité (SDS) est a disposition des vutilisateurs professionnels sur la site quantimetrix.com.

Stockage et stabilité

Le controle Dip&Spin doit étre entreposé a une température de 2°C-8°C entre deux utilisations. Ne pas
congeler. Stockés a la température indiquée, les controles sont stables jusqu'a la date de péremption figurant
sur 'étiquette. Apres ouverture, les controles resteront stables jusqu’a la date de péremption figurant sur
I'étiquette s'ils sont conservés a une température de 2°C—8°C entre deux utilisations. eter le controle en

cas de traces de turbidité ou d’apparition d’une odeur forte. Jetez les contréles en procédant comme pour
d'autres spécimens biologiques, conformément aux directives locales en vigueur.

Procédure pour analyse d’urine par bandelette réactive et examen
microscopique du sédiment urinaire

Sortez les controles du réfrigérateur et remettez la capsule sur la bouteille de contrdle, le bouchon verseur
étant rangé dans la boite du contréle. Patientez pendant 15-90 minutes, en fonction du volume restant
dans la bouteille, que le controle soit & température ambiante (18°C-25°C). Mélangez bien les controles
en retournant la bouteille au moins 20 fois pour assurer I'homogénéité de son contenu. Evitez de faire
mousser. Il est important de bien mélanger le contréle avant chaque utilisation pour obtenir des résultats
reproductibles. Versez 12 ml de contréle dans un tube de centrifugation standard de 15 ml.

Pour I'analyse d’urine, de microalbumine et de créatinine, immergez la bandelette réactive dans les
tubes de centrifugation contenant le controle comme s'il s'agissait d'échantillons de patients. Interprétez
les bandelettes réactives d'analyse d’urine, visuellement ou a I'aide d’un lecteur prévu a cet effet,
conformément aux instructions du fabricant.

Pour I’évaluation du sédiment urinaire, procédez de la méme maniere qu’avec des échantillons de

patients conformément aux instructions du fabricant pour le systeme standardisé d’analyse d'urine que

vous utilisez. Le National Commitee for Clinical Laboratory Standards (NCCLS) recommande ['utilisation

de systémes standardisés afin de produire des résultats standardisés, reproductibles et de permettre de
relever les éléments sédimentaires anormaux par volume unitaire.

Procédure pour tests hCG et test de confirmation
Remarque: Les bouteilles de controle de niveau 1 peuvent servir de controles négatifs pour les méthodes
hCG. Les flacons de controle de niveau 2 peuvent servir de contréles positifs pour les méthodes hCG.

La plupart des fabricants de tests de grossesse précisent le volume d’échantillon a utiliser avec leurs
kits. La plupart de ces tests contiennent des pipettes de transfert permettant de déposer un volume
précis d’échantillon sur le dispositif de test. Il est important d'utiliser un volume suffisant pour obtenir des
résultats de test adéquats.

Si le controle des tests hCG et des tests de confirmation est versé directement a partir des flacons de
contréle, chaque utilisateur doit s'assurer que la quantité (nombre de gouttes) distribuée par le bouchon
verseur qui est fourni est suffisante pour répondre aux exigences du kit de test de grossesse et des tests
de confirmation pour le volume de I'échantillon en question.

Sortez les controles du réfrigérateur. Patientez pendant 15-90 minutes, en fonction du volume restant
dans la bouteille, jusqu’a ce que le controle soit & température ambiante (18°C-25°C). Mélangez bien le
contrdle en retournant la bouteille au moins 20 fois pour assurer I'homogénéité de son contenu. Evitez de
faire mousser. Traitez les controles positif et négatif comme s'il s'agissait d’échantillons prélevés sur des
patients conformément aux instructions du fabricant du kit de test hCG. Si vous utilisez le méme flacon de
controle pour les tests d’analyse urinaire et I'évaluation microscopique, retirez le volume d’échantillon qui
servira aux tests hCG et aux tests de confirmation apres la centrifugation avant de jeter le supernageant et
ce, sans troubler les sédiments. Refermez immédiatement le bouchon verseur et entreposez les controles
a 2°C-8°C entre deux emplois.

Valeurs attendues

Pour les relevés visuels, les plages de valeurs attendues ont été établies a partir de données interlaboratoires
en comparant la réaction de la bandelette utilisée pour le contrdle a I'échelle colorimétrique illustrant les lots de
bandelettes et de tablettes réactives de chaque fabricant. Pour les valeurs attendues dans le cas des bandelettes
réactives d'analyse d’urine non listées, veuillez contacter les services techniques de Quantimetrix.

Pour les relevés d’instruments, les plages de valeurs attendues ont été établies a partir de données
interlaboratoires portant sur plusieurs lots de bandelettes réactives de chaque fabricant. Il incombe a
chacun de ces laboratoires de déterminer ses propres paramétres de précision.

Pour la densité, les plages de valeurs attendues par réfractométre ont été établies a partir de données
interlaboratoires.

Pour le hCG, les résultats positifs et négatifs ont été obtenus en testant des lots de controles de tous
types avec des lots de kits de divers test hCG ayant des sensibilités de > 25mUl/ml.

Pour I'analyse microscopique du sédiment urinaire, les plages de valeurs attendues par Chaque

type d'élément cellulaire figuré a été déterminé en testant plusieurs bouteilles des lots indiqués par la
méthode indiquée. Un volume de 12 ml a été prélevé sur les échantillons et centrifugé a 400 RCF (relative
centrifugal force) pendant 5 mn. Aprés centrifugation, le sédiment urinaire a été remis en suspension dans
soit 0,5 soit 1,0 ml du surnageant restant les directives du fabricant de matériel plastique. Les plages de
valeurs indiquées sont basées sur les éléments observés dans 10 champs

(hpf). Le recours a d'autres systémes ou protocoles peut produire des résultats différents. Il incombe

a chacun de ces laboratoires de déterminer ses propres parametres de précision.

Limitations

Tout futur changement apporté par le fabricant d’'une méthode de test peut donner lieu a des valeurs
différentes de la plage indiquée. Le détail des limites inhérentes a chaque kit de test est décrit a la section
Limites de la notice fournie par le fabricant du kit. Les mises a jour techniques sont disponibles sur notre
site Web. Vous pouvez télécharger le journal de contréle de la qualité sur le site Web de Quantimetrix
(quantimetrix.com) ou contacter I'assistance technique au +1 (310) 536-0006, option 3.

Utilisateurs de bandes Chemstrip/CombiScreen/Combur/Multistix/Urocheck
Les colorations développées par les réactions de P'urobilinogéne et/ou de la bilirubine sur ces batonnets
avec le controle de batonnet d’analyse d'urine ne sont pas forcément caractéristiques de celles illustrées
sur I'étiquette du fabricant lorsque les réactions des bétonnets sont interprétées visuellement. Les réactions
a I'urobilinogéne sont homogeénes et s'intensifient si la concentration en urobilinogene augmente, mais il se
peut que la couleur ne soit pas exactement celle indiquée sur I'étiquette.

Remarque: les analyseurs CLINITEK 50 Siemens® et STATUS ou CLINITEK STATUS PLUS Siemens® peuvent
indiquer un rapport albumine/créatinine « anormal » avec le témoin de niveau 1.

Lapparition d’un précipité cristallin macroscopique dans le produit n’affecte pas la performance.

Italiano

Finalita d’uso

I Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Control & pensato per essere impiegato
come un controllo per strisce reattive per I'analisi delle urine, come un controllo per la microalbumina e
la creatinina ottenute dai metodi di analisi elencati, e come un controllo per test di conferma a reagenti in
compresse quali K-CHECK e Ictotest®, e per metodi hCG.
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Inoltre Dip&Spin Control & inteso come mezzo di valutazione del trattamento e della centrifugazione
dei campioni di urina del paziente prima dell’esame microscopico del sedimento urinario. Solo per uso
professionale.

Riepilogo e spiegazione

Sostanze di controllo con concentrazioni note dei componenti sono parte integrante delle procedure
diagnostiche. Il monitoraggio giornaliero dei valori di controllo stabilisce i parametri di accuratezza e di
precisione del metodo di analisi del laboratorio.

I controlli microscopici QC devono essere effettuati ogni giorno in cui si esegue il test. La valutazione
microscopica standardizzata del sedimento dell'urina € una fase importante dell'analisi di routine o delle
urine. Insieme all'analisi fisica e chimica, I'esame microscopico delle urine puo fornire un’informazione
attendibile non solo sulle patologie renali e del tratto urinario, ma anche su quelle metaboliche non correlate
ai reni. Lesame microscopico del sedimento urinario, in genere, comprende la ricerca dei globuli rossi, dei
leucociti, delle cellule epiteliali, dei batteri, dei cilindri e dei cristalli.

Descrizione del prodotto

| Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Controls sono forniti in forma di controlli liquidi
e pronti all'uso in due livelli. Non richiedono ricostituzione né diluizione. | controlli sono preparati partendo
da urina umana, a cui vengono aggiunti globuli rossi e bianchi umani stabilizzati, cristalli di ossalato

di calcio e altri composti, per produrre le reazioni desiderate all’analisi mediante i metodi indicati nella
sezione Finalita d’uso. Sono stati aggiunti dei conservanti per inibire la crescita microbica.

Attenzione

Contiene urina umana, cellule ematiche umane e gonadotropina corionica umana (hCG) derivante da
urina di donne gravide. Il materiale di origine della hCG umana e tutte le unita di sangue di donatore che
compongono il materiale di origine a base di cellule umane utilizzato per preparare questo prodotto sono
stati testati e trovati non reattivi per I'antigene di superficie dell’epatite B e gli anticorpi contro I'epatite
Ce'HIV 1 e 2 quando analizzati con metodi approvati dalla FDA. Non si conoscono metodi di analisi che
possano assicurare che un prodotto derivato da materiale umano non contenga i virus dell’epatite

o0 dell’HIV. Trattare il material per CQ come si tratterebbero i campioni di pazienti, | materiali di CQ vanno
usati e smaltiti attenendosi ai requisiti normativi e di accreditazione.

Attenzione Indicazioni di pericolo (H) Indicazioni precauzionali (P)
Miscela, 3(2H)-isothiazolone, 5-chloro-2-methyl- con 2-methyl-3(2H)-isothiazolone,
1,2-Propylene Glycol, livello 1; 2,4-Pentanedione, livello 2.

H317 — Pub provocare una reazione allergica cutanea.

P261 — Evitare di respirare i vapori, la nebbia o le particelle nebulizzate.

P272 — Gli indumenti di lavoro contaminati non devono essere portati fuori dal luogo di lavoro.
P280 — Indossare guanti protettivi, indumenti protettivi e protezioni per gli occhi.

P302+P352 — IN CASO DI CONTATTO CON LA PELLE: lavare abbondantemente con acqua.
P333+P313 — In caso di irritazione o eruzione della pelle: consultare/chiamare un medico.
P362+P364 — Togliere gli indumenti contaminati e lavarli prima del riutilizzo.

P501 — Smaltire i contenuti/il contenitore in conformita alle normative locali, regionali,
nazionali e internazionali.

Scheda infomativa sulla sicurezza (SDB) ad uso professionale disponible al sito quantimetrix.com.

Conservazione e stabilita

Il kit Dip&Spin Control deve essere conservato a una temperatura compresa tra 2°G—8°C se non utilizzato.
Non congelare. Se conservati a temperature comprese fra 2°C e 8°C i controls rimangono stabili fino
alla data di scadenza indicata sull’etichetta. Dopo I'apertura della confezione, i controls restano stabili fino
alla data di scadenza indicata sull’etichetta, se conservati a temperature comprese tra 2°C-8°C. Smaltire
il controllo se acquista ulteriore torbidita o un odore piti forte. Eliminare i controlli allo stesso modo degli
altri campioni biologici secondo le linee guida, locali.

Procedure di esame delle urine con dipstick e di valutazione microscopica del
sedimento urinario

Togliere i controlli dal frigorifero e sostituire il tappo del flacone con il beccuccio in dotazione nella confezione.
Lasciare scaldare il controllo a temperatura ambiente (18°C—25°C) per ca. 15-90 minuti in base al contenuto
del flacone. Agitare capovolgendo delicatamente il flacone, per garantire I'omogeneita del contenuto. Evitare
la formazione di schiuma. E importante miscelare bene il prodotto prima di ogni uso per ottenere risultati
riproducibili. Inserire 12 ml di controllo in una provetta da centrifuga standard da 15 ml.

Per effettuare I’esame delle urine, il test della microalbumina e della creatinina, immergere la
striscia di reagente nelle provette con il control come se si trattasse di campioni del paziente. Leggere le
strisce di esame delle urine o utilizzare uno strumento di lettura in base alle istruzioni del fabbricante.

Per la valutazione microscopica del sedimento urinario trattare i controls come fossero campioni
di paziente, in base alle istruzioni del fabbricante € in base al sistema di esame delle urine standardizzato
utilizzato. Il National Committee for Clinical Laboratory Standards (NCCLS) consiglia I'uso di sistemi
standardizzati al fine di ottenere risultati standardizzati riproducibili e per consentire il rilevamento di
elementi di sedimentazione anomali per unita di volume.’

Procedure per test hCG e test di conferma
Nota: i flaconi di Control Level 1 devono essere utilizzati come controlli negativi nei metodi hCG. | flaconi
di Control Level 2 devono essere utilizzati come controlli positivi nei metodi hCG.

La maggior parte dei fabbricanti di kit di test di gravidanza specifica il volume di campione da usare con i loro
kit. Molti kit includono pipette di trasferimento da usare per erogare un determinato volume di campione sul
dispositivo di analisi. E importante usare un volume sufficiente per produrre il corretto risultato del test.

Se si eroga il controllo per i test hCG e di conferma direttamente dalle flaconi del controllo, ogni utente dovrebbe
convalidare che il volume (numero di gocce) erogato dal beccuccio incluso sia sufficiente per soddisfare il
requisito di volume del campione per il kit di test di gravidanza e per i test di conferma.

Togliere i controlli dal frigorifero. Lasciare scaldare i controlli a temperatura ambiente (18°C—25°C) per ca.
15-90 minuti in base al contenuto del flacone. Agitare capovolgendo delicatamente il flacone per almeno
20 volte, al fine di garantire I'omogeneita del contenuto. Evitare la formazione di schiuma. Utilizzare i
controlli negativi e positivi come se si trattasse del campione del paziente, in base alle istruzioni del
fabbricante del kit di test. Se si usa lo stesso flacone del controllo erogato per le analisi delle urine e per la
valutazione microscopica, rimuovere il volume del campione da usare per i test hCG

e di conferma dopo la centrifugazione, prima di eliminare il supernatante e senza disturbare il sedimento.
Chiudere immediatamente il beccuccio e conservare i controlli a temperature comprese tra 2°C-8°C

fra i vari impieghi.

Valori previsti

Per le letture visive, i range previsti sono stati stabiliti attraverso dati di diversi laboratori, confrontando
la reazione dei disticks con quelli della carta dei colori, utilizzando diversi lotti di ogni dipstick o di pastiglia
reagente dei vari fabbricanti. Per conoscere i valori previsti delle strisce per I'esame delle urine non in
elenco, contattare il servizio tecnico Quantimetrix.

In relazione alle letture con appositi strumenti i range previsti sono stati stabiliti da dati di vari
laboratori su diversi lotti di ogni fabbricante di dipstick. Ogni laboratorio dovra stabilire i propri parametri
di precisione.

In relazione alla gravita specifica, gli ambiti previsti con 'uso del rifrattometro sono stati stabiliti
attraverso i dati di diversi laboratori.

In relazione a hCG, i risultati positivi e negativi sono stati ottenuti testando ogni numero di lotto dei
controlli con molteplici numeri di lotto di diversi kit di test hCG con sensibilita di > 25 mIU/ml.

In relazione alla valutazione microscopica del sedimento urinario, gli ambiti previsti per ogni tipo di
elemento formato ¢ stato determinato mediante analisi di molteplici flaconi del lotto indicato, utilizzando il
metodo elencato. 12 ml di campione sono stati centrifugati a 400 RCF (forza centrifuga relativa) per 5 minuti.
Dopo la centrifugazione il sedimento urinario & stato risospeso in ~0,5 0 ~1,0 ml del supernatante restante,
in base alle istruzioni del fabbricante dell’articolo di plastica. Gli ambiti elencati fanno riferimento al range
degli elementi osservati in 10 campi ad alto ingrandimento. Limpiego di altri sistemi o protocolli puo portare
a risultati differenti. Ogni laboratorio dovra stabilire i suoi propri parametri di precisione.

Limiti

Eventuali futuri cambiamenti apportati dal fabbricante di un metodo di analisi potrebbero dare valori
diversi dall'intervallo di valori indicato. Informazioni dettagliate sui limiti di ciascun metodo di analisi

sono incluse nella sezione Limiti dell’inserto informativo del fabbricante. Aggiornamenti tecnici sono
reperibili sul nostro sito web. Il registro del controllo della qualita si puo ottenere scaricandolo dal sito web
Quantimetrix all'indirizzo quantimetrix.com oppure contattando il team del Supporto tecnico al numero
+1(310) 536-0006, opzione 3.

Utilizzatori di Chemstrip/CombiScreen/Combur/Multistix/Urocheck

| colori prodotti dalle reazioni di urobilinogeno e/o bilirubina su questi dipstick con il Controllo dipstick
urina potrebbero non rispecchiare quelli illustrati sull'etichetta del fabbricante quando le reazioni

del dipstick vengono lette visivamente. Le reazioni dell’urobilinogeno sono costanti e aumentano di
intensita all’aumentare della concentrazione di urobilinogeno ma e possibile che non vi sia un’esatta
corrispondenza di colore con quelle mostrate sull’etichetta.

Nota: Siemens® CLINITEK 50 e Siemens® STATUS o CLINITEK STATUS PLUS potrebbero riscontrare risultati
“Anomali” per il rapporto albumina/creatinina con il controllo di Livello 1.

La comparsa di precipitato cristallino macroscopico nel prodotto non ne pregiudica le prestazioni.

Espafnol

Uso previsto

El Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Control se utiliza como control para las tiras
reactivas de andlisis de orina, microalbtmina y creatinina por los métodos indicados, y como control

de pruebas de confirmacion como las tabletas reactivas K-CHECK e Ictotest® y para los métodos de
deteccidn de hCG.

Ademds, el Dip&Spin Control se utiliza para validar el procesado y centrifugado de muestras de orina de
pacientes antes de la evaluacion microscépica de la sedimentacién presente en la orina. Solo para uso
profesional.

Resumen y explicacion

Los materiales de control que tienen concentraciones conocidas del componente forman parte integral
de los procedimientos diagndsticos. La monitorizacion diaria de los valores de control establece los
pardmetros de exactitud y precision del método de andlisis en cada laboratorio.

Los controles microscdpicos de control de calidad deben realizarse cada dia que se lleva a cabo la
prueba. La evaluacion microscépica normalizada de la sedimentacion presente en la orina es una parte
importante del andlisis rutinario de la orina. Junto con el andlisis fisico y quimico, el estudio microscépico
de la orina puede aportar valiosa informacion no sélo sobre enfermedades renales y del tracto urinario,
sino también sobre enfermedades metabdlicas que no tengan relacion alguna con el rifion. El estudio
microscapico de la sedimentacion presente en la orina generalmente incluye la deteccion e identificacién
de hematies, leucocitos, células epiteliales, bacterias, cilindros y cristales.

Descripcion del producto

Los Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Controls se suministran liquidos, listos para
usar en dos niveles. No requieren reconstitucion o dilucion. Estan preparados a partir de orina humana a
la que se han agregado glébulos humanos rojos y blancos estabilizados, cristales de oxalato de calcio y
otros compuestos para producir las reacciones deseadas cuando se prueban con los métodos indicados
en la seccion Uso previsto. Se han agregado conservantes para inhibir la proliferacién microbiana.

Precaucion

Contiene orina humana, células sanguineas humanas y gonadotropina coriénica humana (hCG) de la

orina del embarazo. El material fuente del hCG humano y de todas las unidades donantes de sangre que
comprenden el material fuente de células humanas utilizado en la fabricacién de este producto se ha
probado y no se ha detectado ningun reactivo para el antigeno de superficie de la Hepatitis B ni anticuerpos
de Hepatitis Cy VIH 1y 2 cuando las pruebas se realizan con métodos aceptados por la FDA. Ningiin método
de prueba conocido puede asegurar que un producto derivado de material humano no contenga hepatitis o
virus VIH. Trabaje con el material QC como lo harfa con una muestra de paciente. Los materiales QC deben
usarse y eliminarse de acuerdo con los requisitos reglamentarios y de acreditacion.

Atencion @ Indicaciones de peligro (H) Consejos de precaucion (P)
Mezcla, 3(2H)-isothiazolone, 5-chloro-2-methyl- con 2-methyl-3(2H)-isothiazolone,
1,2-Propylene Glycol, nivel 1; 2,4-Pentanedione, nivel 2.

H317 — Puede causar una reaccion alérgica cutanea.

P261 — Evite respirar vapores, niebla o aerosol.

P272 — La ropa de trabajo contaminada no debe sacarse del lugar de trabajo.

P280 — Lleve guantes, prendas y gafas de proteccion.

P302+P352 — EN CASO DE CONTACTO CON LA PIEL: lave con agua abundante.
P333+P313 — Si aparece irritacion o erupcion cutanea: consulte a un médico.

P362+P364 — Quitese la ropa contaminada y ldvela antes de volver a utilizarla.

P501 — Elimine el contenido/contenedor conforme a la normativa local, regional, nacional e
internacional vigente.

Le hoja de datos de seguridad (SDB) esta disponible para los usarios profesionales en quantimetrix.com.

Almacenamiento y estabilidad

El Dip&Spin Control Kit debera almacenarse a 2°C-8°C cuando no se utilice. No congelar. Cuando se
almacenan a 2°C-8°C, los controles permanecen estables hasta la fecha de caducidad que figura en la
etiqueta. Una vez abiertos, los controles permaneceran estables hasta la fecha de caducidad que figura
en la etiqueta cuando se almacenen a 2°C-8°C después de cada uso. Deseche el control si se vuelve
mas turbio o si desarrolla un olor més fuerte. Desechar los controles de la misma forma que cualquier
otra muestra bioldgica, conforme a las normativas locales.

Procedimiento para el andlisis de orina con tira reactiva y la evaluacion
microscopica de la sedimentacion presente en la orina

Extraiga los controles de la nevera y sustituya la tapa del frasco de control por la tapa del surtidor incluida

en la caja de control. Deje que el control se estabilice a temperatura ambiente (18 °C—25 °C) durante
aproximadamente 15-90 minutos, dependiendo del volumen que quede en el frasco. Mezcle bien los controles
invirtiendo el frasco por lo menos 20 veces para garantizar la homogeneidad del contenido. Evite la formacion
de espuma. Para poder obtener resultados reproducibles, es importante mezclar bien los controles cada vez
que se utilicen. Vierta 12 ml de los controles en un tubo de centrifuga estdndar de 15 ml.

Para los anélisis de orina, microalbuminuria y creatinina, sumerja la tira reactiva en los tubos de
centrifuga que contienen el control, igual que si fueran muestras de pacientes. Lea las tiras reactivas de andlisis
de orina, visualmente o con un instrumento lector, de acuerdo con las instrucciones del fabricante.

Para la evaluacién microscépica de la sedimentacion presente en la orina, los controles deberan
tratarse como si fueran muestras de pacientes, de acuerdo con las instrucciones del fabricante para el
sistema microscdpico normalizado de analisis de orina que esté utilizando. El National Committee for Clinical
Laboratory Standards (NCCLS) recomienda el empleo de sistemas normalizados con el fin de obtener
resultados reproducibles y normalizados, y poder detectar e informar acerca de la presencia de elementos
anormales en la sedimentacion en cada volumen unitario.’

Procedimiento para los ensayos de hCG y los ensayos de confirmacion

Nota: Los frascos de control de concentracion 1 se deben usar como controles negativos de los métodos
de hCG. Los frascos de control de concentracion 2 se deben usar como controles positivos de los
métodos de hCG.

La mayoria de los fabricantes de kits de prueba de embarazo especifican el volumen de muestra a utilizar
en sus kits. Muchos kits incluyen pipetas de transferencia que se utilizan para suministrar un determinado
volumen de muestra en el dispositivo de prueba. Es importante que se use suficiente volumen para
producir el resultado correcto de la prueba.

Si el control para pruebas hCG y pruebas confirmatorias se dispensa directamente desde de los frascos
de los controles, cada usuario debe validar que el volumen (cantidad de gotas) dispensado por la tapa
del surtidor sea suficiente para cumplir con los requisitos del kit de prueba de embarazo y las pruebas
confirmatorias.
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Extraiga los controles de la nevera. Deje que los controles se estabilicen a temperatura ambiente

(18 °C—25 °C) durante aproximadamente 15-90 minutos, dependiendo del volumen que quede en el frasco.
Mezcle bien los controles invirtiendo el frasco por lo menos 20 veces para garantizar la homogeneidad del
contenido. Evite la formacién de espuma. Use los controles positivo y negativo como si fueran muestras de
paciente, de acuerdo con las instrucciones del fabricante del kit de andlisis. Si el mismo frasco de control
dispensado se utiliza para las pruebas de andlisis de orina y la evaluacién microscdpica, retire el volumen

de muestra a utilizar en las pruebas de hCG y las pruebas de confirmacidn después del centrifugado, antes
de descartar el sobrenadante y sin perturbar el sedimento. Cierre inmediatamente la tapa del surtidor y
almacene los controles a 2 °C—8 °C cuando no se utilicen.

Valores esperados

En el caso de lecturas visuales, l0s intervalos esperados se han establecido a partir de datos de varios
laboratorios, comparando la reaccion de la tira reactiva que se produce con los controles, con la carta de
comparacion de colores de varios lotes de tiras reactivas o tabletas de reactivo de cada fabricante. En
cuanto a los valores esperados de las tiras de reactivo para andlisis de orina que no figuren, pongase en
contacto con el Servicio Técnico de Quantimetrix.

En el caso de lecturas con instrumento, [os intervalos esperados se han establecido a partir de datos
obtenidos en varios laboratorios con muiltiples lotes de tiras reactivas de cada fabricante. Cada laboratorio
debera establecer sus propios parametros de precision.

En el caso del peso especifico, los intervalos esperados con el refractémetro se han establecido a
partir de datos obtenidos en varios laboratorios.

En el caso de hCG, los resultados positivo y negativo se obtuvieron analizando cada nimero de lote de
los controles con mdltiples ndmeros de lote de diferentes kits de andlisis de hCG con sensibilidades de
> 25 mUl/ml.

En el caso de la evaluacion microscopica de la sedimentacion presente en la orina, los intervalos
esperados para cada tipo de elemento formado se determinaron mediante valoracion de varios frascos
del lote indicado por medio de los métodos listados. Se centrifugd un volumen de las muestras de 12 mla
400 RCF (fuerza centrifuga relativa) durante 5 minutos. Tras la centrifugacion, la sedimentacion presente
en la orina se volvi6 a suspender en ~0,5 0 ~1,0 ml del sobrenadante restante, de acuerdo con las
instrucciones del fabricante de los plasticos. Los intervalos listados se basan en el intervalo de elementos
observados en 10 campos de gran aumento. El uso de otros sistemas o protocolos puede arrojar
resultados distintos. Cada laboratorio debera establecer sus propios pardmetros de precisin.

Limitaciones

Cualquier cambio futuro realizado por el fabricante de un método de prueba puede dar valores diferentes
del rango indicado. En la seccidn de limitaciones del prospecto del fabricante se incluye informacion
detallada sobre las limitaciones de cada método de prueba. En nuestro sitio web se pueden encontrar
las actualizaciones técnicas. El registro de control de calidad se puede descargar en el sitio web de
Quantimetrix en quantimetrix.com o poniéndose en contacto con el Soporte técnico en el

+1 (310) 536-0006, opcidn 3.

Usuarios de Chemstrip/CombiScreen/Combur/Multistix/Urocheck

Los colores producidos por las reacciones al urobilinégeno y/o a la bilirrubina en esas tiras reactivas
con el Control de tiras reactivas en orina podrian no ser caracteristicas de las que se indican en la etiqueta
del fabricante al leer visualmente las reacciones en la tira reactiva. Las reacciones de urobilindgeno son
coherentes y se intensifican cuando aumenta la concentracidn de urobilinégeno, pero puede que no den
colores exactamente iguales a los que se muestran en la etiqueta.

Notax Siemens® CLINITEK 50 y Siemens® STATUS o CLINITEK STATUS PLUS pueden ver un resultado en
la proporcion de albtimina/creatinina calificado de “Anormal” con el control de Nivel 1.

La aparicion de un precipitado cristalino macroscépico en el producto no afecta al rendimiento.

Polski

Przeznaczenie

Kontrole Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Control sg przeznaczone do stosowania
jako kontrole dla paskow odczynnikowych do badania oginego moczu, oznaczania mikroalbuminy i
kreatyniny za pomoca wymienionych metod testowych oraz jako kontrole do oznaczen potwierdzajacych,
takich jak K-CHECK i tabletki odczynnikowe Ictotest® oraz dla metod hCG.

Ponadto kontrola Dip&Spin Control moze by¢ takze stosowana jako Srodek stuzacy do walidacji przetwar-
zania i wirowania probek moczu pacjenta przed mikroskopowg ocena osadu moczu. Tylko do uzytku
profesjonalnego.

Podsumowanie i wyjasnienie

Materiaty kontrolne o znanych stezeniach sktadnika stanowig integralng cze$¢ procedur diagnostycznych.
Codzienne monitorowanie wartosci kontrolnych pozwala ustali¢ wewnatrzlaboratoryjne parametry dokfad-
nosci i precyzji dla metody testu.

Mikroskopowe kontrole KJ nalezy wykonywa¢ kazdego dnia, kiedy wykonywane sa badania. Standaryzowana
mikroskopowa ocena osadu moczu stanowi wazng cze$¢ rutynowej analizy moczu. Obok analizy fizycznej i
chemicznej badanie mikroskopowe moczu moze dostarczy¢ cennych informacii nie tylko na temat choréb
nerek i drég moczowych, lecz takze na temat choréb metabolicznych niezwigzanych z nerkami. Mikrosko-
powe badanie osadu moczu obejmuje zazwyczaj wykrywanie oraz identyfikacje krwinek czerwonych,
leukocytéw, komdrek nabtonka, bakterii, wateczkw i krysztatw.

Opis produktu

Kontrole Quantimetrix Dip&Spin Urinalysis Dipstick & Microscopics Controls sg dostarczane w postaci ptyn-
nej, gotowej do uzycia w dwdch poziomach. Nie wymagaja one rekonstytucji ani rozciericzania. Odczynniki
te sg przygotowywane z moczu ludzkiego, do ktérego dodano stabilizowane ludzkie krwinki czerwone i biate,
krysztaty szczawianu wapnia oraz inne substancje w celu uzyskania pozadanych reakcji po wykonaniu
oznaczenia z uzyciem metod opisanych w punkcie ,Przeznaczenie” Do produktu dodano takze $rodki konser-
wujace, aby zahamowac wzrost drobnoustrojow.

Przestroga

Zawiera mocz ludzki, ludzkie krwinki oraz ludzkg gonadotroping kosmdéwkowa (hCG) uzyskang z probek
moczu kobiet w cigzy. Ludzki materiat Zrdtowy hCG oraz wszystkie jednostki krwi pobrane od dawcéw

i tworzace materiat zrodtowy komdrek ludzkich stosowany do wytwarzania tego produktu zostat przete-
stowany z uzyciem metod akceptowanych przez FDA i uznany za niereaktywny w przypadku antygenu
powierzchniowego wirusa zapalenia watroby typu B i C oraz przeciwciata przeciwko wirusowi HIV 1i 2. Zadna
znana metoda testowa nie daje pewnosci, ze produkt uzyskiwany z materiatu pochodzenia ludzkiego nie
zawiera wirusow zapalenia watroby lub HIV. Z materiatem KJ nalezy postgpowac tak samo jak z prbka po-
brang od pacjenta. Materiaty K nalezy stosowac i usuwac zgodnie z wymaganiami przepiséw i wymaganiami
dotyczacymi akredytacii.

Ostrzezenia @ o zagrozeniach (H) i zwroty wskazujace srodki ostroznosci (P)
Zawiera mieszaning, 3(2H)-izotiazolonu, 5-chloro-2-metylo- z 2-metylo-3(2H)-izotiazolonem, 1,2-propylenowy
glikol, poziom 1; 2,4-pentanedion, poziom 2.

H317 - Moze powodowac reakcje alergiczng skory.

P261 - Unikac wdychania gazu / mgty / rozpylonej cieczy.

P272 - Zanieczyszczonej odziezy ochronnej nie wynosic poza miejsce pracy.

P280 - Stosowac rekawice ochronne / odziez ochronng / ochrong oczu.

P302+P352 - W PRZYPADKU KONTAKTU ZE SKORA: umy¢ duzg iloscig wody.

P333+P313 - W przypadku wystapienia podraznienia skory lub wysypki: zasiggna¢ porady / zgtosic sie pod
opieke lekarza.

P362+P364 - Zdjac zanieczyszczong odziez i uprac jg przed ponownym uzyciem.

P501 - Zawarto$¢/pojemnik usuwac zgodnie z przepisami miejscowymi, regionalnymi, krajowymi i
migdzynarodowymi.

Karta charakterystyki substancii (SDS) jest dostepna dla uzytkownikéw profesjonalnych na stronie
quantimetrix.com.
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Przechowywanie i stabilnosé

Nieuzywany zestaw kontroli Dip&Spin powinien by¢ przechowywany w temperaturze 2-8°C. Nie zamrazac.
W przypadku przechowywania w temperaturze 2-8°C kontrole zachowujg stabilnos¢ do daty waznosci
wskazanej na etykiecie. Po otwarciu kontrole zachowuja stabilno$¢ do daty waznosci podanej na etykiecie
pod warunkiem ich przechowywania w temperaturze 2-8°C pomigdzy kolejnymi zastosowaniami. Kontrole
nalezy wyrzuci, jesli dojdzie do jej zmetnienia lub pojawi sig silniejszy zapach. Kontrole nalezy wyrzuca¢ tak
samo jak inne prdbki biologiczne, zgodnie z lokalnymi wytycznymi.

Procedura paskowego badania ogélnego moczu i mikroskopowego badania
osadu moczu

Nalezy wyja¢ kontrole z lodowki, zdja¢ zatyczke z butelki i zatozy¢ na nig zatyczke do wylewek dofaczong

do opakowania kontroli. Pozostawic kontrolg do osiagniecia temperatury pokojowej (18-25°C) przez mniej
wiecej 15-90 minut, w zaleznosci od ilosci odczynnika pozostajacej w butelce. Doktadnie wymieszac kontrole,
odwracajac butelke co najmniej 20 razy, aby zapewni¢ jednorodno$¢ jej zawartosci. Unikac tworzenia piany.
Doktadne wymieszanie przed kazdym uzyciem jest wazne dla zapewnienia powtarzalno$ci wynikow. Wla¢ 12
ml kontroli do standardowej probéwki wirdwkowej o pojemnosci 15 ml.

W przypadku badania ogolnego moczu, oznaczenia mikroalbuminy i kreatyniny zanurzy¢ pasek odczynni-
kowy w probdwkach wirdwkowych zawierajacych kontrole tak, jakby byty to probki pobrane od pacjentéw.
Paski z odczynnikami do badania ogdlnego moczu nalezy odczytac wzrokowo lub za pomocg czytnika,
zgodnie z instrukcjami wydanymi przez producenta.

W przypadku mikroskopowej oceny osadu moczu kontrole nalezy traktowac tak jak probki pobrane
od pacjenta, zgodnie z instrukcjami wydanymi przez producenta stosowanego standaryzowanego systemu
mikroskopowego badania ogéinego moczu. Krajowa Komisja ds. Laboratoryjnych Norm Klinicznych (National
Committee for Clinical Laboratory Standards, NCCLS) zaleca stosowanie standaryzowanych systeméw w celu
uzyskiwania standaryzowanych, powtarzalnych wynikéw oraz aby umozliwi¢ podawanie nieprawidtowego
sktadu osadu w przeliczeniu na jednostke objgtosci'.

Procedura badan w kierunku hCG i badan potwierdzajacych

Uwaga: Butelki z kontrolg poziomu 1sg przeznaczone do stosowania jako kontrole ujemne w przypadku
metod oznaczania hCG. Butelki z kontrolg poziomu 2 sg przeznaczone do stosowania jako kontrole dodatnie
w przypadku metod oznaczania hCG.

Wiekszos¢ producentéw testow cigzowych okresla objetosc probki, jakiej nalezy uzy¢. Wiele zestawéw
zawiera pipety, ktorych nalezy uzy¢ do przeniesienia okreslonej objetosci prébki na urzadzenie testowe. Do
uzyskania prawidtowego wyniku testu konieczne jest uzycie wystarczajacej objetosci prébki.

W przypadku pobierania kontroli do testu w kierunku hCG i testéw potwierdzajacych bezposrednio z butelek
z odczynnikiem kontrolnym kazdy uzytkownik powinien potwierdzic, ze objetosc (liczba kropli) pobrana za
pomoca dofgczonej zatyczki do wylewek jest wystarczajaca, aby spetni¢ wymaganie w zakresie objetosci
probki dla zestawow testéw cigzowych i testow potwierdzajacych.

Wyja¢ kontrole z lodéwki. Pozostawic kontrole do osiagnigcia temperatury pokojowej (18-25°C) przez mniej
wigcej 15-90 minut, w zaleznoéci od ilo$ci odczynnika pozostajacej w butelce. Doktadnie wymiesza¢ kon-
trolg, odwracajac butelke co najmniej 20 razy, aby zapewnic jednorodno$¢ jej zawartosci. Unikac tworzenia
piany. Kontroli ujemnej i dodatniej nalezy uzyc tak jak probek pobranych od pacjenta, zgodnie z instrukcjami
dotaczonymi przez producenta do zestawu testu. W przypadku korzystania z tej samej butelki z kontrolg do
badania ogdinego moczu i badania mikroskopowego, nalezy usunac objetos¢ probki, jaka ma zosta¢ uzyta
do badan w kierunku hCG i badan potwierdzajacych po wirowaniu i przed wyrzuceniem supernatantu,
uwazajac, aby nie poruszy¢ osadu. Natychmiast zamknac zatyczke do wylewek i przechowywac kontrole w
temperaturze 2-8°C (kiedy nie sa uzywane).

Wartosci oczekiwane

W przypadku odczytow wizualnych oczekiwane zakresy ustalono na podstawie danych z réznych labora-
toriéw, pordwnujac reakcje paskowa, ktéra wystepuje w przypadku kontroli z karta poréwnawcza koloréw
dla wielu partii paskow lub tabletek odczynnikowych kazdego producenta. Aby uzyskac informacje na temat
oczekiwanych wartosci dla niewymienionych paskow odczynnikowych do badania oginego moczu, nalezy
skontaktowac sig z serwisem technicznym firmy Quantimetrix.

W przypadku odczytow instrumentu oczekiwane zakresy ustalono na podstawie danych z réznych
laboratoriéw dla wielu partii paskow kazdego producenta. Kazde laboratorium powinno ustali¢ wtasne
parametry precyzji.

W przypadku cigzaru wlasciwego oczekiwane zakresy wedtug refraktometru ustalono na podstawie
danych z réznych laboratoridw.

W przypadku hCG wyniki dodatnie i ujemne uzyskano, oznaczajac kazda partig kontroli z wieloma partiami
réznych zestawow w kierunku oznaczenia hCG o czutosci = 25 miU/ml.

W przypadku mikroskopowej oceny osadu moczu oczekiwane zakresy dla kazdego typu elementéw
morfotycznych ustalono na podstawie oznaczenia z uzyciem wielu butelek wskazanej partii za pomocg
wymienionych metod. Probka o objetosci 12 ml zostata odwirowana z predkoscig 400 RCF (wzgledna sifa
wirowania) przez 5 minut. Po wirowaniu osad moczu ponownie zawieszono w mniej wigcej 0,5 lub 1,0 ml po-
zostatego supernatantu zgodnie ze wskazowkami producenta naczyn plastikowych. Wymienione zakresy sg
oparte na zakresach elementéw obserwowanych pod 10-krotnym powigkszeniem. Uzycie innych systeméw
lub protokotdw moze da¢ odmienne wyniki. Kazde laboratorium powinno ustalic wtasne parametry precyzji.

Ograniczenia

Wszelkie zmiany wprowadzone w przysztosci przez producenta metody testowej mogq doprowadzi¢

do uzyskania warto$ci spoza wskazanego zakresu. Szczegétowe informacje na temat ograniczen
poszczegdlnych metod testowych mozna znalez¢ w punkcie ,Ograniczenia” w ulotce dotaczonej do
opakowania przez producenta. Informacje o aktualizacjach technicznych mozna znalez¢ w naszej witrynie
internetowej. Dziennik kontroli jakosci mozna pobrac z witryny internetowej firmy Quantimetrix pod adresem
quantimetrix.com lub kontaktujac si¢ z dziatem pomocy technicznej pod numerem telefonu

(310) 536-0006, opcja 3.

Uzytkownicy Chemstrip/CombiScreen/Combur/Multistix/Urocheck

Zabarwienie generowane przez reakcje urobilinogenu i/lub bilirubiny na tych paskach testowych po uzyciu
kontroli do paskowego badania ogdlnego moczu moga by¢ niecharakterystyczne dla przedstawionych na
etykiecie przez producenta w przypadku wzrokowego odczytywania wyniku reakcji na paskach testowych.
Reakcje urobilinogenu s3 powtarzalne i ulegajg intensyfikacji ze wzrostem stezenia urobilinogenu, ale moga
nie dac dokfadnie takiego zabarwienia, jakie zostato wskazane na etykiecie.

Uwaga: W przypadku kontroli poziomu 1 urzadzenia Siemens® CLINITEK 50 i Siemens® STATUS lub CLINITEK
STATUS PLUS moga wyswietli¢ wynik dla stosunku albumina/kreatynina jako ,nieprawidtowy".

Obecno$¢ makroskopowego osadu krystalicznego nie ma wptywu na dziatanie produktu.



Analytes/Method Level 1- 240921 Level 2 - 240922 Units Analytes Level 1 - 240921 Level 2 - 240922
Red Blood Cells (Erythrocytes) Accutest® URS 11 « URS 10 ¢ URS 4 Urine Reagent Strips (VISUAL)
77 Elektronika UriSed Variants / Leukocytes Negative 15 - 500 cells/pL (Tr - Lg)
Analyticon Urilyzer® Cell 0-25 5-145 p/uL Nitrite Negative Positive
Teco UriScope 50 / COBIO Variants 2-16 54 -123 p/uL Urobilinogen Normal (0.2 - 1 mg/dL) 1-8mg/dL’
Mindray EU-5600, EU-5300, EU-3000 0-25 20 - 100 p/L Protein Negative 30 - 2000 mg/dL (1+ - 4+)
En"ilr]g(r)% Er:’-éoeos, EH-2090C, EH-2090B Pro, 0-25 33-95 ol pH 5.0-7.0 75-85
- Blood Negative 25 - 200 cells/pL (Sm - Lg)
:‘{"[')":_'ay EU'_53°SR':;::’:;J;5LZ?C::’E g zg 25 233 E; Et Specific Gravity 1.010-1.025 1.000 - 1.015
Ketones Negative 5 -160 mg/dL (Tr - L
ROCHE cobas 6500 (cobas u 701) 0-25 30-90 plaL i : g . ] g/d (Ir - Ly
KOVA® GLASSTIC® SLIDE 10 with GRIDS 1-12 29-140 Pl Airbin coatlve m-19
Non-grid slides (~0.5 mL) 0-8 6-45 pihpt Glucose Negative 100 - 500 mg/dL (Tr - 2+)
Non-grid slides (~1.0 mL) 0-4 3-24 pihpf Ascorbic Acid " Negative Negative
Slide & Coverslip (~0.5 mL) 0-5 2-23 p/hpf Accustrip® URS Reader/Visual
Slide & Coverslip (~1.0 mL) 0-4 1-15 p/hpf Bilirubin Negative 11' 4 'gg/db 20 umolL)”
FisherBrand UriSystem DeciSlide 0-5 2-23 pihpt Siooa oot go" '25;)E(r m pmol/L)
White Blood Cells (Leukocytes) Glzzose N:g:tiv: 20 7000 n{gl;dL
77 Elektronika UriSed Variants / -
Analyticon Urilyzer® Cell 0-25 10-85 plL » — (21-' 55.6 "}mL“'/ b
Teco UriScope 50 / COBIO Variants 0-9 19-38 Pl etones egative (15+'_33‘,’2)'?295d_ 30.0 mmol)
Mindray EU-5600, EU-5300, EU-3000 0-25 0-60 p/L Leukocytes Negative 25 - 500 LewjlL
lénATngig%(E:I:)-%OQOB, EH-2090C, EH-2090B Pro, 0-20 0-40 p/uL Nitrite Negative Positive
Mindray EU-5300 Pro, EU-5600 Pro 0-20 0-40 piiL pH 5.0-65 70-9.0
Protein Negative 30 - >300 mg/dL
YD Diagnostics URISCAN PLUSCOPE 0-50 0-200 p/uL (0.3-5.0g/L) (1+ - 3+)
ROGHE cobas 6500 (50035 U 707) 03 T oL Specific Gravity (Density) ___ 1.010-1.025 1.000 - 1.020
KOVA® GLASSTIC® SLIDE 10 with GRIDS 0-9 12-55 Pl Urobilinogen T 28 mosdLy
Non-grid slides (~0.5 mL) 0-7 3-24 plhpf Beckman Coulter IRIS Diagnostics® iChem®VELOCITY™ Analyzer
Non-grid slides (~1.0 mL) 0-4 2-11 p/hpf - — NOT AVAILABLE
Siide & Coverslip (<05 mL) 0-4 0-10 plhpt Confirmatory and Other Tests
Slide & Coverslip (~1.0 mL) 0-2 0-9 pihpt K-CHECK (Ketones) Negative Small - Large
FisherBrand UriSystem DeciSlide 0-4 1-9 p/hpf Ictotest (Bilirubin) — Negative Positive
Refractometer (Specific 1.019 - 1.025 1.011-1.017
Gravi
77 Elektronika UriSed Variants / ) - o
Analyticon Urilyzer® Cell may be present  may be present hCG Negative Positive
Teco UriScope 50 / COBIO Variants Data not PH Paper 4.0-6.0 70-9.0
ROCHE cobas 6500 (cobas u 701) hone one Sulfosalicylic Acid Negative (< 0.05) " Positive (>0.50) "
Mindray EU-5600, EU-5300, EU-3000 none none (Total Protein) E—
Mindray EH-20908, EH-2090C. EH-20908 P Germaine® Laboratories ¢ AimStrip® and
EHo200nG Py S0, R o, none none FisherBrand® 10-SG Urine Reagent Strips e Visual
Mindray EU-5300 Pro, EU-5600 Pro none none Leukocytes Negative 70 - 500 Leu/pl (1+ - 3+)
YD Diagnostics URISCAN PLUSCOPE none none m‘;l':_f_nu — 3‘929:]‘";; omai :°s":': i
KOVA® GLASSTIC® SLIDE 10 with GRIDS none none iinog -2 mg g
Non-grid slides (~0.5 mL) none Tone Protein Negative - Trace 30 - 300 g/dL (1+ - 3+)
Non-grid slides (~1.0 mL) none none pH 5.0- 9'5 70-80
Siide & Coverslip (~0.5 mL) none none Blood Negative T+ -3+
Slide & Coverslip (~1.0 mL) none one Specific Gravity 1.015 - 1.025 1.005 - 1.015
FisherBrand UriSystem DeciSlide none none Ketones Negative - Trace 5- 160 mg/dL (Tr — 4+)
Crystals Bilirubin Negative 1-4mg/dL(1+ - 3+)
i i ; Glucose Negative 100 - 500 mg/dL (+ - 2+)
77 Elektronika UriSed Variants /
Analyticon Urilyzer® Cell may be present  present Germaine® Laboratories e AimStrip® and
Teco UriScope 50 / COBIO Variants Data not available FisherBrand® 10-SG Urine Reagent Strips ® AimStrip® Urine Analyzer Il
Leukocyt Negati 70 - L L(1+ -
Mindray EU-5600, EU-5300, EU-3000 none present NTt': it:cy es N:g:t:z: Pgsit?vof QUL (1+ - 3+)
Mindray EH 20908, EH-2090C, EH-2090BPM0, gy pe present  present Urobilinogen Normal (0.2 E.U/dL) 0.2-2mg/dL"
Mindray EU-5300 Pro, EU-5600 Pro none present Protein Negative Tr - 300 g/dL (x - 3+)
YD Diagnostics URISCAN PLUSCOPE none may be present pH 5.0-60 70-85
ROCHE cobas 6500 (cobas u 701) negative positive B'°°‘? - — Negative 1+-3+
KOVA® GLASSTIC® SLIDE 10 with GRIDS none present Specific Gravity 1.015-1.025 1.010-1.020
Non-grid slides (~0.5 mL) none present Ketones Negative 5 - 80 mg/dL (Ir - 3+)
Non-grid slides (~1.0 mL) none present Bilirubin Negative 1-4mg/dL (1+-3+)
Slide & Coverslip (~0.5 mL) none present Glucose Negative 250 - 1000 mg/dL (1+ - 3+)
Sliide & Coverslip (~1.0 mL) none present Henry Schein One Step Plus/Urispec Plus Analyzer (Visual)
Fnd UriSystem DeciSlide none present Bilirubin Negative (11;4_ ';'Eﬁlh ~70 ymolll)’
77 Elektronika UriSed Variants / Blood Negative - 10 Ery/jl 10 - 250 Ery/l
Analyticon Urilyzer® Cell may be present present Glucose Negative - Normal 50 - >500 mg/dL
- 8
Teco UriScope 50 / COBIO Variants Data not available Ketones Negative (2853 3557'1']8 ;EL"OIIL)
Mindray EU-5600, EU-5300, EU-3000 may be present present 9 (1+- 34) (2g.5 - 30 mmol/L)
lé/lrilr_nzi(r)%gr:;rzl’OQOB, EH-2090C, EH-20908 Pro, may be present  present Leukocytes Negative 25 - 500 Leu/pL
Mindray EU-5300 Pro, EU-5600 Pro may be present  present Nitrite Negative Positive
KOVA® GLASSTIC® SLIDE 10 with GRIDS may be present __ present PH_ 50-7.0 7.0-9.0
Non-grid slides (~0.5 mL) may be present present Protein Negative (3(;) 3' _5(5)00"!;%;11'“ -34)
Non-grid slides (1.0 mt) may be present __ present Specific Gravity (Density) ___ 1.005 - 1.025 1,000 - 1.020
Slide & Coverslip (~0.5 mL) may be present present —
n " Urobilinogen Normal 2-12 mg/dL
Slide & Coverslip (~1.0 mL) may be present present (34 - 200 pmol/L)?
FisherBrand UriSystem DeciSlide may be present present Ascorbic Acid 2 Negative Negative
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Analytes Level 1 - 240921 Level 2 - 240922 Analytes Level 1 - 240921

Level 2 - 240922

Leukocytes Negative 70 - 500 Cells/pL (1+ - 3+) Blood Negative 150 - 250 Ery/pL (4+ - 5+)
Nitrite Negative Positive Bilirubin Negative 3-6mg/dL (2+ - 39)*
Urobilinogen Normal (0.2 E.U./dL) 1-8EU/dL Urobilinogen Normal 1-8mg/dL (1+ - 3+)7*
Protein Negative 30 - 2000 mg/dL (1+ - 4+) Ketones Negative 50 - 150 mg/dL (3+ - 4+)
pH 5.0-6.0 7.5-9.0 Gl Normal 250 - 1000 mg/dL (3+ - 4+)
Blood Negative - 10 Ery/uL 1+-3+ Protein Negative ® 30 - 100 mg/dL (2+ -3+)7
Specific Gravity (1.0~) 1,015 - 1.030 1.005 - 1.015 Nitrite Negative Positive
Ketones Negative 5 - 160 mg/dL (Tr - Lg) Leukocytes Negative 100 - 500 Leu/pL (2+ - 3+)
Bilirubin Negative Sm-Lg(1+-3+) pH 5-6.5 8-9
Glucose Negative 100 - 500 mg/dL (Tr - 2+) Specific Gravity 1.015-1.025 1.000 - 1.020
Bilirubin Negative 1-4mg/dL Blood Negative 150 - 250 Ery/L (4+ - 5+)
_ (1+-3+) (17 - 70 pmol/L)” Bilirubin Negative 3- 6 mg/dL (2+ - 3+)*
Blood Negat!ve 10 - 250 Ery/pL Urobilinogen Normal 1-8mg/dL (1+-3+)7*
Glucose Negative - Normal (5;]3—%520207magr{]dmL ollL)® Ketones Negative 50 - 150 mg/dL (3+ - 4+)
Ketones Negative 25 - 300 mg/dL Gluco.se Normé.ll 300 - 1000 mg/dL (3+ - 4+)
(1+ - 3+) (2.5 - 30 mmol/L) Protein Negative ® 75 - 150 mg/dL (2+ -4+)7
Leukocytes Negative 25 - 500 Leu/pL Nitrite Negative Positive
Nitrite Negative Positive Leukocytes Negative 100 - 500 Leu/pL (2+ - 3+)
pH 5.0-7.0 7.0-9.0 pH 5-65 8-9
Protein Negative 30 - 500 mg/dL Specific Gravity 1.015 - 1.025 1.000 - 1.020
(03-500/) (1+-34
Specific Gravity 1.005 - 1.025 1.000 - 1.020 Glucose Negative 100 - 1000 mg/dL
Urobilinogen Normal 2 -12 mg/dL Bilirubin Negative Sm-Lg(1+-3+)
(34 - 200 pmol/L)” Ketones Negative 5 - 160 mg/dL (Tr - Lg)
Ascorbic Acid ™2 Negative Negative Specific Gravity 1.015 - 1.030 1.005 - 1.015
McKesson® Consult Diagnostics 10SG Urine Reagent Strips Visual Blood Negative Sm - Lg (1+ - 3+)
Glucose Negative 100 - 1000 mg/dL (+ - 3+) pH 5.0-65 75-85
Bilirubin Negative 1-4mg/dL (1+-3+) Protein Negative 30 - 300 mg/dL (1+ - 3+)
Ketones Negative 5- 160 mg/dL (x - 4+) Urobilinogen Normal (0.2 E.U./dL)® 2.0-8.0E.U/dL*
Specific Gravity 1.015-1.025 1.000 - 1.015 Nitrite Negative Positive
Blood Negative 1+ - 3+ Leukocy Negative Tr-Lg(Tr-34)
pH 5.0-6.0 75-90 Creatinine? 10 - 50 mg/dL 100 - 300 mg/dL
Protein Negative 30 - 300 mg/dL (1+ - 3+) SIEMENS® CLINITEK 50
Urobilinogen Normal (0.2 E.U./dL) 1 -8 mg/dL Gl Negative 100 - >1000 mg/dL (Tr - 2+)
Nitrite Negative Positive Bilirubin Negative Small - Large (1+ - 3+)
Leukocytes Negative 15 - 500 Leu/pl (x - 3+) Ketones Negative Trace - >80 mg/dL (Tr - 3+)
Specific Gravity 1.010->1.030 <1.005 - 1.020
Leukocytes Negative 15 - 500 Leu/pL (+ - 3+) Blood Negative Trace - Large (Tr - 3+)
Nitrite Negative Positive pH 50-6.5 7.0-85
Urobilinogen Normal (0.2 E.U./dL) 0.2- 2.0 mg/dL" Protein Negative Trace - >300 mg/dL (Tr - 3+)
Protein Negative Tr - 300 mg/dL (+ -3+) Urobilinogen Normal (0.2 E.U./dL) 1.0 - 40 EU./dL
pH 50-6.5 75-9.0 Nitrite Negative Positive
Blood Negative 25 - 200 Ery/pL (1+ - 3+) Leukocy Negative Trace - Large (Tr - 3+)
Specific Gravity 1.015-1.030 1.000 - 1.015 Microalbumin ' 10 - 30 mg/L 30 - 300 mg/L
Ketones Negative 5- 80 mg/dL (Tr - 3+) Creatinine® 10 - 100 mg/dL 50 - 300 mg/dL
Bilubi Nogatve -4 my/d {1+ -34)
Glucose Negative 100 - 1000 mg/dL (Tr - 3+) Glucose Negative 100 - 500 mg/dL (Tr - 2+)
Microalbumi 10- 30 mg/L 30 - 300 mg/L Bilirubin Negative Small - Large (1+ - 3+)
Creatinine 10 - 50 mg/dL 50 - 300 mg/dL Ketones Negative Tr - >80 mg/dL (Tr - 3+)
Specific Gravity 1.015 - >1.030 <1.005-1.020
Specific Gravity 1,015 - 1.030 1.000 - 1.010 Blood Negative Small - Large (1+ - 3+)
pH 5-6 7-9 pH 5.0-6.5 7.5->9.0
Leukocytes Negative 1+-2+ Protein Negative 30 - >300 mg/dL (1+ - 3+)
Nitrite Negative Positive Urobilinogen Normal (0.2 E.U./dL) 2.0 - >8.0 E.U./dL
Protein Negative 30 - 100 mg/dL (1+ - 2+) Nitrite Negative Positive
Glucose Normal 250 - 1000 mg/dL L y Negative Small - Large (1+ - 3+)
Ketones Negative 2+ -3+ Creatinine? 10 - 50 mg/dL 50 - 300 mg/dL
Urobilinogen ®* Normal 1-12mg/dL (1+ - 4+4) SIEMENS® CLINITEK ADVANTUS
Bilirubin ** Negative 1+-3+ Glucose Negative 100 - 500 mg/dL (Tr - 2+)
Blood Negative 50 - 250 Ery/pL Bilirubin Negative Small - Large (1+ - 3+)
Microalbumin ® Negative 50 - 100 mg/L Ketones Negative Trace - >80 mg/dL (Tr - 3+)
Specific Gravity 1.015 - >1.030 <1.005-1.025
Blood Negative 50 - 250 Ery/pL (1+ - 2+) Blood Negative Small - Large (1+ - 3+)
Bilirubin Negative 3 -6 mg/dL (2+ - 3+)* pH 5.5-6.5 75->9.0
Urobilinogen Normal 1-8mg/dl (1+-3+)"™ Protein Negative 30 - >300 mg/dL (1+ - 3+)
Ketones Negative 50 - 150 mg/dL (2+ - 3+) Urobilinogen Normal (0.2 E.U./dL) 1.0 - >8.0 EU./dL
Glucose Normal 250 - 1000 mg/dL (2+ - 3+) Nitrite Negative Positive
Protein Negative ® 30-100 mg/dL (1+ - 2+)7 Leukocy Negative Trace - Large (Tr - 3+)
Nitrite Negative Positive Creatinine? 10 - 50 mg/dL 50 - 300 mg/dL
Leukocytes Negative 75 - 500 Leu/uL (1+ - 2+) SIEMENS CLINITEK STATUS/ STATUS PLUS/STATUS CONNECT
pH 5-65 8-9 Gl Negative 100 - 500 mg/dL (Tr - 2+)
Specific Gravity 1.015 - 1.025 1.000 - 1.015 Bilirubin Negative Small - Large (1+ - 3+)
Ketones Negative Trace - >160 mg/dL (Tt - 4+)
Blood Negative 150 - 250 Ery/uL. Specific Gravity 1.010 -1.025 1.010 - 1.025
Leukocytes Negative 100 - 500 Leu/pL Blood Negative Small - Large (1+ - 3+)
Nitrite Negative Positive pH 5.0- 6.0 6.5->9.0
Ketones Negative 50 - 150 mg/dL Protein Negative 30 - >300 mg/dL (1+ - 3+)
Glucose Normal 250 - 1000 mg/dL Urobilinogen Normal (0.2 E.U./dL) 2.0 - 8.0 E.U./dL
Protein Negative® 30 - 100 mg/dL’ Nitrite Negative Positive
Urobilinogen Normal 1-8mg/dL7* Leuk Negative Trace - Large (Tr - 3+)
Bilirubin Negative 3-6mg/dL* Microalbumin' 10 - 30 mg/L 30 - 300 mg/L
pH 5-6.5 8-9 Creatinine ® 10 - 100 mg/dL 100 - 300 mg/dL
Specific Gravity 1.017 - 1.029 1.009 - 1.020 hCG Negative Positive
Color Yellow - Pale Yellow Brown
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Analytes Level 1 - 240921 Level 2 - 240922 Method Level 1 - 240921  Level 2 - 240922  Units

Teco Diagnostics (Visual)

Glucose Negative 100 - 500 mg/dL (Tr - 2+) m EIektm"ﬂkrﬁyligrsédc‘g{iams ! may be present present
Bilirubin Negat!ve Small - Large (1+ - 3+) Teco UriScope 50 / COBIO Variants Data not
gem'?ff’s o :“%‘:‘g“": 7 za;‘gé 801 |(1]12g(/] L Mindray EU-5600, EU-5300, EU-3000 none present

pecific Gravity .010- 1. <1.005 - 1. -

Mindray EH-2090B, EH-2090C, EH-2090B Pro,

Blood Negative Small - Large (1+ - 34) EH-20906 Pro may be present present
pH 55-7.0 6.5-8.0 Mindray EU-5300 Pro, EU-5600 Pro none present
Protein Negative 30 - 300 mg/dL (1+ - 3+) YD Di URISCAN PLUSCOPE none may be present
Urabilinogen Normal (0.2 E.U/dL) 2->8 EU/dL ROCHE cobas 6500 (cobas u 701) negative positive
Nitrite Negative Positive KOVA® GLASSTIC® SLIDE 10 with GRIDS none present
Leukocytes Negative Trace - Lg (Tr - 3+) Non-grid slides (~0.5 mL) none present
Albumin 10 - 30 mg/L 80 - 150 mg/L Non-grid slides (~1.0 mL) none present
Creatinine 10 - 50 mg/dL 50 - 200 mg/dL Slide & Coverslip (~0.5 mL) none present
Teco Diagnostics TC-101 ¢ TC-201 ¢ TC-720 Urine Analyzer Slide & Coverslip (~1.0 mL) none present
Glucose Negative 100 - 1000 mg/dL FisherBrand UriSystem DeciSlide none present
Bilirubin Negative Sm-Lg (1+-3+) Bacteria
Ketor.lejs - Negative Trace - >80 mg/dL 77 EIektronﬁlf—ﬁyligrsédc‘s“lants / may be present present
Specific Gravity 1.010 - 1.025 <1.005 - 1.015 thad -
Blood Negative Small - Large (1+ - 3+) Te.co UriScope 50 / COBIO Variants Data not
pH 50-65 70-85 Mindray EU-5600, EU-5300, EU-3000 may be present present
Protein Negative Trace - >300 mg/dL (Tr - 3+) E"AT%{,Z‘{,E'}'%OQOB' EH-2090C, EH-20908 Pro, may be present  present
Urobilinogen Normal (0.2 E.U./dL) 0.2 - >8 E.U./dL Mindray EU-5300 Pro, EU-5600 Pro may be present present
Nitrite Negative Positive KOVA® GLASSTIC® SLIDE 10 with GRIDS may be present present
Leukocytes Negative Tr - Mod (Tr - 2+) Non-grid slides (~0.5 mL) may be present present
Albumin 10 - 30 mg/L 80-150 mg/L Non-grid slides (~1.0 mL) may be present present
Creatinine 10 - 50 mg/dL 50 - 200 mg/dL Slide & Coverslip (~0.5 mL) may be present present

Uriscan™ e 10 SGL Strips (Visual)

Analytes Level 1 - 240921 Level 2 - 240922

Bii Noomive 350 oo
Bilirubin Negative 0.5-3.0 mg/dL (1+ - 3+) tromka (Visual / An) 1- 6 ma/dL (17 - 100 pmol/L)®
Urobilinogen Negative - Normal 1-12mg/dL (1+ - 4+) — 4 .
Ketones Negative 5- 100 mg/dL (x - 34) o Norimal 2- 12 mg/d (35 - 200 ymolL)
— Ketones gati 5 - 150 mg/dL (0.5 - 15 mmol/L,
Protein Negative 30 - 1000 mg/dL ( 1+ - 4+)7 1o Acid " Negative oL ¢ )
2;‘"“" xega:!"e ;gts)mvzeooo s Glucose Normal 50 - 1000 mg/dL (2.8 - 56 mmol/L)
ucose egative - 2000 mg/dL (1+ - 4+) Protein i 15 - 500 mg/dL (0.15 - 5 g/L)
PH 50-65 75-85 Blood 10 - 300 Ery/uL
pH 5-6 7-8
INTERNATIONAL USE ONLY Nitrie - Positive
This Section is for International Use only and contains data for methods Leukocytes Negative 75 - 500 Leu/yL
that are not available or cleared for diagnostic use in the United States. Specific Gravity 1.010 - 1.030 1.000 - 1.025
Method Level 1-240921 Level 2 - 240922 Units Creatinine 10 - 50 mg/dL (0.9-4.4 mmol/L) 50 - 300 mg/dL (4.4 - 26.5 mmol/L)
Red Blood Cells (Erythrocytes) Microalbumin <10 mg/L 150 - 500 mg/L
77 Elektronika UriSed Variants / Analyticon® Combi Screen (Visual)
Analyticon Urilyzer® Cell 0-25 5-145 P/ Bilirubin gati 1+ -3+
Teco UriScope 50 / COBIO Variants 2-16 54 -123 p/uL Urobili Normal 2 - 12 mg/dL (35 - 200 pmol/L)®*
Mindray EU-5600, EU-5300, EU-3000 0-25 20 - 100 p/uL Ketones i ) -3+
gnﬁr_ng(r)%gltriogos, EH-2090C, EH-20908 Pro, 0-25 33-95 pAuL Ascorbic Acid *? Negative Negative
Mindray EU-5300 Pro, EU-5600 Pro 0-2 3%-0 Pl g'”f"_se Normal gg - ;ggo m%ﬂ" (2.8 - 5 mmolt)
YD Diagnostics URISCAN PLUSCOPE 0-50 0-200 pliL B:" Z‘“ gatve. a0 ?g/ s
ROCHE cobas 6500 (cobas u 701) 0-25 30-90 Pl :° g - S00 Ery/ut (1+ - 3+)
KOVA® GLASSTIC® SLIDE 10 with GRIDS 1-12 29-140 [ Ll 5-7_ - 6-9
Non-grid slides (~0.5 mL) 0-8 6-45 p/hot Nitrite i Positive
Non-grid slides (~1.0 mL) 0-4 3-24 p/hpf L ooytes 25 - 500 Leu/pL.
Slide & Coverslip (~0.5 mL) 0-5 2-23 p/hpf Specific Gravity 1.010 - 1.020 1.000 - 1.010
Slide & Coverslip (~1.0 mL) 0-4 1-15 p/hpf Creatinine 10 - 100 mg/dL (0.9 - 8.8 mmol/L) 100 - 300 mg/dL (8.8 - 26.5 mmol/L)
FisherBrand UriSystem DeciSlide 0-5 2-23 p/hpf Microalbumin 10 - 80 mglL 150 - 500 mg/L

White Blood Cells (Leukocytes)

Analyticon® Urilyzer® 100 Pro and Urilyzer® Auto

77 Elektronika UriSed Variants / Bilirubin Negative 1-4mg/dL, 17 - 70 pmol/L (1+ - 3+)
Analyticon Urilyzer® Cell 0-25 10-85 P U Normal 2- 12 mg/dL 35-200 pmol/L
Teco UriScope 50 / COBIO Variants 0-9 19-38 p/L (+-4+)°
Mindray EU-5600, EU-5300, EU-3000 0-25 0-60 p/hL Ketones Negative 20) 300 gL, 1.0 - 30 mmol/L
; +) - 3+
Mindray EH 20908, EH-2090C, EH-2090BPro, . 59 0-40 Pl Ascorbic Acid ™ gative - 20 mg/dL, Negative - 1+_Negative - 20 mg/dL, Negative- 1+
Mindray EU-5300 Pro, EU-5600 Pro 0-20 0-40 p/L Glucose Normal ?10; 122? mg/dL, 2.8 - 56 mmol/L
;2(?;19"°s"°2:§(;SCA: PLU:SPPE g - 22 (2]3 23? "; ”t Protein g 30- 500 mg/dL, 0.3-5 g/L (1+- 34)
cobas 6500 (cobas u 701) - - P Blood gative® 10 - 300 Ery/pL (1+ - 34)
KOVA® GLASSTIC® SLIDE 10 with GRIDS 0-9 14-55 p/uL oH 57 5°8
Non-grid slides (~0.5 mL) 0-7 3-24 p/hpf — 5 —
—— Nitrite Positive
Non-grid slides (~1.0 mL) 0-4 2-1 p/hpf
- - Leukocy 25 - 500 Lew/pL (1+ - 3+)
Slide & Coverslip (~0.5 mL) 0-4 0-10 p/hpf — -
Siide & Coversiip (~1.0 mL) 0.4 ) plhpf Specific Gravity 1.010 - 1.030 1.000 - 1.020
FisherBrand UriSystem DeciSiide 0.4 19 plhof Cr.eatlnlne i 10 - 50 mg/dL (0.9 - 4.4 mmol/L) 50 - 300 mg/dL, (4.4 - 26.5 mmol/L)
Microalbumin 10 - 80 mg/L 150 - 500 mg/L

77 Elektronika UriSed Variants /

CHUNGDO Visual / Analyzers

Analyticon Urilyzer® Cell may be present  may be present Blood g 10 - 250 RBC/pL (1+ - 3+)
Teco UriScope 50 / COBIO Variants Data not Bilirubin g Neg - 1.0 mg/dL (Neg - 2+)
ROCHE cobas 6500 (cobas u 701) none none U Normal (0.1) 1-12mg/dL (1+ - 4+)
Mindray EU-5600, EU-5300, EU-3000 none none Ketones i 5-100 mg/dL (+ - 3+)
Mindray EH-2090B, EH-2090C, EH-2090B Pro, none none Protein 10 - 100 mg/dL (= - 2+)
EH-2090C Pro Nitrite Positive
Mindray EU-5300 Pro, EU-5600 Pro none none Glucose Negative 100 - 500 mg/dL (= - 24)
YD Diagnostics URISCAN PLUSCOPE none none oH 5.0-6.0 65-85
KOVA® GLASSTIC® SLIDE 10 with GRIDS none none Specific Gravily 1.015-1.030 1.005- 1015
Non-grid slides (~0.5 mL) none none L v Negative 75 - 500 WBC/L (1+ - 34)
Non-grid slides (~1.0 mL) none none ic Acid 2 Normal Normal
Slide & Coverslip (~0.5 mL) none none
Slide & Coverslip (~1.0 mL) none none
FisherBrand UriSystem DeciSlide none none
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Analytes Level 1 - 240921 Level 2 - 240922

CYPRESS DIAGNOSTICS Urine Strips ® CYANStrip « CYANStrip Mini  Visual

Analytes Level 1 - 240921 Level 2 - 240922

DFI’s CYBOW R-60(60S)/ComboStik R-60(60S)/DUS R-60(60S)

Urobilinogen Normal (0.1~1 mg/dL) 1~8 mg/dL (16~131 pmol/L) "' Urobilinogen Normal (0.1~1 mg/dL) 1~8 mg/dL (16~131 pmol/L)
Glucose Negative 50~2000 mg/dL (2.8~111 mmol/L) Glucose Negative 50~2000 mg/dL (2.8~111 mmol/L)
Bilirubin Negative Small~Large (1+~3+) Bilirubin Negative Small~Large (1+~3+)

Ketones Negative 5~160 mg/dL (0.5~16 mmol/L) Ketones Negative 5~160 mg/dL (0.5~16 mmol/L)
Specific Gravity 1.015~1.030 1.005~1.020 Specific Gravity 1.015~1.030 1.005~1.020

Blood Negative 10~250 RBC/uL (1+~3+) Blood Negative 10~250 RBC/pL (1+~3+)

pH 5~6.5 7~9 pH 5~6.5 7~9

Protein Negative gﬁgggg :|;n+ /dL (0.15~3.0 g/L) Protein, Total Negative gﬁ;gggsn:)g/dL (0.15~3.0 g/L)
Nitrite Negative Positive Nitrite Negative Positive

Leukocytes Negative 15~500 WBC/uL (Trace~3+) Leukocytes Negative 15~500 WBC/pL (Trace~3+)
Microalbumin 10~50 mg/dL (0.9~4.4 mmol/L)  50~300 mg/dL (4.4~26.5 mmol/L) Creatinine 10~50 mg/dL (0.9~4.4 mmol/L)  50~300 mg/dL (4.4~26.5 mmol/L)
Creatinine 10 mg/L 30~150 mg/L Microalbumin 10 mg/L 30~150 mg/L

DiaLab Urine Strip Analyzer 500/Urine Strip 10C/Urine Strip 2MC

ERBA LACHEMA DekaPHAN LAURA STRIPS & LAURA Urine Analyzer
ERBA Mannheim Uro-dip 10e STRIPS & Uro-dipcheck 400e Urine Analyzer

Leukocytes Negative 15 - 500 Leu/pL — -

Nitrite Negative Positive Bilirubin Negative 81 ;6_ rgg)/dL (17 - 103 pmol/L)

Urobi!inogen 0.2 (N.orm) mg/dL 0.2 - 4 mg/dL Blood Negative 50 - 250 Ery/jiL (2+ - 34)

Protein Negative 30 - 200 mg/dL Glucose Negative 100 - 1000 mg/dL

pH 5.0-6.5 7.0-85 (5.5 - 55 mmol/L) (2+ - 4+)

Blood Negative 1+-3+ Ketones Negative 16 - 156 mg/dL (1.5 - 15 mmol/L)

Specific Gravity 1.010 - 1.030 1.005 - 1.020 (1+-34)

Ketones Negative 5 - 160 mg/dL Leukocytes Negative 75 - 500 Leu/pL (2+ - 3+)

Bilirubin Negative 1-4mg/dL Nitrite Negative Positive

Glucose Negative 100 - 500 mg/dL pH 5-65 7-9

Creatini 10 - 50 mg/dL 50 - 300 mg/dL Protein Negative 30 - 500 mg/dL (0.3 - 5 g/L)

Microalbumin 1 - 3 mg/dL 3 - 15 mg/dL — . (1+-3+4)

Spcific Gravity 10151030 42 marL (17 - 51 pmoll)

Urobilinogen Norme.ll (0.1~1 mg/dL) 1~8 mg/dL (16~131 pmol/L) " Urobilinogen Normal 1-3mg/dL (17 - 51 umoll)

Glucose Negative 50~2000 mg/dL (2.8~111 mmol/L) (1+ - 24)

Bilirubin Negative Small~Large (1+~3+) ERBA LACHEMA DekaPHAN LAURA STRIPS & LAURA M Urine Analyzer

Ketones Negative 5~160 mg/dL (0.5~16 mmol/L) ERBA Mannheim Uro-dip 10e STRIPS & LAURA M Urine Analyzer

Specific Gravity 1.015~1.030 1.005~1.020 Bilirubin Negative 21 ;3 'gggdL (17 - 103 umol/L)

Blood Negative 10~250 RBC/uL (1+~3+) Blood Negative 50 - 250 Ery/pL 2+ - 34)

pH 5-65 -9 Glucose Negative 100 - 1000 mg/dL

Protein, Total Negative 81?;3393'2?/& (0.15~3.0 g/L) (5.5 - 55 mmol/L) (2+ - 4+)

— - — Ketones Negative 16 - 156 mg/dL (1.5 - 15 mmol/L)

Nitrite Negative Positive (1+ - 34)

Leukocytes Negative 15~500 WBC/uL (Trace~3+) 1 v Negative 75 - 500 Leu/pL (2+ - 3+)

Creatini 10~50 mg/dL (0.9~4.4 mmol/L) 50~300 mg/dL (4.4~26.5 mmol/L) Nitrite Negative Positive

Microalbumin 10 mg/L 30~150 mg/L pH 6 7-9

Protein Negative 30- 500 mg/dL (03 -5 g/L)

Urobilinogen Normal (0.1~1 mg/dL) 1~8 mg/dL (16~131 pmol/L) "' (14 - 3+)

Glucose Negative 50~2000 mg/dL (2.8~111 mmol/L) Specific Gravity 1,020 - 1,030 1.000 - 1.015

Bilirubin Negative Small~Large (1+~3+) Urobilinogen Normal Norm - 3 mg/dL

Ketones Negative 5~160 mg/dL (0.5~16 mmol/L) (Norm - 51 pmol/L) (Norm - 2+)

Specific Gravly 1015-1.060 1.005-1.020 ERBA Mannheim Uro-tip 106 STRIPS & Uro-dipcheck 24be Urine Analyzer

Blood Negative 10~250 RBC/pL (1+~3+) Bilirubin Negative 1 - 6 mg/dL (17 - 103 pmol/L)

pH 5~6.5 7~9 (1+-3+)

Protein, Total Negative 15~300 mg/dL (0.15~3.0 g/L) Blood Negative 50 - 250 Ery/pL (2+ - 3+)
(Trace~3+) "

— - — Glucose Negative 100 - 1000 mg/dL

Nitrite Negative Positive (5.5 - 55 mmol/L) (2+ - 4+)

Leukocytes Negative 15~500 WBC/pL (Trace~3+) Ketones Negative 16 - 156 mg/dL (1.5 - 15 mmol/L)

Creatinine 10~50 mg/dL (0.9~4.4 mmol/L)  50~300 mg/dL (4.4~26.5 mmol/L) (1+ - 3+)

Micoalbumin 10 mg/L 30~150 mg/L Leukocytes Negative 75 - 500 Leu/pL (2+ - 3+)

Niite Neglive Positve

Urobilinogen Normal (0.1~1 mg/dL) 1~8 mg/dL (16~131 pmol/L) ! pH 5-6.5 7-9

Glucose Negative 50~2000 mg/dL (2.8~111 mmol/L) Protein Negative 30 - 500 mg/dL (0.3 - 5 g/L)

Bilirubin Negative Small~Large (1+~3+) (1+-3+)

Ketones Negative 5-160 mg/dL (0.5-16 mmol/L) Specific Gravity 1.020 -1.030 1.000-1.015

Specific Gravity 1.015-1.030 1.005-1.020 Urobilinogen Normal :“Nﬂof:‘r’" _35;"%]1(';' 1) Morm - 24)

Blood Negative 10~250 RBG/L (1+~3+) ERBA LACHEMA DekaPHAN LAURA STRIPS (Visuial)

pH 5~6.5 7~9 ERBA Mannheim Uro-dip 10e STRIPS (Visual)

Protein, Total Negative 15~300 mg/dL (0.15~3.0 g/L) Bilirubin Negative 3 -6 mg/dL (51 - 103 pmol/L)
(Trace~3+) (2+-34)

Nitrite Negative Positive Blood Negative 10 - 250 Ery/pL (1+ - 3+)

Leukocytes Negative 15~500 WBC/pL (Trace~3+) Glucose Negative 300 - 1000 mg/dL (17 - 55 mmol/L)

Creatini 10~50 mg/dL (0.9~4.4 mmol/L)  50~300 mg/dL (4.4~26.5 mmol/L) (3+-44)

Micoalbumin 10 mg/L 30~150 mg/L Ketones Negative 52 - 156 mg/dL (5 - 15 mmol/L)

DFI CYBOW Reader 600S » ComboStik R-600S ¢ DUS R-600S * Reader 720 « Combostik (2+-34)

R-700  DUS R-720 » DFI CYBOW Reader 720 « ComboStik R-700 ¢ DUS R-720 Leukocytes Negative 75 - 500 Leu/pL (2+ - 3+)

Urobilinogen Normal (0.1~1mg/dL) 1~8 mg/dL (16~131 pmol/L) "' Nitrite Negative Positive

Glucose Negative 50~2000 mg/dL (2.8~111 mmol/L) pH 5-6 7-9

Bilirubin Negative Small~Large (1+~3+) Protein Negative 30-100 mg/dL (0.3 -1 g/L)

Ketones Negative 5~160 mg/dL (0.5~16 mmol/L) (1+-24)

Specific Gravity 1.015~1.030 1.005~1.020 Specific Gravity 1.020 - 1.030 1.000 - 1.015

Blood Negative 10~250 RBC/uL (1+~3+) Urobilinogen Normal 11- 3 lgg/dL (17 - 51 pmol/L)

pH 5-6.5 7-9 (i+-24)

Protein, Total Negative 15~300 mg/dL (0.15~3.0 g/L)
(Trace~3+)

Nitrite Negative Positive

Leukocytes Negative 15~500 WBC/uL (Trace~3+)

Creatini 10~50 mg/dL (0.9~4.4 mmol/L)  50~300 mg/dL (4.4~26.5 mmol/L)

Microalbumin 10 mg/L 30~150 mg/L
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Analytes

Level 1 - 240921

Mindray EU-5600, EU-5300, EU-3000

Level 2 - 240922 Analytes Level 1 - 240921

Level 2 - 240922

ROCHE Cobas u 411 Urine Analyzer

Leukocytes Negative 70~500 Leu/pL(1+~3+) Blood Negative 150 - 250 Ery/uL (4+ - 5+)
Urobilinogen Normal 2~8 mg/dL(1+~3+) Bilirubin Negative 3-6 mg/dL (2+ - 3+)*
Microalbumin 10~80mg/L 30~150 mg/L Urobilinogen Normal 1-8mg/dL (1+ - 3+)7*
Protein Negative 30~300 mg/dL(1+~3+) Ketones Negative 50 - 150 mg/dL (3+ - 4+)
Bilirubin Negative 1~6 mg/dL(1+~3+) Glucose Normal 300 - 1000 mg/dL (3+ - 4+)
Glucose Negative 100~500 mg/dL(1+~3+) Protein Negative® 75 - 150 mg/dL (2+ - 3+)”
Specific Gravity 1.010~1.025 1.000~1.015 Nitrite Negative Positive

Ketones Negative 15~80 mg/dL(1+~3+) Leukocytes Negative 100 - 500 Leu/pL (2+ - 3+)
Nitrite Negative Positive pH 5-6.5 8-9

Creatinil 0.9~8.8 mmol/L 8.8~26.5 mmol/L Specific Gravity 1.015 - 1.025 1.000 - 1.020

" 50-65 70-80
Blood Negative 25~200 Ery/pL(1+~3+) Blood Negative 150 - 250 Ery/uL (4+ - 5+)
Ascorbic Acid Negative Negative Bilirubin Negative 3-6mg/dL 2+ - 3+)*
Urobinagen Norml -8 Myl 1+-31)"
Leukocytes Negative 70~500 Leu/pL(1+~3+) Ketones Negative 50 - 150 mg/dL (3+ - 4+)
Urobilinogen Normal 2~8 mg/dL(1+~3+) Glucose Normal 300 - 1000 mg/dL (3+ - 4+)
Microalbumin 10~80 mg/L 30~150mg/L Protein Negative® 75- 150 mg/dL (2+ - 4+)7
Protein Negative 30~300 mg/dL(1+~3+) Nitrite Negative Positive

Bilirubin Negative 1~6 mg/dL(1+~3+) Leukocytes Negative 100 - 500 Leu/pL (2+ - 3+)
Glucose Negative 250~1000 mg/dL(2+~4+) pH 5-6.5 8-9

Specific Gravity 1.010~1.025 1.005~1.020 Specific Gravity 1.015 - 1.025 1.000 - 1.020

Ketones Nogatie 16-80 mg/dL+-3%)
Nitrite Negative Positive Blood Negative 10~250 RBC/uL (1+~3+)
Creatinine 0.9~8.8 mmol/L 8.8~26.5 mmol/L Bilirubin Negative 0.5~3.0 mg/dL (1+~3+)*7
pH 5.0~6.5 6.5~8.5 Urobilinogen Normal 1~12 mg/dL (1+~4+)
Blood Negative 25~200 Ery/pL(1+~3+) Ketones Negative 10~100 mg/dL (1+~3+)
Ascorbic Acid Negative Negative Protein Negative 30~1000 mg/dL (1+~4+)
Niie Negatve poie

Leukocytes Negative 70~500 Leu/pL(1+~3+) Glucose Negative 250~2000 mg/dL (1+~4+)
Urobilinogen Normal 2~8 mg/dL(1+~3+) pH 5.0~6.5 6.5-8.5

Microalbumin 10~80 mg/L 30~150mg/L Specific Gravity 1.015~1.030 1.005~1.020

Protein Negative 30~300 mg/dL(1+~3+) Leucocytes Negative 25~500 WBC/uL (1+~3+)
Bilubi Nogatie -6 mgil{1+~34
Glucose Negative 250~1000 mg/dL(2+~4-+) Blood Negative 10~250 RBC/uL (1+~3+)
Specific Gravity 1.015~1.030 1.005~1.020 Bilirubin Negative 0.5~3.0 mg/dL (1+~3+)*7
Ketones Negative 15~80 mg/dL(1+~3+) Urobilinogen Normal 1~12 mg/dL (1+~4+)
Nitrite Negative Positive Ketones Negative 10~100 mg/dL (1+~3+)
Creatinine 0.9~8.8 mmol/L 8.8~26.5 mmol/L Protein Negative 30~1000 mg/dL (1+~4+)
pH 5.0~6.5 6.5~8.5 Nitrite Negative Positive

Blood Negative 25~200 Ery/pL(1+~3+) Glucose Negative 100~1000 mg/dL (x~3+)
Ascorbic Acid Negative Negative pH 5.0~6.5 6.5~8.5

Specifc Gty 1.010-1.030 1.005~1.020

Specific Gravity 1.015 - 1.030 1,000 - 1.010 Leucocytes Negative 25~500 WBC/uL (1+~3+)
pH 5-6 7-9 Microalbumin Negative~30 mg/L 30~150 mg/L

Leukocytes Negative 75 - 500 Leu/pL (2+ - 3+) Creatinine 10~100 mg/dL 50~300 mg/dL

Nitrte Negative Positive
Protein Negative 30 -100 mg/dL (1+ - 2+) Blood Negative 10~250 RBC/uL (1+~3+)
Glucose Normal 300 - 1000 mg/dL (3+ - 4+) Bilirubin Negative 0.5~3.0 mg/dL (1+~3+)*7
Ketones Negative 50 - 150 ma/dL (2+ - 3+) Urobilinogen Normal 1~12 mg/dL (1+~4+)
Urobilinogen ¢ * Normal 1-12mg/dL (1+ - 4+) Ketones Negative 10~100 mg/dL (1+~3+)
Bilirubin8* Negative 1+ -3+ Protein Negative 30~1000 mg/dL (1+~4+)
Blood Negative 50 - 250 Ery/pL (3+ - 4+) Nitrite Negative Positive

Microalbumin gati 50 - 100 mg/L Glucose Negative 100~1000 mg/dL (+~3+)
ROCHE cobas 6500 (cobas u 601) pH 5.0~6.5 6.5~8.5

Blood Negative 150 - 250 Ery/pL Specific Gravity 1.014~1.030 1.006~1.022

Leukocytes Negative 100 - 500 Leu/pl Leucocytes Negative 25~500 WBC/uL (1+~3+)
Nie Nogatve Poste
Ketones Negative 15 - 150 mg/dL Blood Negative 10~250 RBC/uL (1+~3+)
Glucose Normal 300 - 1000 mg/dL Bilirubin Negative 0.5~3.0 mg/dL (1+~3+)*7
Protein Negative® 75 - 150 mg/dL” Urobilinogen Normal 1~12 mg/dL (1+~4+)
Urobilinogen Normal 1-8mg/dL7* Ketones Negative 10~100 mg/dL (1+~3+)
Bilirubin Negative 3 -6 mg/dL* Protein Negative 30~1000 mg/dL (1+~4+)
pH 5.0-6.5 8-9 Nitrite Negative Positive

Specific Gravity 1.017 - 1.029 1.009 - 1.020 Glucose Negative 100~1000 mg/dL (+~3+)
Color Yellow - Pale Yellow Brown pH 5.0~6.5 6.5~8.5

Clarity Clear Clear Specific Gravity 1.014~1.030 1.006~1.022

Loucocyts Negative 26-500 WBGAL (1+~39)
Blood Negative 50 - 250 Ery/pL (3+ - 4+)

Bilirubin Negative 3-6 mg/dL (2+ - 3+)*

Urobili Normal 1-8mg/dL (1+ - 3+)7*

Ketones Negative 50 - 150 mg/dL (2+ - 3+)

Glucose Normal 300 - 1000 mg/dL (3+ - 4+)

Protein Negative ® 25-150 mg/dL (1+-3+4)7

Nitrite Negative Positive

Leukocytes Negative 100 - 500 Leu/pL (2+ - 3+)

pH 5-6.5 8-9

Specific Gravity 1.015 - 1.025 1.000 - 1.015
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ENGLISH

1 Values only apply to Ciinitek Microalbumin Reagent Strips when read on the Clnitek 50 & Status.

2 Values only apply to Wulistix ro™ Reagent Strps

3 Values only apply to Mulstix Pro and Ciinitek Microaloumin Reagent Strips when read on Clinitek Urine Analyzers

4 VISUAL: Some customers may obtain fals negaives,

5 Values apply to Chemstrip’ Micral Reagent Strips

6 Some customers may obtain false postives

7 Some customers may obtain false negatives.

8 Aypicalcolor

10 Absorbance at 620 nm

11 The urobilinogen reaction produces an atypical color which may result in a normal (0.2 EU./dL) reading. Should this
occur,a visual observation of the inensication ofthe pad colorindicates a posiiv response.

12 For information purposes only

* See Limitations

UTSCH

Werte gelten nur f Clinitek Mikroalbumin-Reagenzstrifen wenn diese auf Cinitek 50 und Status

Werte gelten nur fir Mulstix Pro” Reagenzsirefen

Werte gelen nur fir Mulistix Pro und Clintek Mikroalbumin-Reagenzstrefen, wenn diese auf Cinitek Urin-
Analysatoren gelesen werden

VISUAL: Manche Kunden erhalten maglicherweise falsch negative Ergebnisse.

Vere geen fir Chemi Wil Reagenzsuewen

wr—g

Vinehe Konden ot gicherweissalsch negatve Egebise

Aypische Farbe

10 Absorption bei 620 nm

11 Die Urobilinogen-Reaktion erzeugt eine atypische Farbe, die 2u einem normalen Messwert (02 EU/dI) fihren kan.
In diesem Fall kann eine positve Reaktion anhand der schtoar vernderten Farbintensidt des Testeldes festestellt

e~oas

12 Nur fiir Informationszwecke.
*" Siehe Einschrénkungen

FRANGAIS

1 Valeurs sappliguant uniquement aux bandes de réactifCintek micro-aloumine lues sur Cintek 50 et Status

Valeurs sappliquant uniquement aux bandes de réactif Multstx Pro™

Valeurs sappliquant uniquement aux bandes de réacti Multistix Po et Ciinitek micro-albumine lues sur Cintek

Analyseurs durine

VISUAL: Certans clients sont suscepibles dobtenir des faux négatis

Valeurs sappliquant aux bandes de réactif Chemstrip Micrel

Certains clents sont susceptibles dobtenir des faux positis.

Certains clents sont susceptibles dobtenir des fau négatis.

Couleur atypique

10 Absorbance & 620 nm

' La réaction de furobiinogéne produit une couleur donner liew 3 une 2unité
Enrich/d). i cla se podut,fobservation visuele defintensiication e ks couleur defa zone detest ndique une
réponse positive.

12 Fourni uniquement a e dinformation.

* Voir Limitations

e~oas

REF | wd

AN
1 lalori it per
21 va\nn s\ fescono esclushamente sl Stisc eagent st Pro*
3 lvalor reagenti e
Araiztoriute
4 VISUAL: Alcuni pazienti possono attenere isulati falsi negativ
5 | valor i riferiscono ale Strisce reagenti Micral Chemistrip®
6 Alcunipazient possono otenere risultai fals positi
7 Alcuni pazienti possono ottenere risultati falsi negativi,
8 Colore atipico
|l1 I\SWYDHHM a EZU nm

Clinitek ette su Clnitek 50 e Status

Muttstix Pro e Clinitek ltte su Clinitek

produce un colore atipi normale (0,2 UE/dI). In
e o sl S T sone s oo 40 st e e et pove
12 Solo  scopo informativo,
" Vedere it

ESPARIOL

Los velores son aplicables dnicamente a astrasreactivas Clinitek Microalbumin cuando se leen en equipos Clntek
50y Status

Los velores son aplicables dnicamente a astras reactvas Multstx Pro™

Los velores son aplicables unicamente a astras reactivas Multstx Proy Clintek Microaloumin cuando se leen en
equipos Ciinitek Analizadores de orina

VISURL: Algunospainispeen obtent esuados g o

Los valores son aplicables a las ias reactivas Chemstrip® Micral

Algunos pacientes pueden obtener resultados positivos falsos

Al resultados

e~oas wn

Color anormal
10 Absorbencia a 620 nm
La reaccion del urobilindgeno genera un color atpico que puede dar lugar a una lectura norma (02 ENL/dL). i
ocuriera esto,a respuesta es positva i se observa visualmente una intensifcacidn del color de a almohadilla
12 Solo para fines informativos
* Ve ls limitaciones

POLSKI

1 Wartosci maj 6 linitek Microalbumin podczas odczytu za
pomoca urzadieis s e

2 Wartod wylacznie do paskw odczynni Multistix Pro”,

3 Warmsm maj Wyigicdopaskbw oy Multistix Pro orez Cnitek Microalbumin
podczas odcaytu 22 pomoca analizatorow moczu.

4 ODCZYT WIZUALNY: Niekt6rzy Kienci moga uzyskiwac wyniki pozore ujemne

5 Wartosci dotycza paskow odczynnikowych Chemstrip® Micral

6 moga uzyskiwat wyniki p

7 moga uzy: yniki p I

 Nitypowe abarwione

10 Absorancs pry dhgoc 20 om

barwieni ¢ do uzyskania prawidiowego (02

EU,d) odcaytu. W taie] sytuaci zabarwienia wkladki wskazuie na odpowied dodatnig

12 Wylacznie do celow informacyjnych,
+ Patrz Ograniczenia®

ekl [Beaw]

European Confomity Catalog No. Manufactured by Authorzed Representative US. Federal law restricts this
CEKonomitzsennzechnung Bestellr. Hergestelltvon Bevolméchiiter i
Confomnitaux normes européennes N de catalogue Fabriqué par Représentant agréé deviceto S?IE by or only onthe
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Name of product Contents

LabStrip U12 mALB/CREA

150 reagent strips

Intended purpose:

The LabStrip U12 mALB/CREA urine test strip is an in vitro diagnostic medical device for use as a preliminary
screening test for diabetes, liver diseases, haemolytic diseases, urogenital and kidney disorders and metabolic
abnormalities by the rapid semi-quantitative determination of bilirubin, urobilinogen, ketones, ascorbic acid,
glucose, protein, creatinine, blood, pH-value, albumin and leucocytes, as well as qualitative determination of
nitrite in human urine and providing albumin-to-creatinine ratio and protein-to-creatinine ratio.

Urinalysis is considered a routine, non-invasive screening method. As per this definition, for this method there
are no limitations about the patient groups. Analysis of urine can be performed on all patients irrespective of
age, gender, race, medical condition, etc. Also, because of the urinalysis is a non-invasive test, can be repeated
at any time

The product is designed for professional, laboratory use and is intended to be used with LabUMat 2 automated
urine chemistry analyzer.

Test Principal [1] - [6]:

Bilirubin (BIL): A red azo compound is obtained in the presence of acid by coupling of bilirubin with a diazonium
salt. The presence of bilirubin leads to a color of red-orange peach.

Urobilinogen: The test is based on the coupling of urobilinogen with a stabilized diazonium salt to a red azo
compound. The presence of urobilinogen leads to a color change from light to dark pink.

Ketones (KET): The test is based on the reaction of acetone and acetoacetic acid with sodium nitroprusside in
alkaline solution to give a violet colored complex (Legal’s test).

Ascorbic acid (ASC): The test is based on the discoloration of Tillman's reagent. In the presence of ascorbic acid,
the color changes from grey-blue to orange.

Glucose (GLU): The test is based on the glucose oxidase-peroxidasechromogen reaction. The presence of
glucose leads to a color change from yellow via lime green to dark teal.

Protein (PRO): The test is based on the ,protein error” principle of an indicator. The test is especially sensitive
in the presence of albumin. Other proteins are indicated with less sensitivity. The presence of proteins leads to
a color change from yellowish to mint green.

Creatinine (CREA): The test is based on the peroxidase-like activity of a copper-creatinine complex. This complex
acts as a catalysator for the color reaction, changing the color of the test pad from light green to dark teal.

Blood (BLD): The test is based on the pseudo-peroxidative activity of hemoglobin and myoglobin, which
catalyze the oxidation of an indicator by an organic hydroperoxide and a chromogen producing a green color.
Intact erythrocytes are reported by punctual colorations on the test pad, whereas hemoglobin and myoglobin
are reported by a homogeneous green coloration.

pH: The test paper contains pH indicators, which clearly change color between pH 5 and pH 9 (from orange to
green to turquoise).

Nitrite (NIT): The test is based on the principle of the Griess reaction. Any degree of pink-orange coloration
should be interpreted as a positive result.

Albumin (MALB): The test is based on the so-called ‘protein error of indicators’ phenomenon, the indicator
being a tetrabromophenol-sulfonephthalein derivative in this case. In an acidic environment, the dye binds to
the albumin, causing the color of the test strip to change from light to dark turquoise.

Leucocytes (LEU): The test is based on the esterase activity of granulocytes. This enzyme cleaves heterocyclic
carboxylates. If the enzyme is released from the cells, it reacts with a diazonium salt producing a violet dye.

Albumin-to-creatinine ratio (ACR): There is no specific test pad on the test strip for ACR, which is calculated
from the result of the Albumin and the Creatinine test pad.

Protein-to-creatinine ration (PCR): There is no specific test pad on the test strip for PCR, which is calculated
from the result of the Protein and the Creatinine test pad.

Reagents:

Bilirubin: Diazonium salt 3.1%
Urobilinogen: Diazonium salt 3.6 %
Ketones: Sodium nitroprusside 2.0%

Ascorbic acid: 2.6-dichloro-phenol-indophenol 0.7 %

Glucose: Glucose oxidase 21%

Peroxidase 0.9 %
O-Tolidine hydrochloride 5.0 %
Protein: Tetra-bromophenol blue 0.2%
Creatinine: Copper sulphate 1.5%
Cumolhydroperoxide 4.0 %
Tetramethylbenzidine 1.7 %
Blood: Isopropylbenzol-hydroperoxide 21.0 %
Tetramethylbenzidine-dihydrochloride 2.0%
pH: Bromthymol blue 10.0 %
Methyl red 2.0 %
Nitrite: Sulfanilic acid 1.9 %
Tetrahydrobenzol[h]quinolon-3-ol 1.5%
Albumin: Tetrabromophenol-sulfonephthalein derivative 1.6 %
Leucocytes: Carboxylic acid ester 0.4 %
Diazonium salt 0.2 %

Concentrations given are based on reagent composition (w/w) at time of manufacture and may vary within
manufacturing tolerances.

Kit Components:

Each kit contains everything needed to perform 150 tests:

* 150 pcs LabStrip U12 mALB/CREA test strips,

e 1 pc registration card for registering test strips of LabUMat 2 automated urine chemistry analyzer,
Other required appliances for urine analysis:

¢ LabUMat 2 automated urine chemistry analyzer

¢ Clean, detergent free and dry container for urine collection

Specimen Collection and Preparation:

e Collect urine in a clean, dry container.

* Do not add preservatives.

e Test the specimen as soon as possible, with the sample well mixed but not centrifuged.
e The use of fresh morning urine is recommended.

¢ If immediate testing is not possible, the sample should be stored in the refrigerator (+2 to +8 °C) and
then brought to room temperature (+15 to +25 °C) before used in the test.

* Non-preserved urine at room temperature may undergo pH changes due to microbial proliferation, which
may interfere with protein determination.

e If cleanly voided specimens are not collected from females, positive results for leukocytes may be found du
to contamination from outside the urinary tract.

* Skin cleansers containing chlorhexidine may affect positive protein test result if specimen contamination
occurs.

Procedure and Notes:

¢ Use only fresh, well mixed, non-centrifuged urine. First morning urine is recommended. Perform the urine
analysis in 4 hours after sample collection! Keep urine away from light.

* Load the test strips into the analyzer immediately after opening the test strip container.
* Do not touch test pads of the reagent strip.
* Do not perform urine analysis at temperatures below +15°C or above +35°C

¢ Use only LabUMat 2 automated urine chemistry analyzer for LabStrip U12mALB/CREA test strip
urine analysis.

e A registration card is provided in each LabStrip U12 mALB/CREA test strip package for registering
test trips with LabUMat 2 automated urine chemistry analyzer.

I:Bj Carefully read the instructions for use of LabUMat 2 automated urine chemistry analyzer.
Results:
The LabUMat 2 automated urine chemistry analyser measures the colour change of the test pads after 60

seconds incubation time via an optical measurement head. Consult the instrument’s user manual for further
details.

Storage and Stability:

Keep test strips in tightly closed original tubes in a dry, dark and cool place (between +2 and +25 °C). Load the

test strips into the analyzer immediately after opening the test strip container. Consult the instructions for use

for test strip loading and removal in the analyzer.

;;+’< Keep test strips away from moisture, direct sunlight, elevated temperature and chemical fumes. Under

N\ proper conditions test strips are stable up to the stated expiry date even after opening. Do not touch the
test pads.

Quality control:

Performance of urine test strips should be checked with appropriate control materials, listed in the LabUMat 2
automated urine chemistry analyzer’s instruction for use. Perform quality control measurements according
to the internal guidelines of the laboratory and local regulations. The following quality control solutions are
recommended: the Dipper (Quantimetrix), the Dropper (Quantimetrix), Dip & Spin (Quantimetrix), Liqua-Trol
(Kova International) and Liquichek (BioRad). Consult the instructions for use of the specific control solution for
further details.

Limitations of the Procedure [1] - [6]:

Bilirubin: The reaction is unaffected by pH of urine. False low or negative results may be simulated by large
amounts of ascorbic acid (up to 100 mg/dl) or nitrite or by longer exposure of the sample to direct light.
Increased concentration of urobilinogen can reinforce the sensitivity of the pad. Different urine constituents
(e.g. urine indicane) can lead to atypical coloration. For metabolites of drugs see urobilinogen.

Urobilinogen: The reaction is unaffected by pH of urine. Higher concentration of formaldehyde or exposure of
the urine to light for a longer period of time may lead to lowered or falsely negative results. Beetroot (excreted
pigments) or metabolites of drugs which give a colour at low pH (phenazopyridine, azo dyes, p-aminobenzoic
acid or other medicaments which have a red intrinsic coloration in acidic medium) may produce false positive
results. Prolonged exposure to light is to be avoided.

Ketones: Phthalein compounds and derivatives of anthraquinone interfere by producing a red coloration in the
alkaline range which may mask the coloration of ketones.

Ascorbic acid: No interferences are known on the ascorbic acid test pad.

Glucose: High concentrations of ascorbic acid in urines (greater than 80 mg/dl) with a low glucose concentration
(up to 150 mg/dl ) may inhibit the reaction and lead to lower or false negative results. Repeat the test 10 hours
after stopping the intake of vitamin C. Pay attention to the ascorbic acid pad. In addition, an inhibitory effect
is produced by gentisic acid, a pH value of <5 and high specific gravity. False positive reactions can also be
produced by a residue of peroxide containing cleansing agents or others.

Protein (albumin): Falsely positive results are possible in high alkaline urine samples (pH >9) and in the
presence of high specific gravity, after infusions with polyvinylpyrrolidone (blood substitute) after intake of
medicaments containing quinine and also by disinfectant residues containing quaternary ammonium groups in
the urine sampling vessel.

Creatinine: Detergents, cleaning agents, disinfectants and preservatives may lead to false values for the
creatinine concentration. Different urine contents, especially high concentrations of hemoglobin, riboflavin or
bilirubin, can lead to atypical coloration on the test pad.

Blood: Microhaematuria does not affect the colour of urine and is only detectable by microscopic or chemical
tests. From a level approx. 25 Ery/ul and above, even at high concentrations of ascorbic acid (up to 80 mg/dl)
normally no negative results are observed. Falsely positive reactions can also be produced by a residue of
peroxide containing cleansing agents, activities of microbial oxidase due to infections of the urogenital tract or
by formalin. For establishing an individual diagnosis, it is therefore indispensable to take into consideration also
the clinical manifestations.

The number of erythrocytes which are detected by sediment analysis may be lower than the result of the test
strip, because lysed cells are not detected by sediment analysis.

pH: No interferences are known on the pH pad.

Nitrite: Before testing the patient should ingest vegetable-rich meals, reduce fluid intake and discontinue
antibiotic and vitamin C therapy 3 days prior to the test. False positive results may occur in stale urine samples,
in which nitrite has been formed by contamination of the specimen and in urines containing dyes (derivatives
of pyridinium, beetroot). A negative result even in the presence of bacteriuria can have the following reasons:
bacteria not containing nitrate reductase, antibiotic treatment, diet with low nitrate content, high diuresis, high
content of ascorbic acid or insufficient incubation of the urine in the bladder.

Albumin: Detergents, cleaning agents, disinfectants and preservatives may lead to false values for the albumin
concentration. Different urine contents, especially high concentrations of hemoglobin, riboflavin or bilirubin,
can lead to atypical coloration on the test pad.

Leukocytes: Strongly coloured compounds (e.g. nitrofurantoin) may disturb the colour of the reaction. High
concentrations of glucose, oxalic acid, drugs containing cephalexin, cephalothin or tetracycline can lead to
weakened reaction. False-positive reactions may be caused by contamination of vaginal secretion. The number of
leucocytes which are detected by sediment analysis may be lower than the result of the strip, because lysed cells
are not detected by sediment analysis. Partial cytolysis intensifies the colour response, particularly in the region
of the maximum analytical sensitivity. Leucocyte esterase results may be positive in the absence of observable
cells if the leucocytes have lysed. False-positive reactions may be caused by formaldehyde (preservative). Protein
concentrations above 5 g/l or a high specific gravity may diminish the colour response. Bacteria, trichomonas
and erythrocytes however do not react with the test pad.

Notes:
* Diagnostic or therapeutic decisions should not be based on any single result or method.

* Not all cases of interference with every component of any medicine are known. The colour reaction of the
pads might change, therefore, another test at the end of any medication with drugs is recommended.

* In rare occasions, the varying test conditions, due to the heterogenity of different urine (for reason of
different levels of activators, inhibitors, or different ion concentrations) may cause variation in the intensity
and contrast of the colours.



Expected values, measuring ranges, analytical sensitivity:

Parameter Ex\zelf‘teed Unit Measuring range Analytical sensitivity
umol/l neg., 8.5, 17, 50, 100 >1 mg/dl
BIL neg. mg/dl neg., 0.5, 1,3,6 (for trace category
.5-0.7 |
arb. neg., (+), +, ++, +++ 0.5-0.7 mg/di)
umol/l norm., 35, 70, 140, 200
UBG norm. mg/dl norm., 2,4, 8,12 1.2-1.4 mg/dl
arb. norm., +, ++, +++, ++++
mmol/l neg., 0.5, 1.5, 5, 15
7-9 mg/dl
KET neg. - trace | mg/dl neg., 5, 15, 50,150 (for trace category
arb. neg., (+), +, ++, +++ 3-4.5 mg/dl)
g/l neg., 0.2, 0.4, 1
ASC n.a. mg/dI neg., 20, 40, 100 10-12 mg/dI
arb. neg., +, ++, +++
mmol/l norm., 1.7, 2.8, 8, 28, 56 25 mg/di
GLU norm. mg/dl norm., 30, 50, 150, 500, 1000 (for trace category
15 mg/dl)
arb. norm., (+), +, ++, +++, ++++
| ., 0.15,0.3,1,5
4 neg. 0.15.03, 1. 27-30 m/d
PRO neg. - trace | mg/dl neg., 15, 30, 100, 500 (for trace category
arb. neg., (+), +, ++, +++ 15 mg/dh
mmol/l 0.9,4.4,8.8,17.7, 26.5
CREA n.a. n.a.
mg/dl 10, 50, 100, 200, 300
Ery/ul neg., 5-10, 50, 300
BLD neg. 5-6 Ery/ ul
arb. neg., +, ++, +++
pH pH5-8 5,55,6,65,7,7.5,8,85,9 n.a.
NIT neg. arb. neg., pos. 0.1 mg/dl
mg/l 10, 30, 80, 150, 500
mALB norm. <30 mg/l
arb. norm., +, ++, +++, ++++
Leu/ul neg., 25, 75, 500
LEU neg. 12.5-15 Leu/ul
arb. neg., +, ++, +++
mg/mmol | <3.4,3.5-33.8, =33.9
ACR* norm. mg/g <30, 31-299, =300 n.a.
arb. norm., +, ++
mg/mmol | <56.7, >56.7, =113, =340
PCR norm. mg/g <500, >500, =1000, =3000 n.a.
arb. norm., +

*If the CREA=10 mg/dl and the mALB=10 mg/l, then the sample is too diluted. Repeate the measurement with
recollected sample.

Each laboratory should investigate the transferability of the expected values to its own patient population and
if necessary determine its own reference ranges.

Performance Characteristics:
Method comparison data of 1279 samples are provided below:

porameter | SeTSty | spedfiy | SRS | XSt | W | e
[%] (%]

BIL 97.1 97.5 73 95.1 99.5 90.1
UBG 84.1 93.9 92 98.9 96.1 76.7
KET 81.4 95.7 92.9 99.6 95.4 82.4
ASC n.a. n.a. 98.1 100 n.a. n.a.
GLU 95.5 97.5 97.1 98.4 98.9 91
PRO 87.1 93.8 91.6 99.7 93.7 87.4
CREA n.a. n.a. 92 98 n.a. n.a.
BLD 82.1 84.3 83.3 99.8 84.3 82.1
pH n.a. n.a. n.a. 81.6 n.a. n.a.
NIT 83.9 93.4 92.5 100 98.2 57.8
mALB 93 83 90 93 82 94
LEU 85.2 83.8 84.5 99.8 85.1 83.9
ACR 93 83 90 99 84 92
PCR 56 98 83 94 80 94

*Negative Predictive Value
**Positive Predictive Value

Repeatability
Repeatability was determined by measuring two levels (normal, abnormal) of control Ua solution 20 times. The
negative and positive values were correctly identified 100 % of time for all the parameters.

Reproducibility
Reproducibility was determined by measuring two levels (normal, abnormal) of control solution over 20 days.
The negative and positive values were correctly identified 100 % of time for all the parameters.

A Warnings:

* Keep strips away from heat and direct sunlight.

* Do not reuse test strips.

* Store the test strips in original packages until used. Strips in each vial should not be mixed.

* Diagnoses and therapies cannot be derived from one single test result only, instead they should be based on
all available medical diagnoses.

¢ Inform your 77 Elektronika service representative and your local competent authority about any serious
incidents which may occur when using this product.

(@) Biological risk

Handle all specimens and used test strips as if they were contaminated infectious agents. When the assay
procedure is completed, dispose of specimens and strips carefully. Follow the relevant local instructions.

e Always follow the general working instruction of the laboratories.

¢ The test strips do not contain toxic materials
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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Scope: design, development, manufacturing, sales and service of in vitro
diagnostic (IVD) medical devices and veterinary devices.
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requirements of ISO 14001:2015 are met.
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Dip&Spin® Urinalysis Dipstick /Microscopics Control

Level 1

Safety Data Sheet
Quantimetrix According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008
Revision date: 21/12/2015 Date of issue: 21/12/2015 Version: 1.0

SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier

Product Name : Dip&Spin Urinalysis Dipstick /Microscopics Control, Level 1
Product code 1 1470-01

1.2. Relevant identified uses of the substance or mixture and uses advised against

1.2.1. Relevant identified uses

Use of the substance/mixture : Laboratory Quality Control Material. For professional use only.
1.2.2. Uses advised against

No additional information available

1.3. Details of the supplier of the safety data sheet

Company

Quantimetrix Corp.

2005 Manhattan Beach Blvd.

Redondo Beach, CA 90278

310-536-0006

www.quantimetrix.com

1.4. Emergency telephone number

Emergency number : 310-536-0006

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture
Classification according to Regulation (EC) No. 1272/2008 [CLP]

Skin Sens. 1 H317

Full text of classification categories and H statements : see section 16

Adverse physicochemical, human health and environmental effects
No additional information available

2.2, Label elements

Labelling according to Regulation (EC) No. 1272/2008 [CLP]

Hazard pictograms (CLP) :

GHS07

Signal word (CLP) : Warning
Hazard statements (CLP) : H317 - May cause an allergic skin reaction
Precautionary statements (CLP) : P261 - Avoid breathing vapors, mist, or spray.

P272 - Contaminated work clothing should not be allowed out of the workplace.
P280 - Wear protective gloves, protective clothing, and eye protection.
P302+P352 - IF ON SKIN: Wash with plenty of water.

P333+P313 - If skin irritation or rash occurs: Get medical advice/attention.
P362+P364 - Take off contaminated clothing and wash it before reuse.

P501 - Dispose of contents/container in accordance with local, regional, national,
and international regulations.

2.3. Other hazards
No additional information available

SECTION 3: Composition/information on ingredients
3.1. Substance
Not applicable

3.2. Mixture

21/12/2015 EN (English) 1/7
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 1

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

Name Product identifier % Classification according to Regulation
(EC) No. 1272/2008 [CLP]

1,2-Propylene glycol (CAS No) 57-55-6 5 Not classified
(EC no) 200-338-0

Mixture, 3(2H)-isothiazolone, 5-chloro-2- (CAS No) 55965-84-9 | 0,003 Acute Tox. 3 (Oral), H301

methyl- with 2-methyl-3(2H)-isothiazolone (ECno) 611-341-5 Acute Tox. 3 (Dermal), H311
(ECindex no) 613- Acute Tox. 3 (Inhalation:dust, mist), H331
167-00-5 Skin Corr. 1B, H314

Skin Sens. 1, H317
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

Specific concentration limits:

Name Product identifier Specific concentration limits
Mixture, 3(2H)-isothiazolone, 5-chloro-2- (CAS No) 55965-84-9 (C>=0,0015) Skin Sens. 1, H317
methyl- with 2-methyl-3(2H)-isothiazolone (ECno) 611-341-5 0,06 =< C<0,6) Eye Irrit. 2, H319

(
(EC index no) 613-167-00-5 (0,06 =< C < 0,6) Skin Irrit. 2, H315
(C>=0,6) Skin Corr. 1B, H314

Full text of H-statements: see section 16

SECTION 4: First aid measures

4.1. Description of first aid measures

First-aid measures general : Never give anything by mouth to an unconscious person. If you feel unwell, seek
medical advice (show the label where possible).

First-aid measures after inhalation : When symptoms occur: go into open air and ventilate suspected area.

First-aid measures after skin contact : Remove contaminated clothing. Drench affected area with water for at least 15
minutes.

First-aid measures after eye contact : Rinse cautiously with water for several minutes. Remove contact lenses, if present
and easy to do. Continue rinsing.

First-aid measures after ingestion : Rinse mouth. Do NOT induce vomiting.

4.2, Most important symptoms and effects, both acute and delayed

Symptoms/injuries : May cause an allergic reaction in sensitive individuals.

Symptoms/injuries after inhalation : Not expected to present a significant inhalation hazard under anticipated
conditions of normal use.

Symptoms/injuries after skin contact : May cause sensitisation of susceptible persons by skin contact.

Symptoms/injuries after eye contact : May cause eye irritation.

Symptoms/injuries after ingestion : If a large quantity has been ingested : May cause nausea, vomiting, and diarrhea.

Chronic symptoms : None expected under anticipated conditions of normal use.

4.3. Indication of any immediate medlcal attention and special treatment needed

If medical advice is needed, have product container or label at hand.

SECTION 5: Firefighting measures
5.1. Extinguishing media

Suitable extinguishing media : Carbon dioxide, dry chemical powder, alcohol foam, polymer foam, water spray,
fog.

Unsuitable extinguishing media : None known.

5.2. Special hazards arising from the substance or mixture

Fire hazard : Not flammable.

Explosion hazard : Product is not explosive.

Reactivity : Hazardous reactions will not occur under normal conditions.

5.3.  Adbvice for firefighters

Firefighting instructions : Exercise caution when fighting any chemical fire.

Protection during firefighting : Do not enter fire area without proper protective equipment, including respiratory
protection.
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 1

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
6.1.1. For non-emergency personnel

Protective equipment : Use appropriate personal protection equipment (PPE).
Emergency procedures : Evacuate unnecessary personnel.

6.1.2. For emergency responders

Protective equipment : Equip cleanup crew with proper protection.
Emergency procedures : Ventilate area.

6.2. Environmental precautions

Prevent entry to sewers and public waters.
6.3. Methods and material for containment and cleaning up

For containment : Absorb and/or contain spill with inert material, then place in suitable container.
Methods for cleaning up : Clean up spills immediately and dispose of waste safely.
6.4. Reference to other sections

See heading 8, Exposure Controls and Personal Protection.

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Hygiene measures : Handle in accordance with good industrial hygiene and safety procedures. Wash
hands and other exposed areas with mild soap and water before eating, drinking,
or smoking and again when leaving work.

7.2. Conditions for safe storage, including any incompatibilities

Storage conditions : Store in a dry, cool and well-ventilated place. Keep container closed when not in
use.
Incompatible products : Strong acids. Strong bases. Strong oxidizers.

7.3. Specific end use(s)

Laboratory Quality Control Material. For professional use only.
SECTION 8: Exposure controls/personal protection
8.1. Control parameters

1,2-Propylene glycol (57-55-6)

Croatia GVI (grani¢na vrijednost izloZzenosti) 474 mg/m3 (total particles and vapor)
(mg/m3) 10 mg/m? (particles)
Croatia GVI (grani¢na vrijednost izloZenosti)
(ppm) 150 ppm

Latvia OEL TWA (mg/m?3) 7 mg/m3

United Kingdom WEL TWA (mg/m3) 474 mg/m? (total particulates and vapour)
10 mg/m3 (particulates)

United Kingdom WEL TWA (ppm) 150 ppm (total particulates and vapour)

United Kingdom WEL STEL (mg/m3) 1422 mg/m? (calculated-total particulate and
vapour)
30 mg/m3 (calculated-particulate)

United Kingdom WEL STEL (ppm) 450 ppm (calculated-total particulate and
vapour)

Ireland OEL (8 hours ref) (mg/m3) 470 mg/m3 (total vapour and particulates)
10 mg/m? (particulate)

Ireland OEL (8 hours ref) (ppm) 150 ppm (total vapour and particulates)

Ireland OEL (15 min ref) (mg/m3) 1410 mg/m? (calculated-total vapour and
particulates)
30 mg/m? (calculated-particulate)

Ireland OEL (15 min ref) (ppm) 450 ppm (calculated-total vapour and
particulates)

Lithuania IPRV (mg/m?3) 7 mg/m3
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 1

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

1,2-Propylene glycol (57-55-6)

Norway Grenseverdier (AN) (mg/m3) 79 mg/m?3

Norway Grenseverdier (AN) (ppm) 25 ppm

Norway Grenseverdier (Korttidsverdi) (mg/m3) | 79 mg/m3

Norway Grenseverdier (Korttidsverdi) (ppm) 25 ppm

Mixture, 3(2H)-isothiazolone, 5-chloro-2-methyl- with 2-methyl-3(2H)-isothiazolone (55965-84-9)

Austria MAK (mg/m3) 0,05 mg/m3

Austria OEL chemical category (AT) Skin notation, Skin sensitizer

8.2. Exposure controls

Appropriate Engineering Controls: Emergency eye wash fountains should be available in the immediate vicinity of any potential
exposure.

Personal Protective Equipment: Protective goggles. Gloves. Protective clothing.

Materials for Protective Clothing: Chemically resistant fabrics and materials.

Hand Protection: Wear chemically resistant protective gloves.

Eye Protection: Chemical goggles or safety glasses.

Skin and Body Protection: Wear suitable protective clothing.

Respiratory Protection: Use an approved respirator or self-contained breathing apparatus whenever exposure may exceed
established Occupational Exposure Limits.

Other Information: When using, do not eat, drink or smoke.

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties
Physical state : Liquid

Colour : Amber Yellow
Odour : Odourless

Odour threshold : No data available
pH : 6

Evaporation rate : No data available
Melting point : No data available
Freezing point : No data available
Boiling point : No data available
Flash point : No data available
Auto-ignition temperature : No data available
Decomposition temperature : No data available
Flammability (solid, gas) : No data available
Vapour pressure : No data available
Relative vapour density at 20 °C : No data available
Solubility : No data available
Relative density : 1 (Water=1)
Partition coefficient: n-octanol/water : No data available
Viscosity : No data available
Explosive properties : No data available
Oxidising properties : No data available
Explosive limits : Not applicable

9.2. Other information
No additional information available
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 1

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

SECTION 10: Stability and reactivity

10.1. Reactivity

Hazardous reactions will not occur under normal conditions.
10.2. Chemical stability

Product is stable.

10.3. Possibility of hazardous reactions

Hazardous polymerization will not occur.

10.4. Conditions to avoid

Direct sunlight. Extremely high or low temperatures.

10.5. Incompatible materials

Strong acids. Strong bases. Strong oxidizers.

10.6. Hazardous decomposition products

The product is not flammable. However, under fire conditions, decomposition may produce carbon monoxide and carbon dioxide.

SECTION 11: Toxicological information
11.1. Information on toxicological effects

Acute toxicity : Not classified

1,2-Propylene glycol (57-55-6)

LD50 oral rat 20 g/kg

LD50 dermal rabbit 20800 mg/kg

Mixture, 3(2H)-isothiazolone, 5-chloro-2-methyl- with 2-methyl-3(2H)-isothiazolone (55965-84-9)

LD50 oral rat ‘ 53 mg/kg

Skin corrosion/irritation : Not classified

Serious eye damage/irritation . Not classified

Respiratory or skin sensitisation : May cause an allergic skin reaction.

Germ cell mutagenicity : Not classified

Carcinogenicity . Not classified

Reproductive toxicity : Not classified

Specific target organ toxicity (single exposure) : Not classified

Specific target organ toxicity (repeated exposure) . Not classified

Aspiration hazard . Not classified

Symptoms/injuries after inhalation : Not expected to present a significant inhalation hazard under anticipated
conditions of normal use.

Symptoms/injuries after skin contact : May cause sensitisation of susceptible persons by skin contact.

Symptoms/injuries after eye contact : May cause eye irritation.

Symptoms/injuries after ingestion : If a large quantity has been ingested : May cause nausea, vomiting, and diarrhea.

Chronic symptoms : None expected under anticipated conditions of normal use.

SECTION 12: Ecological information
12.1. Toxicity
2,4-Pentanedione (123-54-6)

LC50 fish 1 98,3 - 110 mg/I (Exposure time: 96 h - Species: Pimephales promelas [flow-
through])

EC50 Daphnia 1 34,4 mg/| (Exposure time: 48 h - Species: Daphnia magna)

LC50 fish 2 50,3 - 71,8 mg/I| (Exposure time: 96 h - Species: Lepomis macrochirus [flow-
through])

12.2. Persistence and degradability
Urinalysis Dipstick Controls- Dipper®/Dropper®/Dropper® Plus, Level 1

Persistence and degradability ‘ Not established.

12.3. Bioaccumulative potential
Urinalysis Dipstick Controls- Dipper®/Dropper®/Dropper® Plus, Level 1

Bioaccumulative potential ‘ Not established.
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 1

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

2,4-Pentanedione (123-54-6)

Log Pow 0,34

12.4. Mobility in soil

No additional information available

12.5. Results of PBT and vPvB assessment

No additional information available

12.6. Other adverse effects

Other information : Avoid release to the environment.

SECTION 13: Disposal considerations

13.1. Waste treatment methods
Waste disposal recommendations

: Dispose of waste material in accordance with all local, regional, national, and
international regulations.

SECTION 14: Transport information

In accordance with ADR / RID / IMDG / IATA / ADN

L T I ADN__________|RD |

14.1. UN number

Not regulated for transport

14.2. UN proper shipping name
Not applicable | Not applicable
14.3. Transport hazard class(es)

Not applicable Not applicable Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

14.4. Packing group

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

14.5. Environmental

hazards

Dangerous for the
environment : No

Dangerous for the
environment : No
Marine pollutant : No

Dangerous for the
environment : No

Dangerous for the
environment : No

Dangerous for the
environment : No

14.6. Special precautions for user
No additional information available
14.7. Transport in bulk according to Annex Il of MARPOL 73/78 and the IBC Code

Not applicable

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

15.1.1. EU-Regulations

Contains no REACH substances with Annex XVII restrictions

Contains no substance on the REACH candidate list

Contains no REACH Annex XIV substances

2,4-Pentanedione (123-54-6)

Listed on the EEC inventory EINECS (European Inventory of Existing Commercial Chemical Substances)

Lithium hydroxide (1310-65-2)

Listed on the EEC inventory EINECS (European Inventory of Existing Commercial Chemical Substances)

15.1.2. National regulations
No additional information available

15.2. Chemical safety assessment

No chemical safety assessment has been carried out

SECTION 16: Other information

1 24/11/2015
: According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

Revision date
Data sources

21/12/2015
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 1

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No.

1272/2008

Full text of H- and EUH-statements:

Acute Tox. 3 (Dermal) Acute toxicity (dermal), Category 3
Acute Tox. 3 (Inhalation:dust, mist) Acute toxicity (inhalation:dust,mist) Category 3
Acute Tox. 3 (Oral) Acute toxicity (oral), Category 3
Acute Tox. 4 (Oral) Acute toxicity (oral), Category 4
Aquatic Acute 1 Hazardous to the aquatic environment — Acute Hazard, Category 1
Aquatic Chronic 1 Hazardous to the aquatic environment — Chronic Hazard, Category 1
Eye Dam. 1 Serious eye damage/eye irritation, Category 1
Flam. Lig. 3 Flammable liquids, Category 3
Met. Corr. 1 Corrosive to metals, Category 1
Press. Gas Gases under pressure
Skin Corr. 1A Skin corrosion/irritation, Category 1A
Skin Corr. 1B Skin corrosion/irritation, Category 1B
Skin Sens. 1 Sensitisation — Skin, Category 1
STOTSE 3 Specific target organ toxicity — Single exposure, Category 3, Respiratory tract
irritation
H226 Flammable liquid and vapour
H290 May be corrosive to metals
H301 Toxic if swallowed
H302 Harmful if swallowed
H311 Toxic in contact with skin
H314 Causes severe skin burns and eye damage
H317 May cause an allergic skin reaction
H318 Causes serious eye damage
H331 Toxic if inhaled
H335 May cause respiratory irritation
H400 Very toxic to aquatic life
H410 Very toxic to aquatic life with long lasting effects
EU GHS SDS

This information is based on our current knowledge and is intended to describe the product for the purposes of health, safety and

environmental requirements only. It should not therefore be construed as guaranteeing any specific property of the product.
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 2

Safety Data Sheet
Quantimetrix According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008
Revision date: 21/12/2015 Date of issue: 21/12/2015 Version: 1.0

SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier

Product Name : Dip&Spin® Urinalysis Dipstick / Microscopics Control, Level 2
Product code 1 1470-01

1.2. Relevant identified uses of the substance or mixture and uses advised against

1.2.1. Relevant identified uses

Use of the substance/mixture : Laboratory Quality Control Material. For professional use only.
1.2.2. Uses advised against

No additional information available

1.3. Details of the supplier of the safety data sheet

Company

Quantimetrix Corp.

2005 Manhattan Beach Blvd.

Redondo Beach, CA 90278

310-536-0006

www.quantimetrix.com

1.4. Emergency telephone number

Emergency number : 310-536-0006

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture
Classification according to Regulation (EC) No. 1272/2008 [CLP]

Skin Sens. 1 H317

Full text of classification categories and H statements : see section 16

Adverse physicochemical, human health and environmental effects
No additional information available

2.2, Label elements

Labelling according to Regulation (EC) No. 1272/2008 [CLP]

Hazard pictograms (CLP) :

GHS07

Signal word (CLP) : Warning
Hazard statements (CLP) : H317 - May cause an allergic skin reaction
Precautionary statements (CLP) : P261 - Avoid breathing vapors, mist, or spray.

P272 - Contaminated work clothing should not be allowed out of the workplace.
P280 - Wear protective gloves, protective clothing, and eye protection.
P302+P352 - IF ON SKIN: Wash with plenty of water.

P333+P313 - If skin irritation or rash occurs: Get medical advice/attention.
P362+P364 - Take off contaminated clothing and wash it before reuse.

P501 - Dispose of contents/container in accordance with local, regional, national,
and international regulations.

2.3. Other hazards
No additional information available

SECTION 3: Composition/information on ingredients
3.1. Substance
Not applicable

3.2. Mixture
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 2

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

Name Product identifier % Classification according to Regulation
(EC) No. 1272/2008 [CLP]
2,4-Pentanedione (CAS No) 123-54-6 0,11 Flam. Lig. 3, H226
(EC no) 204-634-0 Acute Tox. 4 (Oral), H302
(ECindex no) 606-
029-00-0
Mixture, 3(2H)-isothiazolone, 5-chloro-2- (CAS No) 55965-84-9 | 0,003 Acute Tox. 3 (Oral), H301
methyl- with 2-methyl-3(2H)-isothiazolone (ECno) 611-341-5 Acute Tox. 3 (Dermal), H311
(EC index no) 613- Acute Tox. 3 (Inhalation:dust,mist), H331
167-00-5 Skin Corr. 1B, H314

Skin Sens. 1, H317
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

Specific concentration limits:

Name Product identifier Specific concentration limits
Mixture, 3(2H)-isothiazolone, 5-chloro-2- (CAS No) 55965-84-9 (C>=0,0015) Skin Sens. 1, H317
methyl- with 2-methyl-3(2H)-isothiazolone (EC no) 611-341-5 0,06 =< C<0,6) Eye Irrit. 2, H319

(
(ECindex no) 613-167-00-5 (0,06 =< C < 0,6) Skin Irrit. 2, H315
(C>=0,6) Skin Corr. 1B, H314

Full text of H-statements: see section 16

SECTION 4: First aid measures

4.1. Description of first aid measures

First-aid measures general : Never give anything by mouth to an unconscious person. If you feel unwell, seek
medical advice (show the label where possible).

First-aid measures after inhalation : When symptoms occur: go into open air and ventilate suspected area.

First-aid measures after skin contact : Remove contaminated clothing. Drench affected area with water for at least 15
minutes.

First-aid measures after eye contact : Rinse cautiously with water for several minutes. Remove contact lenses, if present
and easy to do. Continue rinsing.

First-aid measures after ingestion : Rinse mouth. Do NOT induce vomiting.

4.2, Most important symptoms and effects, both acute and delayed

Symptoms/injuries : May cause an allergic reaction in sensitive individuals.

Symptoms/injuries after inhalation : Not expected to present a significant inhalation hazard under anticipated
conditions of normal use.

Symptoms/injuries after skin contact : May cause sensitisation of susceptible persons by skin contact.

Symptoms/injuries after eye contact : May cause eye irritation.

Symptoms/injuries after ingestion : If a large quantity has been ingested : May cause nausea, vomiting, and diarrhea.

Chronic symptoms : None expected under anticipated conditions of normal use.

4.3. Indication of any immediate medlcal attention and special treatment needed

If medical advice is needed, have product container or label at hand.

SECTION 5: Firefighting measures
5.1. Extinguishing media

Suitable extinguishing media : Carbon dioxide, dry chemical powder, alcohol foam, polymer foam, water spray,
fog.

Unsuitable extinguishing media : None known.

5.2. Special hazards arising from the substance or mixture

Fire hazard : Not flammable.

Explosion hazard : Product is not explosive.

Reactivity : Hazardous reactions will not occur under normal conditions.

5.3.  Adbvice for firefighters

Firefighting instructions : Exercise caution when fighting any chemical fire.

Protection during firefighting : Do not enter fire area without proper protective equipment, including respiratory
protection.
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 2

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
6.1.1. For non-emergency personnel

Protective equipment : Use appropriate personal protection equipment (PPE).
Emergency procedures : Evacuate unnecessary personnel.

6.1.2. For emergency responders

Protective equipment : Equip cleanup crew with proper protection.
Emergency procedures : Ventilate area.

6.2. Environmental precautions

Prevent entry to sewers and public waters.
6.3. Methods and material for containment and cleaning up

For containment : Absorb and/or contain spill with inert material, then place in suitable container.
Methods for cleaning up : Clean up spills immediately and dispose of waste safely.
6.4. Reference to other sections

See heading 8, Exposure Controls and Personal Protection.

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Hygiene measures : Handle in accordance with good industrial hygiene and safety procedures. Wash
hands and other exposed areas with mild soap and water before eating, drinking,
or smoking and again when leaving work.

7.2. Conditions for safe storage, including any incompatibilities

Storage conditions : Store in a dry, cool and well-ventilated place. Keep container closed when not in
use.
Incompatible products : Strong acids. Strong bases. Strong oxidizers.

7.3. Specific end use(s)

Laboratory Quality Control Material. For professional use only.
SECTION 8: Exposure controls/personal protection
8.1. Control parameters

2,4-Pentanedione (123-54-6)

Germany TRGS 900 Occupational exposure limit | 126 mg/m3 (The risk of damage to the embryo or
value (mg/m3) fetus can be excluded when AGW and BGW

values are observed)

Germany TRGS 900 Occupational exposure limit | 30 ppm (The risk of damage to the embryo or

value (ppm) fetus can be excluded when AGW and BGW
values are observed)

Germany TRGS 900 chemical category Skin notation

USA ACGIH ACGIH TWA (ppm) 25 ppm

Spain VLA-ED (mg/m3) 83 mg/m3

Spain VLA-ED (ppm) 20 ppm

Spain VLA-EC (mg/m3) 166 mg/m?3

Spain VLA-EC (ppm) 40 ppm

Spain OEL chemical category (ES) skin - potential for cutaneous exposure

Switzerland VLE (mg/m3) 166 mg/m?3

Switzerland VLE (ppm) 40 ppm

Switzerland VME (mg/m?3) 83 mg/m3

Switzerland VME (ppm) 20 ppm

Switzerland OEL chemical category (CH) Skin notation

Mixture, 3(2H)-isothiazolone, 5-chloro-2-methyl- with 2-methyl-3(2H)-isothiazolone (55965-84-9)

Austria MAK (mg/m3) 0,05 mg/m?

Austria OEL chemical category (AT) Skin notation, Skin sensitizer
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 2

Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

8.2. Exposure controls

Appropriate Engineering Controls: Emergency eye wash fountains should be available in the immediate vicinity of any potential
exposure.

Personal Protective Equipment: Protective goggles. Gloves. Protective clothing.

Materials for Protective Clothing: Chemically resistant fabrics and materials.

Hand Protection: Wear chemically resistant protective gloves.

Eye Protection: Chemical goggles or safety glasses.

Skin and Body Protection: Wear suitable protective clothing.

Respiratory Protection: Use an approved respirator or self-contained breathing apparatus whenever exposure may exceed
established Occupational Exposure Limits.

Other Information: When using, do not eat, drink or smoke.

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties
Physical state : Liquid

Colour : Amber Yellow
Odour : Odourless

Odour threshold : No data available
pH : 6

Evaporation rate : No data available
Melting point : No data available
Freezing point : No data available
Boiling point : No data available
Flash point : No data available
Auto-ignition temperature : No data available
Decomposition temperature : No data available
Flammability (solid, gas) : No data available
Vapour pressure : No data available
Relative vapour density at 20 °C : No data available
Solubility : No data available
Relative density . 1 (Water=1)
Partition coefficient: n-octanol/water : No data available
Viscosity : No data available
Explosive properties : No data available
Oxidising properties : No data available
Explosive limits : Not applicable

9.2. Other information
No additional information available

SECTION 10: Stability and reactivity

10.1. Reactivity

Hazardous reactions will not occur under normal conditions.
10.2. Chemical stability

Product is stable.

10.3. Possibility of hazardous reactions

Hazardous polymerization will not occur.

10.4. Conditions to avoid

Direct sunlight. Extremely high or low temperatures.

10.5. Incompatible materials

Strong acids. Strong bases. Strong oxidizers.
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 2
Safety Data Sheet

According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

10.6.

Hazardous decomposition products

The product is not flammable. However, under fire conditions, decomposition may produce carbon monoxide and carbon dioxide.

SECTION 11: Toxicological information

11.1.
Acute toxicity

Information on toxicological effects
: Not classified

Skin corrosion/irritation
Serious eye damage/irritation
Respiratory or skin sensitisation
Germ cell mutagenicity
Carcinogenicity

Reproductive toxicity

Specific target organ toxicity (single exposure)
Specific target organ toxicity (repeated exposure)

Aspiration hazard
Symptoms/injuries after inhalation

Symptoms/injuries after skin contact
Symptoms/injuries after eye contact
Symptoms/injuries after ingestion
Chronic symptoms

2,4-Pentanedione (123-54-6)

LD50 oral rat 760 mg/kg

LD50 oral 570 mg/kg

LD50 dermal rabbit 770 mg/kg

LD50 dermal 790 mg/kg

LC50 inhalation rat (ppm) 1224 ppm/4h

LC50 inhalation rat (Vapours - mg/l/4h) 5,01 mg/I/4h

Mixture, 3(2H)-isothiazolone, 5-chloro-2-methyl- with 2-methyl-3(2H)-isothiazolone (55965-84-9)
LD50 oral rat ‘ 53 mg/kg

: Not classified

: Not classified

: Not classified

. Not classified

: Not classified

. Not classified

: Not classified

: Not classified

. Not classified

: Not expected to present a significant inhalation hazard under anticipated
conditions of normal use.

: May cause sensitisation of susceptible persons by skin contact.

: May cause eye irritation.

: If a large quantity has been ingested : May cause nausea, vomiting, and diarrhea.

: None expected under anticipated conditions of normal use.

SECTION 12: Ecological information

12.1. Toxicity

1,2-Propylene glycol (57-55-6)

LC50 fish 1 51600 mg/l (Exposure time: 96 h - Species: Oncorhynchus mykiss [static])
EC50 Daphnia 1 10000 mg/I (Exposure time: 24 h - Species: Daphnia magna)

LC50 fish 2 41 - 47 ml/l (Exposure time: 96 h - Species: Oncorhynchus mykiss [static])
EC50 Daphnia 2 1000 mg/l (Exposure time: 48 h - Species: Daphnia magna [Static])

12.2. Persistence and degradability

Urinalysis Dipstick Controls-Dipper®/Dropper®/Dropper® Plus, Level 2

Persistence and degradability

‘ Not established.

12.3. Bioaccumulative potential

Urinalysis Dipstick Controls-Dipper®/Dropper®/Dropper® Plus, Level 2

Bioaccumulative potential

‘ Not established.

1,2-Propylene glycol (57-55-6)

BCF fish 1 <1
Log Pow -0,92
12.4. Mobility in soil

No additional information available

12.5.
No additional information available

Results of PBT and vPvB assessment

21/12/2015
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Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 2
Safety Data Sheet

According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

12.6.
Other information

13.1.

Other adverse effects

. Avoid release to the environment.

SECTION 13: Disposal considerations

Waste treatment methods
Waste disposal recommendations

international regulations.

: Dispose of waste material in accordance with all local, regional, national, and

SECTION 14: Transport information

In accordance with ADR /RID / IMDG / IATA / ADN

[ADR_________|IMDG_________|IATA N

14.1. UN number

Not regulated for transport

14.2. UN proper shipping name
Not applicable | Not applicable Not applicable Not applicable Not applicable
14.3. Transport hazard class(es)

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

14.4. Packing group

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

14.5.

Environmental hazards

Dangerous for the
environment : No

Dangerous for the
environment : No

Dangerous for the
environment : No

Dangerous for the
environment : No

Dangerous for the
environment : No

Marine pollutant : No
14.6. Special precautions for user

No additional information available

14.7. Transport in bulk according to Annex Il of MARPOL 73/78 and the IBC Code
Not applicable

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture
15.1.1. EU-Regulations

Contains no REACH substances with Annex XVII restrictions

Contains no substance on the REACH candidate list

Contains no REACH Annex XIV substances

1,2-Propylene glycol (57-55-6)

Listed on the EEC inventory EINECS (European Inventory of Existing Commercial Chemical Substances)
15.1.2. National regulations

No additional information available

15.2. Chemical safety assessment

No chemical safety assessment has been carried out

SECTION 16: Other information

1 24/11/2015
: According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008

Revision date

Data sources

Full text of H- and EUH-statements:
Acute Tox. 3 (Dermal)

Acute Tox. 3 (Inhalation:dust, mist)
Acute Tox. 3 (Oral)

Aquatic Acute 1

Aquatic Chronic 1

Acute toxicity (dermal), Category 3

Acute toxicity (inhalation:dust,mist) Category 3

Acute toxicity (oral), Category 3

Hazardous to the aquatic environment — Acute Hazard, Category 1
Hazardous to the aquatic environment — Chronic Hazard, Category 1

Eye Dam. 1 Serious eye damage/eye irritation, Category 1
Met. Corr. 1 Corrosive to metals, Category 1
21/12/2015 EN (English) 6/7



Dip&Spin® Urinalysis Dipstick / Microscopics Control

Level 2
Safety Data Sheet
According to regulation (EU) No. 2015/830 and regulation (EC) No. 1272/2008
Press. Gas Gases under pressure
Skin Corr. 1A Skin corrosion/irritation, Category 1A
Skin Corr. 1B Skin corrosion/irritation, Category 1B
Skin Sens. 1 Sensitisation — Skin, Category 1
STOT SE 3 Specific target organ toxicity — Single exposure, Category 3, Respiratory tract
irritation
H290 May be corrosive to metals
H301 Toxic if swallowed
H311 Toxic in contact with skin
H314 Causes severe skin burns and eye damage
H317 May cause an allergic skin reaction
H318 Causes serious eye damage
H331 Toxic if inhaled
H335 May cause respiratory irritation
H400 Very toxic to aquatic life
H410 Very toxic to aquatic life with long lasting effects
EU GHS SDS

This information is based on our current knowledge and is intended to describe the product for the purposes of health, safety and
environmental requirements only. It should not therefore be construed as guaranteeing any specific property of the product.
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Certifi cate TOVRheinland

Quality Management System
EN iSO 13485:2016

Registration No.: SX 1006099-1
OCrganization: 77 Elektronika Mitszeripari Kft.
Fehérvari it 98.
1116 Budapest
Hungary
Scope: Design and development, production, distribution, installation and servicing

of blood glucose measuring systems, urine analyzers and rapid test
readers, including related consumables.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices,
Proof has been furnished that the requirernents specified in the abovementioned standard are fulfille
management system is subject to yearly surveillance, :

Report No.: 93389457-30
Effective date: 2022-11-18
Expiry date: 2025-11-17
Issue date: 2022-11-09 =
) Rafat Byczkowski
TUV Rheinland LGA Products GmbH
(( DAkKS Tillystrale 2 - 90431 Niirnberg - Germany
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Certificate TUVRheinIar('?d

Quality Management System
EN 1SO 13485:2016

Registration No.: SX 1006099-1

Organization: 77 Elektronika MUszeripari Kft.
Fehérvari (Gt 98.
1116 Budapest
Hungary

The scope of certification includes the following additional sites:

No. Facility Scope

101 77 Elektronika Muszeripari Kift. Design and development, production,
Fehérvari Gt 98. distribution, installation and servicing.
1116 Budapest
Hungary

102 77 Elektronika MUszeripari Kift. Manufacture and warehouss of bicod
Telephsaly glucose measuring systems, urine analyzers,
Sziregova utca 1 related consumables and parts.
1116 Budapest Manufacturing of SMT technology.
Hungary

Report No.: 93389457-30
Effective date: 2022-11-18
Expiry date: 2025-11-17
Issue date: 2022-11-09
) Rafat Byczkowski
£ TUV Rheinland LGA Products GmbH
(( DAKXKS Tillystrafte 2 - 90431 Nirnberg - Germany
po Eﬁ;::es;?t?erun gsstelle
D-ZM-14165-011-02 22
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ABTOMaTM4yecKass mo4yeBasi CTaHLUUSA

URISED 3 PRO

LabUMat 2 + UriSed® 3 PRO

W77 ELEKTRONIKA




ABTOMATMHECKaS MOYeBas CTaHLMA
LabUMat 2 + UriSed® 3 PRO

URISED 3 PRO

| LabUMat <€
q

-

LabUMat 2 — aBTOMaTU4ecKuin aHanm3aTop PUNKO-XUMUHECKMX CBONCTB MOUM, UCMOSMb3YHOLLIM
METO OTpaKaTeNbHON (POTOMETPUM 1 NPAMOE U3MEPEHME (PUBUHECKMX MaPaMETPOB.

UriSed® 3 PRO — aBTOMaTU4eCKMin aHanmM3aTop ocagka Mo4u, UCMOb3YHOLLMN
KOMOUHALIMIO CBETNOMNOBHOM 1 (ha30BO-KOHTPACTHON MUKPOCKOTM.

VIHTerpauws B eQyHbIi KOMMAEKC ABYX aHANN3aTOPOB NO3BOMAET BbIMOMHUTL CTaHOAPTU3MPOBAHHOE MCCAeaoBaHe
B OHOM Mpobe Bcex nokasarenen OBLLEKNHUHYECKOrO aHann3a Moy ¢ hopMUPOBaHMEM eONHOIO OTHETA.

> MponssoauTeNbHOCTL A0 240 TECTOB B Yac » PeaynbTarthl UCCNEA0BaHNSA B ONTUMASIEHOM BULE
(B MONSIX 3pEHUS], B MKJ1, B «KpecTax»)

P OTCYTCTBME XUOKUX PEAreHTOB U KambpaTopoB » EnvHoBpemMerHas 3arpyska go 100 npob
» HacTtpoiika BbI6OPOHHON OTMpaBku Npobsbl P AsTOMaTVHecKuin aHanmns 6onee 30 napameTpos
Ha aHanM3 ocagka B 06pasue

» MepekpecTHasa nposepka pesysibtatos (CrossCheck)

UriSed® 3 PRO LabUMat 2

SOpUTPOLTHI BakTepum-nanoyku BunnpybuH pH
NenkoynTsl Lpoxokun YpobunmHoreH HutpuTsl
CKONNeHVsa NENKOLINTOB Cnusb KeToHbI NenkounTbl
"ManmHoBble LNAMHAPSI Cnepmato3ongpl AckopbuHoBas KucnoTa YoenbHbili BeC
[Natonorn4eckue LMnMHOpsbI Kpuctanbl [ntoko3a LiBeT
[nockuin anuTenmin MoHormgpar okcanara Kanbums Benok (ansbymumH) MyTHOCTb
Hennockun anutenuin [urvppat okcanara KabLis Kposb

BakTepum MoueBas kucnoTa

BakTepunm-Kokkn Tpunensthocdar



HeTbipe Wwara K noJiyyYeHuo pesynbrara
77 Elektronika

( )

3arpyauTe TeCT-NoN0CKN YCTaHOBUTE KIOBETBI YcTaHoBuUTE CTaHdapTHble  [onyyuTe pesynbrtar
NpPOoBUPKN Ha sKpaHe

BO3MOXHOCTM (Da30BO-KOHTPACTHOW MKDOCKOMM
UriSed® 3 PRO

Da30BO-KOHTPACTHAA MUKPOCKOMMS
NPENOCTaBAAET HOBbIE BO3MOXXHOCTU
BU3yanmMaaLm Moponorim Jaxe
MPO3pPaqHbIX 3NIEMEHTOB 0CaOKa.

UriSed 3 PRO otmevaeT npobbl

C NOJ03PEHVEM Ha MOMEPYNAPHYHO
remaTypuio Npu obHapy»KeHnn
cpean apuTpoumToB =30 %

. TEHEWN 3PUTPOLUTOB W/unn =5 %

® @fﬁ*» < o . 0 e alin o AKAHTOLTOB.
v

lemaTtypus SBASETCH OCHOBHbIM
CUHAPOMOM 3aboneBaHun
MOYEBbIBOAALLMX MyTEN N MOYeEK.
Pa30B0O-KOHTPACTHasA MUKDOCKOMUS
npennaraeT HaumyyLwni noxon,

K OLieHKe Mopd0oorum 3puUTPOLINTOB,
YTO MO3BOSISET ONPEAENUTD
NoKaM3aLmo KPOBOTEHEHMS.

|_|03TOMy CpaBOBO-KOHTpaCTHaﬂ MUKPOCKOIMA peKoOMeHgoBaHa rnpun nccnegoBaHnm ocagka Mo4mn
1 obsi3aTenbHa npwn o6Hapy>KeH|/||/| ,D.I/ICMOpCbeIX SPUTPOUNTOB MeXOYyHaPOOHbIM pyKOBO,D,CTBOM1.

" European Urinalysis Guideline, p.23, European Confederation of Laboratory Medicine, 2000



ABTOMATMYECKAA MOYEBas CTaHLVA B KOHUNypaLmm
LabUMat 2 + UriSed® 3 PRO + UriSed® 3 PRO (Cascade)

» MpounssoauTensHOCTL A0 240 TecToB
B 4ac npu 100% MmUKpOCKONUN ocaaKa

E | i » OfHOBPEMEHHO B paboTe MOMyT HaxOOUTHCH
00 300 npob (30 wraTnBoB)

» HenpepbiBHas gosarpyska npob

URISED 3 PRO URISED 3 PRO

LabUMat <

» [1Ba pacxofHbIx MaTepriana, npospaqHas
P — CTOMMOCTb OAHOr0 aHanMaa

UriSed® 3 PRO LabUMat 2

URISED 3PRO 5
E > ABTOMaTUHecKWn aHanna no 13 napameTpam

P MakcumasnbHas Mpon3BOaUTENbHOCTb
0o 130 TecToB B Hac

» MporsBoanTENbHOCTL A0 240 TECTOB B Yac

P ABTOMATUHYECKUN MOOCHET U pacrpeneneHme

3N1eMeHTOB ocafka rno 18 knaccam P BcTpoeHHbIl 610K A9 USMEPEHUs (hU3NHECKUe

napameTpOoB (yaesbHbll BEC 1 MyTHOCTb)
> CeetnononsHoe, (hasoBo-KOHTPacTHOE . '-'"'——'.
1 KOMBUHUMPOBAHHOE N300PaXKEHNE ; ! » [IBYCTOPOHHEE NOAKIIoYEHE K LIS
> BbIBo[, pe3y/bTaToOB UCCeO0BaHVa B eAVMHALAX —
N3MEPEHNSE: B MOSIAX 3PEHVISA, B MKJ1, B «<KpECTax»

LabUMat <€

UriSed® 3 PRO + St PacxopgHble maTepuanbl
UriSed® 3 PRO NE:
‘ 3 1 > MponssoauTebHOCTL A0 240 TECTOB B Yac : i » YBenMYEHHBIA CPOK rOAHOCTM

150 TeCT-NonocoK .
» Camoe adhheKTrBHOE peLLeHie P Y06HBIN MEHEIXKMEHT

no npownasoautensHocTy npn 100 %
MUKPOCKOMW ocaaka

: ursed = &
i P O6bearHeHre 4epes CoeaVHUTETbHbIA , (s
610K ANs napannenbHOro NepeaBy>KeHNs ‘ ST
00 20 WwTaTBOB C NPOobMpKamMm - &

600 ktoBeT




Creuydrkamm

LabUMat 2 + UriSed® 3 PRO + UriSed® 3 PRO (Cascade)

OCHOBHbIEe XapaKTepUCTUKN
[pon3BognTENBEHOCTL
EnvHoBpemeHHas 3arpyska
ABTOMAaTNYECKOE OOHAPYXKEHNE

1 o depeHLpPOBKa S1EMEHTOB
ocagka Mo4u

ABTOMATNYECKOE OMnpeaeneHme
PUNBNKO-XUMNHECKIX NapaMETPOB

TexHonorns

[Nony4eHHble N306paXKeHNs
CunTblBaTENb LUTPUX-KOOOB
[NpuHTEP

VHTepdenc

Jmc

Lo 240 TecTOB B 4ac
[o 300 npob

SpuTtpounTbl, JlernkounTbl, CKOMNeHNs NENKOLIMTOB, [ManHOBbIE
UmnnHapsl, Natonorndeckme umnnHapsbl, Nnockuin snnutenni,
Hennockuin snutenuin, baktepun, BakTepumn-kokku, Baktepum-
nanoyku, dpoxokn, Cnmnsb, Cnepmartosonasl, Kpuctannbl, MoHorvapat
okcanarta kanbuys, durnapat okcanata kanbuus, MoveBas Kucnora,
Tpunensgocdar

BunnpybuH, YpobunmHoreH, KeToHbl, ACKOpO1HOBast KUCOTa,
noko3sa, benok (ansbymuH), Kposb, pH, Hutputsl, JlekoumTsl,
YpaeneHbI Bec, LiBeT, MyTHOCTb

OTparkaTenbHas POTOMETPUSA, MPSMOe U3MepPeHME DN3NHECKIX
napameTpOB.

ABTOMaTN4YECKAA MYKPOCKOMNS 11 06paboTka N306padKeHi

B OHOPa30BOV KIOBETE

da30BO-KOHTPACTHOE, CBETIONOBHOE 1 KOMOUHNPOBAHHOE
BcTpoenHbin

OnupoHanbHbIN, BHELLUHWI (MoakitoHaeTcs K 1K)

USB, LAN, RS232

[BycTOpOHHEE NoAKto4eHve, LIS2-A2 nnn HL7

MbI ocTaBnsiemM 3a cobon MnpaBoO M3MEHATb CI'IeLI,MCDI/IKaLI,I/Il/I 6e3 npenBapuTenbHOro yBegomMJieHA.

URISED®, 77 Elektronika Kft.® aBnstoTcsa 3aperncTpmpoBaHHbIMM TOBAPHBIMIA 3HaKamm Ha Tepputopumn PO.

.‘ Mepauka lMNpopakT

OdvumaneHbi auctpudstoTop: MEOVKA MPOLAKT
yn. LLlepemeTbeBckas, 85, ctp. 5, Mockea, 129075
Ten.: +7 (495) 787-44-01, chakc. +7 (495) 787-44-01
news@medicaproduct.ru, www.e77.ru
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