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WHO Prequalification of In Vitro Diagnostics
PUBLIC REPORT

Product: Monolisa HCV Ag-Ab ULTRA V2
WHO reference number: PQDx 0229-031-00

Monolisa HCV Ag-Ab ULTRA V2 with product codes 72561 and 72562, manufactured by Bio-
Rad, CE-marked regulatory version, was accepted for the WHO list of prequalified in vitro
diagnostics and was listed on 24 January 2020.

Summary of WHO Prequalification Assessment for Monolisa HCV Ag-Ab
ULTRA V2

Date Outcome
PQ listing 24 January 2020 | listed
Dossier review N/A | MR
Site inspection of quality management 8-10 November 2021 | MR
system
Product performance evaluation 1st quarter of 2017 | MR

MR: Meets requirements.
N/A: Not applicable.

Report amendments and/or product changes

This public report has since been amended. Amendments may have arisen because of
changes to the prequalified product for which WHO has been notified and has undertaken
a review. Amendments to the report are summarized in the following table, and details of
each amendment are provided below.

Version Summary of amendment Date of report
amendment
2.0 1. Packaging/Labelling updates for the Monolisa HCV Ag-Ab ULTRA | 20 August 2024.

V2 codes 72561-72562 are due to the IVDR Certification obtained
on July 20th, 2023, according to the requirements of the new
Regulation (EU) 2017/746 on In vitro Diagnostic Medical Devices
and compliance with the update of the classification of the active
substance of ProClin 300 in EU CLP regulation (application of UN-
GHS) for effect on aquatic life.

There is no change in device design, specifications, or intended
use/ indications. There is no change to material, safety, or
performance data.
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2. The shelf-life of the product was changed from 12 to 18 months.

Intended use:

According to the claim of intended use purpose from Bio-Rad, “The Monolisa HCV Ag-Ab
ULTRA V2 assay is a semi-quantitative enzyme immunoassay kit for the detection of Hepatitis
C Virus (HCV) core antigen and antibodies in human serum or plasma specimens. This kit can
be used for the screening of blood donations and as an aid in the diagnosis of hepatitis C
infection.

The Monolisa HCV Ag-Ab ULTRA V2 assay can be used manually or on automated systems”.

Assay description:

According to the claim of assay description from Bio-Rad, “The Monolisa HCV Ag-Ab ULTRA
V2 assay is a semi-quantitative enzyme immunoassay kit based on the principle of the
sandwich technique for the detection of HCV antigen and the indirect technique for the
detection of anti-HCV antibodies in human serum or plasma specimens.

The solid phase is coated with:

e Purified HCV antigens: Two recombinant proteins from the non-structural region (NS3 and
NS4) and a peptide from the structural region (core) of the hepatitis C virus,

* Monoclonal antibody against the core hepatitis C antigen.

The conjugates are based on the use of:

e Biotinylated monoclonal mouse antibody against the hepatitis C core. This monoclonal
antibody does not react against the core peptide used in the solid phase (Conjugate 1).

e Mixture of peroxidase-labeled mouse anti-human IgG antibodies and peroxidase-labeled
streptavidin (Conjugate 2).

The assay procedure is as follows:

1. Specimens, controls and Conjugate 1 are pipetted into the wells of the microplate.

e /f antibodies to HCV are present, they will bind to the antigen coated on the solid phase.

* If hepatitis C core antigen is present, this antigen will be bound by the monoclonal
antibodies coated on the solid phase and the biotinylated monoclonal antibodies against the
core hepatitis C antigen (Conjugate 1).

2. After incubation at 37°C for 90 minutes and a washing step, Conjugate 2 containing
peroxidase-labeled anti-human IgG antibodies and peroxidase-labeled streptavidin are
added to each well of the microplate. If human IgG is present, having reacted with the coated
antigen on the solid phase, the anti-human IgG conjugate binds to the human antibodies.
The conjugated peroxidase/streptavidin binds to the biotin of conjugate 1 if an HCV core
antigen is present in the specimen.

3. After 30 minutes of incubation at 37°C, the unbound enzymatic conjugate is removed by
another washing step and the presence of the antigen-antibody-peroxidase complexes are
detected by adding the substrate.

4. After 30 minutes of incubation at room temperature (+18 - 30°C) and once the reaction
has been stopped, the spectrophotometer reading is performed at 450/620-700 nm. The
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absorbance measured for a specimen allows detection of the presence or absence of HCV
antibodies and/or core antigen of hepatitis C in the specimen. The colour intensity is
proportional to the quantity of HCV antibodies and/or the hepatitis C core antigen bound on

the solid phase.”

Test kit contents:

Human serum containing antibodies to HCV,
negative for HBs antigen and for anti HIV-1 and
anti HIV-2 antibodies diluted in a Tris HCI
buffer containing BSA, and photochemically
inactivated. Preservative: ProClin 300 (0.1%)

Component 96 tests 480 tests
(product code (product code
72561) 72562)

R1 MICROPLATE: 1 plate 5 plates

12 strips of 8 wells each, coated with

monoclonal anti-capsid antibody of the VHC,

purified recombinant hepatitis C antigens

(NS3, NS4) and a HCV capsid peptide

R2 CONCENTRATED WASHING SOLUTION 1 vial x 70 ml 1 vial x 235 ml

(20X):

Tris NaCl buffer pH 7.4

Preservative: ProClin 300 (0.04%)

R3 NEGATIVE CONTROL: 1 vial x 1 ml 1 vial x 1 ml

Tris HCI Buffer, containing BSA (Bovine Serum

Albumin); Preservative: ProClin 300 (0.1%)

R4 POSITIVE CONTROL: 1vial x 1.5 ml 1 vial x 3 ml

R5a ANTIGEN POSITIVE CONTROL:
Antigen positive control synthetic containing a
lyophilized capsid peptide.

1vial x g.s. ad 1
ml

1lvial xg.s. ad 1 ml

R5b ANTIGEN DILUENT:
Distilled water containing a preservative:
ProClin 300 (0.5 %)

1 vial x 1 ml

1 vial x 1 ml

R6 CONJUGATE 1:

Mouse biotinilated monoclonal antibodies
against capsid HCV antigen. Purple coloured
Preservative: Sodium azide (< 0.1%), Cosmocil
CQ (0.025%)

1 vial x 15 ml

2 vials x 30 ml

R7 CONJUGATE 2:

Mouse antibodies directed against human
IlgG/peroxidase and streptavidin/peroxidase.
Green colour. Preservative: ProClin 300

(0.5 %)

1 vial x 15 ml

2 vials x 30 ml
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R8 SUBSTRATE BUFFER: 1 vial x 60 ml 2 vials x 60 ml
Citric acid and sodium acetate solution, pH
4.0, containing H202 (0.015%) and dimethyl
sulfoxide (DMSO) 4%

R9 CHROMOGEN - TMB SOLUTION (11X): 1 vial x 5 ml 2 vials x 5 ml
Solution containing 3.3’, 5.5’
tetramethylbenzidine (TMB)
R10 STOPPING SOLUTION: 1 vial x 28 ml 3 vials x 28 ml
Sulphuric acid solution (H2S04 1N)
NOTE: The IFU is no longer included in the kits but is now only available online on the
following website: www.downloads.biorad.com.

Items required but not provided:
Item
Consumables:
e Distilled water
e Sodium hypochlorite (household bleach) and sodium bicarbonate.
e Absorbent paper
e Adhesive films
e Disposable gloves
e Disposable tubes
Durables:
e Safety glasses
e Graduated cylinders of 10 ml, 200 ml and 1,000 ml
Equipment:
e Calibrated automatic or semiautomatic, adjustable or preset pipettes or
multipipettes to measure and dispense 50 ul, 80 ul, 100 pl, 200 pl and 1 mi
e Vortex mixer
e Automatic, semi-automatic or manual microplate washing system
e Water-bath, or equivalent microplate incubator, thermostatically set at 37°C
1°C (*)
e Container for biohazardous waste
e Microplate reader equipped with 450, 490 nm and 620-700 nm filters (*)
(*) Consult manufacturer for detailed information about the equipment recommended
by our technical department.

Storage:
The test kit must be stored at 2-8°C.

Shelf-life upon manufacture:
18 months.
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Warnings/limitations:
Please refer to the current version of the instructions for use.

Prioritization for prequalification
Based on the established eligibility criteria, Monolisa HCV Ag-Ab ULTRA V2 was given priority
for WHO prequalification assessment.

Product dossier assessment

In accordance with the WHO procedure for abbreviated prequalification assessment,
Bio-Rad was not required to submit a product dossier for Monolisa HCV Ag-Ab ULTRA V2 as
per the “Instructions for compilation of a product dossier” (PQDx_018 v1). Notwithstanding,
certain aspects of the product dossier previously submitted for stringent regulatory review
were reviewed by an assessor during the site inspection.

However, a technical review of the instructions for use (IFU) was made, and it was noted
that human specimens utilised as positive and negative control specimens had not been
screened by state-of-the-art methods (nucleic acid detection assays). Bio-Rad is required to
introduce screening using more sensitive methods to ensure that the use of the control
material represents a minimum risk to users.

In addition, the results of testing for analytical sensitivity were inappropriately aggregated,
giving a potentially incorrect impression of the performance of the assay. Bio-Rad has
committed to providing the table below, comprised appropriately of the disaggregated data,
in the next version of the instructions for use. The intended use of the product was not
clearly documented in the IFU to state the clinical indication and use of the test, the testing
population for which the intended use and function is for, the intended use setting and the
intended users. On test limitations, to include other suitable methods for screening and
diagnosis of HCV viremic infection.

Commitments for prequalification:

1. Bio-Rad to revise the IFU to include a table of results of analytical specificity,
intended use statement and other methods for screening and diagnosis of HCV
viraemic infection as stated above. This will be implemented in the next revision of
the IFU by 31 October 2023. The commitments regarding the analytical specificity,
inclusion of other screening and diagnosis methods of HCV viremic infection, and
diagnostic sensitivity disaggregated by specimen type were included in the IFU
version 0001350 - 2022/03. These commitments were closed. However, the
intended use purpose has yet to be amended to include the clinical indication,
intended use function, the testing population, the intended use setting, and the
intended users. The manufacturer is required to amend the intended use purpose in
the next revision of the IFU.
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2. Bio-Rad to implement requirements of Technical Specification Series for submission
to WHO Prequalification-8 (TSS-8)- Immunoassays to detection hepatitis C antibody
and/or antigen by 24 January 2023. The submission of the gap analysis is pending.

Manufacturing site inspection

In accordance with the WHO procedure for abbreviated prequalification assessment, a
shortened inspection with fewer inspectors was conducted at the site(s) of manufacture of
Monolisa HCV Ag-Ab ULTRA V2 (3, bd Raymond Poincaré, 92430, Marne La Coquette, France
on 4-6 April 2018 and Route de Cassel, 59114, Steenvoorde, France on 8-10 November 2021),
as per the “Information for manufacturers on prequalification inspection procedures for the
sites of manufacture of diagnostics” (PQDx_014 v4).

The inspections found that the manufacturer had an acceptable quality management
system and acceptable manufacturing practices in place that ensured the consistent
manufacture of a product of adequate quality.

The manufacturer's responses to the nonconformities found at the time of the inspection of
the Marne La Coquette site were accepted on 9 October 2018. The manufacturer's
responses to the nonconformities found at the time of the inspection of the Marne La
Coquette site were accepted on 9 October 2018.

A field safety notice (FSCA 03-17 IDD) was issued and came to WHOQ'’s notice via the United
Kingdom Medicines and Healthcare Products Regulatory Agency (MHRA) related to lowered
optical density (OD) readings for the entire microplate, typically towards the end of the
product shelf-life. The reported issue could be related to the R6 reagent (Conjugate 1 —
Mouse biotinylated monoclonal antibodies against capsid HCV antigen). Bio-rad’s correction
was to issue certain lots with reduced shelf-life. Bio-Rad’s corrective action was to
implement additional controls for the selection of the IgG mouse selected in the R6 reagent
used in the manufacturing process. WHO has decided that a re-inspection will be necessary
to determine that the corrective action has addressed the root cause of the issue.

Based on the inspection team’s review of the manufacturer’s systems for the Management
of Nonconformities and Corrective Actions, as well as the proposed and implemented
corrective actions related to the above-referenced field safety corrective actions, the
inspection team has concluded that: The manufacturer has proposed and implemented
corrective actions (with the outstanding commitments noted) that could reasonably be
expected to minimise the risk of the repeat of the failure that led to the above-mentioned
field safety corrective action.

Based on the site inspection and corrective action plan review, the quality management
system for Monolisa HCV Ag-Ab ULTRA V2 meets WHO prequalification requirements.

Product performance evaluation
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Monolisa HCV Ag-Ab ULTRA V2 (Bio-Rad) was evaluated at the National Reference
Laboratory, Melbourne, Australia, on behalf of WHO in the 1st quarter of 2017 using serum
and plasma specimens. From this evaluation, we drew the following conclusions:

Monolisa HCV Ag-Ab ULTRA V2 (Bio-Rad) is a qualitative enzyme immunoassay for the
detection of antibodies to HCV and HCV capsid antigen in human serum and plasma. A
volume of 50ul of specimen is needed to perform the assay. This type of assay requires
laboratory equipment and cannot be performed in laboratories with limited facilities.
Reading of the results must be performed with a spectrophotometer.

In this limited performance evaluation on a panel of 483 specimens characterized using a
reference algorithm (Murex anti-HCV (version 4.0) [DiaSorin South Africa Ltd.] and Monolisa
anti-HCV Plus ; followed by CHIRON RIBA HCV 3.0 Strip Immunoblot Assay or MP Diagnostics
HCV Blot 3.0 on initially reactive specimens), we found an initial sensitivity of 100% (95% Cl:
97.1% — 99.9%) and an initial specificity of 100% (95% Cl: 98.5% — 100%) compared to the
reference results. In this study, 0% of the results were recorded as indeterminate. Lot to lot
variation was in the acceptable range for all ten dilution panels.

For four seroconversion panels, Monolisa HCV Ag-Ab ULTRA V2 detected on average 0
specimens earlier than the benchmark assay (Murex Anti-HCV (version 4.0)). For the mixed
titer panel (ref 0810-0175, SeraCare), Monolisa HCV Ag-Ab ULTRA V2 correctly classified all
16 specimens. For the low titer panel (ref 0810-0192, SeraCare), Monolisa HCV Ag-Ab ULTRA
V2 correctly classified all but one of the 11 specimens.

The invalid rate in this evaluation was 0%.
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Labelling

1. Labels

2. Instructions for use

Page 8 of 39



PQDx 0229-031-00 WHO PQ Public Report August 2024, version 2.0

1.1 MONOLISA HCV Ag-Ab ULTRA V2 96 tests - Cat# 72561 Labels
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Monolisa HCV Ag-Ab ULTRA V2
Cat#72561

[-BOX
1- Text printed on the box

18010813

o -

2- Box labels

Monolisa HCV Ag-Ab ULTRA V2

LABELS

Bio-Rad

3, Boulevard Raymond Poincaré
92430 Marnes-la-Coquette France
Tel. : +33 (0) 1 47 95 60 00

Fax :+33(0) 147 4191 33
www.bio-rad.com

72561 Y 96
R1 1x1 Microplate R6 1x15ml Conjugate 1
R2 1 x70ml Concentrated washing solution (20X)" R7 1x15ml Conjugate 2**
R3 1x1ml Negative control™ R8 1x60ml Substrate buffer
R4 1x1.5ml Positive control*™ R9 1x5ml Chromogen: TMB solution (11X)
R5a 1x1 ml Antigen positive control R10 1 x28 ml Stopping solutiont
q's' ad * ProClin 300 (0.04%) ** ProClin 300 (0.1%) ** ProClin 300 (0.5%) ' 1N H,SO,
R5b 1x1ml Antigen diluent***

Made in France

0001350
downloads.bio-rad.com
¢, + 800 135 79 135

H314 - H317 - H412

P280
+8°C  P305+P351+P338 @
P303+P3614P350
M) [0 cem o4 BF O

P273 - P501
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1.2 MONOLISA HCV Ag-Ab ULTRA V2 480 tests - Cat# 72562 Labels
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LABELS
[-BOX

1- Text printed on the box

Bio-Rad
- - 3, Boulevard Raymond Poincaré
u 92430 Marnes-la-Coquette France
: Tel. : +33 (0) 1 47 95 60 00
Fax:+33(0) 147 419133

2. Box Labels
Monolisa HCV Ag-Ab ULTRA V2
72562 ¥ 480
R1 5x1 Microplate R6 2x30ml Conjugate 1
R2 1 x235ml Concentrated washing solution (20X)* R7 2 x30ml Conjugate 2***
R3 1x1ml Negative control™ R8 2 x60ml Substrate buffer
R4 1x3ml Positive control™ R9 2x5ml Chromogen: TMB solution (11X)
R5a 1x1ml Antigen positive control R10 3 x28 ml Stopping solution®
qg.s. ad

* ProClin 300 (0.04%) ** ProClin 300 (0.1%) ** ProClin 300 (0.5%) ' 1N H_SO,

R5b 1 x1ml Antigen diluent™*

H314 - H317 - H412
P280

81
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Made in France t 4 800 135 79 135 P273 - P501

16010813
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2. Instructions for use?

! English version of the IFU was the one that was assessed by WHO. It is the responsibility of the
manufacturer to ensure correct translation into other languages.
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Monolisa HCV Ag-Ab ULTRA V2
1 plate - %/ 96 72561

5 plates - ¥ 480 72562

SEMI-QUANTITATIVE ENZYME IMMUNOASSAY KIT FOR THE DETECTION OF THE HEPATITIS C
ANTIGEN AND ANTIBODIES IN HUMAN SERUM OR PLASMA SPECIMENS

IVD| (C € osss
jj:] 0001350 - 2022/03

IFU compliant with Regulation (EU) 2017/746.

Major changes to the previous version are shaded gray. A gray title indicates significant changes in the content
of the chapter. Please read carefully.

For the European Union (Regulation 2017/746/EU), the Summary of Safety and Performances of this device
is available via EUDAMED public access https://ec.europa.eu/tools/eudamed.
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INTENDED USE

The Monolisa HCV Ag-Ab ULTRA V2 assay is a semi-quantitative enzyme immunoassay kit for the
detection of Hepatitis C Virus (HCV) core antigen and antibodies in human serum or plasma specimens.
This kit can be used for the screening of blood donations and as an aid in the diagnosis of hepatitis C
infection.

The Monolisa HCV Ag-Ab ULTRA V2 assay can be used manually or on automated systems.

SUMMARY AND EXPLANATION OF THE TEST

The Hepatitis C Virus (HCV) is an enveloped RNA positive-sense virus (9.5 kb) belonging to the
Flaviviridae family, of which seven major genotypes were identified. HCV is recognized as being the main
cause of non-A and non-B viral hepatitis!%:23,

The disease severity is variable and can range from a mild illness for a few weeks (acute HCV) to a
chronic and life-long serious illness, which can progress to cirrhosis or liver cancer. Although still
expensive, efficient treatments exist thought and can cure it. No vaccine exists!4.

In 2021, WHO estimated that globally, 58 million people were living with chronic hepatitis C, with about
1.5 million new infections per year!s!.

The hepatitis C virus is a bloodborne virus and most infection occur through exposure to blood from
unsafe injection practices, unsafe health care, unscreened blood transfusions, injection drug use and
sexual practices that lead to exposure to bloodl,

Evidence of HCV infection can be obtained through testing to screen for HCV antigens and/or antibodies
in serum or plasma specimen and/or RNA["8l, In comparison to assays screening for anti-HCV antibodies
alone, the use of a combined screening assay for both anti-HCV antibodies and the HCV core antigen
can reduce the serological window period and improve detection of the infectionl[®:10:11:12:13],

PRINCIPLES OF THE PROCEDURE

The Monolisa HCV Ag-Ab ULTRA V2 assay is a semi-quantitative enzyme immunoassay kit based on
the principle of the sandwich technique for the detection of HCV antigen and the indirect technique for the
detection of anti-HCV antibodies in human serum or plasma specimens.

The solid phase is coated with:

o Purified HCV antigens: Two recombinant proteins from the non-structural region (NS3 and NS4)
and a peptide from the structural region (core) of the hepatitis C virus,

e Monoclonal antibody against the core hepatitis C antigen.
The conjugates are based on the use of:

e Biotinylated monoclonal mouse antibody against the hepatitis C core. This monoclonal antibody
does not react against the core peptide used in the solid phase (Conjugate 1).

e Mixture of peroxidase-labeled mouse anti-human IgG antibodies and peroxidase-labeled
streptavidin (Conjugate 2).
The assay procedure is as follows:
1. Specimens, controls and Conjugate 1 are pipetted into the wells of the microplate.

e If antibodies to HCV are present, they will bind to the antigen coated on the solid phase.

e If hepatitis C core antigen is present, this antigen will be bound by the monoclonal antibodies
coated on the solid phase and the biotinylated monoclonal antibodies against the core
hepatitis C antigen (Conjugate 1).

2. After incubation at 37°C for 90 minutes and a washing step, Conjugate 2 containing peroxidase-
labeled anti-human IgG antibodies and peroxidase-labeled streptavidin are added to each well of
the microplate. If human IgG is present, having reacted with the coated antigen on the solid phase,
the anti-human IgG conjugate binds to the human antibodies. The conjugated
peroxidase/streptavidin binds to the biotin of conjugate 1 if a HCV core antigen is present in the
specimen.
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After 30 minutes of incubation at 37°C, the unbound enzymatic conjugate is removed by another
washing step and the presence of the antigen-antibody-peroxidase complexes are detected by
adding the substrate.

After 30 minutes of incubation at room temperature (+18 - 30°C) and once the reaction has been
stopped, the spectrophotometer reading is performed at 450/620-700 nm. The absorbance
measured for a specimen allows detection of the presence or absence of HCV antibodies and/or
core antigen of hepatitis C in the specimen. The colour intensity is proportional to the quantity of
HCV antibodies and/or the hepatitis C core antigen bound on the solid phase.
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4 REAGENTS
4.1 Description

L . Presentation/Preparation
Identification on label Description
72561 72562
Microplate
12 strips of 8 wells coated with
monoclonal anti-core antibody of the 1 plate 5 plates
R1 | Microplate HCV, purified recombinant hepatitis C Ready to use Readv to use
antigens (NS3, NS4) and a HCV core y y
peptide.
Specific ID number = 93
Concentrated Concentrated washing solution (20X) 1 vial 1 vial
R2 | Washing Tris NaCl Buffer pH 7.4 70 mL 235 mL
Solution (20X) Preservative: ProClin 300 - 0.04% To be diluted To be diluted
Negative control 1 vial 1 vial
. Tris HCI Buffer, containing BSA (Bovine
R3 | Negative control . 1mL 1mL
Serum Albumin) Ready to use Ready to use
Preservative: ProClin 300 - 0.1%
Positive control
Human serum containing antibodies to
HCV, negative for HBs antigen and for 1 vial 1 vial
R4 | Positive control anti HIV-1 and anti HIV-2 antibodies, 1.5mL 3mL
diluted in a Tris HCI buffer containing Ready to use Ready to use
BSA, and photochemically inactivated.
Preservative: ProClin 300 - 0.1%
. - Antigen positive control 1vial 1vial
Antigen positive . . I g.s.ad 1 mL g.s.ad 1 mL
R5a Synthetic antigen positive control
control containing a lyophilized core peptide To be To be
’ reconstituted reconstituted
Diluent of R5a i\lirlﬁl_l i\lirlﬁl_l
R5b | Diluent of R5a Distilled water containing a preservative: To b To b
ProClin 300 - 0.5 % 0 be 0 be
reconstituted reconstituted
Conjugate 1
Mouse biotinylated monoclonal . .
. antibodies against core HCV antigen. 1 vial 2 vials
R6 | Conjugate 1 15 mL 2x30mL
Purple coloured. Ready to use Ready to use
Preservative: Sodium azide - < 0.1%, y y
Cosmocil CQ - 0.025%
Conjugate 2
Mouse antibodies directed against 1 vial 2 vials
R7 | Conjugate 2 human IgG / peroxidase and streptavidin 15 mL 2 x30 mL
/ peroxidase. Green coloured. Ready to use Ready to use
Preservative: ProClin 300 - 0.5 %
Substrate buffer 1 vial 2 vials
R8 | Substrate buffer Citric acid anq §0dium acetate solution 60 mL 2 x 60 mL
pH 4.0, containing H202 (0.015%) and To be To be
dimethyl sulfoxide DMSO (4%) reconstituted reconstituted
Chromogen: Chromogen: TMB solution (11X) 1 vial 2 vials
R9 | TMB solution Solution containing 3.3, 5.5’ 5mL 2x5mL
(11X) tetramethylbenzidine (TMB) To be diluted To be diluted
. . . 1 vial 3 vials
R0 | e o (4501 10 L
Ready to use Ready to use
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4.2

5.1

Storage and handling requirements

This kit must be stored at +2-8°C.
Reagents can be used until the expiry date shown on the package even after being opened (unless
otherwise instructed).

After opening, uncontaminated R2, R3, R4, R6, R7, R8, R9 and R10 reagents stored at +2-8°C can be
used up to the expiry date shown on the label.

Identification Conservation

After opening the vacuum-sealed pouch, store the microwell strips at +2-8°C for

R1 up to 30 days in their original pouch with desiccant and resealed with tape.

The diluted washing solution can be stored at +2-30°C for 2 weeks. The
R2 concentrated washing solution (R2) can be stored at +2-30°C until the expiry
date, even once opened.

After reconstitution, the working antigen positive control solution (R5a + R5b) can
R5a + R5b be stored for 1 month at +2-8°C and 2 months at -20°C (up to 5 freezing/thawing
cycles after freezing at -20°C).

After reconstitution, the reagent stored in the dark can be used within 6 hours at

R8+R9 room temperature (+18-30°C).

WARNING AND PRECAUTIONS
For in vitro diagnostic use.
Device for professional users in a laboratory environment only.

For a patient/user/third party in the European Union and in countries with identical regulatory regimes
(Regulation 2017/746/EU on In vitro Diagnostic Medical Devices); if, during the use of this device or as a
result of its use, a serious incident occurs, please report it to the manufacturer and to your national
Competent Authority.

Health and safety precautions

e This test kit should be handled only by qualified personnel trained in laboratory procedures and
familiar with the potential hazards. Wear appropriate protective clothing, gloves and eye/face
protection and handle appropriately in accordance with Good Laboratory Practices.

e  The test kit contains human blood components. No known test method can offer complete assurance
that infectious agents are absent. Therefore, all human blood derivatives, reagents and human
specimens should be handled as if capable of transmitting infectious disease, following the
recommended Universal Precautions for bloodborne pathogens as defined by local, regional and
national regulations.

e Biological spills: Human source material spills should be treated as potentially infectious.

Spills not containing acid should be immediately decontaminated, including the spill area, materials
and any contaminated surfaces or equipment, with an appropriate chemical disinfectant that is
effective for the potential biohazards (commonly a 1:10 dilution of household bleach, 70-80% Ethanol
or Isopropanol, an iodophor (such as 0.5% Wescodyne Plus, etc.), and wiped dry.

Spills containing acid should be appropriately absorbed (wiped up) or neutralized, the area flushed
with water and wiped dry. Materials used to absorb the spill may require biohazardous waste
disposal. The area should be decontaminated with chemical disinfectants.

NOTE: Do not place solutions containing bleach into the autoclave!

e Dispose of all specimens and materials used to perform the test as though they contain an infectious
agent. Laboratory, chemical, or biohazardous wastes must be handled and discarded in accordance
with all local, regional, and national regulations.
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For hazard and precautionary statements in this test kit, please refer to the H and P codes on the
labels and the information provided at the end of this instruction for use. The Safety Data Sheet is
available on www.bio-rad.com.

This product contains trace amounts of a component which is identified as a substance causing
sensitisation but does not require labeling as hazardous.

This product contains trace amounts of a component which is identified as endocrine disruptor but
does not require labeling as hazardous.

5.2 Precautions related to the procedure

5.2.1 Preparing

The reliability of the results depends on the correct implementation of the following Good Laboratory
Practices:

Do not use the kit if the packaging of any component is damaged.

Do not use expired reagents.

Before use, wait for 30 minutes for the reagents to stabilize at room temperature (+18-30°C).
Carefully reconstitute the reagents, avoiding any contamination.

The use of disposable material is preferred. If using glassware, wash thoroughly and rinse with
deionized water.

Do not mix or use reagents from different lots within a test run.
Do not allow the microplate to dry between the end of the washing process and reagent dispense.
The name of the assay and a specific identification number for the test are printed on the frame of
each microplate. This specific identification number is also stated on each strip.

Monolisa HCV Ag-Ab ULTRA V2: Specific ID number = 93

Verify the specific identification number before use. If the identification number is missing, or
different from the stated number corresponding to the assay to be tested, the strip should not be
used.

REMARK: For the washing solution (R2, label identification: 20X coloured green), peroxidase substrate
buffer (R8, label identification: TMB buffer, coloured blue), chromogen (R9, label identification: TMB 11X
coloured purple) and stopping solution (R10, label identification: 1N coloured red), it is possible to use
other lots than those contained in the kit, provided the same lot is used within a given test run. These
reagents can be used with some of our company’s other products. Contact our technical service for
detailed information.

The development solution or the conjugate working solution must be prepared in a clean plastic or
glass container. Single-use plastic containers are recommended. When using reusable plastic
containers, they can be cleaned by soaking overnight in distilled water or washing solution. When
using glass containers, they can be washed with 1N HCI and rinsed thoroughly with distilled water
and dried.

The development solution must be stored in the dark.
The enzyme reaction is very sensitive to metal ions. Consequently, do not allow any metal element
to come into contact with the various conjugate or substrate solutions.

The development solution (R8 Substrate buffer + R9 Chromogen TMB solution (11X)) must be
coloured pink. If this pink colour changes within a few minutes of reconstitution, this indicates that
the reagent cannot be used and must be replaced.

Never use the same container to dilute conjugate and development solution.

5.2.2 Processing

Adherence to the instructions for use is necessary to ensure proper performance of this product.

Do not change the assay procedure.

Each run of this assay must proceed to completion without interruption after it has been started. A
delay shorter than 5 minutes between two steps is acceptable.
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e Check the pipettes and other equipment for accuracy and correct operation.
« Never use the same container to dispense conjugate and development solutions.

e Do not carry out the test in the presence of reactive vapours (acid, alkaline, aldehyde vapors) or
dust that could alter the enzymatic activity of the conjugate.

e Use a new dispense tip for each specimen.

e Wellwashing is a critical step in this procedure: follow the recommended number of washing cycles
and make sure that all wells are completely filled and completely emptied. Incorrect washing may
lead to inaccurate results.

e Carefully follow the washing procedures described to obtain optimum test performance. With some
instruments, it may be necessary to optimize the washing procedure (increase the number of wash
steps and/or volume of wash buffer for each cycle) to obtain an acceptable level of background for
the negative specimen.

e The spectrophotometric verification of specimen or reagent dispense only shows the presence of
specimen or reagent in the wells. The use of this verification does not exclude compliance with
Good Laboratory Pppractices.

e The spectrophotometric verification of specimen or reagent dispense does not allow the accuracy
of the dispensed volumes to be verified. The rate of wrong answers with this method is closely
linked to the accuracy of the system used (a cumulated coefficient of variation of dispensing and
reading greater than 10% significantly decreases the quality of the verification).

o Contact your local sales representative for adaptations and special procedures.

SPECIMENS
Collect a blood specimen according to current practices.

The test should be performed on native undiluted serum or plasma collected on EDTA, Sodium citrate or
ACD-based anticoagulants.

Testing on plasma specimens collected on lithium heparin as anticoagulant is not recommended. A lower
signal was observed on HCV antigen positive specimens when this anticoagulant was used.

Separate the serum or plasma from the clot or red cells as soon as possible to avoid any hemolysis.
Extensive hemolysis may affect test performance. Specimens containing aggregates must be clarified by
centrifugation prior to testing. Suspended fibrin particles or aggregates may yield false-positive results.

Specimens containing up to 120 g/L albumin, 3600 ng/mL biotin and 200 mg/L bilirubin, lipemic specimens
containing up to the equivalent of 33 g/L triolein (triglyceride), and hemolyzed specimens containing up
to 2 g/L hemoglobin do not affect the results. However, using hyperlipemic or hyperhemolyzed serum or
plasma specimens is not recommended.

The specimens can be stored at +2-8°C if screening is performed within 7 days of collection, or they may
be stored at -20°C for several months. Do not repeat more than 3 freeze/thaw cycles. The specimens
must be thawed at room temperature (+18-30°C). Homogenizing specimens by inverting before use is
recommended.

Heating specimens is not recommended because this could significantly reduce detection of the HCV
antigen.

If specimens are shipped, pack them in accordance with regulations for the transportation of etiological
agents, preferably frozen.

PROCEDURE
Materials required but not provided

e Distilled water
e Sodium hypochlorite (household bleach) and sodium bicarbonate
e Absorbent paper
e Disposable gloves
¢ Adhesive film
e Safety glasses
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e Disposable tubes

e Automatic or semiautomatic, adjustable or preset pipettes or multichannel pipettes to measure and
dispense 50 L, 80 uL, 100 yL, 200 pyL and 1 mL

e Graduated cylinders of 10 mL, 200 mL and 1,000 mL capacity
o Vortex mixer

e Automatic (EVOLIS or EVOLIS Twin Plus Bio-Rad systems*) or semi-automatic processor
e Manual microplate washer
e Water-bath, or equivalent microplate incubator, thermostatically set at +37°C + 1°C*

e Microplate reader equipped with 450 nm, 490 nm and 620-700 nm filters*
e Container for biohazardous waste
e Clean plastic or glass containers for preparation of the development solution

(*) Consult your local Bio-Rad representative for detailed information about the equipment
recommended by our technical department.

7.2 Reagent preparation

7.2.1 Ready-to-use reagents

Reagent 1 (R1): Microplate

Each support frame containing 12 strips is packed in a sealed pouch. Cut the pouch using scissors
0.5 to 1 cm above the seal. Open the bag and take out the frame. Put the unused strips back into the
pouch with desiccant. Close the pouch carefully and put it back into storage at +2-8°C.

Reagent 3 (R3): Negative control
Reagent 4 (R4): Positive control

Reagent 6 (R6): Conjugate 1
Homogenize by inverting before use.

Reagent 7 (R7): Conjugate 2
Homogenize by inverting before use.

Reagent 10 (R10): Stopping solution

7.2.2 Reagents to reconstitute

7.3

Reagent 2 (R2): Concentrated washing solution (20X)

e Dilute 1:20 in distilled water to obtain the ready-to-use washing solution.

e Prepare 800 mL for one plate of 12 strips.

e Store the diluted washing solution at +2-30°C for a maximum of 2 weeks.
Reagent 5a (R5a) + Reagent 5b (R5b): Working positive control antigen solution

e  Pour the content of the R5b diluent in the lyophilized Ag R5a vial. Recap the vial and let it
stand for 10 minutes at room temperature (+18-30°C) shaking and inverting the vial from time
to time to enhance dissolution.

Reagent 8 (R8) + Reagent 9 (R9): Enzyme development solution

¢ Dilute the chromogen (R9) 1:11 in the Substrate buffer (R8) (e.g. 1 mL reagent R9 + 10 mL of
R8 reagent).

e 10 mL are necessary and sufficient to treat 12 strips. Homogenize.

e Store the development solution in the dark at room temperature (+18-30°C) for a maximum of
6 hours.

Assay procedure
Strictly follow the procedure and Good Laboratory Practice.

Use the negative (R3), positive (R4) and working positive antigen solution (R5a +R5b) controls for
each series of tests in order to validate the test quality.

1. Carefully define the specimen dispense and identification plan.
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2.

Prepare the diluted washing solution (R2) and the working positive control antigen solution (R5a
+ R5b) (refer to § 7.2.2).

Take the support frame and the necessary number of strips (R1) out of the protective pouch.
Put the unused strips back in the pouch with desiccant. Close the pouch with tape and put it
back into storage at +2-8°C.

Dispense in the following order without prior washing of the plate:
e 100 pL of conjugate 1 (R6) in each well then
50 pL of negative control (R3) in well A1,
50 pL of positive control (R4) in wells B1, C1, D1,
50 pL of the working positive control antigen solution (R5a + R5b) in well E1,
50 uL of the first specimen in well F1,
50 pL of the second specimen in G1, etc.
Homogenize the mixture with at least 3 aspirations or with a microplate shaker for 5 seconds. If
the specimen dispense takes over 10 minutes, it is recommended to dispense the negative and
positive controls after the specimens.

Depending on the system used, the position of controls or the dispense sequence may be
modified.

REMARK: After the specimen dispense, the wells containing specimens (or controls) turns from
purple to blue. It is possible to verify the presence of the (specimens + conjugate 1) in the wells by
spectrophotometric reading at 620 nm (refer to § 7.7).

5.
6.
7.

8.

When possible (if a manual procedure is used), cover the microplate with new adhesive film.
Incubate the microplate for 90 minutes (+ 5 min) at +37°C * 1°C.

If a manual procedure is used, remove the adhesive film. Aspirate the contents of all wells into
a container for biohazardous waste (containing sodium hypochlorite). Add a minimum of 370 L
of washing solution to each well. Aspirate again. Repeat this procedure a minimum of five times.
The residual volume must be less than 10 pL (if necessary, dry the plate by turning it upside
down on absorbent paper). If an automatic washer is used, consult your local Bio-Rad
representative for detailed information.

Quickly dispense 100 uL of conjugate 2 (R7) into each plate well.

REMARK: The conjugate is coloured green. It is possible to verify the presence of conjugate in the
wells by spectrophotometric reading at 620 nm (refer to § 7.7).

9.

10.
11.

12.
13.

When possible (if a manual procedure is used), cover the microplate with new adhesive film.
Incubate the microplate for 30 minutes (+ 5 min) at +37°C = 1°C.

If a manual procedure is used, remove the adhesive film. Aspirate the contents of all wells into
a container for biohazardous waste (containing sodium hypochlorite). Add a minimum of 370 L
of washing solution to each well. Aspirate again. Repeat this procedure a minimum of five times.
The residual volume must be less than 10 yL (if necessary, dry the plate by turning it upside
down on absorbent paper). If an automatic washer is used, consult your local Bio-Rad
representative for detailed information.

Prepare the enzymatic development solution (reagents R8 + R9).

Quickly dispense 80 uL of the prepared enzymatic development solution (R8 + R9) into all wells.
Allow the reaction to develop in the dark for 30 minutes (+ 5 min) at room temperature (+18-
30°C). Do not use adhesive film during this incubation.

REMARK: The dispense of the development solution, which is coloured pink, can be visually checked.
There is a clear difference in colour between an empty well and a well containing the pink substrate
solution (referto § 7.7)

14.

Add 100 pL of stopping solution (R10) using the same sequence and rate of dispense as for the
development solution.

REMARK: The dispense of the colourless stopping solution can be visually checked at this stage. The
substrate coluor, pink (for negative specimens) or blue (for positive specimens), fades from the wells,
which become colorless (for negative specimens) or yellow (for positive specimens) after adding the
stopping solution.
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7.4

15. Carefully wipe the bottom of each plate. Wait at least 4 minutes after adding the stopping
solution and within 30 minutes of stopping the reaction, read the optical density at 450/620-700
nm using a plate reader.

16. Check for concordance between the spectrophotometric and visual readings and against the
plate and specimen dispense and identification plan.

Quality control
Use negative (R3), positive (R4) and working positive antigen solution (R5a +R5b) controls in each
series of tests in order to validate the test quality (refer to § 7.5)
7.5 Test validation criteria
This test is validated if the conditions below are met:
1) For the negative control (R3):
The measured absorbance value must be less than 60% of the cut-off value (CO):
OD (Optical Density) < CO x 0.6
2) For the antibodies positive control (R4):
0.800 < Mean OD R4 <2.700

If one of the positive control R4 individual values differs by more than 30% from the mean value,
disregard the value and carry out the calculation again with the two remaining positive controls.

3) For the antigen positive control solution (R5a + R5b):
OD > 0.500

7.6 Calculation / Interpretation of the results
The cut-off is determined with the positive control (R4):
Calculate the mean measured optical density (OD) value for the positive control (R4):
OD (B1) + OD (C1) + OD (D1)
Mean OD R4 =

3
Calculate the cut-off value:
Mean OD R4
co=——
5

The presence or absence of anti-HCV antibodies and/or HCV core antigen is determined by comparing
the measured absorbance for each specimen to the calculated cut-off value.

The following ratio is calculated for each specimen:
Ratio = OD of the specimen / CO value

Specimens with an optical density lower than the cut-off value (ratio < 1) are considered to be negative
for the Monolisa HCV Ag-Ab ULTRA V2 assay.

Results just below the cut-off value (0.9 < ratio < 1.0) should, however, be interpreted with caution. It is
advisable to retest the corresponding specimens in duplicate if the systems and laboratory procedures
permit.

Specimens with an optical density greater than or equal to the cut-off value (ratio = 1) are considered to
be initially positive by the Monolisa HCV Ag-Ab ULTRA V2 assay. They should be retested in duplicate
before final interpretation.

If, after retesting, the ratio value of at least one of the 2 duplicates is greater than or equal to 1, the initial
result is repeatable and the specimen is declared positive for the Monolisa HCV Ag-Ab ULTRA V2
assay. If the ratio value of the 2 duplicates is less than 1, the initial result is non-repeatable and the
specimen is declared negative.
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7.7

9
9.1

Specimens which have been retested twice and found negative for the Monolisa HCV Ag-Ab ULTRA
V2 assay but with one value close to the cut-off value (ratio between 0.9 and 1.0) should be considered
with care. It is advisable to retest the patient with another method or retest another specimen.

In the case of very low optical density for tested specimens (negative OD) and when the presence of
specimens as well as of reagents has been checked, the results can be interpreted as negative.

Confirming the positive specimens following the current national recommendations and algorithms is
recommended.

Spectrophotometric verification of pipetting
Specimen and Conjugate 1 (R6) pipetting verification

It is possible to verify the presence of specimen + conjugate 1 (R6) in the wells by automatic reading at
620 nm. A well with specimen and conjugate 1 must have an optical density greater than 0.800.

REMARK: After specimen addition, conjugate 1 (R6) turns from purple to blue.
Conjugate 2 (R7) pipetting verification
Conjugate 2 (R7) is coloured green.

The presence of conjugate 2 (R7) in the wells can be controlled by automatic reading at 620 nm: The
OD value of each well must be greater than 0.300 (a value lower than this normally indicates an incorrect
dispense of the conjugate).

Development solution pipetting verification
The development solution (R8 + R9) is colored pink.

The presence of the pink development solution in the wells can be checked by automatic reading at 490
nm. A well with development solution must have an optical density greater than 0.100 (a lower OD
indicates an incorrect dispense of the development solution). There is a significant colour change for the
empty wells from uncoloured to pink after the addition of the development solution.

TEST LIMITATIONS

Due to the diverse immunological responses of patients infected by the hepatitis C virus (especially during
seroconversions), some differences of detection can be observed between tests, depending on the type
of antigenic proteins used. A negative result during a screening test does not therefore exclude the
possibility of exposure to or infection by the hepatitis C virus.

Any ELISA technique may produce false positive reactions.

It is recommended to check the specificity of the reaction of any sample found to be a repeatable positive,
according to the interpretation criteria of the Monolisa HCV Ag-Ab ULTRA V2 kit, using an ELISA anti-
HCV antibody screening test or an immunoblot anti-HCV antibody detection test to confirm the presence
of anti-HCV antibodies and / or quantitative / qualitative NAT for detection of HCV RNA or HCV core
antigen assay to diagnose viraemic infection4l,

According to the literature, HCV carriers undergoing immunosuppression treatment or coinfected with HIV
may have particularly low antibody levels, below the detection limit of the HCV tests[1518],

The use of the Monolisa HCV Ag-Ab ULTRA V2 test is not approved for pools of specimens or diluted
specimens.

Fine particles could be seen exceptionally in the conjugate 1 (R6), their presence in any case not altering
the quality of the reagent.

PERFORMANCE CHARACTERISTICS
Analytical performance characteristics

All analytical studies were carried out at the Bio-Rad Research & Development laboratory.
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9.1.1 Precision measurement

Repeatability and intermediate precision were studied for the Monolisa HCV Ag-Ab ULTRA V2 assay using
a panel constituted of negative specimens, HCV antigen and anti-HCV antibody positive specimens at
different amounts. This panel was tested for repeatability in 30 replicates during the same run and for
intermediate precision in duplicate over a period of 20 days with 2 different runs per day.

Means, standard deviations (SD) and coefficients of variation (CV) of the ratios were calculated.
9.1.1.1 Repeatability

Table I: Repeatability results (ratio)

mZ?r?gcler Specimen ID N Mean ratio SD CV%
#1 Negative HCV 30 0.23 0.024 104
#2 Low positive HCV Ag 30 1.21 0.048 4.0
#3 Low positive HCV Ag 30 1.43 0.053 3.7
#4 High positive HCV Ag 30 7.18 0.166 2.3
#5 Low positive HCV Ab 30 1.42 0.046 3.2
#6 Low positive HCV Ab 30 1.35 0.083 6.1
#7 High positive HCV Ab 30 6.73 0.153 2.3

The CVs obtained on the positive specimens are less than or equal to 10%.
9.1.1.2 Intermediate precision

Table II: Intermediate precision results (ratio)

m,:é?rr:g;r Specimen ID N ,\r/lai?g Within-assay Beév;g;e:t—c:;m/ Between-day Total Precision
SD CV% SD CV% SD CV% SD CV%
#1 Negative HCV 80 0.22 0.017 7.5 0.028 125 0.029 12.7 0.043 19.4
#2 Low positive HCV Ag 80 2.80 0.143 5.1 0.277 9.9 0.283 10.1 0.421 15.0
#3 Low positive HCV Ag 80 1.56 0.124 7.9 0.129 8.2 0.083 5.3 0.197 12.6
#4 High positive HCV Ag 68** 6.69 0.500 7.5 0.621 9.3 0.557 8.3 0.973 14.5
#5 Low positive HCV Ab 80 1.57 0.062 3.9 0.125 8.0 0* N/A 0.140 8.9
#6 Low positive HCV Ab 80 1.75 0.075 4.3 0.164 9.3 0* N/A 0.181 10.3
#7 High positive HCV Ab 80 7.69 0.285 3.7 0.531 6.9 0* N/A 0.603 7.8

* negative value for variance component was estimated at 0
** 3 days not tested due to lack of specimen volume

The CVs obtained on the positive specimens are less than or equal to 15%.
9.1.2 Analytical sensitivity

The analytical sensitivity of the Monolisa HCV Ag-Ab ULTRA V2 assay was estimated using the 15t WHO
International Standard for Hepatitis C Virus (HCV) core antigen - PEI code 129096/12.

The analytical sensitivity was found at 1587 1U/ml with a 95% confidence interval of [1533 — 1644 IU/mL].
9.1.3 Analytical specificity

9.1.3.1 Cross-reactivity study

365 potentially interfering specimens were tested with the Monolisa HCV Ag-Ab ULTRA V2 assay
(specimens from patients positive for HIV, HTLV, HAV, HBV, CMV, HSV, VZV, EBV, Rubella, measles,
mumps, toxoplasmosis, Syphilis, Chagas, Dengue, Flu influenzae, HAMA, Rheumatoid factor, Myeloma,
ANA, SMA, pregnant women, multiparous women, dialysis patients, patients with cirrhosis, patients with
chronic renal failure).

Two specimens were found repeatably positive with the Monolisa HCV Ag-Ab ULTRA V2 assay (one anti-
Toxoplasma gondii IgM and one Myeloma).
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The specificity on this target population is 99.5% (363/365) with a 95% confidence interval of [98.0%
- 99.9%].

Table: Reactivity of the Monolisa HCV Ag-Ab ULTRA V2 in specimens from individuals with medical
conditions unrelated to HCV infection, and in specimens containing potentially interfering substances.

Monolisa HCV Ag-Ab ULTRA V2
Conditions N Non reactive | POsitive Positive
IR RR

Anti-HIV antibodies (HIV-1, HIV-2) 10 10 0 0
Anti-HTLV /Il antibodies 10 10 0 0
Anti-CMV IgG antibodies 5 5 0 0
Anti-CMV IgM antibodies 36 35 1 0
Anti-EBV IgG antibodies 5 5 0 0
Anti-EBV IgM antibodies 5 5 0 0
Anti-HSV-1 1gG antibodies 5 5 0 0
Anti-HSV-1 IgM antibodies 5 5 0 0
Anti-VZV IgG antibodies 5 5 0 0
Anti-VZV IgM antibodies 5 5 0 0
Anti-Mumps IgG antibodies 5 5 0 0
Anti-Mumps IgM antibodies 5 5 0 0
Anti-Measles IgG antibodies 5 5 0 0
Anti-Measles IgM antibodies 5 5 0 0
Anti-Rubella IgG antibodies 5 5 0 0
Anti-Rubella IgM antibodies 5 5 0 0
Anti-Toxoplasma gondii IgG antibodies 5 5 0 0
Anti-Toxoplasma gondii IgM antibodies 45 44 1 1
HBs antigen (Hepatitis B) 10 10 0 0
Anti-HBs antibodies (Hepatitis B) 10 10 0 0
Anti-HAV total antibodies (Hepatitis A) 5 5 0 0
Anti-HAV IgM antibodies (Hepatitis A) 5 5 0 0
Anti-Treponema pallidum antibodies (Syphilis) 10 10 0 0
Anti-Dengue antibodies 10 10 0 0
Anti-Chagas antibodies 10 10 0 0
Anti-Flu influenzae antibodies 10 10 0 0
Rheumatoid factors 12 12 0 0
Anti-Mouse antibodies (HAMA) 20 20 0 0
Anti-Nuclear Antibodies (ANA) 10 10 0 0
Anti-Smooth Muscle Antibodies (SMA) 10 10 0 0
Multiparous women 10 10 0 0
Pregnant women 10 10 0 0
Patients with non-infectious cirrhosis 4 4 0 0
Myeloma 21 20 1 1
Dialysed patients 6 6 0 0
Patients with chronic renal failure 10 10 0 0
Patients with non-infectious cirrhosis 11 11 0 0

Total 365 362 3 2

9.1.4 Hook effect

3 high anti-HCV antibody positive specimens and 2 high HCV antigen positive specimens were tested neat
and at different 2-fold dilutions.

Whatever the studied specimens, no negative result was observed on non-diluted specimens and no hook
effect was observed during the dilution of the 5 specimens.

No hook effect is observed on the Monolisa HCV Ag-Ab ULTRA V2 assay by testing 3 high anti-HCV
antibody positive and 2 high HCV antigen positive specimens.
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9.2 Clinical performance characteristics

The clinical performance of the Monolisa HCV Ag-Ab ULTRA V2 assay was assessed during prospective
and retrospective studies at 4 sites on specimens obtained from a population of random blood donors,
hospitalized patients with acute and chronic hepatitis C virus infection and patients with clinical signs
unrelated to hepatitis C virus infection.

Specificity studies on blood donor specimens were performed at two French blood banks. A specificity
study on patient specimens was performed at a French hospital laboratory and sensitivity studies were
assessed either at the French hospital laboratory or at the Bio-Rad site on patient specimens,
seroconversion panels and positive specimens from vendors.

9.2.1 Diagnostic specificity

Specificity on non-selected blood donors:

A total of 5180 fresh specimens from blood donors collected prospectively in 2 different sites was studied.
The specimens were either sera (3178) or EDTA K2 plasma (2002). All these specimens were screened
with the CE-marked HCV assays used routinely for HCV antibody and HCV RNA screening.

At the 15t site, among the 2641 specimens, 3 specimens found indeterminate with the reference screening
assay were discarded from calculation. On the 2638 serum specimens analyzed, 2636 were negative in
first intention and 2 specimens were found repeatedly reactive positive.

The specificity RR (Repeat Reactive) on this site is 99.9% (2636/2638) with a 95% Confidence Interval of
[99.7% - 100.0%)].

At the 2"¢ site, on the 2539 specimens, 2538 were found negative in first intention and 1 specimen was
found repeatedly reactive.

The specificity RR (Repeat Reactive) on this site is 99.96% (2538/2539) with a 95% Confidence Interval of
[99.8% - 100.0%)].

Specificity on Site Total Number Negative Initial False Repeat Specificity RR (%)
blood donors of specimens 9 Reactive (IR) | Reactive (RR) 95% ClI
Site 2 537 536 1 1 [99.72% — 99.98%]
EDTA K2 . 100% (2002/2002)
plasma Site 2 2002 2002 0 0 [99.82% — 100.0%]
Total 5180 Sites " 99.94% (5174/5177)
blood donors | 1+2 5180 5174 3 3 [99.83% — 99.99%]

* 3 indeterminate specimens with reference test were withdrawn

The total specificity (RR) on the blood donor population is equal to 99.9% (5174/5177) with a 95%
confidence interval of [99.8% — 100.0%)].

Specificity on hospitalized patients:

Atotal of 512 prospective specimens from the routine of the French hospital laboratory was tested in parallel
with the Monolisa HCV Ag-Ab ULTRA V2 assay and a CE-marked anti-HCV assay.

Among them, 10 specimens found positive by both assays and confirmed positive with a third CE-marked
anti-HCV assay, were discarded from the calculation.

One specimen found negative with both CE-marked anti-HCV assays, negative by PCR, was found repeat
reactive with Monolisa HCV Ag-Ab ULTRA V2 assay.

The specificity on hospitalized patient specimens was 99.8% (501/502) with a 95% Confidence
Interval of [98.9% — 100.0%].

9.2.2 Diagnostic sensitivity

Sensitivity on HCV positive specimens:

- At the French hospital laboratory, 300 retrospective specimens, positive for HCV RNA and genotyped
were tested. All specimens were positive with the Monolisa HCV Ag-Ab ULTRA V2 assay.
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- At the Bio-Rad site, 250 frozen specimens (100 specimens from patients with chronic hepatitis, 35 specimens
from SFTS 1997 panel, 115 positive specimens from vendors) were tested with the Monolisa HCV Ag-Ab
ULTRA V2 assay. All specimens were positive with the Monolisa HCV Ag-Ab ULTRA V2 assay.

The overall diagnostic sensitivity was 100% (575/575) with a 95% Confidence Interval of [99.4% -
100.0%].

Freshly drawn (< 24h) specimens (French hospital):

25 fresh positive specimens drawn less than 24 hours before testing, were tested with the Monolisa HCV
Ag-Ab ULTRA V2 assay. All specimens were positive.

The sensitivity of the Monolisa HCV Ag-Ab ULTRA V2 assay on fresh specimens (<24H) was 100%
(25/25).

Sensitivity on genotyped specimens:

Among the 575 positive specimens tested, 481 specimens were genotyped representing all HCV genotypes
(genotypes 1 to 6). All specimens were positive with the Monolisa HCV Ag-Ab ULTRA V2 assay.

1 2 3 4 5 6

Genotypes | (1,1a,1b, | (22alc, 2a, | (3,3a,3b, | (4, 4a, 4alc, 4a/c/d, (5. 50) (6,6a, | T0tal
la/b) 2b, 2b/3 3c) 4c, 4e, 4h, 4n, 4r) ! 6a/b, 6n)

N 241 56 107 63 8 6 481

The sensitivity of the Monolisa HCV Ag-Ab ULTRA V2 assay on genotyped specimens was 100%
(481/481) with a 95% confidence interval of [99.2%-100.0%].

Sensitivity on seroconversion panels:

39 seroconversion panels (10 core profiles, 10 NS3 profiles and 19 multiples profiles (Core/NS3 or
NS3/NS4 or Core/NS3/NS4 or Core/NS3/NS4/NS5)) were tested with the Monolisa HCV Ag-Ab ULTRA V2
assay and compared with a CE-marked HCV Ag / Ab assay and with a CE-marked anti-HCV assay.
Earliness of detection has been measured for all panels.

Among the 39 seroconversion panels, 1 on 10 “Core” panels was not detected by Monolisa HCV Ag-Ab
ULTRA V2. 3 panels were not detected by the combined Ag-Ab assay and 1 panel was not detected with
the anti-HCV assay.

Out of the 38 panels detected by Monolisa HCV Ag-Ab ULTRA V2, 5 had an earlier detection, 27 had an
equivalent detection and 6 had a later detection compared to the HCV Ag-Ab assay. In comparison with an
anti-HCV antibody test, 28 panels had an earlier detection, 9 had an equivalent detection and 1 had a later
detection.

The results were found to be at the state of the art.

Monolisa HCV Ag-Ab ULTRA V2 Monolisa HCV Ag-Ab ULTRA V2
versus HCV Ag-Ab assay versus Anti-HCV assay
Number of panels 38 38
Earlier detection 5 28
Equivalent detection 27
Later detection 6

Sensitivity on HCV Ag positive specimens:

The sensitivity on HCV Ag positive specimens was performed on 42 specimens (40 specimens from 14
seroconversion panels and 2 specimens from a commercial panel) identified as HCV RNA positive and
anti-HCV negative and compared to a CE marked HCV Ag -Ab assay.

Among the 42 selected specimens, 8 specimens were negative with Monolisa HCV Ag-Ab Ultra V2 and
among them, 6 specimens were also negative with a CE-marked HCV Ag-Ab assay.

The 2 specimens negative with the Bio-Rad assay and positive with the other assay were re-tested with a
new lot of Monolisa HCV Ag-Ab ULTRA V2. One specimen was low positive when retested.

Compared to the PCR status, the sensitivity of the Monolisa HCV Ag-Ab ULTRA V2 assay was 80.9%
(34/42) with a 95% confidence interval of [65.9 %— 91.4%] or 83.3% (35/42) with a 95% confidence
interval of [68.6 %— 93.0%)] after retesting.
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Sensitivity on genotyped specimens:

All 42 specimens analyzed for sensitivity were genotyped, covering 21 genotype 1, 12 genotype 2 and 9
genotype 3. The 8 negative specimens were 4 genotype 1, 2 genotype 2 and 2 genotype 3.
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(BG) * To3M NPOAYKT ChAbPXKA MATEPUANM C YOBELLIKU UMW XUBOTUHCKU Npon3sxos. PaboTeTe ¢ Hero BHUMAaTENHO.
(CZ) = Tento produkt obsahuje materidly z lidskych nebo zvifecich zdrojd. Zachazejte s nim opatrné.

(DE) e Dieses Produkt enthdlt Materialien humanen oder tierischen Ursprungs. Vorsichtig handhaben.

(DK) e Dette produkt indeholder humane eller animalske kildematerialer. Skal h&ndteres med forsigtighed.

(EN) e This product contains human or animal source materials. Handle with care.

(ES) e Este producto contiene materiales de origen material o humano. Manipulelo con cuidado.

(FR) e+ Ce produit contient des substances d’origine humaine ou animale. Manipuler avec précaution.

(GR) * To TTpoidv oLTO TEPLEXEL LALKG atvBpTtivng R TwikAC TIpoéAeuang. No TO HETOXELPITEDTE TIPOCEKTLKA.
(HR) e Ovaj proizvod sadrzi materijale ljudskog ili Zivotinjskog podrijetla. Obazrivo postupajte s njim.

(HU) e Ez a termék human, illetve allati eredetl anyagokat tartalmaz. Vigyazat, serilékeny!

(IT) * Questo prodotto contiene materiali di origine umana o animale. Trattare con cautela.

(LT)  * Siame gaminyje yra 2mogiskos arba gyvininés kilmés medziagy. Elgtis atsargiai.

(LV) e« Sis produkts satur cilvéku vai dzivnieku izcelsmes materialus. levérot piesardzibu.

(NO) e Dette produktet inneholder kildematerialer fra mennesker eller dyr. Handteres forsiktig.

(PL) e Ten produkt zawiera materiaty pochodzenia ludzkiego lub zwierzecego. Zachowaé ostroznosé.

(PT) e Este produto contém materiais de origem humana ou animal. Manusear com cuidado.

(RO) e Acest produs contine materiale de origine umand sau animald. Manipulati cu atentie.

(SE) e Denna produkt innehaller material fran manniskor eller djur. Hantera varsamt.

(SK) e Tento produkt obsahuje materidly [udského alebo zvieracieho pdvodu. S vyrobkom zaobchadzajte opatrne.
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H314 - H317 - H412
P280 - P305+P351+P338 - P303+P361+P353

P333+P313 - P273 - P501

(BG)
onacHo

MpHYMHABa TEXKKM WM3rapAHWA HA KOXaTa M CEpHO3HO YBpeXaaHe Ha ounTe. Moxe Aa
NPUYUHK anepriyHa KoxHa peakuus. BpeneH 3a BoaHUTE OpraHvaMu, C AbNroTpaeH
edekT.

W3anonasaiTe npeanasHu prkaeuuu/npeanasHo obnekno/npeanaskiu ouMna/npeanasHa
macka 3a nuue. NMPKU KOHTAKT C QUUTE: MpomuBaiiTe BHUMaTenHo ¢ Boga B
NPOABMKEHAE HA HAKONKO MUHYTU. CBaneTte KOHTaKTHUTE Nellu, ako UMa Takuea
W [OKOMKOTO TOBa € Bb3MOXHO. [poab “Te na npol e. NP KOHTAKT C
KOXATA (unu kocaTta): HesabasHo ceanere uanoto saambpceHo obnekno. Obneite
Kkokara ¢ Boaa/ssemere Ayl pu NOsABA HA KOXHO ApasHeHe Wi o6puB Ha Koxara:
MoTbpceTe MeaAULMHCKY cbBeT/MoMoly. [la ce uabarsa uanyckaHe B OKOnHaTa cpefa.
M3xBbpriete CbabpXaHWETO/KOHTENHEPa B CbOTBETCTBUE C MECTHUTE/PErvoHanHuTe/
HaUMOHaNHWTe/MeXAYHapoaHUTE pa3nopeasH.

(€2)

Nebezpeci

Zpusobuje tézké poleptani kize a poskozeni oci. MiZe vyvolat alergickou kozni reakci.
Skodlivy pro vodni organismy, s dlouhodobymi Gginky.

Pouzivejte ochranné rukavice/ochranny odév/ochranné bryle/obligejovy stit. PRI
ZASAZENI OCi: N&kolik minut opatrné vyplachujte vodou. Viyjméte kontaktni &ogky,
jsou-li nasazeny a pokud je Ize vyjmout snadno. Pokracujte ve vyplachovani. PRI
STYKU S KUZI (nebo s viasy): Vedkeré kontaminované Easti odévu okamzité sviéknéte,
Oplachnéte kuZi vodou/osprchujte. Pfi podrazdéni kiZe nebo vyréZce: Vyhledejte
lékafskou pomoc/osetieni. Zabrante uvolnéni do Zivotniho prostiedi. Obsah/nadobu
likvidujte v souladu s mistnimifregionalnimi/narodnimi/mezinarodnimi pfedpisy.

(DE)

Gefahr

Verursacht schwere Verdtzungen der Haut und schwere Augenschaden. Kann
allergische Hautreaktionen verursachen. Schadlich fiir Wasserorganismen, mit
langfristiger Wirkung.

Schutzhandschuhe/Schutzkleidung/Augenschutz/Gesichtsschutz tragen. BEI
KONTAKT MIT DEN AUGEN: Einige Minuten lang behutsam mit Wasser spiilen.
Vorhandene Kontaktlinsen nach Maglichkeit entfernen. Weiter spilen. BEI KONTAKT
MIT DER HAUT (cder dem Haar): Alle beschmutzten, getrénkten Kleidungsstiicke
sofort ausziehen. Haut mit Wasser abwaschen/duschen. Bei Hautreizung oder
-ausschlag: Arzllichen Rat einholen/arztliche Hilfe hinzuziehen. Freisetzung in die
Umwelt vermeiden. Entsorgung des Inhalts / des Behalters gemaR den Grilichen /
regionalen / nationalen/ internationalen Vorschriften.

(DK)

Fare

Forarsager svaere forbraendinger af huden og ejenskader. Kan forarsage allergisk
hudreaktion. Skadelig for vandlevende organismer, med langvarige virkninger.

Beer beskyttelseshandsker/beskyttelsestej/ajenbeskyttelse/ansigtsbeskyttelse  VED
KONTAKT MED @JNENE: Skyl forsigtigt med vand i flere minutter. Fjern eventuelle
kontaktlinser, hvis dette kan gores let. Fortseet skylning. VED KONTAKT MED HUDEN
(eller haret): Tilsmudset toj tages straks afffiernes. Skyl/brus huden med vand. Ved
hudirritation eller udslet: Seg leegehjeelp. Undga udledning til miliget. Bortskaffelse af
indholdet/beholderen i henhold til de lokale/regionale/nationale/internationale forskrifter.

(EE)

Ettevaatust

Pohjustab rasket nahasOovitust ja silmakahjustusi. Voib pohjustada allergilist
nahareaktsiooni. Ohtlik veeorganismidele, pikaajaline toime.
Kanda i indaid/kaitserdi itseprille/kai ki. SILMA SATTUMISE
KORRAL: loputada mitme minuti jooksul ettevaatlikult veega. Eemaldada
kontaktldétsed, kui neid kasutatakse ja kui neid on kerge eemaldada. Loputada veel
kord. NAHALE (v6i juustele) SATTUMISE KORRAL: vétta viivitamata koik saastunud
rdivad seljast. Loputada nahka veegalloputada dusi all. Nahaérrituse v6i _obe korral:
pooérduda arsti poole. Viltida sattumist keskkonda. Sisu/konteineri kéitlus vastavuses
kohalike/regionaal frahvuslike/rah heliste nduetega.

(EN)

Danger

Causes severe skin burns and eye damage. May cause an allergic skin reaction.
Harmful to aquatic life with long lasting effects.

Wear protective gloves/protective clothing/eye protection/face protection. IF IN EYES:
Rinse cautiously with water for several minutes. Remove contact lenses, if present and
easy to do. Continue rinsing. IF ON SKIN (or hair): Remove/Take off immediately all
contaminated clothing. Rinse skin with water/shower. If skin irritation or rash occurs:
Get medical advice/attention. Avoid release to the environment. Dispose of contents/
container in accordance with local/regional/national/international regulations.

(ES)

Peligro

Provoca quemaduras graves en la piel y lesiones oculares graves. Puede provocar
una reaccion alérgica en la piel. Nocivo para los organismos acuaticos, con efectos
nocivos duraderos.

Llevar guantes que aislen del frio/gafas/mascara. EN CASO DE CONTACTO CON LOS
0JOS: Aclarar cuidadesamente con agua durante varios minutos. Quitar las lentes de
contacto, si lleva y resulta facil. Seguir aclarando. EN CASO DE CONTACTO CON LA
PIEL (o el pelo): Quitarse inmediatamente las prendas contaminadas. Aclararse la piel
con agua o ducharse. En caso de irritacion o erupcion cutéanea: Consultar a un médico.
Evitar su liberacion al medio ambiente. Eliminar el contenido o el recipiente conforme a
la reglamentacion local/regional/nacionalf/internacional.

(FI)

Vaara
Voimakkaasti ihoa sydvyttdvaa ja silmid vaurioittavaa. Voi aiheuttaa allergisen
ihoreaktion. Haitallista vesielidille, pitkdaikaisia haittavaikutuksia

Kayta suojakésineitd/suojavaatetusta/silmiensuojainta/kasvonsuojainta. JOs
KEMIKAALIA JOUTUU SILMIIN: Huuhdo huclellisesti vedelld usean minuutin ajan.
Poista piilolinssit, _edical voi tehda helposti. Jatka huuhtomista. JOS KEMIKAALIA
JOUTUU IHOLLE (tai hiuksiin): Riisu saastunut vaatetus valittémasti. Huuhdo/suihkuta
iho vedelld. Jos iimenee ihodrsytystd tai ihottumaa: Hakeudu l4&kariin. Valtettava
paastamista ymparistéon. Sailyta sailio(t) noudattaen paikallisia/alueellisialk llisi
kansainvalisia maarayksia.

(FR)

Danger

Provoque des brllures de la peau et des lésions oculaires graves. Peut provoquer une
allergie cutanée. Nocif pour les organismes aquatiques, eniraine des effets néfastes a
long terme.

Porter des gants de protection/des vétements de protection/un équipement de
protection des yeux/du visage. EN CAS DE CONTACT AVEC LES YEUX: rincer avec
précaution a I'eau pendant plusieurs minutes. Enlever les lentilles de contact si la victime
en porte et si elles peuvent étre facilement enlevées. Continuer a rincer. EN CAS DE
CONTACT AVEC LA PEAU (ou les cheveux): enlever immédiatement les vétements
contaminés. Rincer la peau a I'eau/se doucher. En cas d'irritation ou d'éruption cutanée:
consulter un médecin. Eviter le rejet dans I'environnement. Eliminer le contenu/récipient
conformément & la réglementation locale/régionale/nationalefinternationale.

(GR)

Kivduvo!

MpokaAei coBapd deppaTikd eykaupaTa Kol opBaApikés BAGBES. Mmopei va TTpokaAéael
aMepyikiy Seppartikny avtidpacn. EmPBAaBés yia Toug udpoPioug opyaviopoUs, pe
HOKPOXPOVIEG ETITITWOEIS.

Na @opdre TTpoCTaTEUTIKA YAVTIOTTPOCTATEUTIKG EVBUPOTA/UE0a QTOPIKAG TIPOOTATiag
yia Tapdna/mpécwro. ZE NEPINTQEZH ENADPHE ME TA MATIA: ZemAOVETE TIPOCEKTIKG
HE VEPG YIa apKETG AETITA. Edv umidpyouv @akoi ETTaQg, QpaIPECTE TOUS, EQOTOV Eival
€UKkoho. Zuvexiote va emAévere. ZE MEPINTQIH ENAPHZ ME TO AEPMA (1 e 1a
paAMiG): ApaipéaTe apéowg OAa Ta poAuopéva evdupaTa. ZeTTAOVETE To BEpUA pE vEPOH/OTO
vroug. Edv TaparnpnBei epeBIoPOS Tou SEppaTog f Ep@avIoTEl e§dvBnua: ZupBouAsubeite/
Emokepbeiteyiarpd. Na amogelyeral 1 eAeubépwon o1o TepiBdilov. Atoppiyte 1a
TIEPIEXOHEVAIDOXEID TUNPLIVA HE TOUG TOTTIKOUG/EBVIKOUG/BIEBVEIS kavoviopoug.

(HR)

Opasnost

Uzrokuje teske opekline koZe i ozljede oka. MoZe izazvati alergijsku reakciju na kozi.
Stetno za vodeni okoli§ s dugotrajnim ugincima.

Nositi zatitne rukavice/zastitnu odijelo/zatitu za odi/zadtitu za lice. U SLUCAJU
DODIRA S OCIMA: oprezno ispirati vodom nekoliko minuta. Ukloniti kontaktne le¢e
ukoliko ih nosite i ako se one lako uklanjaju. Nastaviti ispiranje. U SLUCAJU DODIRA
S KOZOM (ili kosom): odmah ukloniti/skinuti svu zaganenu odjecu. Isprati kozu vodom/
tusiranjem. U slucaju nadraZaja ili osipa na kozi: zatraZiti savjet/pomo¢ lijeénika.
Izbjegavati ispustanje u okolis. OdloZite sadrZaje /spremnike u skladu s lokalnim/
regionalnim/nacionalni/medunarodnim odredbama.

(HU)

Veszél )

Sulyos égési sériilést és szemkarosodast okoz. Allergias bérreakciot valthat ki. Artalmas
a vizi élovilagra, hosszan tarté karosodast okoz. -
Védokesztyl/védéruhalszemvédd/arcvedd haszndlata kotelezé. SZEMBE KERULES
esetén: Tobb percig tartd oOvatos éblités vizzel. Adott esetben a kontaktlencsék
eltavolitasa, ha kénnyen megoldhato. Az dblités folytatasa. HA BORRE (vagy hajra)
KERUL: Az dsszes szennyezett ruhadarabot azonnal el kell tavolitani/le kell vetni. A
bért le kell 8bliteni vizzellzuhanyozas. Bérirritacié vagy kiltések megjelenése esetén:
orvosi ellatast kell kémi. Kerlini kell az anyagnak a kérnyezetbe vald kijutasat. Az
edény tartalmat / a tartalyt a helyi/regionalis/nemzetiinemzetkozi szabalyozasoknak
megfeleléen kell hulladékként elhelyezni.

(Im

Pericolo

Provoca gravi ustioni cutanee e gravi lesioni oculari. Pué provocare una reazione
allergica cutanea. Nocivo per gli organismi acquatici con effetti di lunga durata.
Indossare guanti/indumenti protettivi/Proteggere gli occhifil viso. IN CASO DI
CONTATTO CON GLI OCCHI: sciacquare accuratamente per parecchi minuti. Togliere
le eventuali lenti a contatto se & agevole farlo. Continuare a sciacquare. IN CASO DI
CONTATTO CON LA PELLE (o con i capelli): togliersi di dosso immediatamente tutti
gli indumenti contaminati. Sciacquare la pelle/fare una doccia. In caso di irritazione
o eruzione della pelle: consultare un medico. Non disperdere nell’'ambiente. Smaltire
il prodotto/recipiente in conformita con le disposizioni locali / regionali / nazionali /
internazionali.

(L)

Pavojinga

Smarkiai nudegina odg ir pazeidzia akis. Gali sukelti alerging odos reakcijg. Kenksminga
vandens organizmams, sukelia ilgalaikius pakitimus.

Mivéti apsaugines pirStines/dévéti apsauginius drabuzius/naudoti akiy (veido)
apsaugos priemones. PATEKUS | AKIS: Kelias minutes atsargiai plauti vandeniu.
ISimti kontaktinius leSius, jeigu jie yra ir jeigu lengvai galima tai padaryti. Toliau plauti
akis. PATEKUS ANT ODOS (arba plauky): Nedelsiant nuvilkti/pasalinti visus uZterstus
drabuZius. Oda nuplauti vandeniu/Ciurksle. Jeigu sudirginama oda arba ja iSberia:
kreiptis j gydytoja. Saugoti, kad nepatekty j aplinka. Turinj/talpg iSpilti (iSmesti) - Salinti
pagal vietines / regionines / nacionalines / tarptautines taisykles.

(Lv)

Briesmas

Smarkiai nudegina odg ir pazeidzia akis. Gali sukelti alerging odos reakcijg. Kenksminga
vandens organizmams, sukelia ilgalaikius pakitimus.

Maveti apsaugines pirStines/dévéti apsauginius drabuzius/naudoti akiy (veido)
apsaugos priemones. PATEKUS | AKIS: Kelias minutes atsargiai plauti vandeniu.
I5imti kontaktinius lesius, jeigu jie yra ir jeigu lengvai galima tai padaryti. Toliau plauti
akis. PATEKUS ANT ODOS (arba plauky): Nedelsiant nuvilkti/fpasalinti visus uZterstus
drabuzius. Odg nuplauti vandeniu/Giurksle. Jeigu sudirginama oda arba jg iSberia:
kreiptis j gydytojg. Saugoti, kad nepatekty | aplinka. Turinj/talpg iSpilti (iSmesti) - Salinti
pagal vietines / regionines / nacionalines / tarptautines taisykles.

19/ 21 [EN]




20/ 21 [EN]



BIO-RAD is a trademark of Bio-Rad Laboratories, Inc.
MONOLISA is a trademark of Bio-Rad Europe, GmbH in certain jurisdictions.
All trademarks used herein are the property of their respective owners.

Bio-Rad

3, boulevard Raymond Poincare c E 0459
92430 Marnes-la-Coquette - France
Tel. : +33 (0) 1 47 95 60 00 2022/03

u Fax:+33(0) 147 4191 33 0001350
www.bio-rad.com
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