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WHO Prequalification of In Vitro Diagnostics
PUBLIC ASSESSMENT REPORT

Product: Wondfo Malaria P.f (HRP2/pLDH) Test
WHO reference number: PQDx 0651-004-00

Wondfo Malaria P.f (HRP2/pLDH) Test with product codes W037P0041, W037P0022,
WO037P0028, WO037P0030, W037P0024, WO037P0033, WO037P0035, and WO037P0037,
manufactured by Guangzhou Wondfo Biotech Co., Ltd, Rest-of-World version, was
accepted for the WHO list of prequalified in vitro diagnostics and was listed on 30 July
2024.

Summary of WHO prequalification assessment for the Wondfo Malaria P.f

(HRP2/pLDH) Test
Date Outcome

Prequalification listing 30 July 2024 listed
Dossier assessment 29 July-2024 MR
Site inspection(s) of quality 13 February 2024 MR
management system
Product performance Quarter 4 2022 MR
evaluation

MR: Meets Requirements

Report amendments and product changes

This public report has since been amended. Amendments may have arisen because of
changes to the prequalified product for which the 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 Reason for amendment and change request reference, | Date of report
where applicable. amendment
2.0 The manufacturer has proposed the following changes: 19 March 2026

1. Changes to the accessories, including:
o replacement of lancet supplier;
e change to the manufacturing address of the
inverted cup supplier;
2. Addition of languages to IFU and labels.
3. Change to the pack size of the test kit (addition of
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configuration 10 tests/kit)(PQC-IVD-2025-0067).

Intended use

According to the intended use claim from Guangzhou Wondfo Biotech Co., Ltd, “The
Wondfo Malaria P.f (HRP2/pLDH) Test is an immunochromatographic, rapid diagnostic
assay intended for the qualitative detection of P. falciparum specific histidine rich protein-2
(P.f HRP2) and P. falciparum specific pLDH (P.f pLDH) in human fingerstick whole blood and
venous whole blood. It is intended to be used by laboratory professionals and at point-of-
care by healthcare workers or trained lay providers. It is used as an aid for diagnosis of P.
falciparum Malaria infection for symptomatic patients including paediatric testing. Results
from the Wondfo Malaria P.f (HRP2/pLDH) Test should not be used as the sole basis for
diagnosis.

For in vitro diagnostic use only. For professional use only.”

Test kit contents

Component | 10 Test (T) 25T 40T 25T 25T 40T 40T 100T
(wWo037P0041) | (W037P0022) | (W037P0024) | (W037P0028) | (W037P0030) | (W037P0033) | (W037P0035) | (W037P0037)
Cassette 10 25 40 25 25 40 40 100
(pieces (pcs)
Instructions 1 1 1 1 1 1 1 1
Buffer 1x5mL/bottle | 25x0.3 40%0.3 2x5 mL/bottle | 2x5 mL/bottle | 4x5 mL/bottle | 4x5 mL/bottle | 8x5 mL/bottle
mL/vial mL/vial
Quick guide / 25 pouches, 40 pouches, / / / / /
(pcs) each each
Inverted 10 containing containing 25 25 40 40 100
cup (pcs) one one
Alcohol 10 quick guide: | quick guide: 25 25 40 40 100
prep pad one one
(pcs) inverted cup, | inverted cup,
Sterile 10 one one 25 / 40 / 100
lancet (pcs) alcohol prep alcohol prep
pad, pad,
one sterile one sterile
lancet. lancet.
Blood lancet / / / / 25 / 40 /
for  single
use (pcs)

Items required but not provided

e Timer
e Protective gloves
e Specimen and test waste container
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e Sterile cotton swab/ball
Note: If whole blood is collected by venipuncture, venipuncture blood collection
materials are required in addition to a precision pipette and pipette tips.

Storage
The test kit must be stored between 1 and 40 °C.

Shelf-life upon manufacture?
24 months.

Warnings/limitations

Refer to the current version of the manufacturer’s instructions for use attached to this
public assessment report.

The WHO Global Malaria Programme recommends the use of tests detecting pLDH and a
panel detection of at least 75% on the panel of non-HRP2 expressing specimens in areas
with high prevalence of pfhrp2/3 gene deletions?. This test does not meet these criteria
and is not recommended for use in such settings.

Dossier assessment

Guangzhou Wondfo Biotech Co., Ltd submitted a product dossier for the Wondfo Malaria
P.f (HRP2/pLDH) Test as per the “Instructions for compilation of a product dossier”
(PQDx_018). The information (data and documentation) submitted in the product dossier
was reviewed by WHO staff and external technical experts (assessors) appointed by WHO.
The manufacturer's responses to the nonconformities found during dossier screening and
assessment findings were accepted on 29 July 2024.

Based on the product dossier screening and assessment findings, the product dossier for
the Wondfo Malaria P.f (HRP2/pLDH) Test meets WHO prequalification requirements.

Manufacturing site inspection

1 The assigned device shelf-life is based on stability data generated from the date of manufacture. The finished
goods shelf-life, calculated from the date of packaging completion, may be shorter depending on the time elapsed
between manufacture and final packaging of the device.

2 https://iris.who.int/bitstream/handle/10665/258972/WHO-HTM-GMP-2017.18-eng.pdf?sequence=1
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The inspection of the manufacturing site(s) was conducted to assess whether the
manufacturer’s quality management system (QMS) and manufacturing practices are in
alignment with:

(i) applicable international standards, such as ISO 13485 (Medical devices — Quality
management systems — Requirements for regulatory purposes);

(ii) the manufacturer’s own documented procedures and quality requirements; and

(iii) other relevant international standards and guidelines applicable to in vitro diagnostic
(IVD) medical devices. The WHQ’s Public Inspection Reports are accessible at:

https://extranet.who.int/pgweb/vitro-diagnostics/who-public-inspection-reports

Based on the site inspection and corrective action plan review, the quality management
system for the Wondfo Malaria P.f (HRP2/pLDH) Test meets WHO prequalification
requirements.

Product performance evaluation

Wondfo Malaria P.f (HRP2/pLDH) Test was evaluated by the Centers for Disease Control
and Prevention on behalf of WHO in the fourth quarter of 2022, according to protocol
PQDx_317, version 3.1.

Clinical performance evaluation

Wondfo Malaria P.f (HRP2/pLDH) Test was evaluated against a Plasmodium falciparum
cultured line panel, P. falciparum wild type parasite panel, P. vivax wild type parasite panel,
hrp2/3 deletion panel, a parasite-negative panel (including clean negatives from afebrile
donors and specimens with possible cross-reactants), and the WHO International standard
for P. falciparum antigens.

Performance characteristics

P. falciparum P. vivax Pf— hrp2 deletion panel
Panel detection score* at | 93/100, 93.0% NA 21/60, 35.0%
200 parasites/uL
Proportion detected by line | HRP2 line: 98.0% NA HRP2 line: 16.7%
at 200 parasites/uL Pf-pLDH line: 55.0% Pf-pLDH line: 52.5%
(N=400) (N=240)
False positive results % All negative specimens: 0/200, 0.0%
Of which, clean negative specimens: 0/104, 0%
No false Pf result on the P. vivax specimens at 200 and 2000
parasites/pL
Invalid rate % 0/1322,0.0%
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(N=1322)

Inter-reader variability on | HRP2 test line: 1/1010, 0.1 %
the wild-type and negative | Pf-pLDH test line: 166/1010, 16.4%

panels %

(N=1010)

Lowest concentration of | HRP2 test line: Pf-pLDH test line:
HRP2/pLDH detected using | Lot A: 7.8 IU/mL Lot A: 15.6 IlU/mL
the 1 WHO International | Lot B: 3.9 IU/mL Lot B: 15.6 IU/mL

standard for Pf antigens
(NIBSC code: 16/376)*

# The panel detection score is the proportion of specimens at a specified concentration that gave
positive results in all 4 tests performed with this specimen (2 tests on each of 2 lots).
* Not applicable for assays evaluated in WHO product testing of RDTs for malaria antigen detection.

Operational characteristics and ease of use

This assay does not require laboratory equipment and can be performed in laboratories with
limited facilities or in non-laboratory settings.

The assay was found easy to use by the operators performing the evaluation.

However, the operators noted that 383/1010 (37.9 %) of the tests performed on the wild-
type and negative panels showed anomalies (234 with incomplete clearing, 38 with red
background, 51 with red background obscuring test line, 58 with patchy line, 1 with strip
misplaced, and 1 with failed migration).

Key operational characteristics

Specimen type and volume 5 uL of fingerstick whole blood or venous whole
blood collected into a blood collection tube with
anticoagulant (EDTA, sodium citrate, or heparin
sodium)

Number of steps* 2 steps in total
1 step with specimen transfer device (precision pipette
was used during the evaluation)

Time to result 15 minutes

Endpoint stability (interval) 15 minutes (the test can be read between 15 and 30
minutes after addition of diluent)

Internal QC Yes, reagent addition control

* Definition: each action required to obtain a result (excluding specimen collection, device
preparation — opening the pouch), e.g. for RDTs: add specimen, add buffer (2 steps).
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Based on these results, the performance evaluation for the Wondfo Malaria P.f
(HRP2/pLDH) Test meets the WHO prequalification requirements.

Labelling review

The labelling submitted for the Wondfo Malaria P.f (HRP2/pLDH) Test was reviewed by
WHO staff and external technical experts appointed by WHO. The review evaluated the
labelling for clarity and consistency with the information submitted in the product dossier,
alignment with international guidance and standards, and suitability for the intended users
and settings in WHO Member States, including low- and middle-income countries.

The table below provides traceability of the labelling documents reviewed during the

assessment, including document titles, version numbers, approval dates, and control
identifiers.

Controlled Labelling References

Document Document Version / Date Controlled Applicable
Type Title Revision Approved Document No. Catalog No.
DLA-W037(2)-01-01 WO037P0022
DLA-W037(2)-01-02 WO037P0024
DLA-W037(2)-01-03 WO037P0028
Outer box A3 2024/06/25 | DLA-W037(2)-01-04 WO037P0030
artwork Box artwork DLA-W037(2)-01-05 | WO037P0033
DLA-W037(2)-01-06 WO037P0035
DLA-W037(2)-01-07 WO037P0037
Al 2025/06/06 | DLA-W037(2)-01-08 WO037P0041
DLB-W037(2)-01-01 WO037P0022
DLB-W037(2)-01-02 WO037P0024
A3 DLB-W037(2)-01-03 WO037P0028
Outer box DLB-W037(2)-01-05 WO037P0033
label Box label 2025/06/06 15 5 W037(2)-01:07 | W037P0037
A4 DLB-W037(2)-01-04 W037P0030
DLB-W037(2)-01-06 WO037P0035
Al DLB-W037(2)-01-08 WO037P0041

Pouch / Pouch A3 2024/06/25 | DLC-W037(2)-01-01 All

Device label

ACCG?SOFY Accessory A3 2025/06/06 DAV-WO37(2)-01-01 WO037P0022
labeling pouch DAV-W037(2)-01-02 WO037P0024
DLD-W037(2)-01-01 WO037P0022
DLD-W037(2)-01-02 WO037P0024
Accessory W037P0028
labeling Buffer label A2 2024/06/25 WO037P0030
(buffer) DLD-W037(2)-01-03 WO037P0033
WO037P0035
WO037P0037
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WO037P0041
WO037P0028
A DLX-W037(2)-01-01
Accessory 3 2) W037P0037
labeling Dropper Al DLX-W037(2)-01-02 WO037P0041
(inverted label 2025/06/06 DLX-W037(2)-01-03 WO037P0030
cup) A3 DLX-W037(2)-01-04 WO037P0033
DLX-W037(2)-01-05 WO037P0035
WO037P0028
DLV-W037(2)-01-01
Accessory A2 2024/12/11 2) WO037P0037
labeling Lancet DLV-W037(2)-01-02 WO037P0033
(lancet AO 2025/07/01 DLV-W037(2)-01-03 WO037P0030
labels) DLV-W037(2)-01-04 WO037P0035
Al 2025/06/06 | DLV-W037(2)-01-05 WO037P0041
. . . . WO037P0022
Quick Guide | Quick Guide A2 2024/9/26 DLI-W037(2)-01-01 WO037P0024
Instructions
for Use (IFU) IFU A7 2025/6/6 IFU-W037(2)-01-01 All
Labels
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Wondfo Malaria
P.f (HRP2/pLDH) Test

CONTENTS:
1. 25 Individual pouches,
each containing:
Test cassette
Desiccant pouch
2. 25 Vials of P.f buffer

(0.3mL/vial)

3. 1 Instruction for use
4. 25 Alcohol prep pads
5. 25 Sterile lancets

6. 25 Inverted cups

7. 25 Quick guides

CONTENU :

1. 25 sachets individuels,

chacun contenant :
Cassette de test
Sachet déshydratant

2. 25 fioles de solution tampon

(0.3 mL/fiole )

3. 1 Notice d'utilisation
4. 25 Tampons alcoolisés
5. 25 Lancettes stériles
6. 25 Coupelles inversées
7. 25 Guides rapides

25

CONTEUDO:
1. 25 Bolsas individuais,
cada uma contendo:
Cassete de teste
Bolsa dessecante
2. 25 Frascos de buffer P.f
(0,3mL/frasco)
3. 1 Instrugdo de utilizagdo
4. 25 Compressas de alcool
5. 25 Lancetas esterilizadas
6. 25 Copos invertidos
7. 25 Guias rapidos
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CONTENT:

1 Quick guide

1 Inverted cup

1 Alcohol prep pad
1 Sterile lancet
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CONTENU : CONTEUDO :

1 Guides rapides 1 Guia rapido

1 Coupelles inversées 1 Copo invertido

1 Tampons alcoolisés 1 Compressa com alcool
1 Lancettes stériles 1 Lanceta esterilizada
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Wondfo Malaria .
P.f (HRP2/pLDH) Test

_

CONTENTS: CONTENU : CONTEUDO
1. 40 Individual pouches, 1. 40 sachets individuels, 1. 40 bolsas individuais,
each containing: chacun contenant : cada uma contendo:
Test cassette Cassette de test Cassete de teste
Desiccant pouch Sachet déshydratant Bolsa dessecante
2. 40 Vials of P.f buffer 2. 40 fioles de solution tampon 2. 40 frascos de buffer P.f

(0.3mL/vial) (0.3 mL/fiole ) (0,3mL/frasco)

3. 1 Instruction for use 3. 1 Notice d'utilisation 3. 1 Instrugdes de utilizagdo
4. 40 Alcohol prep pads 4. 40 Tampons alcoolisés 4. 40 compressas com alcool
5. 40 Sterile lancets 5. 40 Lancettes stériles 5. 40 lancetas esterilizadas
6. 40 Inverted cups 6. 40 Coupelles inversées 6. 40 Copos invertidos

7. 40 Quick guides 7. 40 Guides rapides 7. 40 Guias rapidos
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CONTENT:

1 Quick guide

1 Inverted cup

1 Alcohol prep pad
1 Sterile lancet
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1 Guides rapides 1 Guia rapido

1 Coupelles inversées 1 Copo invertido

1 Tampons alcoolisés 1 Compressa com alcool
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Wondfo Malaria
P.f (HRP2/pLDH) Test

_

CONTENTS: CONTENU : CONTEUDO:

1. 25 Individual pouches, 1. 25 sachets individuels, 1. 25 bolsas individuais,

each containing: chacun contenant : cada uma contendo:
Test cassette Cassette de test Cassete de teste
Desiccant pouch Sachet déshydratant Bolsa dessecante

2. 2 Bottles of buffer 2. 2 Flacons de solution tampon 2. 2 Garrafas de buffer
(5mL/bottle) (5 mL/flacon) (5mL/garrafa)

3. 1 Instruction for use 3. 1 Notice d'utilisation 3. 1 InstrugBes de utilizagdo
4. 25 Alcohol prep pads 4. 25 Tampons alcoolisés 4. 25 Compressas com alcool
5. 25 Sterile lancets 5. 25 Lancettes stériles 5. 25 Lancetas esterilizadas
6. 25 Inverted cups 6. 25 Coupelles inversées 6. 25 Copos invertidos
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Building 5, No. 8, Yanqi West Road, Yanqi
Economic Development Zone, Huairou District
101407 Beijing P.R. China

I Beijing Ruicheng Medical Supplies Co.,Ltd.

Lotus NL B.V.
Koningin Julianaplein 10, 1e Verd, 2595AA, The
Hague, Netherlands.

] -

Manufactured for Wondfo Biotech by Beijing Ruicheng Medical Supplies Co., Ltd.




Inverted cup

A 44
Foshan Yuyang Medical Instrument Co.,Ltd.
Room 501,5th Floor, Building B, No. 1 Kesheng Road, Lishui
Town,Nanhai District, Foshan City,Guangdong, China

4

Language: Engish
Manufactured for Wondfo Biotech by Rev.A3 Rl 2025106106
Foshan Yuyang Medical Instrument Co.,Ltd.
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size:38*20mm




Buffer for Wondfo Malaria
Pf (HRP2/pLDH) Test

Lot: XXXXXXXX
Ref: W037P0028
EXp: YYYY-MM-DD
Vol:5ml

Store at:1-40°C
Version:A2
Rel..2024/06/25

size:38*20mm




Wondfo Malaria
P.f (HRP2/pLDH) Test

_

CONTENT! CONTENU CONTEUDO:

1. 25 Individual pouches, 1. 25 sachets individuels, 1. 25 Bolsas individuais,

each containing: chacun contenant : cada uma contendo:
Test cassette Cassette de test Cassete de teste
Desiccant pouch Sachet déshydratant Bolsa dessecante

2. 2 Bottles of buffer 2. 2 Flacons de solution tampon 2. 2 Garrafas de buffer

(5mL/bottle) (5 mL/flacon) (5mL/garrafa)
3. 1 Instruction for use 3. 1 Notice d'utilisation 3. 1 Instrugbes de utilizagdo
4, 25 Alcohol prep pads 4. 25 Tampons alcoolisés 4. 25 Compressas com alcool
5. 25 Blood lancets for single use 5. 25 Lancettes a aiguille 5. 25 Lancetas hemocraticas
6. 25 Inverted cups retractable descartaveis

6. 25 Coupelles inversées 6. 25 Copos invertidos
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Lancet (21G)

Blood Lancet for Single Use

Hebei Xinle Sci&Tech CO.,LTD

M No. 2, Xingye Street, Xinle City, 050700 Shijiazhuang City,
Hebei province, PEOPLE’S REPUBLIC OF CHINA
Tel:0086-311-88655818 Fax:0086-311-88655819
Shanghai International Holding Corp.GmbH(Europe)

Eiffestrasse 80, 20537 Hamburg,Germany

Tel:0049-40-2513175 Fax:0049-40-255726
E-mail:shholding@hotmail.com

LoT &I g

Rev.AQ
Rel.:2025/07/01
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Model: XLII-2118

Manufactured for Wondfo Biotech by Hebei Xinle Sci&Tech CO.,LTD

[Ii] WWW.hbxinle.com




Inverted cup

A 44
Foshan Yuyang Medical Instrument Co.,Ltd.
Room 501,5th Floor, Building B, No. 1 Kesheng Road, Lishui
Town,Nanhai District, Foshan City,Guangdong, China

4

Language: Engish
Manufactured for Wondfo Biotech by Rev.A3 Rl 2025106106
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Wondfo Malaria V)
P.f (HRP2/pLDH) Test
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CONTENTS: CONTENU : CONTEUDO:

1. 40 Individual pouches, 1. 40 sachets individuels, 1. 40 Bolsas individuais,

each containing: chacun contenant : cada uma contendo:
Test cassette Cassette de test Cassete de teste
Desiccant pouch Sachet déshydratant Bolsa dessecante

2. 4 Bottles of buffer 2. 4 Flacons de solution tampon 2. 4 Garrafas de buffer

(5mL/bottle) (5 mL/flacon) (5ml/garrafa)

3. 1 Instruction for use 3. 1 Notice d'utilisation 3. 1 Instrugdes de utilizagéo
4. 40 Alcohol prep pads 4. 40 Tampons alcoolisés 4. 40 Compressas com alcool
5. 40 Sterile lancets 5. 40 Lancettes stériles 5. 40 Lancetas esterilizadas
6. 40 Inverted cups 6. 40 Coupelles inversées 6. 40 Copos invertidos
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Wondfo Malaria
P.f (HRP2/pLDH) Test

CONTENTS:
1. 40 Individual pouches,
each containing:
Test cassette
Desiccant pouch
2. 4 Bottles of buffer

(5mL/bottle)

3. 1 Instruction for use

4. 40 Alcohol prep pads

5. 40 Blood lancets for single use
6. 40 Inverted cups

CONTENU : CONTEUDO:

1. 40 sachets individuels, 1. 40 bolsas individuais,

chacun contenant : cada uma contendo:
Cassette de test Cassete de teste
Sachet déshydratant Bolsa dessecante

2. 4 Flacons de solution tampon 2. 4 garrafas de buffer

(5 mL/flacon) (5 mL/garrafa)

3. 1 Notice d'utilisation 3. 1 instrugdo de utilizagdo

4. 40 Tampons alcoolisés 4. 40 compressas com alcool

5. 40 Lancettes a aiguille 5. 40 lancetas de sangue,

retractable descartaveis

6. 40 Coupelles inversées 6. 40 Copos invertidas
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Lancet (210G)

Blood Lancet for Single Use

Hebei Xinle Sci&Tech CO.,LTD Rev.A0
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Wondfo Malaria

P.f (HRP2/pLDH) Test

CONTENTS:
1. 100 Individual pouches,
each containing:
Test cassette
Desiccant pouch
2. 8 Bottles of buffer

(5mL/bottle)

3. 1 Instruction for use
4. 100 Alcohol prep pads
5. 100 Sterile lancets

6. 100 Inverted cups

CONTENU :
1. 100 sachets individuels,
chacun contenant :
Cassette de test
Sachet déshydratant
2. 8 Flacons de solution tampon
(5 mL/flacon)
3. 1 Notice d'utilisation
4. 100 Tampons alcoolisés
5. 100 Lancettes stériles
6. 100 Coupelles inversées

CONTEUDO:
1. 100 bolsas individuais,
cada uma contendo:
Cassete de teste
Bolsa dessecante
2. 8 garrafas de buffer
(5mL/garrafa)
3. 1 instrugao de utilizagdo
4. 100 compressas com alcool
5. 100 lancetas esterilizadas
6. 100 Copos invertidas
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Wondfo Malaria

P.f (HRP2/pLDH) Test

CONTENTS:
1. 10 Individual pouches,
each containing:
Test cassette
Desiccant p
2. 1 Bottles of buffer(5mL/bottle)
3. 1 Instruction for use
4. 10 Alcohol prep pads
5. 10 Sterile lancets
6. 10 Inverted cups

CONTENU :
1. 10 sachets individuels,
chacun contenant :
Cassette de test
Sachet déshydratant
2. 1 Flacons de solution tampon (5 mL/flacon)
3. 1 Notice d'utilisation
4. 10 Tampons alcoolisés
5. 10 Lancettes stériles
6. 10 Coupelles inversées

CONTEUD
1. 10 bolsas individuais,
cada uma contendo:
Cassete de teste
Bolsa dessecante
2. 1 Garrafas de buffer (5mL/garrafa)

3. 1 Instrugdes de utilizagdo

4. 10 Compressas com alcool
5. 10 Lancetas esterilizadas
6. 10 Copos invertidos
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PQDx 0651-004-00 WHO'’s Public Assessment Report 19 March 2026, version 2.0

Instructions for use3

3 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.

Page 60 of 65



Rev. A7 Rel.: 2025/06/06

Wondf Wondfo Malaria P.f
oncio (HRP2/pLDH) Test

CATALOG No.

WO037P0022  WO037P0028  WO037P0030

WO037P0024  WO037P0033  WO037P0035

WO037P0037  WO037P0041

INTENDED USE

The Wondfo Malaria P.f (HRP2/pLDH) Test is an
immunochromatographic, rapid diagnostic assay
intended for the qualitative detection of P. falciparum
specific histidine rich protein-2 (P.f HRP2) and P.
falciparum specific pLDH (P.f pLDH) in human
fingerstick whole blood and venous whole blood. It is
intended to be used by laboratory professionals and at
point-of-care by healthcare workers or trained lay
providers. It is used as an aid for diagnosis of P,
falciparum Malaria infection for symptomatic patients
including paediatric testing. Results from the Wondfo
Malaria P.f (HRP2/pLDH) Test should not be used as
the sole basis for diagnosis.

For in vitro diagnostic use only. For professional use
only.

BACKGROUND INFORMATION

Malaria remains one of the most serious tropical
diseases in many regions of the world, mainly
occurring in tropical and subtropical areas. Malaria
is caused by a parasite that commonly infects the
Anopheles mosquito which feeds on human blood.
There are four kinds of malaria parasites that can

infect humans: P, falciparum, P. vivax, P. malariae,

4 drops
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2. Test procedure for venous whole blood

A. Please gently mix the venous blood specimen by
inverting the blood collection tube to make it
homogenous. Take 5pL venous whole blood
specimen with a pipette and drop it into the
center of the sample well vertically.

SuL

$555 oo
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B. Add 4 drops (about 100puL) of buffer into the
buffer well vertically, and start timing.

4 drops

i

[
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F []

o < N
15 CODES

MALARIA

3. Interpretation
A. Read the results after 15 minutes but no more
than 30 minutes.

B. To avoid confusion, discard the test device after
reading the result.

15-30 mins

and P. ovale. Malaria can also be transmitted
through blood transfusions, organ transplantation or
shared needles/syringes contaminated with blood
from an infected person. It can also be transmitted
congenitally from mother to her unborn infant. It is
estimated to affect more than 200 million people
worldwide and cause more than 400,000 deaths
every year [48],

PRINCIPLES OF THE PROCEDURE

The Wondfo Malaria P.f (HRP2/pLDH) Test utilizes
the principles of immunochromatography to detect
two targets: P. falciparum specific histidine rich
protein-2 (P.f HRP2) and P, falciparum specific pLDH
(P.f pLDH) in human fingerstick whole blood and
venous whole blood.

After adding specimen into the sample well and
adding buffer into the buffer well, the specimen-buffer
mixture migrates towards the other end of the
cassette by capillary action. The antigen in the
specimen will bind the antibody-gold colloid to form
the antigen-antibody-gold colloid complex. The
complex migrates further to capture P.f HRP2
specific antibody / P.f pLDH specific antibody that is
pre-coated on the test line of the cassette. When a
target antigen (P.f HRP2 and/or P.f pLDH) level is at
or above the limit of detection (LoD) of the assay,
the test line will form a visible red line, indicating a
positive result.

Rabbit 1gG-gold colloid combines with goat
anti-rabbit IgG polyclonal antibody in C line (control
line) to form a red reaction line. The control line is
used for procedural control and shows only that the
buffer has been applied successfully and that the
active ingredients of the main components on the
strip are functional.

QUALITY CONTROL

1. Internal control: This kit contains a built-in control
feature as a procedural control, the control region
(C). A colored line develops in the control region
(C) after addition of the specimen and buffer. If a
colored line does not-develop in the C region, the
test is invalid. Review the procedure and repeat
the test with a new device.

2. External control: The test kit does not provide
external control.

INTERPRETATION OF RESULTS

Lines that ) Read and Interpretation
Picture
you see of Results
[gu— J—
E c H c Result: Invalid.
T2 T2 ’
. Action: Take a new cassette
No line at ™ T cII b W Pl
'C’ (control) and repeat the test.Please
ﬁc —) R contact the local distributor or
T2 J 12 manufacturer if invalid results
™ Tt continuously appear.
Line at ‘'C’ Result: Negative.

and No other line Action: No

pum—
C
T2
L T
N—

Picture

Lines that
you see

Read and Interpretation
of Results

N Result: Positive.

1. Lineat ‘'C’ , ‘T1" and ‘T2’
indicates positive for P.f
HRP2 and P.f pLDH.

- 2. Line at‘C'and ‘T1’ indicates

Line at 'C’ (= c positive for P.f HRP2.

and at T1’ 2 T2 3. Line at ‘C’ and ‘T2’ indicates

and/or T2’ = positive for Pf pLDH.

Note: Line intensity may vary

from faint to strong intensity.

Consider a faint test line as a

positive result.

Action: No

1D

WARNINGS AND PRECAUTIONS

1. This kit is for in vitro use only.

2. Apply standard biosafety precautions for
handling and disposal of potentially infective
material.

- Handle all specimens as potentially infectious.

+ Wear gloves while handling specimens and
performing the test.

+ Avoid splashing and aerosol formation.

+ Clean up spills thoroughly using an appropriate
disinfectant.

3. Do not reuse the test cassette, inverted cup,
lancet, and alcohol prep pad.

4. Do not use the kit beyond the expiration date.

5. Do not use the test cassette if the pouch is
punctured or improperly sealed.

6. Do not mix a buffer and a test cassette from
different lots.

7. Do not open the sealed pouch until you are ready
to conduct the assay. Once opened, use the test
cassette within 1 hour.

8. Decontaminate and dispose of all specimens,
reaction kits and potentially contaminated
materials as biohazardous waste.

9. Read the instructions for use completely before
using the kit. Failure to follow directions may yield
inaccurate test results.

10. DISPOSAL OF DIAGNOSTIC DEVICE: The used
device has risk of infection. The process for
disposing the diagnostic device must follow local
infectious waste disposal laws or laboratory
regulations.

11. Keep out of reach of children.

12. The Buffer contains 2% Triton X-100, which
presents no hazard to the user if normal
laboratory safety precautions are followed. Wear
protective gloves. In case of contact with skin

Note: Please contact the local distributor or manu-
facturer if there is suspicion of an increased rate of
false negative or positive results.

LIMITATIONS OF PROCEDURE

1. The kit is a qualitative assay designed to detect P.
falciparum specific histidine rich protein-2 (P.f
HRP2) and P. falciparum specific pLDH (P.f pLDH)
antigens in human whole blood only.

2. Strictly operate according to the instructions for
use when testing. False operation will result in a
false result.

3. Use EDTA, heparin sodium, and sodium citrate as
anticoagulants. Do not use other anticoagulants.

4. False-negative results can occur in the following
conditions:

+ Very low antigen concentrations/parasite densi-
ties, for instance < 100 parasites/ pl. Note that
most clinical cases have higher parasite densi-
ties.

« Very high parasite densities (very exceptional,
prozone or high-hook effect) for the HRP2 anti-
gen.

+ Deletions in the HRP2 gene result in no produc-
tion of the HRP2 antigen, which is of particular
relevance for mRDTs that detect this antigen.
These deletions were first identified in the Peru-
vian Amazon but have since been reported in
various malaria-endemic regions worldwide.

+ High fraction of interstitial fluid due to “milking”
of fingertip.

5. The presence of the control line only means that
migration of added liquid occurred. It does not
guarantee that:

* The correct specimen has been used.

+ The specimen has been applied correctly.

+ The specimen and kit have been correctly stored.

* The test procedure has been followed correctly.

6. As with all diagnostic tests, a definitive clinical diag-
nosis should not be based on the result of a single
test but instead should be determined by a health-
care provider in conjunction with clinical findings
and the results from other laboratory tests and eval-
uations. Results from the Wondfo Malaria P.f
(HRP2/pLDH) Test should not be used as the sole
basis for diagnosis.

7.The product can give a false positive Pf result even
after the patient was treated for malaria several
weeks before testing. The test cannot be used to
monitor treatment response to antimalarials.

and/or the eyes, rinse with water immediately. If
irritation or signs of toxicity occur, seek medical
attention. Follow local regulation or laws to
dispose the Buffer.

KIT CONTENTS

There are 8 configurations of the test kits. The
inclusion of quick guide, sterile lancet or blood
lancet for single use are optional/available in
different combinations per end user’s request.

A. Kit components

Each individually sealed pouch contains one test
cassette and one desiccant pouch (for storage
purposes only).

The kit component configurations are provided

1. Timer

2. Protective gloves

3. Specimen and test waste container

4. Sterile cotton swab/ball

Note: If whole blood is collected by venipuncture,
venipuncture blood collection materials are required
in addition to a precision pipette and pipette tips.

STORAGE AND STABILITY

1. Store the kit at 1°C-40°C. The shelf life of the kit is
24 months.

2. Use the test cassette within 1 hour after opening.
For 0.3 mL buffer, discard after every use. For 5
mL buffer, store at 1°C-40°C for no more than 8
weeks after opening.

below:
Catalogue No.

Components WO037P0041 | W037P0022 WO037P0024 W037P0028 | W037P0030 | W037P0033 | W037P0035 WO037P0037

Cassette (pcs) 10 25 40 25 25 40 40 100

Instruction (pcs) 1 1 1 1 1 1 1 1

Buffer 1x5mL/bottle 25x0.3mL/vial 40x0.3mL/vial 2x5mL/bottle | 2x5mL/bottle 4x5mL/bottle | 4x5mL/bottle | 8x5mL/bottle

Quick guide (pcs) / 25 pouches, each | 40 pouches, each / / / / /
containing one containing one

Inverted cup (pcs) 10 quick guide, one | quick guide, one 25 25 40 40 100

Alcohol prep pad (pcs) 10 inverted cupone | inverted cup, one 25 25 40 40 100
alcohol prep pad, | alcohol prep pad,

Sterile lancet (pcs) 10 one sterile lancet. | one sterile lancet. 25 / 40 / 100

Blood lancet for single use(pcs) / / / / 25 / 40 /

B. Reactive ingredients of main components

The test strip is coated with gold conjugates
(Malaria P.f HRP2 monoclonal antibody-gold colloid,
Malaria P.f pLDH monoclonal antibody-gold colloid,
rabbit 1gG-gold colloid), test line (Malaria P.f HRP2
monoclonal antibody and Malaria P.f pLDH
monoclonal antibody) and control line (goat
anti-rabbit IgG polyclonal antibody).

MATERIALS REQUIRED BUT NOT PROVIDED

PERFORMANCE CHARACTERISTICS®??!

Clinical performance study
1. Internal Evaluation

Place of sD Wondfo Malaria P.f (HRP2/pLDH) Test
Evaluation|  Bioline Positive | Negative | Total | Test Result (95% CI)
Pf Positive 102 0 102 Sensitivity:100.00%
Wondfo : (96.37-100.00%)
laboratory Specificity:99.84%
Pf Negative 1 625 626 (99.10-99.97%)

*Specimen type used for SD Bioline and Wondfo: venous whole blood.

2. External Evaluation
2.1 Diagnostic Sensitivity and Specificity

3. Use the kit at 20%-90% humidity and 15°C-40°C,
on a clean and flat surface.

4. Recap and store the buffer (5mL) in the original
container after use.

5. Keep away from sunlight, moisture, and heat.

6. Do not freeze.

SPECIMEN COLLECTION AND PREPARATION

Fingerstick whole blood:

*Specimen type used for SD Bioline: venous whole blood;
Specimen type used for Wondfo: venous whole blood and fingerstick
whole blood.

Analytical performance study

1. The repeatability and reproducibility of Wondfo Ma-
laria P.f (HRP2/pLDH) Test are of good performance
demonstrated by in-house panel according to CLSI
EP-05 (A3).100% reproducibility was observed in
studies within run, between run, between lots, and
between sites and operators.

2. The following potential interfering substances have
no impact on Wondfo Malaria P. f (HRP2/ pLDH)
Test.

No. Type Interfering substances
Place of . Wondfo Malaria Pf (HRP2/pLDH) Test 1 HAMA
Evaluation| Bioline Positive | Negative | Total | Test Result (95% CI) 2 Recipient of multiple blood transfusion
pfPositive | 183 o 1g3 | Sensitivity:100.00% 3 Anti-dsDNA antibody
dﬁotg ) (97.94~100.00%) 4 Anti-cardiolipin antibody IgG
voire Specificity:99.16%
Pf Negative 3 354 357 (%7.56~59_71 %) 5 Anti-cardiolipin antibody IgM
Sensitivity:100.00% 6 Rheumatoid factors
Pf Positive | 175 0 175 | (97.85~100.00%) 19G
Rwanda 7 g
i Specificity:100.00%
Pf Negative 0 364 364 | (98.96~100.00%) 8 IgM
B Sensitivity:100.00% 9 Endogenous Albumin
PfPositive | 133 0 133 | *(97.19~100.00%)
Cameroon 10 total bilirubin
. Specificity:99.73%
Pf Negative 1 375 376 (98.51~99.95%) 11 Triglyceride
*Specimen type used for SD Bioline: venous whole blood; 12 Human Chorionic Gonadotropin
Specimen type used for Wondfo: fingerstick whole blood. 13 Cholesterol
. . 14 Low density lipoprotein
2.2 Comparison with PCR assay
15 Haemoglobin
Place of ooR Wondfo Malaria P.f (HRP2/pLDH) Test 16 Direct bilirubin
Evaluation Positive | Negative | Total | Test Result (95% Cl) 17 Chloroquine Phosphate
cote | PfPositive | 117 1 118 S@";g;{,g}g;ggif 18 Artemisinin
d'lvoire ] Specificity: 84.05% 19 Amoxicillin
PfNegative| 67 353 420 (80.19%-87.42%) 20 Cefalexin
*Specimen type used for PCR: venous whole blood; 21 Doxycycline Hyclate
Specimen type used for Wondfo: fingerstick whole blood. 22 Erythromycin
. . . 23 Ibuprofen
2.3 Comparison among different specimen types Exogenous
| ) Wondfo SD Bioline 24 Piperaquine
Place o Malaria P.f %
Evaluation| (HRP2/BLDH) Venc?lJ'S whole bl?od Test Result (95% Cl) 25 Mebendazole
Test Positive | Negative 26 Tribendimidine
- Sensitivity: 100%
Venous | Positive 26 0 (87.13%—1)(()0.00%?) 27 Entecavir
whole
. Specificity: 100% 28 Rifampicin
blood | Negative| 0 30 (88.65%100.00%) P
Cameroon — 29 Aspirin
. Sensitivity: 100%
Fingerstick Positive | 26 0 (87.13%-100.00%) 30 Paracetamol
whole
Specificity: 100%
blood | Negative| 0 30| (88.65%100.00%) o Ethanol
32 Caffeine

1. Wash hands and put on protective gloves. Select
the middle or ring finger of the patient and avoid
calloused areas of the finger. Clean the finger to
be lanced with an alcohol prep pad.

2. Prick the lateral side of fingertip with a lancet.
Gently squeeze the end of fingertip and wipe off
the first drop of blood with a sterile cotton
swab/ball. Squeeze the fingertip again and allow
a new drop of blood to form.

3. Draw 5 microliter (5pL) of blood with an inverted
cup. Test immediately after whole blood specimens
collected by fingerstick.

Venous whole blood:

1. Draw venous whole blood via standard phlebotomy
procedures into a blood collection tube with
anticoagulant (EDTA, sodium citrate, or heparin
sodium).

2. If immediate testing is not possible then the
specimen may be stored at 2°C-8°C for up to 72
hours before testing.

3. The specimens should be stored at -70°C or below
for longer storage.

Note:

1.Prior to testing, bring specimens to room tem-
perature slowly and mix well gently once
thawed. Do not freeze and thaw the specimens
repeatedly.In case repeated freezing and thaw-
ing of specimens is required, no more than 5
cycles should be allowed.

2. To ensure the accuracy of test result, whole
blood specimens partly or completely coagu-
lated should be excluded even though they are
not validated.

TEST PROCEDURE

Bring all specimens and kit components to room
temperature (15°C- 40°C) before testing. When
ready to test, remove the test cassette from the foil
pouch by tearing the notch and place it on a flat, dry

3. The following potential cross-reacting pathogens
have no impact on Wondfo Malaria P.f (HRP2/
pLDH) Test.

surface. Label the device with specimen ID number.

For 0.3mL buffer configurations, please refer to
QUICK GUIDE. For 5mL buffer configurations, please
follow the instruction as below.

1. Test procedure for fingerstick whole blood

A. Wash hands and put on protective gloves before
testing. Wipe the fingertip to be lanced with an
alcohol prep pad.Select the middle or ring finger
for sampling and avoid calloused areas of the
finger.

B. Prick the lateral side of fingertip with a lancet.
Wipe off the first drop of blood with a sterile
cotton swab/ball.Squeeze the fingertip again and
allow a new drop of blood to form.

C. Dip the circular end of the inverted cup into the
blood specimen (5pL).

D. Place the circular end of the inverted cup into the
sample well.

i O @S
g3 L
E. Add 4 drops (about 100yL) of buffer into the

buffer well vertically and start timing.

2016-2030, Geneva: World Health Organization;
2015.

SYMBOLS KEY
No. Type Cross-reacting substances
In vitro diagnosti i i
1 Brucella sp. r:e"t;icmall’ae%?;’: ic [ : %:f:lsslgt instructions E Use-by date
2 HBsAg
3 Dengue Virus Type 1 W g?:t:i:tse:':ﬁcient &I Date of manufacture f“ Keep dry
4 HIV-1 LOT]| | Batch code A Caution >£+’<\ giiﬁg:;vay from
5 HCV
[ Syphilis “ Manufacturer ® Do not re-use Catalogue number
7 Leishmania sp.
8 . . /ﬂ/ Temperature limit
Antigen Leptospira sp.
9 M. tuberculosis
10 Schistosoma sp, MANUFACTURER INFORMATION
" Toxoplasma gondii I Guangzhou Wondfo Biotech Co. Ltd.
. . No.8 Lizhishan Road, Science City, Huangpu
12
Plasmodium vivax District, 510663, Guangzhou, P.R.China
13 HAV Tel: +86-20-32053962 400-888-5268(Toll Free)
Fax: +86-20-32296063
14 Measles E-mail: global@wondfo.com.cn
15 Influenza Website: en.wondfo.com
16 Tick borne encephalitis Please contact the manufacturer or your local distributor if
17 Rubella-IgG you have any questions about the product.
18 Antibody Dengue Virus IgG Language:English
19 Cytomegalovirus-IlgG IFU Version Information
4. The Limit of Detection of the Wondfo Malaria P.f Adit ot
. ion of configuration
(HRP2/pLDH) Test for P.f HRP2 (T1 line) and P.f Rev. A7 Rel:2026/6/6 | WodrPoost ang
pLDH (T2 line) is 15.63 IU/mL (NIBSC 16/376
1:128) and 31.25 IU/mL (NIBSC 16/376 1:64), ior changes n e
reSPECtively' Rev. A6 Rel.: 2024/9/5 gw;ﬁéigg ?notfhtg?:r:fztramr;dnce
characteristics section.
REFERENCES
Supplementation of intended
testing population in intended
1. WHO. World Malaria Report 2019, Geneva: World Rev. A5 Rel: 2023/12122 | pse section and changes in
Health organization; 201 9 characteristics section.
2. WHO.TSS-3 Malaria rapid diagnostic tests, Geneva: Supplementation of lcal
o . data in perf
World Health Orggnlzgtlop, 2017.. . Rev. A4 Rel:2021/12/16 | datan performance
3. WHO. TGS-5 Designing instructions for use for in
vitro diagnostic medical devices, Geneva: World Adjustment of product
Health Organization; 2017 Rev. A3 Rel..2021/0130 | Coabatone o
1 . .
4. WHO. Malaria rapid diagnostic test performance. R I
. . uppllementatlon of clinical
Results of WHO product testing of malaria RDTs: Rev. A2 Rel.: 2021/6/18 data in performance
A characteristics section.
round 7 (2015-2016), Geneva: World Health Organi-
zation; 2017. ol ver
5. WHO. Global technical strategy for malaria Rev. At Rel.: 202077127 ol version.
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USAGE PREVU

Wondfo Malaria P.f (HRP2/pLDH) Test est un test de diag-
nostic rapide immunochromatographique destiné a la détec-
tion qualitative de la protéine riche en histidine 2 spécifique
au P. falciparum (P.f HRP2) et de la pLDH spécifique au P.
falciparum (P.f pLDH) dans le sang total humain prélevé au
doigt et dans le sang total veineux. Il est destiné a étre utilisé
par les professionnels de laboratoire et, au chevet du patient,
par le personnel de santé ou les prestataires non profession-
nels formés. Il est utilisé comme aide au diagnostic de l'infec-
tion par le paludisme a P. falciparum chez les patients symp-
tomatiques, y compris en pédiatrie. Les résultats du Test
Wondfo Malaria P.f (HRP2/pLDH) Test ne doivent pas étre
utilisés comme seule base de diagnostic.

Uniquement pour le diagnostic in vitro. A usage profes-
sionnel uniquement.

INFORMATIONS CONTEXTUELLES

Le paludisme reste I'une des maladies tropicales les plus
graves dans de nombreuses régions du monde, principale-
ment dans les zones tropicales et subtropicales. Le palud-
isme est causé par un parasite qui infecte généralement le
moustique anophele qui se nourrit de sang humain. I
existe quatre types de parasites du paludisme qui peuvent
infecter 'hnomme : P. falciparum, P. vivax, P. malariae, et P.
ovale. Le paludisme peut également étre transmis par des
transfusions sanguines, des transplantations d'organes ou
le partage d'aiguilles ou de seringues contaminées par le
sang d'une personne infectée. Il peut également étre
transmis de maniére congénitale, de la mere a I'enfant a
naitre. On estime que le paludisme touche plus de 200
millions de personnes dans le monde et cause plus de 400
000 décés chaque année '+,

PRINCIPES DE LA PROCEDURE

Wondfo Malaria P.f (HRP2/pLDH) Test utilise les principes
de l'immunochromatographie pour détecter deux cibles :
Protéine riche en histidine 2 spécifique au P. falciparum
(P.f HRP2) et pLDH spécifique au P. falciparum (P.f pLDH)
dans le sang total humain prélevé au doigt et dans le sang
total veineux.

Apres avoir ajouté I'échantillon dans le puits d'échantillon
et la solution tampon dans le puits de tampon, le mélange
échantillon-tampon migre vers l'autre extrémité de la cas-
sette par action capillaire. L'antigéne présent dans I'échan-
tillon se lie a I'anticorps-or colloidal pour former le com-
plexe antigéne-anticorps-or colloidal. Le complexe migre
ensuite pour capturer I'anticorps spécifique P.f HRP2 / anti-
corps spécifique P.f pLDH qui est pré-enduit sur la ligne de
test de la cassette. Lorsque le niveau d'un antigéne cible
(P.f HRP2 et/ou P.f pLDH) est égal ou supérieur a la limite
de détection (LOD) du test, la ligne de test forme une ligne
rouge visible, indiquant un résultat positif.

L'lgG lapin-or colloidal se combine avec I'anticorps poly-
clonal IgG de chevre anti-lapin dans la ligne C (ligne de
controle) pour former une ligne de réaction rouge. La ligne
de contréle est utilisée pour le contréle de la procédure et
montre seulement que la solution tampon a été appliqué
avec succes et que les ingrédients actifs des principaux
composants de la bande sont fonctionnels.

AVERTISSEMENTS ET PRECAUTIONS

1. Ce kit est destiné a une utilisation in vitro uniquement.

2. Appliquer les précautions standard de biosécurité pour
la manipulation et I'élimination du matériel potentielle-
ment infectieux.

* Manipuler tous les échantillons comme étant potentielle-
ment infectieux.

» Porter des gants pour manipuler les échantillons et

effectuer le test.

Eviter les éclaboussures et la formation d'aérosols.

Nettoyer soigneusement les déversements a I'aide d'un

désinfectant approprié.

3. Ne pas réutiliser la cassette de test, le coupelle
inversée, la lancette et le tampon alcoolisé.

4. Ne pas utiliser le kit au-dela de la date de péremption.

5. Ne pas utiliser la cassette de test si le sachet est
perforé ou mal fermé.

6. Ne pas mélanger une solution tampon et une cassette
de test provenant de lots différents.

7. Ne pas ouvrir le sachet scellé avant d'étre prét a

effectuer le test. Une fois ouverte, la cassette de test
doit étre utilisée dans I'heure qui suit.

8. Décontaminer et éliminer tous les échantillons, les kits de
réaction et les matériaux potentiellement contaminés en
tant que déchets biologiques dangereux.

9. Lire entiérement la notice d'utilisation avant d'utiliser le
kit. Le non-respect des instructions peut entrainer des
résultats inexacts.

10. ELIMINATION DES DISPOSITIFS DE DIAGNOSTIC : Le
dispositif utilisé présente un risque d'infection. Le proces-
sus d'élimination des dispositifs de diagnostic doit étre con-
forme aux lois locales sur I'élimination des déchets infec-
tieux ou aux réglementations des laboratoires.

11. A tenir hors de portée des enfants.

12. La solution tampon contient 2% de Triton X-100, qui ne
présente aucun danger pour l'utilisateur si les précau-
tions normales de sécurité en laboratoire sont
respectées. Porter des gants de protection. En cas de
contact avec la peau et/ou les yeux, rincer immédiate-
ment a I'eau. En cas d'irritation ou de signes de toxicite,
consulter un médecin. Respecter la réglementation ou
les lois locales pour I'élimination de la solution tampon.

CONTENU DU KIT

Il existe 8 configurations de kits de test. L'inclusion d'un
guide rapide, d'une lancette stérile ou d'une lancette san-
guine a usage unique est optionnelle/disponible en
différentes combinaisons selon la demande de I'utilisateur
final.

A. Composants du kit

Chaque sachet scellé individuellement contient une cas-
sette de test et un sachet de dessicant ( uniquement
pour le stockage).

Les configurations des composants du kit sont indiquées
ci-dessous :

B. Ingrédients réactifs des principaux composants

La bandelette de test est recouverte de conjugués d'or
(anticorps monoclonal Paludisme P.f HRP2 - or colloidal,
anticorps monoclonal Paludisme P.f pLDH - or colloidal,
IgG de lapin - or colloidal), ligne de test (anticorps mono-
clonal Paludisme P.f HRP2 et anticorps monoclonal Palud-
isme P.f pLDH) et ligne de contrdle (anticorps polyclonal
IgG de chévre anti-lapin).

MATERIELS REQUIS MAIS NON FOURNIS

1. Minuterie

2. Gants de protection

3. Récipient pour les échantillons et les déchets de test

4. Coton-tige/boule coton stérile

Note : Si le sang total est prélevé par ponction veineuse,
du matériel de prélévement sanguin par ponction veineuse
est nécessaire en plus d'une pipette de précision et d'em-
bouts de pipette.

STOCKAGE ET STABILITE

1. Conserver le kit entre 1°C et 40°C. La durée de conser-
vation du kit est de 24 mois.

2. Utiliser la cassette de test dans I'heure qui suit son
ouverture. Pour la solution tampon de 0,3 ml, éliminer
aprés chaque utilisation. Pour la solution tampon de 5
mL, conserver a 1°C-40°C pendant 8 semaines maxi-
mum aprés ouverture.

3. Utiliser le kit a 20%-90% d'humidité et 15°C-40°C, sur
une surface propre et plane.

4. Recapuchonner et conserver la solution tampon (5mL)
dans le récipient d'origine aprés utilisation.

5. Conserver a I'abri de la lumiére du soleil, de I'humidité
et de la chaleur.

6. Ne pas congeler.

N° de catalogue

retractable

W037P0041 W037P0022 W037P0024 WO037P0028 | W037P0030 | WO037P0033 | W037P0035 | WO037P0037
Composants
Cassette (pcs) 10 25 40 25 25 40 40 100
Notice d'utilisation (pcs) 1 1 1 1 1 1 1 1
Solution tampon 1x5mL/fiole 25x0,3 mL/fiole 40x%0,3 mL/fiole [2x5 mL/flacon [2x5 mL/flacon |4x5 mL/flacon |4x5 mL/flacon |8x5 mL/flacon
Guide rapide (pcs) / 25 sachets 40 sachets / / / / /
contenant chacun | contenant chacun
. . id ide, i i
Coupelle inversée 10 un guide rapide un guide rapide, 25 25 40 40 100
une coupelle une coupelle
. 10 inversé, un inversée un
Tampon alcoolisé (pcs) tampon alcoolisé | tampon alcoolisé 25 25 40 40 100
et une lancette et une lancette
Lancette stérile (pcs) 10 stérile stérile. 25 / 40 / 100
Lancette a aiguille / / / / 25 / 40 /

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Sang total prélevé au doigt :

1. Se laver les mains et mettre des gants de protection.
Sélectionner le majeur ou I'annulaire du patient et éviter
les zones calleuses du doigt. Nettoyer le doigt a I'aide
d'un tampon alcoolisé.

2. Piquer le coté latéral du bout du doigt avec une lancette.
Presser doucement I'extrémité du doigt et essuyer la
premiere goutte de sang a l'aide d'un coton-tige ou
d'une boule de coton stérile. Presser a nouveau le bout
du doigt et laisser une nouvelle goutte de sang se
former.

3. Prélever 5 microlitres (5uL) de sang a l'aide d'un
coupelle inversée. Effectuer le test immédiatement
apres le prélévement d'échantillons de sang total par
piqdre au doigt.

Sang total veineux :

1. Prélever du sang total veineux selon les procédures de
phlébotomie standard dans un tube de prélevement
sanguin contenant un anticoagulant (EDTA, citrate de
sodium ou héparine sodique).

2. Si un test immédiat n'est pas possible, I'échantillon peut
étre conservé entre 2°C et 8°C pendant 72 heures au
maximum avant le test.

3. Les échantillons doivent étre conservés a -70°C ou
moins pour une conservation plus longue.

Note:

1. Avant le test, ramener lentement les échantillons a
température ambiante et les mélanger délicatement
une fois décongelés. Ne pas congeler et décongeler
les échantillons a plusieurs reprises. Si la congélation
et la décongélation répétées des échantillons sont
nécessaires, il ne faut pas prévoir plus de 5 cycles.

2. Pour garantir I'exactitude des résultats du test, les
échantillons de sang total partiellement ou totalement
coagulés doivent étre exclus, méme s'ils ne sont pas
validés.

PROCEDURE DE TEST

Amener tous les échantillons et les composants du kit a
température ambiante (15°C-40°C) avant le test. Juste
avant le test, retirer la cassette de test du sachet en déchi-
rant I'encoche et la placer sur une surface plane et séche.
Etiqueter le dispositif avec le numéro d'identification de
I'échantillon.

Pour les configurations de solution tampon de 0,3 ml,
veuillez vous référer au GUIDE RAPIDE. Pour les configu-
rations de solution tampon de 5mL, veuillez suivre les
instructions ci-dessous.

1. Procédure de test pour le sang total par prélévement
au doigt

A.Se laver les mains et mettre des gants de protection
avant le test. Essuyer le bout du doigt a prélever avec
un tampon alcoolisé. Choisir le majeur ou I'annulaire
pour le prélévement et éviter les zones calleuses du
doigt.

B. Piquer le cété latéral du bout du doigt avec une lancette.
Essuyer la premiére goutte de sang a l'aide d'un écou-
villon ou d'une boule de coton stérile. Presser a nou-
veau le bout du doigt et laisser une nouvelle goutte de
sang se former.

C.Plonger I'extrémité circulaire du coupelle inversée dans
I'échantillon de sang (5uL).

D. Placer I'extrémité circulaire du coupelle inversée dans le
puits d'échantillon.

E. Ajouter 4 gouttes (environ 100uL) de solution tampon
dans le puits de solution tampon verticalement et com-
mencer le chronométrage.

4gouttes
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2. Procédure de test pour le sang total veineux

A. Mélanger délicatement I'échantillon de sang veineux en
inversant le tube de prélévement sanguin pour le rendre
homogeéne. Prélever 5uL d'échantillon de sang total
veineux a l'aide d'une pipette et le déposer verticale-
ment au centre du puits d'échantillon.

5uL
ﬁ? ;‘ W}?r
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B. Ajouter 4 gouttes (environ 100uL) de solution tampon
dans le puits de solution tampon verticalement et com-
mencer le chronométrage.

3. Interprétation

A. Lire les résultats aprés 15 minutes, mais pas plus de 30
minutes.

B. Pour éviter toute confusion, éliminer le dispositif de test
apres avoir lu le résultat.

15-30 mins
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CONTROLE DE QUALITE

1. Contréle interne : Ce kit contient une fonction de con-
tréle intégrée en tant que contréle de procédure, la
région de contréle (C). Une ligne colorée se développe
dans la région de contrdle (C) apres l'ajout de I'échantil-
lon et de la solution tampon. Si une ligne colorée ne se
développe pas dans la région C, le test est invalide.
Vérifier la procédure et répéter le test avec un nouveau
dispositif.

2.Contréle externe : Le kit de test ne comporte pas de
contr6le externe.

INTERPRETATION DES RESULTATS

Lignes que . Lecture et interprétation
3 Figure ,
I'on voit des résultats
¢ [[T]lc Résultat : Invalide.
) T2 T2 Action : Prendre une
Aucune ligne =) L™ nouvelle cassette et répéter
a«C» le test. Veuillez contacter le
A (M distributeur local ou le
trol
(controle) ?2 (T:z fabricant si des résultats
T 11 invalides continuent
= d'apparaitre.
Présence
de la ligne {c Résultat : Négatif.
a«Cr»et T2 .
, T Action : Non
d'aucune )
autre ligne
Li Lect t int gtati
'lgnes.que Figure ec u're et interprétation
I'on voit des résultats
) Résultat : Positif.
c 1.Leslignesa « C», « T1 » et
1 E « T2 » indiquent un résultat
— positif pour P. f HRP2 et P. f
pLDH.
- 2. Lalignea«Cxr»et«T1»
Présence \c indique un résultat positif
de la ligne 2 T2 pour P.f HRP2.
3« C et T 3. I__a I_igne a« C » et « T2. »
. ~ indique un résultat positif
a«Tl» pour P.f pLDH.
et/ou « T2 ». — Note : L'intensité des lignes
c peut varier de faible a forte.
3 T2 Une ligne de test faible est
T considérée comme un résultat

positif.
Action : Non

Note : Veuillez contacter le distributeur local ou le fabricant
si vous soupgonnez une augmentation du taux de résultats
faussement négatifs ou positifs.

LIMITATIONS DE LA PROCEDURE

1. Le kit est un test qualitatif congu pour détecter les anti-
génes de protéine riche en histidine 2 spécifique au P.
falciparum (P.f HRP2) et pLDH spécifique au P. falci-
parum (P.f pLDH) dans le sang total humain unique-
ment.

2. Lors du test, suivre scrupuleusement la notice d'utilisa-
tion. Toute erreur de manipulation entrainera un résultat
erroné.

3. Utiliser 'EDTA, I'néparine sodique et le citrate de sodium
comme anticoagulants. Ne pas utiliser d'autres antico-
agulants.

4. Des résultats faussement négatifs peuvent se produire
dans les cas suivants :

*Trés faibles concentrations d'antigénes/densités de
parasites, par exemple < 100 parasites/ pl. Il convient
de noter que la plupart des cas cliniques présentent des
densités parasitaires plus élevées.

*Densités parasitaires trés élevées (trés exceptionnelles,
effet prozone ou effet de crochet élevé) pour I'antigene
HRP2.

*Les délétions du gene HRP2 n'entrainent aucune
production de I'antigéne HRP2, ce qui est particuliére-
ment important pour les mRDT qui détectent cet anti-
gene. Ces délétions ont été identifiées pour la premiére
fois en Amazonie péruvienne, mais ont depuis été
signalées dans diverses régions du monde ou le palud-
isme est endémique.

*Fraction élevée de liquide interstitiel due a la traite de
I'extrémité du doigt.

5. La présence de la ligne de contrble signifie seulement
qu'il y a eu migration du liquide ajouté. Elle ne garantit
pas que :

Le bon échantillon a été utilisé.

«L'échantillon a été appliqué correctement.

L'échantillon et le kit ont été correctement conservés.

La procédure de test a été suivie correctement.

6. Comme pour tous les tests de diagnostic, un diagnostic
clinique définitif ne doit pas étre basé sur le résultat d'un
seul test, mais doit étre déterminé par un professionnel de
la santé en conjonction avec les résultats cliniques et les
résultats d'autres tests et évaluations de laboratoire. Les
résultats du Test Wondfo Malaria P.f (HRP2/pLDH) Test ne
doivent pas étre utilisés comme seule base de diagnostic.

7. Le produit peut donner un résultat faussement positif au Pf
méme si le patient a été traité contre le paludisme
plusieurs semaines avant le test. Le test ne peut pas étre
utilisé pour surveiller la réponse au traitement antipa-
ludique.

CARACTERISTIQUES DE PERFORMANCE?!

Etude de performance clinique
1.Evaluation interne

Wondfo Malaria P.f (HRP2/pLDH) Test

Résultat du test
(IC 95 %)

Lieu SD
d'évaluation Bioline

Positif | Négatif | Total

Sensibilité : 100,00%

Positif au Pf| 102 0 102 (96,37-100,00%)

Laboratoire
Wondfo

Spécificité : 99,84%
Négatif au Pf| 1 625 626

2.3 Comparison among different specimen types

* Type d'échantillon utilisé pour SD Bioline : sang total veineux ;
Type d'échantillon utilisé pour Wondfo : sang total veineux et sang
total prélevé au doigt.

Etude de performance de I'analyse

1. La répétabilité et la reproductibilité de Wondfo Malaria P.f

No. Type Substances interférentes
Wondfo SD Bioline 24 Piperaquine
Lieu Malaria T Résultat d
. Sang total veineux esultat du
d'évaluation| P.f (HRP2/pLDH) 25 Mebendazole
Tost Positif | Negatif | test(IC95%) T
< positit | 26 o Sensibilité : 100% 26 Tribendimidine
ang osit (87.13%-100.00%) 27 Entecavir
v;%t::;x - Speécificité : 100% 28 | %" T Riampicn
c Négatif 0 30 (88.65%-100.00%) P
ameroun Py
Sang | posr | 26 o | sensiile: 100% i Aspirin
total ositi (87.13%-100.00%) 30 Paracetamol
prélevé L Spécificité : 100% 31 Ethanol
au doigt| Négatif 0 30 (88.65%-100.00%) one
32 Caffeine

3. Les agents pathogénes a réaction croisée potentiels suiva-

nts n'ont pas d'impact sur le Test Wondfo Malaria P.f
(HRP2/pLDH) Test

(99,10-99,97%) i i
fer 4z . No. Type Substances a réaction croisée
* Type d'échantillon utilisé pour SD Bioline et Wondfo : sang total veineux. (HRP2/pLDH) Test ont été démontrées par un panel
interne conformément a la norme CLSI EP-05 (A3). Une 1 Brucella sp.
2. Evaluation externe reproductibilité de 100 % a été observée dans les études a 2 HBsAg
2.1 Sensibilité et spécificité du diagnostic l'intérieur des séries, entre les séries, entre les lots, ainsi
qu'entre les sites et les opérateurs. 8 Virus Dengue type 1
Lieu sb Wondfo Malaria P.f (HRP2/pLDH) Test 2. Les substances interférentes potentielles suivantes n'ont 4 HIV-1
d'évaluation  Bioline | pociic | Nagatif | Total Ré?luclt%tsdg ;est pas d'impact sur le Test Wondfo Malaria P.f (HRP2/pLDH) 5 HeV
b
e Test
- o
o |POSittau Pf| 183 0 183 S?g?'gﬂtj 6(1)%%%0)/0 6 Syphilis
ole ’ d N A
d'lvoire Spécificité : 99,16% No. Type Substances interférentes ; i
Négatif au Pf] 3 354 | 357 ’297,5&99,71%) ° p HAMA 7 Leishmania sp.
Positif au Pf| 175 0 175 873;"2'5"261 0(;%%"0&0)% 2 Receveurs de transfusions sanguines multiples 8 Antigene Leptospira sp.
Rwanda " Spécificité - 100,00% 3 Anticorps anti-dsDNA 9 M. tuberculosis
Négatif au P 0 364 364 | (98,96~100,00%) 4 Anticorps anti-cardiolipine 1gG -
Sensibilité : 100,00% ; i-cardiolipi 10 Schistosoma sp.
Positif au Pf| 133 0 133 o7 19~160 Od%) 5 Anticorps anti-cardiolipine IgM ;
Cameroon Soe "f' e g;g — 6 Facteurs rhumatoides 1 Toxoplasma gondii
£ . peciticite : ) o
Negatfau Pl 1| 375 | 376 | ~(98,51~99,95%) 7 g6 12 Plasmodium vivax
* Type d'échantillon utilisé pour SD Bioline : sang total veineux ; o |Endogene | Albumine 13 HAV
Type d'échantillon utilisé pour Wondfo : sang total prélevé au doigt. um!
10 Bilirubine totale 14 Rougeole
2.2 Comparaison avec le test PCR 1 Triglycérides 15 Influenza
. 12 Gonadotrophine chorionique humaine
Lieu . Wondfo Malaria P.f (HRP2/pLDH) Test s chaloctoro 16 Encéphalite a tiques
d'évaluation . P Résultat du test
Positif | Négatif | Total .
9 (IC 95 %) 14 Lipoprotéines de faible densité 17 Rubéole-IgG
B Sensibilité : 99,15% - - .
Cote Positif au P.f | 117 1 118 (95,37%-99,98%) 15 Hémoglobine 18 Anticorps Virus Dengue 1gG
d'lvoire Neaatitau Pl 67 353 420 Spécificité : 84,05% 16 Bilirubine directe 19 Cvioméaalovi 19G
legatif au F. 0/ _. 0, m VIrus-
g (80,19%-87,42%) 17 Chloroquine Phosphate ytomegalovirus-ig
*T 'échantill ilisé la PCR: | vei ; 18 Artemisini L . ) .
ype d,',ec ant.' on UtA'A'S? pour la PC _sa"g tota vetnews; ) emisinin 4. La limite de détection du Test Wondfo Malaria P.f
Type d'échantillon utilisé pour Wondfo : sang total prélevé au doigt. 19 Amoxicillin .
Exoue (HRP2/pLDH) Test pour P.f HRP2 (ligne T1) et P.f pLDH
20 |Exogeéne | Cefalexi .
etalexin (ligne T2) est de 15,63 Ul/mL (NIBSC 16/376 1:128) et
21 Doxycycline Hyclate .
ryeveine Ty 31,25 Ul/mL (NIBSC 16/376 1:64), respectivement.
22 Erythromycin
23 Ibuprofen
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USO PRETENDIDO

O Wondfo Malaria P.f (HRP2/pLDH) Test € um ensaio imuno-
cromatografico de diagnéstico rapido destinado a detectacédo
qualitativa da proteina-2 rica em histidina especifica do P.
falciparum (P.f HRP2) e da pLDH especifica do P. falciparum
(P.f pLDH) no sangue total humano obtido por pungao no
dedo e no sangue total venoso. E destinado a ser utilizado
por profissionais de laboratério e em centros de saude por
profissionais de saude ou prestadores de cuidados nao
especializados com formagéo adequada. E utilizado como
auxiliar no diagnéstico da infecgéo por P. falciparum em
doentes sintomaticos, incluindo testes pediatricos. Os resul-
tados do Wondfo Malaria P.f (HRP2/pLDH) Test ndo devem
ser utilizados como Unica base para o diagnostico.

Apenas para diagnostico in vitro. Apenas para uso por profis-
sionais.

INFORMAGOES GERAIS

A malaria continua a ser uma das doengas tropicais mais
graves em muitas regiées do mundo, ocorrendo principal-
mente em areas tropicais e subtropicais. A malaria é cau-
sada por um parasita que geralmente infecta o mosquito
Anopheles, que se alimenta de sangue humano. Existem

PRINCIPIOS DO PROCEDIMENTO

O Wondfo Malaria P.f (HRP2/pLDH) Test utiliza os
principios da imunocromatografia para detectar dois alvos:
proteina-2 rica em histidina especifica do P. falciparum (P.f
HRP2) e pLDH especifica do P. falciparum (P.f pLDH) no
sangue total humano obtido por pungdo no dedo e no
sangue total venoso.

Apos adicionar a amostra a cavidade de amostra e adicio-
nar o buffer a cavidade deste, a mistura de amostra e
buffer migra para a outra extremidade da cassete por agéo
capilar. O antigeno na amostra ira ligar-se ao anticor-
po-coldide dourado para formar o complexo antigeno-anti-
corpo-coldide dourado. O complexo migra ainda mais para
capturar o anticorpo especifico P.f HRP2 / anticorpo espe-
cifico P.f pLDH que esta pré-revestido na linha de teste da
cassete. Quando o nivel do antigeno alvo (P.f HRP2 e/ou
P.f pLDH) é igual ou superior ao limite de detectabilidade
(LoD) do ensaio, a linha de teste forma uma linha vermel-
ha visivel, indicando um resultado positivo.

O colodide IgG-ouro de coelho combina-se com o anticorpo
policlonal IgG anti-coelho de cabra na linha C (linha de
controlo) para formar uma linha de reacgao vermelha. A
linha de controlo é utilizada para controlo processual e
mostra apenas que o buffer foi aplicado com sucesso e
que os ingredientes activos dos componentes principais
na tira estao funcionais.

AVISOS E PRECAUCOES

N

. Este kit destina-se apenas a utilizagéo in vitro.

2. Aplique as precaugdes de biosseguranga padrao para o
manuseamento e eliminagédo de material potencial-
mente infeccioso.

* Manuseie todas as amostras como se fossem poten-
cialmente infecciosas.

» Use luvas ao manusear as amostras e realizar o teste.

teste no prazo de 1 hora.

8. Descontamine e elimine todas as amostras, kits de
reac¢ao e materiais potencialmente contaminados como
residuos biolégicos perigosos.

9. Leia atentamente as instrucdes de utilizagao antes de
utilizar o kit. O ndo cumprimento das instrugdes pode
resultar em resultados imprecisos do teste.

10. ELIMINACAO DO DISPOSITIVO DE DIAGNOSTICO:
O dispositivo utilizado apresenta risco de infecgdo. O
processo de eliminagéo do dispositivo de diagndstico
deve seguir as leis locais relativas a eliminacao de
residuos infecciosos ou os regulamentos laboratoriais.

11. Mantenha fora do alcance de criangas.

12. O buffer contém 2% de Triton X-100, que ndo apresen-
ta perigo para o utilizador se forem seguidas as
precaucdes normais de seguranca laboratorial. Use
luvas de protecdo. Em caso de contacto com a pele
e/ou os olhos, lave imediatamente com agua. Se ocor-
rer irritacéo ou sinais de toxicidade, procure assisténcia
médica. Siga os regulamentos ou leis locais para elimi-
nar o buffer.

CONTEUDO DO KIT

Existem 8 configuragdes dos kits de teste. A inclusdo de
um guia rapido, lanceta esterilizada ou lanceta para
sangue de uso Unico é opcional/disponivel em diferentes
combinagdes, conforme a solicitagao do utilizador final.
A.Componentes do kit

Cada embalagem selada individualmente contém uma
cassete de teste e uma bolsa dessecante (apenas para
fins de armazenamento).

As configuragdes dos componentes do kit estéo indicadas
abaixo:

B.Ingredientes reativos dos componentes principais

Atira de teste é revestida com conjugados de ouro (Anti-
corpo monoclonal Malaria P.f HRP2-coloide de ouro, Anti-
corpo monoclonal Malaria P.f pLDH-coloide de ouro, IgG
de coelho-coloide de ouro), linha de teste (Anticorpo
monoclonal Malaria P.f HRP2 e Anticorpo monoclonal
Malaria P.f pLDH) e linha de controlo (Anticorpo policlonal
1gG de cabra anti-coelho).

MATERIAIS NECESSARIOS, MAS NAO FORNECIDOS

1. Temporizador

2. Luvas de protegao

3. Recipiente para amostras e residuos de testes

4. Zaragatoa/bola de algodao esterilizada

Nota: Se o sangue total for coletado por pungéo venosa,
serdo necessarios materiais para coleta de sangue por
puncéo venosa, além de uma pipeta de precisdo e pontas
de pipeta.

ARMAZENAMENTO E ESTABILIDADE

1. Armazene o kit a uma temperatura entre 1 °C e 40 °C. A
validade do kit € de 24 meses.

2. Utilize a cassete de teste dentro de 1 hora apés a aber-
tura. Para 0,3 mL de buffer, elimine ap6s cada
utilizagdo. Para 5 mL de buffer, armazenara 1 C-40 C
por nao mais de 8 semanas apoés a abertura.

3. Utilize o kit com 20% a 90% de humidade e 15 C a 40
C, sobre uma superficie limpa e plana.

4. Recoloque a tampa e guarde o buffer (5mL) no recipi-
ente original apéds a utilizacao.

5.Evite a exposicao a luz solar, humidade e calor.

6.N&o congele.

COLETA E PREPARAGAO DE AMOSTRAS

Sangue total por pungéo no dedo:

1. Lave as maos e coloque luvas de prote¢do. Escolha o
dedo médio ou anelar do doente e evite areas calosas
do dedo. Limpe o dedo a ser picado com um algodao
embebido em alcool.

2. Pique a lateral da ponta do dedo com uma lanceta.
Esprema suavemente a ponta do dedo e limpe a primei-
ra gota de sangue com uma zaragatoa/bola de algodao
esterilizada. Esprema a ponta do dedo novamente e
deixe formar uma nova gota de sangue.

3. Extraia 5 microlitros (5uL) de sangue com um copo
invertido. Realize o teste imediatamente apds coletar
amostras de sangue total por pungéo no dedo.

Sangue total venoso:

1. Lave as maos e coloque luvas de protegéo. Escolha o
dedo médio ou anelar do doente e evite areas calosas
do dedo. Limpe o dedo a ser picado com um algodao
embebido em alcool.

2. Pique a lateral da ponta do dedo com uma lanceta.
Esprema suavemente a ponta do dedo e limpe a primei-
ra gota de sangue com uma zaragatoa/bola de algodao
esterilizada. Esprema a ponta do dedo novamente e
deixe formar uma nova gota de sangue.

3. Extraia 5 microlitros (5uL) de sangue com um copo
invertido. Realize o teste imediatamente apds coletar
amostras de sangue total por pungéo no dedo.

Nota:

1. Antes do teste, deixe as amostras atingirem a tem-
peratura ambiente lentamente e misture bem com
cuidado apos descongeladas. Ndo congele nem des-
congele as amostras repetidamente. Caso seja
necessario congelar e descongelar repetidamente as
amostras, ndo devem ser permitidos mais de 5 ciclos.

2. Para garantir a precisao do resultado do teste, as

amostra.

Para configuracdes de buffer de 0,3mL, consulte o GUIA
RAPIDO. Para configuragdes de buffer de 5mL, siga as
instrugdes abaixo.

1. Procedimento de teste para sangue total obtido por
pungao no dedo

A.Lave as méos e use luvas de protecdo antes de realizar
o teste. Limpe a ponta do dedo a ser perfurado com um
lengo com alcool. Seleccione o dedo médio ou anelar
para a amostragem e evite areas com calo.

B.Pique a lateral da ponta do dedo com uma lanceta.
Limpe a primeira gota de sangue com uma zaraga-
toa/bola de algodao esterilizada. Esprema a ponta do
dedo novamente e deixe formar uma nova gota de
sangue.

C.Mergulhe a extremidade circular da copo invertido na
amostra de sangue (5uL).

E. Adicione 4 gotas (cerca de 100uL) de buffer na cavi-
dade do buffer verticalmente e inicie a contagem do
tempo.

4gouttes

oo
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2.Procedimento de teste para sangue total venoso

A.Por favor, misture suavemente a amostra de sangue
venoso invertendo o tubo coletor de sangue para
torna-la homogénea. Retire 5uL de sangue venoso total
com uma pipeta e coloque-o no centro da cavidade de

amostra, na vertical.
5uL

COMiC

B. Adicione 4 gotas (cerca de 100uL) de buffer no pogo do
buffer verticalmente e inicie a contagem do tempo.

4gouttes

5,51 oo ]| o
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quatro tipos de parasitas da malaria que podem infectar os Evite salpicos e a formagdo de aerossois. Catélogo nf- W037P0041 W037P0022 WO037P0024 | WO037P0028 | WO037P0030 | WO037P0033 | W037P0035 | WO037P0037 amostras de sangue total parciaimente ou totalmente St c .
seres humanos: P. falciparum, P. vivax, P. malariae e P * Limpe bem os derrames usando um desinfetante ade- Componentes coaguladas devem ser excluidas, mesmo que néo
A C . ' Cassete (unidades) 10 25 40 25 25 40 40 100 . . ~
ovale. A malaria também pode ser transmitida por trans- quado. nstrucdes (unidades) ; : ; 1 1 1 ; : tenham sido validadas. 3.Int§rpretagao . ] .
fusbes de sangue. transplante de 6rados ou partilha de 3. Nao reutilize a cassete de teste, o copo invertido, a A.Leia os resultados apds 15 minutos, mas ndo mais do
9 ’ p 9 p . Buffer 1x5ml/garrafa | 25 x 0,3 mL/frasco| 40 x 0,3 mL/frasco |2x5mL/garrafa|2x5mL/garrafa |4x5 mL/garrafal4x5 mL/garrafal8x5 mL/garrafa . . . . . .
agulhas/seringas contaminadas com sangue de uma lanceta e a compressa com alcool. Py S PROCEDIMENTO DO TESTE D.Coloque a extremidade circular da capsula invertido na que 30 minutos.
~ . . . . ia rapi i / olsas, cada | 40 bolsas, cada i X N L . . 3
pessoa infectada. Também pode ser transmitida congeni- 4. Nao utilize o kit ap6s a data de validade. Guia répido (unidades) uma contendo | - uma coniondo ! ! ! ! ! cavidade da amostra. B.Para evitar confus&o, elimine o dispositivo de teste apds
. - . i u Ul I s um guia rapiao, oA
tamente da méae para o feto. Estima-se que afecte mais de 5. N&o utilize a cassete de teste se a bolsa estiver perfura- Copo invertido (unidades) 10 nema coPO | umacopo 25 25 40 40 100 Traga todas as amostras e componentes do kit a tempera- ler o resultado.
200 milhdes de pessoas em todo o mundo e cause mais da ou mal selada. Compressa com alcool 10 “Hcool s uma | “Heooisama 25 2 40 0 100 tura ambiente (15 C- 40 C) antes do teste. Quando N
~ . (unidades) lanceta lanceta i i i
de 400.000 mortes por ano 1451, 6. Nao misture um buffer e uma cassete de teste de lotes Lanceta esteriizada ” esterilizada. estoniioada. ” / " / " estiver pronto para realizar o teste, retire a cassete de
diferentes. (unidades) teste da embalagem de aluminio rasgando o entalhe e
7. N&o abra a bolsa selada até que esteja pronto para (Ljr:‘igz‘je‘i‘;sca“a"e' / / / / 25 / 40 / coloque-a sobre uma superficie plana e seca. Identi-

CONTROLO DE QUALIDADE

1. Controlo interno: Este kit contém uma fungéo de contro-
lo integrada como controlo processual, a regido de con-
trolo (C). Uma linha colorida desenvolve-se na regido de
controlo (C) ap6s a adicao da amostra e do buffer. Se
nao se desenvolver uma linha colorida na regido C, o
teste é invalido. Verifique o procedimento e repita o
teste com um novo dispositivo.

2. Controlo externo: O kit de teste ndo fornece controlo
externo.

INTERPRETAGAO DOS RESULTADOS

Linhas Leitura e interpretacao
N Imagem
que vé dos resultados
E c B ¢ Resultado: Invalido.
T T2 =
Acgéo: Pegue uma nova

Sem linhaem ™ ™ ¢ 9 .
“C” (controlo) — cassete e repita o teste. Por

N T favor, contacte o distribuidor

ou fabricante local se
T1 continuarem a aparecer
resultados invalidos.

Linha em
“C" e (— .
c Resultado: negativo.
nenhuma T2 = =
. T Acgéo: Nao
outra linha (J
Linhas Leitura e interpretacao
N Imagem
que vé dos resultados
(—) Resultado: Positivo.
; % Y, 1.Alnhaem‘C’ ,*T1"e
= T1 “T2” indica positivo para P. f
— HRP2 e P.f pLDH.
. . 2. Alinha em “C” e “T1” indica
Linha em — | positivo para P.f HRP2.
Ceem 2 E 3. Alinha em “C” e “T2” indica
T1" efou positivo para P.f pLDH.
T2 Nota: A intensidade das linhas
— pode variar entre fraca e forte.
3 $2 Considere uma linha de teste
T fraca como um resultado
— positivo.
Acdo: Nao

realizar o ensaio. Apos a abertura, utilize a cassete de

Nota: Por favor, contacte o distribuidor ou fabricante local
se houver suspeita de um aumento na taxa de resultados
falsos negativos ou positivos.

LIMITAGOES DO PROCEDIMENTO

1. O kit € um ensaio qualitativo concebido para detectar os
antigénios especificos do P. falciparum histidina rica
proteina-2 (P.f HRP2) e do P. falciparum pLDH (P.f
pLDH) apenas em sangue total humano.

2. Operar estritamente de acordo com as instrugbes de
uso durante o teste. Uma operacgéo incorrecta resultara
num resultado incorrecto.

3. Utilize EDTA, heparina sédica e citrato de sédio como
anticoagulantes. N&o utilize outros anticoagulantes.

4. Os resultados falsos negativos podem ocorrer nas
seguintes condigdes:

» Concentragbes muito baixas de antigénio/densidades
parasitarias, por exemplo, < 100 parasitas/ul. Observe
que a maioria dos casos clinicos apresenta densidades
parasitarias mais elevadas.

 Densidades parasitarias muito elevadas (muito excepcio-
nais, efeito prozone ou efeito high-hook) para o antige-
no HRP2.

» As delegbes no gene HRP2 resultam na auséncia de
produgdo do antigeno HRP2 (relevante apenas para
mRDTs que detectam este antigeno, e apenas significa-
tivamente presente na Amazonia peruana).

* Elevada fragéo de fluido intersticial devido a “ordenha”
da ponta do dedo.

5. A presenca da linha de controlo significa apenas que
ocorreu migracao do liquido adicionado. Isso ndo garan-
te que:

« Foi utilizada a amostra correta.

» A amostra foi aplicada correctamente.

» A amostra e o kit foram armazenados correctamente.

O procedimento de teste foi seguido correctamente.

6. Tal como acontece com todos os testes de diagnostico,
um diagnostico clinico definitivo ndo deve basear-se no
resultado de um unico teste, mas sim ser determinado
por um profissional de saude em conjunto com os resul-
tados clinicos e os resultados de outros testes laborato-
riais e avaliagdes. Os resultados do Wondfo Malaria P.f
(HRP2/pLDH) Test ndo devem ser utilizados como Unica
base para o diagndstico.

7. O produto pode apresentar um resultado Pf falso positi-
vo mesmo apos o doente ter sido tratado para malaria
varias semanas antes do teste. O teste ndo pode ser
utilizado para monitorar a resposta ao tratamento com

antimalaricos.

2.3 Comparacéo entre diferentes tipos de amostras

fique o dispositivo com o numero de identificagdo da

N° Tipo Substéancias interferentes
Wondfo Teste SD Bioline 24 Piperaquina
Local da Malaria Resultado d
o Sangue total venoso esultado do
avaliagéo | P.f (HR]I;ZS/tpLDH) Positr Negatif teste (IC 95%) 25 Mebendazol
- 26 Tribendimidina
. Sensibilidade : 100%
Szt-mtgtlje Positivo 26 0 (87.13%-100.00%) 27 ) Entecavir
Ve?]:so Neaai o 0 Especificidade : 100% 28 Exdgeno Rifampicina
‘ egativo %- %
CARACTERISTICAS DE DESEMPENHO®23! Camardes 9 (88.65%100.00%) —
Sangue B Sensibilidade : 100% 29 Aspirina
o ‘gﬁ' Positivo | 26 0 (87.13%-100.00%) 30 Paracetamol
Estudo de desempenho clinico : _ Especificidade - 100% » pEm——
A PUNGa0 | Negativo 0 30 . . tanol
1. Avaliacdo interna no dedo (88.65%-100.00%) -
32 Cafeina
Wondfo Malaria P.f (HRP2/pLDH) Test * Tipo de amostra utilizado para o SD Bioline: sangue venoso total;
Local da Linha . + i .
avaliagéo | SD Bioline  |pasitivol Negativo| Total Resultado tgo teste Tipo de fTTStra utilizado para to :/\10ndf0. ~ ded
(IC 95% sangue total venoso e sangue total por pungao no dedo. 3. Os seguintes potenciais agentes patogénicos de reacgio
Sensibilidade: 100,00% o A A -
Labo- | PfPositivo | 102 0 102 5"(2'6'3':150 00%) Estudo de desempenho analitico cruzada n&o tém impacto no Teste de Malaria P.f (HRP2/
ratorio pLDH) da Wondfo.
Wondfo . Especificidade: 99,84% o e .
Pf Negativo | 1 625 | 626 (99,10-69.97%) 1. Arepetibilidade e a reprodutibilidade do Wondfo Malaria P.f
' A N° Tipo Substancias de reaccéo cruzada
* Tipo de amostra utilizada para SD Bioline e Wondfo: sangue total venoso. (HRP2/pLDH) Test tém um bom desempenho demonstra-
do pelo painel interno de acordo com a norma CLSI EP-05 1 Brucella sp.
2. Avaliagao externa (A3). Foi observada uma reprodutibilidade de 100% em 2 HBsAg
2.1 Sensibilidade e especificidade do diagnéstico estudos dentro da execugao, entre execugdes, entre lotes
e entre locais e operadores. 3 Virus da dengue tipo 1
Localda | Linha SD Wondfo Malaria P.f (HRP2/pLDH) Test 2. As seguintes substancias potencialmente interferentes nao 4 HIV-1
avaliagio |  Bioline  |pocinyol Negativo | Total Resu(l}gdgstgs teste tém qualquer impacto no Teste de Malaria P. f (HRP2/ 5 HCV
- pLDH) da Wondfo.
. Sensibilidade : 100,00% .
Pf Positivo | 183 0 183 6 Sifilis
(97,94~100,00%)
Costa do o N .
Marfim Especificidade : 99,16% N Tipo Substéancias interferentes 7 Leish .
Pf Negativo | 3 354 357 (97,56~99,71%) 1 HAMA eishmania sp.
Sensibilidade : 100,00% . ~ - 8 i )
Pf Positivo | 175 0 175 (67 .85-100,00%) 2 Beneficiario de uma transfusdo multipla de sangue Antigénio Leptospira sp
Ruanda N - -
] Especificidade : 100,00% 8 Anticorpo anti-dsDNA 9 M. tuberculosis
Pf Negativo | 0 364 364 | (98,96~100,00%) 4 Anticorpo anti-cardiolipina 1gG -
Sensibilidade : 100,00% i i iolipi 10 Schistosoma sp.
PfPositivo | 133 0 133 (97.19~106,00°/L) 5 Anticorpo anti-cardiolipina IgM -
Camardes 6 Factores reumatoides 1 Toxoplasma gondii
. Especificidade : 99,73%
PfNegativo | 1 375 | 378 | (08,51~99,95%) 7 I9G 12 Plasmodium vivax
8 o 13 HAV
Tipo de amo.s.tra utilizado para o SD Bioline: sangue total~venoso; tipo 9 |Endégeno | Albumina
de amostra utilizado para o Wondfo: sangue total por pungdo no dedo.
10 bilirrubina total 14 Sarampo
2.2 Comparagédo com o ensaio PCR 1 Triglicéridos 15 Gripe
R 12 Gonadotropina coriénica humana
Local da Wondfo Malaria P.f (HRP2/pLDH) Test 1 c 16 Encefalite transmitida por carracas
avaliagao PCR Positivo|Negativo| Total Resultado do teste 3 olesterol
(IC 95 %) 14 Lipoproteinas de baixa densidade 17 Rubéola-IgG
L Sensibilidade : 99,15% . .
Costa do Pf Positivo 117 1 118 (95,37%-99,98%) 15 Hemoglobina 18 Anticorpo Virus da dengue IgG
Marfim ] Especificidade : 84,05% 16 Bilirrubina directa
Pf Negativo | 67 353 420 (80,19%-87,42%) 19 Citomegalovirus-IgG
’ ! 17 Fosfato de cloroquina
* Tipo de amostra utilizado para PCR: sangue total venoso; 18 Artemisinina L - .
P i P sang i 4. O limite de detecgdo do Wondfo Malaria P.f (HRP2/pLDH)
Tipo de amostra utilizado para Wondfo: sangue total por pungéo no dedo. 19 Amoxicilina ) ) i
) Test para P.f HRP2 (linha T1) e P.f pLDH (linha T2) é de
20 |Exdgeno | Cefalexina .
15,63 Ul/mL (NIBSC 16/376 1:128) e 31,25 Ul/mL (NIBSC
21 Hiclato de doxiciclina .
16/376 1:64), respetivamente.
22 Eritromicina
23 Ibuprofeno
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Guangzhou Wondfo Biotech Co. Ltd.
M No.8 Lizhishan Road, Science City, Huangpu District,
510663, Guangzhou, P.R.China
Tel: +86-20-32053962 400-888-5268(Gratuito)
Fax: +86-20-32296063
E-mail: global@wondfo.com.cn
Website: en.wondfo.com

Por favor, contacte o fabricante ou o seu distribuidor local
se tiver alguma duvida sobre o produto.

15-30 minutos

Language:Portugués

IFU Version Information

Adi¢do da configuragao
WO037P0041 e de varios
idiomas.

Rev. A7
(Verséo valida)

Rel.: 06/06/2025

Pequenas alteragdes nas
limitagdes do teste e
alteragdes na segao de
caracteristicas de
desempenho.

Rev. A6 Rel

.. 05/09/2024

Adigdo da populagdo de
teste pretendida na segéo de
uso pretendido e alteragdes

Rev. A5 Rel.: 22/12/2023
na segdo de caracteristicas

de desempenho.

Adigéo de dados clinicos na
segao de caracteristicas de
desempenho.

Rev. A4 Rel.: 16/12/2021

Ajuste das configuragdes do
produto na secgdo de
componentes do kit.

Rev. A3 Rel.: 30/09/2021

Adigéo de dados clinicos na
secgdo de caracteristicas de
desempenho.

Rev. A2 Rel.: 18/06/2021

Rev. A1 Rel.: Versao original.
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|7e131es 7Y Malaria P.f (HRP2/pLDH) Test

QUICK GUIDE

For fingerstick whole blood

Bring all specimens and kit components to room temperature
(15°C- 40°C) before testing. When ready to test, remove the test
cassette from the foil pouch by tearing the notch and place it on a
flat, dry surface. Label the device with specimen ID number.

Material provided

Accessories pouch Inverted cup Quick Guide Alcohol Prep Pad  Lancet

‘.

Desiccant P.f Buffer IFU

Result window  Specimen well Buffer well

=l=5e=g

Test device

4 drapsU

)
Wondfo

MALARIA
P.f
T2:pLDH
T1:HRP2
oo
oo

1/4

Version: A2
Rel.: 2024/9/26

Wash hands and put on protective gloves before
testing. Wipe the fingertip to be lanced with an
alcohol prep pad.Select the middle or ring finger for
sampling and avoid calloused areas of the finger.

Prick the lateral side of fingertip with a lancet.
Wipe off the first drop of blood with a sterile
cotton swab/ball.Squeeze the fingertip again
and allow a new drop of blood to form.

\ v
/ \:/‘\

Dip the circular end of the inverted cup into the
blood specimen (5uL).

Fingerstick whole blood should
be tested immediately.

2/4



[@j{e] Malaria P.f (HRP2/pLDH) Test

4 Place the circular end of the inverted cup into the
specimen well.

= Do not add
into buffer well.

Break off the head of buffer along with the crease line

and then twist it off.
~N =
» @ » @

break off
B Add 4 drops of buffer into
the buffer well vertically and

Read the results after 15
minutes but no more than

- 30 minutes.
start timing. To avoid confusion, discard
the test device after reading
the result.
(3= CODTED).
15-30 mins
Do not add buffer Do not wait more than 30

into the specimen well.

3/4

minutes to read the result.

HOW TO INTERPRET THE TEST

Lines that Picture Read and Interpretation
you see of Results
( \ .
c c Result: Invalid.
T2 T2 Action: Take a new cassette and
No line ™ m repeat the test.Please contact the
at'’c — local distributor or manufacturer if
(control) ¢ c invalid results continuously appear.
T2 T2
T T
N—
Li t‘C’ (o
inea | C Result: Negative.
T2
and No o) Action: No
other line _J
1 2 Result: Positive.
— 1. Line at‘C’, ‘T1" and ‘T2’ indicates
(¢} c positive for P.f HRP2 and P.f pLDH.
T2 T2  2.Line at‘C’and ‘T1’ indicates positive
Li tc T T1 for P.f HRP2.
ine a N— 3. Line at ‘C’ and ‘T2’ indicates positive
and at ‘TT1 3 for P.f pLDH.
and/or ‘T2’ c L )
Note: Line intensity may vary from
T2 faint to strong intensity. Consider a
T faint test line as a positive result.
— Action: No

DISPOSE L )

A\ WPORTANT

Put all used disposable components into the medical waste container.
Dispose according to local infectious waste disposal laws and regulations.
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