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WHO Prequalification of In Vitro Diagnostics
PUBLIC REPORT

Product: AdvDx Malaria Pf Rapid Malaria Ag Detection Test
WHO reference number: PQDx 0345-101-00

AdvDx Malaria Pf Rapid Malaria Ag Detection Test with product codes 00-DKM-RK-MAL-
ADX-004-001, 00-DKM-RK-MAL-ADX-004-025, 00-DKM-RK-MAL-ADX-004-010, 00-DKM-RK-
MAL-ADX-004-050, 00-DKM-RK-MALADX- 004-001-010 and 00-DKM-RK-MALADX- 004-001-
25, manufactured by Advy Chemical Pvt Ltd., Rest-of-World regulatory version, was
accepted for the WHO list of prequalified in vitro diagnostics and was listed on 16 May 2019.

Summary of WHO Prequalification Assessment for the
AdvDx Malaria Pf Rapid Malaria Ag Detection Test

Date Outcome
Prequalification listing 16 May 2019 listed
Dossier assessment 5 December 2018 MR
Product performance 2016 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. The amendments to the report are summarized in the following table,
and details of each amendment are provided below.

Version Summary of amendment and change request reference, where | Date of report
applicable. amendment

2.0 Modified artwork components (carton, pouch, buffer bottle labels) | 3 October
and IFU to reflect a new manufacturing license. 2023.
The manufacturer introduced new configurations to the prequalified
product with new product codes, 00-DKM-RK-MAL-ADX-004-001,
00-DKM-RK-MAL-ADX-004-010, and 00-DKM-RK-MAL-ADX-004-050.

3.0 Updated the IFU to remove the inverted cup and blood lancets | 4 July 2024.
included in the IFU ADFE025KI-1, issued on 2023-04.

4.0 Updated the public report to include the product codes for complete | 11 October
single test kits, with product codes 00-DKM-RK-MALADX- 004-001- | 2024.
010 and 00-DKM-RK-MALADX- 004-001-25.
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5.0 1. Change of the lancet from a stainless-steel lancet to a plastic blood | 8 January
lancet (PQC-IVD-2024-0048). 2026

2. Change of the sample applicator from a sample dropper to an
inverted cup applicator (PQC-1VD-2025-0014).

3. Change of the CE Authorised Representative name and address on
the product labelling (IFU and kit carton), with no change to the legal
entity (PQC-1VD-2025-0040).

6.0 1. Inclusion of a dedicated label for the inverted cup sample | 21 May 2026
applicator. The label will clearly identify the component and its
intended use. No change to the design, material, dimensions, or
function of the inverted cup. No change to the sample application
procedure described in the IFU. Malaria Pf product carton and IFU
are provided in English-only. Labeling content complies with current
approved claims and instructions.

2. Inclusion of bilingual labeling for Malaria Pf: English-French
versions, and English-Portuguese versions, for carton and IFU.
English content remains unchanged; No change to intended use,
performance claims, test principle, or interpretation criteria (PQC-
IVD-2026-0011).

Intended use

According to the manufacturer, “AdvDx Malaria Pf Rapid Malaria Ag Detection Test is an
in-vitro diagnostic Immunochromatographic assay for the qualitative detection of malaria
infection caused by Plasmodium falciparum parasites in humans. It detects HRP-II (Histidine
Rich Protein-Il) antigen of Plasmodium falciparum in whole blood specimens. It does not
assess parasite densities. The test must be performed by a trained professional user and
not by lay users.”
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1 Test/kit 10 T/kit 25 T/kit 50 T/kit | Qty. in Qty. in Complete
(T/kit) (00-DKM- (00-DKM- (00-DKM- | Complete Single Test kit
(00-DKM- RK-MAL- RK-MAL- RK-MAL- | Single Test 10 Tests /Carton (00-
RK-MAL- | ADX-004- ADX-004- ADX-004- | kit DKM-RK-MALADX-
Component ADX-004- 010) 025) 050) 25 004-001-010)
001) Tests/Carton
(00-DKM-
RK-
MALADX-
004-001-250
The AdvDx Complete Complete
Malaria Pf Test Single Test Single Test Kit:
Device is Kit: 10 Tests
individually 1 10 25 50 25 Tests
foil-pouched
with a
desiccant.
Sample 1 10 25 50
applicator
Alcohol Swab 1 10 25 50
Lancet 1 10 25 50
Buffer solution | 1x0.2 ml/ 3.0ml/ 1x3.0 3x3.0
ampoule ampoule | ml/ampoule | ml/Bottle
Product Insert 1 1 1 1
(IFU)

Items required but not provided

e Timer;

e New pair of disposable gloves;

e Pen/pencil;
e Biosafety sharps container;

e Biohazard waste container (for potentially infectious waste);

e If whole blood is collected by venipuncture, Venipuncture blood collection materials
and precision pipette, plus tips, and;
e Sterile gauze or cotton.

Storage

The test must be stored between 2 and 40 °C.
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Shelf-life upon manufacture?
24 months.

Dossier assessment

Advy Chemical Pvt Ltd. submitted a product dossier for the AdvDx Malaria Pf Rapid Malaria
Ag Detection Test as per the “Instructions for compilation of a product dossier” (PQDx_018
vl). The information (data and documentation) submitted in the product dossier was
reviewed by WHO staff and external technical experts (assessors) appointed by WHO.

Based on the product dossier screening and assessment findings, the AdvDx Malaria Pf Rapid
Malaria Ag Detection Test product dossier meets WHO prequalification requirements.

Manufacturing site inspection

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 WHO’s Public Inspection Reports are accessible at:

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

Product performance evaluation

The seventh round of WHO product testing of RDTs for malaria antigen detection was
completed in 2016. The product was evaluated against a Plasmodium falciparum cultured
line panel, a P. falciparum wild-type parasite panel, a P. vivax wild-type parasite panel and a
Plasmodium spp. negative panel. Thermal stability was assessed after two months of storage
at elevated temperature and humidity, and a descriptive ease of use assessment was
recorded.

Based on the demonstrated P. falciparum panel detection score (80.0% at 200 parasites/pul),
false-positive rates (0.0% for clean negatives, 0.0% for P. vivax at 200 parasites/uL, 0.0% for

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.
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P. vivax at 2000 parasites/pL) and invalid rate (0.0%), AdvDx Malaria Pf Rapid Malaria Ag
Detection Test meets the current laboratory evaluation requirements for prequalification.

Summary Panel detection | False positive rate (%) Invalid
performance score (%) rate (%)
characteristics 200 200 parasites/uL | Clean

parasites/ul negatives

Pf Pv
AdvDx Malaria Pf | 80.0 0.0 0.0 0.0
Rapid Malaria Ag
Detection Test

Labelling review

The labelling submitted for the AdvDx Malaria Pf Rapid Malaria Ag Detection 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 Type Document Title Version / Date Controlled Document
Revision Approved No.

Outer box artwork | Complete single 2 May -26 ADFEO001IC-2
Test kit (English)
Complete single 2 May -26 ADFEF001IC-2
Test kit (English -
French)
Complete single May -26 ADFEPOO1IC-2
Test kit (English- 2
Portuguese )
25 T carton 2 Nov-25 ADFEO025IC-2
(English)
10T carton 2 Nov-25 ADFEQ10IC-2
(English)
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50 T carton 2 Nov-25 ADFEO50IC-2
(English)
25T carton (English | 2 Nov-25 ADFEF025IC-2
- French)
10 T carton (English | 2 Nov-25 ADFEF010IC-2
- French)
50 T carton (English | 2 Nov-25 ADFEFQ050IC-2
- French)
25T carton Nov-25 ADFEPO25IC-2
(English- 2
Portuguese )
10 T carton Nov-25 ADFEPO10IC-2
(English- 2
Portuguese )
50T carton Nov-25 ADFEPO50IC-2
(English- 2
Portuguese )
Pouch / Device Aluminium Pouch 1 Apr-23 ADFEOO1AP-1
label
Reagent bottle Buffer bottle 5 ml 1 Apr-21 ADXBL-1
labels
Instructions for Use | IFU English 7 Jul-25 ADFEO025KI-7
(IFU) IFU (English- 2 July-25 ADFEF025KI-2
French)
IFU (English- 2 July-25 ADFEPO25KI-2
Portuguese)
Blood Lancet Tianjin NA NA NA
Shandong NA NA NA
Inverted Cup (5uL) Pk size 25 Nos. 1 Jan 26 ACC/INC/25-1

Page 6 of 32




PQDx 0345-101-00

WHO’s Public Assessment Report

21 May 2026, version 6.0

Document Document Title Version / Date Controlled
Type Revision Approved Document No.
Outer box Complete single Test kit 2 Nov-25 ADFEOOQ1IC-2
artwork (English)
25 T Inner carton (English) 2 Nov-25 ADFEO25IC-2
10 T Inner carton (English) 2 Nov-25 ADFEOQ10IC-2
50 T Inner carton (English) 2 Nov-25 ADFEOQ50IC-2
Pouch / Aluminium Pouch 1 Apr-23 ADFEOO1AP-1
Device label
Reagent Buffer bottle 5 ml 1 Apr-21 ADXBL-1
bottle labels
IFU Kit Insert (English) 7 Jul-25 ADFEOQ25KI-7
Blood Tianjin NA NA NA
Lancet Shandong NA NA NA
Labels
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CONTENU : Mt ncesaes

« Fiche produit 1 unité. o : 00-DKM-RK-MAL-ADX-004-001

* Appareil d'essai individuellement :1 unite. | Mfg. Lic. No. : MFG/IVD/2021/000020
emballé avec un dessiccant «Stylo / crayon

« Applicateur d’échantillons (coupe inversée):1 unitg. = | JLOT

* Tampon imbibé d'alcool:1 unité. (pC:d:tdpit‘B”:‘d MFG ]

e Lancettes pour prélevement sanguin:1 unité. infectiewx) EXP §

o Si le sang total est collecté par

ponction veineuse, sang de ponction
veineuse matériaux de collection et M.R.P.X. .
(Toutes taxes comprises)

* Solution tampon (3,0 ml par ampoule):1 unité.

précision pipette, plus des pointes

A conserver entre 2 et 40°C
Pour usage diaguistique in vitro uniquement

® Gaze ou coton stérile.

el

Fabriqué en Inde par :

ADVY CHEMICAL PVT. LTD.
Plot No. A- 334 /336 /338, A- 337 & 339, Road No. 25 & 26,
Wagle Industrial Estate, Thane - 400 604, INDIA.

5 Qo LA
40¢C = A . "
ZOC/H/ [Ii] //.{\ ? @ @@ info@advychemical.com e www.advychemical.com

Service client :
’Ec| REP | Q5D RepS BV, Groenenborgeraan 16 ‘ ( € N° de téléphone: +91 8657428614
2610 Wi Belgom Courriel: customerfeedback@advychemical.com

Elimination: Jeter les échantillons et le kit
correctement selon les instructions ci-jointes
le test en couformité avec GLP.

ADFEF001IC-2
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Adv . MALARIA Pf

CONTENTS: Materials required

Product Insert : 1 NO but not Provided - : 00-DKM-RK-MAL-ADX-004-001
¢ Product Insert : .
© Timer Mfg. Lic. No. : MFG/IVD/2021/000020
« Test Device individual foil : 1 NO. « Suitable eye protection 9
pouched with a desiccant « New pair of disposable gloves | [ QT

° : . ® Pen/pencil
Sample Applicator (Inverted Cup): 1 NO. e e ot MFG ]
e Alcohol Swab : 1 NO.

® Biohazard waste container
¢ Blood Lancet : 1 NO. (for potentially infectious waste) EXP g
* Buffer Solution (0.2 ml/ampoule): 1 NO. *°'""iePiecdeotecedsy | MR P. .
venipuncture, Venipuncture blood
(Incl. of all Taxes)

collection materials and precision

Store at 2 - 40°C pipette, plus tips.

For In Vitro Diagnostic Use Only * Sterile Gauze or cofton.

Disposal: Dispose all the samples and kit M Manufactured in India by:

properly as per the instructions after test in ADVY CHEMICAL PVT. LTD.
accordance with GLP. Plot No. A - 334 / 336 / 338,

A - 337 & 339, Road No. 25 & 26,

o Sl Wagle Industrial Estate, Thane - 400 604, INDIA.
ZOC/H/% c [:E:I ;/.it ? @ ®® info@advychemical.com

www.advychemical.com

ADFEO001IC-2

Customer Care :
QbD RepS BV, G borgeriaan 16
’EC| REP | 2610 V\?i\pnik, Belgwr\?r?\nen e ‘ ( E Contact No. +91 8657428614

E-mail: customerfeedback@advychemical.com
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Adv . MALARIA Pf

CONTEUDO . Materiais necessarios mas
X nao fornecidos :
* Folheto de produto : 1 un. « Temporizador : 00-DKM-RK-MAL-ADX-004-001
o Di i . o Protecdo ocular adequada B
DISpOSIthO de tes'te. embalado : 1 un. o Par de luvas descartaveis novas Mfg Lic. No. : MFG/IVD/2021/000020
em folha de aluminio com um o Caneta/lpis
 Contentor de Residuos Cortantes e
de§secante . . Perfurantes LOT
* Aplicador de amostra (copo invertido) : 1 un. e Contentor de residuos de risco biolégico|
, (para residuos potencialmente MFG M
» Esfregago com élcool : 1 un. infeciosos)
~ . ) o Se toda a colheita de sangue for
* Lanceta para pungao dlgltal' 1 un. realizada por pungdo venosa, os EXP g
° = 2 <1 un. materiais de colheita de sangue
Solug:ao tampao (3‘0 ml/garrafa) venipuncture, Venipuncture blood por M.R.P.T. -
pungao venosa e a pipeta de precisio, (Incl. todos os impostos)

bem como as respetivas pontas.

Armazenar entre 2 e 40°C o Gaze esterilizada ou algodao

Apenas para utilizagdo em diagndstico in vitro M

Eliminagéo: Apés o teste, eliminar todas as Fabricado na india por :

amostras e o kit corretamente, de acordo com ADVY CHEMICAL PVT. LTD.

as instrugdes, em conformidade com as BPL. Plot No. A - 334 / 336 / 338, A - 337 & 339, Road No. 25 & 26,

Wagle Industrial Estate, Thane - 400 604, INDIA.

NG . ‘4444 - N .
20°C e info@advychemical.com e www.advychemical.com
sof (25 =~ @ Q®

Apoio ao cliente :
N.° de telefone : +91 8657428614
C E E-mail : customerfeedback@advychemical.com

ADFEPO001IC-2

QbD RepS BV, Groenenborgerlaan 16
’ EC| REP |2610 Wilrijk, Belgium




payia) G8¥elL OSINI 9 Z

Ppue 1006 OSI

IVOINIHO AANQY

Bunsey-jes 10} JON
AluQ asn onsoubelq oA uj 104
0,01 - Z 1e al01S

oonsoubelipolne eied Jezinn oeN

oJ)iA ur oonsoubelp wa oedezin esed seuady
9,07 @ Z a1us Jeuszew.y

<10 17 ala - U U 9419( |

O 0 9]9(] DY/ E PlE PDIUE 2
[ ] \l a \J \J

ala - U <]0 7 OP OFE 9419( |

st 9 By o9 ogtev oo aprimses [N
d VIdY Y APY

Adv : 00-DKM-RK-MAL-ADX-004-025 Materiais necessarios mas Adv Mfg. Lic. No.: MFG/IVD/2021/000020
™ | A D A D CONTEUDO : n&o fornecidos : ™ 4 ToT
Dx Folheto de produto “1un. e Temporizador Dx
Dispositivo de teste embalado 125 un. e Protecdo ocular adequada MFG (]
- individualmente em folha de svei s = ~ s
apid Malaria Ag Detection Te Sluminie Gomn L dessaaante " por de s descartévelsnoves Teste Rapido de Detecao de Ag da Malaria EXP &
Aplicador de amostra (copo invertido) : 25 un. e Contentor de Residuos Cortantes e - , M.R.P.X. -
Detection of Pf(HRP-II) Antige Esfregago com dlovol - e 25un erurantes Detecao do Antigeno Pf (HRP-II) (inc.todos os impostos)
Solugao tampao (3,0 miigarrafa) “1un. . Contentolr de re5|duos' de risco F)lolo'gmo M
(para residuos potencialmente infeciosos)
_ o Armazenar entre 2 e 40°C e Setoda a colheita de sangue for realizada o Fabricado na india por :
Store at 2 40 C . Apenas para utilizagdo em diagnéstico in vitro por puncio venosa, os materiais de Armazenar entre 2 e~40 C . Lo . . ADVY CHEMICAL PVT. LTD.
For In Vitro Diagnostic Use Onl Eliminagao: Ap6s o teste, eliminar todas as colheita de sangue por pungdo venosa Apenas para utilizagdo em diagndstico in vitro Plot No. A - 334 / 336 / 338,
¢ p
amostras e o kit corretamente, de acordo com e a pipeta de precisdo, bem a como as - o . .. A - 337 & 339, Road No. 25 & 26,
. H . = f respetivas pontas. RN Wagle Industrial Estate, Thane - 400 604, INDIA.
ot for Self-testing asinstrugdes, em conformidade com as BPL. R ao utilizar para autodiagnostico
/ﬂ/ ' ‘o @ ® @ e Gaze esterilizada ou algodio. ] info@advychemical.com - www.advychemical.com
40°C e . N
2% D}] AN ‘T‘ ; = . .
ADVY CHEMICAL w ADVY CHEMICAL Apoio ao cliente : -
25 1SO 9001 and ’EC| REP |QbD RepS BV, Groenenborgerlaan 16 ( E . __MALARIA Pf a 1S0 9001 and N.° d'%' contacto : +91 8657428614 ) MALARIA Pf
EN ISO 13485 Certified 2610 Wik, Begium Teste Rapido de Detegéo de Ag da Malaria < 25 EN SO 13485 Certified E-mail : customerfeedback@advychemical.com  Teste Rapido de Detegio de Ag da Malaria
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Store at 2 - 40°C
For In Vitro Diagnostic Use Only

Not for Self-testing

25

: 00-DKM-RK-MAL-ADX-004-025

CONTENU :

Fiche produit

Appareil d’essai individuellement
emballé avec un dessiccant
Applicateur d’échantillons (coupe inversée) :
Tampon imbibé d'alcool

Lancettes pour prélévement sanguin

ADVY CHEMICAL

1SO 9001 and
EN ISO 13485 Certified

Solution tampon (3,0 ml par flacon)

A conserver entre 2 et 40°C
Pour usage diaguistique in vitro uniquement

Elimination: Jeter les échantillons et le kit correctement
selon les instructions ci-jointes le test en couformité
avec GLP.

A R €O Q®
C€

QbD RepS BV, Groenenborgerlaan 16
’ EC| REP | 2610 Wilrijk, Belgium

mais non fourni :

Test de détection rapide de I'antigéne du paludisme

: 1 unité. ® Minuteur
- 25 unités. ® Lunettes de protection appropriées
o Nouvelle paire de gants jetables
25 unités. ® Stylo / crayon
25 unités. ® Conteneur pour objets tranchants
- 25 unités. de biosécurité
-1 unité. e Conteneur de déchets Bio Hazard

(pour les déchets potentiellement
infectieux)

Si le sang total est collecté par
ponction veineuse, sang de ponction
veineuse matériaux de collection et
précision pipette, plus des pointes.

Gaze ou coton stérile.

PALUDISME Pf

ADFEF025IC-2

Adv
Dx"

PALUDISME Pf

Test de détection rapide de I'antigéne du paludisme

Détection de I'antigéne Pf (HRP-II)

A conserver entre 2 et 40°C
Pour usage diaguistique in vitro uniquement

Ne pas utiliser pour l'autodiagnostic

25

ADVY CHEMICAL

1SO 9001 and
EN IS0 13485 Certified

Mfg. Lic. No.: MFG/IVD/2021/000020

LOT
MFG W]
EXP ¥

M.R.P.Z.

(Toutes taxes comprises)

el

Fabriqué en Inde par

ADVY CHEMICAL PVT. LTD.

Plot No. A - 334 / 336 / 338,

A - 337 & 339, Road No. 25 & 26,

Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com « www.advychemical.com

Service client :
N° de contact :+91 8657428614
Courriel : customerfeedback@advychemical.com

PALUDISME Pf

Test de détection rapide de I'antigene du paludisme
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MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

Not for Self-testing

ADVY CHEMICAL
1 0 1SO 9001 and
EN 1SO 13485 Certified

: 00-DKM-RK-MAL-ADX-004-010

Material ired
CONTENTS: but not Provided -
Product Insert “INo. e Timer
Test Device individual foil :10Nos. e Suitable eye protection
pouched with a desiccant e New pair of disposable gloves

e Pen/pencil

Sample Applicator (Inverted Cup) : 10 Nos. J' 58 5fety sharps container
Alcohol Swab :10Nos. e Biohazard waste container
Blood Lancet =10 Nos. (for potentially infectious waste)

. . e If whole blood is collected by
Buffer Solution (3.0 mi/Botle)  :1No.  Jenipuncture, Venipunature blood

collection materials and precision
pipette, plus tips
e Sterile Gauze or cotton.

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

Disposal: Dispose all the samples and kit
properly as per the instructions after test in
accordance with GLP.

A A0 Q@

QbD RepsS BV, Groenenborgerlaan 16
’ EC| REP | 2610 Wilrijk, Belgium

ADFEO010IC-2

MALARIA Pf

Rapid Malaria Ag Detection Test

Detection of Pf (HRP-Il) Antigen

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

Not for Self-testing

Vo

ADVY CHEMICAL
1SO 9001 and
EN ISO 13485 Certified

Mfg. Lic. No.: MFG/IVD/2021/000020
LOT :

MFG M|
EXP ¥

M.R.P.X.
(Incl. of all Taxes)

M Manufactured in India by:
ADVY CHEMICAL PVT. LTD.

Plot No. A - 334/ 336 / 338,

A - 337 & 339, Road No. 25 & 26,

Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com
www.advychemical.com

Customer Care :
Contact No. +91 8657428614
E-mail: customerfeedback@advychemical.com Rapid Ma\a’r’!I:?gLDgtztlloAn T::
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Store at 2 - 40°C
For In Vitro Diagnostic Use Only

Not for Self-testing

o

ADVY CHEMICAL
1S0 8001 and
EN IS0 13485 Certified

- 00-DKM-RK-MAL-ADX-004-010
Materiais necessarios mas nao

fornecidos

CONTEUDO: » Temporizador
* Protegao ocular adequada

Bula do produto 1un e Par de luvas descartaveis novas
Dispositivo de teste em folha individual o Canetallapis

embalado com dessecante : 10un. e Contentor de Residuos Cortantes e
Aplicador de amostra (copo invertido) ~ : 10 un. Perfurantes

Cotonete com 4lcool - 10un. * Contentor de residuos de risco biolégico

Lanceta de Sangue - 10un. !parg residuos potencialmente

S tun infeciosos)
: - * Se toda a colheita de sangue for

realizada por pungéo venosa, os

Solugéo tampao (3,0 ml/frasco)
materiais de colheita de sangue

Armazenar entre 2 e 40°C
Apenas para utilizagdo em diagnostico
in vitro

Eliminagao: Apds o teste, eliminar
todas as amostras e o kit
corretamente, de acordo com as
instrucdes, as instrucdes, em
conformidade com as BPL.

o W (H 2 RO Q®

QbD RepS BY, Groenenborgerlaan 16 | C E

| EC| REP |2(wlO Wilrijk, Belgium

bem como as respetivas pontas.
Gaze ou algodao estéril

venipuncture, Venipuncture blood por
puncao venosa e a pipeta de preciséo,

ADFEP010IC-2

MALARIA Pf

Teste Rapido de Detecdo de Ag da Malaria

Detegdo do Antigeno Pf (HRP-II)

Armazenar entre 2 e 40°C
Apenas para utilizagdo em diagnostico in vitro

Nao utilizar para autodiagnoéstico

o

ADVY CHEMICAL
150 2001 and
ENISO 13

Mfg. Lic. No.: MFG/IVD/2021/000020

LOT
MFG ]
EXP
M.R.P.Z.

(Incl. todos os impostos)

M Fabricado na india por :
ADVY CHEMICAL PVT. LTD.

Plot No. A - 334 / 336 / 338

A= 337 & 339, Road No. 25 & 26

Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com
www.advychemical.com

Apoio ao cliente :
N.° de telefone : +91 8657428614

E-mail : customerfeedback @adwychemical.com
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MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

00-DKM-RK-MAL-ADX-004-010

CONTENU : Matériaux necessaires mais non fourni:
Fiche produit
Appareil d’essai individuellement
emballé avec un dessiccant
Applicateurd’échantillons

(coupe inversée)

1 unité.
10unités.

o Minuteur

® Lunettes de protection adaptées

o Nouvelle paire de gants jetables

® Stylo/crayon

: 10 unités. e Conteneur pour objets tranchants de
biosécurité

i ¢ d" : 10unités.
E:ﬂi%’;;m%zf d;llf;c\)’glmem ® Conteneur pour déchets Bio Hazard
pour p . - (pour les déchets potentiellement
10 unités.  jnfectieux)

sanguin

veineuse, sang de ponction veineuse
matériaux de collection et précision
pipette, plus des pointes.

* Gaze ou coton stérile

A conserver entre 2 et 40°C
Pour usage diaguistique in vitro uniquement

Elimination: Jeter les échantillons et le kit
correctement selon les instructions ci-jointes

 Si le sang total est collecté par ponction

PALUDISME Pf

Test de détection rapide de I'antigéne du paludisme
Détection de I'antigéne Pf (HRP-II)

A conserver entre 2 et 40°C
Pour usage diaguistique /n vitro uniqguement

Ne pas utiliser pour l'autodiagnostic

Mfg. Lic. No.: MFG/IVD/2021/000020

LOT
MFG ]
EXP g
M.R.P.Z.

(Toutes taxes comprises)

M Fabriqué en Inde par :
ADVY CHEMICAL PVT. LTD.
Plot No. A - 334 / 336 / 338,
A- 337 & 339, Road No. 25 & 26,
Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com
www.advychemical.com

Not for Self-testing le test en couformité avec GLP. N
- St ]
A0 e >
o T [ +02®
ADVY CHEMICAL o L ADVY CHEMICAL Service client :
1 0 150 8001 and E—— w 1 0 IS0 9001 and N° de téléphone: +31 8657428614
EN IS0 13485 Certifed ‘ EC| REP | 550w Beqn c € 2 EN IS0 12485 Certfied Courriel : customerfeedback@advychemical.com
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Store at 2 - 40°C
For In Vitro Diagnostic Use Only

Not for Self-testing

25
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PID nidey
\J
Xd
: 00-DKM-RK-MAL-ADX-004-025
» CONTENTS:
Product Insert : 1 No.
Test Device individual foil : 25 Nos.
- ® a pouched with a desiccant
Sample Applicator (Inverted Cup) : 25 Nos.
A = Alcohol Swab : 25 Nos.
U Blood Lancet : 25 Nos.
Buffer Solution (3.0 ml/Bottle) : 1 No.

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

Disposal: Dispose all the samples and kit properly
as per the instructions after test in accordance with
GLP.

of Wl (1] 25 “<® @®

ADVY CHEMICAL
1SO 9001 and ’ EC| REP | QbD qus BV, Groenenborgerlaan 16 C €
EN ISO 13485 Certified 2610 Wi, Belgium

Materials required
but not Provided :

Timer

Suitable eye protection

New pair of disposable gloves
Pen/pencil

BioSafety sharps container
Biohazard waste container

(for potentially infectious waste)
If whole blood is collected by
venipuncture, Venipuncture blood
collection materials and precision
pipette, plus tips.

Sterile Gauze or cotton.

MALARIA Pf

Rapid Malaria Ag Detection Test

ADFE025IC-2

MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf(HRP-Il) Antigen

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

Not for Self-testing

25

ADVY CHEMICAL

1SO 9001 and
EN IS0 13485 Certified

Mfg. Lic. No.: MFG/IVD/2021/000020

LOT
MFG W]
EXP ¥

M.R.P.%.
(Incl. of all Taxes)

el

Manufactured in India by :

ADVY CHEMICAL PVT. LTD.

Plot No. A - 334 / 336 / 338,

A-337 & 339, Road No. 25 & 26,

Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com « www.advychemical.com

Customer Care :
Contact No. +91 8657428614
E-mail: customerfeedback@advychemical.com

MALARIA Pf

Rapid Malaria Ag Detection Test
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MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen

Store at 2 - 40°C
For In Vitro Diagnostic Use Only
Not for Self-testing

WO

ADVY CHEMICAL
ISO 9001 and
EN ISO 13485 Certified

: 00-DKM-RK-MAL-ADX-004-050

CONTENU :

Fiche produit

Appareil d’essai individuellement
emballé avec un dessiccant

© 1 unité.

Applicateur d’échantillons (coupe inversée): 50 unités.
: 50 unités.
Lancettes pour prélévement sanguin  : 50 unités.

Tampon imbibé d'alcool

Solution tampon (3,0 ml par flacon) : 3 unité.

A conserver entre 2 et 40°C
Pour usage diaguistique in vitro uniquement

Elimination: Jeter les échantillons et le kit
correctement selon les instructions ci-jointes
le test en couformité avec GLP.

2°C/ﬂﬂwoc D}] j\/;i<\ T@ ®®

QbD RepS BV, Groenenborgerlaan 16
’ EC| REP | 2610 Wilrijk, Belgium

: 50 unités.

Matériaux nécessaires
mais non fourni :

Minuteur

Lunettes de protection appropriées
Nouvelle paire de gants jetables
Stylo / crayon

Conteneur pour objets tranchants
de biosécurité

Conteneur de déchets Bio Hazard
(pour les déchets potentiellement
infectieux)

Si le sang total est collecté par
ponction veineuse, sang de ponction
veineuse matériaux de collection et
précision pipette, plus des pointes.
Gaze ou coton stérile.

PALUDISME Pf

C € Test de détection rapide de I'antigéne du paludisme

ADFEF050IC-2

PALUDISME Pf

Test de détection rapide de I'antigene du paludisme
Détection de I'antigene Pf (HRP-Il)

A conserver entre 2 et 40°C
Pour usage diaguistique in vitro uniquement
Ne pas utiliser pour l'autodiagnostic

WO

ADVY CHEMICAL
ISO 9001 and
EN ISO 13485 Certified

Mfg. Lic. No. : MFG/IVD/2021/000020
LOT

MFG ]

EXP ¥

M.R.P.X.

(Toutes taxes comprises)

wd

Fabriqué en Inde par

ADVY CHEMICAL PVT. LTD.

Plot No. A - 334 /336 / 338,

A - 337 & 339, Road No. 25 & 26,

Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com « www.advychemical.com

Service client :

N° de contact.: +91 8657428614 PALU D I s M E Pf

Courriel : customerfeedback@advychemical.com Test de détection rapide de I'antigéne du paludisme
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Store at 2 - 40°C
For In Vitro Diagnostic Use Only
Not for Self-testing
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MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen
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ADVY CHEMICAL
ISO 9001 and
EN ISO 13485 Certified

: 00-DKM-RK-MAL-ADX-004-050

CONTENTS:

Product Insert

Test Device individual foil
pouched with a desiccant
Sample Applicator (Inverted Cup)
Alcohol Swab

Blood Lancet

Buffer Solution (3.0 mi/Bottle)

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

-1 No.
: 50 Nos.

: 50 Nos.
: 50 Nos.
: 50 Nos.
: 3 Nos.

Disposal: Dispose all the samples and kit
properly as per the instructions after test in

accordance with GLP.

2°C/ﬂﬂwoc D}] j\/;i<\ T@ ®®

QbD RepS BV, Groenenborgerlaan 16
’ EC| REP | 2610 Wilrijk, Belgium

€

Materials required
but not Provided :

e Timer

e Suitable eye protection

® New pair of disposable gloves

® Pen/pencil

e BijoSafety sharps container

e Biohazard waste container
(for potentially infectious waste)

e If whole blood is collected by
venipuncture, Venipuncture blood
collection materials and precision
pipette, plus tips.

e Sterile Gauze or cotton.

MALARIA Pf
Rapid Malaria Ag Detection Test

ADFEO050IC-2

MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen

Store at 2 - 40°C
For In Vitro Diagnostic Use Only
Not for Self-testing

ADVY CHEMICAL
50 1ISO 9001 and

EN ISO 13485 Certified

Mfg. Lic. No. : MFG/IVD/2021/000020
LOT

MFG ]

EXP ¥

M.R.P.X.
(Incl. of all Taxes)

wd

Manufactured in India by:

ADVY CHEMICAL PVT. LTD.

Plot No. A - 334 /336 / 338,

A - 337 & 339, Road No. 25 & 26,

Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com « www.advychemical.com

Customer Care :
Contact No. +91 8657428614
E-mail: customerfeedback@advychemical.com

MALARIA Pf

Rapid Malaria Ag Detection Test
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: 00-DKM-RE-MAL-ADX-004-050
[Rer]

Materiais necessarios mas néo fornecidos 4 Mfg. Lic. No. : MFG/IVD/2021/000020
M A LA R I A I f SoNTERS: " Protecho oo M A LA R I A f LOT :
Bula do produto S 1un.  Proteg&o ocular adequada I :
Dispositivo de teste em folha individual o Parde luvas descartaveis novas MFG | :
i i i embalado com dessecante : 50 un. o Canetallapis o ~ y = EXP g
Rapld Malarla Ag DeteCtl on TeSt Aplicador de amostra (copo invertido) ~ : 50 un. « Contentor de Residuos Cortantes e Perfurantes TeSte Rap | do de Detegao de Ag da Malarla MRP.? .
H H Cotonete com alcool 1 50 un. * Contentor de residuos de risco biolégico ~ s P :
DeteCtlon Of Pf (H RP'") Antlgen Lanceta de Sangue : 50 un. (para residuos potencialmente infeciosos) Detegao do Antl geno Pf (H RP'") (Incl. todos os impostos)
Solugao tampao (3,0 ml/frasco) : 3un. * Se toda a colheita de sangue for realizada por d
. pungdo venosa, os materiais de colheita de
Store at 2 40°C ATIO0C i S0 vst Vetpnareiosspo | ATmazenar enire 2 ¢ 40°C A L v 0
i i 1 ungdo venosa e a pipeta de precisdo, bem ili 3 i Aati H i - .
For In Vitro Dlagnostlc Use Only Eiinagdo: A o tst, hinar oda a amosias e e beta o P A?ena.s. para utlllzagaq em 'dlggnostlco in vitro Potte A-334 /5% 538,
Not for Self-testing & conetamente: de acordo com 25 mSITUGSS. 5+ Gaze ou algodso estéril B Nao utilizar para autodiagnostico YX,Z%QDSL?S?"‘.E:.‘?EJ“:?:; :g\?v 08 WO
Jaoc T =k i 3 ! '
ADVY CHEMICAL «ef m#FE 0068 MALARIA Pf : W ADVY CHEMICAL g
et w 9001 Apoio ao cliente : MALARIA Pf
IS0 9001 and u S0 900
- e QbD RepS BY, Grosnenborgeriaan 16 P = A a S 85 Cortificn N."d fo £re = £
50 EM 50713428 Centice [ rer] Spmarsmy Spmeenbeneon® | € € Teste Répido de Detego de Ag da Malaria 2 50 EN 150 1548 Emal - ootk dwchemicalcom  TeSIe Rapido de Deltegdo de Ag da Malaria
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E Advy Chemical Pvt. Ltd. i
E o
s
N it ~
(q\] Quantity: 25 pieces
‘ >
- 48.00 mm ——

Advy Chemical Pvt. Ltd.

Inverted Cup (S ul)

Lot No: 13x5.5 mm

Unvarnished Zone

Quantit;/: 25 pieces

#

T-S2Z/DONI/J0V

L

Enlarged




/0% IPA

Isopropyl Alcohol Swab

For Single Use

Lot No. : AS /0622
Mfg. - 06 /2022
Exp. . 9 yrs. from mfg.

MFG/MD/2018/000084

Manufactured by

AMKAY PRODUCTS PVT. LTD.

www.amkayproducts.com
Email : info@amkayproducts.com
Customer Care No : +91-77200 85358







Advdx Malaria Pf_Pouch Label Front side

Lable Size L Text 90mm x H 40mm (Final Pouch Dimension 110 mm x 65 mm)

Il 3025C Bl 7435C |

MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen

Store at 2 - 40°C Contents : V
For In Vitro Diagnostic Use Only o1 Test Dévice 1
Not for Self-testing « 1 Desiccant
Mfg. Lic. No. : MFG/IVD/2021/000020
il Manutactured in India by @

ADVY CHEMICAL PVT. LTD.

Plot No. A - 334 / 336 / 338,

A-337 & 339, Road No. 25 & 26 o *%C vo] (13 ® @ ( @
Wagle Industrial Estate, Thane - 400 604, INDIA. 2 C/i/ €

ADFE001AP-1

ADVY CHEMICAL
150 9001 and
EN 150 13485 Cerified

Advdx Malaria Pf_Pouch Label Back side
Pouch Size: L110 mm x H 65 mm

L 110 mm

¥

26 mm (£2 mm)
H 65 mm =

M MFG M:
30 mm (£2 mm) =° 8

26 mm (£2 mm)




Size: L 70mm x H 20mm
B 3025C | Black

Ref.no: ADXBL- 01
Mfg. Lic. NO. MFG/IVD/2021/000020

MFG/IVD/2021/000020
ADXBL - 01

Store at 2 - 40°C

For In Vitro Diagnostic use only AHE®

il Manufactured in India by: Advy Chemical Pvt. Ltd.

No:

Mig. Lic

70.00 mm



95

155

LY

L

10

10

33.75

w0 w
_99
233
=B >
a8y
= o~ oo
g &

-4
5 £
[e] Ca

67.5

Disposable Sterile Lancet
With Safety Seals

MODEL/SPEC.: T /30G
ary: 25 PGS

Q E=d] o] A\ [T
t

= -Hl

1. Twist Cap 2. Pull Cap

Needle remains sterile until protective barrier
(Safety seals/Lancets cap) is broken and/or removed.

d Tianjin Rilifine Medical Device Co, Ltd
Mo.32, Jingguan Road, Yixingbu, Beichen District,
300402, Tianjin, PR.China
Tel: 0086 22 23233999
E-mail: info@rilifine.com

INSTRUCTION FOR USE:
1.Insert lancet Into Iancing devics,
Twist alf flancet cap of the ancet.
2.Lance skin and apply bicod to
per manufaciurer's Instnuctions.
3,Recap the naedis then mscard
used lancat In appropriate containar

Warning/Precaution:

1.Read ihe Instructions carstully
befiare use.

2 Use fhe lancets within the explry date.

3.Do not use If lancet cap Is removed
ar broken pravigusly.

4.0 not stars lancet In lancing devics,
discard lanpet after use, do not re-use.

5 For your safefy, please do nof use
alancet Mat has been used by somecne
@iza. Lancets are not inienoed for use
on multipe Individuais.

6.n the event of any serous adverse
event, please report to the manufacturer
and the competent autharty.

Rev.00 20240014



Sterile Blood Lancets

ol

Shandong Lianfa Medical Plastic Products Co., Ltd.
No.1 Shuangshan Sanjian Road, Zhanggqiu, Jinan City,
250200, Shandong P. R. China

Model/Spec.: /130G

1] 08-07-2024
g 07-07-2029 Sl
24073090

25 Nos

®c €0197

Donatreuse

Size: 50*40mm




PQDx 0345-101-00 WHO’s Public Assessment Report 21 May 2026, version 6.0

Instructions for use?

2 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 27 of 32



MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen

Identification number Product insert (IFU).: ADFEF025KI-2 ENGLISH

INTENDED USE

AdvDx™ Malaria Pf test kit is an in-vitro diagnostic Immunochromatographic assay for the
qualitative detection of malaria infection caused by Plasmodium falciparum parasites in
human. It detects HRP-II (Histidine Rich Protein-Il) antigen of Plasmodium falciparum in whole
blood specimens. It does not assess parasite densities. The test must be performed by trained
professional user and not by lay users. The test is not intended for self-testing.
CLINICALSIGNIFICANCE

Malaria is a serious, sometimes fatal, parasitic disease. It is characterized by fever with chills, anemia
andis caused by Plasmodium parasite that is transmitted from one human being to another by the bite
ofinfected Anopheles mosquitoes. Four species of the Plasmodium parasite are responsible for malaria
infections in humans viz. P. falciparum, P. vivax, P. ovale and P. malariae. Of these, P. falciparum and P
vivax are the most prevalent. Early detection and differentiation of malaria is of paramountimportance
due to incidence of cerebral malaria and drug resistance associated with falciparum malaria causing
most of the morbidity and mortality worldwide.

PRINCIPLE

AdvDx™ Malaria Pf test kit utilizes the principle of immunochromatography. It has the test strip
coated with monoclonal Anti-HRP-II (test line Pf) which is specific to the histidine-rich protein-Il of P.
falciparum. As the test sample flows through the membrane assembly of the device after the
addition of the buffer solution, the colored colloidal gold and the anti-HRP-II antibody conjugate
complexes with the HRP-II antigen in the lysed blood sample. This antigen-antibody and colloidal
gold complex binds with the antibody on the test line on the nitrocellulose membrane, which leads
to the formation of the red / purple colored test band. The unreacted conjugate continues to
migrate and is subsequently immobilized at the control "C" region, forming a red/purple band. The
appearance of the control band proves that the sample or buffer has migrated through it, but it does
notindicate that the specimen used was correct or that the assay procedure was followed correctly.

MATERIALS PROVIDED
A) AdvDx™ Malaria Pftest kit contains the following items to perform the assay:

Qty. in Complete | Qty. in Complete

Content Qty.in Qty. in Qty. in Qty.in Single Test kit | Single Test kit
1T pack 10T pack | 25T pack 50T pack 25 Nos./Carton | 10 Nos./Carton
Product Insert 01 No. 01 No. 01 No. 01 No. Complete Complete
Test device Indivi- 01 No. 10 Nos 25 Nos 50 Nos.

Single TestKit: | Single Test Kit
dually Foil pouched 5 Nos. 10 Nos.
with a desiccant

o biod Eppoator 01 No. 10 Nos. 25 Nos. 50 Nos.
‘Alcohol swab 01 No. 70 Nos. 25 Nos. 50 Nos.
Blood Lancet 01 No. 10 Nos. 25 Nos. 50 Nos.

Buffer Solution 0.2 ml/ampoule | 3.0 mi/Bottle | 3.0 mi/Bottle 03 Nos. (3.0 mi/Bottle)

B) Activeingredients of main componentsare:

e 1 test strip includes : Gold conjugate: Mouse monoclonal antibodies specific to Pf - HRP-II

conjugated to colloidal gold, Control line : Goat anti-mouse IgG.
o Buffer Solution: Casein, Triton X-100 and Sodium azide as preservative.

Materials required but not provided
Timer

Suitable eye protection

New pair of disposable gloves

Pen/pencil

BioSafety sharps container

Biohazard waste container (for potentially infectious waste)

If whole blood is collected by venipuncture, venipuncture blood collection materials
and precision pipette, plus tips.

e Sterile gauze or cotton.

PRECAUTIONS

1. Read this insert carefully before carrying out the test and instructions must be
followed exactly to get accurate results.

2. The device is sensitive to humidity as well as to heat. Therefore, take out the device from
sealed pouch just before carrying out the test.

3. Ensure that AdvDx™ Malaria Pf test kits are stored between 2° C to 40° C for continued best
performance. The deviation in the storage conditions can also cause weak test lines.

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

5. Do not mix reagents from different lots.

6. For in-vitro diagnostic use only.

7. Wear protective gloves while handling samples and wash hands thoroughly after
performing the test.

8. Do not pipette reagents or blood samples by mouth.

9. Do not re-use the test.

10. Buffer Solution contains Sodium azide as a preservative. In case of contact with skin, wash
immediately. Wear gloves and eye protection as the buffer contains sodium azide.

. Do not use any other buffer than the buffer supplied within this kit.

. Dispose any left-over specimen, tested device, blood lancet, sample applicator (inverted cup),
empty buffer vial, used alcohol swab and used hand gloves biohazard waste container in
accordance with local regulation at the point of use. Silica pouch shall be opened and
discarded in the local waste bin.Decontaminate and dispose all specimens, reaction kits and
potentially contaminated materials (i.e. blood lancet, specimen applicator, test device) in a
biohazard container as if they were infectious(\:/lv)aste.
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SPECIMEN COLLECTION, STORAGE & PRECAUTION

Specimen Required:

Capillary whole blood or whole blood with the following anticoagulants: EDTA, Citrate or
Heparin

Collection by venipuncture

1. Collect the whole blood into the collection tube containing anticoagulant (EDTA,
Citrate or Heparin) by venipuncture. Anticoagulant such as Heparin, EDTA and
Citrate do not affect the test results.

2. Ifimmediate testing is not possible then the samples may be stored at 2-8°C for upto
3 days. The samples should be brought to room temperature prior to use. Using
samples kept for more than 3 days can cause non-specific reactions.
Collection with blood lancet:

1. Wear gloves.

2. Choose a finger for the finger prick:

e Do not choose a finger that is swollen, bruised or scarred.

e Preferably choose the 3rd or 4th finger of the hand that patient does not use to write.
3. Open the packaging of the alcohol swab. Take out the alcohol swab. Do not

throw away the empty packaging (wrapper) but keep it aside.

4. Wipe the complete fingertip with the alcohol swab. Wait until the finger has
completely dried (minimum 30 seconds).

. Place the alcohol swab in the wrapper and set it aside (you will need it again to
stop the bleeding after you have collected the patient's blood).

. Twist off the cap of the blood lancet to expose the needle. Prick the 3rd or 4th finger
and wipe away the first drop of blood with sterile cotton gauze or cotton.

. Hold the sample applicator (inverted cup) vertically, allow the blood drop from the
pricked finger to touch the cup of the sample applicator (inverted cup)

Precaution:

w
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1. Use separate sample applicator (inverted cup) (5uL) for each sample to avoid cross-
contamination and erroneous results.

2. Do notuse any other specimen than whole blood.

3. Do notre-cap the blood lancet and do not re-use.

4. Immediately dispose off the blood lancet in sharp container to avoid injury during
disposal.

TEST PROCEDURE:

1. Allow AdvDx™ Malaria Pf test kit components and specimens to attain room
temperature.

2. Open the pouch and take out the device from it.

Note: The device contains a blue control line made up of water soluble dye that
disappears as the test runs. (Refer Point 3 of test Procedure, Page No. 4)

3. Tighten the cap of the buffer bottle provided with the kit in a clockwise direction to
pierce the bottle nozzle. Do not pierce with any sharp object or cut the nozzle with
scissors.

4. In case of venipuncture whole blood specimen, evenly mix the anticoagulated blood
sample by gently swirling and then dip the sample applicator (inverted cup) to draw 5
pLofthe blood as shown in the figure. Failing to do so may lead to erroneous results.

OR
Into Sample Port 1 (S) of the test device, add the 5uL of venous blood drawn into the
sample applicator (inverted cup), or capillary blood collected according to the
instructions provided above (Collection with blood lancet).

5. Add 4 drops (110 pL + 5pL) of buffer solution into the “Buffer Port 2 (B)” on the test
device as low volumes of buffer may cause incomplete flow, delayed flow,
incomplete background clearance making it difficult to interpret the result or
increase in the likelihood of invalid results. Do not use excess buffer as it may alter
the reaction time, resulting in reduced test sensitivity (false negatives).

6. Read the resultat the end of 20 minutes.

7. Interpret the result. Refer figure mentioned in point No. 10 in page number 4.
CAUTION: Do not read test after 30 minutes, since it may give incorrect results.
INTERPRETATION OF THE RESULTS:

Whole blood samples may cause red background to appearin the result window.

NEGATIVE:

Onlythe Purple-coloured control band appears. Negative results indicate no malaria antigens present
inthe blood sample, indicating no malariainfection or the number of malaria antigens present
inthe blood sampleis below the detectable range.

POSITIVE:

1)Pf Positive: Two bands (“Pf” Test line and Purple-coloured “C” Control line) appears within the
result window indicates the infection of P. falciparum.

The shade of colour / intensity of band may vary, butit should be considered positive whenever
thereisafaintline. Faintlines may arise in case of samples with low parasite density as only alow
concentration of detectable antigen will be present.

INVALID:

Absence of purple - colored band or blue colored band at control line (C) Blue colored or no band
at control line (C) indicates that the test is invalid.

STORAGE AND EXPIRATION:

1. AdvDx™ Malaria Pf test Kit should be stored between 2°C to 40°C (36°F to 104°F).
Do Not freeze.
2. The kit has a shelf-life of 24 months from the date of manufacture. The kit is stable

until the expiration date marked on the product when stored as specified. The buffer
is stable for 6 months after opening.
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LIMITATIONS OF THE TEST:

1. AdvDx™ Malaria Pf test kit is designed for primary screening of malaria infection by P
falciparum. Although the test is accurate in detecting HRP-I1 specific to P. falciparum in blood
samples, alow incidence of false results can occur. If you observe false positive in more than
one cassette per kit immediately report to the contact provided. Other clinically available
testsare required if questionable results are obtained as with all diagnostic tests, a definitive
clinical diagnosis should not be based on the results of asingle test but should only be made
bythe physician afterall clinicaland laboratory findings have been evaluated.

2. Malaria RDTs can give positive results after successful anti-malarial treatment.
Therefore, the AdvDx™ Malaria Pf test kit is not recommended for monitoring
response to anti-malarial treatment.

QUALITY CONTROL

The control band acts as procedural control it must appear to prove active ingredients of test
strip are functional and that sample or buffer have migrated properly. The control line is not
meant for specimen addition monitoring.

PERFORMANCE CHARACTERISTICS:

The AdvDx™ Malaria Pf test kit has been tested with positive and negative clinical samples
tested by microscopic examination of whole blood.

A.Sensitivity and Specificity

The sensitivity and specificity for AdvDx™ Malaria Pf test kit for P. falciparum malaria is 96.66%
and 98.42% respectively. The performance of test was established by comparison with the
results of microscopic examination of thick and thin films.

Result of Reference Method Total
AdvDx™ (Microscopic examination) ota
Malaria Pf Pf Positive Pf Negative
Positive 87 03 90
Negative 03 187 190
Total 90 190 280
[% sensitvity [ 5% cCl [ % Specificity [ 5%CI |

[ s6.6% [ '00.5% -99.3% | 984%  |954%-99.6%)

B.  Analytical Sensitivity (Limit of detection)
Analytical Sensitivity (LoD) of AdvDx™ Malaria Pf test kit is 200 P/ul of P. falciparum
samples and comparable to microscopic observations.

C. Analytical Specificity (Cross reactivity)
Analytical Specificity of AdvDx™ Malaria Pf test kit studied with Infectious
samples and different anticoagulants is 100%. Rheumatoid factor, dengue Ab,
chikungunya and syphilis positive sample showed no cross reactivity and anti coagulants
EDTA, heparin and sodium citrate did not show any interference with the
performance of AdvDx™" Malaria Pf test kit

D. Precision:
Repeatability and Reproducibility of AdvDx™ Malaria Pf test kit is 100%.

REFERENCES:
1. World Health Organization—Geneva (2000). New perspectives Malaria diagnosis.
2. Perlmann, P and Troye-Blomberg, M. 2002. Malaria Parasites and disease. Malaria
Immunology.
3. Malcolm, J.G., et al, 2002. Genome sequence of the human malaria parasite
Plasmodium falciparum. Nature 419:498-511
4. Histidine Rich protein Il: a novel approach to malaria drug sensitivity testing,
Antimicrobial agents and Chemotherapy, June 2002, P. 1658-1664 Vol. 46, No.6.
DISCLAIMER:

Every precaution has been taken to ensure the diagnostic ability and accuracy of this product. This
product is used outside of the control of the manufacturer and the distributor and the result may
accordingly be affected by environmental factors and / or user error. A person who is the subject
of the diagnosis should consult a doctor for further confirmation of the result.

WARNING:

The Manufacturers and Distributors of this product shall not be liable for any losses, liability,
claims, costs, or damages whether direct or indirect or consequential arising out of or related to
anincorrect diagnosis, whether positive or negative, inthe use of this product.

For any complaint / query and suggestions: Customer Care No. +91 8657428614,
feedback@advychemical.com, https://advychemical.com/

ORDERING INFORMATION

PACK SIZE

1 Test/Kit 00-DKM-RK-MAL-ADX-004-001

10 Test/Kit 00-DKM-RK-MAL-ADX-004-010

25 Test/Kit 00-DKM-RK-MAL-ADX-004-025

50 Test/Kit 00-DKM-RK-MAL-ADX-004-050

Single Test Kit 10 Nos./Carton | 00-DKM-RK-MAL-ADX-004-001-010

Single Test Kit 25 Nos./Carton | 00-DKM-RK-MAL-ADX-004-001-025 EI"MbSOL LE_GE‘PDS p—
Mfg. Lic. No.: MFG/IVD/2021/000020 T3] consutnstructon for se 4~ KeepDry

N Manufactured in India By: © it Balch code No

IvD]  Invitro diagnostic device
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AdvDx"Malaria Pf Test Procedure

1. First, carefully read the product insert on how to use the AdvDx™ Malaria Pf test kit.

2.

Now open the kit and look for the following.
1) Test device

individually @
foil pouched
with a desiccant.

MALARIA Pf
Rapid Malaria Ag Detection Tost
Detection of Pf (HRP-I) Anti

e @ce®

2) Buffer Solution

3) Product Insert
4) Sample applicator ——___,

(inverted cup)
5) Blood lancet 6)

Next, look at the expiry date at the back of the
Use another kit, if expiry date has passed.
Open the pouch and look for the following.

B R o= o - \
_Eo é §'@ﬂﬂ§ @ 9"’ A Buffer Port
incon]

Result Window
Sample Port
Control Blue Band (Water soluble dye)

(For Multiple test Pack)

Alcohol Swab

EXTERNAL USE ONLY

pouch.

7) silicagel | gjL|cA GEL

DO NOT EAT

Note: Control blue band (water soluble dye) disappears as test runs and does not
affect the test performance. Control blue band is visible in result window only before
carryingout the test.

4.

Clean the patient’s finger.
The alcohol MUST be dried before
pricking, or test may not work.

N

5. Twist off the blood lancet cap to @
expose the needle. Prick the
patient' s finger with the
lancet to get blood. (Wipe
away the first drop of blood with

sterile gauze or cotton. Do not apply
excessive pressure or make multiple punctues)

6. Take 5ul Blood using the sample Applicator (inverted cup) provided.

Ne

Hold the Sample applicator
(Inverted cup) vertically

Gently touch
the blood drop

7. Add 5pLblood into sample Port 1(S).

9.

the test device.

N

Lift the Sample applicator
(Inverted cup)

. Remove buffer bottle cap and add 4 drops of buffer solution into the buffer port (B) of

Hold the buffer bottle vertically after dispensing the buffer. This ensures that the drop

contains correct volume of buffer.

C - Blue Line
Pf - No line

oloo

Gl=xrol

Add 4 drops(110 pL + 5uL)

of buffer solution with even pressure

INTERPRET TEST RESULTS AT THE END OF 20 MINUTES.
CAUTION : Do not read test after 30 minutes,

as it may give incorrect results

10. Interpretation of Test Results.

Positive For Malaria

Negative For Malaria

Pf Positive

Only one
purple colored
Control

band appears
in the result
window

In addition to
purple colored
Control band
‘Pf’ band
appears

in the result
window

Invalid
If the colour AM":I':’:H If the colour If rl‘o %erlte | Ipfur:'gle
wn alar . color Contro
of tr:e le . Ty pf t?lontrol (I;ne band appears gom;r
wren | control ban wrew | IS blue an e | in the result an
is Blue, then - | test band is ° | window in spite pegiosei
result ™ | purple, the " | of appearance as well as
considered result is of Purple band Test line,
Invalid considered -9, fﬁg?jét"{;e P the testis
. . considered
invalid @z ::onsi!gered invalid.
nvali
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PALUDISME Pf

Test de detection rapide de I’Ag du paludisme
Détection de I'antigéne Pf (HRP-II)

Numéro d’identification de la notice de produit (IFU). : ADFEF025KI-2 FRENCH

UTILISATION PREVUE

Le kit de test AdvDx™ Paludisme Pf est une analyse immunochromatographique de diagnostic in vitro
pour la détection qualitative de I'infection au paludisme causée par les parasites Plasmodium falciparum
chez 'homme. Il détecte I'antigéne HRP-Il (Protéine riche en histidine-Il) qui est I'antigéne du
Plasmodium falciparum dans des échantillons de sang total. Il n"évalue pas les densités parasitaires. Le
test doit étre effectué par un professionnel formé en laboratoire et non par des profanes. Le test n’est pas
destiné a étre utilisé pour un autodiagnostic.

SIGNIFICATION CLINIQUE

Le paludisme est une maladie parasitaire grave, parfois mortelle. Il se caractérise par une fievre avec frissons, une
anémie et est causé par le parasite Plasmodium qui se transmet d’un étre humain a un autre par la piqire de
moustiques anophéles infectés. Quatre especes du parasite Plasmodium sont responsables d’infections au
paludisme chez I'homme, a savoir: P, falciparum, P. vivax, P. ovale et P. malariae. Parmi ceux-ci, P. falciparum et P.
vivax sont les plus courantes. La détection précoce et la différenciation du paludisme sont d’une importance
capitale enraison de 'incidence du paludisme cérébral et de la résistance aux médicaments associée au paludisme
aP.falciparum quiestal’origine de la plupart des cas de morbidité et de mortalité dansle monde.

PRINCIPE

Le kit de test AdvDx™ Paludisme Pf utilise le principe de I'immunochromatographie. La bandelette de test est
recouverte d’un anticorps monoclonal Anti-HRP-II (ligne de test Pf) qui est spécifique a la protéine Il riche en
histidine de P. falciparum. Lorsque I'échantillon de test passe a travers la membrane du dispositif aprées I'ajout
de la solution tampon, l'or colloidal coloré et I'anticorps anti-HRP-Il se conjuguent en complexes avec I'antigene
HRP-II dans I'échantillon de sang lysé. Ce complexe antigéne-anticorps et or colloidal se lie a I'anticorps sur la
ligne de test sur la membrane de nitrocellulose, ce qui conduit a la formation de la bande de test de couleur
rouge/violet. Le conjugué n‘ayant pas réagi continue sa migration et est ensuite immobilisé au niveau de la
région témoin « C », formant une bande rouge/violette. L'apparence de la bande de contréle prouve que
I'échantillon ou le tampon a migré a travers celle-ci, mais elle n’indique pas que I'échantillon utilisé était correct
ouquelaprocédure d’essaia été suivie correctement.

MATERIAUX FOURNIS

A) Le kit de test AdvDx ™Paludisme Pf contient les éléments suivants pour effectuer le test :

é £ Qté dans le kit Qté dans le kit
Contenu Qté dans Qté dans Qté dans Qté dans complet a us;ge\ complet a us;ge
I 1T I1o'r I 25T | 1y unique 25 Unités/ | unique 10 Unités/

Notice du produit 01 Unité 01 Unité 01 Unité 01 Unité Kit completde | Kit complet de
Disposicuestincvicotement | 01 Unité 10 Unités | 25 Unites 50 Unités. testa usage test a usage
eneloppédans un sacheton unique unique
luminm avec uncessicant 28 Unites 10 Untes
Epeimerssa "™ | o1 unite 10 Unités | 25 Unites 50 Unités
Ecouvillon d'alcool 01 Unité 10 Unités | 25 Unités 50 Unités
Lancette stérile 01 Unité 10 Unités | 25 Unités 50 Unités
Solution tampon |02 30 30 03N° (3.0

B) Les ingrédients actifs des principaux composants sont :
e 1 bandelette de test comprend : Conjugué d’or : Anticorps monoclonaux de souris spécifiques a

Pf - HRP-1l conjugués a l'or colloidal, Ligne de contréle : 1gG anti-souris Caprin.
@ Solution tampon : Caséine, Triton X-100 et azide de sodium comme conservateur.

Matériel requis mais non fourni
Minuteur

Protection oculaire appropriée

Paire de gants neuves jetables

Stylo/crayon

Conteneur pour objets pointus a usage biomédical

Conteneur de déchets biologiques dangereux (pour les déchets potentiellement infectieux)

SEn cas de prélévement de sang total par ponction veineuse, matériel de prélévement sanguin par
ponction veineuse et pipette de précision, ainsi que pointes.

e Gaze stérile ou coton.

PRECAUTIONS

1. Lisez attentivement cette notice avant d’effectuer le test et les instructions doivent étre suivies a
la lettre pour obtenir des résultats exacts.

2. Le dispositif est sensible a I’humidité ainsi qu’a la chaleur. Par conséquent, retirez le dispositif du
sachet scellé juste avant d’effectuer le test.

3. Assurez-vous que les kits de test AdvDx™ Paludisme Pf sont stockés entre 2°C et 40°C pour

un rendement  optimal continu. L'écart dans les conditions de stockage peut également

entrainer des lignes de test faibles.

N’utilisez pas le kit aprés la date d’expiration.

Ne mélangez pas les réactifs de différents lots.

Pour diagnostic in vitro uniquement.

Portez des gants de protection lors de la manipulation des échantillons et lavez-vous soigneusement les

mains apres avoir effectué le test.

8. Ne pipetez pas de réactifs ou d’échantillons de sang avec la bouche.

9. Ne réutilisez pas le test.

10. La solution tampon contient de I'azoture de sodium comme conservateur. En cas de contact avec la peau,
immédiatement. Portez des gants et des lunettes de protection car le tampon contient de I'azoture de
sodium.

11. N’utilisez pas d’autre tampon que celui tampon fourni dans ce kit.

12. Eliminez tout échantillon restant, dispositif testé, lancette de sang, applicateur d’échantillon (coupe inversée),
flacon de tampon vide, compresse imbibée d'alcool usagée et gants usagés dans un conteneur de déchets
biologiques dangereux conformément a la réglementation locale au point d'utilisation. Le sachet de silice doit
étre ouvert et jeté dans la poubelle locale. Décontaminez et éliminez tous les échantillons, les trousses de réaction
et les matériaux potentiellement contaminés (c-a-d. lancette de sang, applicateur d'échantillons, dispositif

d‘analyse) dans un conteneur pour déchets biologiques dangereux comme s'il s'agissait de déchets infectieux.

(1)
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PRELEVEMENT, CONSERVATION ET PRECAUTION DES ECHANTILLONS

Echantillons requise :

sang total capillaire ou sang total avec les anticoagulants suivants : EDTA, citrate ou héparine
Prélévement par ponction veineuse

1.

Prélevez le sang total dans le tube de prélévement contenant I'anticoagulant (EDTA, citrate
ou héparine) par ponction veineuse. Les anticoagulants tels que I'héparine, I'EDTA et le
citrate n’affectent pas les résultats des tests.

Siun testimmédiat n’est pas possible, les échantillons peuvent étre stockés a 2-8 °Cjusqu’a
3 jours. Les échantillons doivent étre portés a température ambiante avant d’étre utilisés.
L'utilisation d’échantillons conservés pendant plus de 3 jours peut provoquer des réactions
non spécifiques.

Prélévement avec une lancette de sang :
1. Portez des gants.
2. Choisissez un doigt pour la piglre au doigt :

.

.

Ne choisissez pas un doigt enflé, contusionné ou cicatrisé.
Choisissez de préférence le 3e ou 4e doigt de la main que le patient n’utilise pas pour écrire.

3. Ouvrez I'emballage du tampon imbibé d’alcool. Retirez le tampon imbibé d’alcool. Ne jetez pas
I'emballage vide (emballage extérieur) mais gardez-le de coté.

4. Essuyez tout le bout du doigt avec le tampon imbibé d’alcool. Attendez que le doigt soit

complétement sec (minimum 30 secondes).

5. Placez le tampon d’alcool dans I'emballage et mettez-le de c6té (vous en aurez a nouveau

besoin pour arréter le saignement aprés avoir prélevé le sang du patient).

6. Dévissez le capuchon de la lancette de sang pour exposer l'aiguille. Piquez le 3e ou 4e

doigt et essuyez la premiére goutte de sang avec de la gaze de coton stérile ou du coton.
7. Tenez I'applicateur d’échantillon (coupe inversée) verticalement, laissez la goutte de sang du
doigt piqué toucher le gobelet de I'applicateur d’échantillon (coupe inversée)
Précaution:

1. Utilisez un applicateur d’échantillon séparé (coupe inversée) (5 pL) pour chaque
échantillon afin d’éviter la contamination croisée et les résultats erronés.

2. N’utilisez pas d’autre échantillon que le sang total.

3. Ne rebouchez pas lalancette de sang et ne la réutilisez pas.

4. Jetez immédiatement la lancette de dans un conteneur pour objets pointus a usage
biomédical pour éviter de vous blesser lors de I'élimination.

PROCEDURE DU TEST:

1. Laissez les composants et les échantillons du kit de test AdvDx™ Paludisme Pf atteindre la
température ambiante.

2. Ouvrez la pochette et retirez le dispositif.

Remarque: le dispositif contient une ligne de contréle bleue composée d’un colorant
soluble dans I'eau qui disparait au fur et a mesure de I'exécution du test. (Voir le point 3 de
laprocédure de test pagen°®4)

3. Serrez le bouchon de la bouteille tampon fournie avec le kit dans le sens des aiguilles d’une
montre pour percer I'embout du flacon. Ne percez pas avec un objet pointu et ne coupez
pas|'embout avec des ciseaux.

4. Dans le cas d’un échantillon de sang total par ponction veineuse, mélangez uniformément
I'échantillon de sang anticoagulé en tournant doucement, puis trempez I'applicateur
d’échantillon (coupe inversée) pour prélever 5 uL de sang comme indiqué sur la figure. Le
non-respect de cette consigne peut entrainer des résultats erronés.

ou
Dans l'orifice d’échantillonnage 1 (S) du dispositif de test, ajoutez les 5 plL de sang veineux
prélevés dans I'applicateur d’échantillon (coupe inversée), ou le sang capillaire recueilli
selon lesinstructions fournies ci-dessus (prélevement avec une lancette de sang).

5. Ajoutez 4 gouttes (110 pL £ 5 pL) de solution tampon dans le « port tampon 2 (B) » du
dispositif de test, car de faibles volumes de tampon peuvent entrainer un écoulement
incomplet, un écoulement retardé, une élimination incompléte du bruit de fond, ce qui
rend difficile I'interprétation du résultat ou augmente la probabilité de résultats invalides.
N’utilisez pas trop de tampon car cela pourrait altérer le temps de réaction, ce qui
entrainerait une réduction de la sensibilité du test (faux négatifs).

6. Lisez le résultat au bout de 20 minutes.

7. Interprétez le résultat. Reportez-vous a la figure mentionnée au point n° 10 de la page numéro 4.

ATTENTION : nelisez pas le test aprés 30 minutes, car il pourrait donner des résultatsincorrects.
INTERPRETATION DES RESULTATS :

Les échantillons de sang total peuvent faire apparaitre un fond rouge dans la fenétre de résultats.

NEGATIF:

Seule labande de contréle de couleur violette apparait. Les résultats négatifs indiquent qu’il n’y a pas
d’antigénes du paludisme dans I’échantillon de sang, qu’il n’y a pas d’infection palustre ou que le nombre
d’antigénes du paludisme présents dans I'échantillon de sang est inférieur a la plage détectable.

POSITIF :

1)Pf positif : deux bandes (laligne de test « Pf » et la ligne de contréle « C » de couleur violette)
apparaissent dans la fenétre de résultat etindiquent I'infection a P. falciparum.

La nuance de couleur /I'intensité de la bande peut varier, mais elle doit étre considérée comme positive
chaque fois qu’il y a une ligne faible. De faibles lignes peuvent apparaitre dans le cas d’échantillons a
faible densité parasitaire, car seule une faible concentration d’antigéne détectable sera présente.

NON VALIDE :

L'absence de bande de couleur violette ou de bande bleue a la ligne de contréle (C) La couleur bleue ou
I'absence de bande alaligne de commande (C) indique que le test n’est pas valide.
STOCKAGE ET EXPIRATION :

1.

2.

Le kit de test AdvDx™ Paludisme Pf doit &tre conservé entre 2°C et 40°C (36°F a
104°F). Ne pas congeler

Le kita une durée de conservation de 24 mois a compter de la date de fabrication. Le kit est
stable jusqu’ala date d’expiration indiquée sur le produit lorsqu’il est stocké comme
spécifié. Le tampon est stable pendant 6 mois apres ouverture.
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LIMITES DU TEST :

1. Le kit de test AdvDx™ Paludisme Pf est congu pour le dépistage primaire de I'infection palustre
par P. falciparum. Bien que le test soit précis pour détecter la HRP-II spécifique a P. falciparum
dans les échantillons de sang, une faible incidence de résultats erronés peut survenir. Si vous
observez un faux positif dans plus d’'une cassette par kit, signalez-le immédiatement a la
personne de contact fournie. D’autres tests cliniquement disponibles sont nécessaires si des
résultats douteux sont obtenus, comme pour tous les tests diagnostiques, Un diagnostic
clinique définitif ne doit pas étre basé sur les résultats d'un seul test, mais doit étre établi par le
médecin apreés évaluation de tous les résultats cliniques et de laboratoire.

2. Les TDR contre le paludisme peuvent donner des résultats positifs aprés un traitement
antipaludique réussi. Par conséquent, le kit de test AdvDx™ Paludisme Pf n’est pas
recommandé pour le suivi de la réponse au traitement antipaludique.

CONTROLE QUALITE

La bande de controle sert de controle de procédure et doit apparaitre pour prouver que les ingrédients
actifs de la bandelette de test sont fonctionnels et que I'échantillon ou le tampon ont migré correctement.
La ligne de contréle est destinée a la surveillance de I'ajout d’échantillons.

CARACTERISTIQUES DE PERFORMANCE:

Le kit de test AdvDx™ Paludisme Pf a été testé avec des échantillons cliniques positifs et négatifs testés
par examen microscopique du sang total.

A.Sensibilité et spécificité

La sensibilité et la spécificité du kit de test AdvDx™ Paludisme Pf pour le paludisme a P. falciparum sont
respectivement de 96,66 % et 98,42 %. La performance du test a été établie par comparaison avec les
résultats de I'examen microscopique de films épais et minces.

Résultat de Méthode de_ référem?e Total
I'étude AdvDx™ (examen microscopique)
Paludisme Pf Pf Positif Pf Négatif
Positif 87 03 90
Négatif 03 187 190
Total 90 190 280
[% de sensibilite| 1Ca5% [ % de specificite [ ICa5% |
[ 96.6% [ '00.5% -99.3% | 984%  |954%-99.6%)
B. Sensibilité analytique (limite de détection)

La sensibilité analytique (LoD) du kit de test AdvDx™ Paludisme Pf est de 200 P/ul
d’échantillons de P. falciparum et comparable aux observations microscopiques.
C. Spécificité analytique (réactivité croisée)
La spécificité analytique du kit de test AdvDx™ Paludisme Pf étudié avec des échantillons
infectieux et différents anticoagulants est de 100 %. Le facteur rhumatoide, I'’échantillon
positif pour la dengue, le chikungunya et |a syphilis n’ont montré aucune réactivité croisée
et les anticoagulants EDTA, I'héparine et le citrate de sodium n’ont montré aucune
interférence avec les performances du kit de test AdvDx™ Paludisme Pf
D. Précision :
La répétabilité et la reproductibilité du kit de test AdvDx™ Paludisme Pf sont de 100 %.

REFERENCES:

1. Organisation Mondiale de |la santé —Genéve (2000). Nouvelles perspectives : Diagnostic du
paludisme.

2. Perlmann, P et Troye-Blomberg, M. 2002. Paludisme Parasites et maladies. Immunologie
du paludisme.

3. Malcolm, J.G., et al, 2002. Séquence du génome du parasite du paludisme humain
Plasmodium falciparum. Nature 419:498-511

4. Protéin Il riche en histidine: a novel approach to malaria drug sensitivity testing,

Antimicrobial agents and Chemotherapy, juin 2002, p. 1658-1664 Vol. 46, No.6.

CLAUSE DE NON-RESPONSABILITE:

Toutes les mesures ont été prises pour garantir la fiabilité et la précision de ce produit. L'utilisation de ce
produit n’est plus sous la responsabilité du fabricant et du distributeur et le résultat peut, par
conséquent, étre affecté par les facteurs environnementaux / ou l'erreur de l'utilisateur. Une personne
qui est soumise a ce diagnostic doit consulterun médecin afin d'obtenir plus d’informations sur le
résultat.

AVERTISSEMENT:

Le fabricant et le distributeur de ce produit ne sont pas responsables de toute perte, obligation, toutes
declarations, tous colts ou dommages qu'ils soient directs ou indirects découlant ou relatifs au
diagnostic erroné, positif ou négatif dans I'utilisation de ce produit.

Pour toute réclamation / question et suggestions : Service clientéle No. +91 8657428614,

feedback h l.com https://advychemical.com/
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TAILLE DE UEMBALLAGE

1 test/kit 00-DKM-RK-MAL-ADX-004-001
10 test/kit 00-DKM-RK-MAL-ADX-004-010
25 test/kit 00-DKM-RK-MAL-ADX-004-025
50 test/kit 00-DKM-RK-MAL-ADX-004-050

Kit de test unique 10 Unités/carton | 00-DKM-RK-MAL-ADX-004-001-010(
LEGENDES DE SYMBOLES

Légendes des symboles || Légendes des symboles

Kit de test unique 25 Unités/carton| 00-DKM-RK-MAL-ADX-004-001-025
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Procédure de test avec AdvDx™ Paludisme Pf

1. Premiérement, lisez attentivement la notice du produit pour savoir comment utiliser le kit AdvDx™ Paludisme Pf.

2. Ouvrez maintenant le kit et retrouvez les éléments suivants.

@ MALARIA Pf
Rapid Malaria Ag Detection Tost
o

ction of PY (HRP-I) Antige

2) Solution tampon
1) Dispositif du test
individuellement mis
dans une pochette
avec un absorbeur .
d'humidité " songauen |

N

3) Notice du produit (Pour le pack de test multiple)

4) Applicateur
d’échantillon (coupe inversée)

6) Tampon d‘alcool

USAGE EXTERNE
UNIQUEMENT

5) Lancette de sang

3. Ensuite, vérifiez la date de péremption a I'arriére du sachet.
Utilisez un autre kit, si la date de péremption est dépassée.
Ouvrez le sachet et retrouvez les éléments suivants.

7) Gel de silice GEL DE SILICE

NE PAS MANGER|
= - ~
L 1 Port tampon
« C
Fenétre de resmmsl

Port d'échantillonnage

Bande bleue de contrdle (colorant soluble dans I'eau)

Remarque : la bande bleue de contréle (colorant hydrosoluble) disparaft pendant le test sans pour
autant affecter la performance du test. La bande bleue de contréle est visible dans la fenétre du
. la lancette pour prélever du sang.

résultat uniquement avant laréalisation du test.
(Essuyez la premiére goutte de sang

avec de la gaze stérile ou du coton. nappliquez
pas de pression excessive et ne faites pas
plusieurs piqgdres.)

6. Prélever 5 pl de sang a I'aide de I'applicateur d’échantillon (coupe inversée) fourni.

4. Nettoyez le doigt du patient.
Lalcool DOIT étre séché avant
la piqlire ou le test peut ne pas
fonctionner.

5. Dévissez le capuchon de la lancette
de sang pour exposer l'aiguille.
Piquez le doigt du patient avec

=) N=

Soulevez 'applicateur
déchantillon (coupe inversée)

Tenez 'applicateur d'échantilon  Touchez doucement
(coupe inversée) verticalement la goutte de sang

7. Ajoutez 5 pl de sang dans le port d’échantillon 1 (S).

8. Retirez le bouchon de la bouteille tampon et ajoutez 4 gouttes de solution tampon dans le port
tampon (B) du dispositif de test.
Tenez le flacon tampon verticalement apres avoir distribué le tampon. Cela permet de sassurer
que la goutte contient le bon volume de mémoire tampon.

C- Ligne bleue
Pf - Pas de ligne

oloo

B - o & ad N
x 2 =

£3:lsc=) ©
< = » G

Ajoutez 4 gouttes (110 pL £ 5 pL) de
solution tampon avec une pression uniforme
9. INTERPRETEZ LES RESULTATS DU TEST A LA FIN DES 20 MINUTES.
ATTENTION: ne pas lire le test aprés 30 minutes,
car cela peut donner des résultats incorrects

10. Interprétation des résultats des tests.

Positif pour le paludisme
Pf Positif

Négatif pour le

Une seule
bande de
contréle de
couleur violette
apparait dans
la fenétre de
résultats

En plus de la
bande de controle
de couleur violette,
la bande 'Pf
apparait dans

la fenétre de
résultats

Siaucune bande (" advp,

Advp,m i : Si aucune
D A
e Si la couleur e Si I‘a couleur de de controle de Malria | bande
#x | delabande de| la ligne de couleur violette de couleur
contrdle « C » controle est n'apparait dans violette ne
la fenétre de figure surla
est bleue, le bleue et que la résultats malgré ligne de
4 0 : 8 o > controle et
resul_ta? gst bandg d’essai I'apparition d'une sur la ligne
considéré est violette, le bande violette sur de test, le
4 la ligne de test Pf, test est
comme non resul_ta! e'st le test est consideré
valide considéré considéré comme comme nul.
comme invalide non valide
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MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen

Identification number Product insert (IFU).: ADFEP0O25KI-2 ENGLISH

INTENDED USE

AdvDx™ Malaria Pf test kit is an in-vitro diagnostic Immunochromatographic assay for the
qualitative detection of malaria infection caused by Plasmodium falciparum parasites in
human. It detects HRP-II (Histidine Rich Protein-Il) antigen of Plasmodium falciparum in whole
blood specimens. It does not assess parasite densities. The test must be performed by trained
professional user and not by lay users. The test is not intended for self-testing.
CLINICALSIGNIFICANCE

Malaria is a serious, sometimes fatal, parasitic disease. It is characterized by fever with chills, anemia
andis caused by Plasmodium parasite that is transmitted from one human being to another by the bite
ofinfected Anopheles mosquitoes. Four species of the Plasmodium parasite are responsible for malaria
infections in humans viz. P. falciparum, P. vivax, P. ovale and P. malariae. Of these, P. falciparum and P
vivax are the most prevalent. Early detection and differentiation of malaria is of paramountimportance
due to incidence of cerebral malaria and drug resistance associated with falciparum malaria causing
most of the morbidity and mortality worldwide.

PRINCIPLE

AdvDx™ Malaria Pf test kit utilizes the principle of immunochromatography. It has the test strip
coated with monoclonal Anti-HRP-II (test line Pf) which is specific to the histidine-rich protein-Il of P.
falciparum. As the test sample flows through the membrane assembly of the device after the
addition of the buffer solution, the colored colloidal gold and the anti-HRP-II antibody conjugate
complexes with the HRP-II antigen in the lysed blood sample. This antigen-antibody and colloidal
gold complex binds with the antibody on the test line on the nitrocellulose membrane, which leads
to the formation of the red / purple colored test band. The unreacted conjugate continues to
migrate and is subsequently immobilized at the control "C" region, forming a red/purple band. The
appearance of the control band proves that the sample or buffer has migrated through it, but it does
notindicate that the specimen used was correct or that the assay procedure was followed correctly.

MATERIALS PROVIDED
A) AdvDx™ Malaria Pftest kit contains the following items to perform the assay:

Qty. in Complete | Qty. in Complete

Content Qty.in Qty. in Qy. in Qty.in Single Test kit | Single Test kit
1T pack 10T pack | 25T pack 50T pack 25 Nos./Carton | 10 Nos./Carton
Product Insert 01 No. 01 No. 01 No. 01 No. Complete Complete
Test device Indivi- 01 No. 10 Nos 25 Nos 50 Nos.

Single TestKit: | Single Test Kit
dually Foil pouched 5 Nos. 10 Nos.
with a desiccant

oo Eppator 01 No. 10 Nos. 25 Nos. 50 Nos.
‘Alcohol swab 01 No. 10 Nos. 25 Nos. 50 Nos.
Blood Lancet 01 No. 10 Nos. 25 Nos. 50 Nos.

Buffer Solution 0.2 ml/ampoule | 3.0 mi/Bottle | 3.0 mi/Bottle 03 Nos. (3.0 mi/Bottle)

B) Activeingredients of main componentsare:

e 1 test strip includes : Gold conjugate: Mouse monoclonal antibodies specific to Pf - HRP-II

conjugated to colloidal gold, Control line : Goat anti-mouse IgG.
o Buffer Solution: Casein, Triton X-100 and Sodium azide as preservative.

Materials required but not provided
Timer

Suitable eye protection

New pair of disposable gloves

Pen/pencil

BioSafety sharps container

Biohazard waste container (for potentially infectious waste)

If whole blood is collected by venipuncture, venipuncture blood collection materials
and precision pipette, plus tips.

e Sterile gauze or cotton.

PRECAUTIONS

1. Read this insert carefully before carrying out the test and instructions must be
followed exactly to get accurate results.

2. The device is sensitive to humidity as well as to heat. Therefore, take out the device from
sealed pouch just before carrying out the test.

3. Ensure that AdvDx™ Malaria Pf test kits are stored between 2° C to 40° C for continued best
performance. The deviation in the storage conditions can also cause weak test lines.

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

5. Do not mix reagents from different lots.

6. For in-vitro diagnostic use only.

7. Wear protective gloves while handling samples and wash hands thoroughly after
performing the test.

8. Do not pipette reagents or blood samples by mouth.

9. Do not re-use the test.

10. Buffer Solution contains Sodium azide as a preservative. In case of contact with skin, wash
immediately. Wear gloves and eye protection as the buffer contains sodium azide.

. Do not use any other buffer than the buffer supplied within this kit.

. Dispose any left-over specimen, tested device, blood lancet, sample applicator (inverted cup),
empty buffer vial, used alcohol swab and used hand gloves biohazard waste container in
accordance with local regulation at the point of use. Silica pouch shall be opened and
discarded in the local waste bin.Decontaminate and dispose all specimens, reaction kits and
potentially contaminated materials (i.e. blood lancet, specimen applicator, test device) in a
biohazard container as if they were infectious(\:/lv)aste.
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SPECIMEN COLLECTION, STORAGE & PRECAUTION

Specimen Required:

Capillary whole blood or whole blood with the following anticoagulants: EDTA, Citrate or
Heparin

Collection by venipuncture

1. Collect the whole blood into the collection tube containing anticoagulant (EDTA,
Citrate or Heparin) by venipuncture. Anticoagulant such as Heparin, EDTA and
Citrate do not affect the test results.

2. Ifimmediate testing is not possible then the samples may be stored at 2-8°C for upto
3 days. The samples should be brought to room temperature prior to use. Using
samples kept for more than 3 days can cause non-specific reactions.
Collection with blood lancet:

1. Wear gloves.

2. Choose a finger for the finger prick:

e Do not choose a finger that is swollen, bruised or scarred.

e Preferably choose the 3rd or 4th finger of the hand that patient does not use to write.
3. Open the packaging of the alcohol swab. Take out the alcohol swab. Do not

throw away the empty packaging (wrapper) but keep it aside.

4. Wipe the complete fingertip with the alcohol swab. Wait until the finger has
completely dried (minimum 30 seconds).

. Place the alcohol swab in the wrapper and set it aside (you will need it again to
stop the bleeding after you have collected the patient's blood).

. Twist off the cap of the blood lancet to expose the needle. Prick the 3rd or 4th finger
and wipe away the first drop of blood with sterile cotton gauze or cotton.

. Hold the sample applicator (inverted cup) vertically, allow the blood drop from the
pricked finger to touch the cup of the sample applicator (inverted cup)

Precaution:

w

(=]

~

1. Use separate sample applicator (inverted cup) (5uL) for each sample to avoid cross-
contamination and erroneous results.

2. Do notuse any other specimen than whole blood.

3. Do notre-cap the blood lancet and do not re-use.

4. Immediately dispose off the blood lancet in sharp container to avoid injury during
disposal.

TEST PROCEDURE:

1. Allow AdvDx™ Malaria Pf test kit components and specimens to attain room
temperature.

2. Open the pouch and take out the device from it.

Note: The device contains a blue control line made up of water soluble dye that
disappears as the test runs. (Refer Point 3 of test Procedure, Page No. 4)

3. Tighten the cap of the buffer bottle provided with the kit in a clockwise direction to
pierce the bottle nozzle. Do not pierce with any sharp object or cut the nozzle with
scissors.

4. In case of venipuncture whole blood specimen, evenly mix the anticoagulated blood
sample by gently swirling and then dip the sample applicator (inverted cup) to draw 5
pLofthe blood as shown in the figure. Failing to do so may lead to erroneous results.

OR
Into Sample Port 1 (S) of the test device, add the 5uL of venous blood drawn into the
sample applicator (inverted cup), or capillary blood collected according to the
instructions provided above (Collection with blood lancet).

5. Add 4 drops (110 pL + 5pL) of buffer solution into the “Buffer Port 2 (B)” on the test
device as low volumes of buffer may cause incomplete flow, delayed flow,
incomplete background clearance making it difficult to interpret the result or
increase in the likelihood of invalid results. Do not use excess buffer as it may alter
the reaction time, resulting in reduced test sensitivity (false negatives).

6. Read the resultat the end of 20 minutes.

7. Interpret the result. Refer figure mentioned in point No. 10 in page number 4.
CAUTION: Do not read test after 30 minutes, since it may give incorrect results.
INTERPRETATION OF THE RESULTS:

Whole blood samples may cause red background to appearin the result window.

NEGATIVE:

Onlythe Purple-coloured control band appears. Negative results indicate no malaria antigens present
inthe blood sample, indicating no malariainfection or the number of malaria antigens present
inthe blood sampleis below the detectable range.

POSITIVE:

1)Pf Positive: Two bands (“Pf” Test line and Purple-coloured “C” Control line) appears within the
result window indicates the infection of P. falciparum.

The shade of colour / intensity of band may vary, butit should be considered positive whenever
thereisafaintline. Faintlines may arise in case of samples with low parasite density as only a low
concentration of detectable antigen will be present.

INVALID:

Absence of purple - colored band or blue colored band at control line (C) Blue colored or no band
at control line (C) indicates that the test is invalid.

STORAGE AND EXPIRATION:

1. AdvDx™ Malaria Pf test Kit should be stored between 2°C to 40°C (36°F to 104°F).
Do Not freeze.
2. The kit has a shelf-life of 24 months from the date of manufacture. The kit is stable

until the expiration date marked on the product when stored as specified. The buffer
is stable for 6 months after opening.

2

LIMITATIONS OF THE TEST:

1. AdvDx™ Malaria Pf test kit is designed for primary screening of malaria infection by P
falciparum. Although the test is accurate in detecting HRP-I1 specific to P. falciparum in blood
samples, alow incidence of false results can occur. If you observe false positive in more than
one cassette per kit immediately report to the contact provided. Other clinically available
testsare required if questionable results are obtained as with all diagnostic tests, a definitive
clinical diagnosis should not be based on the results of asingle test but should only be made
by the physician afterall clinicaland laboratory findings have been evaluated.

2. Malaria RDTs can give positive results after successful anti-malarial treatment.
Therefore, the AdvDx™ Malaria Pf test kit is not recommended for monitoring
response to anti-malarial treatment.

QUALITY CONTROL

The control band acts as procedural control it must appear to prove active ingredients of test
strip are functional and that sample or buffer have migrated properly. The control line is not
meant for specimen addition monitoring.

PERFORMANCE CHARACTERISTICS:

The AdvDx™ Malaria Pf test kit has been tested with positive and negative clinical samples
tested by microscopic examination of whole blood.

A.Sensitivity and Specificity

The sensitivity and specificity for AdvDx™ Malaria Pf test kit for P. falciparum malaria is 96.66%
and 98.42% respectively. The performance of test was established by comparison with the
results of microscopic examination of thick and thin films.

Result of Reference Method Total
AdvDx™ (Microscopic examination) ota
Malaria Pf Pf Positive Pf Negative
Positive 87 03 90
Negative 03 187 190
Total 90 190 280
[% sensitvity [ 5%cCl [ % Specificity [ 5%CI |

[ s6.6% [ '00.5% -99.3% | 984%  |954%-99.6%)|

B.  Analytical Sensitivity (Limit of detection)
Analytical Sensitivity (LoD) of AdvDx™ Malaria Pf test kit is 200 P/ul of P. falciparum
samples and comparable to microscopic observations.

C. Analytical Specificity (Cross reactivity)
Analytical Specificity of AdvDx™ Malaria Pf test kit studied with Infectious
samples and different anticoagulants is 100%. Rheumatoid factor, dengue Ab,
chikungunya and syphilis positive sample showed no cross reactivity and anti coagulants
EDTA, heparin and sodium citrate did not show any interference with the
performance of AdvDx™" Malaria Pf test kit

D. Precision:
Repeatability and Reproducibility of AdvDx™ Malaria Pf test kit is 100%.

REFERENCES:
1. World Health Organization—Geneva (2000). New perspectives Malaria diagnosis.
2. Perlmann, P and Troye-Blomberg, M. 2002. Malaria Parasites and disease. Malaria
Immunology.
3. Malcolm, J.G., et al, 2002. Genome sequence of the human malaria parasite
Plasmodium falciparum. Nature 419:498-511
4. Histidine Rich protein Il: a novel approach to malaria drug sensitivity testing,
Antimicrobial agents and Chemotherapy, June 2002, P. 1658-1664 Vol. 46, No.6.
DISCLAIMER:

Every precaution has been taken to ensure the diagnostic ability and accuracy of this product. This
product is used outside of the control of the manufacturer and the distributor and the result may
accordingly be affected by environmental factors and / or user error. A person who is the subject
of the diagnosis should consult a doctor for further confirmation of the result.

WARNING:

The Manufacturers and Distributors of this product shall not be liable for any losses, liability,
claims, costs, or damages whether direct or indirect or consequential arising out of or related to
anincorrect diagnosis, whether positive or negative, inthe use of this product.

For any complaint / query and suggestions: Customer Care No. +91 8657428614,
feedback@advychemical.com, https://advychemical.com/

ORDERING INFORMATION

PACK SIZE

1 Test/Kit 00-DKM-RK-MAL-ADX-004-001

10 Test/Kit 00-DKM-RK-MAL-ADX-004-010

25 Test/Kit 00-DKM-RK-MAL-ADX-004-025

50 Test/Kit 00-DKM-RK-MAL-ADX-004-050

Single Test Kit 10 Nos./Carton | 00-DKM-RK-MAL-ADX-004-001-010

Single Test Kit 25 Nos./Carton | 00-DKM-RK-MAL-ADX-004-001-025 EI"MbSOL LE_GE‘PDS —
Mfg. Lic. No.: MFG/IVD/2021/000020 T3] consutnstructonfor se 4~ KeepDry

N Manufactured in India By: © it Belch code No

IvD]  Invitro diagnostic device

ADVY CHEMICAL PVT. LTD. " Sowaze-ds .M‘ Datol
: 3

Plot No. A-334 /336 / 338, Keep away from sunlight Use by (date or month of expiry)

A- 337 & 339, Road No. 25 & 26, ® Domiewe el T
Wagle Industrial Estate, Thane - 400 604. Product code S/ Summation no. of test
Email : info@advychemical.com ®

Website : www.advychemical.com
Date Issued: 2025-07
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AdvDx"Malaria Pf Test Procedure

1. First, carefully read the product insert on how to use the AdvDx™ Malaria Pf test kit.

2.

Now open the kit and look for the following.
1) Test device

individually @
foil pouched
with a desiccant.

MALARIA Pf
Rapid Malaria Ag Detection Tost
Detection of Pf (HRP-I) Anti

=@

2) Buffer Solution

3) Product Insert
4) Sample applicator ——____,

(inverted cup)
5) Blood lancet 6)

Next, look at the expiry date at the back of the
Use another kit, if expiry date has passed.
Open the pouch and look for the following.

B R o= o - \
_Eo é §'@ﬂﬂ§ @ 9"’ A Buffer Port
incon]

Result Window
Sample Port
Control Blue Band (Water soluble dye)

(For Multiple test Pack)

Alcohol Swab

EXTERNAL USE ONLY

pouch.

7) silicagel | gjL|cA GEL

DO NOT EAT

Note: Control blue band (water soluble dye) disappears as test runs and does not
affect the test performance. Control blue band is visible in result window only before
carryingout the test.

4.

Clean the patient’s finger.
The alcohol MUST be dried before
pricking, or test may not work.

N

5. Twist off the blood lancet cap to @
expose the needle. Prick the
patient' s finger with the
lancet to get blood. (Wipe
away the first drop of blood with

sterile gauze or cotton. Do not apply
excessive pressure or make multiple punctues)

6. Take 5ul Blood using the sample Applicator (inverted cup) provided.

Ne

Hold the Sample applicator
(Inverted cup) vertically

Gently touch
the blood drop

7. Add 5pLblood into sample Port 1(S).

9.

the test device.

N

Lift the Sample applicator
(Inverted cup)

. Remove buffer bottle cap and add 4 drops of buffer solution into the buffer port (B) of

Hold the buffer bottle vertically after dispensing the buffer. This ensures that the drop

contains correct volume of buffer.

C - Blue Line
Pf - No line

oloo

G=xro]

Add 4 drops(110 pL + 5uL)

of buffer solution with even pressure

INTERPRET TEST RESULTS AT THE END OF 20 MINUTES.
CAUTION : Do not read test after 30 minutes,

as it may give incorrect results

10. Interpretation of Test Results.

Positive For Malaria

Negative For Malaria

Pf Positive

Only one
purple colored
Control

band appears
in the result
window

In addition to
purple colored
Control band
‘Pf’ band
appears

in the result
window

Invalid
If the colour AM":I':’:H If the colour If rl‘o %erlte ' Ipfur:'gle
wn alar X color Contro
of tr:e le . Ty pf t?lontrol (I;ne band appears gom;r
wren | control ban wrew | s blue an ey | in the result an
is Blue, then - | test band is ° | window in spite pegioseid
result ™ | purple, the " | of appearance as well as
considered result is of Purple band Test line,
Invalid considered -9, fﬁg?jét"{;e P the testis
. . considered
invalid @z ::onsi!gered invalid.
nvali
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MALARIA Pf

Teste rapido de detecgdo de antigeno para malaria
Deteccdo do antigeno Pf (HRP-II)

PORTUGUESE
Numero de identificagdo do folheto informativo do produto (IFU).: ADFEP025KI-2
USO PRETENDIDO

O kit de testes AdvDx™ Malaria pf ¢ um ensaio imunocromatografico in vitro para a dete¢do qualitativa
de infe¢do por maldria causada por parasitas Plasmodium falciparum em humanos. Ele detecta o
antigeno HRP-Il (proteina rica em histidina-Il) de Plasmodium falciparum em amostras de sangue total.O
teste ndo avalia a densidade parasitéria. Deve ser realizado por profissional treinado e ndo por usudrios
leigos. O teste ndo se destina a autoteste.

SIGNIFICADO CLINICO

A maldria é uma doenga parasitaria grave e, por vezes, fatal. Caracteriza-se por febre com calafrios e
anemia, sendo causada pelo parasita Plasmodium, transmitido de uma pessoa a outra por meio da
picada de mosquitos Anopheles infectados. Quatro espécies do parasita Plasmodium causam infecgdes
em humanos: P. falciparum, P. vivax, P. ovale e P. malariae. Dentre essas, P. falciparum e P. vivax sdo as
mais prevalentes. A detecgdo precoce e a diferenciagdo da malaria sdo de extrema importancia devido a
ocorréncia de maldria cerebral e a resisténcia medicamentosa associada ao P. falciparum, que é a
principal causa de incidéncia de morbidades e mortalidade mundialmente.

PRINCIPIO

O kit de teste AdvDx™ Malaria Pf baseia-se no principio da imunocromatografia. A fita de teste é revestida
com anticorpos monoclonais Anti-HRP-II (linha de teste Pf), especificos para a proteina rica em histidina Il
(HRP-11) de P. falciparum. A medida que a amostra de teste flui através do conjunto de membranas do
dispositivo apds a adigdo da solugdo tampdo, o ouro coloidal colorido e o conjugado do anticorpo anti-HRP-II
formam complexos com o antigeno HRP-II presente na amostra de sangue lisada. Esse complexo antigeno-
anticorpo com ouro coloidal se liga ao anticorpo presente na linha de teste da membrana de nitrocelulose, o
que leva a formagdo de uma faixa de teste de coloragdo vermelha ou roxa. O conjugado ndo reagido
continua a migrar e é subsequentemente imobilizado na regido de controle “C”, formando uma faixa de
coloragdo vermelha / roxa. O aparecimento da faixa de controle comprova que a amostra ou o tampado
migraram através do dispositivo, mas ndo indica que a amostra utilizada era adequada ou que o
procedimento do ensaio foi seguido corretamente.

MATERIAIS FORNECIDOS

A) Okitde teste AdvDx™ Malaria Pf contém os seguintesitens para a realizagdo do ensaio:

Qtd, no kit Qtd. no kit
Contedo Qtd. na Qud. na Qtd. na Qtd. na individual individual
let et
com 1teste | com 10teste| com 25 teste com50teste | 55 uneana | 10 uneana
Folheto informativo_| 01 Unid. 01 Unid 01 Unid. 01 Unid. it individual it individual
Disposibodotests 01 Unid. 10 Unid 25 Unid 50 Unid completo: completo:
o sachg minsode 25 unid. 10 unid.
o dossicame
Aplicador d tr
(opeimerido) " | 01 Unid 10 Unid. 25 Unid. 50 Unid
Swab com aloool 01 Unid 10 Unid. |25 Unid. 50 Unid.
Lanceta para pungio digtal |01 Unid. 10 Unid 25 Unid. 50 Unid.
Solugdo tampao | 0.2 mLiampola | 3,0 mLffrasco| 3,0 mL/irasco |03 unid. (3,0 mL/frasco)]

B) Osingredientes ativos dos componentes principais sdo:

® 1 tira de teste inclui: Conjugado de ouro: anticorpos monoclonais murinos especificos para Pf - HRP-II
conjugados com ouro coloidal; linha de controle: IgG anti-murina de cabra.

® Solugdo tampdo: caseina, Triton X-100 e azida de sddio como conservante.

Materiais necessarios mas nao fornecidos:

Cronémetro

Oculos de protegio adequados

Novo par de luvas descartaveis

Caneta/lapis

Recipiente para descarte de perfurocortantes com seguranga biolégica

Recipiente para descarte de residuos bioldgicos (para materiais potencialmente

infecciosos)

® (Caso o sangue total seja coletado por pungdo venosa: materiais para coleta venosa e micropipeta

de precisdo, além de ponteiras.
® Gaze ou algodao estéril.

PRECAUCOES

1. Leia atentamente este folheto informativo antes de realizar o teste; asinstrugdes devem ser

seguidas exatamente para garantir resultados precisos.

2. Odispositivo é sensivel a umidade e ao calor. Portanto, retire o dispositivo do saché

aluminizado somente imediatamente antes da realizagdo do teste.

3. Certifique-se de que os kits AdvDx™ Malaria Pf estejam armazenados entre 2 °Ce 40 °C para garantir

omelhor desempenho. Avariagdo nas condigdes de armazenamento pode causar formagdo de linhas

de teste fracas.

N3o utilize o kitapds a data de validade.

N&o misture reagentes de diferentes lotes.

Uso exclusivo para diagndstico in vitro.

Utilize luvas de prote¢do ao manusear as amostras e lave bem as mdos ap6s a realizagdo

doteste.

8. Ndo pipetar reagentes ou amostras de sangue com a boca.

9. Naoreutilize o teste.

10. Asolugdo tampao contém azida de sédio como conservante. Em caso de contato com a pele, lave

imediatamente. Utilize luvas e protegdo ocular, pois a solugdo tampdo contém azida de sédio.

11. N3o utilize outra solugdo tampao que ndo seja a fornecida neste kit.

12. Descarte qualquer amostraremanescente, dispositivo testado, lanceta, aplicador de amostras (copo
invertido), frasco de tampé&o vazio, swab com dlcool usado e luvas usadas em recipiente para
residuos bioldgicos conforme regulamentagdo local no local de uso. O saché de silica deve ser
aberto e descartado no lixo comum. Descontamine e descarte todas as amostras, kits de reagdo e
materiais potencialmente contaminados (ou seja, lanceta, aplicador de amostra, dispositivo
deteste) emrecipiente pararesiduos bioldgicos como se fossem residuos infecciosos.
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COLETA, ARMAZENAMENTO E PRECAUCOES COM A AMOSTRA

Amostra necessaria:

Sangue total capilar ou sangue total com os seguintes anticoagulantes: EDTA, citrato ou heparina
Coleta por puncéo venosa

1. Coletar o sangue total em tubo de coleta contendo anticoagulante (EDTA, citrato ou
heparina) por pungdo venosa. Anticoagulantes como heparina, EDTA e citrato ndo
interferem nos resultados do teste.

2. Caso o teste ndo possa ser realizado imediatamente, as amostras podem ser armazenadas
de2a8 °Cporaté 3 dias. Asamostras devem ser trazidas a temperatura ambiente antes do
uso. A utilizagdo de amostras armazenadas por mais de 3 dias pode gerar reagdes
inespecificas.

Coleta com lanceta para puncéo digital:
Utilize luvas.

Ju

. Escolha um dedo para a pungdo digital:
N3o escolha um dedo inchado, com hematomas ou cicatrizes.
Preferencialmente utilize o 32 ou 42 dedo da mdo que o(a) paciente ndo usa para escrever.
. Abraaembalagem do swab com élcool. Retire o swab com dlcool. Ndo descarte aembalagem
vazia (invélucro); reserve-a.
4. Limpe completamente a ponta do dedo com o swab com alcool. Aguarde até que o
dedo esteja completamente seco (minimo de 30 segundos).
. Coloque o swab com &lcool no invélucro e reserve-o (serd necessdrio para estancar o
sangramento apos a coleta do sangue do(a) paciente).
. Gire a tampa da lanceta para pungdo digital para expor a agulha. Faga a pungdo no 32 ou 42
dedo e descarte a primeira gota de sangue com gaze ou algoddo estéril.
. Segure o aplicador de amostra (copo invertido) na posigdo vertical e permita que a
gota de sangue proveniente do dedo perfurado entre em contato com a borda do
copo do aplicador de amostra (copo invertido).
Precaucdo:
1. Utilize um aplicador de amostra separado (copo invertido) (5 puL) para cada amostra, a fim
de evitar contaminagdo cruzada e resultados erroneos.
2. Nao utilize qualquer outro tipo de amostra além de sangue total.
3. Nao recoloque atampa da lanceta para pungdo digital e ndo reutilize-a.
4. Descarte imediatamente a lanceta em recipiente apropriado para perfurocortantes, a fim
deevitar acidentes durante o descarte.
PROCEDIMENTO DO TESTE:
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1. Deixe os componentes do kit AdvDx™ Malaria Pf e as amostras atingirem a temperatura
ambiente.
2. Abraosaché eretire o dispositivo.

Nota: o dispositivo contém uma linha de controle azul composta por corante hidrossoltvel,
que desaparece durante a execugdo do teste. (Ver item 3 do Procedimento do Teste, pagina4)

3. Gire a tampa do frasco da solugdo tampdo no sentido horario para perfurar o bico do
frasco. Ndo perfure com objetos pontiagudos nem corte o bico com tesoura.

4. No caso de amostra de sangue total venoso, misture homogeneamente o sangue
anticoagulado agitando suavemente e, em seguida, utilize o aplicador de amostra (copo
invertido) para coletar 5 pL do sangue, conforme ilustrado. A ndo observancia deste
procedimento pode levar aresultados erréneos.

ou
No Porta-amostra 1 (S) do dispositivo de teste, adicione os 5 pL de sangue venoso coletado
com o aplicador de amostra (copo invertido), ou o sangue capilar coletado conforme as
instrugbes anteriores (Coleta com lanceta para pungdo digital).

5. Adicione 4 gotas (110 uL+5 pL) da solugdo tampdo no Porta-tampao 2 (B) do dispositivo de
teste. Volumes insuficientes podem causar fluxo incompleto, fluxo retardado, limpeza de
fundo incompleta, dificultando a interpretagdo do resultado ou aumentando a
probabilidade de resultados invalidos. Ndo utilize tampdo em excesso, pois isso pode
alterar otempo de reagdo, reduzindo a sensibilidade do teste (falsos negativos).

6. Leia oresultado aofinal de 20 minutos.

7. Interprete o resultado. Consulte a figuraindicada noitem 10 da pagina 4.
ATENGAO: ndo leia o teste apds 30 minutos, pois poderd apresentar resultados
incorretos.

INTERPRETACAO DOS RESULTADOS:
Amostras de sangue total podem causar o aparecimento de fundo avermelhado na janela de resultados.

NEGATIVO:

Apenas a faixa de controle de coloragdo roxa aparece. Resultados negativos indicam auséncia de
antigenos da malaria na amostra de sangue, o que significa auséncia de infecgdo por maléria
ou que a quantidade de antigenos presentes na amostra estd abaixo do limite de detecgdo.
POSITIVO:

1) Pf Positivo: o aparecimento de duas faixas (linha de teste “Pf” e linha de controle “C” de
coloragdo roxa) najanela de resultados indica infecgdo por P. falciparum.

Atonalidade ouintensidade da faixa pode variar, mas o resultado deve ser considerado positivo
sempre que houver uma linha visivel, mesmo que fraca. Linhas fracas podem ocorrerem
amostras com baixa densidade parasitaria, devido a presenca de baixa concentragdo de
antigeno detectdvel.

INVALIDO:

Auséncia de faixa roxa ou presenca de faixa azul na linha de controle (C). A presenca de faixa azul ou a
auséncia de qualquer faixa na linha de controle (C) indica que o teste é invalido.

ARMAZENAMENTO E VALIDADE:

1. O kit de teste AdvDx™ Malaria Pf deve ser armazenado entre 2 °C e 40 °C
(36 °Fa 104 °F). Ndo congelar.
2. O kit possui prazo de validade de 24 meses a partir da data de fabricagdo. O kit

permanece estavel até a data de validade indicada no produto, desde que
armazenado conforme especificado. A solugdo tampdo permanece estavel
por 6 meses apos a abertura.

2

LIMITAGOES DO TESTE:

1. O kit de teste AdvDx™ Malaria Pf é destinado a triagem primaria de infec¢do por P.
falciparum. Embora o teste seja preciso na detecgdo da proteina HRP-II especifica de P.
falciparum em amostras de sangue, pode ocorrer uma baixa incidéncia de resultados falso-
positivos ou falso-negativos. Caso sejam observados falsos positivos em mais de uma
cassete por kit, notifique imediatamente o contato informado. Outros testes clinicos
disponiveis sdo necessdrios em casos de resultados duvidosos. Assim como com todos os
testes diagndsticos, um diagndstico clinico definitivo ndo deve ser baseado no resultado de
um Unico teste, devendo ser estabelecido pelo médico com base na avaliagdo de todos os
achados clinicos e laboratoriais.

2. Testes rapidos de diagndstico para malaria (RDTs) podem apresentar resultados positivos
mesmo apds tratamento antimaldrico bem-sucedido. Portanto, o kit de teste AdvDx™
Malaria Pf ndo é recomendado para monitoramento da resposta ao tratamento.

CONTROLE DE QUALIDADE

A faixa de controle atua como controle procedimental e deve estar presente para comprovar que os
ingredientes ativos da tira de teste estdo funcionais e que a amostra ou o tampdo migraram
corretamente. A linha de controle também permite o monitoramento da adigdo da amostra.

CARACTERISTICAS DE DESEMPENHO:
O kit de teste AdvDx™ Malaria Pf foi avaliado com amostras clinicas positivas e negativas, testadas por
exame microscopico de sangue total.

A. Sensibilidade e especificidade

A sensibilidade e a especificidade do kit de teste AdvDx™ Malaria Pf para detecgdo de malaria por

P. falciparum sdo, respectivamente, de 96,66% e 98,42%. O desempenho do teste foi estabelecido por
comparagdo com os resultados do exame microscopico de esfregagos espessos e finos.

Resultado Método de referéncia Total
do AdvDx™ (exame microscopico) otal
Malaria Pf Pf Positivo Pf Negativo
Positivo 87 03 90
Negativo 03 187 190
Total 90 190 280
[% sensibilidade | 5% CI [ % especificidade [ 5% Cl |
[ s6.6% [ '00.5% -99.3% | 984%  |954%-99.6%)

B. Sensibilidade analitica (limite de detec¢do)
A sensibilidade analitica (LoD) do kit de teste AdvDx™ Malaria Pf é de 200
parasitas/pL em amostras de P. falciparum, sendo comparavel as observagdes por
exame microscopico.

C. Especificidade analitica (reatividade cruzada)
A especificidade analitica do kit de teste AdvDx™ Malaria Pf, avaliada com amostras
infecciosas e diferentes anticoagulantes, é de 100%. Fator reumatoide, anticorpos
contra dengue, chikungunya e amostras positivas para sifilis ndo apresentaram
reatividade cruzada, e os anticoagulantes EDTA, heparina e citrato de sédio ndo
interferiram no desempenho do kit de teste AdvDx™ Malaria Pf.

D. Precisdo:

. Arepetibilidade e reprodutibilidade do kit de teste AdvDx™ Malaria Pf é de 100%.

REFERENCIAS:

1. Organizagdo Mundial da Saide — Genebra (2000). Novas perspectivas no diagnostico da
malaria.

2. Perlmann, P. e Troye-Blomberg, M. (2002). Parasitas da malaria e doenga. Imunologia da
malaria.

3. Malcolm, J.G., et al. (2002). Sequenciamento do genoma do parasita humano da malaria
Plasmodium falciparum. Nature 419:498-511.

4, Histidine Rich Protein Il: uma nova abordagem para testes de sensibilidade a farmacos
antimalaricos. Antimicrobial Agents and Chemotherapy, junho de 2002, p. 1658-1664, Vol.
46,n.26.

AVISO LEGAL:

Todas as precaugdes foram tomadas para assegurar a capacidade diagndstica e a precisdo deste produto.
Este produto é utilizado fora do controle do fabricante e do distribuidor, de modo que o resultado pode
ser afetado por fatores ambientais e/ou erro do usuario. A pessoa que for objeto do diagndstico deve
consultar um médico para confirmagdo adicional do resultado.

ADVERTENCIA:

Os fabricantes e distribuidores deste produto ndo se responsabilizam por quaisquer perdas,
responsabilidades, reivindicagdes, custos ou danos, sejam diretos, indiretos ou consequentes, decorrentes
de ourelacionados aum diagndstico incorreto — positivo ou negativo — resultante do uso deste produto.
Para reclamagdes, duvidas ou sugestdes: Atendimento ao Cliente: +91 8657428614,

feedback h l.com, https://advychemical.com/
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INFORMAGOES PARA PEDIDO

APRESENTAGAO

1 teste/kit 00-DKM-RK-MAL-ADX-004-001
10 teste/kit 00-DKM-RK-MAL-ADX-004-010
25 teste/kit 00-DKM-RK-MAL-ADX-004-025
50 teste/kit 00-DKM-RK-MAL-ADX-004-050

Kit individual com 10 unid./caixa | 00-DKM-RK-MAL-ADX-004-001-010

LEGENDAS DOS SiMBOLOS

simbolo Explicagéo do simbolo | Simbolo Explicagdo do simbolof

Kit individual com 25 unid./caixa| 00-DKM-RK-MAL-ADX-004-001-025

N.2 da Licenga de Fabricagdo.: MFG/IVD/2021/000020

DECensmwasmsxm@esdeusu 4 Manter em local seco

Néo utilizar se a embalagem
® &  cédigo do lote

estiver danificada
Dispositivo para diagnéstico u
o

N Manufactured in India By:

ADVY CHEMICAL PVT. LTD. T ——rey I R
Plot No. A - 334 / 336 / 338, 5 Manterafastadoda zsolar| g Vandade [dafa ou més de
A - 337 & 339, Road No. 25 & 26, @  Nioreutiizar Representate autriado
Wagle Industrial Estate, Thane - 400 604. Codigo do produto T/ Quantidade totl de testes
Email : info@advychemical.com

Website : www.advychemical.com

@ Nio destinado a autoteste
Data de emissdo: 2025-07
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Procedimento do Teste AdvDx™" Malaria Pf

1. Primeiro, leia atentamente o folheto informativo sobre como utilizar o kit de teste AdvDx™ Malaria Pf.

2. Agora abra o kit e verifique se os seguintes itens estdo presentes:

@ MALARIA Pf
Rapid Malaria Ag Detection Tost
o

1) Dispositivo de 2) Solugdo tampéo

teste embalado
individualmente
em saché aluminizado g - v
com dessicante " son e |

ction of PY (HRP-I) Antige

3) Folheto informativo (para embalagens com mltiplos testes)

4) Aplicador de amostra
(copo invertido)
6) Swab com éalcool

SWAB COM ALCOOL

5) Lanceta para puncdo digital e

3. Em seguida, verifique a data de validade no verso do saché.
Utilize outro kit caso a data de validade tenha expirado.
Abra o saché e verifique a presencga dos seguintes itens.

7) Silica gel SILICA GEL

i e - o = - ~
ésggﬂﬂﬂg@ Q’ ) Porta do tampéo
cade |

NAO INGERIR

Janela de
resultado  Orificio de amostra
Faixa de controle azul (corante hidrossolavel)

Nota: a faixa de controle azul (corante hidrossoltivel) desaparece durante a execugdo
do teste e ndo afeta o desempenho do ensaio. A faixa azul de controle é visivel na
janela deresultado apenas antes da realizacdo do teste.

5. Gire a tampa da lanceta para expor a @
agulha. Realize a pungdo no dedo
do(a) paciente com a lanceta
para obter o sangue. (Descarte a
primeira gota de sangue com gaze ou
algoddo estéril. ndo aplique pressdo excessiva
nem realize miltiplas pungdes)

4.Limpe o dedo do(a) paciente.
O alcool DEVE estar completamente
seco antes da pungdo; caso .
contrario, o teste pode ndo funcionar.

6. Utilize o aplicador de amostra fornecido (copo invertido) para coletar 5 pL de sangue.

N N

Segure o aplicador de Toque suavemente  Levante o aplicador de

amostra (copo invertido) 5 gota de sangue. amostra (copo invertido).
na posicao vertical.

7. Adicione 5 uL de sangue no orificio de amostra 1 (S).

8. Remova a tampa do frasco da solugdo tampao e adicione 4 gotas da solugdo no Porta-tampao
(B) do dispositivo de teste.
Segure o frasco do tamp&o na posigdo vertical ao dispensar as gotas. Isso garante que cada
gota tenha o volume correto.

C - Linha azul
Pf - Sem linha

oloo

B - o & ad N
x 2 =

£3:lsc=) ©
< = » G

Adicione 4 gotas (110 pL + 5 uL) da solugéo
tamp&o com pressé&o uniforme.
9. INTERPRETE OS RESULTADOS AO FINAL DE 20 MINUTOS.

ATENGAO:  nio leia o teste apos 30 minutos,
pois ele pode apresentar resultados incorretos.

10. Interpretagdo dos Resultados.

Positivo para Malaria
Pf Positivo

Negativo para Malaria

Apenas uma
faixa de
controle de
coloragéo roxa
aparece na
janela de
resultado.

Além da faixa
de controle de
colorag&o roxa,
uma faixa “Pf’
aparece na
janela de
resultado.

Invalido
o ™ . Se nenhuma Advpy,
Ao ) Se a cor da Ao ) S g linha de fai “ox” | Se nenhuma
Malaria - Malaria aixa roxa Malaria | faixa roxa
x| faixa de 2 controle for aparecer na aparecer
controle “C” azul e a linha regido (fegontrole na linha
a janela de de controle
for azul, 0' de teste for resultado, mesmo nom na
resul_tado é roxa, o havendo faixa linha de
considerado resultado é roxa na linha teste, o
invalido. considerado de teste °Pf', 0 teste &
A teste & considerado
invalido. poq?]gerado invalido.
Invalido.
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MALARIA Pf

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-Il) Antigen

Identification number Product insert (IFU).: ADFEO25KI-7 ENGLISH

INTENDED USE

AdvDx™ Malaria Pf test kit is an in-vitro diagnostic Immunochromatographic assay for the
qualitative detection of malaria infection caused by Plasmodium falciparum parasites in
human. It detects HRP-II (Histidine Rich Protein-Il) antigen of Plasmodium falciparum in whole
blood specimens. It does not assess parasite densities. The test must be performed by trained
professional user and not by lay users. The test is not intended for self-testing.
CLINICALSIGNIFICANCE

Malaria is a serious, sometimes fatal, parasitic disease. It is characterized by fever with chills, anemia
andis caused by Plasmodium parasite that is transmitted from one human being to another by the bite
ofinfected Anopheles mosquitoes. Four species of the Plasmodium parasite are responsible for malaria
infections in humans viz. P. falciparum, P. vivax, P. ovale and P. malariae. Of these, P. falciparum and P
vivax are the most prevalent. Early detection and differentiation of malaria is of paramountimportance
due to incidence of cerebral malaria and drug resistance associated with falciparum malaria causing
most of the morbidity and mortality worldwide.

PRINCIPLE

AdvDx™ Malaria Pf test kit utilizes the principle of immunochromatography. It has the test strip
coated with monoclonal Anti-HRP-II (test line Pf) which is specific to the histidine-rich protein-Il of P.
falciparum. As the test sample flows through the membrane assembly of the device after the
addition of the buffer solution, the colored colloidal gold and the anti-HRP-II antibody conjugate
complexes with the HRP-II antigen in the lysed blood sample. This antigen-antibody and colloidal
gold complex binds with the antibody on the test line on the nitrocellulose membrane, which leads
to the formation of the red / purple colored test band. The unreacted conjugate continues to
migrate and is subsequently immobilized at the control "C" region, forming a red/purple band. The
appearance of the control band proves that the sample or buffer has migrated through it, but it does
notindicate that the specimen used was correct or that the assay procedure was followed correctly.

MATERIALS PROVIDED
A) AdvDx™ Malaria Pftest kit contains the following items to perform the assay:

Qty. in Complete | Qty. in Complete

Content Qty.in Qty. in Qty. in Qty.in Single Test kit | Single Test kit
1T pack 10T pack | 25T pack 50T pack 25 Nos./Carton | 10 Nos./Carton
Product Insert 01 No. 01 No. 01 No. 01 No. Complete Complete
Test device Indivi- 01 No. 10 Nos 25 Nos 50 Nos.

Single TestKit: | Single Test Kit
dually Foil pouched 5 Nos. 10 Nos.
with a desiccant

o biod Eppoator 01 No. 10 Nos. 25 Nos. 50 Nos.
‘Alcohol swab 01 No. 70 Nos. 25 Nos. 50 Nos.
Blood Lancet 01 No. 10 Nos. 25 Nos. 50 Nos.

Buffer Solution 0.2 ml/ampoule | 3.0 mi/Bottle | 3.0 mi/Bottle 03 Nos. (3.0 mi/Bottle)

B) Activeingredients of main componentsare:

e 1 test strip includes : Gold conjugate: Mouse monoclonal antibodies specific to Pf - HRP-II

conjugated to colloidal gold, Control line : Goat anti-mouse IgG.
o Buffer Solution: Casein, Triton X-100 and Sodium azide as preservative.

Materials required but not provided
Timer

Suitable eye protection

New pair of disposable gloves

Pen/pencil

BioSafety sharps container

Biohazard waste container (for potentially infectious waste)

If whole blood is collected by venipuncture, venipuncture blood collection materials
and precision pipette, plus tips.

e Sterile gauze or cotton.

PRECAUTIONS

1. Read this insert carefully before carrying out the test and instructions must be
followed exactly to get accurate results.

2. The device is sensitive to humidity as well as to heat. Therefore, take out the device from
sealed pouch just before carrying out the test.

3. Ensure that AdvDx™ Malaria Pf test kits are stored between 2° C to 40° C for continued best
performance. The deviation in the storage conditions can also cause weak test lines.

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

5. Do not mix reagents from different lots.

6. For in-vitro diagnostic use only.

7. Wear protective gloves while handling samples and wash hands thoroughly after
performing the test.

8. Do not pipette reagents or blood samples by mouth.

9. Do not re-use the test.

10. Buffer Solution contains Sodium azide as a preservative. In case of contact with skin, wash
immediately. Wear gloves and eye protection as the buffer contains sodium azide.

. Do not use any other buffer than the buffer supplied within this kit.

. Dispose any left-over specimen, tested device, blood lancet, sample applicator (inverted cup),
empty buffer vial, used alcohol swab and used hand gloves biohazard waste container in
accordance with local regulation at the point of use. Silica pouch shall be opened and
discarded in the local waste bin.Decontaminate and dispose all specimens, reaction kits and
potentially contaminated materials (i.e. blood lancet, specimen applicator, test device) in a
biohazard container as if they were infectious(\:/lv)aste.
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SPECIMEN COLLECTION, STORAGE & PRECAUTION

Specimen Required:

Capillary whole blood or whole blood with the following anticoagulants: EDTA, Citrate or
Heparin

Collection by venipuncture

1. Collect the whole blood into the collection tube containing anticoagulant (EDTA,
Citrate or Heparin) by venipuncture. Anticoagulant such as Heparin, EDTA and
Citrate do not affect the test results.

2. Ifimmediate testing is not possible then the samples may be stored at 2-8°C for upto
3 days. The samples should be brought to room temperature prior to use. Using
samples kept for more than 3 days can cause non-specific reactions.
Collection with blood lancet:

1. Wear gloves.

2. Choose a finger for the finger prick:

e Do not choose a finger that is swollen, bruised or scarred.

e Preferably choose the 3rd or 4th finger of the hand that patient does not use to write.
3. Open the packaging of the alcohol swab. Take out the alcohol swab. Do not

throw away the empty packaging (wrapper) but keep it aside.

4. Wipe the complete fingertip with the alcohol swab. Wait until the finger has
completely dried (minimum 30 seconds).

. Place the alcohol swab in the wrapper and set it aside (you will need it again to
stop the bleeding after you have collected the patient's blood).

. Twist off the cap of the blood lancet to expose the needle. Prick the 3rd or 4th finger
and wipe away the first drop of blood with sterile cotton gauze or cotton.

. Hold the sample applicator (inverted cup) vertically, allow the blood drop from the
pricked finger to touch the cup of the sample applicator (inverted cup)

Precaution:

w

(=2}

~

1. Use separate sample applicator (inverted cup) (5uL) for each sample to avoid cross-
contamination and erroneous results.

2. Do notuse any other specimen than whole blood.

3. Do notre-cap the blood lancet and do not re-use.

4. Immediately dispose off the blood lancet in sharp container to avoid injury during
disposal.

TEST PROCEDURE:

1. Allow AdvDx™ Malaria Pf test kit components and specimens to attain room
temperature.

2. Open the pouch and take out the device from it.

Note: The device contains a blue control line made up of water soluble dye that
disappears as the test runs. (Refer Point 3 of test Procedure, Page No. 4)

3. Tighten the cap of the buffer bottle provided with the kit in a clockwise direction to
pierce the bottle nozzle. Do not pierce with any sharp object or cut the nozzle with
scissors.

4. In case of venipuncture whole blood specimen, evenly mix the anticoagulated blood
sample by gently swirling and then dip the sample applicator (inverted cup) to draw 5
pLofthe blood as shown in the figure. Failing to do so may lead to erroneous results.

OR
Into Sample Port 1 (S) of the test device, add the 5uL of venous blood drawn into the
sample applicator (inverted cup), or capillary blood collected according to the
instructions provided above (Collection with blood lancet).

5. Add 4 drops (110 pL + 5pL) of buffer solution into the “Buffer Port 2 (B)” on the test
device as low volumes of buffer may cause incomplete flow, delayed flow,
incomplete background clearance making it difficult to interpret the result or
increase in the likelihood of invalid results. Do not use excess buffer as it may alter
the reaction time, resulting in reduced test sensitivity (false negatives).

6. Read the resultat the end of 20 minutes.

7. Interpret the result. Refer figure mentioned in point No. 10 in page number 4.
CAUTION: Do not read test after 30 minutes, since it may give incorrect results.
INTERPRETATION OF THE RESULTS:

Whole blood samples may cause red background to appearin the result window.

NEGATIVE:

Onlythe Purple-coloured control band appears. Negative results indicate no malaria antigens present
inthe blood sample, indicating no malaria infection or the number of malaria antigens present
inthe blood sampleis below the detectable range.

POSITIVE:

1)Pf Positive: Two bands (“Pf” Test line and Purple-coloured “C” Control line) appears within the
result window indicates the infection of P. falciparum.

The shade of colour / intensity of band may vary, butit should be considered positive whenever
thereisafaintline. Faintlines may arise in case of samples with low parasite density as only a low
concentration of detectable antigen will be present.

INVALID:

Absence of purple - colored band or blue colored band at control line (C) Blue colored or no band
at control line (C) indicates that the test is invalid.

STORAGE AND EXPIRATION:

1. AdvDx™ Malaria Pf test Kit should be stored between 2°C to 40°C (36°F to 104°F).
Do Not freeze.
2. The kit has a shelf-life of 24 months from the date of manufacture. The kit is stable

until the expiration date marked on the product when stored as specified. The buffer
is stable for 6 months after opening.
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LIMITATIONS OF THE TEST:

1. AdvDx™ Malaria Pf test kit is designed for primary screening of malaria infection by P
falciparum. Although the test is accurate in detecting HRP-I1 specific to P. falciparum in blood
samples, alow incidence of false results can occur. If you observe false positive in more than
one cassette per kit immediately report to the contact provided. Other clinically available
testsare required if questionable results are obtained as with all diagnostic tests, a definitive
clinical diagnosis should not be based on the results of asingle test but should only be made
bythe physician afterall clinicaland laboratory findings have been evaluated.

2. Malaria RDTs can give positive results after successful anti-malarial treatment.
Therefore, the AdvDx™ Malaria Pf test kit is not recommended for monitoring
response to anti-malarial treatment.

QUALITY CONTROL

The control band acts as procedural control it must appear to prove active ingredients of test
strip are functional and that sample or buffer have migrated properly. The control line is not
meant for specimen addition monitoring.

PERFORMANCE CHARACTERISTICS:

The AdvDx™ Malaria Pf test kit has been tested with positive and negative clinical samples
tested by microscopic examination of whole blood.

A.Sensitivity and Specificity

The sensitivity and specificity for AdvDx™ Malaria Pf test kit for P. falciparum malaria is 96.66%
and 98.42% respectively. The performance of test was established by comparison with the
results of microscopic examination of thick and thin films.

Result of Reference Method Total
AdvDx™ (Microscopic examination) otal
Malaria Pf Pf Positive Pf Negative
Positive 87 03 90
Negative 03 187 190
Total 90 190 280
[% sensitvity [ 5% cCl [ % Specificity [ 5%CI |
[ s6.6% [ '00.5% -99.3% | 984%  |954%-99.6%)

B.  Analytical Sensitivity (Limit of detection)
Analytical Sensitivity (LoD) of AdvDx™ Malaria Pf test kit is 200 P/ul of P. falciparum
samples and comparable to microscopic observations.

C. Analytical Specificity (Cross reactivity)
Analytical Specificity of AdvDx™ Malaria Pf test kit studied with Infectious
samples and different anticoagulants is 100%. Rheumatoid factor, dengue Ab,
chikungunya and syphilis positive sample showed no cross reactivity and anti coagulants
EDTA, heparin and sodium citrate did not show any interference with the
performance of AdvDx™" Malaria Pf test kit

D. Precision:
Repeatability and Reproducibility of AdvDx™ Malaria Pf test kit is 100%.

REFERENCES:
1. World Health Organization—Geneva (2000). New perspectives Malaria diagnosis.
2. Perlmann, P and Troye-Blomberg, M. 2002. Malaria Parasites and disease. Malaria
Immunology.
3. Malcolm, J.G., et al, 2002. Genome sequence of the human malaria parasite
Plasmodium falciparum. Nature 419:498-511
4. Histidine Rich protein Il: a novel approach to malaria drug sensitivity testing,
Antimicrobial agents and Chemotherapy, June 2002, P. 1658-1664 Vol. 46, No.6.
DISCLAIMER:

Every precaution has been taken to ensure the diagnostic ability and accuracy of this product. This
product is used outside of the control of the manufacturer and the distributor and the result may
accordingly be affected by environmental factors and / or user error. A person who is the subject
of the diagnosis should consult a doctor for further confirmation of the result.

WARNING:

The Manufacturers and Distributors of this product shall not be liable for any losses, liability,
claims, costs, or damages whether direct or indirect or consequential arising out of or related to
anincorrect diagnosis, whether positive or negative, inthe use of this product.

For any complaint / query and suggestions: Customer Care No. +91 8657428614,
feedback@advychemical.com, https://advychemical.com/

ORDERING INFORMATION
PACK SIZE -Iaii

1 Test/Kit 00-DKM-RK-MAL-ADX-004-001
10 Test/Kit 00-DKM-RK-MAL-ADX-004-010
25 Test/Kit 00-DKM-RK-MAL-ADX-004-025
50 Test/Kit 00-DKM-RK-MAL-ADX-004-050

Single Test Kit 10 Nos./Carton | 00-DKM-RK-MAL-ADX-004-001-010
Single Test Kit 25 Nos./Carton | 00-DKM-RK-MAL-ADX-004-001-025

SYMBOL LEGENDS

Symbol ion of ion of symbol
Mfg. Lic. No.: MFG/IVD/2021/000020 [T8 Consut nstrucion oruse 4~ KeepDry
. ) Donotuse ifpackage is damaged | [LOT] ~ Batch code N
N Manufactured in India By: ® Sl

IvD]  Invitro diagnostic device

ADVY CHEMICAL PVT. LTD. " Sowaze-ds .M‘ Datol
: 3

Plot No. A-334 /336 / 338, Keep away from sunlight Use by (date or month of expiry)

A-337 & 339, Road No. 25 & 26, ® Domiewe el T
Wagle Industrial Estate, Thane - 400 604. Product code <Y/ Summation no. of test
Email : info@advychemical.com ®

Website : www.advychemical.com
Date Issued: 2025-07
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AdvDx"Malaria Pf Test Procedure

1
2.

First, carefully read the product insert on how to use the AdvDx™ Malaria Pf test kit.
Now open the kit and look for the following.

1) Test device
individually

foil pouched
with a desiccant.

2) Buffer Solution

MALARIA Pf
st

Rapid Malaria Ag Detecti

Detection of Pf (HRP-I) Antig

=@

3) Product Insert

4) Sample applicator ——___,
(inverted cup)

5) Blood lancet

(For Multiple test Pack)

6) Alcohol Swab

EXTERNAL USE ONLY

Next, look at the expiry date at the back of the pouch.
Use another kit, if expiry date has passed.

Open the pouch and look for the following. 7) silica gel

B R o= o - \
_Eo é §'@ﬂﬂ§ @ 9"’ A Buffer Port
incon]

Result Window
Sample Port
Control Blue Band (Water soluble dye)

SILICA GEL

DO NOT EAT

Note: Control blue band (water soluble dye) disappears as test runs and does not
affect the test performance. Control blue band is visible in result window only before
carryingout the test.

4.

6.

Clean the patient’s finger % 5. Twist off the blood lancet cap to @
- expose the needle. Prick the
Th}e a]cohol MUST be dried before patient' s finger with the
pricking, or test may not work. . lancet to get blood. (Wipe
away the first drop of blood with
sterile gauze or cotton. Do not apply

excessive pressure or make multiple punctues)
Take 5ul Blood using the sample Applicator (inverted cup) provided.

N= N=)

Hold the Sample applicator Gently touch Lift the Sample applicator
(Inverted cup) vertically the blood drop (Inverted cup)

7. Add 5pLblood into sample Port 1(S).

9.

. Remove buffer bottle cap and add 4 drops of buffer solution into the buffer port (B) of

the test device.
Hold the buffer bottle vertically after dispensing the buffer. This ensures that the drop
contains correct volume of buffer.

C - Blue Line
Pf - No line

oloo

Gl=xrol

Add 4 drops(110 pL + 5uL)
of buffer solution with even pressure
INTERPRET TEST RESULTS AT THE END OF 20 MINUTES.
CAUTION : Do not read test after 30 minutes,
as it may give incorrect results

10. Interpretation of Test Results.

Positive For Malaria
Pf Positive

Negative For Malaria

Only one
purple colored
Control

band appears
in the result
window

In addition to
purple colored
Control band
‘Pf’ band
appears

in the result
window

Invalid
If the colour AM":I':’:H If the colour If rl‘o %erlte | Ipfur:'gle
wn alar . color Contro
of tr:e le . Ty pf t?lontrol (I;ne band appears gom;r
wrew | control ban wrew | 1S blue an ey | in the result an
is Blue, then - | test band is ° | window in spite pegioseid
result ™ | purple, the " | of appearance as well as
considered result is of Purple band Test line,
Invalid considered -9, fﬁg?:ét"{;e P the testis
. . considered
invalid @z ::onsi!gered invalid.
nvali
(4)
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