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PUBLIC ASSESSMENT REPORT FOR PARASCREEN (MALARIA P.f / PAN RAPID TEST)




1. Introduction

Parascreen is a class C in-vitro diagnostic device belonging to the parasitology specialty
category. It is approved in Tanzania as a kit for use in adults, children, elderly etc. by
healthcare professionals.

1.1.  Administrative Information

Registration number TAN 25 MDR 0281

Brand Name (if relevant) | PARASCREEN

Common name Malaria Pf / Pan Rapid Diagnostics Test

Class of the device and Class C as per rule 3 for classification of In Vitro

rule applied Diagnostic Devices

GMDN code and term 52311, Multiple Plasmodium species antigen VD, Kkit,

rapid ICT, clinical

Name and complete Anudha Ltd,

address of the Market
Authorization Holder P. O. Box 5982, Morogoro road,

Dar es Salaam,

Tanzania.

Name and address(es) of | Anudha Ltd,
local responsible person
(LRP). P. O. Box 5982, Morogoro road,
Dar es Salaam,

Tanzania.

1.2. Assessment Procedure

The application for registration of Parascreen was submitted on 06.03.2023. The product
underwent full assessment. Assessment was completed in four rounds of evaluation.
Parascreen was registered on 12.12.2025.

2. Technical information

2.1. Intended use

The intended use of Parascreen as declared by the manufacturer and approved by TMDA
is for detecting P. falciparum specific histidine rich protein-Il (Pf, HRP-II) and P. vivax



specific pLDH in human blood. Parascreen is approved for use in healthcare settings,
point of care by trained professionals only.

2.2. Device details and features

Parascreen has been registered as a kit which consists of 50 test cassettes, package
insert, 50 droppers and buffer bottle.

Parascreen is used for detection of P. falciparum specific histidine rich protein-Il (Pf, HRP-
II) and P. vivax specific pLDH in human blood. Parascreen operates by lateral flow
immunoassay. The test out-put is qualitative.

The type of specimen used is human whole blood and is collected by finger prick or
venous.

The Malaria P.f Antigen Rapid Test Cassette is a lateral flow immunoassay for the
qualitative detection of Histidine-Rich Protein Il (HRP-II) of Plasmodium falciparum (P.f)
in human whole blood. It provides an aid in the diagnosis of infection with Malaria.

The Immunochromatography concept is used in the Malaria Pf/Pv Ag test. It includes a
membrane strip pre-coated with Monoclonal Anti-HRP Il antibody (test line pf), which is
specific to the Histidine Rich Protein-Il of Plasmodium falciparum, and another membrane
strip with Monoclonal Anti-pLDH P. vivax antibody (test line P.v), which is specific to the
lactate dehydrogenase of P. vivax species. The colorful colloidal gold conjugates of
monoclonal anti-Pf, HRP 2 antibody, and monoclonal anti-Pan specific pLDH antibody
complex the lysed blood sample as the test sample passes across the membrane
assembly of the device following addition of assay buffer (diluent). This compound
becomes immobilized on the nitrocellulose membrane's corresponding test lines,
resulting in the creation of pink-purple line(s). In falciparum positive samples, a line will
appear under Pf at the sample location, while in vivax positive samples, a line will appear
under P.v. A mixed infection is indicated by the presence of a line under P.f and P.v in the
test region. An additional line of goat anti-mouse 1gG has been immobilized on the strip
as a procedural control. This will help in the formation of a pink-purple line on the control
line if the test was conducted correctly.
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2.3.  Commercial presentation

There are one approved commercial presentations as follows: one unit in the primary
pack in aluminum foil pouch. 25 units in secondary pack are placed in a box.

Additional contents include buffer bottle, droppers, package insert.
2.4. Items required but not submitted

Calibrated micropipette.

3. Storage instructions

3.1.1. Shelf-life

The approved shelf-life is 24 months.

3.1.2. Storage conditions

The recommended storage conditions is 1 — 40°C.

3.1.3. Shipping conditions

The recommended shipping conditions is -20°C to -35°C and 45°C + 2°C.

4. Manufacturing site audit

The manufacturer of the device is Zephyr Biomedicals, A division of Tulip Diagnostics (p)
Ltd, M 46-47, Phase 1lIB, Verma Industrial Estate, 403722-Verna, Goa — India.



Quality audit of the manufacturing facility was conducted through site visit on 19t — 20t
October, 2023. The site was found to be compliant to ISO 13485 requirements.

5. Performance Evaluation
5.1. Analytical Performance

The analytical performance characteristics of the device was established through the
following test parameters: Analytical sensitivity and Analytical specificity.

5.2. Clinical Performance

Clinical performance was conducted at Zephyr Biomedicals. The following parameters
were tested clinical sensitivity and clinical specificity.

Based on results of the performance studies, it was concluded that the test sensitivity and
specificity is 100% and 100% respectively. The studies further concluded that Parascreen
is capable of consistently producing accurate and reliable test output.

6. Product label and instructions for use

The content of the primary and secondary labels is in line with TMDA labeling
requirements in terms of content, layout and design. The label contains sufficient
information for proper identification of the device and post marketing follow up of the
product in the market.

The package insert includes all the relevant information to ensure correct and safe use of
the device by intended user.

6.1. Primary pack
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6.2. Secondary pack

Contents: Mfg. Lic. No.: MFG/IVD/2020/000043 Cat No.: 50303sz
o 25 x Test devices.

* 1 x Clearing buffer bottle.

25 x Disposable specimen applicators.
* 1 x Instructions for use.

« 1 x Pictorial Instructions for use.

® 25 x Alcohol swabs. in
® 25 x Sterile lancets. CMC Medical Dovioes & Drugs SL
oA SRAIC AT R crlan M son 8'906010'960094
N S ———— {DONOTACCEPTIFTHESEALISBROKEN) _ _ _ _ _ _ oo
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Manusfactured by
Zephyr Biomedicals
A Divisicn of Tulip Diagnostics (F) Lid
M &647, Phase |1 B, Verma Industral Estate, Vema, Goa - 403 722 INDIA
Regd. Office: Gilarjall Tulp Block, Or. Antonio Co Rego Bagh, Ao Santacwe
Bambclm Complex PO Goa - 403 202, INDIA
Yisbsite: waw lporoup com  Emal: sales@oulporoup com

CMC Medical Davices & Drugs S Span

6.3 Instructions for use/Package insert
See it on last page
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7. Risk — Benefit Analysis

On basis of the data submitted, the current state of knowledge and compliance of the
manufacturer to ISO 13485, the benefit of the product outweighs the risks associated with
its use when used in accordance to the manufacturer instruction. Parascreen is
recommended for registration.

8. Post-approval updates

8.1. Variation applications

Reference | Date Change requested Recommendation | Granting
number submitted date
NA NA NA NA NA

8.2. Feedback from pharmacovigilance, post marketing surveillance and
enforcement activities

| Type of feedback | Impact | Response \




No any recorded Adverse
Event

NA

NA

8.3. Re-registration applications

NA

CHANGE HISTORY

Version | Date Description of update

number

Section(s) Modified

Approval date




Ce parascreen’

RAPID TEST FOR MALARIA
PanPt

INTENDED USE

parascreen” 5 3 rapd, wwnmshmommmmmummmmmawmwmw
spcncmldnlncnpnmn 2(P1HRP ijﬂumspu\:u.m
P Mbk'uuuu 5

Thenst si 3 sBin of malaria inkection

SUMMARY

Five species of the Plasmodium parasites are resporsible for makaria infecsons in fuman viz.  Glaparum, Pyivay, Povale,
Paviivion and £ knowiesr, Of thase, P faypaum snd Piiver & the most peevebént. Eary denaction and diferantiation of
malana & of stmast Mporancs dus 1 Inckdancs of carbrl malana and drug esksiance assockied wih liopanm malara
mnmbmmqamﬁmmmnum

BarASCreen’ dutncts thep orth ,
malarial perasies. Whereas, for the detecton of P, faloiparum makaria, PAFBSCIoen” utisas the delaction of P fsiciparum
spaciic histidine rich prokein-2 (P, HRP-2) which i & waler soluble prolein that s rdeased fom parsitead enphrocytes of
inacted ndtiduals.

In the absence of Pkananum specfc P1. HRP-2, the presence of Pan malara speafic tand points to the presence of cther
malanisl speces such as Pvvar, Pmie Pmmehm Wummmﬁmﬂnmmmd

SnceplOHis P hePan tard may
PRINCIPLE
parascreen’ ofagguraton of i

L wmmmmkuwsnmmm@nmmm
dnmmwmduqum the cokorad colioidal goid conjugates of Pe Agghtinating sera for
HRP-2) Agghiinaling 9208 Yor Pan mefeia spaciic plDH - coboidal goid conjugate complenss e poning in the lysed
samphe. lmomwmummmmm»bmwmmmmmmwhwmwaw
HRP-2) Agguirating sara for Pan makaria spaciic pLDI
M‘smmwfmsmﬁnwml\WhMNMMIWeINNWthmmm
only ong band wil 3pzesr in non- Balopanum  malana positve sampies. Asance of this colored tand's in e test region

indicales 2 nagative lest result
The unreacted conjugate song with tha rabbt giotuin-coloidl gok conjugete end intound comphasif eny, mowe fuher on
e and am Agghutinating sar for rabbét glotuin coaled cn the mambrang at the

oy
contrel regicn, forming a pirk-gurple band. The conteol band formarson is basad on the ‘Rabbit | Aggluinating ser for Ratbt
bk system. Since 1 i3 completely indepandent of he analds delection system, 1 fasitales maton of consistant

PaRst

0y P /
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