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1. Introduction  
 
CupiKit is a class C in-vitro diagnostic device belonging to the Immunology specialty 
category.  CupiKit is approved in Tanzania as a kit for use by healthcare professionals.  
 
1.1. Administrative Information  
 

Registration number  TAN 23 MDR 0279 

Brand name (if relevant) CupiKit 

Common name Malaria Pf-Pv rapid diagnostic kit  

Class of the device and 
rule applied 

Class C as per Rule 3 for classification of In Vitro 
Diagnostic Devices 

GMDN code and term 52311 Multiple Plasmodium species antigen IVD, kit, 
rapid ICT, clinical 

Name and complete 
address of the Market 
Authorization Holder 

Cupid Limited, 
A-68, MIDC (Malegon), Sinnr, Nashik-422 113, 
Post Code: 4221103, India.  

Name and address(es) of 
local responsible person 
(LRP). 

Karuda Healthcare Limited, 
Plot 24A, Nyerere Road, 
P. O. Box 21954, 
Dar es Salaam. 

 
1.2. Assessment Procedure 
 
The application for registration of CupKit was submitted on 13.04.2023. The product 
underwent full registration procedure assessment. Assessment was completed in 02 
rounds of evaluation. CupiKit was registered on 04.12.2023. 
 
2. Technical information  
 
2.1. Intended use 
 
The intended use of CupiKit as declared by the manufacturer and approved by TMDA is 
for qualitative detection of Histidine-Rich Protein II (HRP-II) of Plasmodium falciparum 
(P.f) in human whole blood. CupiKit is approved for use in healthcare settings by trained 
professionals only. 
 
 
 



2.2. Device details and features 
 
CupiKit has been registered as a kit which consists of test devices, buffer, desiccant, 
dropper and package insert.  
 
CupiKit is an in vitro diagnostic device. It is used for diagnosis, of Malaria. CupiKit 
operates by detection of Malarial antigens, membrane strip pre-coated with Monoclonal 
Anti-HRP II antibody (test line pf), which is specific to the Histidine Rich Protein-II of 
Plasmodium falciparum, and another membrane strip with Monoclonal Anti-pLDH P. vivax 
antibody (test line Pv), 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 Pv. The test out-put is qualitative. 
 
The type of specimen used is whole blood and is collected by venous blood collection or 
capillary blood specimen. 
 
Device description  
The Immunochromatography concept is used in the Malaria Pf/Pv Ag test. It includes a 
membrane strip pre-coated with Monoclonal Anti-HRP II antibody (test line pf), which is 
specific to the Histidine Rich Protein-II of Plasmodium falciparum, and another membrane 
strip with Monoclonal Anti-pLDH P. vivax antibody (test line Pv), 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 Pv. A mixed infection is indicated by the presence of a line under Pf and Pv in the 
test region. An additional line of goat anti-mouse IgG 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. 
 
 
 
 
 
 



 Pictorial diagram 

 
 
2.3. Commercial presentation  
 
There are two (2) approved commercial presentation as follows: One (1) cassette in a 
pouch. 50 test cassettes or 25 test cassettes are placed in a kit box. 
 
Additional contents include pipette dropper, buffer, and package insert. The test kit is not 
automated and does not require any additional instrument. 
 
2.4. Items required but not submitted 

a) Watch or Timer 
b) Lancets 

 
3. Storage instructions 

 
3.1.1. Shelf-life  
 
24 months. 
 
3.1.2. Storage conditions 
 
The recommended storage conditions are 2°C -40°C 
 
 
 



3.1.3. Shipping conditions 
 
The recommended shipping conditions is 45±5°C and 80% RH. 
 
4. Manufacturing site audit 
 
The manufacturer of the device is Cupid Limited, A-68, MIDC (Malegon), Sinnar, 
Nashik-422 113, Maharashtra, India. 

Quality audit of the manufacturing facility was conducted through site visit on 12th-13th 
February, 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: precision (repeatability and reproducibility), analytical 
sensitivity and analytical specificity. 
 
5.2. Clinical Performance 
 
Clinical performance was conducted at National Public Health: Address: P.O Box 9083, 
Dar es salaam, Tanzania. The following parameters were tested; clinical sensitivity and 
clinical specificity. 
 
Based on the result of the performance studies, it was concluded that the test sensitivity 
and specificity is 100% and 100% respectively. The studies further concluded that CupiKit 
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. 
 
The package insert includes all the relevant information to ensure correct and safe use of 
the device by healthcare providers. 
 
6.1. Primary pack 
 
 Mock Up Labels for Primary Pack 



 
 
6.2. Secondary pack 
 
 Mock Up Labels for Secondary Pack 

 
 
 
6.3 Instructions for use/Package insert 
 
Instructions for use please see the last page. 
 
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’s instruction. CupiKit was 
recommended for registration. 
 
8. Post-approval updates 

 
8.1. Variation applications 



Reference number Date 
submitted 

Change 
requested 

Recommendation Granting 
date 

TMDA0023/IVD/0128/A1 02/02/2024 Addition of 
the Cupikit 
malarial 
PF/PV Ag of 
25 pack size 
in the 
market 

Recommended 23/02/2024 

     
 

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 
number 

Date Description of update Section(s) Modified Approval date 

       



 



 


