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1. Introduction

AccuQuik is a class C in-vitro diagnostic device belonging to the microbiology specialty
category. AccuQuik is approved in Tanzania as a kit for use by healthcare professionals.

1.1.  Administrative Information

Registration number TAN 22 MDR 0203

Brand name (if relevant) AccuQuik

Common name Syphilis Ab Rapid Diagnostics Test Kit

Class of the device and Class C according to Rule 1

rule applied

GMDN code and term 63969 Treponema Pallidum Immunoglobulin G (IgG)/IgM
Antibody VD Kit, Immunochromatographic test (ICT),
rapid.

Name and complete Zhejiang Orient Gene Biotech Co., Ltd

address of the Market 787#, East Yangguang Avenue, Dipu Street, Anji

Authorization Holder 313300, Huzhou, Zhejiang, China.

Telephone: +86 572 5303756.

Name and address(es) of | Serengeti Care (T),

local responsible person P. O. Box 15639,

(LRP). Magomeni Mapipa, Oposite CRDB Bank,
Dar es Salaam.

Tanzania.

Telephone: 0713-246532

E-Mail: Info@Serengeticare.Co.Tz

1.2. Assessment Procedure

The application for registration of AccuQuik was submitted on 07/01/2022. The product
underwent full registration procedure assessment. Assessment was completed in 02
rounds of evaluation. AccuQuik was registered on 07/12/2022.

2. Technical information

2.1. Intended use

The intended use of AccuQuik as declared by the manufacturer and approved by TMDA

is screening test and as an aid in the diagnosis of infection with Treponema Pallidum (TP).
AccuQuik is approved for use in healthcare settings by trained professionals only.



2.2. Device details and features

AccuQuik has been registered as a kit which consists of Test devices, buffer, desiccant,
dropper and package insert.

AccuQuik is an in vitro diagnostic device. It is used for aiding diagnosis and screening, of
Syphilis. AccuQuik operates by detection of IgM and IgG antibodies to Treponema
Pallidum (TP) through lateral flow chromatographic immunoassay. The test out-put is
qualitative.

The type of specimen used is whole blood, serum or plasma and is collected by venous
blood collection or capillary blood specimen.

Device description

The test device contains the following; nitrocellulose membrane strips, sample pad,
conjugate releasing pads, absorbent pad, plastic cassette for lateral flow assay, laminated
pouch, specimen transfer device and specimen volume

Pictorial diagram

2.3.  Commercial presentation

There is one approved commercial presentation as follows: 1 cassette in a pouch. 25 test
cassettes are placed in a carton 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) Specimen collection container
b) Timer
c) Centrifuge
d) Lancets
e) Heparinized capillary tubes and dispensing bulb

3. Storage instructions

3.1.1. Shelf-life
The approved shelf-life is 24 months.



3.1.2. Storage conditions

The recommended storage conditions are 4°C -30°C
3.1.3. Shipping conditions

The recommended shipping conditions are 4°C -30°C
4. Manufacturing site audit

The manufacturer of the device is Zhejiang Orient Gene Biotech Co., Ltd, 787#, East
Yangguang Avenue, Dipu Street, Anji 313300, Huzhou, Zhejiang, China.

Quality audit of the manufacturing facility was conducted through site visit on 20-
21/03/2019. 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, analytical specificity.

5.2. Clinical Performance

Clinical performance was conducted at Anji Traditional Medicine Hospital: Address:No
299, West Shenli Road, Dipu Town, Anji,Huzhou City,Zhejiang, China and Anji People’s
Hospital: Address: No 699 Tianmu Road, Dipu Town, Anji, Huzhou City, Zhejiang, China.
The following parameters were tested sensitivity and specificity.

Based on the result of the performance studies, it was concluded that the test sensitivity
and specificity is 100% and 99.8% respectively. The studies further concluded that
Accuquik 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 user manual, package insert, instructions for use 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

Pouch:
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6.2. Secondary pack

Mock Up Labels for Secondary Pack

Box:

6.3 Instructions for use/Package insert

Instructions for use can be accessed at the Accuquik test kit instruction for use here

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. Accuquik was

recommended for registration.



8. Post-approval updates

8.1. Variation applications

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

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

Type of feedback Impact Response
No any recorded Adverse | NA NA
Event

8.3. Re-registration applications
NA

CHANGE HISTORY

Version Date Description of | Section(s) Modified | Approval
number update date




CCUQUIR Test Kit

Anti- Syphiis Rapid Test

INTENDED USE

The Syphils Rapd Tast (Whale Biood) is a mged visual imranoassay
for the qualtatve, presumptive detaction of IgM and IgG anaibodes (o
Treponema Palldom (TP) in human whole blood speamens. This kit is
intonded for use as an aid in the Gagnowus of syphilis.
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CONTENTS

Provided
- Indvicdually Packed Test Device
- Buffer
Desiccant
- Dvopper
Package Insart
Materiats Not Provided:
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Certrifuge

SPECIMEN

- The Syphies Rapid Test (Whole Bload) s inlended far wse with
human whole blood specmens.

- Only clear, noo-hemolyzed specmens are recommendad for uss
Wit This test

Do not leave

Containars containing anbcoagulants such as EDTA, orate, or
hepann should be used for whoie blood storage
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DIRECTIONS FOR USE

1 Remove the tes! device from the fod pouch and place # on a flat,
dry sarface

2. Slowly acdd 2 drops (50u) of whole blood 10 the sample wall, than
add 1 drop (40p!) of buffer %0 the bulfer wall and start the bimer.

Avoid trapping ar bobties in the wel (8), and do not add
any soluton to he result area

As the teal begins 10 work, you wil see color move atrdss the
mombrana

3 Wt for the colored Ine(s) Io appair. The nesult should be read ot
10 minutes. Do nol interpeet ihe mesull after 20 minutes

Antk-Syphvis Rapid Test
Cassene/Whale Blood

INTERPRETATION OF RESULTS

Positive:
Two colored lines appear on the membeane. One ling appesrs o
™ control region (C) and anothee kne appears in he test region (T)

Negative:
Only ene colored line appears, in the I regian (C). No
Fparent colomd ne appears = the test regon (T)

Inwalid:

Control line fails to appear. Results from any iest which has not
produced a control lne ol the specified read tene must be dscarded
Pleaso review the procedure and repeat with a

nEw test I ha probiem persists. dscontinue using the kit
mmediately and comtact your local dsinbator

’NOTE.1 The infensity of the coloe in test regron (T) may vary
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The Syphila Raped Test has been evaiuaied with & TPHA test usng
clirvcal spocameens. The resis show that the seraiinily = 55 8%, the
specificty s 58 1% and the acouracy is #5.3% relative 10 the TPHA
st

LIMITATIONS OF TH

1 The Syphits Rapid Test (Whaole Blood) 5 for profassional in viro
diagnostic use, and should only be used for the guaitative detection
of TP antbodies. No meaning should ba mferred from the color
Intensgy or width of any apparent bands.

2. Tha Syphis Rapid Test (Whole Biood) will only exicate the
prasence of TP antibodios in the specemen and should not he used
as the sols ontena for the diagnosss of TF infechon

3 I the fost result is negative and chmeal symploms persist
additional testng usng other dincal methods is recommended A
negatve resut dosas not ot enytime rule out the exisience of T9
antibodies i blodd, as antibodies may be peesent beiow the
minenum desection lovel of the text

4 As with all Sagnosde fests, a confemed dagnoss should only be
made by a physicaan afler af cinical and laboratary findings have
been evahuated




STORAGE AND STABILITY

- The Mt should be stored at 4-30°C untd the axpry dats ponted on
the sasted pouch.

« The tes! musd rerman in the sealed pouch untl use

- Do not freezs

« Care should be taken 1o protect e components of the kit kom
contarmsnaton. Do not use I here s evidencs of microblal
contaminaton or pracpitation. Buological contammaton of
depensing equipments. contaners of magents car lead 1o false

only
- Do mot use after the expiration date ndcated on the package Do
not use he test f the foll pouch s damaged Do not reuse tosis
- This kit contains products of animal angin, Cartiied knowledge of
the origin andior santtary state of e animals does not completely

puarsntes the ab of issible pathogemc sgents. I s
therefore, recommended hat these peoducts be treated as potentialy

obtamad
« Read tho antire procedurs carelully prior 10 lesting
- Do not sat, donk o smoke 1 e area whare the specmens and
kits ave handied. Handle ol sp v @5 f Iy contan infectious
agents Otserve estabished precautions against microbiclogical
hazards throughout the procecurs and Solow standard procedures
for the peoper disposal of specimens. Wear profectve ciofting such
s laboraloty coats, disposable gioves and #ye protecion when
SPECITENS Are 355ayed
- Humsdity and temperature can sdversely affect results,
« Used testing mafenals should be descanded acoanting lo local
regulatans

AccuCQuk™ manufactured exciusively for
AdvaCare Pharma USA

www.AccuQuikTestKits.com
Made m China

devocare

FHARMA USA
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