O mwe

BECAUSE RESULTS MATTER

TRANSWAB®
WITH STUARTS MEDIUM

CODE DESCRIPTION SPECIMEN/SAMPLE SITE

MW165P TRANSWAB® - Standard Plastic Rayon - Labelled Tube - Multiple Sampling sites Not suitable for
Stuart Gel Medium Nasopharyngeal, Urethral or paedeatrics.

MW165C TRANSWAB® - Standard Plastic Rayon - Labelled Tube - Multiple Sampling sites Not suitable for
Stuart Charcoal Gel Medium Nasopharyngeal, Urethral or paedeatrics.

MDD: European Medical Devices Directive 93/42/EEC
IVD: European In Vitro Diagnostic Medical Devices 98/79/EC
*For Tube Only IVD’s, the Notified Body number for CE, and Approved Body number for UKCA do not appear on the markings.

INTENDED USE

TRANSWAB® is a unique transport system for the safe and efficient collection, transport and preservation of
clinical specimens for bacterial examination.

SUMMARY AND PRINCIPLES

Each TRANSWAB® unit is supplied sterile. The unit consists of a sterile peel pack containing a swab stick with
rayon tip with colour-coded cap which is used to collect the sample and a pre-labelled transport tube containing
transport medium. The swab needs to be placed in the transport medium after the sample has been collected.
There are numerous design features, which have made TRANSWAB® a world leader. Each TRANSWAB®
contains a generous amount of transport medium (5ml) to totally immerse the swab and protect the specimen from
drying out. The medium is designed to maintain viability of organisms during transport to the testing laboratory.
Survival of fastidious bacteria can be prolonged with use of TRANSWAB® variants which contain Charcoal.

REAGENTS
Reagents for Stuarts transport medium
Deionized Water

Sodium Chloride

L-cysteine

Potassium di-hydrogen phosphate
Calcium chloride

Potassium chloride

INSTRUCTIONS FOR USE

S

/]

)

Before use always check that immediate packaging (peel pouch) is intact, that the tube contains medium and there
are no signs of leakage. In case of defect do not use the device. Appropriate protective clothing including sterile
gloves should be worn when collecting and handling potentially infectious specimens
1. Peel back pouch at “Peel Here” arrow until bell cap and tube plug are exposed.
Twist tube plug to break seal, remove and discard.
Withdraw swab from peel pouch, holding with bell cap, and use to collect specimen.
Insert swab into the tube of medium, pushing down firmly until the bell cap reaches marker line.
ill in patient’s details.
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6. Transport to laboratory immediately.

PRECAUTIONS

For professional use only.

For in vitro diagnostic use only

This device is a Single Use Device and therefore cannot be reused, it must be assumed that all used devices
contain infectious organisms and therefore should be handled accordingly. After use all devices must be disposed
of according to laboratory regulations for infectious waste.

DO NOT USE IF PACKAGE SEAL IS BROKEN

MATERIAL SAFETY INFORMATION
TRANSWAB® plastic components do not contain latex or PVC.

STORAGE
TRANSWAB® should be stored in a dry place at temperatures between + 5°C to 25°C.
DO NOT FREEZE

EXPIRY DATE
24 months from date of manufacture, expiration date is shown on the tube label, peel pouch, and box label.

SPECIMEN COLLECTION AND HANDLING

Materials Provided

A single or double swab (plastic shaft with rayon bud) mounted in a plastic bell cap.
Transport tube with semi-solid Amies medium

125 or 100 devices are included in each box.

Materials required but not provided

External transport container compliant with local regulations

Microbiology facilities for processing specimens, including equipment and consumables for culture or molecular
processing

QUALITY CONTROL

Samples of each batch are tested to ensure that the minimal inoculate of a spectrum of organisms are recovered
after a specified duration of time. Suspensions of the following organisms are absorbed on to the swab of each
product sample and placed in its respective medium.

Haemophilus influenzae* NCTC. 8143 Pseudomonas aeruginosa* ATCC BAA-427
Streptococcus pyogenes* ATCC 19615 Methicillin Resistant Staphylococcus aureus* NCTC 43300

REFERENCES
Stuart RD Glasgow Med J. 1946;27 ; 131-142

REGULATORY SYMBOLS APPLICABLE FOR FAMILY GROUP
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SYMBOLS & DEFINITIONS

Temperature Limitation Do Not Reuse Do Not Use If Package Damaged Manufacturer CE Mark

IVD MD STERILE|R EC |REP

In Vitro Diagnostic Medical Medical Device Method of Sterilisation Using Authorised Representative in the SGS Approval Mark
Device Irradiation European Community

UK
cA REF LOT

Use By (YYYY/MM) Date of Manufacture UKCA Mark Catalogue Number Batch Code
Consult Instructions for Use Peel Here Contains Sufficient for <n> Tests Swiss Representative
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