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CODE DESCRIPTION SPECIMEN/SAMPLE SITE

MW3505 SIGMA-VIROCULT® - Standard Plastic Foam Printed Breakpoint - Skin, nasal, throat, rectum, vagina.
16x100 Vial - 2ml VIROCULT Medium

MW35052 SIGMA-VIROCULT® - 2 Standard Plastic Foam Printed Breakpoint - | > Nasal, throat, rectum, vagina.
16x100 Vial - 2ml VIROCULT Medium

MW350SE2 SIGMA-VIROCULT® - Standard Plastic + ENT Minitip Foam Printed | N2s0Pharyngeal, nasal, urogenital
Breakpoint - 16x100 Vial - 2ml VIROCULT Medium

MW295053 SIGMA-VIROCULT® - 3 Standard Plastic Foam Printed Breakpoint - Skin, nasal, throat, rectum, vagina
16x100 Vial - 2ml VIROCULT Medium

MW2950538 SIGMA-VIROCULT® - 3 Standard Plastic Foam Printed Breakpoint - Skin, nasal, throat, rectum, vagina
16x100 Vial - 2ml VIROCULT Medium

MW35053ML SIGMA-VIROCULT® - Standard Plastic Foam Printed Breakpoint - Skin, nasal, throat, rectum, vagina
16x100 Vial - 3ml VIROCULT Medium

MWSS0SENT SIGMA-VIROCULT® - ENT Minitip Foam Printed Breakpoint - 16x100 | '\2soPharyngeal, nasal
Vial - 2ml VIROCULT Medium

MW950T SIGMA-VIROCULT® - 16x100 Vial - 2ml VIROCULT Medium N/A

MWS515 SIGMA-VIROCULT® - Standard Plastic Foam Printed Breakpoint - Skin, nasal, throat, rectum, vagina.
12x80 Vial - Iml VIROCULT Medium

MWs5152 SIGMA-VIROCULT® - 2 Standard Plastic Foam Printed Breakpoint - Skin, nasal, throat, rectum, vagina.
12x80 Vial - Iml VIROCULT Medium

MW351SE2 SIGMA-VIROCULT® - Standard Foam + ENT Minitip Foam Printed Nasopharyngeal, nasal, urogenital
Breakpoint - 12x80 Vial - 1ml VIROCULT Medium

MWS51S3ML SIGMA-VIROCULT® - Standard Plastic Foam Printed Breakpoint - Skin, nasal, throat, rectum, vagina
12x80 Vial - 3ml VIROCULT Medium

M400001 SIGMA-VIROCULT® - Ultrafine Flexible Minitip Flockswab Printed Skin, throat, nasopharyngeal, nasal
Breakpoint - 16x100 Vial - 3ml VIROCULT Medium

MW5152ML SIGMA-VIROCULT® - Standard Plastic Foam Printed Breakpoint - Skin, nasal, throat, rectum, vagina
1280 Vial - 2ml VIROCULT Medium

MWSS1SENT SIGMA-VIROCULT® - ENT Minitip Foam Swab Printed Breakpoint- | '\2soPharyngeal, nasal, urogenital
12x80Vial - 1ml VIROCULT Medium

MWOSISENT2ML | 5 6MA-VIROCULT® - ENT Minitip Foam Swab Printed Breakpoint - | "\2soPharyngeal, nasal, urogenital
1280 Vial - 2ml VIROCULT Medium

MW951T SIGMA-VIROCULT® - 12x80 Vial - Iml VIROCULT Medium N/A
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MWO951T15 SIGMA-VIROCULT® - 12x80 Vial — 1.5ml VIROCULT Medium N/A
MW951T3 SIGMA-VIROCULT® - 12x80 Vial - 3ml VIROCULT Medium N/A
MW951PF2ML Skin, nasal, throat, rectum, vagina

SIGMA-VIROCULT® - Standard Flockswab Printed Breakpoint - 12x80
Vial - 2ml VIROCULT Medium

MWISIPFENTIML | ¢/ 6MA-VIROCULT® - ENT Minitip Flockswab Printed Breakpoint - Nasopharyngeal, nasal, urogenital
12x80 Vial - Iml VIROCULT Medium
MW39515E23ML SIGMA-VIROCULT® - Standard Foam + ENT Minitip Foam Printed Nasopharyngeal, nasal, urogenital
Breakpoint - 12x80 Vial - 3 m| VIROCULT Medium
501355 SIGMA-VIROCULT® - ENT Minitip Foam Printed Breakpoint - 12x80 | \2soPharyngeal, nasal, urogenital
RB Vial - 1ml VIROCULT Medium
201351 SIGMA-VIROCULT® - Standard Foam Printed Breakpoint - 12x80 R | <" Nasal, throat, rectum, vagina
Vial - 1ml VIROCULT Medium
M350110 Nasopharyngeal, nasal, paediatric, vagina, urogenital

SIGMA-VIROCULT® - Ultrafine Flexible Minitip Flockswab printed
Break point - 12 x 80 Vial 1ml VIROCULT Medium

** Products with (Tube Only**) in the description are products which are registered as IVD’s only (EU Directives and Regulations).
All other product codes are class 1s Medical Devices.

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

2:-VIROCULT® Virus Collection and Transport System is intended to preserve the viability and infectivity
of viral specimens after their collection and during transport from the collection site to the testing
laboratory. SIGMA-VIROCULT® specimens are processed using standard clinical laboratory procedures
for viral and cell culture or molecular processes.

SUMMARY AND PRINCIPLES

One of the routine procedures in the diagnosis of infections caused by viruses involves the collection
and transportation of a clinical swab specimen from the patient to the laboratory. Specimens containing
live viruses may be submitted to a laboratory for diagnosis or confirmation of the patient’s illness.
SIGMA-VIROCULT® tubes contain a liquid medium to keep the specimen moist, and to maintain any
viruses in a viable condition until they can be investigated at the laboratory by viral culture. The liquid
medium consists of a balanced salt solution for maintaining osmotic pressure within physiological limits
and phosphate buffers to stabilize the pH of the medium. For specific recommendations about the
collection of specimens for viruses and primary isolation techniques, consult the following ASM
publications: Cumitech 15A%, Clinical Microbiology

Procedures Handbook?, Manual of Clinical Microbiology?3, Clinical Virology Manual*, and Johnson F. B.>
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REAGENTS

2-VIROCULT® medium is a balanced salt solution, buffered with disodium hydrogen orthophosphate,
and contains lactalbumin hydrolysate as a stabiliser, and antibiotics to inhibit the growth of any bacterial
contaminants in the specimen. Active ingredients:

Chloramphenicol

Amphotericin

Di-sodium hydrogen phosphate

Lactalbumin hydrolysate

INSTRUCTIONS FOR USE

\l/

/]

W)

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. Care should be taken to avoid splashes and aerosols when snapping the swab shaft against
the tube.

1. Peel back pouch, remove vial and place on a flat surface. Loosen cap.

2. Withdraw the white swab and use to take specimen.

3. Remove cap from vial, insert swab into vial and snap off the non-bud end so that the remaining
shaft fits within the vial. The swabs have a scored breakpoint or moulded breakpoint to assist
this process.

4. Repeat steps 2 & 3 if there is a second swab in the pack. It may have a green shaft.

5. Replace cap and turn until secure. The white swab will become attached to the cap, except for
large vials and MW951SENT, MW951SENT2ML and MW951PFENT1ML.

6. Fill in patient’s details.

7. Transport to the laboratory immediately.

PRECAUTIONS

For Professional use only.

For virology specimens 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 infections organisms and therefore should be handled accordingly, after use all devices
must be disposed of according to laboratory regulations for infections waste.

DO NOT USE IF PACKAGE SEAL IS BROKEN

Medical Wire & Equipment Co (Bath) Ltd
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MATERIAL SAFETY INFORMATION

The plastic components do not contain latex or PVC.

Observe aseptic techniques and established precautions against microbiological hazards throughout all
procedures. Prior to discarding, swabs and other contaminated materials must be sterilized by
autoclaving. Once a swab sample is collected it should be placed immediately into the transport tube
where it comes into contact with transport medium. Swab specimens for virus isolation and/or
detection should be submitted to the laboratory as quickly as possible after collection.

STORAGE

SIGMA-VIROCULT® 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

Swab for collection of specimens.

Transport tube with VIROCULT® medium

*There is no swab with MW950T, MW951T, MW951T3

Materials required but not provided

External transport container compliant with local regulations

Eagle’s Minimum Essential Medium (buffered) or Hanks Balanced Salt Solution (buffered).
Pipette to withdraw 0.2ml fluid from SIGMA-VIROCULT® tube.

Cell culture facilities and cell lines appropriate for target viruses.

PROCESSING SPECIMENS

Refer to the test system manufacturer’s instructions. Any use with non-culture methods must be
validated by the user.

QUALITY CONTROL

With reference to CLSI M40-A it is recommended that Herpes Simplex Type 2 ATCC VR-734 be used as a
control strain. The swab is inoculated from a suspension containing 5 x 10* TCID per ml and placed into
the transport tube. The tube is held at the desired transport temperature (4°C or room temperature) for
up to 96 hours. The transport tube is processed as described above (“Processing Specimens”) and 0.2ml
of suspension is inoculated onto a suitable tissue culture monolayer. Any recovery of virus is acceptable
performance.

LIMITATIONS

1. This device is not suitable for the transport of bacteria or fungi for testing by culture. The medium
contains antibiotics that would prevent recovery, although detection by molecular methods may still
be possible.

2. Traces of antiviral reagents at site of specimen prior to sampling may affect recovery of virus.

Medical Wire & Equipment Co (Bath) Ltd
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3. Studies have shown 2-VIROCULT® to be suitable for molecular applications. The user should ensure

compatibility with the intended platform or molecular test kit.
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* HydraFlock® and PurFlock® are registered trademarks of Puritan Medical Products LLC

** Products with (Tube Only*) in the description are products which are registered as IVD’s only (EU

Directives and Regulations) .
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REGULATORY SYMBOLS APPLICABLE FOR FAMILY GROUP

[ ] E E
: 3 UK
5°C STERILE| R | ® %%%0 | UKAS | MD c € 1639 cAa
5 - i S!;s SYSTEMS 0120

0005

m Advena Ltd, Tower Business Centre, 2nd Fl., E
Swiss AR Services AG Industriestrasse 47 CH-
Tower Street, Swatar, BKR 4013, Malta 6300/
ug

SYMBOLS & DEFINITIONS

i 2 @ Ce

Temperature Limitation Do Not Reuse Do Not Use If Package Damaged Manufacturer CE Mark
IVD MD STERILE|R EC |[REP| @) 2
% SRS [
s
In Vitro Diagnostic Medical Device Medical Device Method of Sterilisation Using Authorised Representative in the SGS Approval Mark
Irradiation European Community

UK
Z S 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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