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TV/MG Nucleic Acid Assay Control

For Research Use Only

[REF & SPECIFICATIONS]

REF CRM1020502-1

1SET

SPECIFICATIONS . .
1 Positive Control ‘ 1 Negative Control

REF CRM1020502-5

5SETs

SPECIFICATIONS — -
5 Positive Controls ‘ 5 Negative Controls

[INTENDED USE]

The product is used with procedures of TV/MG Nucleic Acid Test Card
designed for the qualitative detection of nucleic acid from Trichomonas
Vaginalis(TV) and Mycoplasma Genitalium(MG), in a clinical specimen, for
purposes of monitoring test performance and evaluating laboratory
testing accuracy.

[PRINCIPLES OF THE PROCEDURE]

The Positive Control contains non-replicative recombinant viruses, thus
it can be used to evaluate test proficiency and accuracy through the full
process because encapsulated viruses require extraction and
amplification.

The product contains recombinant virus particles with sequences
comprising the TV/MG partial genome.

The Positive Control and Negative Control also contain recombinant
virus particles with sequences from human B-actin gene (ACTB).

The product does not have assigned values. Specific performance will
vary among different manufacturers’ assays, different procedures,
different lot numbers, and different laboratories.

[WARNINGS AND PRECAUTIONS]

« For in vitro diagnostic use.

« Handle all specimens, samples and controls as potentially infectious.
Follow universal precautions when handling the product.

* Wear suitable protective clothing, gloves and eye/face protection
when handling the contents of the kit.

« Clean any spillage by immediately wiping up with 0.5% sodium
hypochlorite solution or 75% ethanol.

* Avoid microbial and cross contamination of the product when opening
and closing the product. Follow Good Laboratory Practice procedures.

« Perform the test in an area with adequate ventilation.
* Do not use the product beyond the expiration date.

« Dispose of containers and unused contents in accordance with local
regulatory requirements. Do not empty the controls into drains.

* Wash hands thoroughly after handling.

[STORAGE INSTRUCTIONS]

Store the kit at 2°C to 28°C until the expiration date marked on the outer
package.

[PROCEDURE]

Process the product according to the instructions for unknown
specimens provided by the test kits or the laboratory’s standard
operating procedures.

Instructions for Use
1.Wash hands before performing the test.

2.Before opening the tube, confirm that the lyophilized bead is at the
bottom of the tube. If the bead were dislodged, hold the top of the tube
and Fflick downward to pull the lyophilized bead to the bottom of the
tube.

3.Unscrew the tube caps to open the tubes. Gently transfer the
lyophilized bead from Positive Control Vial or Negative Control Vial into
the Nucleic Acid Releasing Agent 02 tube, then mix thoroughly by
shaking upside down or on a vortex mixer until the bead dissolves
completely.

4.Transfer the reconstituted control to a testing card as if it was a
patient sample and tested as described in the Sample Testing section in
the Instructions for Use of TV/MG Nucleic Acid Test Cards. Reconstituted
controls must be tested immediately.

NOTE: TEST PROCEDURES provided by manufacturers of test kits
must be followed closely. Deviations from procedures recommended by
test kit manufacturers may produce unreliable results.




[QUALITY CONTROL]

Since the product does not have assigned values, it is recommended that
each laboratory validate the use of each lot of product with each specific
assay system prior to its routine use in the laboratory.

[EXPECTED RESULTS]
. Testing Result
Testing Target display on software

. Trichomonas Vaginalis Positive

Positive
Control Mycoplasma Genitalium Positive
Negative Trichomonas Vaginalis Negative
control Mycoplasma Genitalium Negative

If the positive control/negative control does not perform as expected
results, the whole control procedure is invalid. Please contact our
Technical Support Team via service@pluslife.com or contact the local
distributor.

[LIMITATIONS OF THE PROCEDURE]
The product is provided for quality assurance purposes and must not be

used for calibration or as a primary reference preparation in any test
procedures.
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[MANUFACTURER]

o

Guangzhou Pluslife Biotech Co., Ltd.

Room 402, 6 Lianhuayan Road, Huangpu District,
Guangzhou, Guangdong, China

Tel: +86-20-31703986

www.pluslife.com

Service@pluslife.com

[EU Representative]

Medunion S.L.

Carrer de Tapioles 33, 2-1, 08004, Barcelona, Spain
Email: rep@themedunion.com

Tel.: +34-644173535
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