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Intended Use
Amnicator® is a rapid and simple method intended for detecting ruptured amniotic
membrane in pregnant women. For professional use only.

Summary and Principles

Rupture of the amniotic membrane can result in the leaking of amniotic fluid into the
vagina. The presence of amniotic fluid tends to elevate the pH of the upper vagina.
Detection of this pH increase using a pH indicator dye has been shown to assist in
determining the presence of amniotic fluid as an indirect indication of ruptured
amniotic membrane.

Precautions

For professional use only.
Amnicator® is intended for in vitro use only.

Do not open the pouch until ready to use.

Do not use Amnicator® after expiry date shown on the product label.

Once used, Amnicator® swabs are considered potentially infectious and precautions
appropriate for bio-hazards must be observed.

For single use only. Do not reuse swabs.

The swab is sterile in the unopened and undamaged pouch.

The procedures, storage conditions, precautions and limitations specified in these
directions must be adhered to in order to obtain valid information.

DO NOT USE IF PACKAGE SEAL IS BROKEN.

Material Safety Information
Amnicator® plastic components do not contain latex or PVC.

Storage

Amnicator® swabs in individually wrapped pouches should be stored at room
temperature (5°C to 25°C) in the box. Do not expose the swabs to bright light.
Product stored under these conditions will be stable until the expiry date shown on the
label. Do not open the pouch until ready to use.

Expiry Date
2 years from date of manufacture, expiration date is shown on the peel pouch, and
box label.
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Instructions for Use:

1. Cleanse the vulva and vaginal introitus.

2. Carefully insert a bi-value speculum (e.g., Cusco’s speculum) into the vagina
exposing the cervix.

3. Pass an Amnicator® swab into the vagina and sample for 10 to 15 seconds any
liquid present at the external cervical os or in posterior fornix of the vagina.

4. Withdraw the Amnicator® swab and inspect the colour of the swab tip
immediately.

5. Compare the colour of the Amnicator® swab with the colour chart.

INTERPRETATION OF RESULTS

Compare the colour of the Amnicator® swab tip with this colour chart*.

*Please note these colours are an approximate representation, and there can be
small variations due to inks and printing processes, or screen colours if viewed on
line.

Intact Membranes

pH 5.0 Yellow pH 5.5 Yellow/Olive pH 6 Olive green

Ruptured Membranes

pH 6.5 Black/Dark green pH 7.0 Blue-black pH 7.5 Blue

Quality Control

Laboratories wishing to perform optional in-house quality control may use buffers
corresponding to the pH values listed on the Amnicator® colour chart

Limitations

1. Amnicator® test is designed to be used by qualified medical professional and is
intended as an aid to professional diagnosis.

2. Amnicator® test can only indicate a change in pH value and should be used only
as indicated in the Test Procedure described above.

3. Antibiotic therapy, the presence of creams, gels, semen, blood, or vaginal
infection can alter the normal vaginal pH which may lead to false positive result.

4. |If vaginal infection is suspected, microbiological testing should be used to exclude
infection.
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