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Descriptions
Medical-grade silicone Pessary Fitting Sets are reusable clinical tools intended to assist healthcare professionals in selecting the appropriate
type and size of vaginal pessary for individual patients.

The fitting pessaries are not intended for long—term patient wear and are used exclusively during clinical assessment to determine optimal
pessary selection prior to dispensing a patient-use pessary.

Specifications

Part Number Description Packing Dimensions (mm) Net (kg) Gross (kg)
PFSSO01C1 Pessary Fitting Set, Ring without Support #2 - #7 180 x 140 x 110 0.149 0.989
PFSS02C1 Pessary Fitting Set, Cube without Drain #2 - #7 200 x 150 x 90 0.224 1.048
PFSS03C1 Pessary Fitting Set, Dish with Support #2 - #7 180 x 140 x 110 0.170 1.010
PFSS04C1 Pessary Fitting Set, Oval with Support #2 - #7 180 x 140 x 110 0.156 0.996
PFSS05C1 Pessary Fitting Set, Gellhorn #2 - #7 270 x 220 x 70 0.289 1.350
PFSS06C1 Pessary Fitting Set, Ring with Support #2 - #7 180 x 140 x 110 0.165 1.005
PFSS07C1 Pessary Fitting Set, Ring with Knob with Support #2 - #7 180 x 140 x 110 0.211 1.051
PFSS08C1 Pessary Fitting Set, MarLand with Support #2 - #7 180 x 140 x 110 0.279 1.120
PFSS09C1 Pessary Fitting Set, Dish without Knob without Support #2 - #7 180 x 140 x 110 0.145 0.986

Applications

Pessary Fitting Sets are intended for temporary intravaginal use by qualified healthcare profesionals for the purpose of pessary selection.

Clinical Applications Include:

1. Pelvic Organ Prolapse (POP) — anterior, posterior, apical, or combined.

2. Stress Urinary Incontinence (SU

3. Mixed Urinary Incontinence (MUI)

4. Symptomatic uterine prolapse or retroversion

5. Postpartum pelvic floor support assessment

6. Pre—surgical or nonsurgical conservative management

7. Patients who are not candidates for surgery or prefer non-invasive treatment
Precautions

1. For use by trained healthcare professionals only

2. Fitting pessaries are not intended for patient take—home use

3. Do not use if the device is managed or shows signs of material degradation
4. Do not use oil-based lubricants

5. Use caution in patients with:

* Active vaginal infections
* Severe vaginal atriphy (unless appropriately managed)
* Unexplained vaginal bleeding

FDA 510(k) K031463

LI Medical Col orati n Representative / Distributor

2F, No. 43, Zhongxing Road, Xizhi District,

New Taipei City 221012, Taiwan
Tel :+886-2-8646-1999
Fax :+886-2-2647-1999

030326



