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INTRODUCTION
The SACH with Pyramid is designed to provide amputees with more function and comfort than the average SACH. Its plastic keel has

a rocker bottom to allow for easy rollover while maintaining a light weight. Most importantly, the SACH with Pyramid incorporates

the beautiful Trulife LightFoot® cosmesis that you have come to expect from the Trulife line of prosthetic products.

PRODUCT CODE DESCRIPTION HEEL RISE WEIGHT LIMIT FOOT SIZES
SCH100 SACH with Pyramid, Light 34" (9.5 mm) 225 lbs/102 kg 22-29 cm
SCH103 SACH with Pyramid, Dark 3" (9.5 mm) 225 Ibs/102 kg 22-29 cm
INDICATIONS

The SACH with Pyramid is designed for lower extremity amputees with low to medium activity levels that weigh less, carried load
included, than 102 kg (225 Ibs).

APPLICATION
The SACH with Pyramid meets the requirements of all lower limb amputees with low to medium-low activity levels (see table

below). The SACH is especially appropriate for new amputees, who initially require more rollover assistance during gait.

ACTIVITY LEVEL TABLE

LOW Walking with aid

MED LOW Limited walking

MED Walking

MED HIGH Jogging, light sports

HIGH Running, basketball, farming, and other strenuous activities

LIMITATIONS

The SACH with Pyramid cannot be used with R.O.L. rotators or other devices requiring modification to the keel.

INSTALLATION AND USE

Recommended installation and use procedures must be followed for maximum safety and service life.

The SACH with Pyramid comes pre-assembled with a foot pyramid and foot bolt. Before installation, check the bolt for loosening,
ensuring that the bolt is set to a torque value of 27 Nm (20 ft-lbs).

& Never modify the keel. It will void the warranty and can cause bolt or keel failure. If you must alter the form of the foot, be
sure not to grind on the keel.

& Never re-drill the mounting hole.

& Use only bolts supplied by Trulife. Use of unapproved bolts will void the warranty and can cause bolt failure.

Trulife www.trulife.com Page 1 of 3

(@ Trulife


http://www.trulife.com/

SCH110, 113

SACH with Pyramid

Installation and User Guide
15533-001 REV T 2022-05-23

C€

& Ensure a free running thread fit and adequate thread engagement if replacing the foot bolt. Use Loctite 242 and tighten to

27 Nm (20 ft-Ibs).

MAINTENANCE GUIDELINES

*  Foot assembly should be inspected after first 30 days of use.

* Inspect entire prosthesis for wear during normal consultations.

*  Periodically check the bolt for loosening. Retighten to 27Nm (20 ft-lbs) if loose.

& Looseness of foot bolt may lead to bolt failure.

ALIGNMENT
The recommendations in this guide provide a reliable starting point for static alignment of the Uniprox
SACH with Pyramid. Since each patient is unique, final alignment may require additional adjustment.

BOLT HOLE ALIGNMENT

To establish anterior/posterior placement of the foot, place the ankle bolt hole 0.5"-1" (13—-25 mm)
posterior to the midline of the socket. To establish medial/lateral placement of the foot, position the
ankle bolt hole 0.25" (6 mm) medial to the midline of the socket.

SOCKET FLEXION

Due to the flexibility of the forefoot and the preloading of the foot, suggested starting point is +3° of
socket flexion for walking. The socket should also be adducted 5°. Foot motion should be smooth during
the gait cycle, providing adequate toe resistance without active push off. The knee should not be forced
into hyperextension during any phase of gait.

ABOVE KNEE ALIGNMENT

Use standard multi-axis foot alignment procedures when installing the Uniprox SACH with Pyramid, but
also place the pylon within 2° to 3° of posterior tilt. This will preload the keel and make the pylon vertical
during midstance. If the knee becomes unstable, increase the toe lever by plantar flexing the foot or
moving the knee center posterior of the TKA line.

STORAGE AND USE
There are no identified restrictions on the temperature of storage and use.

DISPOSAL
There are no hazardous materials in the device. Comply with local and national laws and regulations.
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LEGAL INFORMATION

The use of this class 1 medical device is subject to the respective national laws of the country of use and may vary accordingly.
The user of this device should report any serious incident to Trulife and the competent authority of the country of use.
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Trulife MDSS GmbH MDSS CH GmbH
3225 Woburn St. Suite 160 Schiffgraben 41 Laurenzenvorstadt 61
Bellingham, WA 98226 30175 Hannover 5000 Aarau

USA Germany Switzerland

Phone (+1) 360 697 5656

Email supportop@trulife.com

LIMITED WARRANTY
Trulife warrants that the PRODUCT will be free from defects in material and workmanship from the date of installation for the
warranty period stated on the PRODUCT warranty card.

This warranty will not apply if the PRODUCT has been damaged by misuse, abuse, neglect, improper care, failure to follow
instructions, abnormal wear and tear, or in the event that the PRODUCT has been modified/repaired by persons unauthorized by
Trulife.

If a defect in material or workmanship is found during the warranty period, Trulife will, at Trulife’s option, either repair or replace
the product. If it is not possible to repair or replace the product, Trulife will be limited to refunding the purchase price.

Trulife will not be liable under any legal theory for any direct, indirect, special, incidental or consequential damages arising from the
use of or inability to use this product.

The application guidelines for this Trulife product are for the use of and by a certified, qualified practitioner only. Patients are not to
attempt to apply or adjust the item unless expressly instructed to do so by the practitioner responsible for the prescription and/or
initial fitting of the device. All patient questions should be referred to the practitioner and not to the manufacturer. The
manufacturer warrants only that the enclosed product has been inspected for quality and can be effective for certain indications,
but final decisions and ongoing monitoring must be made by the medical professional(s) prescribing and/or fitting the device to
determine its effectiveness for an individual patient. Patient compliance is an integral part of the entire protocol and must be
adhered to in order to avoid potential problems and to maximize the effectiveness of the prescribed product.

Q)

X% As a condition of the sale of any Trulife product, this product is restricted to a “Single Patient Use Only” by the originally fitted
patient in order to protect the care provider and the patient against potentially adverse consequences of infectious disease
transmission, material instability in adapting to the configuration of the original user and/or decrease in effectivity. Any express or
implied warranties are voided if the product is reused or fitted to another patient. Additionally, a license of right to use under any
relevant patents pertaining to the product is terminated with the cessation of use by the original patient. As with all Trulife
products, this product must be prescribed and applied by a qualified practitioner to determine it meets the needs of the particular
patient and accomplishes the desired results.
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