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EXECUTIVE SUMMARY

The Ultraformer Alternative HIFU System represents a paradigm shift in

non-invasive skin lifting and rejuvenation, engineered as a turnkey,

high-performance alternative to established market leaders. This device

leverages the principle of High-Intensity Focused Ultrasound (HIFU) to deliver

precisely targeted thermal energy to the superficial musculoaponeurotic

system (SMAS) and dermal layers, inducing controlled coagulative necrosis that

initiates a robust and natural neocollagenesis and neoelastinogenesis cascade.

Designed for the discerning medical aesthetic practitioner, this system offers a

clinically validated, cost-effective solution for addressing skin laxity, rhytides,

and submental fullness, positioning it as an indispensable asset for any clinic

seeking to maximize patient outcomes and operational ROI.



CLINICAL ARCHITECTURE & DESIGN

The architecture of the Ultraformer Alternative HIFU System is defined by its

proprietary precision transducer technology and an ergonomic,

clinician-centric chassis. At its core, the device integrates a series of

high-durability ceramic piezoelectric transducers that generate focused

ultrasonic waves. The system's design philosophy prioritizes both clinical

efficacy and patient safety, incorporating a sophisticated real-time impedance

monitoring system that automatically calibrates energy delivery based on

individual tissue characteristics. This ensures consistent and reproducible

treatment outcomes across a diverse patient demographic. The handpiece itself

is designed for optimal maneuverability, minimizing clinician fatigue and

enabling a seamless treatment flow, crucial for high-volume clinical

environments.



KEY INDICATIONS & CAPABILITIES

This system is engineered to address a comprehensive range of aesthetic

concerns, establishing it as a versatile cornerstone of any practice. Primary

indications include the reduction of facial and neck skin laxity, the improvement

of fine lines and wrinkles, and the lifting and contouring of the brow, jawline,

and submental region. The device is differentiated by its multi-depth applicator

capability, allowing clinicians to customize treatment parameters for precise

targeting of the superficial (1.5mm), mid-dermal (3.0mm), and deep SMAS

(4.5mm) layers. This precision enables a tailored approach to each patient's

unique anatomy and aging profile, delivering profound, natural-looking results

without the downtime associated with surgical interventions.

COMPLIANCE & STANDARDS

The Ultraformer Alternative HIFU System is manufactured in accordance with

the highest international quality and safety standards. It holds a valid CE

marking (Class IIa) and has been cleared for marketing by the appropriate

regulatory bodies, signifying its compliance with the essential health and safety

requirements of the Medical Devices Directive. Furthermore, the manufacturing

facility operates under a strict ISO 13485:2016 certified Quality Management



System, ensuring rigorous control over every stage of production, from

component sourcing to final assembly and testing. The device is also designed

to meet the electromagnetic compatibility (EMC) standards outlined in IEC

60601-1-2, guaranteeing safe and reliable operation in a typical clinical

environment.

TECHNICAL SPECIFICATIONS

Parameter Specification

Energy Type / Frequency High-Intensity Focused Ultrasound

(HIFU) / 4 MHz - 7 MHz

Applicator Depths 1.5 mm (Superficial Dermis), 3.0 mm

(Deep Dermis), 4.5 mm (SMAS)

Peak Power Output Up to 1.5 J (Cartridge Dependent)

Cooling System Advanced Thermoelectric (TEC) + Air

Convection

Display Interface 10.1-inch High-Resolution Capacitive

Touchscreen

Treatment Modes Standard, Continuous, and Pulse

Dimensions (Main Unit) 450 mm (W) x 400 mm (D) x 900 mm

(H)

Weight (Main Unit) Approx. 25 kg



Power Supply 100-240V AC, 50/60 Hz, 1500 VA

CLINICAL PROTOCOLS

Treatment protocols are designed to be intuitive and highly customizable,

facilitated by a user-friendly interface that guides the clinician through the

treatment planning process. Standard clinical procedures begin with a

thorough patient consultation and skin assessment to determine the

appropriate treatment depths and energy parameters. Typically, a series of

passes are performed, systematically depositing the focused ultrasound energy

at predetermined intervals to create a lattice of thermal coagulation zones

(TCZs) within the target tissue. The number of lines and pulses is dictated by the

treatment area and the desired clinical endpoint. Post-treatment, patients may

experience mild erythema and edema, which typically resolves within a few

hours. Clinical studies have demonstrated progressive improvement in skin

laxity and texture over a 3-6 month period as new collagen and elastin are

synthesized.




