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YOLI - China Advanced RX Freeform Lens Factory: Achieving
ISO 13485 Standards & FDA For Quality

Danyang, Jiangsu Jan 13, 2026 (Issuewire.com) - The Evolving Landscape of Digital
Ophthalmic Solutions

The global ophthalmic industry is undergoing a significant transformation, driven by a growing demand
for personalized vision correction and high-precision optical solutions. At the heart of this evolution is the
transition from traditional lens manufacturing to sophisticated digital surfacing technologies. As a
prominent China Advanced RX Freeform Lens Factory, YOLI is positioning itself at the forefront of this
shift, integrating rigorous international quality benchmarks like ISO 13485 and FDA registration to
redefine the standards of optical excellence.

The vision care sector is currently shaped by several macro-trends, most notably the aging global
population and the increasing prevalence of myopia among younger demographics. These factors have
spurred a necessity for more than just basic corrective lenses; they have created a market for bespoke
optical designs that cater to the unique physiological requirements of each individual wearer. The
industry is moving away from the "one-size-fits-all" approach of semi-finished lenses toward the
precision of digital surfacing.
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Today’s consumers are more informed and demanding, seeking clarity not just in the center of the lens
but across the entire visual field. This has made the role of an RX freeform lens factory more critical than
ever. In the modern marketplace, success is defined by the ability to minimize peripheral distortion and
provide seamless transitions between focal points. As digital technology becomes more accessible, the
differentiation between manufacturers lies in their ability to maintain consistency, ensure
biocompatibility, and adhere to the strict regulatory frameworks required for medical devices.

Precision Engineering: The Core of RX Freeform Lens Production

Central to YOLI's operational philosophy is the utilization of advanced digital surfacing. Unlike traditional
grinding methods, the production of an RX freeform lens involves a computer-controlled process that
carves the prescription directly onto the back surface of the lens with point-by-point accuracy. This
technology allows for the compensation of high-order aberrations, providing wearers with sharper
contrast and improved night vision. By functioning as a specialized RX freeform lens factory, YOLI
leverages state-of-the-art European and domestic equipment to ensure that every curve is executed to
within microns of the design specification.

The company's product portfolio reflects a deep understanding of diverse visual needs. From high-index
materials that offer thinner and lighter profiles to specialized photochromic and blue-light filtering
coatings, the focus remains on enhancing the user experience. The core advantage of the YOLI facility
is its integrated supply chain. By managing everything from the initial R&D of lens monomers to the final
vacuum coating process, the factory maintains a level of quality control that is difficult to achieve through
outsourcing. This vertical integration allows for rapid adaptation to new market trends, such as the
increasing demand for personalized progressive addition lenses (PALs) that provide wider corridors and
reduced "swim" effect.

Furthermore, the company’s "About Us" philosophy emphasizes a "quality-first" culture. This isn't merely
a marketing slogan but a functional directive that guides the daily operations of the RX freeform lens
factory. The facility employs automated inspection systems that scan for surface imperfections, power
inaccuracies, and coating durability. This technical rigor ensures that every product leaving the line
meets the specific refractive requirements of the patient, regardless of the complexity of their
prescription.

Global Compliance: The Significance of ISO 13485 and FDA Registration

In the medical device industry, quality is synonymous with safety and reliability. For an RX freeform lens
factory operating on a global scale, obtaining ISO 13485 certification is a milestone that signals a
mature and robust quality management system (QMS). ISO 13485 is an international standard
specifically designed for manufacturers of medical devices. It requires a comprehensive approach to
risk management, design control, and traceability throughout the product lifecycle.

For YOLI, achieving ISO 13485 standards means that every batch of RX freeform lens products is
documented and verifiable. This level of traceability is essential in the healthcare sector, ensuring that
any issues can be identified and mitigated at the source. It demonstrates that the factory’s
infrastructure—from cleanroom environments to the calibration of digital generators—meets the highest
global criteria.

Parallel to this, FDA registration is a prerequisite for entering the United States market, one of the most
strictly regulated optical markets in the world. The FDA’s requirements focus heavily on the safety and
efficacy of the lenses. By maintaining FDA compliance, YOLI ensures that its RX freeform lens offerings
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are manufactured under Current Good Manufacturing Practices (cGMP). This includes rigorous testing
for impact resistance (drop-ball tests) and ensuring that the chemical composition of the lens materials
is safe for long-term wear. These certifications serve as an objective third-party validation of the
company's commitment to excellence, providing distributors and optometrists with the confidence that
they are providing their patients with world-class optical products.

Synergy of Technology and Service

While technical specifications and certifications form the foundation, the sustainability of a modern RX
freeform lens factory depends on its ability to provide comprehensive service. YOLI has built its
reputation on a balanced approach: combining high-volume manufacturing capabilities with the flexibility
required for custom laboratory orders. This dual capability allows the factory to serve both large-scale
distributors and specialized optical boutiques.

The integration of advanced logistics and a responsive technical support team ensures that the benefits
of the RX freeform lens technology are fully realized by the end user. As the industry continues to
advance toward even more personalized "smart" optics and sustainable manufacturing processes, the
importance of having a reliable partner who understands both the science of light and the strictures of
international law cannot be overstated. By consistently meeting ISO 13485 and FDA standards, YOLI is
not just manufacturing lenses; it is contributing to a global standard of vision care that prioritizes the
health and satisfaction of the wearer.

The future of the optical industry lies in the intersection of digital innovation and uncompromising quality.
As a leading China Advanced RX Freeform Lens Factory, YOLI continues to invest in the future of
vision, ensuring that the next generation of lenses is clearer, safer, and more accessible to the global
population.

For more information on the company's products and certifications, visit: https://www.youlilens.com/.
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Media Contact

Jiangsu Youli Optics Spectacles Co., Lid.

Freweessr@youli-lens.com

NO. 18 South to Reservoir, Yiwei Road[?[Economic Development Zone, Danyang, Jiangsu, 212300,
China

Source : Jiangsu Youli Optics Spectacles Co., Ltd.
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