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Cfaré éshté ISO 13485:2016?

ISO 13485 &shté standardi ndérkombétarisht i
njohur pér sistemet e menaxhimit t&é cilésisé né
industrin€ e pajisjeve mjekésore. Ai &shté i
destinuar pér organizatat e pérfshira n€ dizajnin,
zhvillimin, prodhimin, instalimin, mirémbajtjen
dhe shitjen e pajisjeve mjek&sore. Certifikimi
demonstron aft€sin€ e njé organizate pér té
siguruar n€ ményré t€ vazhdueshme pajisje
mjekésore dhe shérbime t€ lidhura qé plotésojné
kérkesat e klientéve dhe rregullatoréve.

What is ISO 13485:2016?

ISO 13485 is the internationally recognized
standard for quality management systems in the
intended for
the
development, production, installation, servicing,
Certification
ability to
consistently provide medical devices and related

medical device industry. It is

organizations  involved  in design,

and sales of medical devices.

demonstrates an  organization's
services that meet customer and regulatory

requirements.

Pse éshté i réndésishém ISO 13485:2016?

ISO 13485:2016 éshté thelbésor pér industriné e
prodhimit té pajisjeve mjekésore sepse siguria dhe
cilésia jané€ me réndési t€ madhe né kété sektor té
rregulluar n€ ményreé rigoroze.

Standardi siguron g€ organizatat t€¢ pérmbushin
standardet dhe té respektojné kérkesat ligjore,
duke pajisjet
shpérndajné t€ jen€ t€ sigurta pér konsumatorét

garantuar q¢& mjekésore qé

dhe efektive pér géllimet e tyre.

Duke vendosur udhézime té detajuara pér krijimin
dhe mirémbajtjen e njé Sistemi t€ Menaxhimit té
(QMS), ISO 13485:2016 ndihmon
organizatat t€ adresojné né ményré sistematike

Cilésisé

kérkesat rregullatore, t€ pérmirésojné cilésiné e
produkteve dhe t€ sigurojné shpérndarjen e
vazhdueshme t€ pajisjeve mjekésore té sigurta.

Kjo jo vettm q€ mbron konsumatorét, por
gjithashtu ndérton besim dhe kredibilitet né treg.

Why is ISO 13485:2016 important?

ISO 13485:2016 is crucial for the medical device
manufacturing industry because safety and quality
are of paramount importance in this highly
regulated sector.

The standard ensures that organizations meet
satisfactory standards and comply with legal
requirements, guaranteeing that the medical
devices they distribute are safe for consumers and

effective for their intended purposes.

By establishing detailed guidelines for creating
and maintaining a Quality Management System
(QMS), ISO
systematically address regulatory requirements,

13485:2016 helps organizations

enhance product quality, and ensure consistent
delivery of safe medical devices.

This not only protects consumers but also builds
trust and credibility in the market.

Si mund t’ju asistojé CERT-ERN?

Certifikimi
standardit dhe zbatimin e njé sistemi menaxhimi

gjithmoné fillon me kuptimin e

né€ pérputhje me t&. CERT-ERN mund té ofrojé

How can CERT-ERN support?

Certification always starts with understanding the

standard and implementing a compliant

management system. CERT-ERN can provide




trajnim pérkatés, vlerésime, analiza t€ dobésive
dhe certifikim.

Nése keni sugjerime se si mund t’ju asistojmé mé
miré, jeni t& lutur t€ na kontaktoni né€ ¢do kohé.

relevant training, assessments, gap analysis and
certification.

If you have any suggestions on how we can better
assist you, please don't hesitate to reach out to us
anytime.




