
What certifications are important for medical
packaging?
The most important certifications for medical packaging are ISO 13485 for quality management systems, UN
3373 for biological substances, GDP certification for pharmaceutical products, and additional standards such
as ISTA for transport testing. These certifications ensure safety, quality and compliance during transport and
storage of medical products.

Why are certifications crucial for medical packaging?

Certifications for medical packaging are not a luxury but an absolute necessity. They form the foundation for
safe distribution of medical products and ensure that you comply with international legal requirements.

The medical sector has strict regulations because errors can literally have life-threatening consequences.
Medical packaging standards not only protect the integrity of medical products during transport, but also
guarantee that pharmaceutical products maintain their efficacy until they reach the end user.

Without proper certifications, you may not transport or distribute medical products. This applies to both
national and international transport. Moreover, hospitals, pharmacies and other medical institutions
increasingly require proof of certified packaging processes before they collaborate.

Medical quality certificates also provide risk management. They help you prevent potential problems that can
lead to product recalls, legal claims or reputational damage.

What is ISO 13485 and why is this certification indispensable?

ISO 13485 is the international standard for quality management systems specifically designed for medical
devices and their supply chain, including packaging partners.

This certification goes beyond general quality standards. ISO 13485 sets specific requirements for
documentation, traceability and risk management that are crucial for medical applications. For packaging
companies, this means that all processes, from design to delivery, must be fully documented and controllable.

The standard requires a systematic approach to identifying and managing risks. This means that as a
packaging partner, you must demonstrate how you deal with potential threats to product safety, such as
contamination, damage or temperature variations.

For companies that supply industrial custom packaging to the medical sector, ISO 13485 certification is often
a hard requirement from customers. Without this certification, you cannot participate in tenders or long-term
contracts in the medical market.

Which UN certifications are mandatory for dangerous medical
substances?

UN 3373 is the most important UN standard for packaging biological substances and diagnostic specimens,
but there are more UN certifications relevant for medical transport.

UN 3373 applies specifically to biological substances of category B, such as blood samples, tissue samples
and other diagnostic materials. This standard prescribes which packaging types you must use, how you must



mark them and what documentation is required.

For radioactive medical materials, UN standards from class 7 apply, while for certain pharmaceutical
products other UN classifications may be applicable. Each of these standards has specific requirements for
packaging design, test procedures and certification.

The most important thing about UN certifications is that they are internationally recognized. This means that
with proper UN-certified packaging you can transport worldwide, provided you also comply with local
regulations of the destination country.

UN Standard Application Key Requirements
UN 3373 Biological substances category B Triple packaging, absorbent material

UN 2814/2900 Infectious substances category A Certified packaging, special training

UN Class 7 Radioactive medical materials Radiation protection, special marking

How does GDP certification differ from other quality standards?

GDP certification (Good Distribution Practice) focuses specifically on the distribution chain of
pharmaceutical products and sets unique requirements that go beyond general quality standards.

While ISO standards focus on quality management systems, GDP concentrates on the integrity of medicines
during transport and storage. This means strict control of temperature, humidity, light and other
environmental factors that can influence the efficacy of medicines.

GDP also requires extensive documentation of the entire supply chain. You must be able to demonstrate
where each pharmaceutical product is located, under what circumstances it has been stored and who has
handled it. This traceability is essential for preventing counterfeit medicines.

For medical packaging, GDP compliance means that packaging solutions not only provide mechanical
protection, but also contribute to maintaining pharmaceutical quality throughout the entire distribution chain.

Which additional certifications are important for specialized
medical packaging?

Besides the main certifications, there are various additional standards that can be crucial, depending on your
specific application in the medical sector.

ISTA certification (International Safe Transit Association) is essential for testing transport resistance. This
standard simulates the actual conditions during transport, from vibrations and shocks to temperature changes
and humidity.

ASTM standards are important for material specifications. They define which materials are suitable for
medical use and how they should be tested for biocompatibility, strength and durability.

For defense and emergency response applications in the medical sector, additional certifications such as
MIL-STD (military standards) or IP classifications for dust and water resistance may be required. These are
especially relevant for medical equipment that must function under extreme conditions.

How do you choose the right certified packaging partner for medical
products?



Selecting a packaging partner for medical products requires a systematic approach where certifications form
only the starting point of your evaluation.

Start by verifying all relevant certifications. Check not only whether the certificates are valid, but also
whether they apply to your specific products and markets. A good partner can transparently demonstrate
which processes are certified and how this supports your compliance.

Experience in regulated sectors is crucial. A partner who has been working with medical, defense or
pharmaceutical clients for years understands the complexity of regulation and can proactively contribute to
compliance challenges.

Look for a partner that offers end-to-end solutions, from design to logistics. In the medical sector, integration
of different processes is essential for maintaining quality and traceability. A partner with their own
engineering, production and logistics capabilities can better guarantee that all links in the chain meet the
same high standards.

Also ask about experience with sustainable and circular packaging solutions. The medical sector is under
increasing pressure to reduce environmental impact, while simultaneously maintaining the highest quality
standards.

How long does it take to obtain ISO 13485 certification for my packaging company?

The certification process for ISO 13485 takes an average of 6-12 months, depending on the current state of
your quality management system. You must first document your processes, train employees, and conduct an
internal audit before the external certification audit takes place. Therefore plan well in advance if you want to
enter the medical market.

What are the costs associated with obtaining all necessary certifications?

Total certification costs vary greatly per company size and complexity, but count on €15,000-€50,000 for a
complete certification package including ISO 13485, UN certifications and GDP. On top of that come annual
maintenance costs of approximately 20-30% of the initial investment. See it as an investment that provides
access to the lucrative medical market.

Can I perform international medical transport with only Dutch certifications?

Dutch certifications are usually based on international standards and are widely recognized, but you must
always check the specific requirements of the destination country. For UN certifications, worldwide
recognition applies, but countries may have additional local requirements. Always consult the customs
authorities of the destination country or work together with an experienced logistics partner.

How often must certifications be renewed and what happens with expired certificates?

Most certifications have a validity period of 3 years with annual surveillance audits. With expired certificates
you may no longer perform certified activities, which means you can lose customers and break contracts.
Therefore always plan renewal 6 months in advance and keep a certification calendar to not miss deadlines.


