AMPLIFA PROCUREMENT GLOSSARY

Certificate of Analysis (CoA): Batch
Documentation as the Foundation of
Incoming Quality

The Certificate of Analysis (CoA) is an analytical inspection document assigned to the result of a
quality inspection of a specific product batch. In procurement logistics, it serves as evidence for the
buyer that a delivered material or raw material complies with the agreed specifications. The term is
often confused with the Certificate of Conformity, which constitutes a more general declaration of
conformity.

Key facts

* A CoA provides batch-related evidence of the results of analytical inspections against the agreed
specification.

 Itis typically issued by the manufacturer or a commissioned laboratory and enclosed with each
delivery.

* In goods receipt, it does not replace the buyer's own incoming inspection but governs its scope, for
example within reduced inspection procedures.

 Incorrect or missing CoAs are regarded in practice as a significant supplier risk and feed into the
supplier rating.

« Digitalised CoA processes reduce inspection effort and improve traceability along the supply chain.

Definition: Certificate of Analysis

The Certificate of Analysis is a document that, for a specific batch of a product, reports the
measurement-based values of relevant inspection characteristics and compares them against the
specification. It is generally prepared by the manufacturer itself or by an independent laboratory and
enclosed with the goods delivery. This distinguishes it from the Certificate of Conformity, which provides
a blanket confirmation of compliance with requirements without reporting individual measured values.

Typical contents of a CoA

A typical CoA in practice contains the batch and lot number, the production date and the minimum
shelf-life or re-inspection date. It also lists the tested characteristics with target value, tolerance and
actual value, names the test methods used, and records release by a responsible person with the date.
For chemical and pharmaceutical products, details on impurities, water content or degree of purity also
belong in the document.

« Batch number, production date, re-inspection date

* Inspection characteristics with target value, tolerance and actual value

» Test methods and, where applicable, standard or pharmacopoeia reference
» Release signature and issue date
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Distinction from related documents

The CoA must be clearly distinguished from the Certificate of Conformity, the material data sheet and
the First Article Inspection (FAI), which relates to the initial sample of a part. While the CoA documents
each individual batch, the FAI typically verifies the suitability of a product for series production on a
one-off basis. Material data sheets, in turn, describe general material properties without providing
batch-specific evidence.

Significance for incoming quality and quality inspection

The CoA is a central control element of incoming quality. It allows the buyer to assess whether a batch
is specification-compliant even before quality inspection in goods receipt, and to map inspection-scope
risk on the supplier side.

Role in goods receipt

In practice, goods receipt teams first check whether a CoA is present, whether it matches the delivery
note and batch number, and whether all agreed characteristics are reported. On this basis, the
inspection concept can be tiered: with a robust track record and good CoA results, inspection is often
reduced to sampling or document review. In the event of anomalies, with new suppliers or for critical
characteristics, a full incoming inspection remains in place.

Link to supplier rating

CoA completeness and accuracy are well-established input variables in a supplier rating model. A
supplier who repeatedly delivers incomplete or deviating CoAs sighals weaknesses in their data control
and quality management system. This assessment typically feeds into the supplier rating and can trigger
follow-up measures, such as a supplier development programme or tightened inspection requirements.

Traceability and complaints

In the event of a complaint, the CoA is often the first piece of evidence to substantiate deviating
incoming quality and to support liability and recall measures on a sound footing. Together with the batch
number and delivery document, it enables complete traceability back to the manufacturing process. This
is a mandatory requirement, particularly in regulated industries such as pharmaceuticals, food or
medical technology.

Methods and approach in the procurement process

For a CoA to be effective in day-to-day procurement, it must be contractually anchored, processed
procedurally and systematically verified. The following steps have proven themselves in practice.

Define requirements contractually

As early as the enquiry and the Binding Offer or supply contract, it should be specified which
characteristics the CoA must report, in what form it is to be delivered and at what shipping readiness it
must be enclosed. The language, format and deadline for CoA transmission can also be bindingly
agreed here. Anyone working with Incoterms EXW should additionally stipulate that the documents
precede the transport or are provided digitally, as the buyer organises collection; with Incoterms CPT,
the seller typically has more organisational scope, but the documentation requirement remains the
same.
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Verification and system processing

In the ERP system, CoA verification can be embedded as a mandatory step in the goods receipt
process, for example as an inspection note on the material master. An inspection routine that checks
batch number, characteristic values and validity against the master data is sensible; a cross-check
against the manufacturer part number (MPN) is also worthwhile to rule out mix-ups of similar products.
Conspicuous CoAs are documented in a complaints or 8D process.

Sampling and audits

To verify the credibility of manufacturer CoAs, many buyers carry out periodic counterchecks: the
received batch is re-tested externally or internally and compared with the CoA. Systematic deviations
indicate test method problems or deliberate misreporting and belong in a supplier development
programme with defined measures and deadlines.

Key KPIs around the CoA

The quality of CoA documentation can be measured and thus integrated into existing performance
measurement systems. The following metrics have established themselves as guiding indicators;
specific target values should be adjusted depending on the industry and criticality.

CoA completeness and hit accuracy

The key metric is the proportion of deliveries that arrive complete and on time with a valid CoA. In
addition, hit accuracy measures how often the CoA values agree with the buyer's own re-test results.
Both figures are suitable as input variables for the supplier rating and for supplier meetings.

Implications for procurement logistics

CoA deviations can be used to derive early-warning indicators for procurement logistics: frequent
complaints lead to increased inspection effort, longer goods receipt lead times and, in extreme cases, to
shipment blockades that burden the fill rate of downstream production. Those who address this early
can identify supplier risks and secure themselves through safety capacity or alternative sources of

supply.

Risks and controls

A CoA is only as reliable as the process that produces and checks it. Typical risks can be significantly
reduced with structured controls.

Typical risk areas

Common problems are incomplete characteristic data, missing allocation to the delivered batch, generic
templates adopted without genuine measured values, and documents in the wrong language or without
a legally valid release. Added to this is the risk of buyers relying blindly on manufacturer statements and
dismantling their own incoming inspections too early. Even with traded products delivered by an
intermediary, it should be clarified who can issue the CoA in a legally robust manner.

Control mechanisms

Effective controls include a mandatory check in goods receipt, periodic counterchecks, linking CoA data
with batch traceability in the ERP system, and defined escalation levels for deviations. For strategic
suppliers, a pilot project with the supplier is recommended to trial digitalised CoA formats or automated
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data transfer before rolling them out across the board. If a CoA deficiency affects an existing framework
agreement, it should be examined whether agreed term provisions, such as automatic contract renewal,
should be adjusted in order to preserve renegotiation leverage.

Regulatory and legal notes

In regulated markets, the accompanying provision of a CoA may be required contractually or by law; the
specific requirements differ depending on the jurisdiction and product category. Tax and liability
implications, for example in customs declarations in connection with HS Classification, should be
examined on a case-by-case basis. This article does not constitute legal advice.

Current developments and digitalisation

CoA processes are increasingly migrating into digital systems. The trend is moving away from PDF
documents in email attachments towards structured data that are machine-checked against
specifications.

Automation and data control

Modern approaches use OCR and Al-supported extraction to transfer CoA values automatically into
ERP or quality management systems and check them against target values. This increases data control
and reduces manual errors. At the same time, the demands on suppliers to provide robust and
consistent data structures increase, which is increasingly becoming a prerequisite in ESG and quality
contexts.

Interaction with supplier management and sustainability

CoA requirements can be readily integrated into a broader supplier management approach, for instance
alongside a supplier ESG improvement plan or a service level target. Even in questions of outsourcing
transition and make-or-buy decisions, the CoA process is a practical litmus test: it shows whether a
potential supplier possesses the documentary maturity for critical parts. In delivery planning, in turn,
inspection lead times and document lead times must be factored in such that documented releases do
not jeopardise delivery reliability.

Typical metrics

CoA completeness rate: > 99 %
Proportion of deliveries with a complete, valid CoA

CoA hit rate on counterchecks: 100 % within tolerances
Agreement of manufacturer's data with own re-testing

Complaint rate related to CoA: < 1 % of deliveries
Proportion of complaints attributable to CoA deviations

Goods receipt lead time with CoA verification: typically <1 working day
Significantly shorter with digitalised processes than with paper-based checking

Practical example

A medium-sized mechanical engineering company sourced stainless steel tubes from a new European
supplier. In the first few months, several CoAs were found whose batch numbers did not match the
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delivery. After two complaints, the buyer agreed a pilot project with the supplier to introduce a
standardised digital CoA format.

« Binding CoA characteristics list anchored in the Binding Offer of the framework agreement
» Mandatory verification of CoA data established as a system step in goods receipt

* Quarterly counterchecks agreed to verify manufacturer values

» CoA completeness incorporated as a criterion in the supplier rating model

Conclusion

The Certificate of Analysis is far more than an accompanying document: it is an active control
instrument for incoming quality, inspection scope and supplier evaluation. Buyers who anchor CoA
requirements contractually, verify them systematically and make them measurable noticeably reduce
supplier risks and complaint effort. The digitalisation of CoA processes opens up additional efficiency
potential but places higher demands on supplier data quality. Buyers are well advised to consistently
integrate the CoA into inspection metrics, supplier meetings and development measures.

Frequently asked questions

What is a Certificate of Analysis?

A Certificate of Analysis is a batch-related inspection document that reports the measured values of
defined inspection characteristics and compares them against the specification. It is typically issued by
the manufacturer or a laboratory and enclosed with each delivery. It serves the buyer as evidence of
incoming quality.

What is the difference between a Certificate of Analysis and a Certificate of Conformity?

The Certificate of Analysis reports specific measured values for a batch, whereas the Certificate of
Conformity provides a general confirmation of compliance with requirements. For critical materials, the
CoA is therefore more informative. In practice, both documents are frequently required in combination.

Is a CoA mandatory?

Whether a CoA is mandatory depends on the industry, product and jurisdiction; in regulated sectors
such as pharmaceuticals or food it is frequently prescribed. In industry, it is generally agreed
contractually. The specific requirements should be examined on a case-by-case basis.

Can a CoA replace incoming goods inspection?

A CoA can reduce the inspection scope but cannot fundamentally replace incoming inspection. Many
companies work with tiered inspection concepts: with a good track record, a document review is
sufficient, whereas anomalies trigger a full quality inspection. Periodic counterchecks safeguard the
credibility of supplier data.

Who issues the Certificate of Analysis?

Typically, the manufacturer itself prepares the CoA for each production batch. Alternatively, a
commissioned independent laboratory can perform the analysis. For traded products, it should be
contractually clarified that an original CoA from the manufacturer must be supplied.

What information must a CoA contain?

Commonly included are the batch number, production date, tested characteristics with target and actual
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values, tolerances, test methods and a release signature. Depending on the product, contamination
values or re-inspection dates may be added. The binding list of characteristics should be agreed
between buyer and supplier.
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