Medical CE & FDA Technical Compliance Register: Importer Customs Clearance
Documentation Checklist

REGULATORY DIRECTIVES

The importation of medical aesthetic devices into regulated jurisdictions is
governed by a strict framework of documentary evidence, conformity
assessment, and customs classification requirements. This Compliance Register
defines the mandatory documentation checklist that an importer must
assemble prior to customs clearance of the referenced aesthetic device
platform. The register is structured to satisfy the scrutiny of customs authorities,
notified bodies, and national competent authorities for medical devices. Failure
to present a complete and internally consistent dossier is the primary cause of
shipment detention, reclassification, and financial penalty. The checklist below
reflects the documentation architecture required for CE-marked European
Union entry and FDA-regulated United States entry, with cross-recognition

notes for mutual recognition pathways.



DOCUMENTATION TIER I: CLASSIFICATION AND IDENTIFICATION

Tier | establishes the legal identity of the device and its customs classification.
The importer must retain the following: a signed Declaration of Conformity
identifying the manufacturer, the authorized representative, the device trade
name, the model and serial range, and the applicable conformity assessment
route; a certificate of origin issued by the chamber of commerce of the
manufacturing country; a commercial invoice and packing list with harmonized
system tariff codes correctly aligned to the device classification; and a bill of
lading or airway bill with consignee details matching the importer of record. For
FDA entry, the importer must additionally hold a valid Establishment
Registration for the manufacturing site and a Device Listing confirmation for

the specific product code.



DOCUMENTATION TIER II: TECHNICAL FILE AND CONFORMITY EVIDENCE

Tier Il comprises the technical documentation underpinning market
authorization. The mandatory file includes: the full technical construction file
with risk management report aligned to ISO 14971; the electrical safety test
report to IEC 60601-1 and collateral standards IEC 60601-1-2 for
electromagnetic compatibility; a clinical evaluation report or summary of
clinical evidence supporting the intended indications; the labelling set
including instructions for use, symbols glossary, and UDI carrier verification;
and the biocompatibility assessment for patient-contacting components. Under
FDA pathways, the importer must hold the 510(k) clearance letter or De Novo
grant, the corresponding product classification database confirmation, and the

premarket notification summary where applicable.
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DOCUMENTATION TIER [Ill:  QUALITY SYSTEM AND POST-MARKET

OBLIGATIONS

Tier 1l addresses the manufacturer's quality management system and the
importer's post-market surveillance duties. Required records include: a current
ISO 13485 certificate issued by an accredited notified body; the most recent
surveillance audit summary; the post-market surveillance plan and periodic
safety update report schedule; the vigilance and field safety corrective action
procedure; and the authorized representative mandate letter for the importing
jurisdiction. The importer of record must also document its own registration
status with the national competent authority and its medical device vigilance

reporting channel.




DOCUMENTATION TIER [V: CUSTOMS-SPECIFIC AND TRANSACTIONAL

RECORDS

Tier IV captures the transactional and clearance-specific instruments required at
the border. The dossier must include: the customs declaration with correct tariff
heading and duty calculation; the importer of record authorization and power
of attorney; the free sale certificate or certificate to foreign government where
requested; the radiation safety or laser product report for jurisdictions requiring
optical source disclosure; and the insurance certificate covering the shipment
value. For shipments containing controlled optical components, a laser product

classification report to IEC 60825-1 must accompany the entry.

COMPLIANCE VERIFICATION

A pre-clearance compliance verification is mandatory before the shipment is
tendered to the customs broker. The verification confirms document version
currency, cross-document consistency of model and serial references, validity
dates of certificates, and alignment between the declared tariff code and the
device classification. Any discrepancy must be resolved through a formal
document amendment log before entry filing. The register is maintained under
document control with a defined retention period of not less than the device

lifetime plus the statutory record retention window.






