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Dossier Translation
Use Case

If You Don’t Understand It, You Can’t Translate It!

Ataglance

Pharmaceutical companies depend on
accurate translations of product dossiers
and regulatory submissions to gain
approval across global markets. Precise,
compliant translations of dossier data
sheets ensure successful submissions,
enabling rapid market entry and consistent
communication with international
regulatory bodies.
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CHALLENGES v

Pharmaceutical data sheets within dossiers include extensive scientific,
clinical, and regulatory content requiring flawless translation to satisfy
global standards. Misinterpretations or inaccuracies can result in
regulatory rejections, costly submission delays, or market entry setbacks.
Ensuring translation consistency across multiple languages, while
adhering to complex regional requirements and tight regulatory
timelines, presents ongoing operational challenges.

SOLUTIONS v

Al-optimized translations combined with expert linguist validation ensure
dossiers are accurately translated to meet regulatory compliance across all
target markets. Translation teams specialized in regulatory and scientific content
accurately manage complex documents, maintaining consistency and precision.
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Regulatory 12 Step Quality Scalable To Meet
Expertise Control Process Your Needs
BENEFITS v

Accelerated Regulatory Approvals

Accurate translations facilitate faster dossier reviews,
reducing approval timelines and enabling quicker global
market entry.

Improved Global Compliance

2 Ensures dossiers align precisely with international standards,
minimizing regulatory queries and rejections.

Enhanced Market Reach

3 High-quality translations expand pharmaceutical companies’
ability to enter new markets quickly and confidently.
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