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Obtaining sanitary registration with COFEPRIS for medical devices or medications involves 

STEP 
1

Product

STEP
2

Information
Gathering

•
•

•

•

•

•

STEP
3

Document
Drafting

•
• Drafting documents or letters according to 

•

STEP
4

Information
Review

•
•
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STEP
5

Registration
Application

•
• Submission of the complete dossier to 

STEP
6 Administrative Review

• COFEPRIS conducts a technical and 

•

STEP
7

Corrections
and Response

•
necessary corrections and submit the 

STEP
8

Approval
or Rejection

• COFEPRIS issues a resolution on the sanitary 

•
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STEP
10

Registration
Renewal

•

STEP
9

Monitoring
and Compliance

•

• Maintain compliance with regulations and good manufacturing and distribution 
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Consult

•

Specialized

•

��������������




www.ance.org.mx

salud@ance.org.mx

55 9262 4861

55 6166 9110
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