
Site Regulatory Authorizations Standards & Certifications

Butantã (BR)

• ANVISA (Brazil)
• INVIMA (Colombia)
• DIGEMID (Peru)
• DRAP (Pakistan)

• GMP – ANVISA
• ICH & WHO compliant stability studies
• Certified aseptic manufacturing processes

Barretos (BR)
• ANVISA (Brazil)
• Authorization to manufacture pharmaceuticals, controlled substances, and 

health products

• cGMP / GMP – ANVISA
• Good Laboratory Practice (GLP)
• ISO50001
• Energy policy aligned with Group sustainability 

commitments

Amiens (FR)
• EMA (Europe)
• ANSM (France)
• Other international authorities (Libya, Ukraine, etc.)

• European cGMP
• ISO 13485:2016 – MD (GMED / LNE)
• Research Tax Credit (CIR)
• ISO 50001

Coutances (FR)

• ANSM (France)
• FDA (USA)
• ANVISA (Brazil)
• MFDS (South Korea)
• Health CanadaTGA (Australia)
• MHRA (UK)
• Turkish Ministry of Health

• European cGMP
• ISO 13485:2016 – MD (GMED / LNE)
• ISO 50001 – Energy Management
• Research Tax Credit (CIR)

Bordeaux (FR)
• ANSM (France)
• ANSES (France)
• Other international authorities (Turkey, Libya, etc.)

• European cGMP
• Research Tax Credit (CIR)

Gannat (FR)
• ANSM (France)
• Russian Health Authorities (Ministry of Industry,Trade Health)

• European cGMP
• ISO 13485:2016 – MD (GMED / LNE)
• GMED certification

Colomiers (FR)

• ANSM (France)
• ANVISA (Brazil)
• MHRA (UK)
• Russian Health Authorities

• European cGMP
• ISO 13485:2016 – MD (GMED / LNE)
• ISO 50001
• Certificate 26878 rev.2
• Research Tax Credit (CIR)

Rochester (USA)

• FDA & DEA (USA)
• MHRA (UK)
• ANVISA (Brazil)
• EMA (Europe)
• Health Canada
• UL (USA)
• Ministries of Health (Mexico, Turkey)

• FDA cGMP (Sept. 2024)
• General GMP compliance (May 2019)
• Sterile & non-sterile inspections
• International medical device certifications

Nanjing (CN)
• cGMP (China)
• Inspection compliant with European standards

• GMP – NMPA (China)
• ISO 13485:2016 – MD
• GMP compliance (Europe & China)
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