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Country/Region

Climatic Zone

Requirements for Site Specific
Stability Data

Long-Term (real time) Testing
Conditions

Notes for Long-Term (real time)
Testing Conditions

Minimum Time Period (real)
(months)

Mexico

At the moment, Mexico is still asking
for the stability studies of the last
manufacturing site, according to the
NOM-073-SSA-1 for stability tests.
(Note: it is likely that Authorities will
ask site-specific stability studies in the
near future. Though no formal
instructions may be found officially,
they are currenthy requiring repeats of
stability tests in Mexico).

25° C +2° C/60% RH + 5% RH or 30°
C+2° C/65% RH + 5% RH

Choice of testing condition made by
applicant.

12

Brazil

Vb

ANVISA requires the complete
accelerated study and the twelve
months long term ongoing study, at
the submission of the application. If
the medicinal product falls into the
situations below, the submission may
include 6 months complete
accelerated study and ongoing long-
term study

30°C+2°C/T5% RH £ 5% RH

MNIA

12

South Africa

South Africa is classified in Climatic
Zone Il

MNote: In Table 2 of the WHO guideline
the long-term stability conditions for
WHO Member States by Region are
listed, with South Africa indicated as
zone IVA, this is to be corrected to
zone |I. Long-term stability studies
conducted at zone VA and VB
conditions, instead of or in addition to
studies conducted at zone |l
conditions are also acceptable.

Mot generally required if the sites
belong to the same company.
However, stability data pertaining to
the manufacturing site, formulation,
APl manufacturer is generally required
if the sites are not subsidiaries of the
company, with the same systems,
equipment etc.

The Amendments guideline (IDRAC
148223) gives all the permutations for
different manufacturers.

257 C+2° C/B0% RH £ 5% RH

Long-term storage at 30 + 2 °C /65 %
+5%RHor30+2oC/75 % +5 % RH
is also acceptable.

Where “significant change” occurs due
to accelerated testing, long-term data
for a period longer than 12 months
may be required to justify a provisional
shelf-life of 24 months.

MCE : 12 months
Generic : 9 months
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Legal Definitions and Marketing Requirements
« Legislative/Regulatory Framework: Biosimilar Products
« Legislative/Regulatory Framework: Generic Products
« National Pharmaceutical Laws and Regulations Directory
« National Pharmacopeia Directory

Format and Content of Applications
« CTD Acceptability Framework
« Finished Product Stability Data Requirements
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Fees
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Product Information
« Package Labeling Requirements
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Clinical Research

« Clinical Trial Application Research Requirements: Local
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« Expected Authority Review Timelines: Clinical Trial
Application and Ethics Committee

« Investigational Medicinal Product (IMP) Labeling
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Quality Assurance
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Market Access Guidance
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Pharmacovigilance and Risk Management
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« Risk Management Submission Requirements and
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Import and Export
« Certificate of Pharmaceutical Product (CPP) Overview
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» Legislative Trackers
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Medical Devices & IVDs
Comparison Tables (3REIDLLEFR)

Comparison Tables

« Authorities and Organizations
« IVD Regulatory Agency Directory
« Medical Device Regulatory Agency Directory

Comparison Tables

« Labeling and Promotion
« IVD Labeling Requirements
« Medical Device Advertising Requirements

+ Legal Definitions and Product Classification > JuseliE=l DavEs Lelgeling REgISmEntE

« IVD Classification Summary

« IVD Laws and Regulations Summary

« Medical Device Classification Summary

« Medical Device Laws and Regulations Summary

« Quality Management System Requirements
« IVD Quality Management System and Inspection
Requirements
» Medical Device Quality Management System and

« Market Clearance Inspection Requirements

« IVD Marketing Application Procedures

« IVD Post-Marketing Procedures

» Medical Device Marketing Application Procedures
» Medical Device Post-Marketing Procedures

« Market Surveillance
« IVD Adverse Incident Reporting Requirements
» Medical Device Adverse Incident Reporting
Requirements

« Import and Export
« Maedical Device Import and Export Requirements
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https://clarivate.com/cortellis/ja/learning/cortellis-training-home-1564/cortellis-regulatory-intelligence-training-resources-1815/
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