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@) tescomemzs  Definitions & Classification Criteria d

Adapted from the WHO’s definitions and criteria

_ Substandard Falsified Unregistered / Unlicensed

Authorised VP* that fail to meet either their Unauthorised VP that deliberately or VP that has not undergone evaluation and/or
quality standards or their specifications, or both fraudulently misrepresent their identity approval by the national or regional regulatory
authority for the market in which they are
marketed/distributed or used, subject to
(Source WHO: IFS Team) permitted conditions under national or regional
regulation and legislation.

Definition

The VP appears to be registered in the country The VP failed field screening examination, The VP does not appear to be registered in the
where it is found and/or local laboratory testing country where it is found

AND

Suspect

The VP failed field screening examination, and/or
local laboratory testing

The veterinary authority has confirmed that the The stated manufacturer or MAH has The veterinary authority has confirmed that the
Incident VP is registered in the country where it was found confirmed that they did not make the product VP is not registered in the country where it was
found

criteria AND

AND
The stated manufacturer or MAH** has

confirmed that they did make the product The stated manufacturer or MAH has confirmed

Confirmed that they did make the product

AND

The stated manufacturer or MAH has confirmed
that the results of laboratory testing do not
correspond to their records
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) * VP = veterinary products, **MAH = marketing authorisation holder
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https://www.who.int/news-room/fact-sheets/detail/substandard-and-falsified-medical-products

@) e romaamess™  Vleterinary Monitoring and Surveillance System for Substandard and FalsitiedVMPsz
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Members with access, control Repository of incidents -> e

and analysis of their own data available at regional level Dashhoards with trends Risk communication
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(@) hesosmizasn Reporting through VSAFE : Three Main Elements
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WOAH Immediate Notification Form for Substandard and Falsified WOAN Monthty Declarstion Form for the Abseace of Substandard and

WOAH Baseline Reporting Form for Information on Substandard and 8 Falsified Veterinary Products
Falsified Veterinary Products Veterinary Products
General irstrections

. . . ) General instructions for completing this form
General instructions for completing this form SN SN U VAN IR SRR SRR S W
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Please provide as much detail as you can. If you do not have all the information requested on the form, Please provide as much detail as you can. If you do not have all the information requested on the form, iyt SerTTiary daring Y st ralandar maneh
please fill it in with the information that you do have. please fill it in with the information that you do have.
Mandatory questions are identified with the *' symbol. Mandatory questions are identified with the "' symbol. Mantutary Jueetions are ientshad wih T T uymdol

e as -t ot — e e
Use the navigator buttons located at bottom of the page to move to the previous or next section. OSSR S ST S VRO PR S PRI D A Gr AP

Use the navigator buttons located at bottom of the page to move to the previous or next section. Responses T Tt T T T T e T

. . - . . L rthae " "
can be amended at any time before completing the questionnaire. i b srprn ARt maritinncs, haans contart v WNPEEA Y

Follow-up information can be sent by emalil to sfvp@woah.org
Follow-up information can be sent by email to sfyp@woah.org

=
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To be completed or updated once a year Tobe completed every time a Member has an incident to report To be completed monthly if no incidents were reported the

previous month
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Main Benefit (but not the only one) Lastupdate 44 March 2025
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@) veesemseriseen VSAFE- I Tool Development
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9“ Functional Requirements

&

29Technical Requirements

Security - no data breach

Different levels of Access for Members and external stakeholders
Individual Country Portal - more than one agent per portal
Engine Search Tool for suspect ‘VMP’ already reported
Autosave reporting and updates on same immediate notification
Automated notifications & subsequent follow-up of incidents
Image gallery of suspect reported if available

Upload own existing template/s already in use nationally

Direct upload from screening devices used in field (in the future)
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@) yemacrasneeton  Benefits and accessibility to VSAFE

Features T Jffﬁ‘lfﬂlﬁﬁﬁfm : |O| 8
Access to own portal / profile v v

Public alerts 4 4 4
Annual Report v v v
Own reporting 4 v

Main contact for final validation v X
Search tool of all VMPs reported available v X X
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(@) YonaOrseriserin Bangfits and accessibility to VSAFE - WHY you shouldjoin? B

My country does not have a system... VSAFE can be used as model to establish your system

My country does have a system already ... Share any reports/forms to reduce your work burden
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\eterinary Surveillance System for Substandard And Falsifitd VMP
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https://oieoffice365.sharepoint.com/sites/SFVPPilot
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