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Organisation mondiale Systéme desurveillance et de contrdle vétérinaires des médicaments vétérinaires de qualité inférieure ou falsifiés
de la santé animale
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Organisation mondiale
delasanté animale  Emplacement du formulaire de notification immédiate OMSA dans VSAFE
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> — P — Immediate Notification Forms for Substandard and Falsified Veterinary Products
I Substandard and Fosfied Veteinary Products ot Projec ms  Awts e
. Submit 2 10-15 min WOAH Immediate Notification Form for SFVPs, every time you are aware of afif Report suspected and/or confirmed
suspected/confirmed incident of SFVPs and as soon as possible (even if all the information is not Substandard and Falsified Veterinary
available). As a minimum each incident should contain: Products
Forms for Reporting Substandard & Falifed Veterinary Products - Name of the product and Registraton Number 3 tated nthe packaging
Use the forms belo 1o report substandard and fasied veterinary products * Manufacturer as stated in the packaging,
* Batch number as stated in the packaging,
S e
An open text box is available at the beginning of the Immediate Notification Report to write a
destpionof the emaiing nformation rfevant of every inident e, quartiie. ressons of
—— suspicious, lab testing conducted, adverse reactions detected, etc) and facilitate the reporting to
Immediste Notification Form for SFVP the reporting agent in case of lack of resources or time. ~ ‘

In order to ensure that every form is well submitted, please ensure that all mandatory fields are
completed, and to click ‘DONE'at the very end of the form.

An email confirming well-receipt will be sent by our Team within 48 h.

Baseline Reporting Form for SFVP WOAH Monthly Declaration Form for the Absence of SFVP.

For further assistance please contact sfvp@woah.org
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General instructions for completing this form

r—

Please provide as much detail as you can. If you do not have all the information requested on the form,

please fil it in with the information that you do have.

Mandatory questions are identified with the "' symbol.

Use the navigator buttons located at battom of the page to move to the previous or next section.
Responses can be amended at any time before completing the questionnaire.
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Organisation mondiale

delasantéanimale  Formulaire de notification immédiate de ’'OMSA pour PVSF h
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WOAH Immediate Notification Form for Substandard and Falsified Nom et concentration du ou des principes actifs
Veterinary Products

Nom commercial

Date de découverte

Forme pharmaceutique et voie d'administration Date de notification aux autorités

General instructions for completing this form

Please provide as much detail as you can. If you do not have all the information requested on the form, TItU|aII’e de |'aut0rlsatI0n de mise sur Ie marChé/ fabl'lcant

please fill it in with the information that you do have.
Mandatory questions are identified with the "*' symbol.

Type d'unités et quantités

Identification du produit : Raison de la découverte

Use the navigator buttons located at bottom of the page to move to the previous or next section.
Responses can be amended at any time before completing the questionnaire.

* Numéro d'enregistrement
* Numéro de lot

» Date de péremption

* Date de fabrication

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

Lieu de la découverte

Source des données

Espéces cibles (utilisation conforme et non conforme, si connue)

A remplir chaque fois qu'un membre a un Photographies disponibles
incident a signaler.

Y a-t-il une raison pour laquelle cet incident ne peut Le produit est-il enregistré ? Rappel ?
A < '
étre partage avec d'autres membres? Erreurs dans I'emballage/I'étiquetage ? Alerte ?
Des tests en laboratoire ont-ils été effectués ? Effets indésirables ?
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Organisation mondiale Consentement au partage des données avec des tiers -
delasameanimale question obligatoire

WOAH?

If you select ‘Mo’ you agree that the information can be shared with other international organisations (such as World Customs Organisation and Interpol)

and with WOAH participants disclosing the name of the Member reporting.

11. Please indicate who and how data can be shared with if it cannot be shared totally

O It can be shared with other international organisations (such as World Customs Organisation and
O N 0 n Interpol) and with WOAH participants at regional level without disclosing the name of the Member

reporting the incident but indicating the region affected.

() It cannot be shared with other international organisations (such as World Customs Organisation and
Interpol) but it can be shared with WOAH participants only, without disclosing the name of the Member
reporting the incident but indicating the region affected.

() It cannot be shared with other international organisations (such as World Customs Organisation and

@ O - Interpol) but it can be shared with WOAH participants only, disclosing the name of the Member reporting
u‘ ‘ the incident.

() Other (please specify)

In all instances, participants consent that the information can be used for writing the annual

public report describing the presence of SFVPs regionally and globally anonymously (that is, no
disclosing the country reporting)
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@)) Organisationmondiale ~ T€lécharger des fichiers : par exemple, des h
de la santé animale photographies (si disponibles)

23. Are photographs of the suspect product available?

Concentré avec référence a la taille
O Yes Informations minimales affichées

O e Nom de marque
Nom et concentration de I'API

Nom du MAH / fabricant

24. If you answered 'Yes' please attach any photograph/s available to this form.

The file size limit is 16MB. For larger files, please send them by email (sfvp@woah.org) including the reference
number sent to you after completion of this form

Identification du produit :
‘ Mo file chosen

* Numéro d'enregistrement

* Numeéro de lot

““ « Date de péremption

 Date de fabrication

Incohérences détectées dans
I'étiquetage/I'emballage
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Organisation mondiale T es de ré nnses
de la santé animale vp I]
[ [
chﬂlx multlple 30. If laboratory testing was undertaken, what were the results?

[ ] Correct amount of API specified on the label

‘ APl amounts ABOVE the specified on the label (overdose)

[ ] APl amounts BELOW the specified on the label (underdose)
[ ] API other than that specified on the label detected

[ ] No API detected

‘ Presence of impurities out of the specifications

[ ] Bacteria contamination

[ ] Other (please specify)

[ [
27. Has the manufacturer or marketing authorisation holder (MAH) been contacted to confirm if they
produced the veterinary product?

() Yes, and they confirmed they did NOT make the product

@ Yes, and they confirmed they did make the product a H H H 4
méme si le fabricant est situé
Yes, but a response has not yet been received
O P y en dehors de votre pays
(O No, they have not been contacted
(O Unknown
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Organisation mondiale
de la santé animale

Types de réponses

Zone de texte

I Abcdefghijkimnopqu ... I

déroulant
A
\ 4

31. Date of discovery (DD/MM/YYYY) if known -
v Respecter le format proposé

32. Date of notification to the veterinary authority (DD/MM/YYYY) if known

37. Site of discovery of suspect veterinary product(s) (i.e., where in the supply chain was the suspect

veterinary product found/purchased) EVItez aUtant que pOSSIbIe
les réponses vides.

l ?)

Customs

Distributor

Farm Shops/Agricultural Supplier

Feed Mill

Importer

Internet

Marketing Authorisation Holder or Manufacturer
Pharmacy

Retail store (authorised to sell veterinary products)
Retail store (unauthorised to sell veterinary products e.g. street vendor)
Veterinary clinic

Wholesaler
Other
Unknown
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Organisation mondiale

delasantéanimale  AccUsé de réception

Avec numéro de référence - dans les 48 heures

E H I'o O =  WOAH Immediate Motification Form for Substandard and Falsified Veterinary Products received in Month 2024 - Ref. Number IN012345777-01 - Message (... 2 - a X

File Message Insert Draw Options Format Text  Review Help

| [Aptos Body) 11 <] AT A H B Attach File~ @ Fl] @ l ﬁ @ I:"l
EHD @ B I U iZ.iZ. == . @ Link ~ @ = N all
Paste == = — —  Names Loop Tags Dictate All Editor | Immersive New Viva View
v ¥ g A EJ == A - [ signature ~ Components ¥ - Apps Reader Scheduling Poll  Insights ~ Templates
Clipboard Basic Text [ Include Collaborate Woice Apps Sensitivity Editor Immersive Find Time Add-in | My Templates hd

E} | From « | sfvp@woah.org
Send | To | drgentil@zzzz.or
| Cc | woahregional@woah.org

Subject ‘WOAH Immediate Notification Form for Substandard and Falsified Veterinary Products received in Month 2024 - Ref, Number IN012345277-01
IN01234577Z-01. pdf o
14 KB

Dear Dr. Gentil,

Thank you very much for completing the WOAH Immediate Netification Form for Substandard and Falsified Veterinary Products received in Month 2024, We confirm that it has been correctly received by ourteam. Please find a copy of your
response for your own records.

The Reference Mumber of your incident is INOT2345ZZ2-01. Please use this Reference Number when contacting our team to update the infermation provided in the form. Our team will contact you if further clarification is required.
Ifyou need further assistance, please do not hesitate to contact us at sivp@woah.org .
Kind Regards,

WOAH - SFVP Team

12, rue de Prony, 75017 Paris, France
T.+33(0)144151885
—
= 'ﬁ World Organisation
for Animal Health

4
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Organisation mondiale
de la santé animale

B s TE uls S

WOAH Immediate Notification Form for Substandard and Falsified
Veterinary Products

General instructions for completing this form

Please provide as much detail as you can. If you do not have all the information requested on the form,

Utilisez le SCénariO 1 Drésenté pour ce (]U| Suit: s h oty o,

Use the navigator buttons located at bottom of the page to move to the previous or next section.
Responses can be amended at any time before completing the questionnaire.

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

1. Remplissez autant de formulaires de notification

immédiate OMSA pour SFVP que nécessaire

2. Utilisez le formulaire de commentaires et suggestions pour

Submit feedback and suggestions

souligner les améliorations possibles pour le formulaire

Atelier sur les Vaccins et les Produits Vétérinaires de Qualité Inférieure ou Falsifies (SFVP) Systéme
Pilote de Suivi et de Surveillance Vétérinaires pour la SFVP (OMSA — VSAFE) pour I'Afrique Francophone
20 - 23 janvier 2026, Cotonou, Bénin
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World Organisation
for Animal Health

Mercl

Substandard and Falsified
Veterinary Products Workshop Spr@Woah org

4 - 6 March 2025. Dar es Salaam, Tanzania.
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