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* Wytyczne dobrej praktyki monitorowania bezpieczenistwa - ">guideline [1] on
veterinary good pharmacovigilance practices [2] (VGVP guideline [1]).

Dharmacovmllance Dractlces—quD module-collection-recording-suspected en.pdf [3]

https://www.ema.europa.eu/documents/requlatory-procedural-guideline/quideline-veterinary-good-

pharmacovigilance-practices-vgvp-module-signal-management en.pdf [4]

https: //www ema europa. eu/documents/reaulatorv procedural- quldehne/qmdehne veterinary-good-

pharmacov1g1]ance practlces—vgvp -module-controls-pharmacovigilance en.pdf [7]

https://www.ema.europa.eu/documents/requlatory-procedural-guideline/quideline-veterinaryv-good-
pharmacovigilance-practices-vgvp-module-glossary en.pdf [8]

e Terminy skladania rocznych oswiadczen dot. bezpieczenstwa produktéw leczniczych
weterynaryjnych.

https://www.ema.europa.eu/documents/other/recommended-due-dates-submission-annual-
statements-centrally-non-centrally-authorised-products-caps en.xlsx [9]

e Formularz raportu dot. sygnatu.

https://www.ema.europa.eu/documents/template-form/veterinary-signal-assessment-report-
marketing-authorisation-holders en.docx [10]

¢ Dokument Pytania & Odpowiedzi na temat prezentacji dziatan niepozadanych w drukach
informacyjnych (CHPLW i ulotce informacyjnej).

https://www.ema.europa.eu/documents/other/questions-answers-describing-adverse-events-product-

information-summary-product-characteristics-spc_en.pdf [11]

Source URL: https://archiwum.urpl.gov.pl/en/node/7768

Links

[1] https://www.ema.europa.eu/en/glossary/guideline

[2] https://www.ema.europa.eu/en/glossary/good-pharmacovigilance-practices

[3] https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-
good-pharmacovigilance-practices-vgvp-module-collection-recording-suspected en.pdf

Page 1 of 2


https://www.ema.europa.eu/en/glossary/guideline
https://www.ema.europa.eu/en/glossary/good-pharmacovigilance-practices
https://www.ema.europa.eu/en/glossary/guideline
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-collection-recording-suspected_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-collection-recording-suspected_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-signal-management_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-signal-management_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-veterinary-pharmacovigilance_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-veterinary-pharmacovigilance_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-pharmacovigilance-systems-their_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-pharmacovigilance-systems-their_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-controls-pharmacovigilance_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-controls-pharmacovigilance_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-glossary_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-glossary_en.pdf
https://www.ema.europa.eu/documents/other/recommended-due-dates-submission-annual-statements-centrally-non-centrally-authorised-products-caps_en.xlsx
https://www.ema.europa.eu/documents/other/recommended-due-dates-submission-annual-statements-centrally-non-centrally-authorised-products-caps_en.xlsx
https://www.ema.europa.eu/documents/template-form/veterinary-signal-assessment-report-marketing-authorisation-holders_en.docx
https://www.ema.europa.eu/documents/template-form/veterinary-signal-assessment-report-marketing-authorisation-holders_en.docx
https://www.ema.europa.eu/documents/other/questions-answers-describing-adverse-events-product-information-summary-product-characteristics-spc_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-describing-adverse-events-product-information-summary-product-characteristics-spc_en.pdf

Wytyczne dot. bezpieczenstwa farmakoterapii
Published on Urzad Rejestracji Produktéw Leczniczych, Wyrobéw Medycznych i Produktéw
Biobdjczych (https://archiwum.urpl.gov.pl)

[4] https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-
good-pharmacovigilance-practices-vgvp-module-signal-management en.pdf

[5] https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-
good-pharmacovigilance-practices-vgvp-module-veterinary-pharmacovigilance en.pdf

[6] https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-
good-pharmacovigilance-practices-vgvp-module-pharmacovigilance-systems-their en.pdf

[7] https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-
good-pharmacovigilance-practices-vgvp-module-controls-pharmacovigilance en.pdf

[8] https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-veterinary-
good-pharmacovigilance-practices-vgvp-module-glossary en.pdf

[9] https://www.ema.europa.eu/documents/other/recommended-due-dates-submission-annual-
statements-centrally-non-centrally-authorised-products-caps en.xlsx

[10] https://www.ema.europa.eu/documents/template-form/veterinary-signal-assessment-report-
marketing-authorisation-holders en.docx

[11] https://www.ema.europa.eu/documents/other/questions-answers-describing-adverse-events-
product-information-summary-product-characteristics-spc_en.pdf

Page 2 of 2



