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Arab Republic of Egypt
Egyptian Drug Authority
Central Administration
for Pharmaceutical Products

Code No. FM- RSD-02
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*EDA Approvals

*Product Documents

*Applicant Commitments

*Stability Data or Required CTD Sections (if applicable)
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a.  Checklist for stability file submitted for Human Pharmaceutical Products imported
from reference countries (New Registration according to ministerial decree 296/2009,
425/2015, 820/2016,0r 645/2018)
Link:

https://edaegypt.gov.eg/media/znpjl5yo/updated-human-checklist-new-425-820-645.doc

Issue NO. (2)
Issue Date: 30 /8 /2018 Page lof 2

Tel.: +202 — 23684288 +202 — 23648769 +202 — 25354100 Ext.:1301 Fax: +202 - 23684194
Website: www.edaegypt.gov.eq Email: stability.imported@edaegypt.gov.eq



http://www.eda.mohp.gov.eg/
https://forms.gle/M4pZkTX6L69SXqXb7
https://forms.gle/M4pZkTX6L69SXqXb7
https://forms.gle/spy1n4p5spGPNNzR7
https://forms.gle/spy1n4p5spGPNNzR7
https://edaegypt.gov.eg/media/znpj15yo/updated-human-checklist-new-425-820-645.doc

L) e dy ) e
:\.1'.).‘4.43\ f«b.\_“ 2\.\%
438 pall 5y
ddaual) &) pantiuall

Arab Republic of Egypt
Egyptian Drug Authority
Central Administration
for Pharmaceutical Products

Code No. FM- RSD-02

b. Checklist for stability file submitted for Human Pharmaceutical Products
imported from reference countries (Re-Registration according to ministerial decree
370/2006)
Link:
https://edaegypt.gov.eg/media/wnhflpij/updated-human-checklist-rereg-370.doc
C. Checklist for stability file submitted for Human Pharmaceutical Products imported
from reference countries (Re-Registration according to ministerial decree 296/2009)
Link:
https://edaegypt.gov.eg/media/5i5jle45/updated-human-checklist-rereg-296.doc
d. Checklist for stability file submitted for Human Pharmaceutical Products imported
from reference countries (Re-Registration according to ministerial decree 425/2015)

Link:
https://edaegypt.gov.eg/media/t4xkoit3/updated-human-checklist-rereg-425.doc
e. Checklist for stability file submitted for Human Pharmaceutical Products imported
from reference countries submitted for Variation

Link:
https://edaegypt.gov.eg/media/32pp3quk/updated-human-variation-checklist.doc
f. Checklist for stability file submitted for Biocides (Disinfectant or Pesticide)
imported from reference countries (New Registration, Re-registration or Variation)

Link:

https://edaegypt.gov.eg/media/ou5hcfOx/updated-biocide-checklist-new-or-re-registration-or-
variation.doc

g. Checklist for stability file submitted for Herbal Medicines imported from
reference countries (New Registration, Re-registration or Variation)

Link:
https://edaegypt.gov.eg/media/ttbfnzws/updated-herbal-medicine-checklist-new-or-re-registration-or-
variation.doc
h. Checklist for stability file submitted for Veterinary products imported from
reference countries (New Registration, Re-registration or Variation)

Link:
https://edaegypt.gov.eg/media/mz0dttl5/updated-veterinary-checklist-new-or-re-registration-or-
variation.doc

Best Regards,
Dr. Gehan Tohamy
Head of Stability Directorate

General Directorate of Stability
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