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Arab Republi

Egyptian Dru T g vl phpell s
Administration af Pharmaceutical Care ghpnl dgn W13, 3% pull 55000

G.A. of Phar maceutical Vigilance ¥ ool AN B

Adverse Drug Reactions Reporting Form

= [fyou suspect fur o aiverse reartion may be relared 1o a ceran drug or a combinton gf drugs, you shouwd complere this form and send 1t 0
the address shown ar fie end gf fie card
= Please repart al serous and @iVerse reqEnms.

A —Patient Details

Patient initials: Sex: oMzae oFemale Weight: ——kgz Age'ams mroup: -——
[ pioveal]
B —Suspected Drug(s

Drug Mame Concentration Tzed for Digza Foute Diata Data EBatch
(idmdriz & e starbad stopped number

C — Suspected Reaction(s)
+  Pleasa describe the ractionfz):
» Date reaction(s) started: Diate reactions(s) stopped:
= Iiid the Feacton Stop after stopping the dme? o e o Mo oDon't Enow
= Did the Feaction Feappear after retaking the dmsg?  oYes oo oDon’t Enow — oDid not retake the dug
= Patient Condition (Cutcome): oFecoversd o Mot recovered oF.ecovering o Fecovered with zequelas o Fatal
= Was the reaction serious (based on the reasoms below)? o Yas o Mo oDon’t Know

If'yes (serions), specify one ormors:
cPatient Died clLife threatening o Hospitlizatiom
o Prolonged Hospielization o Congenital Anomahy o Permanent Disahiliny

o Bequired inemention to prevent Damase o Other, specify

12
. idapeal) ) jemnioall LpuSall SEY) Ge § U 50l Y Jilal)
Lal) e jlisall
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Arab Republic of

v
n af Pharmaceutical Care

.. | i St

G.A. of Pharmaceutical Wigilance
D — List of other taken (Plsaze list anv other 5 taken whila (co: admimistered other than the cuspected
drug/s)
Dirug Mame Concentration  Used for Dosze Foute Diate Date Eatch

|Lrandriz & frads) started stopped number

E — Reporter Details
The One whe fll m this form: o Patient cPhysician  cPharmacist  oNurse o Other, specify
Mama: Specizlty o physisie):
Profeszional address (mstritution’ elimic):
e-mail: Telephone' mokale -
Date of reportng:

The bybrmation in this repert & confidential and fotaily pratected including both the Patient and Reporter identiy.
Contart deterils required &0 complate the care ifbrmation §Frscessary.
You caw send wolumtarify the Adverse Drug Reactions (ADRs) Reparts fo the Egyntian Phormaceuticn) Figilonce Center as per the contact details belme.

Reporting for ADRs &= Fital for Sqfely wage af drugs. Exough infhremtion will help the Cander o svaiuate the Sty af the Drugs marketed n owr

Counry.

Head guarter: Egyptian Pharmaceutical Vigillance Center {EPVC)- Egyptian
Drug Autharity (EDA)

21 Abd Elaziz Al Souad =t — Magia) E-Roda — Cairo,

Ted: (+2]02 25354100

Extension {Tel):1333  Extension {ggl): 1470

Hotline: 15301
Website: www edaegypt gov.ag
E-miail: pr ol pihe daemypt. mow. e

Alexandria Regional Center:

Egyptian National Insurance Company Building, 57 E-Lorress Road,
Hth floor next o the Latin Quarter Pharmacy- Alexandria

a-rrail: ol B eda sy pb gow o

Cairo Regional Center:
e-mail: pu.cairod ed aegypt g eg

Sohag Regional Center: The old building of the Health i
Directarate- Znd Floor- next to the security directorate building-
Magser city- Sohag

e-mail: pe.sohagSedaegypt. gav.eg
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Medical Device Incident User Report Form
1. Patient Infarmation
Hame initials: | sex: cmale o Femate | weht: ¥ | age:
1. Medical Device Information
Narme of Medial Device: Type of Medical Device (0., Pacemaker):
Manufacture Date: Expiry Date;
Reterence/Registration Mo Covtheef Mol M2
Catalegue Mo.: | Lot/Bateh No.: | seriat No.:
Manulactures Marme: Supplier Namae:
Address: Address:
Phane: Fhone:
Cluantity Delective (Number): Ciarrent Location:
Has the manufacturerfsupplier beon contacted? o Yes O No
(Keep the device tl be requested by the supplier - Please Do Not Discard the device or related consumables & packaging - Do not send medical
dovices to MOSD/EDA unless vou have been spocifically requested to da'so)
N Incident Information
Incident Description/Mature of Device Defect (inchudes amy action by patient, carer ar healthcare professional, o by the manufacturer or wepplhor]:
Action Taken:
Typie of injury: = Death 0 Serious O Non-serious S Nona Date of incident;
dapall ) jmaiuadll Lall HEY) e ¢ U sal i)
Ll e 3l 5
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Medical Device Incident User Report Form

W Reparter Information [Will Be Kept Confidential)

Reporter's Mame: Posithon/Occupation;
Organization; Address;

Phane/Maobile No.: Email;

V. Othier Comments:

Head guarter; Egyptian Pharmaceutical Vigilance Centes EPVC)- Egyptian Alexandria Regional Center:

Drug Autharity (EDA]

21 Abd Elazir Al Souad w1, — bagial E-Roda — Cairo,
Tek: (+2]02 25358100

Extension {Tel):1333  Extension {tgl): 1470
Hotline: 15301

Wiehsite: www edasgypt goveg

E-mail: prv.folo wupiSedaepiot pou. ey

Egyptian Natianal Insursnce Company Buildng, 57 C-fnress Road,
#th floor next to the Latin Quarter Pharmacy- Alexandria

-l il e da sy pl Rov. sy
Cairo Regional Center:
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Sohag Regional Center: The old builiding af the Health AR
Directorate- Znd Floar- next to the security directocste Building- Nasser

ity Sohag
e-mail: pr.schag@edaegypt.gov.eg
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E2D(R1) POST-APPROVAL SAFETY DATA: DEFINITIONS AND STANDARDS FOR .Y
MANAGEMENT AND REPORTING OF INDIVIDUAL CASE SAFETY REPORTS, March.2026

Glossary of terms used in Pharmacovigilance, Uppsala Monitoring Center, September. 2025 . ¢

Guideline on good pharmacovigilance practices (GVP) Module VI — Collection, management and .°
submission of reports of suspected adverse reactions to medicinal products, Nov.2017
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