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tion af Pharmaceutical Cane
6.4 of Pharmaceutical Vigilance

Adverse Drug Reactions Reporting Form

Ifyou suspect il an aiverse retion may be related to g cernan drug ora combimaoonafdrugs, you showsd complete this form and send It @
the address shown ar tie end gf fie card
FPlease repart al seripus and adverse rRamions.

A —Patient Details

Patient initizls: Sex: ohae o Famals Waight: ——kz Aga'zEs group. -——
(ipeeal)
B — Suspected Drug(s

Drug Name Concentration Tzad for Digza Foute Diata Digta Batch
(idmdrie & rade) starbed stopped numbser

C — Suspected Reaction(s)

Pleasa describe the reaction(s):
Date reaction(s) started: Data reactions(s) stopped:
Iiid the Feaction Stop after stoppine the drug? o e o Mo oDen’t Know

Did the Reaction Feappear after retaking the dmge? o¥es oMo o Don't Enow oDid not retake the dmg
Patient Condition (Qutcome): oFecoverad o Mot recovered cFecovening o Fecoversd with saguelas o Fatal

Was the reaction sevious (based on the reasoms below)? o Yas o Mo oDon’t Know

Ifyes {serions), specifi ons ormors:
cPatient Diied clLife threatening o Hospielizatim
o Prolonged Hospielization o Congenital Anomaly o Permanent Diszhiliny

o Bequired inemention to prevent Damass o Other, specify

idapeal) ) jemnioall LpuSall JEY) Ge § U 50l Y] Jilal
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Arab Republ

Egvptian D f

Central Administration of Pharmaceutical Care

G. A of Pharmaceutical Wigilance
D — List of other taleen (Pleaze list anv other 5 takcen while (co: admimstered other than the suspected
drug’s)
Dirug Name Concentration Uszad for Dioze Foute Diate Diate Eatch
|Cranariz & fradd) started stopped number
E — Eeporter Details
The One who fll m this form: o Patient cPhysician  cPharmacist  oNurse o Other, specify
Mame: Specialty stz
Professional address (mstrtotion’ elime):
e-mail: Telephone' mokale -
Date of reportme:

The infbrmation in this repert 5 confidential md totaily protesied insiuding both the Patient and Reportsr ideniy.

Contart detils required &0 complate the cose infbrmartion §Frecessary.

You can send woli

iy the Adverse Drug Reactions (ADRs) Reparts to the Egyption Pharmaceutical Fipilance Cenger as per the contart detmils belme.

Reporting for ADRs &= Fital for Sgibly wage af drugs. Enough igbremumtion will Aegp the Cander to svainate the Sqitty of the Drugs marketed n owr
Coumr.

Head guarter: Egyptian Pharmaceutical Wigillance Center {EPVC)- Egyptian
Drug Authority (EDA)

21 Abd Elaziz Al Souad £t. — Maogia) E-Roda — Cairo,

Ted: (+2]02 25354100

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

Hotline: 15301
‘Website: www edaegypt gov.eg
E-mail: g follonwi piitedaemapt. mou. &

Alexandria Regional Center:

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

e-miail: pu.alexiBedasgy pt gov e

Caiiro Regional Center:
e-miail: pu.cairod ed asgypt gt e

Sohag Regional Center: The old building of the Health AHsirs
Directarate- 2nd floor- next to the security directorate building-
MNasser city- Sohag

e-mail: py.sohag@edaegypt. gav.eg
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e teal Wi Rafes

Medical Device Incident User Report Form

of Prinrmacouticsl Cale 4 byl L

Sugl

L Patient Information

Wame/Initials: | sex: cmale o Femate | weiht: [T | age:
i, Medical Device Information

Narme of Medial Device: Type of Modical Device |o.g. Pacemakery
Manufacture Date: Exgpiry Date;

Reference/Registration Mo Cothee Mioned o

Catalegue No.: | Lot/Bateh No.: | seriat no.:
Manufacturer Mame: Supplier Namae:

Address: Address:

Phane: o

Cluantity Delective (Number): Ciarrent Location:

Has the manufacturer/fsupplier been contacted? O Yes O No

(Keep the device til be requested by the supplier - Please Do Not Discard the device or related consumables & packaging - Do not send medical

devices to MOSD/EDA unless you have been specilically requested 1o do so)

L incident Inlormation

Incident Déscription/Mature of Device Defect |inchudes amy action by patient, carer or healthecane professional, o by the manufacturer or wepplor]:

Action Taken:

Typie of injury: & Death O Serkous O Nom-seriows o Nona Date of incident:

Adaall il jeaaiall AuSall JEY1 ce U (sl Siay) Jial
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[
Medical Device Incident User Report Form
W, Reparter Information [WHl Be Kept Confiderntial)
Reporter's Mame: Position/Occupatian;
Organization; Address;
Phane/Maobile No.: Email;
V. Other Comments:
Head guarter; Egyptian Pharmaceutical Vigilance Centes EPVC)- Egyptian Alexandria Regional Center:
Drug Autharity {E0A) Egyptian Natianal Insursnce Company Buildng, 57 C-fnress Road,
21 Abd Elazie Al Sousd w1, — blagial E-Reda — Cairo, #th flaor next to the Latin Quarter Pharmacy- Alexandria
Ted: (+2)02 25354100 -l il e da sy pl Rov. sy
Extension (Tel]: 1333 Extension (§gl): 1470
Hotline:15301 Cairo Regional Center:
Wiehsite: www edasgypt goveg e-mill; . cirnii e degyot B e
E-mail: prv.folo wupiSedaepiot pou. ey
Eohag Regional Center: The old building of the Health Alsies
Directorate- Znd Floar- next to the security directocste Building- Nasser
ity Sohag
e-mail: pr.schag@edaegypt.gov.eg
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1. Guideline on Good Pharmacovigilance Practice (GVP) in Egypt for Pharmaceutical Products V3 Year
2026
2. ICH Topic E2E Pharmacovigilance Planning (Pvp), European Medicines Agency, December 2024
3. E2D(R1) POST-APPROVAL SAFETY DATA: DEFINITIONS AND STANDARDS FOR
MANAGEMENT AND REPORTING OF INDIVIDUAL CASE SAFETY REPORTS, March.2026
4. Glossary of terms used in Pharmacovigilance, Uppsala Monitoring Center, September. 2025
5. 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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