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Wed - Feb 19, 2020

() ©)
About Search for Report FAQ Contact Us
Product
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Vigilance Allow to Report Adverse Drug, Cosmetic and Medical Device

This service allows all stakeholders to report adverse drug and medical device events, medications error, or any defect in prodi

s quality

and aims to simplify the reporting process. Since the system's success is best ensured by active and ongoing participation, SFDA strongly

encourages all members of the drug and medical community to take part.

The service allows sending and submitting communications to:

Reporting of side effects, pharmacological errors and any defect in the quality of pharmaceutical
preparations

Reporting of cosmetic products side effects
Reporting of food poisoning cases

Report the existence of a defect in medical devices and supplies

In order to facilitate and expedite the reporting process for health practitioners, pharmacies, health institutions, companies

and community members

Register

Registration Forms

)

Individual Registration gister Organization Regist Company or
Factory

o all rights reserved | Saudi food and drugs authority ® 2020

Saudi food and drugs authority website terms of use | privacy statement

st as Pharamcy
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22

DS-G-081-Vv01/220815



SFDA

romeuall (renlaadly 2,991 -2
dptsy ) dmiviall cyn Solall g3l § " a3 )30 350,851 .2

f ' Wed - Feb 19,2020
(.) @
Ioallg Al daloil dumil ]:u:_u About search for Report FAQ Contact Us
Saudi Food & Drug Authority Saudi Vigilan Product

This service allows all stakeholders to report adverse drug and medical device events, medications error, or any defect in products quality
and aims to simplify the reporting process. Since the system's success is best ensured by active and ongoing participation, SFDA strongly

encourages all members of the drug and medical community ta take part.

The service allows sending and submitting communications to:

( Reporting of side effects, pharmacological errors and any defect in the quality of pharmaceutical Click here to
preparations visit th
minimization
( Reporting of cosmetic products side effects measures

for
( Reporting of food poisening cases medicinal

produ
() Reportthe existence of a defect in medical devices and supplies

web page

In order to facilitate and expedite the reporting process for health practitioners, pharmacies, health institutions, companies
and community members.
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Register

Registration Forms
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Register

MName Name

Email Email

Passward Password

Canfirm Passward Confirm Password

Phone Number DSBS XRRNKE

Professianal —Select— v
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7( About  Drug Search  Report FAQV Contact Us

Soud Food & Drug Autharity Saudi Vigila

Vigilance and Benefit- Risk Assessment Executive Directorate:

The Vigilance and Benefit- Risk Assessment Executive Directorate responsible for different activities related to the pre- and post-
marketing assessment of safety and efficacy of registered products at the same time the National Pharmacovigilance and Drug
Safety Center (NPC) is responsible for detection, assessment and prevention of adverse effects or any other drug-related
problem such as quality defects or medication errors. NPC also proactively monitors safety signals originated from different

sources such as the literature, media and safety communications from other international regulatory authorities.

This service allows all stakeholders to report adverse events, medications error, or any defect in products quality and aims to simplify the reporting
process

How to report

Enter ADE reporting system
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Spontaneous Adverse Drug Reaction Report

mubarak saeed

sfdaade@gmail.com

966552660008

—Select—

* wglho

Riyadh

learning hospital

Reporter Information

Reporter Name

Email

Mobile Number

Profession

Region

Health Center/Hospital Name

Ubffaﬂ CJLA}LM dlé-.)‘ -6

Patients Name

—-Select-- Age

Female & Male O
" uglho

Birthday

Height (CM)

Weight (KG)

Medical Record No

No O Yes O

Patient Details

Patients Name

Age

Gender

Birthday

Height (CM)

Weight (KG)

Medical Record No

Is the Patient on Other Medications

Any Relevant Medical History
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* aglho
Medication not Available In The List O

* wglho

—Select-

Suspect Medicine

Suspected Medication

Trade Name

Indication
Dose

Batch number

Other Suspected Medication
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PANCREATIN

Enzyme preparations { ADSAA )

PARACETAMOL
Anilides { NOZBE)

PAROMOMYCIN
Antibiotics { AOTAA)

-Select--

Suspected Medication

Trade Name

Indication

Dose
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Treatment Start Date for Suspect Drug

ADR Start Date

Ne © Yes O

“uglho

Recovering
Recovered O
Recovered with sequelae [

a

Not Recovered [
Unknown [0
Death O

Ne O Yes O

Mo file chosen | Choose Files

fou Can Select Multiple Files Press =

--Select--

Mot Applicable & No O Yes O

Suspect Reaction

MedDRA Search

Treatment Start Date for Suspect
Drug

ADR Start Date

Is the case Serious

QOutcome

Did the Reaction Resolve after
Action Taken with Drug

Case Description

Relevant Labs
(PDF.IMG,WORD EXCEL)

Action Taken with the Drug as a
Result of the Reaction

Are there any drug-drug or drug-
“Hood interactions

45 Euzw "MedDRA" (00l plustiwl AL o (3l oyl ey Jlsol gty @
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headach|

Headache

10019211 (10019211

Headache (except migraine) aggravated
10019211 (10019212 )

Headache discomfort
10019211 (10019213 )

.
* wglho

Recovering

Recovered

Recovered with sequelae
Not Recovered

Unknown

Death

No O Yes

Ooo0ooooo

Suspect Reaction

MedDRA Search

Treaiment Start Date for Suspect
Drug

ADR Start Date

Is the case Serious

Outcome

Did the Reaction Resolve after
Action Taken with Drug

Case Description

Relevant labs >> JMs (4 (...Zu.:uby,a dopses JIbS cddo 1) l85) lade 28 e @

Treatment Start Date for Suspect Drug

ADR Start Date

No O Yes

Recovering

Recovered

Recovered with sequelae
Not Recovered

Unknown

Death

No O Yes

No file chosen | Choose Files

You Can Select Multiple Files Press .

—Select—

oopoooog

Choose files

Suspect Reaction

MedDRA Search

Treatment Start Date for Suspect
Drug

ADR Start Date
Is the case Serious

QOutcome

Did the Reaction Resolve after
Action Taken with Drug

Case Description

Relevant Labs
(PDF,IMG,WORD,EXCEL)

Action Taken with the Drug as a
Result of the Reaction
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No O Yes O Did the Reaction Resolve after
Action Taken with Drug

Case Description

No file chosen Relevant Labs

PDF,IMG, WORD,EXCEL,
You Can Select Multiple Files Press . (o : )

—Select- Action Taken with the Drug as a
Result of the Reaction

i Tl Y1 J sl g e 0 510 i
(‘hs _)A‘)l\ d\AJ‘ @‘)L u‘; }‘)ﬂ‘ d‘-‘-“_)‘ Not Applicable & No O Yes O Ara there any drug-drug or drug-
o - “?food interactions
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| |

In the case of a serious adverse event, SFDA may provide name, address and phone number of the reporter denoted in the name field to manufacture of
the suspected product. Providing your identity allows the manufacture to follow-up and investigate the complaint ( ie. collect samples ) by seeking
additional information from the reporter. If you do not want your identity released to the manufacture, please check this box
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