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This Guide is for the User to Register in GHAD System
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To enter, sign in or sign up.
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Licensing | Medical License
Domain & Activity
Introduction
Manufacturer Information
Mandate
Payment Information

Confirm and Submit

Account Name: Test Belal

Medical Device

Main Activity™
Authorized Respresenatative

CONTINUE

Choose the activity of
establishment license

o
S
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CANCEL
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Licensing | Medical License

Domain & Activity Draft number: 2021-1791

roduetion Read the service and its fees

Introduction

Manufacturer Information Description:

( An electronic service enables the establishments to submit their Authorized Representative applications electronically )
Mandate

Who Should Enroll?

Payment Information
Any legal established within the KSA who has received a written mandate from the manufacturer to act on his behalf for
specified tasks including the obligation to represent the manufacturer in its dealings with the SFDA.

[

Confirm and Submit

ONCRONCRONOIM

The purpose of Authorized Representative license:

Ensure that an authorized representative possesses a written mandate describing the activities for which it acts on the
manufacturer's behalf and these are sufficient to ensure the proper application of the relevant provisions of the Medical Devices
Interim Regulation.

Ensure that the authorized representative sets out appropriate procedures for compliance with prescribed activities.
Requirements & Conditions:

Submit an agreement between the legal manufacturer and an authorized representative.

Open account in the unified system and activate Authorized Representative option.

Annual Fees:

SR 2600

BACK CONTINUE SAVE AND CONTINUE LATER CANCEL
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Licensing | Medical License

Domain & Activit o227 Pl€ASE @dd the external manufacturer
Manufacturer InforrInﬂiﬁ@ Frma t| on

Introduction
Manufacturer Information Section 1: Main Manufacture + ADD MANUFACTURER
Mandate

Payment Information

m

ONONCHORCROMN

Confirm and Submit +

Please start by adding at least one manufacturer

BACK CONTINUE SAVE AND CONTINUE LATER CANCEL
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There are two ways to add the
manufacturer:

1- Add the manufacturer by
searching one of the specified

Add Manufacturer e|ementS and Se|eCtIng the
desired manufacturer after
Filter Results By applying the search. *

2- Add a new manufacturer in if

tbhe rr\]waanacttrJ]rerAjSSSNnEovtvexist
y choosing the "

e § MANUFACTURER" icon

Mame: Country - Address Postal Code

Q * Note: When searching for
Get Started By Selecting a Manufacturer From Our Database manUfaCturer In the SyStem IIStl
please make sure and match all
the specified manufacturer data
before adding (name, address,

ip code ...)




Add New Manufacturer
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Section 1: Manufacturer Name

Manufacturer Name*

Section 2: Address & Location

Country*

Please fill in the
manufacturer information

Address Line 1*

Address Line 2

Postal Code*

Google
This page can't load Google Maps correctly.

Do you own this website? oK

Section 3: Communication Information

Emall Address*

Country Code* one Number*

Country Code

Section 4: Registration Certificate

Registration Certificate

® Attach the supporting document

Maximum file size: 25MB. Allowed file types: jpeg, Ipg, pdf, png
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BACK CONTINUE

- clears - - T -_
Sondi Pood 8 Dres Avinerty : 2
< Licensing | Medical License
@ Domain & Activity Draft number: 2021-1791
Manufacturer Information
@ Introduction
@ Manufacturer Information Section 1: Main Manufacture + ADD MANUFACTURER
@ Mandate
h A\
@ Payment Information 1D: MLOODDDOOOGA YO u Ca n C Oose "A_D D 2
Manufacturer  yarya MANUFACTURER" icon =
. MName:
Confirm and Submit -f h b h
Country: Saudi Arabia I t e re a re ra n C eS
city: of the main
Postal Code: A545454 m a n ufa Ctu re r
Type: Main Site
Device Categories: View Device Categories
Actions: View Details | Edit Details | Delete
PREVIOUS PAGE - NEXT PAGE
SAVE AND CONTIMUE LATER CAMCEL



dgallg JAill &sloll ALdll 4%
Saudi Food & Drug Authority%

Device Categories

1D: MLO0O00D00064 City: Riyadh

Manufacturer Name: yarya Postal Code: 4545454

Bl S Please click on "ADD NEW
DEVICE CATEGORY" icon to
select the manufacturer’s

ILJ medical device categories.

No Device Category Found. Get Started by Adding a New Category

ADD NEW DEVICE CATEGORY CLOSE
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You should select the
Categories of medical
devices for the
anufacturer
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Device Categories Device Categories

Select one or more device categories* In Vitro Diagnostic Devices Laboratory Equipment
SELECT ALL Medical software Non-active Implantable Devices
Active Implantable Devices Anaesthetic and Respiratory Devices Ophthalmic and optical devices Other Categories
Assistive Products for Persons with Disability Biologically Derived Devices Reusable Devices Single-use Devices
Complementary Therapy Devices

Dental Devices

Diagnostic and Therapeutic Radiation Devices Electro Mechanical Medical Devices Device Group*

Healthcare Facility Products and Adaptations Hospital Hardware

Manufacturer Device Category Identification

In Vitro Diagnostic Devices Laboratory Equipment Number:

Medical Software Non-active Implantable Devices

Ophthalmic and optical devices Other Categories

GMDN Or uDI

O
O
[m]
O
[m]
O
O
[m]
O

o o o o o o o A o

Reusable Devices Single-use Devices

CANCEL m CANCEL
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Licensing | Medical License Please attach the authorized representative with
Domain & Aty oartmumber 2001170, LNE €Xternal manufacturer and specify the
Mandate number of licensing years

Introduction

ONCHCRONORCIN

Manufacturer Information Section 1: Copy of the mandate between the manufacturer and the authorized representative

Mandate Upload copy of the mandate between the manufacturer and the authorized representative™

Payment Information 1 Attach the supporting document =
Confirm and Submit Maximurm file size: 25MB. Allowed file types: jpeq. jpg. |5EI_T’_EP_|§ _________________________________________________________________________________________________________________

|:| Confirm that the mandate meet the minimum requirements specified in article 6 of the implementing rule MDS-IRS

Section 2: License Validity

Select Number Of Validty Years*

BACK m SAVE AND CONTINUE LATER CANCEL
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Licensing | Medical License

Domain & Activity Draft number: 2021-1791

Payment Information

License Validity: 3 Years Display payment
Expected Payment (SAR): =00 information of the service

Introduction
Manufacturer Information
Mandate

Payment Information

—
E2
BACK CONTINUE SAVE AND CONTINUE LATER CANCEL

ONONCECRONOI

Confirm and Submit

12



dgallg danll Aslall Audll %
Saudi Food & Drug Authority%

;. Steps to Open an Account

dgallg danll Eololl Sl 73 @ = KX

Saudi Food & Drug Authority

¢ Licensing | Medical License

Domain & Activity Draft number: 2021-1791 Please read and agree a” the

R Confirm and Submit terms and Conditlons

Manufacturer Information 1. I certify that | have read and understood all the requirements and conditions of SFDA mentioned in the system and regulations
for each submitted application, and | pledge my commitment to it and any previous and future regulations and decisions
approved by SFDA or relevant government agencies.

Mandate
2. | hereby declare that the data and information provided are correct, and in the event it is proven otherwise, SFDA has the right
to take any criminal or systematic action in accordance with its regulations and regulations.

Payment Information
3. This service is subjected to update, so | will continue to follow it and match it.

| .

ONONCRONONC)

Confirm and Submit 4. 1 pledge to use the license or certificate granted according to its purpose and not to violate any of the relevant requirements

5. | pledge to inform SFDA immediately after any change in the data has been made or previously submitted pursuant to this
request, and within a maximum period of (10) ten days after the change occurred.

6. The user (the account holder) is fully responsible for the contents of the information that is loaded or included in the
application submitted or in any of the services.

7. SFDA has the right, according to the laws and regulations, to terminate, restrict or stop the user's right to enter the system,
submit applications, suspend or cancel the license

8. | pledge to be strictly confidential in all dealings with the SFDA.

[C] 1 Agree on terms and conditions

BACK CONFIRM SAVE AND CONTINUE LATER CANCEL
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Licensing | Medical License

Domain & Activity

Your request has been sent for review. Your requeSt has been Sent
Request ID: 2021-1799 for reVIeW by SFDA

Account Dashboard | My Requests

Introduction

Manufacturer Information

Mandate

Payment Information

m

Confirm and Submit

ONONCRONCRCIN
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