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Local Medical Devices Process
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Type of license:

Dashboard

Accounts Services

Licensing Services a

Create New License

My Medical Licenses

My Food Licenses

My Feed Licenses

My Pesticide Licenses

Products Services v

Medical devices establishment licenses
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1) Domain & Activity

mmimE

Select the manufacturer in the

main activity.

e
Main Activity

Manufacturer v

CANCEL
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2) Introduction

(Electronic service 1o apply for a Local Manufacturer of Medical Devices/Products License)

Who rmust register?
An investor who wishes to obtain a license to manufacture medical devices,/products for industrial activities (I1SIC).

Conditions and Reguirements:

1- Technical manager shall be met the following reguirements: - A qualified, full-time (related technical specialty)

2- Quality manager shall be met the following reguirements: - A qualified, fulltime (related technical specialty)

3- Industrial license.

Read th e terms, req uireme nts, 4- Manufacturer location shall be in a Manufacturer area and outside residential districts. Preferably, an industrial area away from pollution sources, sources that cause gases, Vapors,

flammables and exhausts that harm medical products.
and fees.

5 The factory building should be designed according to the reguirements of 150 13485 standard in a way that preserves the product quality for medical devices and products approved by the
authority.

6- The license of the municipality / government agency concerned with licensing the site.

7- Pay the license fes

8- Establish, Document, and apply the Quality Management System according to the Saudi Standard “Medical devices - Quality Management Systemn - Regulatory Requiremnents {SFDAMD/GS0
IS0 13485:2016)

Financial Amount:

{expectedPayment}t SAR

The license period is {licenseValidity} years

BACK CONTINUE SAVE AND COMTINUE LATER CANCEL
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Manufacture Name (In Arabic): _

3) ManUfaCturer Informatlon Manufacture Name (In English):

SFDA Account Number:

MODON License Number Or Municipal®*

MODON Contract or Municipal License*

Fill all the field and attach i 2 Attach the supporting document

the required files. Vs it s 298 At e e o pl g |

MODON Operational License

Bdectimum file size: 25MB. Allowed file types: jpeg, jpa, pdf, png

Issuance Date* ™

Expiration Date* ™

Industrial Investment License No.*

SAVE AND CONTIMUE LATER CANCEL
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4) Manufacturer Activities

Select the Manufacturer
Activities and the level of

risk of medical devices.

Manufacturer Activities*
[] Assembly
[] Manufacture

[] Renovation

The level of risk of medical devices and products to be manufactured*
[] LowRisk (A)

[] Medium to High Risk (C)

Production Lines*

]

Design
Packaging

Wrapping

Low to Medium Risk (B}

High Risk (D)

SAVE AND CONTINUE LATER

CANCEL
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Select one or more device categories®

5) Device Categories
i SELECTALL

D Active Implantable Devices

[] Assistive Products for Persons with Disability
D Complementary Therapy Devices

Diagnostic and Therapeutic Radiation Devices

Select one or more device

categories. Healthcare Facility Products and Adaptations
In ¥itro Diagnostic Devices

Medical Software

Ophthalmic and optical devices

O O 0O o-doOo 0O

Reusable Devices

D Anaesthetic and Respiratory Devices

O 0O o00dood™

Biologically Derived Devices

Dental Devices

Electro Mechanical Medical Devices
Hospital Hardware

Laboratory Eguipment

Mon-active Implantable Devices
Other Categories

Single-use Devices

SAVE AND CONTIMUE LATER

CANCEL
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6) Address and Location

Address and Location

Same As Account's Address?*

O Yes
O No

Please write the

manufacturer address.

BACK m SAVE AND CONTINUE LATER CANCEL
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7) Communication Information

Please write the

contact information.

Communication Information

Same As Account's Communication Information?*

O Yes
O Mo

SAVE AND CONTINUE LATER

CANCEL
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8) Technical Manager Information

Fill all the fields and attach
the scientific certification
and copy of documented

experience certificates.

Manager Name*

National ID Number Or Ilgama*

National ID or Igama*
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Maximum file size: 25MB. Allowed file types: jpeg, jpa, pdf. png

Issuance Date* &

Expiry Date* &l

Scientific Certification®

Scientific Certification*

Maximum file size: 25MB. Allowed file types: jpeg. jpa. pdf. png
Copy of Documented Experience Certificates

Maximum file size: 25MB. Allowed fil= types: jpeg, jpa. pdf. png
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9) Quality Manager Information

Fill all the fields and attach
the scientific certification
and copy of documented

experience certificates.

Manager Name*

National ID Mumber Or lgama*

Mational ID or Igama*

bdaimum file size: 25ME. Allowed filz types: jpeg. jpg. pdf. png

Issuance Date*

Expiry Date*

Scientific Certification™®

Scientific Certification*

bdaimum file size: 25ME. Allowed filz types: jpeg. jpg. pdf. png

Copy of Documented Experience Certificates

Maximum file size: 25MB. Allowed file types: jpeq. jpg. pdf. png
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10) Attachments

Attach the requirements in
the fields.

Copy of deed of ownership or lease contract*
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PMaximum file size: 25MB. Allowed file types: jpeq, jpg. pdf. png

Copy of industrial license*

1 Attach the supporting document

Maximum fil size: 25ME. Allowed fletypes: jpeg.jpa.pdf prg
IS0 13485 or any identical adopted standard for the same issue/version*®

1 Aftach the supporting document

.

Maximum file size: 25MB. Allowed file types: jpeg, jpg. pdf. png

BACK m SAVE AND CONTINUE LATER CANCEL
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11) Payment Information

License Validity (Years): 5

. Expected Payment (SAR): 5000.0
Duration and Payment

information for the license.

BACK m SAVE AND CONTINUE LATER CANCEL
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12) Comments & Attachments

Add your notes and

attachment (optional).

Add Your Notes

Add Attachment

MWiaximum total size: SOMB. Allowed file types: jpeq. jpg. pdf, png

4 Attach the supporting document

+ ADD ANOTHER

BACK m SAVE AND CONTINUE LATER CANCEL
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13) Facility Obligations
| have the full responsibility for all released patches and applying SFDA Quality requirements
In case of termination of my contract with the establishment/company for any reason | promise to inform SFDA within fifteen days start by last working day.

| have read the SFDA medical devices law and its interim regulation, and | promise to follow all its content and any regulations followed. Also, | promise to follow any regulation issued by SFDA in
future.

This form has been filled by my knowledge with complete and correct information. Also, all attached documents are stamped by company's stamp and considered as an official copy. | take the
extreme responsibility for any forgery or incorrect information on these documents.

Agree to declaration
| promise to update any changes in the current information include operating a new production line for the manufacturer.

terms and conditions.
| will not produce or market any product unless it is registered by SFDA & having a guality certificate for the manufacturer.

| agree on the declaration terms and conditions

BACK SUBMIT SAVE AND CONTINUE LATER CANCEL
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Request ID No.

Your request has been sent for review.

Request ID: 2022-
Your request has been €

sent for review by SFDA.

Account Dashboard | My Requests
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Thank You






