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Our Vision 

 

✓ Develop a clear, unified procedure for the 

licensing a local manufacturing plant for 

Human  Medicines, Herbal Medicines and 

Medical Devices. 

 

✓ 

✓ Continuous development of the regulatory 

and supervisory framework for local 

manufacturing facilities and their conformity 

to the good practice and the required 

international standards.  

✓ 

 

Our Mission 

✓ Inspiring investment in the 

Pharmaceutical Industry and Medical 

Devices to improve pharmaceutical 

security and develop health services in the 

Sultanate 

 

✓ 
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Preface  

 
Good manufacturing practices in the healthcare 

sector represent a professional system based on 

internationally recognized standards and principles 

that ensure the quality, effectiveness, and safety of 

medical products—whether pharmaceuticals, 

medical devices, or medical supplies. 

In pursuit of delivering high-quality healthcare 

services, the health system in the Sultanate of Oman, 

through the Future Health Vision (Health 2050), 

aims to establish effective mechanisms that enhance 

the sustainability of the system in providing 

appropriate, high-impact medical products. This is 

achieved by encouraging local manufacturing in this 

vital sector, which plays a direct role in reducing 

dependence on imports and lowering the costs 

associated with sourcing medical supplies from 

abroad—especially in light of the ongoing rise in 

global prices. 

In this context, the Center for Drug Safety, as the 

authority responsible for implementing the Ministry 

of Health’s policies in this field, continues to develop 

clear mechanisms through its ongoing executive 

plans to encourage investment in the national 

medical manufacturing sector and to clarify all 

requirements and procedures that investors must 

follow. 

Accordingly, this guidance document has been 

developed to outline the necessary procedures for 

licensing manufacturing facilities for human 

pharmaceuticals, herbal medicines, medical 

devices, and medical supplies—from the initial 

application submission to the full establishment of 

the industrial facility and the commencement of 

production—in line with globally recognized good 

manufacturing practices. 

The Center for Drug Safety also affirms its 

commitment to direct oversight and the facilitation 

of all related procedures, in support of the national 

manufacturing journey across all categories of 

medical products. 

 

. 

. 

. 
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▪ Ministry: Ministry of Health (MOH) 

▪ Center: Drug Safety Center (DSC) 

▪ Investor: Is an individual or group of 

individuals (owners of a direct company or 

investment company) and wish to set up a 

Pharmaceutical, Medical Device 

manufacturing plant, or the like 

▪ Good pharmaceutical manufacturing 

practice (GMP): refers to the set of 

practices through which product quality is 

assured, ensuring that preparations or 

products are manufactured in accordance 

with international standards and the specific 

requirements set by the Center. It covers all 

stages of production as well as quality 

control. 

▪ Concerned section: Pharmaceutical 

Industry Section  

▪ Committee: Good Manufacturing Practice 

Committee (GMP).  

▪ Medicine: one substance or more used to 

diagnose diseases or for the prevention or 

treatment of human or animal  

▪ Pharmaceutical medicine: a substance or 

a combination of ingredients that are 

intended to restore, correct, modify 

physiological functions by exerting 

pharmacological, immunological or 

metabolic actions in human beings  

▪ Herbal Medicines: finished, labeled 

medicinal products that contain as active 

ingredients aerial or underground parts of 

plants, or other plant material, or 

combinations thereof, whether in the crude 

state or as plant preparations. 

 

▪ Heath products: finished labeled products 

in pharmaceutical dosage forms, which are 

usually low risk ingredients that are 

 

▪ . 

▪ . 

▪ 

. 

▪ 

. 

▪  

▪ 

 

▪ 

 

▪ 
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intended to restore, correct, modify 

physiological functions by  exerting 

pharmacological, immunological or 

metabolic actions. 

▪ Medical devices: any instrument, 

apparatus, implement, machine, 

appliance, implant, reagent for in vitro use, 

software, material or other similar or 

related article, intended by the 

manufacturer to be used, alone or in 

combination, for human treatment, 

diagnosis or prevention or mitigation of 

disease unit or analysis or compensation 

for injury or pregnancy planning and more. 

▪ Raw materials: All substances used in the 

manufacture of pharmaceuticals, whether or 

not they are effective or ineffective, whether 

they remain in condition, have changed, 

appeared in the bulk product or have not 

appeared.   

▪ Finished Product: The drug is in its final 

form prepared for use that has gone through 

all stages of manufacturing and packaging 

procedures. 

▪ Intermediate: Any substance or mixture of 

partially manufactured materials that must 

go through one or other stages to become a 

loose bulk product.  

▪ Bulk product: Any product that has passed 

through all stages of manufacturing and 

reached the packing stage. 

▪ Batch: A limited amount of product (raw 

materials, packaging materials, medicines, 

medical devices or others) manufactured 

and monitored in a single cycle with 

homogeneous operation. 

▪ Full/Complete manufacturing: The full 

production cycle includes quality control of 

the product from the assembly of materials 

in its manufacture to all necessary 

 

▪ 

 

▪ 

 

▪ 
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manufacturing stages to the packaging, 

storage and shipping process. 

▪ Packaging: The part of the production 

cycle that starts with the finished product in 

its bulk image, packaged in special 

packaging materials and labelled to become 

a ready-made product. 

▪ 

 

▪ 

 

▪ 

 

▪ 

 

▪ 

 

▪ 
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▪ 
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Scope:  :نطاق الدليل 

 
✓ This guide applies to: 

1. All investors applying to establish and 

license a local manufacturing plant 

for the following: 

✓ Human Medicines 

✓ Herbal medicine 

✓ Health Products 

✓ Raw materials 

✓ Intermediate preparations 

✓ Semi-finished products 

✓ Medical devices 

✓ Primary Packaging Unit 

✓ Secondary packaging unit 

✓ Whatever similar 

, whether an Omani or a foreign investor, 

according to Article (11) of Royal 

Decree No. 35/2015 

2. Existing local companies and 

manufacturing plants concerned with 

applying the principles of Good 

Practice (GXP) and Quality 

management system ISO (13485) 

 

✓  

1. 

 

✓  

✓  

✓  

✓  

✓  

✓  

✓ 

 

✓  

✓  

✓  
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2. 

 

(GXP) ونظم ادارة الجودة

ISO 13485  
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General Information: 

 
▪  To find out all the requirements, laws, and 

procedures related to the feasibility study 

and the establishment of the project, you 

can refer to the website of the DSC: 
 

https://moh.gov.om/en/hospitals-

directorates/directorates-and-centers-at-

hq/drug-safety-center/ 

 
Which includes: 

✓ Registration requirements for 

medicines of all kinds 

(pharmaceutical/herbal/Health 

products or similar). 

✓ Registration requirements for 

manufacturers (medicines & medical 

devices). 

✓ Lists and prices of the registered 

products. 

✓ Lists of registered companies. 

✓ Products classification guidelines 

preparations. 

✓ Drug pricing guidelines. 

✓ Registration requirements for 

medical devices and supplies of all 

kinds and classifications. 

✓ Registration requirements for 

medical devices establishments. 

✓ Medical device classification 

guidelines. 

✓ Essential principles for safety & 

performance. 

▪ 

 

https://moh.gov.om/en/hospitals-

directorates/directorates-and-centers-

at-hq/drug-safety-center/ 

 

✓ 

   

✓ 

 

 

✓ 

✓  

✓  

https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/
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✓ 

✓ 

✓ 

✓  

 

✓ 

 

 

 

General conditions  الشروط العامة 

 

✓ All Pharmaceutical manufacturing 

facilities licensed based on the 

international principles and 

requirements which are the 

followings: 

1. World Health Organization 

(WHO) GMP Guidelines. 

2. Gulf Cooperation Council (GCC) 

GMP Guidelines. 

✓ 

 

1. 

WHO GMP Guidelines 
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3. United States (US FDA) GMP 

Guidelines 

4. European Union GMP Guidelines 

✓ Pharmaceutical manufacturing plants 

are required to be set up in industrial 

cities or free zones. 

✓ A technical consultant must be present 

for the project as a prerequisite for 

ensuring compliance with 

manufacturing standards and 

regulations, as well as maintaining 

product quality. 

✓ For Medical device manufacturers it is 

essential to Establish a quality 

management system (ISO 13485) by  

an accredited conformity assessment 

body approved by the DSC. 

✓ The procedures and stages of the 

construction of new manufacturers 

apply to all types of manufacturing 

facilities including raw materials, 

semi-finished products, or secondary 

packaging units. 

✓ Manufacturers intended for secondary 

packaging are required to register the 

products and corresponding original 

manufacturers with the DSC.  

2. 

GCC GMP Guidelines  

3. 

US FDA GMP Guidelines 

4. 

European Union GMP Guidelines 

✓ 

 

✓ 

. 

✓ 

ISO 13485
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✓ For manufactured Medical Device it is 

required that it has a technical file and 

to fulfil the essential principles for 

safety & performance. 

✓ If the investor intends to manufacture 

Herbal Medicines or Health Products, 

they are required to submit a product 

classification request as outlined in the 

link above on the center’s website, 

prior to submitting the preliminary 

project approval request. 

 

✓ 

 

✓ 

 

 

✓ 

 

✓ 
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Investor's Guide  

For Licensing 

Manufacturing Plants  
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Procedures for licensing a new 

manufacturing plant (full/complete 

manufacturing, partial manufacturing, primary 

packaging, secondary packaging): 

 

 

Phase 1: Initial Approval   

First: Conditions  

▪ The applicant must have a valid 

Commercial Registration Certificate in 

the course of applying. 

▪ The proposed manufacturing site must be 

in one of the industrial areas, away from 

pollution sources. 

▪ The provision of a technical consultant is 

necessary for the successful 

implementation of the project. 

▪ Payment of the prescribed fees (if any) 

 

▪ 

 

▪ 

. 

▪ 

 

▪ 

Second: Procedures  
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▪ The application is submitted with an 

official letter addressed to the Director 

General of the Drug Safety Center, which 

contains the details of the proposed project 

with the attachment of all the required 

documents as mentioned below.   

▪ The application is made at the Office of the 

DSC or by e-mail 

(dsc.followup@moh.gov.om) 

▪ Application will be evaluated within 10 

working days from the date of its receipt. 

▪ An  initial approval, valid for one year, 

extendable, will be issued for accepted 

applications. 

 

▪ 

▪ 

 

)dsc.followup@moh.gov.om( 

▪ 

 

▪ 

.

Third: Documents 

 

▪ An official letter addressed to the Director 

General of the DSC, which contains the 

details of the proposed project 

▪ Application form to open a manufacturing 

plant- Attachment (1). 

▪ A copy of the ID card / residence permit / 

passport 

▪ A copy of the current Commercial 

Registration Certificate. 

▪ An overview of the technical feasibility 

study. 

▪  

   

▪ 

 

▪ 

 

▪  

mailto:dsc.followup@moh.gov.om
mailto:dsc.followup@moh.gov.om
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▪ CV and technical proficiency of the 

consultant for pharmaceutical 

manufacturing plants. 

▪ Form for appointing a consultancy firm for 

the manufacturing of Medical Devices, 

including details of the qualifications of 

the technical staff appointed to meet the 

requirements for ISO 13485 quality 

certification, and completion of 

attachment (2).  

▪ International accreditation certificates for 

the contracting company for technology 

transfer. 

▪ A copy of the technical contract between 

the supplier manufacturer and the 

packaging manufacturer (for primary or 

secondary packaging units). 

▪ GMP / Quality Certificate  (ISO13485) for 

the manufacturer supplying the product or 

part of the product (for partial 

manufacturing) 

▪ Product quality certificate according to its 

classification (for Medical Devices) 

 

▪ 

 

▪ 

. 

▪ 

ISO 13485   

(2). 

▪ 

 

▪ 

 

 

▪  

GMP

(ISO13485)

 

 

▪ 

 

 

Phase 2: Layouts Approval 

(Construction Phase) 
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First: Conditions  

▪ Plant design and layouts should be 

according to the international good 

manufacturing practice standards and for 

Medical Devices according to the 

international quality systems ISO 13485 

requirements. 

▪ Must assign a consultant or technical 

body specialized in the 

pharmaceutical/medical devices industry 

to follow up on the layout assessment 

with the DSC e and hereafter, plant 

construction and other technical concerns.  

▪ Plant construction is to be started only 

after layout approval by the DSC. 

▪ The approval of the DSC must be obtained 

in case of any change to the approved 

maps. 
 

▪ 

ISO 13485 

 

▪ 

▪ 

. 

▪ 

 

Second: Procedures  

▪ Layout will be assessed by the concerned 

GMP committee within 30 working days 

calculated from the date of submission. 

▪ Layout approval and permission to commence 

construction works are granted upon the 

approval issued under the center's name. 

▪ Owner should notify DSC in writing when 

construction completed.  

▪ 
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▪ The facility is visited for final inspection 

within a period not exceeding 30 working 

days from the date of receipt of the 

notification. 

▪ If all the required standards are met, a license 

for the facility will be issued. 

▪ 

 

▪ 

 

▪ 

 

▪ 

. 

 

Third: Document 
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▪ Layouts should be in A1 format paper 

explaining the following details (as 

applicable): 

✓ Site Plan.  

✓ Production & Manufacturing Area 

✓ Warehouses /Storage Area. 

✓ Quality Assurance / Control area 

✓ Personal flow/ movement across all 

departments on the site. 

✓ Material flow/ movement across all 

departments on the site. 

✓ Heating ventilation air conditioning 

(HVAC) system. 

✓ Water system. 

✓ List of operating machines and 

analytical instruments. 
✓ Waste Flow / Movement  

✓ Administration Area  

✓ The proposed manufacturing process 

flow details. 

✓ ISO classification allied for each of the 

site rooms (Medical Devices facilities). 

✓ Details of the manufacturing site  location 

and the type of surrounding facilities. 

▪ A1

   

✓  

✓  

✓ / 

✓  

✓ 

 

✓ 

 

✓  

✓ . 

✓  

✓  

✓  

✓  

✓ 

 

✓ 
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Phase 3: Final Approval 

(Issuance of GMP Certificate   (   

First: Conditions 

 
 

 

▪ The necessary documents must be completed 

in accordance with the principles of good 

manufacturing or its equivalent such as the 

main file of the company, standard operating 

procedures and quality management system 

for plants of medical devices (ISO13485)  

▪ The final approval application for medical 

devices facility is received after obtaining the 

quality management certificate for the design 

and manufacture of medical devices (ISO 

13485). 

▪ The plant is visited during the manufacture 

of Pilot Scale Batches produced for research 

and development (R & D) purposes. 

▪ Raw materials should be imported from 

sources approved by the concerned 

department of the Center. 

▪ The company can only produce in 

commercial quantities after securing final 

approval including GMP certificate, facility 

license, and registering both the company 

and its products. 

▪ The owner applies for company registration 

as per the prescribed procedures to the Drug 

Control Department/ Medical Devices 

Control Department 

▪ The product is marketed locally only after 

registration with the Center. 

 

▪ 

  

(ISO13485)  

▪ 

ISO 13485 

▪ 

 

▪ 

 

▪  

شهههة دة الرر راهههد الج  ة  

وترخ ص الرعشهه ة الا افهه لد تلج ت ههج      للتصههع  

    .الشركد ومعتج تة 
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▪ 

 

▪ 

 

Second: Procedures   
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▪ Payment of the prescribed  fees for the 

issuance of the GMP Certificate. 

▪ Visit the plant by the inspection team within 

30 working days from the date of 

notification by the company. 

▪ Reports of the visit should be submitted to 

the Committee within a period not 

exceeding 30 working days from the date of 

the visit 

▪ Reports will be evaluated by the Committee 

and forwarded to the company during a 

period not exceeding 45 working days from 

the date of the first visit or 15 working days 

from the date of the company's corrective 

actions letter. 

▪ In the case the committee approves the 

company's conformity with the 

specifications of Good Manufacturing and 

the standards of the Quality Management 

System for Medical Devices, a GMP 

Certificate is issued with a validity of two 

years. 

▪  

 

▪ 

▪ 

. 

▪ 

 

▪ 

Third: Documents  
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▪ Copy of the plant site master file (SMF). 

▪ Quality Management Certificate for the 

Design and Manufacture of Medical 

Devices (ISO 13485) for Medical Devices 

Facilities. 

▪ Payment of the prescribed fee for the 

issuance of the GMP Certificate . 

▪ . 

▪ 

ISO 13485

 

▪ 

. 

 

 

 

• Procedure for Renewal of an Existing 

Manufacturing Plants 
•  

 

First: Conditions  

▪ The application for renewal of the 

certificate of GMP  must be submitted to the 

DSC before the expiry within a period of 

not less than 30 working days. 

▪ The company must coordinate with the 

relevant section to arrange an inspection 

visit by the concerned parties at the Center 

to ensure compliance with good 

manufacturing practices and renew the 

certificate. 

▪ The company must notify the Center if they 

propose to add new production lines or 

manufacturing processes, or request any 

changes to the existing production lines or 

facility, so that an evaluation can be 

▪ 

  

 

▪ 

ارة تفت شيي م  ييل اليين يل  ن يي ل لتنظيي ز   يي

، للتأ ييين  يييل ي لتييي يز ل  ار يييا  فيييل يل ر ييي 

 .يلتصن ع يلج نة وتجن ن يلشهانة 
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conducted, the site inspected, and the 

certificate renewed based on the new 

changes. 

▪ 

 

 

Second: Procedures 

 

 

 

▪ In case of changes proposed to the site 

designs, all the procedures mentioned in the 

different phases are followed to as to license 

a new manufacturing plant. 

▪ In case of an addition or change of 

production and manufacturing lines without 

changes in the site plan, the application will 

be submitted for evaluation by the 

concerned section and coordination with the 

relevant product registration department 

within a period of not more than 30 working 

days.  

 

▪ 

 

▪ 

. 

 

Third: Documents  
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▪ An official letter addressed to the DSC, 

which contains the details of the re-

registration or proposed changes . 

▪ Site layouts on A1 paper indicating the 

proposed changes (if any). 

▪ In case of requesting changes to 

production lines, the technical 

supportive file for the proposed products 

and the equipment to be used must be 

submitted, in accordance with the 

documents required for a new factory 

license. 

 

▪ 

 

▪ A1

. 

▪ 
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Contact address: عنوان التواصل :  

o Pharmaceutical Industry Section: 

o Office number: 23357655 

o Email: 

industry@moh.gov.om-pharma 

o Medical Devices Control Department: 

o Office number: 24946387 

o Email: 

        med-device@moh.gov.om 

o Directorate General Manager's Office: 

o Office number: 23357620 

                              22357621 

o Email: 

dsc.followup@moh.gov.om 

 

 

 قسم التصنيع الدوائي: ✓

o   :23357655رقم المكتب  

o الالكتروني: البريد 

industry@moh.gov.om-pharma 

 دائرة الرقابة على الأجهزة والمستلزمات الطبية: ✓

o :24946387  رقم المكتب  

o الالكتروني: البريد 

device@moh.gov.om-med 

 مكتب المدير العام: ✓

o   :23357620رقم المكتب  

22357621      

o :البريد الالكتروني 

dsc.followup@moh.gov.om 

 

 

  

mailto:pharma-industry@moh.gov.om
mailto:med-device@moh.gov.om
mailto:dsc.followup@moh.gov.om
mailto:pharma-industry@moh.gov.om
mailto:med-device@moh.gov.om
mailto:dsc.followup@moh.gov.om
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References: صادرالم:  

 

• Law of organization of pharmacy practice 

and pharmaceutical establishments no 

35/2015 

• Pharmacy Practice Law, Bylaws Number 

(113/2020) 

• Health System Outlook (Health Vision 

2050) 

• G.C.C Guidelines on Good 

Manufacturing Practices for 

Pharmaceutical Products 

 

ظ م مزاولد مةعد الصهه  لد والرساهه هه    ق نون تع •

 (2015\35الص  ان د)

مةعههد   • مزاولههد  تعظ م  لتهه نون  التعذ ههلقههد  اللائحههد 

 (2020/113الص  لد رقم )

العظرة الر ههههتت ل هد للعظه ي الصههههح  )الصههههحهد   •

2050) 

الره ونهد اليل ج هد  اههههر الرره راهههههد الج ه ة   •

 للصع ع   ال وائ د
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Annexes: :المرفقات 

 
1. Application for Initial Approval 

(Attachment 1) 

2. Application for Designation of 

Consultancy for Medical Device 

Manufacturing  (Attachment 2) 

 

 

 الر  ئ هههههدنرهههههوب  للههههه  الروالتهههههد  .1

 (1)مرلق

نرهههههوب  للههههه  الروالتهههههد علهههههج ت  ههههه    .2

شهههههركد ااتشههههه رقد لتصهههههع   ا  ةهههههزة 

 ( 2الط  د )مرلق 
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 (1)رقم  مرفق

لأدوية البشرية والأدوية العشبية  نع لامص نموذج طلب الموافقة المبدئية على ترخيص

 والمستلزمات الطبية 

 

 

 
Attachment (1) 

Application for Initial Approval of Human, Herbal Medicines & 

Medical Devices manufacturing plants 
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 . جميع المستندات المطلوبة أن تكون باللغة العربية أو الانجليزية ▪

يجب ترتيب المستندات في المجلد حسب التسلسل المتبع في هذا   ▪

 . النموذج

▪ All the documents submitted with this application should 

be in either English or Arabic . 

▪ Arrangement of the documents in the folder should 

follow the same sequence followed in this form . 
 

   :بيانات المالك .1

 

1. Owner Details: 

 :Name الاسم: 

 

 

 : )مع ارفاق النسخة(الجواز/البطاقة الشخصية رقم

 

 

PASSPORT/ID Card No. (with a copy 

attached):    

 تاريخ الإصدار: 

 

Date of Issue: 

  الانتهاء:تاريخ 

 

Date of Expiry: 

 المهنة: 

 

Occupation: 

العنوان  

 الدائم 

  :ص.ب

 

PO Box: Permanent 

Address 

 :رمز البريديال

 

Postal code: 

العنوان  

 الحالي 

 ص.ب:

 

PO Box: Current 

Address 

 :رمز البريديال

 

PC: 

 رقم هاتف العمل: 

 

 

Office phone no.: 

 النقال: رقم الهاتف 

 

 

GSM no.: 

 رقم السجل التجاري/الصناعي: 

 

 

Commercial /Industrial reg. no.: 

 

 عنوان البريد الالكتروني: 

 

 

E- mail address: 

 



 
 

- 35 - 
 

 :Manufacturer Information .2 . بيانات المصنع:  2

نوع 

 المصنع: 

 البشرية الأدوية   ☐

 الأدوية العشبية  ☐

 المستحضرات الصحية  ☐

 ة مستلزمات الطبيال \جهزة الأ ☐

 

☐ Human Medicine  

☐ Herbal   Medicine 

☐ Health Products 

☐ Medical devices  

Plant 

type: 

 :Other  :  أخرى

   :Proposed plant name   :الاسم المقترح للمصنع

 : المقترحة/ الولايةالصناعية  المنطقة

 

Proposed Industrial Region/ 

Wilaya:              

 

من   هل سبق الحصول على ترخيص بفتح مصنع

 ؟ قبل المديرية

Do you already have a license to open 

manufacturing plant by the Directorate? 

 No ☐Yes ☐ لا ☐ نعم  ☐

 If YES, fill the below الر  ء ت  ئد ال   ن   الت ل د تبا ك نت الإ  لاد لاع م 

   اسم المصنع:

 

 

Name of the establishment:  

  رقم الترخيص: 

 

License no.:  

 :Proposed Manufacturer Activities .3 . الأنشطة المقترحة للمصنع: 3

 

 ت  ئد وتغل ف )أول (  ☐

 ت  ئد وتغل ف )ث نوي(  ☐

 تصع   م تحضرا   ☐

 تصع   مواد ل  لد ☐

  أخرى )ابكره (  ☐

 

☐ Primary packaging 

☐ Secondary packaging 

☐ Finished Product Manufacturing 

☐ Active Pharmaceutical ingredients Manufacturing 

☐ Others (Specify) 
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.............................................................................................................................. 

.............................................................................................................................. 

............................................................................................................................... 

.............................................................................................................................. 

 Products Type .4 . نوع المنتجات 4

  .أدوقد لاشرقد ☐

 .م تحضرا  عش  د ☐

 .صح د م تحضرا   ☐

 م تحضرا  لا ولو  د  ☐

 م تلزم   ل  د أوا ةزة  ☐

☐ Human Medicines. 

☐ Herbal Medicines. 

☐ Health Products. 

☐ Biological Products. 

☐ Medical devices. 

  :Proposed Production lines .5 . خطوط الإنتاج المقترحة: 5

 

----------------------------------------------------------------------------------

----------------------------------------------------------------------------------

----------------------------------------------------------------------------------

----------------------------------------------------------------------------------

----------------------------------------------------------------------------------

----------------------------------------------------------------------------------

---------------------------------------------------------------------------------- 
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. هل يوجد شخص مفوض لمتابعة الطلب 6

 لدى المديرية؟ 

6. Is there a designated person to 

follow up with Directorate? 

 If YES please fill out next section إذا كانت الإجابة بنعم الرجاء تعبئة القسم التالي

 NO ☐ YES ☐ لا ☐ ن م  ☐

   الاسم:

 

 

Name:   

)مع ارفاق رقم الجواز/البطاقة الشخصية

 :)النسخة

Passport/ID card no.(with copy 

attached):                            

                                    :Office phone no هاتف العمل:  رقم

                                               :.GSM no رقم هانف النقال:

 

 عنوان البريد الالكتروني: 

 

E- mail address:                                    
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 Owner Commitment تعهدات المالك

 

هلا   ▪ ت  ئد  الصح حد  تم  لا لر لوم    العروب  

وان  ر     وترادت ا  م رلت   لاك م   والك ملد 

الشركد/   لايتم  والريتومد  الررلتد  الوث ئق 

ظةر  وتبا  ا ص ا  ل ق  ن يد  ه   الرسا د 

ل    التزوقر  لا رتك ب  أقر  لإن   بلك  خلاف 

الوث ئق وأتحر  م  قترت  علج بلك م  الجزء 

 العظ م . 

 

 

 

▪ The form was filled correctly and 

completely full of my knowledge and 

my will, information and that all 

documents attached and stamped by 

company’s stamp as an official copy. 

Otherwise, I take the extreme 

responsibility of committing fraud in 

the documentation and bear the 

consequence that is part of the 

regulators. 

 
االتزاي لات  ق  م لوم   الرعش ة ل  ح ل لرأ   ▪

 تغ  ر عل ة .
▪ Commitment to amend the 

established information in case there 

was a change on them. 

 Obligation to be established in an ▪ االتزاي لا ن تكون الرعش ة ل  معطتد صع ع د.  ▪

industrial zone. 

 

التعذ لقد  لاجر    االتزاي   ▪ واللوائح  الشرول 

الي صد لات نون تعظ م مةعد الص  لد ولا ي ت  م م 

 وقرارا  ص درة م  الر قرقد. 

Compliance with all conditions of the 

Executive and regulations on the law 

regulating the profession of 

pharmacy and any circulars and 

decisions issued by the Directorate . 

 

 :توقيع المالك/ المدير العام للشركة ▪

 

▪ Owner / General Manager 

Signature: 

 :الختم

 

 

 

Stamp: 
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 )2(رقم  مرفق

 نموذج طلب الموافقة على تعيين شركة استشارية لتصنيع الأجهزة الطبية  

 

 
Attachment (2) 

Application for Designation of Consultancy for Medical Device 

Manufacturing 
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Scope of Organization:  المنظمة\شركةنطاق ال: 

1 

Name: الاسم: 

 

1 

Postal Address: العنوان البريدي: 

 

Physical Address: العنوان الفعلي: 

 

Contact person:  :عنوان التواصل 

Telephone no. رقم الهاتف: 

 

Email: البريد الإلكتروني: 

 

2 A description of the organizational 

structure, Management Contact, 

Competencies.: 

وصف الهيكل التنظيمي، جهة الاتصال الإدارية، 

 :والكفاءات
2 

3 Experience in consultancy for 

manufacturing Medical Devices according 

to the following jurisdictions: Australia, 

Canada, EU/EFTA, Japan, USA, etc..: 

لخبرة في الاستشارات الخاصة بتصنيع الأجهزة  ا

الطبية وفقًا للأنظمة التالية: أستراليا، كندا، الاتحاد  

 لرابطة الأوروبية للتجارة الحرةالأوروبي/ا

(EFTA) ،اليابان، الولايات المتحدة الأمريكية ،

 .وغيرها

3 

أو  ▪ ال رلا د  لا للغد  تكون  أن  الرطلولاد  الر تع ا    ر   

 . اانجل زقد

الر تع ا   قج    ▪ وارل ق  ر    الرطلولاد  ال   ن    ك   ت  ئد 

 . ح   الت ل   الرت   ل  هلا العروب الرطلولاد  

▪ All the documents submitted with this application should be 

in either English or Arabic . 

▪ All required fields must be completed, and all necessary 

documents must be attached according to the sequence 

outlined in this form. 
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4 The categories of medical devices to which 

such experience extends. e.g.; IVD, Class I, 

Class II, implantable MD, etc.. 

فئات الأجهزة الطبية التي تشملها هذه الخبرة،  

، الفئة  (IVD) : أجهزة التشخيص المختبريمثل

، (Class II) ، الفئة الثانية(Class I) الأولى

 .الأجهزة الطبية القابلة للزرع، وغيرها

4 

5 Details of previous experience in 

manufacturing Medical Devices per device 

class scope: 

الأجهزة الطبية تفاصيل الخبرة السابقة في تصنيع 

 :حسب نطاق فئة الجهاز

 

5 

6 Attestation form:  6 يق: التصدأو نموذج الإقرار 

7 CV details & qualification of consultants:   تفاصيل السيرة الذاتية والمؤهلات الخاصة
 : بالاستشاريين 

 

7 

8 Accreditation from GCC accreditation 

center or any accreditation body has signed 

on mutual recognition agreements (LAF-

MLA or LAC-MAR) if applicable:   

الاعتماد من مركز الاعتماد الخليجي أو أي جهة اعتماد  
-LAF) أخرى موقعة على اتفاقيات الاعتراف المتبادل

MLA أو LAC-MAR) –  إن وُجد. 

 

8 

If with parent/liaison 

organization 

اسم الجهة الأم / جهة الارتباط )إن  
 :وجدت(

1 

The name of the parent/liaison 

organization: 
 : اسم الجهة الأم / جهة الارتباط

 

1 
Postal Address: العنوان البريدي: 

 

Physical Address: العنوان الفعلي: 
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Contact person:  التواصل: عنوان 

Telephone no. رقم الهاتف: 

 

Email: البريد الإلكتروني: 

 

2 Details of the procedures, processes and 

resources to be applied by the consultant in 

preparing the reports: 

تفاصيل الإجراءات والعمليات والموارد التي 

 :التقاريرسيطبقها الاستشاري في إعداد 

 

2 

3 Information of the consultant and its 

parent/liaison organizations experience in 

consultancy for manufacturing Medical 

Devices according to the following 

jurisdictions: Australia, Canada, EU/EFTA, 

Japan, USA, etc..: 

رة جهات  معلومات عن الاستشاري وخب

الأم/الارتباط التابعة له في الاستشارات الخاصة  

بتصنيع الأجهزة الطبية وفقًا للأنظمة التالية: 

أستراليا، كندا، الاتحاد الأوروبي/الرابطة الأوروبية  

، اليابان، الولايات (EFTA) للتجارة الحرة

 .المتحدة الأمريكية، وغيرها

 

3 

4 The categories of medical devices to which 

such experience extends. e.g.; IVD, Class I, 

Class II, implantable MD, etc.. 

فئات الأجهزة الطبية التي تشملها هذه الخبرة،  

، الفئة  (IVD) مثل: أجهزة التشخيص المختبري

، (Class II) ، الفئة الثانية(Class I) الأولى

 .رهاالأجهزة الطبية القابلة للزرع، وغي

 

4 

5 Details of previous experience in 

manufacturing Medical Devices per device 

category and class: 

تفاصيل الخبرة السابقة في تصنيع الأجهزة الطبية 

 :حسب فئة الجهاز وفئته التصنيفية

 

5 

6 Attestation form:  6 يق: التصدأو نموذج الإقرار 
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7 CV details & qualification of consultants:   تفاصيل السيرة الذاتية والمؤهلات الخاصة

 :بالاستشاريين

 

7 

8 Accreditation from GCC accreditation 

center or any accreditation body has signed 

on mutual recognition agreements (LAF-

MLA or LAC-MAR) if applicable:   

الاعتماد من مركز اعتماد دول مجلس التعاون  

الخليجي أو أي جهة اعتماد أخرى موقعة على  

 أو LAF-MLA) اتفاقيات الاعتراف المتبادل

LAC-MAR) – ًإذا كان ذلك ممكنا. 

 

8 

Owner Commitment تعهدات المالك 

• I hereby declare that I have completed this factory 

registration form with full accuracy, providing 

correct and complete information to the best of my 

knowledge and of my own free will. I also confirm 

that all attached documents, stamped with the 

official seal of the company/institution, are true 

copies of their original official versions. I bear full 

legal responsibility in the event that any 

discrepancy or forgery is found in the submitted 

information or documents. 

الي ص  • العروب   هلا  لات  ئد  قرت  لا نع   أقرّ 

ولا لر لوم    دقدا  لاك   الرصع   لا لتت ح 

والك ملد وم رلت .  الصح حد  ترادت   ولاك م   ا 

والريتومد   الررلتدا  الوث ئق  لا ن  ر    أقرّ  كر  

ا ص    ل ق  ن خ  ه   الشركد/الرسا دا  لايتم 

م  م تع اتة  الرار د. وأتحرّ  ك م  الر سول د 

العظ م د ل  ح ل ث و  خلاف بلك أو و ود أي 

 .تزوقر ل  ال   ن   أو الوث ئق

 

• Owner / General Manager 

Signature: 

 

 :توقيع المالك/ المدير العام للشركة ▪

Stamp: الختم: 

 

 

 

 

 


