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Our Vision

L Ly

v Develop a clear, unified procedure for the
licensing a local manufacturing plant for
Human Medicines, Herbal Medicines and
Medical Devices.
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v’ Continuous development of the regulatory
and supervisory framework for local
manufacturing facilities and their conformity
to the good practice and the required
international standards.
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v 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

e daed!

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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Scope:

s Jadal) él.h.i

v 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 1SO (13485)
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General Information:

wele Ologlae

= 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-
ha/drug-safety-center/

Which includes:

v' Registration requirements for
medicines of all kinds
(pharmaceutical/herbal/Health
products or similar).

v' Registration requirements for
manufacturers (medicines & medical
devices).

v' Lists and prices of the registered

products.

Lists of registered companies.

Products classification guidelines

preparations.

v" Drug pricing guidelines.

v" Registration requirements for
medical devices and supplies of all
kinds and classifications.

v" Registration requirements for
medical devices establishments.

v' Medical device classification

guidelines.

v' Essential principles for safety &

performance.

v
v
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General conditions

el (Gl St vV
A9

33621 S Oldlntie v/
Wl cadalt Olejliually
glacualy lgal gl

Olm p & Juopu SldlaTie v/
sedalt Ole Jliuatty 335 N1

35 Cadual Oialdyl v
Al Oilajlluatty

! ol (saleadt v

s1a%g

dalad) Ja g )

v" 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.
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3. United States (US FDA) GMP
Guidelines
4. European Union GMP Guidelines

v Pharmaceutical manufacturing plants
are required to be set up in industrial
cities or free zones.

v 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.

v" For Medical device manufacturers it.is
essential to Establish a quality
management system (1SO.13485) by
an accredited conformity assessment
body approved by the DSC.

v' 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.

v Manufacturers intended for secondary
packaging are required to register the
products and corresponding original

manufacturers with the DSC.

-14 -

3Lt iy Laall Jralatt Ot Ly W .Y

et Golad) uloxe Jo f acuadilt

(GCC GMP Guidelines)
VS (R WP PON| GEr=yuL ‘FY e\ IR
(US FDA GMP Guidelines)
3ol Py oot L raoliedt Cifalizy 1 €
g.)j)f’.ﬂ EIES L WAPEvi (-
(European Union GMP Guidelines)
(o2 931 ailae JhalBly o sl v
-3yt Gl el 9 pase Liall el
Eardiall 1B 6y LAt 5895 ey
JEGY IM e do lxd ladat
rasllaad Oilag sy yeslaall
Olxlial) 325> (ledg ¢ ptcualt
Cilo3lually 3362 W1 pilaell boyldn v/
329211 3y1) Allad Mde by ocdalt
W2 X i (RPN [PS (DRVATRT - PN {NEPEN
50 dua 39 (1SO 13485) g3
nasllaell e el Chlsow
3550 4B (a Budaliaally lgy cbyinall

.;‘3«.\." D




v" For manufactured Medical Device it is AL ol radlg Ol y W (G Vv

required that it has a technical file and .
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to fulfil the essential principles for
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Procedures for licensing a new

manufacturing plant (full/complete
manufacturing, partial manufacturing, primary
packaging, secondary packaging):
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Phase 1: Initial Approval
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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)
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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.
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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.
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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 (15013485) for
the manufacturer supplying the product or
part of the product (for partial
manufacturing)

Product quality certificate according to its
classification (for Medical Devices)
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Phase 2: Layouts Approval
(Construction Phase)
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(2231 b 50)

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.
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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.

= |f all the required standards are met, a license
for the facility will be issued.
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Third: Document
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= Layouts should be in Al format paper | |_ @ tx——sg0 Al B39 mmle Ll s

explaining the following details (as (kg ) A Juolad

applicable):
v’ Site Plan. 285l lalaiee
v" Production & Manufacturing Area i = LS e
.&A.ua.d* L) GLQ’“ nalaie
v Warehouses /Storage Area. L . ~
v Quality Assurance / Control area O3 Adlade / Oile dguuadt

v Personal flow/ movement across all - e e
- 339231 3y1 | f
departments on the site. 3agaxlt 3y1a) ndlade / Cif pecidued

v/ Material flow/ movement across all @_fqb,,,jﬁmiﬁ et Sdelall o o
departments on the site.

v/ Heating ventilation air conditioning &uaad!
(HVAC) system. o 2 ¢ -
=31 L.u&!&,_uwd'!g_aﬁ!m_aéa
v' Water system. 794 el >
v List of operating machines and uaal!
analytical instruments. \ . ..
v Waste Flow / Movement Ly rasedl! allad
v Administration Area

_ oleal! 23395 altad
v The proposed manufacturing process &

flow details. -ty acial! 53¢ Y haale
v ISO classification allied for each of the Ol s

site rooms (Medical Dev_ices facilities). 5,1 5301 T
v Details of the manufacturing site location L. e s\ B

and the type of surrounding facilities. 8y paalt aluad Olglas \ Oldes Juolas

=21 00 a—torxd (9 )—diall 9 ¥ 2l
Cila 3wty 3 5——ga W pil—wae) Sl—diialt

(el
Sl el i 939 piiaal! 29! Jrmwolald
WAZWE SN |
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Phase 3: Final Approval
(Issuance of GMP Certificate)

¥ Vi ( Ry W3- TP'ON Ity o (o PRGN
(prual! 3ot rwy Laalt 331gd 51 o))

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 (1SO13485)
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.
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33631 ilael 3ag2edt 3yl AlAYg JriwliGl
(1SO13485) pacdalt Cile jliualty
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ey ecta t) Olo3 il uatly 35ga
A 3.592x81 3513) 32lgmis (Ao lg) i
-(1SO 13485) Judall 53¢ W1 aualy
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Second: Procedures

t:ﬂ;be?' :l,.dlis
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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.

= |n 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.
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Third: Documents

O Alwadt (LSS
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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.

Luael! A aBgal) uwn 1 caledt (e Tadeud
5362 Y poialy Aoca—al 3392eH Byl ) 53 lg—ii
332 Y1 adil—waet (I1SO 13485) jimictat

sedalt Oile sliuedl
et Crluy Lo 31gd 51 oY 3) ydalt 09wyt

RS {]

- e

e Procedure for Renewal of an Existing
Manufacturing Plants

2310 puae (ard ;T by o

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.

pEP= YO (JY-E F LAPN - NWRES (VR PON
Jan ¥ Lee o dliall 5,0 o Ll S8

‘Jos aga Yo (e
Al s Bttt by A i (L ey
imall J8 (e A2l 3 ) ) il

Jaj).ﬁ'd' z’@i

Y] PR/ ST U | 25y W Wy JU TRy

= 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

-27 -
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conglgcted, the site inspected, and the (-2 S pall § M9 nm p M) L Gy
certificate renewed based on the new
changes. L0 btas falS) (0 gl Jlo
e O medl 1 o | o 9 Byt
Sty (Bl_diel of gl bogtas
OO (Y W, PR SN | B WY PG
Oyt ;asé’"g X PR, A { R W T X7
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Second: Procedures Oilel p B LA

" In case of changes proposed to the site | & tabaseed S, @S 39—y Jloo o2 =
designs, all the procedures mentioned in the .

different phases are followed to as to license | &% ! s (——aall
a new manufacturing plant. aLiinn (o 5y 952 Sl Ol e ¥
= In case .of an addition or change  of B0 Sy gl o ol
production and manufacturing lines without
changes in the site plan, the application will
be submitted. for evaluation by the | (e el 9l ABL—S Jlos (B =

concerned section and coordination with the | 49, 2 Mg 7 LAY gt
relevant product registration department

e

. . . . 7 M ‘ - o ..‘ PO
within a period of not morethan 30 working | = ‘&l la—la (8 Sl—dd
days. S P WY wi { S U | 2N | B W
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Third: Documents O Aluwadt (LSS
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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 Al 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.
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Contact address: sl gill o) gis

o Pharmaceutical Industry Section: Al i) ad v
0 Office number: 23357655 Yrrevies ikl ad o
0 Email: A9 AN b i
pharma-industry@moh.gov.om pharma-industry@moh.gov.om
o Medical Devices Control Department: sddal) ila Sliaall g 8 gl o 4805 00 v
0 Office number: Y£3¢1YAYV YERENYAY sciisall a8 50
0 Email: A9 AN W i
med-device@moh.gov.om med-device@moh.gov.om
o Directorate General Manager's Office: salall paadl cisa v
0 Office number: 23357620 YRYOVIY . skl ad ) o
22357621 YYPOVY)
0 Email: (A9 AN Bl o
dsc.followup@meh.gov.om dsc.followup@moh.gov.om
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References: + alaall

e Law of organization of pharmacy practice | <luugall g Adarall Liga A g jo aadat 4l @

and pharmaceutical establishments no (Y+) O\ PO Yiny sl
35/2015 P R T

e Pharmacy Practice Law, Bylaws Number | ¢ sl Bt 0 Al A0 e
(113/2020) (QRAPARRRD = BESLI

e Health System Outlook (Health Vision | 4 AT) DPSRIOR LN AT S
2050) (Yoo

e G.CC Guidelines on Good
Manufacturing Practices for | sl i jledl e WY A il dindl e
Pharmaceutical Products L) sl cleliall
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Annexes: s cil8d yal)

1. Application for Initial  Approval RS CYON | S| PON | N S AP By

(Attachment 1) () 8 )
2. Application for Designation of

B)'_g.;‘\ﬂ\ c:\.\_.a.d o)l dnas, &
(Y (380) dpball

Consultancy  for  Medical  Device

Manufacturing (Attachment 2)
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ddal) el Hiesal) g

Attachment (1)
Application for Initial Approval of Human, Herbal Medicines &
Medical Devices manufacturing plants
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= 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.

Aoy ol A el ARl 685 () A pthaal) Claiiaial) atan m

\hé@M\M\wM\gAQlM\#ﬂ% .
.G:’JA:\S‘

1. Owner Details:

sdlilal) bty Y

Name:

:e-u‘i\

PASSPORT/ID Card No. (with a copy
attached):

(Al (3 ) aa)diadlill dBUadl/ 5) gad) 2

Date of Issue:

) i

Date of Expiry: LN g B
Occupation: sdigall
Permanent | PO Box: e | O siad)
Address adlal)
Postal code: Tl el
Current | PO Box: eoa | Ol
Address AN
PC: tgu) el
Office phone no.: sdand) il A3
GSM no.: s JUL) gl a8
Commercial /Industrial reg. no.: 1S Lkall/ g i) Jawad) a8

E- mail address:

AN 5 e
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Y. Manufacturer Information:

:paal) il Y

Plant | 0 Human Medicine 4 ) 49 9Y) [ g
type: | (O Herbal Medicine Ludal) g O | spdadll
[1 Health Products daal) il pasicad) O
] Medical devices dhal) cila jticall |\ 3 3¢a¥) [

Other: c s A
Proposed plant name: ruaall 7 il and)

Proposed Industrial Region/

Wilaya:

N ¢l JAa, jiial) e liall Adhial)

Do you already have a license to open
manufacturing plant by the Directorate?

CYes

1 No

If YES, fill the below

Name of the establishment:

License no.:

O (e (s a5 o Jpanl (o 8
04y aal) g

N O pa
AL ) B ol priy Bl kS 13

spdaal) ol

soasd il a8

3. Proposed Manufacturer Activities:

:&M da slial) Adaiay) v

] Primary packaging
[0 Secondary packaging

1 Finished Product Manufacturing

() sh) slas s s [
(s 55) Cadai s L [
G pantina :—*—’m-’,' 5[]

[0 Active Pharmaceutical ingredients Manufacturing lad 3) 5 grina’ [
[1 Others (Specify)

(L_S¥) sl O




4. Products Type claiiall £ 8 4

0 Human Medicines. Al sl O
[0 Herbal Medicines. Apde G pasiua [
[J Health Products. Agnia Ol jasiie [
[1 Biological Products. doa ¢l su &l pantina [
1 Medical devices. dauds e e 51 3 3eal [
5. Proposed Production lines: sda jilal) U haghd 5
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1. Is there a designated person to
follow up with Directorate?

) a2 e (yadd 33, Jh 3
¢4 paal) g

If YES please fill out next section

L YES LINO

(A ) T 5l 1 gy TlaY) S 13

YO axi [

Name:

:MY\

Passport/ID card no.(with copy

G ) aa)daad i) ABUadl/ ) sl a8

attached): 2 (Aaal)
Office phone no: shand) il a8

GSM no.:

il caila PEJ

E- mail address:

18 AN 3y 0 sis
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Owner Commitment

GUlall Cifagas

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, | take the extreme
responsibility of committing fraud in
the documentation and bear the
consequence that is part of the
regulators.

Commitment to amend the
established information in case there
was a change on them.

Obligation to be established. in an
industrial zone:

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.

Owner / General Manager
Signature:

Stamp:

Aasnaall Closbally zisall 1 sl 5w

e s s (gome dalSy aladll
SO Ay dagidally Al 3l
el 13y cdha¥) Gl ARl A A sal)
@b oo U S L el s
e 3all ca el e (i i e Jaadl g 3l

Il dla A slaiall cila slaa dhaady o) 50V

Ao lia dihie b slaidl o o<s ol al !

dodaanil) ; Cj\jﬂ\j Lyl &ren e\)’ﬂ‘}“
palad (5L g Alasall diga aplats () 5il6 Lalall
Al (e B e Sl ) 8

A8yl alad) el /elilal) o g
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Attachment (2)
Application for Designation of Consultancy for Medical Device
Manufacturing
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= All the documents submitted with this application should be| sl 4w ell 2l GsS of 4sllaall Claiudl aas
in either English or Arabic. Ay ey

= All required fields must be completed, and all necessary e s s . g .
Y '\M\:_m; La ) dlaall cutilull At gy m
documents must be attached according to the sequence = > OO ULl S R i

outlined in this form. Zasalll 138 8 adiall Jualodll Cuua 4y sl
Scope of Organization: AaBaial\AS Haul) (gl
Name: pad)
Postal Address: Tl Ol gind)
Physical Address: 1) Ol giad)

1 : sl g1l ¢ g 1
Contact person: 1dual il &) g
Telephone no. dilgdl a8
Email: ARSI &)

2 | A description of the organizational Ay Juay) dga (alalil) JGgl) ciuay |y
structure, Management Contact, rclplisl) g
Competencies.:

3 Experience in consultancy for 556y @.m.umu\ Q‘Jmﬁfy"gé 3pall |y
manufacturing Medical Devices according AaTY) S L) il 1AM AalaBU G g Ayubal
to the following jurisdictions: Australia, Buad) B ladill 4 g, 5Y) Aay) 1/ 2 959%)
Canada, EU/EFTA, Japan, USA, etc..: Sy aY) Bandiall il ol (LY ((EFTA)

L
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The categories of medical devices to which
such experience extends. e.g.; VD, Class I,
Class 11, implantable MD, etc..

(Bsdl) oda Lgladi A1) Aglal) 5 Y cilid
4 ¢ (1VD) g oidall (adiill 3 3¢l 1 Jia
¢ (Class 11)4:8l 44l ¢ (Class 1) s¥
1 5 cg 30 ALY Aol 5 3ga9)

Details of previous experience in
manufacturing Medical Devices per device
class scope:

Alal) 3 3gaY) pial B AGglud) 3 pddl Jualds
el A gl s

Attestation form:

el | LAY gise

CV details & qualification of consultants:

dualdl) M ‘gall g AN B jaeal) Sl
B L

Accreditation from GCC accreditation
center or any accreditation body has signed
on mutual recognition agreements (LAF-
MLA or LAC-MAR) if applicable:

saie) dga ) gl AulAl) ey 38 e o e Y)
(LAF-Jabial) il sic¥) el Bl to dadga o A
35 O LAC-MAR) - SIMLA

If with parent/liaison
organization

Of) BLa Y dga [ aY) dgad) aud
(S0

The name of the parent/liaison
organization:

1l ) Aga / oY) Agad) and

Postal Address:

3 Ol gial

Physical Address:

- il o) gl
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Contact person:

sl il ) i

Telephone no.

gl o8

Email:

LIRS &)

Details of the procedures, processes and
resources to be applied by the consultant in
preparing the reports:

Al gall g clalaad) g g ) Jualdl
Do dlae) B g LanuY) Ll

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..:

Ql.ea.s‘),\i‘g éJmY\ = QLAJS:A

Laldl) el jLaiu) 8 4l daglal) Tl ¥)/aY)

s Al) AadasSU B g Aylall g aealy

L 9,8 Lag) 1/ 290 8¥) AY) (IS (L) i
<Y ol ol ¢ (EFTA)S D 8 _laill
e g A paY) aatial)

The categories of medical devices to which
such experience extends. e.g.; VD, Class I,
Class 11, implantable MD, etc..

(B ead) o b Lgladd A1) Adall § 3¢l b
48 ¢ (1VD) g oidall adiil) 3 3¢l 1Jia
¢ (Class I1)A:8h 44dl « (Class 1) AsY)
A& 9 ¢ U LAY dpkal) 3 jgaY)

Details of previous experience in
manufacturing Medical Devices per device
category and class:

Lol 5 5¢aY) aieat b 4Bl 5 i) Jualds
Aadilatl) 4l g jlgadl Ad cawa

Attestation form:

sl ) ) B 73 gad
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7 |CV details & qualification of consultants:

dualad) cO ‘gal) g AN B paal) Janaldi
oS

8 Accreditation from GCC accreditation
center or any accreditation body has signed
on mutual recognition agreements (LAF-
MLA or LAC-MAR) if applicable:

Coadlt (udaa Jga dlaie! S e (e Alale V)
e dadga s AT e ) dga o gl autdd)
SV (LAF-MLA Jaiial) Gl yie¥) i)

UiSas dlld (IS 1ILAC-MAR) —

Owner Commitment

SUlall cifagas

e | hereby declare that | 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. | bear full
legal responsibility in the event that any
discrepancy or forgery is found in the submitted
information or documents.

oaldll Zisall 1 diwiy cad b B e
‘éﬂﬂ} &J\J;‘ dAth} 6&&\} w\
Ao sidall g (A pall (366l aren L 981 LS
Al 5 aaal) JalS Jaail 5 dpens )l Lghlaiioa (1
@ sy o Slld GDA gl Jla 8 dallail)

B S Ul

e Owner / General Manager
Signature:

FAS Al alad) paal) /elllal) abgi

Stamp:

:PBJ\
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