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registration, importation, pricing, post-
marketing surveillance, and communication of
medicinal products.

Bioavailability Studies (BA)

means the rate and extent to which the active

Bioavailability

substance or active moiety is absorbed from a
pharmaceutical form and becomes available at
the site of action.

Bioequivalence Studies (BE): Two medicinal
if they are
pharmaceutically equivalent or pharmaceutical

products are bioequivalent
alternatives and their bioavailabilities (rate and
extent) after administration in the same molar
dose lie within acceptable predefined limits
Central Medical Store (CMS): Kuwait entity for
drug procurement for the public sector.
Common Technical Document (CTD): The
CTD is a standardized format developed by the
International Council for Harmonization (ICH)
for submitting applications for the registration of
medicines, It organizes data into five well-
1-5)
quality,

defined modules (module covering

administrative information, non-
clinical, and clinical information.

Country of Origin: The country in which the
product is manufactured and first registered.
Drug: Any

substances intended to be used in the diagnosis,

substance or combination of

treatment, mitigation or prevention of disease in

man or to restore, correct or modify
physiological functions
Electronic Common Technical Document

(eCTD): The eCTD is the electronic version of
the Common Technical Document. It retains
the same modular structure but allows digital

submission  lifecycle  management, and
electronic navigation of documents.
Emergency Use Authorization (EUA):

Emergency Use Authorization (EUA) is a
regulatory mechanism that allows the use of
unapproved medical products or unapproved
uses of approved products during a declared
public health emergency.

Exclusivity rights: refer to regulatory protections
granted by a drug regulatory authority that
restrict the approval of competing generic,
hybrid, or biosimilar applications for a defined
period, regardless of patent status.

Generic Medicinal Product: is a medicinal
that the
substance(s) as a Reference Medicinal Product

product contains same active
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Definitions and Abbreviations

Authorized Representative: also referred to as
the Local Agent or scientific office or local
approved affiliates, is a legal entity established in
the State of Kuwait, officially appointed by the
Marketing Authorization Holder (MAH) to act
on their behalf before the Medicine and Medical
Products Regulatory
Administration in all matters related to the

Registration and
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regional patent authority that gives the patent
holder the exclusive right to prevent others from
making,
invention—such as a new chemical entity,

using, selling, or importing an
formulation, or manufacturing process—for a
limited period, typically 20 years from the filing
date. Patent protection is granted independently
of marketing authorization and must be
enforced through national intellectual property
systems.

Qualified Person (QP): A QP or responsible
person is a pharmacist responsible for certifying
that each batch of medicinal product has been
tested,
compliance with the marketing authorization,
EU Good Manufacturing Practice (GMP), and

applicable regulatory requirements before it is

manufactured, and released in

placed on the market or imported.

Quality by Design (QbD); QbD is an approach
that aims to ensure the quality of medicines by
statistical, analytical and risk
management methodology

Reference Medicinal Product (RMP) - RMP is a
has
marketing authorization in Kuwait, or in a

employing

medicinal product that been granted

country with a stringent regulatory authority,
based

comprehensive quality, non-clinical, and clinical

on a complete dossier, including
data as required under standard registration
pathways. The RMP serves as the scientific and
regulatory comparator for the evaluation of:
Generic products, to establish bioequivalence;
Hybrid products, abridged
applications with additional data; and Biosimilar

products, to demonstrate bio similarity through

to support

a stepwise comparability exercise.

Stringent Regulatory Authority (SRA): SRAs
include USFDA, EMA, Health Canada, MHRA,
PMDA, Swiss medic, TGA and other regulatory
authorities that are recognized by the World
Health Organization (WHO) as operating at
Maturity Level 4 or is a WHO listed Authority
(WLA). These authorities typically demonstrate
advanced regulatory capacity and are often
involved in mutual recognition agreements.
Introduction

This the
requirements for the preparation and submission

guidance document outlines

of pharmaceutical registration dossiers in

electronic Common Technical Document

(eCTD) or CTD format to Kuwait’s Drug

(RMP), in the same strength, pharmaceutical
form, and route of administration, and is
intended to be used at the same dosage regimen
for the same indications.

Good Manufacturing Practice (GMP): A system
of quality assurance that ensures medicinal
products are consistently produced and
to quality standards

appropriate for their intended use, as required by

controlled according

the marketing authorization and relevant
regulatory guidelines.
mandatory for all manufacturers of medicinal
verified through
inspections by competent authorities.

Gulf Health Council (GHC): The Gulf Health
(GHC) is a
organization established under the umbrella of
the Gulf Cooperation Council (GCC). It operates

as a regional regulatory and coordination body

GMP compliance is

products and is regular

Council specialized health

for health-related initiatives among member
states, which include Saudi Arabia, Kuwait, the
United Arab Emirates, Qatar, Bahrain, and
Oman.

Innovative Drug Product (Innovator): is a
medicinal product that contains a new active
substance (new chemical entity or new biological
entity) not previously authorized in any form
within the country, and for which the applicant
has

quality, safety, and efficacy. It may also refer to a

generated original data demonstrating

product that introduces a novel mechanism of
action, new therapeutic indication, new route of
administration, or distinct formulation with
clinically meaningful improvement over existing
therapies.

Manufacturer: The manufacturer is responsible
for all operations involved in the manufacture,
quality control, and
distribution of medicinal products.

Marketing Authorization Holder (MAH): A legal
entity that holds the marketing authorization for

batch release, storage,

a medicinal product, granting it the right to
place the product on the market and assume full
responsibility for its quality, safety, and efficacy
throughout its lifecycle.

Ministry of Health (MOH) — Kuwait: The
Ministry of Health is the central governmental
authority responsible for regulating, planning,
and overseeing healthcare services in the State of
Kuwait.

Patent: is a legal right granted by a national or
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necessary for characterization and
determination of quality.

1. Vaccines

Medicinal products containing antigens derived
from biological sources—such as inactivated or
attenuated pathogens, recombinant proteins,

toxoids, or conjugates—administered to induce

active immunity against specific infectious
diseases.

2. Monoclonal antibodies

Immunoglobulins with defined specificity

produced from a single clone of B lymphocytes
or recombinant expression systems, often with
immune effector functions (e.g., ADCC, CDC).
Used therapeutically or diagnostically, their
specificity and effector activity are critical
quality attributes.

3. Recombinant proteins

Proteins engineered using recombinant DNA
technology in living cells (e.g., bacterial, yeast,
mammalian) that require characterization of
structure, post-translational modifications, and
biological activity to confirm identity and
function.

4, Blood and plasma-derived products
Therapeutic substances derived from human or
animal blood or plasma, such as clotting factors,
immunoglobulins, and albumin, which undergo
rigorous pathogen safety processing and quality
testing.

5. Biosimilars

Biological medicinal products that are highly
similar in terms of quality characteristics,
biological activity, safety, and efficacy to an
already authorised reference biological product,
based on comprehensive comparability testing
and marketed after the expiry of the patent or
other exclusivity rights,

6. Biopharmaceuticals

Medicinal products whose active substances are
peptides  engineered using
recombinant DNA techniques in living cells

proteins or

(e.g., bacterial, yeast, or mammalian systems).
These

physicochemical,

products require thorough

post-translational, and
biological characterization to ensure identity,
purity, potency, and consistency,

Hormonal Products

Pharmaceutical products containing natural or
synthetic hormones that mimic or regulate
functions. These

endogenous  endocrine

Regulatory Authority (Medicine and Medical

Products  Registration and  Regulatory
Administration), Pharmaceutical and Herbal
Medicines Registration and Control

Administration. It is based on the harmonized
established by the International
Council for Harmonization (ICH) M4 (M4Q,
M4S & MA4E)
specifications aligned with regulatory standards
set by the Gulf Health Council (GHC), as well as
reference authorities such as the European
Medicines Agency (EMA), US Food and Drug
Administration (FDA), and others. The purpose
of this guideline is to ensure completeness,

and regulatory
dossier content, thereby facilitating efficient

structure

and incorporates regional

consistency, compliance in
review and decision-making for marketing
authorization applications,

Scope

The document applies to all human medicinal
products subject to registration in Kuwait,
including chemical, biological, and advanced
therapy products te be submitted to Medicine
and Medical Products Registration
Regulatory Administration.

and

Types of products under the scope of this
document

Chemically Synthesised Drugs

1. New Drug Entities

Pharmaceutical products containing new active
substances of defined chemical composition,
synthesized through conventional chemical
processes. These include innovative drugs (new
drug entities) or a drug that is the first to be
introduced to Kuwait markets.

2. Generic drugs

Medicinal products that contain the same
qualitative and quantitative composition in
active substances and the same pharmaceutical
form as a reference medicinal product, and

whose bioequivalence with the reference
product has been demonstrated through
appropriate  bioequivalence studies and

marketed after the expiry of patent or other
exclusivity rights.

Biological Products

Medicinal products that contain one or more
active substances produced from or extracted
from a biological source, and for which a
combination of physicochemical and biological
testing, is

together with process controls,
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T—cell
chondrocyte implantation for cartilage repair.

Examples:  Allogeneic therapies,
2. Tissue—engineered products

Contain engineered cells or tissues that may be
combined with scaffolds or matrices to repair,

regenerate, or replace human tissue,

Examples: Cultured epithelial autografts,
bicengineered skin, cartilage, or bone
substitutes,

3. Gene therapy products
Contain or consist of recombinant nucleic acids
used to regulate, repair, replace, or introduce
genetic sequences for therapeutic purposes.
These products can involve viral or non-viral
vectors and may target somatic or germline cells
(germline therapies are not authorized in most
jurisdictions).

Examples: AAV-based therapies for genetic
diseases, CAR-T therapies (which also fall under
cell therapies).
Combination Products
Combination products are therapeutic or
diagnostic products that combine a drug (or
biological product) with a medical device, where
the constituents are either physically or
chemically integrated or are packaged together
and intended for combined use to achieve a
specific therapeutic effect. The components may
have independent regulatory classifications, but
their integration requires a unified regulatory
assessment to ensure safety, efficacy, and quality.
e Prefilled Syringes and Auto-injectors — The
drug is filled into a syringe or auto-injection
device to enable sterile administration.

e Metered-Dose Inhalers (MDIs) and Dry
Powder Inhalers (DPIs) — Deliver a fixed dose of
drug via an integrated inhalation device.
Patches with

Pharmaceutical Ingredients (APIs) — Integrate

e Transdermal Active
drug and delivery mechanism into one patch for
controlled absorption,

Vitamins and Minerals (When Intended for
Therapeutic Use)

These
containing one or more vitamins or mineral

are pharmaceutical  preparations
substances administered in doses that exceed
accepted limits set out in the Health Product
departement of Medicine and Medical Products
Registration and Regulatory Administration,
intended for treatment or prevention of

clinically diagnosed deficiencies, or as adjuncts

products may be of biological origin (e.g.,
recombinant human insulin) or synthetically
derived analogues and are used across various
therapeutic areas including replacement
therapy, contraception, and management of
hormonal disorders.

1. Peptide and Protein Hormones

o Includes recombinant or biosynthetic versions
of:

1. Insulin and insulin analogues

2. Growth hormone (somatropin)

3. Thyroid hormones (levothyroxine and
liothyronine )

These are often classified as biopharmaceuticals
and must comply with ICH Q6B and WHO
guidelines for biological therapeutic proteins.

2. Steroid Hormones

Includes

derivatives of:

synthetic and  semi-synthetic
e Estrogens, progestogens, and androgens used
in:

1. Hormonal contraceptives (oral, injectable,
implants, etc.)

2. Hormone Replacement Therapy (HRT) (e.g.,
menopause, hypogonadism)

3. Glucocorticoids and mineralocorticoids used
for anti-inflammatory and metabolic purposes
These are often chemically synthesized and
regulated under small molecule guidelines (ICH
Q6A), but their dosage form, systemic effects,

and long-term use require careful evaluation of

efficacy, safety, and risk—benefit balance.
Hormonal contraceptives and HRT are
evaluated for endocrine activity,

carcinogenicity, and reproductive toxicity under
ICH M3 and S5 guidelines.

Advanced Therapy Medicinal Products (ATMPs)
Advanced Therapy Medicinal Products are a
class of complex biological medicinal products
that are based on genes, cells, or engineered
tissues, intended to repair, regenerate, or replace
human cells or tissues, or to treat or cure disease
at the molecular level. They include gene therapy
products, somatic cell therapy products, and
tissue—engineered products.

1. Somatic cell therapy products
Contain that
substantially manipulated or are not intended for
the same essential function in the recipient. Used
to treat, prevent, or diagnose disease through
biological activity.

cells or tissues have been
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supportive documents must be submitted by the
authorised represenative on behalf of the
marketing authorization holder.

This review pathway may follow a simplified
pathway for pharmaceutical products that are
approved by a Stringent Regulatory Authority
(SRA).

Priority Pathway

A priority review may be granted for requests
submitted by Central Medical Store (CMS) for
drugs intended for the treatment of serious or
life-threatening conditions, or those that address
unmet medical needs and without any available
registered alternative.

Document submission requirements:

1. A formal request must be submitted by CMS.
2. Certificate of a Pharmaceutical Product (CPP)
from Health Authority in Country of origin.

3. Letter of appointment from the Marketing
Authorization Holder stating the authorised
represenatative in Kuwait,

4. A valid Manufacturing License (ML), Good
Manufacturing Practice (GMP) certificate, and
Site Master File (SMF) must be submitted (in case
the site is not registered),

5. Certificate of Analysis (COA) of the finished
product,

6. Finished product specification with method of

analysis.
7. Confirmation of the active substance
manufacturer, along with a wvalid Good

ManufacturingPractice (GMP) certificate for the
respective site.

8. Outer pack, label & Patient Information
Leaflet (PIL).
9. Long term stability data conducted in
accordance with ICH guidelines for Kuwait’s
climatic zone (Zone IV),

10. Accelerated stability studies, conducted for 6
months in accordance with ICH guidelines.

11. Confirmation regarding primary packaging
shelf life and
condition intended for Kuwait market.
12, Clinical & non-clinical studies for innovator

products,

material, pack size, storage

13. Bioequivalence studies for generic products
(Ifapplicable), Comparative quality , non clinical
and clinical studies for biosimilars.

14. Confirmation regarding the
Authorization Holder (MAH),
primary& secondary packager and batch releaser

Marketing
manufacturer,

in the treatment of specific disease conditions.

Such products are distinct from food

supplements or health products and are

regulated as medicinal products under the same
quality, safety, and efficacy standards as other

pharmaceuticals,. Dosage, indication, and
pharmacological action determine their
classification.

Radiopharmaceuticals
Radiopharmaceuticals are medicinal products
containing radionuclides (radioactive isotopes)
used in diagnostic or
Their

radioactive safety, pharmaceutical quality, and

imaging, therapy,

theranostics. regulation encompasses
clinical utility, and they are subject to specific
GMP, labeling, and handling requirements.

1. Diagnostic Radiopharmaceuticals

2. Used to wvisualize, characterize, or measure
physiological functions in vivo wvia imaging
techniques like PET or SPECT,

3. Example: Technetium-99m compounds,
fluorodeoxyglucose (FDG).

4. Therapeutic Radiopharmaceuticals

5. Deliver targeted radiation to specific tissues or
tumors for therapeutic effect.

6. Example: Iodine-131 for hyperthyroidism or

thyroid cancer, Lutetium-177 for
neuroendocrine tumors.

7. Theranostic Radiopharmaceuticals

8. Combine  diagnostic and  therapeutic

capabilities in one agent or paired agents to
enable personalized treatment,

9. Example: Ga-68/177Lu DOTATATE pairing
for neuroendocrine tumors.

Review Types

Medicine and Medical Products Registration and
Regulatory Administration accepts several types
of submissions, as outlined in the Regulatory
Framework. The following submission types are
typically applicable:

Standard Pathway

The standard submission pathway involves a
comprehensive evaluation of the product based
on a complete Common Technical Document
(CTD/eCTD). This route requires a full scientific
assessment by the authority.

Fast Track Pathway

The fast track review process aims to expedite
the registration of innovative drug products, to
ensure fast and timely access to patients with
minimal delays. Request for fast track along with



22025/12/28 — 2 1447 ) 8 4>Y

20

Ogaemdly L 2l 1771 sl pgt oy ySI1

from the Gulf Health Council (GHC) under the
centralized registration procedure. It aims to
streamline national registration by leveraging
the scientific assessment and approval conducted
at the GCC level, while ensuring full compliance
with local regulatory requirements.

Types of Approvals

Standard Approval

Standard registration is the primary regulatory
pathway for placing a pharmaceutical product
on the local market. It applies to products with a
complete data package that demonstrates their
quality, safety, and efficacy. Registration must
be submitted by a Authorised representative
(Local Agent or scientific office or their local
affiliates) acting on behalf of the MAH.
Conditional Approval

Conditional approval is a regulatory mechanism
that allows for the early market authorization of
promising pharmaceutical products intended to
address serious or life-threatening conditions,
where comprehensive clinical data are not yet
complete (early-phase efficacy data Phase II
trials), but there is sufficient evidence to suggest
a positive benefit-risk balance.

Approval is granted under the condition that the
applicant will complete ongeing or post-
authorization studies to confirm the product’s
efficacy and safety.

Emergency Use Authorization (EUA)

EUA is a regulatory mechanism that allows the
temporary approval of pharmaceutical products,
including vaccines or treatments, during a
declared public health emergency. The EUA
pathway enables early access to products that
may prevent or treat serious or life-threatening
conditions when no adequate, approved
alternatives are available, based on preliminary
evidence supporting their safety and potential
benefit.

Overview of CTD/eCTD Submission Structure
Introduction to the CTD Format

Typically, an eCTD/CTD application will cover
all dosage forms and strengths of a product.
Applicants should carefully consider what an
eCTD should
submitting the first sequence, as the choice could
have implications for the workload for the entire

application cover before

lifespan of the product,
Table 1: Overview of CTD modaules (full outline

of modules available in appendices)

for Kuwait market.

15. Commitment letter to complete all the
CTD/eCTD file
within one year.
Expedited Pathway

This expedited review process is designed to

registration requirements

accelerate the evaluation of drugs intended for
the treatment of serious or life-threatening
conditions, or those that address unmet medical
needs where no alternative is currently available
in Kuwait market,

Locally based MAH or manufacturers may also
utilize this pathway to contribute to the
development of the national pharmaceutical
sector. This expedited designation does not
compromise the scientific standards or the level
of evidence required for product approval.
Biosimilars Pathway

This review pathway is intended for biosimilar
products that demonstrate high comparability to
a reference (originator) biological product that is
already approved by a recognized SRA. The goal
is to provide a streamlined evaluation process for
biosimilars that meet established international
standards. The biosimilar must have obtained
approval from a recognized SRA or GHC
Emergency Use Pathway

The Emergency Use Review is a regulatory
pathway designed to rapidly evaluate and
authorize the use of medical products during a
health
pandemic, outbreak, bioterroristn event)

(ie.,
It
allows the temporary use of such products when

declared public

emergency

no adequate, approved, and available
alternatives exist. To qualify for the Emergency
Use pathway, the product must have obtained
prior approval from a recognized SRA,

Rolling Pathway

A rolling review is a regulatory pathway that
allows for the submission and evaluation of data
in stages (as they become available) instead of
waiting for a complete data package at once.
This process speeds up the assessment timeline,
especially useful in emergencies or for high-
priority medicines. The product must be
justified as eligible for rolling review based on its
designation as a breakthrough therapy or
equivalent accelerated development status.

GHC Approved Drug Pathway

This pathway is designated for pharmaceutical

products that have already received approval
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officially registered with the Pharmaceutical and CTD Description
Herbal Medicines Registration and Control Modules:
. % 3 . Module 1: Regional Administrative Information;
Administration, Kuwait’s Drug Regulato ’

. _ g E ¥ This module includes the regional
Authority (Medicine and Medical Products required fiformmtion specific to Kuwait
Registration and Regulatory Administration). Pharmaceutical &Herbal Medicines
MAHs must be represented by a local Registration And Control Administration,
pharmaceutical company, referred to as the such as administrative information and
Authorised Reprasentative (Local Agent or curtifioates [ I

L. . X Module 2: Common Technical Document
scientific office or their local approved affiliates.) S i

UIMIIMIAries;
Authorised representative is responsible for Must reflect the information provided in
submitting the necessary documents, as specified modules 3, 4 and 5,
in this ministerial decree to complete the Module 3;  Quality
registration process for the pharmaceutical
product and its MAH and manufacturing site/s, Module 4. Non-Clinical Study Reports
All Documents submitted for the registration of
Module 5:  Clinical Study Reports

pharmaceutical product must comply with
eCTD structure. Applicants are not permitted to
alter the content of the eCTD as outlined in this
ministerial decree.

Authorized Representative Registration

If the authorised representative is a new local
pharmaceutical company, the following must be
submitted:

1. Valid license issued by the Ministry of
Commerce in which the company activity
includes the sale of medicines.

2. Valid agency license
Inspection Administration.
3. Valid store license issued by Drug Inspection
Administration.

4. Copy of authorized signatories from public

issued by Drug

authority of manpower.

5. Copy of authorized personal legalized from
Kuwait chamber of commerce

6. Any other by the
administration in accordance with other MD’s or

documents set
memos issued.

Marketing  Authorization Holder (MAH)
Registration:

1. A legalized letter of appointment from the
MAH, confirming that the local agent or
scientific office or their local approved affiliates
is the authorized representative in the State of
Kuwait.

2. A legalized Manufacturing License for each
manufacturing site, issued by Health Authority
in the country of origin.

3. A legalized “Good Manufacturing Practice”
(GMP) certificate issued by the Health Authority
in country of origin.

4. Site master file or company profile should

Electronic Format and Technical Specifications
(eCTD v3.2.2 and v4.0)

- Refer to the eCTD submission guideline
Lifecycle Management and Submission

- Refer to the eCTD submission guideline
General Requirements for Submissions
Submission Types and Pathways

The requirements may vary depending on the
product type. For New Drug Entities,
Biologicals and Biosimilars all eCTD Modules
are mandatory, while in case of generic products
certain modules or sections of the eCTD may not
be applicable; however, these sections must be
clearly marked as “Not Applicable” and should
not to be deleted (refer to eCTD submission
guidance)

In specific cases, a customized set of registration
requirements may apply. These will be
determined by Medicine and Medical Products
Registration and Regulatory Administration and
communicated to authorised representatives via
official memos,

For technology transferred products, documents
such as product development report, master
formula record, comparative dissolution, when
applicable, needed stability, BE if needed, quality
assurance documents, technology transfer plan,
protocol and quality agreement/contract
detailing role of each party must be submitted.
Responsibilities of MAH and Authorised
Representative

In accordance with Pharmacy Law in the State of
Kuwait, a pharmaceutical product can only be
introduced to the local market if it has been
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country of origin must be Original, legalized by
the Embassy or Consulate of the State of Kuwait
in the country of origin.

In cases where this is not possible, legalization
may be done by an authorized GCC Embassy or
Consulate in the country of origin.

Other Official Documents such as the Letter of
Appointment, Pricing Certificate, and similar
administrative documents must be legalized by
the Embassy or Consulate of the State of Kuwait
in the country of origin (or an authorized GCC
Embassy/Consulate if not available), and The
Chamber of Commerce in the country of origin.
Electronic Certificates and Verification

Valid Electronic certifictaes are
provided that an approved verification tool is

acceptable

available for the authentication and verification
of the electroic certificates.

For Electronic certificates legalisation is not
required.

Eletronic legalization is acceptable provide that
an approved verification tool is available for the
authenticity of legalisation.

eCTD certificate submission

Applicants are required to include scanned
of all walid,
documents within their respective sections of the
eCTD to facilitate regulatory
assessment. The Regulatory Authority reserves

copies legally authenticated

submission

the right to request submission of the original
hard copies of these documents at any stage of
the review process, should further verification be
deemed necessary.

Notwithstanding the above, legalization shall not
be required for specific documents—namely the
Good Manufacturing Practice (GMP) certificate,
Manufacturing License (ML), and Certificate of
Pharmaceutical Product (CPP)—provided that
these documents are issued by a recognized
authority

verification

and are subject to electronic

officially
platforms. In such cases, the applicant must

through accessible
ensure that verifiable links or access credentials
are provided as part of the submission.
Throughout this document legalisation and
validity of the listed documents outlined here
must be adhered as specified.

Detailed Requirements of the eCTD submission
Module 1: Regional Administrative Information
1.0 Cover Letter

A template of the cover letter with the required

include comprehensive details covering the
following aspects:

I. General information and history of the
company.

1. Capital investment and annual turnover for
the past three years.

1. Layout and diagrams of manufacturing
facilities.
IV. Quality

management,

control unit and  quality

V. Personnel details including number of
employees per department their qualification &
Qualified person (QP) details.

VI. Information on premises and equipment,
including manufacturing sites owned by the
company, production lines, and machinery.

VIl List of products manufactured and countries
to which they are exported,
VIIL. Records of distribution issues, complaints,
product defects and recalls from any global
regulatory authority.

IX. Details
arrangements.

of any contract manufacturing

X. Pharmacovigilance Master File.
XI. Recognized international
approvals such as USFDA, EMA, MHRA, GHC.

(If applicable)

regulatory

Manufacturing site registration
Application for manufacturing sites will be
of the

requirements, a Registration Certificate will be

assessed and wupon completion
issued valid for 5 years. Medicine and Medical
Products

Administration may request a GMP inspection

Registration and  Regulatory
visit for any manufacturing site to be registered
following a risk based approach,

Local Pharmaceutical Manufacturers

For Locally manufactured pharmaceutical
products or when the marketing authorization
holder is a local pharmaceutical company,
Medicine and Medical Products Registration and
Regulatory Administration is the competent
authority to issue CPP, Manufacturing License,
Good Manufacturing Practice (GMP) certificate
certificate  related

pharmaceutical product registration.

and any other to
Document Legalization and Certification

Legalization of Certificates issued by Health
Authorities such as the CPP, GMP Certificate,
Manufacturing License, any other

certificates issued by the Health Authority in the

and
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Presenting the SPC, PIL and Labeling
Information.

1.3.5 Samples

Medicine and Medical Products Registration and
Regulatory Administration reserves the right to
request whenever needed sample/s for review or
to perform complete analysis. The submitted
samples must represent the final finished product
to be marketed in Kuwait.

1.4 Information on Experts (CV, independence,
critical review)

1.4.1 Quality

1.4.2 Non-Clinical

1.4.3 Clinical

This section provides a formal declaration from
the qualified experts responsible for the scientific
content submitted in Modules 3 (Quality), 4
(Nonclinical), and 5 (Clinical). It is a regulatory
requirement intended to demonstrate that
appropriately credentialed professionals have
the

presented in the dossier. Each expert must

reviewed and endorsed information
prepare and sign a Declaration of the Expert,
confirming that the respective module (Quality,
Nonclinical, or Clinical) is an accurate and
comprehensive representation of the data. These
declarations should also state that the expert has
prepared or reviewed the module in accordance
with applicable regulatory guidelines, including
ICH and other SRA standards, and that the data
truthful,
justified.

In addition to the signed declarations, the

are complete, and scientifically

curriculum vitae (CV) of each expert must be
submitted. The CV should clearly outline the
expert’s academic background, professional
experience, relevant publications, regulatory
experience, and areas of expertise, The objective
of the

qualifications and competence to evaluate the

is to provide evidence expert's
information within their domain.

1.5 Environmental Risk Assessment (GMO and
Non-GMO)

This
statement regarding the Environmental Risk
Assessment (ERA)
product, including confirmation of whether an
ERA has been conducted or a justification for its

exemption. The need for an ERA is determined

section should contain a

summary

status of the medicinal

based on the product type, usage pattern, and
potential environmental exposure. In general, an

basic information is provided in the appendices.

1.1 Comprehensive Table of Contents

Central navigation index for Modules 1-5.
Ensure any Kuwait-specific national appendices
(e.g., legalized documents or Arabic translations)
are indexed here,

1.2 Application Form

Application form will be filled out through the
portal to generate an electronic application
form, accurate information is required as this
information will be reflected in the approval
certificate.

1.3 Product Information

This section contains the Summary of Product
(SPC), Labeling, Patient
Information Leaflet (PIL) in Arabic and/or
English, Artwork and the Samples (if applicable).
Product information should be supplied as PDF
files within the eCTD.

1.3.1 Summary of Product Characteristics (SPC)
The SPC must include the name of the product,
strength, pharmaceutical form, quantity of
posology, method of
administration, indications, contraindications,

Characteristics

active ingredients,
excipients, shelf-life and any special warnings
and precautions for use.

SPC must be submitted as per the GCC
Guidance for Presenting the SPC, PIL and
Labeling Information.

1.3.2 Labelling

The labeling content must be in compliance with
the SPC and must be submitted as per the GCC
Guidance for Presenting the SPC, PIL and
Labeling Information.
1.3.3 Patient
(Arabic/English)

The PIL content must be in compliance with the
SPC. PIL must be submitted as per the GCC
Guidance for presenting the SPC, PIL and
Labeling Information.

1.3.4 Artwork and Mock-ups

A mock-up is a flat artwork design in full color,

Information Leaflet

presented so that, following cutting and folding,
where necessary, it provides a full-size replica of
both the outer and immediate packaging so that
the two-dimensional presentation of the label
text is clear. The application for a marketing
authorization must include one or more mock-
ups of the outer packaging and of the immediate
packaging of the product. Artworks must be
per the GCC

submitted as Guidance for
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an assessment of the effectiveness of those
interventions and document post authorization
obligations that have been imposed as a
condition of the marketing authorization. A
detailed description of the risk management
system which the applicant will introduce must
be provided, where appropriate.

1.7 Certificates and Official Documents

1.7.1 GMP Certificate

A valid Good Manufacturing Practice (GMP)
certificate be
manufacturing site involved in the production,

must each

provided for
packaging, testing, or batch release of the
medicinal product,

To be accepted for regulatory review in Kuwait,
the GMP certificate must be legalized by the
Embassy of the State of Kuwait in the issuing
country or authenticated through another
officially recognized legalization process. The
legalized certificate should be current (not older
than 3 years unless otherwise justified) and must
clearly indicate the approved activities, dosage
forms, and site address.

In cases where an official GMP certificate is not
issued such as with the US. FDA, & Canada,
confirmation of GMP compliance from the
authority’s official database
provided the site is clearly listed and identifiable

is acceptable,

as GMP-compliant.
1.7.2 Certificate of Pharmaceutical Product

(CPP)
A wvalid original Certificate of Pharmaceutical
Product (CPP) must be submitted to

demonstrate that the product is authorized and
marketed in the country of origin. The CPP
should be issued in accordance with the format
by the World Health
Organization (WHO Certification Scheme) and

must include key product information such as

recommended

the product name, dosage form, strength,

registration status, composition and
manufacturing site(s) details. To be accepted for
use in Kuwait, the CPP must be issued by the
national competent authority of the exporting
country and must be legalized by the Embassy of
the State of Kuwait or through another officially
recognized authentication process. The CPP
must be current or as per the validity mentioned

in the CPP.

ERA is mandatory for products containing new
active substances, products expected to be
widely distributed, those with novel
indications or formulations. Products falling
under generic, well-established use, or hospital-

or

onlycategories may be exempt, provided a
scientifically justified waiver is included.

15.1 Non-Genetically Modified Organism
(Non-GMO)

For non-GMO products, a standard ERA (or
waiver with justification) is generally sufficient.
The applicant should also indicate whether any
raw materials, cell lines, or excipients used in the
product are derived from GMOs, even if the final
product does not contain genetically modified
This the
regulatory authority to evaluate any residual

sequences, transparency allows
environmental or biosafety concerns.

1.5.2 Genetically Modified Organism (GMO)
Where applicable, the applicant must clearly
state whether the product contains or is derived
from genetically modified organisms (GMOs).
Products that are classified as GMOs, such as
certain advanced therapy medicinal products

(ATMPs), gene therapies, or live recombinant

vaccines, require a comprehensive GMO
Environmental Risk Assessment.
1.6 Pharmacovigilance Systemm and Risk

Management Plan

1.6.1 Pharmacovigilance System

This section provides essential administrative
details the
pharmacovigilance system. It must include the
name and contact details of the Qualified Person

regarding applicant's

for Pharmacovigilance (QPPV) responsible for
the product within the region, along with the
location of the Pharmacovigilance System
Master File (PSMF). A
pharmacovigilance system should be submitted,

summary of the

confirming that it meets the requirements of
Good Pharmacovigilance Practices (GVP).

1.6.2 Risk Management Plan

Where applicable, a Risk Management Plan
(RMP) should also be included or cross-
referenced to Module 2.4 or 2.7.4. The RMP
must identify or characterize the safety profile of
the medicinal product(s) concerned, indicate
how to characterize further the safety profile of
the medicinal product(s) concerned, document
measures to prevent or minimize the risks
associated with the medicinal product, including
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1.7.5 Alcohol-free declaration

This section must include a formal declaration
letter on the company’s official letterhead
confirming that the medicinal product is free
from alcohol (ethanol). The declaration should
be and dated by
representative of the applicant or manufacturer.
If the product alcohol,
justification must be provided, along with the

signed an authorized

contains a clear
exact concentration and purpose of its inclusion,
The justification
Guidelines for Importing and Handling Ethyl

must comply with the
Alcohol Containing products/substances, and
must align with the requirements outlined in the
the
Ministry of Health. Supporting documents such

relevant Ministerial Decree issued by
as product composition, formulation rationale,
and applicable certificates may be requested to
substantiate the justification.

1.7.6 Pork-free declaration

This section must include a formal declaration
letter on the company’s official letterhead
confirming that the medicinal product is free
from any materials of pork or porcine origin.
The declaration must be signed and dated by an
authorized representative of the applicant or
manufacturer. In the event that the product
contains any materials derived from pork or
porcine sources, a clear justification must be
provided, including the specific component
used, its function in the formulation, and
whether any alternatives were considered and
state or extent of denaturation or hydrolysis of
the pork content. The justification should be
scientifically supported and must comply with
the applicable ethical, religious, and regulatory
considerations in the State of Kuwait.

1.7.7. Certificate of suitability (CEP) for
Transmissible Spongiform Encephalopathies
(TSE)

This section must contain a Certificate of
Suitability for TSE.

The CEP must be issued by the European
Directorate for the Quality of Medicines and
Healthcare (EDQM) and should cover all
materials of human or animal origin used in the
manufacture of the active substance, excipients,
or finished product. In cases where a CEP is not
the

comprehensive TSE risk assessment, regardless

available, applicant must submit a

of the country of origin. This assessment must

If the product is not marketed in the country of
origin, clear justification is required along with
list of countries where the product is registerd
and marketed which is subject to review and
approval by Medicine and Medical Products
Registration and Regulatory Administration.
173 Certificate of analysis -
Substance/Finished Product
Certificates of Analysis (CoAs) must be provided
for more than one batch of the drug substance.

Drug

These CoAs must be issued by the drug
the finished
product manufacturer. Each CoA should include

substance manufacturer and,

results for all specified tests in accordance with
the proposed specifications outlined in Module
32541

The CoAs must be signed by an authorized
quality control representative, clearly indicate
the batch number and date of analysis, and be
representative of commercial-scale production.
Certificates of Analysis must also be submitted
for more than one batch of the finished
pharmaceutical product. These CoAs must be
issued by the finished product manufacturer and
should demonstrate compliance with the release
specifications detailed in Module 3.2 P.5.1. Each
certificate must include results for key quality
attributes. The CoAs must be signed by the
responsible quality control personnel, stating the
batch numbers, API supplier and manufacturing
site.

1.7 .4 Certificate of analysis — Excipients
Certificates of Analysis (CoAs) for all excipients
used in the formulation should be submitted to
support the quality evaluation of the finished
product. These CoAs must be issued by the
excipient manufacturer and by the finished
product manufacturer upon receipt and testing
of incoming materials. It is recommended that
CoAs must be in compliance with the proposed
specifications outlined in Module 3.2 P.4.1. Each
certificate should include test results for relevant
parameters. All CoAs must be signed by an
authorized quality control representative and
include the batch number, date of testing, and
reference to the analytical methods used. For
excipients of human or animal origin, additional
safety and compliance documentation may be

required.
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All information submitted in this section must
align with the formulation data presented in
Module 32P.1 and 32P4, and must be
consistent across all modules and labeling. The
declaration may be to review in
accordance with Kuwait Ministry of Health
policies,

subject

including restrictions on certain
coloring agents for ethical, safety, or religious
considerations,

1.7.9 Patent Information

This section must include a declaration letter on
the company’s official letterhead, signed and
dated by an authorized representative, clearly
stating the patent status of the drug substance
(active ingredient) in the State of Kuwait and/or
the Gulf Cooperation Council (GCC) Patent
Office. The declaration must confirm whether
the active pharmaceutical ingredient (API) is
currently under patent protection or if no
relevant patent exists. Patent information is only
applicable to the drug molecule (i.e., the active
substance) and indication/s does not extend to
excipients, manufacturing
packaging,
required under local legislation.

processes,

formulations, unless specifically
The declaration must be accompanied by an
official letter from the Kuwait Patent Office or
the GCC Patent Office,

registration or non-registration status of the

confirming the

patent rights If the product is still under patent,
should identify the patent
expiry date, patent holder,
territorial coverage. Any claim of waiver,

documentation
number, and
license, or authorization to market a patented

product must be supported with legal
documentation,

1.7.10 Letter of access or acknowledgment to
DMF

This section must include a formal Letter of
Access or Acknowledgment issued by the Drug
Master File (DMF) owner or their authorized
agent, granting the Kuwait Ministry of Health
permission to refer to and review the
confidential information contained in the DMF.
The letter must be issued on the DMF holder’s
official letterhead, clearly identify the product
and applicant, and authorize the Ministry to
access specific parts of the DMF in support of the
current application.

The DMF owner must also specify which of the

following three options has been chosen to

detail the source species, tissue origin, country of
origin, age of the animals, and processing
methods including inactivation/removal steps
validated for TSE risk mitigation. The
Jjustification must align with the principles
outlined by the WHO Guidelines on Tissue
Infectivity Distribution and the ICH Q5A, Q5D)
regarding biological safety of materials of animal
origin,

1.7.8 The diluents and coloring agents in the
product formula

This section must include a declaration letter on
the company’s official letterhead, signed by an
authorized representative, clearly listing all
diluents and coloring agents used in the finished
product formulation. The declaration should
specify the name, function, and concentration of
each excipient classified as a diluent or coloring
including
colorants, or pigments,

agent, synthetic dyes, natural
The selection and use of these substances must
comply with internationally recognized safety
and quality standards, taking into account
relevant guidelines issued by the ICH Q3A, Q3B,
and Q3C on impurities and excipients, the EMA
including its Reflection Paper on the Use of
Colouring Agents in Medicinal Products
(EMA/CHMP/SWP/617239/2013), and applicable
regulations by the U.S. FDA under 21 CFR Part
73 and 74, which specify color additives
approved for use in pharmaceuticals.

Any coloring agent used must be permitted for
pharmaceutical use in the country of origin and
must not exceed the limits established by
applicable  pharmacopeial
standards. If the product is intended for oral or

or regulatory
pediatric use, special consideration must be
given to the potential for hypersensitivity,
allergic reactions, or toxicity associated with
specific dyes or diluents. Where applicable,
justification should be provided for the use of
agents that are subject to regulatory concern or
(e.g.,
tartrazine, sunset yellow, or benzyl alcohol).

Additionally, of recognised SRA
raised precautions must be provided for example

restricted use in certain populations
excipients

Glycerin, Propylene Glycol, Manitol Solution,
Hydrogenated Starch Hydrolysate, Sorbitol
Solution, High-Risk Drug
Components for Diethylene Glycol and Ethylene

and other

Glycol,
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content within the resubmitted dossier.

This section is intended solely for the narrative
responses to regulatory questions, Any revised or
technical (e.g.,
updated SmPC, stability data, or analytical
reports) must be submitted in the appropriate
CTD Modules (e.g., Modules 2-5), not within
Module 1.9, Medicine and Medical Products
Registration and Regulatory Administration
reserves the right to reject responses that lack

supporting documentation

clarity, traceability, or adequate referencing,.
Module 2: Common Technical Document
Summaries

Module 2 of the Common Technical Document
(CTD) serves as a bridge between the detailed
data presented in Modules 3 (Quality), 4
(Nonclinical), and 5 (Clinical) and the overall
evaluation required by regulatory authorities, It
contains structured summaries and expert
overviews that present the scientific data in a
concise, integrated format to facilitate
regulatory review,

2.1 Table of Contents for Modules 2-5

This section includes the comprehensive table of
contents for Modules 2 through 5, structured
according to the Common Technical Document
format. The table of contents must provide a
clear and organized index of all sections and
subsections, including headings, document
titles, and file paths, as applicable.

2.2 Introduction

This section provides a brief but informative
introduction to the application, giving regulators
an immediate understanding of the product's
nature and regulatory context. The applicant
must clearly state the proprietary name, non—
proprietary (INN or USAN) name, dosage form,
strength(s), of administration,
indications for which marketing authorization is
sought, The introduction should also identify the
type of application being submitted (e.g., full

dossier, generic, hybrid, biosimilar, fixed-dose

route(s) and

combination etc.).

2.3 Quality Overall Summary

The Quality Overall Summary (QOS) provides a
structured, high-level synopsis of the quality
(CMC) information submitted in Module 3 for
both the drug substance (active ingredient) and
drug product (finished product). It is a critical
component of the CTD that facilitates the
regulatory review by summarizing key data,

present the drug substance information:

e A valid Certificate of Suitability (CEP) issued by
the EDQM,

e A Drug Master File (DMF) submitted directly to
the Kuwait Ministry of Health or through the
applicant, or

e A complete set of information provided in Module
325 of the Common Technical Document
(CTD).

The letter should include the DMF number,
version and revision date, and the scope of
(eg.,
manufacturing process, specifications, stability

information being referenced
data), It must also include the contact details of
the DMF holder for verification or further
correspondence.

1.8 Pricing

1.8.1 Pricing

This section must include a valid and updated
price certificate for the product, submitted by
the authorised representitve in accordance with
the relevant Ministerial Decree regulating drug
pricing in the State of Kuwait.

1.8.2 Price List

The local

completed International Price List in the form

repeesntative must submit a
stated in the Ministerial decree regulating pricing
of medicinal products in Kuwait,

1.8.3 Registration Status

This section must include a list of all countries
where the product is currently registered, along
with wvalid copies of the official registration
certificates issued by the respective national
regulatory authorities,

1.9 Responses to questions

This section must include a clearly structured
response document addressing all questions or
deficiencies raised by the Medicine and Medical
Products Regulatory
Administration during the evaluation of the
The format of the
document must follow the same structure and

Registration  and

application. response

presentation style as the original dossier,
ensuring consistency and traceability.

The document must list each question verbatim,
followed by the applicant’s
response. For each response, the applicant must
identify the relevant CTD module, section title,

page number,

corresponding

and provide a hyperlink or
electronic reference that directs the reviewer to
the exact location of the updated or supporting
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The overview must provide a scientific justifications, and critical quality attributes
justification for the overall nonclinical strategy, (CQAs). The QOS must be prepared in

identifying no-observed-adverse—effect levels
(NOAELs), relevant safety margins, and the
translational relevance of animal data to humans.
Particular be paid
commenting on the GLP (Good Laboratory
Practice) compliance status of each study.

attention must to

Studies supporting safety evaluation must clearly
indicate whether they were conducted in
compliance with GLP standards, and if not, a
justification for their acceptability must be
provided.

The overview should also identify and explain
any omitted studies, with justification based on
relevant ICH guidelines. A discussion of the

regimens,
toxicokinetic support should be included, along

species selection, dosing and
with any residual safety concerns or proposed
risk mitigation strategies. The summary must be
authored and signed by a qualified expert in
nonclinical safety, with the expert's declaration
and CV submitted in Module 1.4. The narrative
should conclude with an integrated assessment
of how the nonclinical data support the proposed
clinical use, dosage, route of administration, and
duration of treatment.

2.5 Clinical Overview

The Clinical Overview is a critical, expert-
authored document intended to provide a
succinct interpretation and evaluation of all
clinical data presented in Module 5. Unlike the
Clinical Summary (Module 2.7), which offers a
factual and comprehensive tabulation of study
data, the Clinical Overview must present the
conclusions, implications, and clinical relevance
of that data. It should highlight key findings,
strengths and limitations of the clinical program,
unresolved issues, and how the overall evidence
the

prescribing information.

supports proposed indication and
The Clinical Overview must:

« Present the strengths and limitations of the clinical
development program and study results;

e Analyze the benefits and risks of the medicinal
product in its intended use;

« Describe how study results support critical
elements of the prescribing information.

The document must be concise (typically no
more than 30 pages, unless complexity warrants

more), clearly written, and well-structured. The

accordance with ICH M4Q guidance and must
reflect the same numbering and structure as
Module 3. It should be written in clear, concise
language and must not merely repeat the full
data but highlight and interpret critical points
such as control strategies, specifications,
manufacturing processes, stability, and risk—
based justifications.

The summary is divided into two main sections:

23.8 — Drug Substance: Includes general
information (nomenclature, structure),
manufacturer(s), description of the

manufacturing process and process controls,
control of materials, specifications, analytical
methods and validations, reference standards,
container closure systems, and stability data.

23P - Drug Product:
composition,

Covers product
pharmaceutical development,
manufacturing process and validation, control of
critical steps and intermediates, specifications,
analytical procedures and validation, packaging,
and product stability.

Applicants must ensure consistency between this
summary and the full data provided in Module 3,
and any critical issues such as atypical impurities,
novel excipients, or complex formulations must
be adequately addressed. The QOS should also
highlight any comparability, bridging data, or
regulatory  justifications (e.g., shelf-life
extrapolation, real-time stability commitments)
relevant to the product’s approval.

2 4 Non-Clinical Overview

The Nonclinical Overview is a critical, expert-
authored summary of the pharmacological,
pharmacokinetic, and toxicological data
presented in Module 4, prepared in accordance
with ICH M4S(R2). It provides an integrated and
interpretive assessment of the nonclinical studies
conducted to evaluate the safety of the drug
substance and drug product. The overview
should address all key areas, including primary
secondary pharmacodynamics, safety
pharmacology, distribution,
metabolism, and excretion (ADME), as well as

and

absorption,
and repeated-dose toxicity,
genotoxicity, (if
reproductive and developmental toxicity, local

tolerance, and any other relevant toxicological

single-dose

carcinogenicity required),

studies.





































































