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Saudi Food and Drug Authority

Vision and Mission

Vision

To be a leading international science-based regulator to protect and promote
public health

Mission

Protecting the community through regulations and effective controls to
ensure the safety of food, drugs, medical devices, cosmetics, pesticides and
feed
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Appendix 4: Recommended
Labeling Statements
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- Table 2: Additional labeling statements for
use where the result of the stability testing
demonstrates limiting factors
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INTRODUCTION

Objective

This document is intended to provide the applicant a practical advice on how to draw up
labeling information, SPC and PIL in order to ensure standardization of product

information submitted to the SFDA.

Scope

This guidance is applicable to medicinal products intended for human use.

Related guidelines
This document should be read in conjunction with:
e The GCC guidance for presenting the Labeling information, SPC and PIL

e For Labeling part refer to the following documents:

— Guidance for Graphic Design of Medication Packaging
— Drug Barcoding Specifications
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BRACKETING CONVENTION USED IN THE TEMPLATES

{text}

<text>
[Green text]
[Red text]

PAGE SET-UP:

PAGE LAYOUT:

MARGINS!:

FONT™:

LANGUAGE:

TEXT
ALIGNMENT:

LINE SPACING:

Information to be filled in, i.e. normal text.

Text to be selected or deleted as appropriate.

Guidance and explanatory notes only. To be deleted when using the templates.

Guidance notes in Red cross-refer to the section/information of the SPC which is to be
reflected in that particular section of the leaflet.

Orientation: Portrait

Section breaks must be avoided. Line breaks or page breaks should only be used if
necessary.

From top of page: 2.0 cm

From bottom of page: 2.0 cm

From left of page: 2.5 cm

From right of page: 2.5 cm

Gutter: 0 cm

Header: 1.3

Footer: 1.3 cm

Font: Times New Roman

Size:>9

Font style: Regular

Character spacing: Normal

Font color: Black (i.e. the text throughout the annexes should be presented in black font,
including figures, tables, pictograms, etc.).

SPC: English only,

PIL: Arabic and English

Left alignment, except for title pages where the text is centred.

Right alignment, except for title pages where the text is centred. (for Arabic text)
Paragraph: single-line spacing (one line before and one line after must not be used).

Between paragraphs: one additional single-line spacing.

! Applied only on SPC and PIL
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CHARACTER
SPACING:

INDENTS:

BULLET
POINTS:

TITLE PAGES:

HEADINGS:

SUBHEADINGS:

(SPC only)

SUBHEADINGS:

(PIL only)

ADDITIONAL

SUBHEADINGS:

HEADINGS
NUMBERING:
BOXED
HEADINGS:

Between headings and text: see information on headings below.

To avoid separation in the text and between figures and units use:

- Non-breaking space (Ctrl + Shift + space): e.g. 10 mg

- Non-breaking hyphen (Ctrl + Shift + hyphen): e.g. 100-200

1.0 cm from the left-hand margin for the first indent.

1.0 cm from the right-hand margin for the first indent (for Arabic text).
Left alignment.

Right alignment (for Arabic text)

Text indentation: 1.0 cm from the left-hand margin.

Text indentation: 1.0 cm from the right-hand margin (for Arabic text).
Centred, line 24 (BOLD, CAPITAL LETTERS).

Keep title page as per template, e.g. “LABELLING”

1. HEADINGS (BOLD, CAPITAL LETTERS)

(2 single lines before and 1 single line after)

1.1 Subheadings (bold, normal letters)

(1 single line before and 1 single line after)

Subheadings (no numbering, bold, normal letters)

(1 single line before and 1 single line after)

In the SPC, do not use bold or additional numbering, instead use underline or italics or both
and be consistent throughout the document, e.g.:

Additional subheading

Additional subheading

Additional subheading
Additional subheading

Must respect the current template. No additional numbering should be created. Do not use

automatic numbering insertion.

1. HEADING

Boxed headings in labelling section provide a structure to facilitate the work of applicants,
assessors and reviewers, etc. However, they must NOT appear in the final printed

packaging materials (e.g. actual carton, container label) or on the mock-ups and specimens.
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SCIENTIFIC
SYMBOLS:

TABLES:

CROSS-
REFERENCE:

SHADED TEXT:

Boxed headings should be created by using “outside borders” and not by inserting a table.
Boxed headings should always be kept, even when not applicable.
Insert from the symbol window (normal text), e.g. W, a, %2, <, +, etc. Do not use AutoCorrect
to automatically insert symbols that are included in the built-in list to ensure that the
symbols are always readable.
Font: in case the table is too big to fit in the page, a slightly smaller font size may be
accepted on a case by case basis, as long as readability is maintained.
Borders: single line style, color automatic, width 1/2 pt.
Do not use background or shading.
When cross-referring in the SPC, do not mention the section heading but only the section
number and be consistent throughout the text.

e Examples: ... (see section 5.1)

... (see sections 5.1 and 5.3)

Shaded text can be used by applicants to highlight text which will not be printed in the
actual SPC, PL or label. Its use should be limited.

e Example in SPC:

5.1 Pharmacodynamic properties
Pharmacotherapeutic group: {group}, ATC code: {code} Not yet assigned
e Example in labelling:
12. MARKETING AUTHORISATION NUMBER(S)
28 tablets
56 tablets
100 tablets
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LABELING

PARTICULARS TO APPEAR ON <THE OUTER PACKAGING> <AND> <THE
IMMEDIATE PACKAGING>

{NATURE/TYPE}

[The data should be presented according to the template below, irrespectively of their
sequence on the actual labeling and their position and possible repetition on the individual

sides/flaps of the packaging (e.g. top flap, front, back etc.)]

1. NAME OF THE MEDICINAL PRODUCT

{Invented name strength pharmaceutical form}

{Active substance(s)}

2. STATEMENT OF ACTIVE SUBSTANCE

3. LIST OF EXCIPIENTS

4. PHARMACEUTICAL FORM AND CONTENTS

5. METHOD AND ROUTE(S) OF ADMINISTRATION

Read the package leaflet before use.

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE
STORED OUT OF THE SIGHT AND REACH OF CHILDREN

Keep out of the sight and reach of children.

11
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7.  OTHER SPECIAL WARNING(S), IF NECESSARY

[Special warnings on labelling should be reserved to cases where they are considered
very important in order to fulfil a risk minimisation objective (e.g. “Cytotoxic: handle

with caution”, “May cause birth defects”, etc.).]

8.  MANUFACTURING AND EXPIRY DATE

<{MM/YYYY}>

<{Month YYYY}>

9. SPECIAL STORAGE CONDITIONS

10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL
PRODUCTS OR WASTE MATERIALS DERIVED FROM SUCH
MEDICINAL PRODUCTS, IF APPROPRIATE

11. MANUFACTURER NAME

12. NAME AND ADDRESS OF THE MARKETING AUTHORISATION
HOLDER

{Name and Address}
<{tel}>
<{fax}>

<{e-mail}>

13. BATCH NUMBER

12
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<Batch> <Lot> <BN> {number}

14. GENERAL CLASSIFICATION FOR SUPPLY

<Medicinal product subject to medical prescription.>

<Medicinal product not subject to medical prescription.>

15. DATAMATRIX

[2D barcode carrying the unique identifier included]

16. GLOBAL TRADE ITEM NUMBER

GTIN: {number}

17. SERIAL NUMBER

SN: {number}
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MINIMUM PARTICULARS TO APPEAR ON BLISTERS OR STRIPS

{NATURE/TYPE}

1.  NAME OF THE MEDICINAL PRODUCT

{(Invented) name strength pharmaceutical form}

{Active substance(s)}

2.  NAME OF THE MARKETING AUTHORISATION HOLDER

{Name}

3. MANUFACTURING AND EXPIRY DATE

<{MM/YYYY}>

<{month YYYY}>

4.  BATCH NUMBER

<Batch> <Lot> <BN> {number}

5. OTHER

14
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MINIMUM PARTICULARS TO APPEAR ON SMALL
PACKAGING UNITS
{NATURE/TYPE}

IMMEDIATE

1. NAME OF THE MEDICINAL PRODUCT AND
ADMINISTRATION

ROUTE(S) OF

{Invented name strength pharmaceutical form}
{Active substance(s)}

{Route of administration}

2. METHOD OF ADMINISTRATION

3. MANUFACTURING AND EXPIRY DATE

<{MM/YYYY}>
<{month YYYY}>

4. BATCH NUMBER

<Batch> <Lot> <BN> {number}.

S. CONTENTS BY WEIGHT, BY VOLUME OR BY UNIT

6. SPECIAL STORAGE CONDITIONS

7. OTHER

8. DATAMATRIX

[2D barcode carrying the unique identifier included]

9. GLOBAL TRADE ITEM NUMBER

GTIN: {number}

10. SERIAL NUMBER

SN: {number}
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SUMMARY OF PRODUCT CHARACTERISTICS

[ADD: Black Inverted Equilateral Triangle: if applicable]

[For medicinal products subject to additional monitoring ONLY':

The black symbol and the statements should only appear here. The black symbol shall be
a black inverted equilateral triangle: the symbol shall be proportional to the font size of the
subsequent standardised text and in any case each side of the triangle shall have a minimum
length of 5 mm.

For the purpose of preparing the product information annexes please use the black triangle
as presented in this template (see below).]

< ¥ This medicine is subject to additional monitoring. This will allow quick identification
of new safety information. You can help by reporting any side effects you may get. See
Section 4 for how to report side effects. >

1. Name Of The Medicinal Product
{(Invented) name strength pharmaceutical form}

[No ® ™ symbols attached here and throughout the text; “tablets” and “capsules” in the
plural.]

2. Qualitative And Quantitative Composition
{Name of the active substance(s)}

<Excipient(s) with known effect>

<For the full list of excipients, see section 6.1.>

3. Pharmaceutical Form
<The score line is only to facilitate breaking for ease of swallowing and not to divide into

equal doses.>
<The score line is not intended for breaking the tablet.>

<The tablet can be divided into equal doses.>

16
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4. Clinical Particulars

4.1 Therapeutic indications
<This medicinal product is for diagnostic use only.> [specified if appropriate.]

<{invented name} is indicated in <adults> <neonates> <infants> <children>

<adolescents> <aged {x to y}> <years> <months>.>

4.2 Posology and method of administration
Posology
[Additional sub-headings such as “Elderly” or “Renal impairment” can be stated if

necessary.]
Pediatric population

[If there is no indication for the product in some or all subsets of the paediatric
population, no

posology recommendation can be made, but available information should be summarised
using the following standard statements (one or combination of several as appropriate):

<The <safety> <and> <efficacy> of {invented name} in children aged {x to y} <months>
<years> [or any other relevant subsets, e.g. weight, pubertal age, gender] <has> <have>
not <yet> been established.> [One of the following statements should be added:

<No data are available.>

or <Currently available data are described in section <4.8> <5.1> <5.2> but no
recommendation on a posology can be made.>]

<{invented name} should not be used in children aged {x to y} <years> <months> [or
any other relevant subsets, e.g. weight, pubertal age, gender] because of <safety>
<efficacy> concern(s).> [concern(s) to be stated with cross-reference to sections detailing
data (e.g. 4.8 or 5.1).]

<There is no relevant use of {invented name} <in the paediatric population> <in children
aged {x to y} <years>, <months> [or any other relevant subsets, e.g. weight, pubertal age,
gender] <for the indication of...>.> [specify indication(s).]

<{invented name} is contraindicated in children aged {x to y} <years> <months> [or any
other relevant subsets, e.g. weight, pubertal age, gender] <for the indication of...> (see
section 4.3).>]

Method of administration

<Precautions to be taken before handling or administering the medicinal product>

17
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[Explanatory illustrations may be included, if necessary, especially for advanced therapy
medicinal products.]
<For instructions on <reconstitution> <dilution> of the medicinal product before

administration, see section <6.6> <and> <12>.>

4.3 Contraindications
<Hypersensitivity to the active substance(s) or to any of the excipients listed in section 6.1

<or {name of the residue(s)}>.>

4.4 Special warnings and precautions for use
[Sub-headings (e.g. “Interference with serological testing” “Hepatic impairment”, “QT

prolongation”) should be used where necessary.]

<Paediatric population>

4.5 Interaction with other medicinal products and other forms of interaction
<No interaction studies have been performed.>

<Paediatric population>

<Interaction studies have only been performed in adults.>

4.6 Fertility, pregnancy and lactation
[For pregnancy and lactation statements, see (Appendix 1 and Appendix 2)]

[Additional sub-headings such as “Women of childbearing potential”, “Contraception in
males and females™ can be stated, as appropriate.]

<Pregnancy>
<Breastfeeding>

<Fertility>

4.7 Effects on ability to drive and use machines
<{(invented) name} has <no or negligible influence> <minor influence> <moderate

influence> <major influence> on the ability to drive and use machines.>
<Not relevant.>
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4.8 Undesirable effects

4.8.1 adverse reactions:
[MedDRA frequency convention and system organ class database, see Appendix 3.]

[Sub-headings should be used to facilitate identification of information on each selected
adverse reaction and on each relevant special population, e.g.: “Summary of the safety
profile”, “Tabulated list of adverse reactions”, “Description of selected adverse reactions”
(alternatively the subsection could be named with the name of the relevant adverse
reaction), “Other special populations™.]

<Paediatric population>

4.8.2 Clinical Studies Experience (upon request from any regulatory
Authority in GCC)

4.8.3 Post-marketing Experience (upon request from any regulatory
Authority in GCC)
[For ALL medicinal products:

The following should appear at the end of section 4.8:]

To reports any side effect(s):
Saudi Arabia:

e The National Pharmacovigilance Centre (NPC):
— SFDA Call Center: 19999

— E-mail: npc.drug@sfda.qgov.sa
— Website: https://ade.sfda.gov.sa/

Other GCC States:

Please contact the relevant competent authority.

4.8.4 Overdose
[Additional sub-headings, such as “Symptoms” or ‘“Management” can be stated, if

necessary.]

<Paediatric population>
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5. Pharmacological Properties

5.1 Pharmacodynamic properties
Pharmacotherapeutic group: {group}, ATC code: {code} <not yet assigned>

<{(Invented) name} is a biosimilar medicinal product.>

<Mechanism of action>

<Pharmacodynamic effects>

<Clinical efficacy and safety>

<Paediatric population>

5.2 Pharmacokinetic properties
<Absorption>
<Distribution>

<Biotransformation>

<Elimination>

<Linearity/non-linearity>

[Additional sub-heading(s), such as “Renal impairment”, “Hepatic impairment”,
“Elderly”, Paediatric population” or “Other special populations” (to be specified) should
be used, where appropriate.]

<Pharmacokinetic/pharmacodynamic relationship(s)>

5.3 Preclinical safety data
<Non-clinical data reveal no special hazard for humans based on conventional studies of

safety pharmacology, repeated dose toxicity, genotoxicity, carcinogenic potential, toxicity
to reproduction and development.>

<Effects in non-clinical studies were observed only at exposures considered sufficiently in
excess of the maximum human exposure indicating little relevance to clinical use.>
<Adverse reactions not observed in clinical studies, but seen in animals at exposure levels
similar to clinical exposure levels and with possible relevance to clinical use were as
follows:>

<Environmental Risk Assessment (ERA)>

20
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6. Pharmaceutical Particulars

6.1 List of excipients
[Name of the excipient(s)]

<None.>

6.2 Incompatibilities
<Not applicable.>

<In the absence of compatibility studies, this medicinal product must not be mixed with
other medicinal products.>
<This medicinal product must not be mixed with other medicinal products except those

mentioned in section <6.6> <and> <12>.>

6.3 Shelf life
<...> <6 months> <...> <1 year> <18 months> <2 years> <30 months> <3 years> <...>

6.4 Special precautions for storage
[For storage condition statements, see appendix 4]

<For storage conditions after <reconstitution> <dilution> <first opening> of the medicinal

product, see section 6.3>

6.5 Nature and contents of container
<Not all pack sizes may be marketed.>

6.6 Special precautions for disposal <and other handling>
<Use in the paediatric population>

<No special requirements <for disposal>.>
<Any unused medicinal product or waste material should be disposed of in accordance

with local requirements.>
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7. Marketing Authorisation Holder
{Name and address}

<{tel}>
<{fax}>

<{e-mail}>

8. Date of First Authorisation/Renewal of The Authorisation
<Date of first authorisation: {DD month YYYY}>

<Date of latest renewal: {DD month YYYY}>

9. Date of Revision of The Text
[Leave blank in case of a first Marketing Authorisation.]

<{MM/YYYY}>
<{DD/MM/YYYY}>

<{DD month YYYY}>

10.<Dosimetry>

11.Instructions For Preparation Of Radiopharmaceuticals>
<Any unused medicinal product or waste material should be disposed of in accordance

with local requirements.>

22
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PATIENT INFORMATION LEAFLET

Patient Information Leaflet

[Heading to be printed]
{(Invented) name strength pharmaceutical form}

{Active substance(s)}
[For medicinal products subject to additional monitoring ONLY':
The black symbol and the statements should only appear here. The black symbol shall be
a black inverted equilateral triangle: the symbol shall be proportional to the font size of the
subsequent standardised text and in any case each side of the triangle shall have a minimum
length of 5 mm. For the purpose of preparing the product information annexes please use
the black triangle as presented in this template (see below).]
< ¥ This medicine is subject to additional monitoring. This will allow quick identification
of new safety information. You can help by reporting any side effects you may get. See

Section 6 for how to report side effects. >

[For medicines available only on prescription:]
<Read all of this leaflet carefully before you start <taking> <using> this medicine
because it contains important information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your <doctor> <,> <or> <pharmacist> <or
nurse>.

- This medicine has been prescribed for you only. Do not pass it on to others. It may
harm them, even if their signs of illness are the same as yours.

- If you get any side effects, talk to your <doctor> <,> <or> <pharmacist> <or nurse>.

This includes any possible side effects not listed in this leaflet. See section 4.>
[For OTC medicines:]

<Read all of this leaflet carefully before you start <taking> <using> this medicine
because it contains important information for you.
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Always <take> <use> this medicine exactly as described in this leaflet or as your
<doctor> <,> <or> <pharmacist> <or nurse> <has> <have> told you.

Keep this leaflet. You may need to read it again.

Ask your pharmacist if you need more information or advice.

If you get any side effects, talk to your <doctor> <,> <or> <pharmacist> <or nurse>,
This includes any possible side effects not listed in this leaflet. See section 4.

You must talk to a doctor if you do not feel better or if you feel worse <after {number

of} days>.>
In this leaflet
1 What {invented name}is and what it is used for.
2 What you need to know Before you <take> <use> {invented name}.
3 How to <take> <use> {invented name}.
4. Possible side effects.
5 How to store {invented name}.
6 Further information.
1.  What {invented name} is and what it is used for

[Invented name, active substance(s) and pharmacotherapeutic group]

[Therapeutic indications]

[e.g. “{invented name} is used to treat {specify indication} in <adults> <new-born babies>

<babies> <children> <adolescents> <aged {x to y}> <years> <months>"".]

[Information on the benefits of using this medicine]

<You must talk to a doctor if you do not feel better or if you feel worse <after {number of}

days>.>

2.

What you need to know before you <take> <use> {invented name}
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[Contraindications]

Do not <take> <use> {invented name}

<if you are allergic to {active substance(s)} or any of the other ingredients of this medicine
(listed in section 6).>

[Appropriate precautions for use; special warnings]

Warnings and precautions

Talk to your doctor <or> <,> <pharmacist> <or nurse> before <taking> <using> {invented

name}

Children <and adolescents>
[e.g. “Do not give this medicine to children between the ages of x and y <years> <months>
because <of the risk of [...]> <it does not work> <the potential benefits are not greater than

the risks>, <it is unlikely to be safe>".]

[Interactions with other medicines]

Other medicines and {invented name}

<Tell your <doctor> <or> <pharmacist> if you are <taking> <using>, have recently
<taken> <used> or might <take> <use> any other medicines.>

[ e.g.: “Do not take {invented name} with Y (a medicine used for Z) as this may result in

the <loss of its effect><side effect>"]

[Interactions with food and drink]

{Invented name} with <food> <and> <,> <drink> <and> <alcohol>

[Use by pregnant or breast-feeding women, information on fertility]

Pregnancy <and> <,> breast-feeding <and fertility>

<If you are pregnant or breast-feeding, think you may be pregnant or are planning to have
a baby, ask your <doctor> <or> <pharmacist> for advice before taking this medicine.>

[Please note that if the medicine is contraindicated in pregnancy and/or breast-feeding the

same information should be presented in both subsections (“Do not take/use {invented
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name}” & “Pregnancy, breast-feeding and fertility”’) of the leaflet and should include

information on teratogenicity where this is known.]

[Effects on the ability to drive or to use machines]

Driving and using machines

[Excipients warnings]

<{Invented name} contains {name the excipient(s)}>

3. How to <take> <use> {invented name}
[Dose (SPC section 4.2)]

[For medicines available on prescription only:]
<Always <take> <use> this medicine exactly as your doctor <or pharmacist> has told you.
Check with your <doctor> <or> <pharmacist> if you are not sure.>

<The recommended dose is...>

[For OTC medicines:]

<Always <take> <use> this medicine exactly as described in this leaflet or as your
<doctor> <,> <or> <pharmacist> <or nurse> <has> <have> told you. Check with your
<doctor> <or> <,> <pharmacist> <or nurse> if you are not sure.>

<The recommended dose is...>

[When available, information on maximum single, daily and/or total dose should also be
included.

Additional sub-headings may be included where the posology varies for different
indications or for different populations (e.g. elderly, hepatic impairment, renal
impairment). Include the recommended dose and specify, if necessary, the appropriate

time(s) at which the medicine may or must be administered.]
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<Use in children <and adolescents>>
[When the medicine is indicated in different age groups with a different dose, method of
administration, frequency of administration or duration of treatment, specific instructions

for use for each age group should be clearly identified.

If there are more appropriate strength(s) and/or pharmaceutical form(s) for administration
in some or all subsets of the paediatric population (e.g. oral solution for infants), these
should be mentioned, e.g. “Other form(s) of this medicine may be more suitable for

children; ask your doctor or pharmacist.”.]

[Route(s) and/or method of administration (SPC section 4.2)]

[Method of administration: directions for a proper use of the medicine, e.g. “Do not
swallow”, ‘Do not chew”, “Shake well before use” (user testing experience has shown it is
useful to state the reasons for the inclusion of such a statement, e.g. “Do not break or crush
the tablet(s). If you do, there is a danger you could overdose because this medicine will be

absorbed into your body too quickly™).

When applicable, there should be descriptions (if useful with illustrations) of opening
techniques for child-resistant containers and other containers to be opened in an unusual

way.

Where relevant, guidance should always be included to clarify if the medicine must be

taken with food, during/before meals, or clearly state if food/meals have no influence, etc.]

<The score line is only there to help you break the tablet if you have difficulty swallowing
it whole.>

<The tablet can be divided into equal doses.>

<The score line is not intended for breaking the tablet.>
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[Duration of treatment (SPC section 4.2)]

[If appropriate, especially for OTC medicines, precise statements should be included on:
e the usual duration of the therapy;

e the maximum duration of the therapy;

e the intervals with no treatment;

e The cases in which the duration of treatment should be limited.]

[For some medicines, it may be necessary to include some additional information in this
section although this need not be covered in all cases. The following headings can be used

as a guide:]

<If you <take> <use> more {invented name} than you should>
[Describe how to recognise symptoms if someone has taken an overdose and what to do as
per SPC section 4.9.]

<If you forget to <take> <use> {invented name}>

[Make clear to patients what they should do after irregular use of a medicine, e.g.: if
information is available, try to include information on the maximum interval the missed
dose can be caught up as per SPC section 4.2.]

<Do not take a double dose to make up for a forgotten <tablet> <dose> <...>.>

<If you stop <taking> <using> {invented name}>

[Indicate withdrawal effects and how to minimise them as per SPC section(s) 4.2 and/or
4.4,

A statement on the potential consequences of stopping the treatment before finishing the
course of treatment and the need for a prior discussion with the treating physician,
pharmacist or nurse should be included as appropriate.]

[Close this section with:]

<If you have any further questions on the use of this medicine, ask your <doctor> <,> <or>

<pharmacist>< or nurse>.>
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4.  Possible side effects

[Description of side effects]

[Begin this section with]

Like all medicines, this medicine can cause side effects, although not everybody gets them.

<Additional side effects in children <and adolescents>>

[Close this section with]
Reporting of side effects
If any of the side effects gets serious, or if you notice any side effects not listed in this

leaflet, please tell your <doctor, health care provider> <or> <pharmacist>

5. How to store {invented name}

Keep this medicine out of the sight and reach of children.

[Expiry date]

[Where a specific abbreviation for Expiry date is used on the labelling, it should be
mentioned here.]

Do not use this medicine after the expiry date which is stated on the <label> <carton>

<bottle> <...> <after {abbreviation used for expiry date}.>

[Storage conditions]

[Information should be in accordance with section 6.4 of the SPC]

[Where applicable, shelf life after reconstitution, dilution or after first opening the
container]

[Information should be in accordance with section 6.3 of the SPC.]

[Where appropriate, warnings against certain visible signs of deterioration]

<Do not use this medicine if you notice {description of the visible signs of deterioration}.>
<Do not throw away any medicines via wastewater <or household waste>. Ask your
pharmacist how to throw away medicines you no longer use. These measures will help

protect the environment.>
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6. Further information

[Full statement of the active substance(s) and excipient(s)]

What {invented name} contains

[The active substance(s) (expressed qualitatively and quantitatively) and the other

ingredients (expressed qualitatively) should be identified using their names as given in

sections 2 and 6.1 of the SPC.]

- The active substance(s) is (are)... [e.g. “Each <tablet> <capsule> contains x <gram>
<milligram>... {active substance}”.]

- The other <ingredient(s)> <(excipient(s))> is (are)... [e.g. “Each <tablet> <capsule>

contains {invented name} <gram> <milligram>... {active substance}”.]

[Pharmaceutical form, nature and contents of container in weight, volume or units of dose]
What {invented name} looks like and contents of the pack

[It is recomnded to include a physical description, e.g. shape, colour, texture, imprint, etc.
as per section 3 of the SPC.]

[All pack sizes for this pharmaceutical form and strength should be detailed here as per
section 6.5 of the SPC, including a reference to any ancillary items included in the pack
such as needles, swabs, etc. For multipacks, clearly indicate the pack content, e.g.
“{invented name}is available in packs containing Y, Z or W tablets and in multipacks
comprising N cartons, each containing M tablets”.

If appropriate, indicate that not all pack sizes may be marketed. A cross-reference to other

pharmaceutical forms and strengths may be included.]

[Name and address of the marketing authorisation holder and of the manufacturer
responsible for batch release, if different]
Marketing Authorisation Holder and Manufacturer

{Name and address}

<{tel}>

<{fax}>

<{e-mail}>
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[State the name and address of the MAH as per section 7 of the SPC.]
This leaflet was last revised in <{MM/YYYY}> <{month YYYY}>.

To report any side effect(s):
e Saudi Arabia:

e The National Pharmacovigilance Centre (NPC):
— SFDA Call Center: 19999

— E-mail: npc.drug@sfda.gov.sa

— Website: https://ade.sfda.gov.sa/

e Other GCC States:

— Please contact the relevant competent authority.

Council of Arab Health Ministers
[The following statements issued by the Council of Arab Health Ministers should be
printed in the PIL.]

This is a Medicament
— Medicament is a product which affects your health and its consumption contrary to
instructions is dangerous for you.
— Follow strictly the doctor’s prescription, the method of use and the instructions of
the pharmacist who sold the medicament.
— The doctor and the pharmacist are the experts in medicines, their benefits and risks.
— Do not by yourself interrupt the period of treatment prescribed for you.
— Do not repeat the same prescription without consulting your doctor.

— Keep all medicaments out of reach of children.

Council of Arab Health Ministers

Union of Arab Pharmacists

This patient information leaflet is approved by {relevant competent authority}.
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APPENDIX 1: Statements for Use in “Pregnancy and Lactation” of SPC

With Respect to “Pregnancy”

1. <Based on human experience [specify] {Active substance} causes <congenital
malformations [specify] when administered during pregnancy.> [or] <harmful

pharmacological effects during pregnancy and/or on the fetus/newborn child.>

{Invented name} is contraindicated <during pregnancy><during {trimester} of
pregnancy> [this case is a strict contraindication] (see section 4.3 in the GCC guidance
for SPC, PIL and Labeling information, SPC part).

<Women of childbearing potential have to use effective contraception <during <and up

to {number} weeks after> treatment.>>

2. <Based on human experience [specify] {Active substance} is suggested / suspected to

cause congenital malformations [specify] when administered during pregnancy.

e <Studies in animals have shown reproductive toxicity (see section 5.3 in the GCC
guidance for SPC, PIL and Labeling information, SPC part).>

[or]

e <Animal studies are insufficient with respect to reproductive toxicity (see section 5.3
in the GCC guidance for SPC, PIL and Labeling information, SPC part).>

{Invented name} should not be used <during pregnancy><during {trimester} of
pregnancy> unless the clinical condition of the woman requires treatment with {Active

substance}.

<Women of childbearing potential have to use effective contraception <during <and up

to {number} weeks after> treatment.>>
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. <Based on human experience [specify] {Active substance} is suggested / suspected to

cause congenital malformations [specify] when administered during pregnancy.

Animal studies do not indicate direct or indirect harmful effects with respect to
reproductive toxicity (see section 5.3 in the GCC guidance for SPC, PIL and Labeling
information, SPC part).

{Invented name} should not be used<during pregnancy><during {trimester} of
pregnancy> unless the clinical condition of the woman requires treatment with {Active

substance}.

<Women of childbearing potential have to use effective contraception <during <and up

to {number} weeks after)> treatment.>>

. <There are no or limited amount of data from the use of {Active substance} in pregnant

women.

<Studies in animals have shown reproductive toxicity (see section 5.3 in the GCC
guidance for SPC, PIL and Labeling information, SPC part).>

[or]

<Animal studies are insufficient with respect to reproductive toxicity (see section 5.3
in the GCC guidance for SPC, PIL and Labeling information, SPC part).>

{Invented name} is not recommended <during pregnancy><during {trimester} of

pregnancy> and in women of childbearing potential not using contraception.>

<There are no or limited amount of data (less than 300 pregnancy outcomes) from the

use of {Active substance} in pregnant women.

Animal studies do not indicate direct or indirect harmful effects with respect to
reproductive toxicity (see section 5.3 in the GCC guidance for SPC, PIL and Labeling
information, SPC part).
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As a precautionary measure, it is preferable to avoid the use of {Invented name}

<during pregnancy> <during {trimester} of pregnancy>. >

. <A moderate amount of data on pregnant women (between 300-1000 pregnancy

outcomes) indicate no malformative or feto/ neonatal toxicity of {Active substance}.

<Animal studies have shown reproductive toxicity (see section 5.3 in the GCC
guidance for SPC, PIL and Labeling information, SPC part).>

[or]

<Animal studies are insufficient with respect to reproductive toxicity (see section 5.3
in the GCC guidance for SPC, PIL and Labeling information, SPC part).>

As a precautionary measure, it is preferable to avoid the use of {invented name}

<during pregnancy > <during {trimester} of pregnancy.>

. <A moderate amount of data on pregnant women (between 300-1000 pregnancy

outcomes) indicate no malformative or feto/ neonatal toxicity of {Active substance}.>

Animal studies do not indicate reproductive toxicity (see section 5.3 in the GCC
guidance for SPC, PIL and Labeling information, SPC part).

The use of {invented name} may be considered <during pregnancy><during

{trimester} of pregnancy>, if necessary.

. <A large amount of data on pregnant women (more than 1000 pregnancy outcomes)

indicate no malformative nor feto/ neonatal toxicity of {Active substance}.>

Invented name} can be used <during pregnancy><during {trimester} of pregnancy> if

clinically needed.

. <No effects during pregnancy are anticipated, since systemic exposure to {Active

substance} is negligible.>
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{Invented name} can be used during pregnancy. [E.g. medicinal products for which
negligible systemic exposure/negligible pharmacodynamic systemic activity has been
demonstrated in clinical situation]

With Respect to “Lactation”

1. <{Active substance}/metabolites are excreted in human milk and effects have been

shown in breastfed newborns/infants of treated women.>

[or]

<{Active substance}/metabolites have been identified in breastfed newborns/infants of
treated women. <The effect of {Active substance} on newborns/infants is unknown.>
[or] <There is insufficient information on the effects of {Active substance} in

newborns/infants.>>

[or]
<{Active substance}/metabolites are excreted in human milk to such an extent that

effects on the breastfed newborns/infants are likely.>

<{Invented name}<is contraindicated during breast-feeding (see section 4.3 in the
GCC guidance for SPC, PIL and Labeling information, SPC part)> [or] <should not be
used during breast-feeding>.>

[or]

<Breast-feeding should be discontinued during treatment with {Invented name}.>
[or]

<A decision must be made whether to discontinue breast-feeding or to

discontinue/abstain from {Invented name} therapy taking into account the benefit of

breast feeding for the child and the benefit of therapy for the woman.>

2. <lItis unknown whether {Active substance}/metabolites are excreted in human milk.>
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[or]

<There is insufficient information on the excretion of {Active substance}/metabolites

in human milk.>

[or]

<There is insufficient information on the excretion of {Active substance}/metabolites

in animal milk.>

[or]

<Available pharmacodynamic/toxicological data in animals have shown excretion of
{Active substance}/metabolites in milk (for details see 5.3 in the GCC guidance for
SPC, PIL and Labeling information, SPC part).>

[or]

<Physico-chemical data suggest excretion of {Active substance}/metabolites in human

milk.>
A risk to the newborns/infants cannot be excluded.

<{Invented name} <is contraindicated during breast-feeding (see section 4.3 in the
GCC guidance for SPC, PIL and Labeling information, SPC part)> [or] <should not be

used during breast-feeding>.>

[or]

<Breast-feeding should be discontinued during treatment with {Invented name}.>
[or]

<A decision must be made whether to discontinue breast-feeding or to
discontinue/abstain from {Invented name} therapy taking into account the benefit of
breast feeding for the child and the benefit of therapy for the woman.>

. <No effects of {Active substance} have been shown in breastfed newborns/infants of

treated mothers.>
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[or]
<No effects on the breastfed newborn/infant are anticipated since the systemic

exposure of the breast-feeding woman to {Active substance} is negligible.>

[or]
<{Active substance}/metabolites have not been identified in plasma of breastfed

newborns/infants of treated mothers.>

[or]

<{Active substance}/metabolites are not excreted in human milk.>
[or]

<{Active substance}/metabolites are excreted in human milk, but at therapeutic doses
of {Invented name} no effects on the breastfed newborns/infants are anticipated.>

{Invented name} can be used during breast-feeding.
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APPENDIX 2: Lactation Statements

1. {Active substance} is not excreted in breast milk. {Invented name} can be used during
lactation.

2. {Active substance} is excreted in breast milk. However, at therapeutic doses of
{Invented name} no effects on the suckling child are anticipated. {Invented name} can
be used during breast-feeding.

3. {Active substance} is excreted in breast milk to such an extent that effects on the
suckling child are likely if therapeutic doses of {Invented name} are administered to
breast-feeding women.

e Alternative recommendations (combinations of recommendations may be used):

- {Invented name} should not be used during breast-feeding.

- {Invented name} is contraindicated during breast-feeding (must also be
contraindicated in 4.3 in the GCC guidance for SPC, PIL and Labeling
information, SPC part).

- Lactation should be discontinued during treatment with {Invented name}.

- A decision must be made whether to discontinue breast-feeding or to
discontinue/abstain from {Invented name} therapy.

e Additional recommendation (if applicable):

- Due to the long retention time of {substance} in the body, breast-feeding must

not be resumed until x (days, months) after {Invented name} therapy is

completed.

4. It is unknown whether {Active substance} is excreted in human breast milk. The
excretion of {Active substance} in milk has not been studied in animals. A decision on
whether to continue/discontinue breast-feeding or to continue/discontinue therapy with
{Invented name} should be made taking into account the benefit of breast-feeding to
the child and the benefit of {Invented name} therapy to the woman.

5. It is unknown whether {active substance} is excreted in human breast milk. Animal
studies have shown excretion of (active substance) in breast milk. A decision on

whether to continue/discontinue breast-feeding or to continue/discontinue therapy with
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10.

{Invented name} should be made taking into account the benefit of breast-feeding to

the child and the benefit of {Invented name} therapy to the woman.

It is unknown whether {Active substance} is excreted in human breast milk. Animal
studies have not shown excretion of {Active substance} in breast milk. A decision on
whether to continue/discontinue breast-feeding or to continue/discontinue therapy with
{Invented name} should be made taking into account the benefit of breast-feeding to
the child and the benefit of {Invented name} therapy to the woman.

There is insufficient/limited information on the excretion of {Active substance} in
human or animal breast milk. A risk to the suckling child cannot be excluded. A
decision on whether to continue/discontinue breast-feeding or to continue/discontinue
therapy with {Invented name} should be made taking into account the benefit of breast-

feeding to the child and the benefit of {Invented name} therapy to the woman.

There is insufficient/limited information on the excretion of (active substance) in
human or animal breast milk.  Physicochemical and available
pharmacodynamic/toxicological data on (active substance) point to excretion in breast
milk and a risk to the suckling child cannot be excluded. {Invented name} should not
be used during breast-feeding.

No effects on the suckling child are anticipated since the systemic exposure of the
breastfeeding woman to {Active substance} is negligible. {Invented name} can be used
during breastfeeding.

- E.g. ear and eye drops and other topical drugs for which negligible systemic

exposure has been demonstrated.
No effects on the suckling child are anticipated. {Invented name} can be used during

breastfeeding.

- E.g. most vitamin and mineral formulations.
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APPENDIX 3: MedDRA Frequency Convention

Ref | [MedDRA frequency convention]

001 | <Very common (>1/10)>

002 | <Common (>1/100 to <1/10)>

003 | <Uncommon (=>1/1,000 to <1/100)>

004 | <Rare (>1/10,000 to <1/1,000)>

005 | <Very rare (<1/10,000)>

006 | <not known (cannot be estimated from the available data)>

[MedDRA- system organ class database]

007 | Infections and infestations

008 | Neoplasms benign, malignant and unspecified (incl cysts and polyps)

009 | Blood and lymphatic system disorders

010 | Immune system disorders

011 | Endocrine disorders

012 | Metabolism and nutrition disorders

013 | Psychiatric disorders

014 | Nervous system disorders

015 | Eye disorders

016 | Ear and labyrinth disorders

017 | Cardiac disorders

018 | Vascular disorders

019 | Respiratory, thoracic and mediastinal disorders

020 | Gastrointestinal disorders

021 | Hepatobiliary disorders

022 | Skin and subcutaneous tissue disorders

023 | Musculoskeletal and connective tissue disorders

024 | Renal and urinary disorders

025 | Pregnancy, puerperium and perinatal conditions

026 | Reproductive system and breast disorders

027 | Congenital, familial and genetic disorders

028 | General disorders and administration site conditions

029 | Investigations

030 | Injury, poisoning and procedural complications

031 | Surgical and medical procedures

032 | Social circumstances

033 | Product issues
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APPENDIX 4: Recommended Labeling Statements:

e Statements that should be used if supported by the stability studies for finished
pharmaceutical products (FPPs) are listed in Table 1.

Table 1: Recommended labeling statements for finished pharmaceutical products
(FPPs)

Testing condition under which the
stability of the FPP has been Recommended labeling statement
demonstrated

30 °C/65% RH (long-term)
“Store below 30 °C”*
40 °C/75% RH (accelerated)

5°C+3°C ”Store in a refrigerator (2 °C to 8 °C)”

-20°C+x5°C “Store in freezer”

* “Protect from moisture” should be added as applicable.

e Additional labeling statements that could be used in cases where the result of the
stability testing demonstrates limiting factors are listed in Table 2.

Table 2: Additional labeling statements for use where the result of the stability
testing demonstrates limiting factors

Limiting factors Additional labeling statements, where
relevant
FPPs that cannot tolerate refrigeration " Avoid refrigerate or freeze"
FPPs that cannot tolerate freezing " Avoid freeze"
Light-sensitive FPPs "Protect from light"
FPPs that cannot tolerate excessive heat,
e.g.suppositories “Store and transport below 30 °C”
Hygroscopic FPPs “Store in dry condition”
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