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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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What is New in version no. 3.17?

The following table shows the update to the previous version:

Section Description of change

VII. Medication Errors ADD:
Reports And Corrective

Actions Method of reporting medication errors

VIII. Concentration ADD:
Designation &

. New ion resent all recommendations for concentration
Recommendations ew section to present all recommendations for concentratio

designation regardless of the dosage form also the Elimination
of Ratio expression.

IV. Design Recommendations| ADD:

For Secondary Packagin
y ging To differentiate between similar products names by using

TALL Man Letters (bolded uppercase letters)

IX. A Guide To Labeling And Delete:
Packaging Of Ophthalmic

Preparation of the Arabic term 4/a3=« from Packaging Of Ophthalmic

Preparation

1.7 Warnings ADD:

\Warning statement
\Warning : Paralyzing agent (Implementation Date 1-1-2023)
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I. INTRODUCTION

This guidance is complementary to the GCC Guidance for Presenting the SPC (Summary
of Product Characteristics), PIL (Patient Information leaflet), and Labeling Information
with more illustrations and details to minimize medication errors.

The design considerations and principles outlined can be applied to all products dosage
forms. Preliminary version of this guidance was revised by Medical Error Recognition and
Revision Strategies (Med-ERRS) a former for-profit subsidiary of Institute for Safe
Medication Practices (ISMP)

II. SCOPE

This guidance is applicable to SFDA registered or under-registration medicinal products

intended for human use in Saudi Arabia.
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I11. DESIGN RECOMMENDATIONS FOR PRIMARY
PACKAGING (BLISTER PACKYS)

1. BLISTER PACKS FOR ORAL MEDICATIONS
1.1 Product name and strength

The name and strength of the product should appear over each blister pocket. Batch number
and expiry date should be applied on each blister pocket as well. If it is not possible, the
batch number and expiry date should be added at the end of each blister strip, preferably at
both ends.

EXP: (3 MAR201
ot KX0X

Figure 1
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Optional: If the medication is given every day, print the days of the week on the reverse

side of the blister or capsule.

Figure 2

In certain cases (such as: small blister) it may not be possible to design the packaging
to accommodate all critical information on each blister cell. In such circumstances,
important information can appear multiple times across the back of the blister or the
important information should be displayed in such a manner that it is not destroyed or

eliminated when dosage units are removed.

10
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1.2 Blister strips foil

Use non reflective, matte material. Reflective foil can cause glare by light reflecting on the
foil which reduces the legibility of any information.

Figure 3

11
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1.3 Type and background color

Type color should contrast strongly with background color. Legibility can be reduced by

the combined effect of the foil material, a small font size and a background color that does

not sufficiently contrast with the font color.

Gener/ci
10 md

Figure 4

12
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1.4 Type size and font color

Use bold or semi-bold type and avoid lightweight type. Maximize the font size to a size

that is appropriate for the size of the container. Small type size and a lightweight font on a

foil background impairs legibility.

Figure 5
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1.5 Match the styles of primary and secondary packaging
[optional]

A product’s primary and secondary packaging may have an identical or linked visual style.

Figure 6

14
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IV. DESIGN RECOMMENDATIONS FOR SECONDARY
PACKAGING

Secondary packaging describes the outer package of a pharmaceutical product. It serves to
hold the primary packaging and is not in contact with the product. The combined impact
of all design elements, such as color and typography, should be evaluated.

Company’s pharmaceutical products should not have the same theme for outer package
and should differentiate between them, to avoid similarity between products and prevent
medication error.

1. Allocate white space for the dispensing label [optional]

Have a clearly designated white space for the dispensing label if possible. Label
dimensions vary but a minimum of 70 x 35 mm is suggested, as this is the most common
size for dispensing. The white space should not interfere or cover the legibility of the

critical information on either side.

Propriatary Name
l‘ oneric Name 10mg ﬁmwm

PROPRIE TARY NAME - \ i Tolcr 25 cieocied by your doctoc.
GENERIC NAME 10MG | omse | || e e orciomd aflet cantally
Take FOUR tablets T | Sowteow28Cmady e
on alternate mornings | |

L | i out of ught and

o B | ot e,
-Pttlcnt name \ L

Figure 7
15
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1.1  Brand name, generic name and strength position
The brand name, generic name and strength of the product should be directly above or
beside the space provided for the dispensing label. Pharmacy staff can then easily check
that the product description on the dispensing label correctly matches that on the secondary

packaging.
Proprietary Name Each tablet contaim ingredievs Diag,
Generic Name 10mg Ao conkairs ingdient.
2 " o ol sinsason
t L Teke o dirwciad by your dour.
\/ (PROPﬂlFTARYNAME n:'::_t)' Phastias toved wacionee! mallae casehisiy.
GENERIC NAME 10MG alieanemsons T Surw bakow 75°C in @ thy e,
 Prosect froes kgt
Take FOUR tablets s
on alrernate mornings {0 O SU g
ay A
Patient name .'.'”m“':::

'
Address of Manutactumer i
122 Ary Street '

>< At Town ABCO00 |
]

]

¥

i Place dispersing
' label here
|

W5 g2 7a 350 |

e

Figure 8
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2. PUT CRITICAL INFORMATION IN THE SAME FIELD OF
VISION ON AT LEAST THREE NON-OPPOSING FACES
(ONE SIDE FOR ARABIC & ONE SIDE FOR ENGLISH)

A standard packaging container has six faces on which information can be displayed.
Critical information should be in the same field of vision on at least 3 of the non-opposing
faces of the secondary packaging. This means putting the information on the top or bottom
face, one of the side faces, and one of the end faces. If it is feasible, display a product
description (the brand name, generic name and dosage strength of the product) on more

than three non-opposing faces.

Figure 9

17
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3. ORIENT TEXT IN THE SAME DIRECTION [OPTIONAL]
The text on every face, excluding the ends, should be oriented in the same direction in a

way to easily read the information when the product is placed at any side on the shelf.

Proprietary Name
Generic Name

E 28 Capsules

Proprietary Name

Generic Name

W S
swen Ameudoid

s §

ProprietaryName ... ...

G Nare e

- Generic Name s
SENETIC WamE 10N jsane m‘::‘"
Tabe 900N sapewmien
o8 Ghhor sudy. ewuwd wye Mm'

. doctor Flemne rmad erdosec)
Fatient sams Rt | Beatlar Do st sl o e
' waloeta.

i EXP: 30 March 2015 EAE et b

LOT : XXXXXX @%’t A

53| 1o xoomco
— e o

Figure 10
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4. USE BLANK SPACE TO EMPHASIZE CRITICAL
INFORMATION

Leave sufficient space around critical information, so that it can be easily seen. If the
secondary packaging is cluttered with text and images, it can be difficult to recognize
important information and identify the correct packaging.

Critical information include:-

Trade / brand / proprietary name

Generic Name

Strength /concentration

Route(s) of administration

Dosage form

Total volume or net quantity.

Warning statements in some cases.

Indications for OTC only.

Storage conditions must be added in both Arabic and English languages.

LCoNoO~WNE

Proprietary Name

Generic Nams= 10mg

Proprietary Name S A S

mcradient eguivalent 1o Ong of

Generic Name ot et s v Srocrmor

28 Tabietrs

1 o m Erictrivited by :
g Torrsparyy Phrarnacsaticsls

125 Any Fo=ad

Loy BOnreT

SAny postcode

28 CEF‘S‘UIES‘ FProdats fcanes hoddee

123 Any Bo=a

Sy oy

Sny pastcode :
LLode DOQONNOOADC 00D 00D
DO CCECCOR MO OO

Vv X

Figure 11
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5. ENSURE THE GENERIC PRODUCT NAME IS SUITABLY
CLEAR

The generic name should be at least 50% the size of the brand name. Patients may be

(mistakenly given) two generic products (with the same active ingredient). Patients may

take concomitantly two products with the same active substance, putting them at risk of
exceeding the safe dose

Figure 12

20
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6. DIFFERENTIATE BETWEEN STRENGTHS OF THE

SAME PHARMACEUTICAL PRODUCT

Make pharmaceutical product strengths stand out through typeface, type weight, color and

shape. This is particularly important if all secondary packaging from a manufacturer looks

similar.

Proprietary Name
Generic Name
Tablets

1/“» "
Omg

28 Tablets

Proprietary Name
Genaric Name
Tabieis

Proprietary Name
Generic Name
Jablets

20mg

Proprietary Name
Genaric Nams

fablets

PROPRIETARY NAME® || PROPRIETARY NAME®
GENERIC NAME GENERIC NAME

>< 10 mg 20 mg
PROPRIETARY NAME® || PROPRIETARY NAME®
GENERIC NAME GENERIC NAME
30 mg -4>0 mg

Figure 13
21
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7. DO NOT ADD TRAILING ZEROS TO NUMBERS
Do not add trailing zeros to numbers; always use whole numbers. If numbers have a trailing
zero (a decimal point followed by a zero, for example 5.0 mg) it is easy to miss the decimal
point and dispense a tenfold overdose. For example, a practitioner could administer 50 mg

instead of 5 mg.

Figure 14

22
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8.

USE THE SAME UNIT FOR ALL DIFFERENT

STRENGTHS FROM THE SAME PHARMACEUTICAL

PRODUCT

In addition, different strengths of the same pharmaceutical product should be expressed in

the same way, such as 250 mg, 500 mg, 750 mg. (e.g., 500 mg, not 0.5 g)

v

Proprietary Name

Generic Name

250 mg

Proprietary Name

Generic Name

500 mg

| Proprietary Name

Generic Name

1000 mg

Proprietary Name

Generic Name

1500 mg

Figure 15

Proprietary Name

Generic Name

0.25¢g

Proprietary Name

Generic Name

19

Proprietary Name

Generic Name

500 mg

| Proprietary Name

Generic Name

1500 mg

23

DS-G-036-V3.1/151008

o—ihi o il



: SEDA,

9. USE OF LEADING ZERO

For an amount less than one, always use a leading zero to avoid any confusion in the
concentration (for example use 0.25 not .25).

Proprietary Name

v

Generic Name

0.25g

28 Tablets

Proprietary Name

>< Generic Name
28 Tablets
Figure 16
24
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10. CRITICAL INFORMATION SIZE

Use the largest size font possible for that package size so that the information is readable
and clear.

Vv

Figure 17
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11. USE UPPER AND LOWER CASE LETTERING
Entire sentences written in upper case letters or italic type are hard to read. Use the lower
case except for the first letter of the generic names, brand names, sentences or paragraphs.
Italic types should not be used where there is an alternative method of emphasis such as

bold type. Mixed case lettering should always be used for sentences.

Figure 18

26
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12. TALL MAN LETTERING

Changing the appearance of look-alike drug names to draw attention to their

dissimilarities by using TALL Man Letters (bolded uppercase letters)

Generic names Before

Prednisolone

VS

Prednisone

After tall man lettering

prednisoLONE

VS

predniSONE

13. USE SANS SERIF TYPEFACES

Use a sans serif typeface, such as Arial, Helvetica or Universe. The choice of typeface

influences legibility. Ornate typefaces are difficult to read. They are not suitable for

medication packaging, where clarity, accuracy and legibility must be paramount.

X

Figure 19
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14. USE BOLD OR SEMI-BOLD TYPE
Lightweight type reduces legibility. Patients, especially those who are partially sighted,
find bolder type easier to read. Use bold or semi-bold type and avoid lightweight type for

all critical information.

X

Figure 20

28
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15. CONDENSED TYPEFACES
Do not use condensed typefaces when possible. Condensed typefaces reduce legibility and
increase the chance of error. Condensed typefaces may be necessary on blister packs on

each pocket and on small vials to fit all the required information, but should not be used

when there is adequate space for normal typeface.

X

Figure 21
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16. DO NOT COMPRESS LINES OF TEXT CLOSE
TOGETHER OR ADJUST THE SPACE BETWEEN
LETTERS

Reducing the space between lines, known as the leading, and reducing the space between
letters, known as the kerning, affects legibility. Do not compress lines of text close

together. Leave enough space between lines and letters.

Figure 22

30
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17. ALIGN TEXT TO THE LEFT FOR ENGLISH & TO THE

RIGHT FOR ARABIC

An irregular amount of space between words affects legibility. Align text to the left hand

margin and do not center justify text. Align all English text including the critical

information to left side (left justified) and for the Arabic version, it should be aligned to

the right side (right justified).

Proprietary Name

Generic Name 10 mg
~
PROPRIETARY NAME o
\/ GENERIC NAME 10 MG [somso
Take FOUR tablets
on alternate mornings
Axy &
Fatient name mmv)

Each tablet contains ingredient Omg.

See enclosed leaflet for further
information.

For oral administration.
Take as drected by your doctor.

Please read enclosed leaflet.

Keep out of sight and reach of children.

Proprietary Name

Genaric Name 10 mg

-
PROPRIETARY NAME
>< GERERIC NAME 10 WM&

Take FOUR tablets

Each tablet contains ingredient
Omg. See enclosed leaflet for
further information. For oral
administration. Take as
directed by your doctor. Please

on alternate morninge read enclosed |leaflet.
Patient name
N Keep out of sight and reach of
children.
Figure 23
31
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18. IMAGES AND LOGOS
Images or logos should not be near the text, as it could interfere with reading it, or it may
look like it is part of the text. Text should remain unbroken. Fitting text around or over

images or logos breaks the flow of information.

Figure 24

32
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19. CREATE A STRONG CONTRAST BETWEEN TYPE AND
BACKGROUND COLOR
There should be a strong color contrast between the type and background colors. Dark
colored type (e.g. black, dark blue) should be on a light colored background (e.g. white,

pale pink, pale yellow). The reverse is true as well. Insufficient contrast between the
background and the type reduces legibility.

Figure 25

33
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V. USING COLOR

Secondary packaging describes the outer package of a pharmaceutical product. It serves to
hold the primary packaging and is not contact with the product. The combined impact of

all design elements, such as color and typography, should be evaluated.
1. USE COLOR DIFFERENTIATION TO HIGHLIGHT

INFORMATION OF THE SAME PHARMACEUTICAL
PRODUCT

Use color to distinguish between, for example, different strengths of the same

pharmaceutical product and between similarly named pharmaceutical products.

Proprietary Name Proprietary Name

Generic Name

Proprietary Name

Generic Name

28 Tablets 28 Tablets

Vv

Proprietary Name

Generic Name

30 mg

Generic Name

28 Tablets 28 Tablets

Proprietary Name
CSeneric Namse
Tablets

Proprietary Name
Generic Name
Tablets

<8 Tatint=

X Z8 Tatints =

Proprietary Name
Generic Name
Tablets

30 mg

2@ Tablsi=x

Proprietary Name

Seneric Name
Tablets

=8 I=pinte

Figure 26
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Do not color code packaging. A color coding system allows people to memorize a color
and match it to a particular product. However, creating a shortcut for identifying a
pharmaceutical product without having to read the label can lead to mistakes. It is important
that practitioners do not rely on color as a means to identify a specific product, as many
manufacturers may use the same color for different products, or different strengths of the

same product.

35
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Packaging Design Summary

Issues

Recommendations

Primary packaging

Glare caused by light reflecting on the foil

Use non-reflective foil

Text damaged when blister strip is cut

Put pharmaceutical product name and
strength clearly on each pocket

Reduced legibility due to combined effect
of foil material, small type size and
background color

Create a strong contrast between type and
background color

Reduced legibility due to combined effect
of a small type size and lightweight font
on a foil background

Use bold or semi-bold type

Blister strip with the wrong secondary

packaging

Match the styles of primary and secondary
packaging

Secondary packaging

Pharmaceutical product name and strength
obscured

Allocate 70 x 35mm white space for
dispensing label

Dispensing label and pharmaceutical
product name mismatched

Position the generic name and
pharmaceutical product strength above or
next to the space for the dispensing label

Critical information does not appear in the
same field of vision

Put critical information in the same field of
vision on at least three non-opposing faces

Compressing lines of text close together or
reducing the distance between individual
letters makes text difficult to read

Do not squash lines of text closer together
or adjust the spaces between letters

Irregular amount of space between words

Align text to the left for English, and right
for Arabic

Text illegible over an image or logo

Logo should not be placed near text

Insufficient contrast between background
and type

Create a strong contrast between type and
background color

Usin

color

Color differentiation inadvertently
associated with a particular feature

Use color differentiation to highlight
information

Color does not help distinguish between
products in a manufacturer’s range

Use opposing, meaningless colors

36
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VI.

A GUIDE TO LABELING AND PACKAGING OF

INJECTABLE PHARMACEUTICAL PRODUCTS

1. PRINCIPAL DISPLAY PANEL FOR CARTON (PDP): (IN
THE RED BOX BELOW)

1.1. Features of front panel

Create a front panel that features only the critical information. Subsequent (noncritical)

information can be shown on the back panel.

Minimum information consists of:

Trade name
Generic drug name
Concentration of the pharmaceutical product:
» Total quantity in the container (large font)
» Concentration per unit volume (smaller font).
Administration route(s)
Significant Warnings
Type of containers based on:-
the number of doses i.e. (multiple-dose or single-dose containers)

— the number of users i.e. single patient use.

37
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g 2 3 1L | Eoadbmidditn
z £ Bt bomligh md el 25
N = 250 mg per 10 ml : g ko’
= 2 Z Sebtion iy tobe cadf itz e o opoe undmaged
3 m [ Yiead divections foruee carebuly.
- & (25 mg/ml) E Fuceveingebien: o e [00% e
N o . - Tl 45084608 T
7 Forintramuscularuse , Wtz ¥
E o e, Al e, Fidge . Coppecin, DELFE3 g
;8 0 i
=3 5x 10 ml ampoule ~ e
~
_ Proprietary Name
Proprietary Name Cenervrans 10 Aaganls
1l
Generic Name 250mg per 10ml
- For intramusculer use [ 25mg /ml)
Proprietary Name ' e
Genencname 10 Ampoules 10l
Generic Name 250mg per 10m Fich {0l ot Cnic Ve 0 gt oo 1D
For intramusculer use | 25mg /ml) :"_Wi"’:‘m:{"“; "
) Yempoutelavch ol il
protect fromlight . i +below 13
store below 257 C solufion to be used when, mb:m“inmﬁ ‘
clear and ampoule undamaged . Schioncn'y obe e i e and mpone wnmaged.
discard any used contents. Hiead directions foruce careboly.
Keep out of reachof children. Trucve ingredient: Water or imections i 100% o'y
P Vunber 4S08/46008T
Wi
Morabctrer s, Al et Pdge v, Coppeci, DELFZ3
Key information becomes
difficult to find when
information is printed on
packaging in a dense block
using text in a small font.
Figure 27
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1.2. Use of color

Use color to highlight key differences in information: the drug name, the quantity

concentration or warning if appropriate.

Apply the color scheme consistently throughout the primary and secondary packaging.

Proprietary Name

Generic Name
10 mg per 2 ml

(Smg/ml)
For intravenous use

Proprietary Name

Generic Name

100 mg per 2 mi
(20 mg/ ml)

For intravenous use

v

Figure 28
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PROPRIETARY NAME 4
Injection BP

Generic name A Smg/ml

For i
1;;1;}2;:;8 2m l

= b pharmaceuticals=

PROPRIETARY NAME B
Injection BP
Generic name B 50mg/mi

Foriw
100meomt 2ml

= b pharmaceuticals =

DS-G-036-V3.1/151008

o—ihi o o\l



1.3.

Similar drug name

Highlight the differences between similar generic or brand names from the same company.

This could be done through the use of color, or font sizes, or by using TALL Man Letters

(bolded uppercase letters).

Change the graphic component to ensure an added element of differentiation; for example

this can be done by using different colors.

Proprietary Name1
Cefotaxime

500mg
(as sodium salt)

Powder for solution
for injectionfinfusion.

Each vial contains
cefotaxime sodium
equivalent to 500mg
of cefotaxime.

For intramuscular
and intravenous use.

Proprietary Name?2
Ceftriaxone

500mg
(as sodium salt)

Powder for solution
for injectionfinfusion.

Each vial contains
ceftriaxone sodium
equivalent to 500mg
of ceftriaxone.

For intramuscular
and intravenous use.

Cefotaxime
500mg
(as sodium salt)

Powder far solution for
injection/infusion.

Each vial contains
cefotaxime sodium
equivalent to 500mg of
cefotaxime.

For intramuscular and
intravenous use.

X

Ceftriaxone
500mg
(as sodium salt)

Powder for solution for
injection/infusion.

Each vial contains
ceftriaxone sodium
equivalent to 500mg of
ceftriaxone.

For intramuscular and
Iintravenous use.

from the same company

Letters (bolded uppercase letters)

- Use Different colors or font size to differentiate between generic names of look-alike and sound-alike products

- Changing the appearance of look-alike drug names to draw attention to their dissimilarities by using TALL Man

Figure 29
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1.4 Strength/Concentration

Include a representation of the full volume strength, i.e. total quantity in total volume, as
well as amount per unit volume (e.g., 25 mg per 5 mL, then directly underneath and in
parentheses 5 mg/mL).
Care should be taken with the spacing between mg and ml. Adjust the kerning so as to
leave sufficient space around the ““/”” to achieve maximum legibility. It is acceptable to use
the slash mark (/) if the number after the slash isa 1, asin 1 mL. If the number is something
else, then use the “per” (for example, 50 mg per 2 mL, not 50 mg /2 mL). A slash can be
mistaken for the number 1, so the concentration could be misread (for the above example,
could be read as 50 mg in 12 mL, instead of 2 mL).
Quantity and Total VVolume for Injectable Drug Products Packaged in Single- and Multiple-
Dose Containers For injectable drug products greater than 1 mL, whether packaged in
single- or multiple-dose containers, the quantity per total volume should be the primary
and prominent expression on the principal display panel of the label, followed in close
proximity by quantity per milliliter enclosed by parentheses (quantity/mL). For containers
that hold a volume of less than 1 mL, the quantity per fraction of a milliliter should be the
only expression of strength. For containers that hold a volume equal to 1 mL, the strength
should be expressed as quantity per milliliter (quantity/mL), not quantity/l mL. The
following example formats are acceptable:

1. For containers less than 1 mL: 12.5 mg/0.625 mL

2. For containers equal to 1 mL: 5 mg/mL (not 5 mg/1 mL)

3. For containers greater than 1 mL: Example 1: 500 mg/10 mL (50 mg/mL) Example

2: 25,000 Units/5 mL (5,000 Units/mL) C226732-M4908-NL2015, rev. 00
20200731

Dry solids that must be constituted should follow the same format with the exception that
only the quantity of the drug in the container should be listed as the primary expression of
strength, not the quantity per total volume or quantity per milliliter (quantity/mL).
Example: 500 mg/vial
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Proprietary Name

Generic Name

(5 mg/ml)
For intravenous use

5 ml ampoules

v

Figure 30

Proprietary Name

Generic Name
For IV use
5ml ampoules

S5mg/ml

In certain cases, the primary and prominent expression of the total drug content per

container is not effective in preventing medication errors and therefore in those cases, the

total drug content per container should not be the primary and prominent expression of

strength. Insulin products are an example of a product class that is an exception from the

total drug content per container requirement. Another exception to expressing strength as

quantity per total volume is lidocaine (or similar drugs for local anesthesia) where the

product may be ordered and administered by percentage (e.g., 1% or 2%). In such cases,

the percentage strength as well as the quantity per total volume followed in close proximity

by quantity per milliliter enclosed by parentheses must be used.

Example 1:
1% (100 mg/10 mL) (10 mg/mL)
Example 2:
2% (1000 mg/50 mL) (20 mg/mL)

Display concentration in total quantity /total volume, even if other units of concentration

such as percentage and ratios (for example ‘1 in 1,000”) are also present.

When using numbers of 1,000 and above, use commas to help prevent misreading.

Do not superimpose information on other information.
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Single-entity injectable drug products must be labeled in terms of quantity per milliliter
(quantity/mL) and not as a ratio expression. Examples: Epinephrine Injection, 1:1000 must
be expressed as 1 mg/mL. Epinephrine Injection, 1:10,000 must be expressed as 0.1
mg/mL. Isoproterenol Hydrochloride Injection, 1:5000 must be expressed as 0.2 mg/mL.
Neostigmine Methylsulfate Injection, 1:1000 must be expressed as 1 mg/mL. Single-entity
injectable drug products greater than 1 mL should be formatted as quantity per total volume
on the principal display panel of the label followed in close proximity by quantity per
milliliter (quantity/mL) enclosed by parentheses. When combined with a local anesthetic,
the concentration of epinephrine will be expressed as a ratio. Examples: Lidocaine
Hydrochloride and Epinephrine Injection 1%/1:100,000 or Lidocaine Hydrochloride 1%
and Epinephrine Injection 1:100,000

Pro P rieta ry Name ' .Generlc name 2% wmg;mi n 10 Al.n.q-oc.)ules X ;o-n;.l:"

Each 10ml.contain s:Lidocaine Hydrochlorida inH.O 200mg
Excnplqnlx‘-ﬁodhmtl‘lmde stdium Hydroxide, Water for injections

. 0
Generic Name 2 % o S8
Keap out of the reach of children

‘Do not store’above 25.C. =
Diseard sed cofiten
200 m g pe r 1 o m I Solution mjlrb:beus;dafn: :leea ai@am;:dnundamged
Read directions for usa ean efulhr
20 mg / ml b s Mo e
[POM]

Manufacturer address, Apple Street, Bridge town, Copper city, DE1 F23

for intravenous use

V X

Figure 31
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1.5. Administration route
Make positive statements- use ‘do’s’, rather than ‘do not’s’ as much as possible.
Use specific directions and avoid using technical terms that are not well understood. (e.g.
‘For Parenteral Use’ meaning: For intravenous, intramuscular, intradermal, subcutaneous,

intrathecal).

# —» NOTFOR LM OR BOLUS USLE

Proprietary Name

Generic Name Proprietary Name i.v.
500mg Sterile powder s500mg Sterile powder
Routes which should
For intravenous infusion not be used are stated 5 .
2o reneric name
Dilute before use rather than routes that || 0 \\e avenous sk
- . should.
Each k 1.1 COTERIN: JQDH?E . Always use positive Each vial contains: 500mg Generic Name,
BERSric-name, !actobmmc acid, statements regarding Lactobionic Acid, Sodium Hydroxide, Ph
sodium hydroxide, ph eur, the route of Eur, Nitrogen
Nitrogen administration.

DO NOT USE DILUENTS CONTAINING
Only use preservative-free and PRESERVATIVES OR INORGANIC SALTS
inorganic salt-free diluents.
PLNumber:450846008T  PL Holder

Pl number: 458/4600 Manufacturer address, Apple Street,

Manufacturer address, _:kpple Street, Bridge town, Copper city, DE1 F23
Bridge Town, Copper City, DE1 F23

v X

Figure 32
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1.6. Warnings
-Use separate warning notices from the main part of the text and highlight the warning.

- Use positive affirmative language always.

Proprietary Name Proprietary Name |

Generic Name Generic Name

500 mg 500 mg

Must be diluted before use. Must be diluted before use.« Warning thout

For injection or infusion as sodium salts. For injection or infusion as sodium | ynysually high doses

Read directions for use carefully. salts. or potential allergies,

Store below 25°C. Read directions for use carefully. | for example, are often
Store below 25°C. not highlighted and

become lost in dense
\/ >< blocks of text

Figure 33

Neuromuscular Blocking and Paralyzing Agents All injectable neuromuscular blocking
agents and paralyzing agents must be packaged in vials with a cautionary statement printed
on the ferrules and cap overseals. Both the container cap ferrule and the cap overseal must
stand out in black or white print (whichever provides the greatest color contrast with the
ferrule or cap color) the words: “Warning: Paralyzing Agent” or “Paralyzing Agent”
(depending on the size of the closure system). Alternatively, the overseal may be
transparent and without words, allowing for visualization of the warning labeling on the
closure ferrulel.

- Ampules containers are not recommended for paralyzing agents since they tend to be very
small for the warning to be visible and usually ampules have similarity with other ampules,

and many other disadvantages.

! Implementation Date 1-1-2023
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1.7. Injectable pharmaceutical products intended for use
by patients [optional]
For injectable pharmaceutical products that are intended for use by patients, leave a clearly
designated blank space for the pharmacy label that is a minimum size of 70 x 35 mm.
Position the drug name and strength near the space.
For injectable pharmaceutical products that come in a multi dose format as insulin, it is

recommended that the drug concentration be represented as strength per unit volume.

Proprietary Name
GenericName 100 Units per mi
i el W e e e e e o e F'-;'I'"'.r ..-_ Pl Ve = S

Figure 34
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2. AMPOULES

2.1. Text orientation
Print the pharmaceutical product name longitudinally, along the length of the ampoule. A
good rule of thumb is: if the visible width of the label is less than the height of the label
then the name should be printed longitudinally.
e Theinformation listed below is the minimum and must be present on containers

more than 10 ml (the small container exceptions apply to containers of 10 ml

or less):
1. Pharmaceutical product name (brand name and nonproprietary name)
2. Expression of strength
3. Route of administration
4. Warnings, where important
5. Expiry date
6. Batch number
7. Marketing authorization holder
i
/ F\
E 8 PROPRI-
s s B Isosorbide
i E t': E g Trnrravenows infitsion
8_ o g Each mil orf so_.(urf(_:ﬂ_
sEE:E i
&SN <E
S &ha 5 Brand Logo
——— L J
Figure 35
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2.2.

Labeling methods

- Use paper labeling where possible, and ensure that the label does not wrap

completely around the ampoule to allow for inspection of contents.

If ceramic or clear plastic labeling must be used, highlight key information by

inverting the text color.

Keep information to a minimum and reduce overlapping with text from the reverse

side as much as possible.

Labels should not come off in use and should be printed with ink that does not run

when sprayed with alcohol to disinfect the ampoule surface in the pharmacy or

during clinical procedures.

Q
: .
8 &
3 5 3

o Z 2
SHE - N
sHEZ: S8E=
":3’@ &)u.\Jg
SEE:: Stap
t:’f 9L ouw

e

Ceramic Label/
Clear Plastic Label

(

Paper Label

Vv

Figure 36
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- We recommend the addition of a peel-off label on ampoules or vials, which can be
transferred to a syringe in practice, will help practitioners avoid selection errors.

All syringes containing pharmaceutical products should be labeled if they leave the
operator’s hands.

Figure 37
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2.3. Plastic ampoules

e Use aclear font size.

e Information should be printed on paper label, if possible or direct on the ampoule
with good contrast color.
e Use color to help to differentiate between products of the same company.

e Eliminate or reduce emphasis on the name of the container type such as ‘Plas-Amp’.

e Expiry dates and batch numbers should be easy-to-read and printed on the main body
of the container, not on rip-off tabs.

e Where concentrations are shown, they should be expressed as total quantity in total
volume (e.g., 20 mg per10 ml) as well as the per unit volume (e.g., 2 mg/ mL).

e Highlight the route of administration to avoid wrong route errors between products

packed in plastic containers.

Figure 38
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3. VIALS

3.1 Critical information panel
Create an area, which highlights the critical information. This area should not be wider
than the width of the bottle in order to allow seeing the critical information without the
need to turn the vial (i.e., along a single line of vision).
Use appropriate font size and formatting to enable the generic drug name to be read in one

glance. The generic name should be at least 50% the size of the brand name.

Key information
can be hard to find
in dense text.

/
= |
Proprletary Name P?‘OF!‘IL’I‘(N'}’ name
Generic Name . |Emulsion for injection or infusion
Generic name,
500 mg per 50 m| Each 1ml contains 10mg of Generic Nan]

vial contains 500mg Generic Name, Also
soybean oil refined, triglyccerides mediu
bottled egg phosphatide, glycerol, oleic af
hydroxide and water for injections. To bg

(10 mg/ ml) For Intravenous ,
Intramuscular or subcutaneous injection.

\ / intravenously, subcutaneously, intramusd
L\ /) Y y intrame
& >,

Vv X

Neuromuscular Blocking and Paralyzing Agents All injectable neuromuscular blocking

Figure 39

agents and paralyzing agents must be packaged in vials with a cautionary statement printed
on the ferrules and cap overseals. Both the container cap ferrule and the cap overseal must
stand out in black or white print (whichever provides the greatest color contrast with the
ferrule or cap color) the words: “Warning: Paralyzing Agent” or “Paralyzing Agent”
(depending on the size of the closure system). Alternatively, the overseal may be
transparent and without words, allowing for visualization of the warning labeling on the
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closure ferrule?

- Ampules containers are not recommended for paralyzing agents since they tend to be very
small for the warning to be visible and usually ampules have similarity with other ampules,
and many other disadvantages ).

2 Implementation Date 1-1-2023
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3.2. Text orientation

The drug name should be able to be seen in a single line of vision. If the full drug name

cannot be seen when the vial is upright, then the label should be oriented in a longitudinal

fashion, in order to have the drug name in a single line of vision.

—

Proprietary Name
Dexamethasone Sodium Phosphate 3 ‘
/ Proprietary name
8 mg per 2ml Dexamethasone Sodiuny
I injection. Each 2ml cont
, dexamethasone (with so
Dexamethasone may be

nously, subcutaneously,
intralesionally.

S

v X

(4 mg/ml ) For Intravenous,
Subcutaneous, or Intravenous Use

Figure 40
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3.3. Color schemes
Match the design of the vial label to that of the carton.
Where the flip cap is colored, use the predominant differentiating color that has been used

on the label and carton if possible.

v/

Proprietary Name
Generic Name

500 mg per 50 ml

Proprietary Name
Generic Name

1,000 mgper 50 mi

(10 mg/ ml) For Intravenous.

(20 mg/ ml) For Intravenous,

or
injection

of
injection

Each
water for injections 100 mg
Excipients: Sodium Chioride, Sodium

Proprietary Name
Generic Name

500 mg per 50 ml

{10mg/ ml) For Intravencus,
Intramascular or suboutaneous injection,

-

- J

e, water for injection.

Read directionsfor use carefully

Each in
water forinjections 100 mg

Excipients: Sodium Chioride, Sodium
Hydroxide. water for injection.

Read dgirectionsfor use carefully.

Inactive water for

to 100% W
HHXXKHHHOOKHKHHCHXHHHNKK
XXXXXKXXXXXKXKX KX XXX XXX XK
XEXKXHXKHXHKKXKXXXKXHX KKK KKK
XXXKXKXHAXXKKKXKKXKXKKKXAXA
KAXXKXXXXKX XXX K XKKXXXXXXXK

PL Number: 4508/46008T PL Holder
Manufacturer address, Apple Street.
Bridge town, coppar city DE1LKJS

Inactive water for

to 100% WV
JOOOOKKKHKNKAHXKKKHHXHNKX
XXXXXXXKXXXXXXXKKXXKXKXKXX
XXXXXXKKXKXK XX KXKKKXKKKXK
XXXXXXXKXXXXXXXXEXKKXXKKXXX
KXXKXXXKXKXKKXKXXKXKXKXXKK

PL Number: 4508/46008T PL Holder
Manufacturer address, Apple Street.
Bridge town, copper city DE1LKJ8

Proprietary Name
Generic Name

1,000 mgper 50 mi

{20mg / ml) For Intravenous ,
Intramuscular or subcutaneous injection.

S—

Figure 41

Froprietary name

Generic name
limgm]

mu.'lic v, Im, or v
subculanans

Injcton. 50ml

\5

T
" :

Generic Name

1000mg/ 50ml

Generic Name

Proprietary name Proprietary name
10mgfmi 20mgfml
B S0l contains: Generic name in Each 50 conlains: Genaric name n
Water fo inections 100mg Wiatex for nfections 100mg
Exciplets: Sodum Chiarde, Sodium Exciplents: Sodhum ke, Sodum
“m\'?‘:‘m Weree “S!gill‘?mlw "Fu!“m Waler fﬂg?}ﬁ;ﬂﬁw Proprietary name
intracutaneos, 5., T, IM or intracutaneous, 5.0, o .
peineira Lse pereurl use Generic name
Pead diretions for use carelully. Resa diections for e carefully, 0my/ml
Inactive ingrediient: Waler fie inections Tt ngredient: Walee fof injections ]{]{]{]mg
10 100% v 10 100% W}y Rely o, @
subcutanaous
FLNumber: 4508/46008 T L Holder FL Number: 4508/46006 T PL Holder M 50mi
Manufacture address, Appi Siree, Manufecturer adiess, Apple Sresl,
Bidge town, Coppes cly, DEL FZ3 Bridge town, Copper cly, DELF23 \ /

O
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4. PRE-FILLED SYRINGES
4.1. Secondary packaging

Vary the design of the secondary packaging of similar products to enable easy
identification. Pre-filled syringes that may be required during a medical emergency can be
easily confused, especially when there is minimal differentiation on the outer packaging.
Consider the use of different colored components, for example, plungers or caps, to
emphasize differences. Pharmaceutical products that come in a wide range of
concentrations and doses can also be mistaken for each other.

Outer packaging, once opened, should not be easily re-sealable and should clearly indicate
that the pre-filled syringe has been removed to prevent a delay in treatment if the empty

pack is placed back into stock.

Prpﬂlﬁﬁﬂm . 1 %101 Pra.fibed syringe
prisntiaphiih Lol ; Generlc Name A 1mg In 10mi

Proprietary Name g
Geaneric Name 1mg per 10m| -
a

{9 4mgmly For Infrovenoos Use e
(1310 mi Pra-Filed Eyringe 3

?
e 1 ¥ 10mj Pra-fikad syringe
- Generic Name B 1mg in 10m|

i \

)
i i)

-

Figure 42
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4.2. Text orientation on syringe

Orient text along the length of the syringe so critical information can be read holding it in
the right hand, without rotating the syringe. When text is oriented around the syringe it
necessitates a small font size which can be difficult to read.

Invert text color or use a background color to prevent text showing through.
Volume markings should always be visible and not covered by labels.

e e — . - —
! fi h1 A 1
7 PERTaY! JAH { [N Sy .
([l Veneric ivdr N
1 3 { 4

o

@
L - B

|
1

il = » Ei

{ ie
-i b < =

- = N Eq‘

Figure 43
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5. INFUSION BAGS
5.1. Text positioning

The critical information should be placed at the top of the bag; this information (especially

the drug name and strength/concentration) should be repeated at the bottom of the bag so
that as the bag empties it can still be visualized.

Position the batch number and expiry date close together.

Invert the key information text to draw the eye to it. Key information is lost in dense blocks
of text.

Sodium Chloride [UJELEA
Glucose 5%

20 intravenous Infusion BP 500 ml 2%

1 100

Sodium Chloride
Glucose )

Lot EXP: MAR 2015 /'

]

b ke

v v X

Figure 44
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5.2. Font
The choice of font should be carefully considered to ensure adequate spacing between
letters also the ink should not bleed. Use a san serif font as with other labels.

For multi-ingredients products, list the ingredients in table format if possible.

( = h  —

Sodium Chloride [EEEA

Glucose 5% Loga ounmem romo eveas
Lot EXP: MAR 2016 On rix atriemr eyvals ooyl oo
R—— - =
Do not admirmter samulbaneowly with biood Ouck it compats Ry Sutms
o watiore wion sk S ont sl o e uretes a8 v

400 Contaner 3 urdamaged 800 m‘

== Seor out of reach of chidren p—
Check adste compataility bebore use a w ’ e FEmen !
For wse under medical supervision bt Wlma
Storebelow 25 C
F Rl
£an 530y ontary -

300 SedunOwnn % Sesum iswet 300

—  antyom Gl ST r—— _“ "
Sy AOT
o L t———re
regaae s 08 00 X

2 ntravenous Infusion BP 500 ml 2

Sodium Chloride [XESH
Glucose 5%

EXP: MAR 2016

Figure 45

58
o—ithi o oIl

DS-G-036-V3.1/151008



: SFDA

5.3. Bag volume
For fluids that comes in different volume sizes, give emphasis to the volume of infusion.
Vary other elements of the design to increase differentiation between labels.

When listing ingredients on the infusion bags, the strength should be represented as

quantity per container.

000 miji

R A LR
i e i
r.,mm?:::::.. - ,.w-f;':z:v‘:nq.,::u‘ _:;."”‘m.:—'!:,_,w_rl::!_ﬁ‘ ] IRl AT :
ot e ;m-nw-hum::::\;.‘ “"_-'_'_H | By i
eraen % rre m.“‘& | s |-_§-
e T A i
B ~ [l [P
(pom) m —==_ lllin " || ]|
——— e

Figure 46
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5.4. Use of color

It is important to differentiate between identified high-alert infusions.
Use bold blocks of color that stand out and draw the eye to the critical information and

warnings.

Figure 47

CONTAINS POTAS

1o_oml Intravenous infusion Nl |
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5.5. Bag Unit
Where the strength of pharmaceutical product is expressed in mmol, it should be
represented as mmol/container volume.

5.6. Route of administration

Highlight the route of administration, particularly if it is different from the norm.
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\ | o -m \ | g—,—_;;:r_ = | !
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5.7. Product differentiation

Ensure there is an additional differentiator in addition to the text. For example, use color

or, if this is not possible, vary the graphic components.
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5.8. Surface finish
Use matte materials where possible to improve legibility. If materials used for the fluid
bags and overwraps are reflective, the combination of the two materials can lead to

impaired visibility of key information.
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Figure 50
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VII.

MEDICATION ERRORS REPORTS AND CORRECTIVE

ACTIONS

Reporting Of Medication Errors

All product-related medication errors should be reported to the relevant authorities
SFDA and other relevant stakeholder. — i.e. product-related medication errors
includes poorly designed packaging, similarity between products names, Design
similarity between two or more products from the same company, unclear labels,
etc.

Via vigilance system https://ade.sfda.gov.sa/Organization/Login

. Handling Corrective Actions

Companies have an ongoing responsibility to guarantee that each marketed product
fulfills the applicable requirements, such as guaranteeing that its labeling isn't false
or misleading in any specification. In case a marketed product’s proprietary name,
packaging design or labeling causes or contributes to medication errors, the
Company of that product should work expeditiously with SFDA to resolve the
incident. In the event that the product does not comply with applicable requirements
and the company is unwilling to address or resolve an issue voluntarily, the

company may be subject to enforcement actions.
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VIII.

CONCENTRATION DESIGNATION & RECOMMENDATIONS

. Elimination Of Ratio Expression

Quantity per milliliter (quantity/mL) must be indicated on single-entity injectable
drug products, not as a ratio expression.

Examples: Epinephrine Injection, 1:1000 must be expressed as 1 mg/mL.
Epinephrine Injection, 1:10,000 must be expressed as 0.1 mg/mL. Isoproterenol
Hydrochloride Injection, 1:5000 must be expressed as 0.2 mg/mL. Neostigmine
Methylsulfate Injection, 1:1000 must be expressed as 1 mg/mL.

Quantity per total volume on the main display panel of the label followed by
quantity per milliliter (quantity/mL) enclosed by parentheses for single-entity
injectable drug products more than 1 mL. The concentration of epinephrine will be
expressed as a ratio when mixed with a local anesthetic.

Examples: Lidocaine Hydrochloride and Epinephrine Injection 1%/1:100,000 or
Lidocaine Hydrochloride 1% and Epinephrine Injection 1:100,000.
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IX. A GUIDE TO LABELING AND PACKAGING OF

OPHTHALMIC PREPRATION

1. Deletion of the Arabic Term 4/aba,
We received reports of wrong use of sterile ophthalmic preparations the Arabic
term esu of the sterile dosage form has been perceived as an indication antiseptic

a4 Therefore, to avoid the confusion delete the Arabic term &/aixs |
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