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1.  Introduction  

The information in the Product Literature Standard (PLS) will assist you in creating 
your mock-ups, so that you get them right first time.  

QRD templates and additional information are available on the EMA website. 

Taking note of the following will greatly enhance your chances of getting your mock-
ups right first time: 

 Follow the approved QRD text (if available) or the approved SPC (if no QRD) 
and information in this document 

 If you wish to deviate from the above, contact the relevant authority BEFORE 
submitting mock-ups 

 Deviating from the above will only be permitted in very exceptional 
circumstances – it is up to you to agree the wording during the assessment 
phase of the application procedure and / or before the mock-up review 
process 

 Minor deviations are permitted to correct grammatical errors. 
 If you are asked to make changes, please make them and do not make any 

other changes without agreeing it with the relevant authority first.  

Space availability on packaging 

This should be considered during the assessment process and before the mock-up 
review process.  The amount of text included on the QRD must reflect the size of the 
label. If you are concerned about fitting the agreed text onto your packaging this 
must be taken up with the relevant assessor BEFORE the QRD text is agreed.  

2. What information should appear on the label 

If it is not practical to include all of the information on the immediate or outer 
packaging, a package leaflet must be included and the statement ‘Read the package 
leaflet before use’ should appear on the outer and immediate packaging. 

The front and back of the label should include all QRD requirements for an 
immediate label/outer carton (If small immediate label – case by case, assessors 
may agree for reduced text to be applied). This ensures that if the front portions of 
the label are torn off, the rear label will retain the minimum required text. It is 
important that the information on a blister pack remains available to the user up to 
the point when the last dose is removed.  Often it is not possible to display all the 
information over each blister pocket. Random displays of information should appear 
frequently. It is acceptable to apply the batch number and expiry date at the end of 
the blister.   

National specific information should be included in the country specific box on official 
joint-labels.  This should include any information that is specific to that country only. 
Any information that applies to both countries should be included in the main text 
outside the box.  
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3. Labelling Requirements  

Multilingual Labels Multilingual labels should have a clear separation between the 
different languages.  All the information provided in each 
language should be kept together.   

All labels and packaging must be in English.  They may also 
contain other languages provided that the: 

- requirements of the VMD and HPRA are respected 

- legibility of the English text is not compromised 

- information given is identical in all languages*  

* The VMD or HPRA will only assess the English text on the 
label 

Joint Labelling To obtain joint labelling the SPC/QRD must be identical in both 
the UK and IE. This can be achieved by applying for a 
harmonisation variation in both countries. 

To maintain joint labelling the SPC/QRD MUST remain 
harmonised. 

Joint labelling can be applied for in the following instances 

 at the end of a new mutual recognition procedure (MRP) 
or decentralised procedure (DCP) 

 for mutually recognised products as a stand-alone 
procedure 

 for nationally authorised products as a stand-alone 
procedure; this also involves harmonising the SPC 

Dual Labelling Mock ups are assessed nationally with no communication 
between competent authorities.  

All national requirements will be applicable. 

The MAH should be aware that information in all languages 
may not remain consistent if variations are submitted. 

Strength and total 
content 

Sometimes packaging may need to include both quantity per 
unit volume and total quantity per total volume.  

Different strengths of the same product should be expressed in 
the same format  

Unless space is limited micrograms should be spelt out in full.  

Trailing zeros should not be used (2.5 mg not 2.50 mg).   

 

Company 
Websites 

You can’t refer to company websites.  You can include an 
email address and / or telephone number. 



VMD/L4/GAT/061/C    Page 5 of 22 
 

Anthelmintics   A voluntary labelling scheme has been introduced for the 
inclusion of chemical group symbols on sheep anthelmintic. 
You may use the scheme for other species.  

This is for easy identification of the chemical group through the 
use of approved symbols and to facilitate efforts to delay the 
development of anthelmintic resistance.  

The symbol should be located in a prominent position on the 
outer carton, immediate label and package leaflet.   

A minimum diameter of 10 mm is suggested for the symbol on 
the outer carton, which can be scaled up for larger 
presentations.   

No symbol is required for narrow spectrum anthelmintics e.g. 
closantel.   

 

 

 

 

 

   

 

 

 

 

 

 

 
   

 

 

 

 

 

 

1‐BZ 

Benzimidazoles 

2‐LV 

Levamisoles 

3‐ML 

Macrocyclic Lactones 

4‐AD 

Amino-acetonitrile     
Derivatives 

5‐SI 

Spiroindoles 
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QR Codes  A QR code or 2D barcode may be added providing legibility is 
not affected and only information which complies with the 
below requirements can be accessed: 

1. The information is intended for internal manufacturing 
processing, stock control or anti-counterfeit measures that 
cannot be accessed by the public  

2. Public information which conforms to the product information 
approved by the HPRA and VMD (Summary of Product 
Characteristics, label or package leaflet for that product.)   

Links to website addresses and/or company websites are 
considered promotional and cannot be included. 

3.  Does not affect any other aspect of the label or leaflet and 
does not affect the legibility of the approved label or leaflet 
text. 

UK only:  

A Type IB variation is required to add a QR code that holds 
information which can be read by members of the public, The 
variation must include a detailed account of information to 
which this code links. Further significant changes to this 
information, would require the submission of a further variation.  

Once a QR code has been approved the MAH is responsible 
for ensuring that the information included in the QR code is in 
line with the approved SPC.  

IE only:  

Addition of QR codes or 2D barcodes fulfilling all three of the 
above requirements will not require submission of a variation 
application.  However, where the addition of such a code or 
barcode meets conditions 1 and 2 but does not meet condition 
3, a national C.II.6.b variation should be submitted along with 
amended mock-ups for consideration. 

It is the responsibility of the MAH to ensure that all three of the 
above conditions are met.   
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Product ranges There should be a separate SPC and product literature for 
each strength and pharmaceutical form of a veterinary 
medicinal product.  

You may be able to combine package leaflets for products that 
are different strengths and / or different pharmaceutical forms. 
If a combined package leaflet is required, this should be raised 
during the assessment phase when the QRD text is being 
agreed and before the mock-up review process.  

A combined package leaflet will only be agreed if the following 
conditions are met: 

1. Contents of package leaflets are identical 
2. A combined package leaflet does cause confusion for 

the user of the product. 
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4. Readability 

The following should be taken into consideration during the design of mock-ups: 

Type Style and Size The type of font should be easy to read.  Stylised fonts 
which are difficult to read should not be used. 

Choose a font that clearly distinguishes between similar 
characters such as. “i”, “l” and “1”.  

Capitals should be avoided, but can be used to emphasise 
words. 

Italics should be used for Latin terms when citing correct 
nomenclature and microorganisms.  

The font size* should be as large as possible and, as a 
minimum, must be clearly legible and understood by the 
end user. 

Type of Packaging 
Recommended 

Font Size 

Minimum 
Font Size 

Small Immediate 
Pack Sizes 

7 pt 4.75 pt** 

Immediate 
Packaging 

7 pt 6 pt 

Outer packaging  7 pt 7 pt 

Package Leaflet  9pt 8 pt 

If you can’t use the recommended font size, please 
include a justification for this when submitting mock-ups. 

*Font size should be measured against Times New Roman, 
as per the European Commission’s readability guidelines 
(2009) 

** This is only applicable in exceptional circumstances and 
on a case by case basis.  

Colour Colours should have a good contrast between the text and 
the background.   

The legibility of information should not be compromised by 
the colours chosen. Preferably, dark text should be printed 
on a light background, but the reverse may also be 
applied in certain circumstances, for example when 
highlighting a particular warning.    
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The following should be taken into consideration by the applicant when generating 
mock-ups:  

Design and Layout Legibility of information should not be compromised by 
design. When designing mock-ups you should consider, 
whether the layout, font size, legibility have been fully 
optimised.    

Where possible line spaces should be kept clear. Space 
between lines enhances clarity.  

Column format of text is acceptable.  The margin between 
columns should be large enough to separate the text.   

If space is limited a vertical line may be used to separate 
text. Related information should be kept together so that 
information flows from one column to the next. 

 
Headings  Headings can help users navigate the text. Bold type and 

different colours can help this information stand out. 

Spacing above and below the headings should be 
consistent throughout the packaging.   

The use of multiple headings should be considered 
carefully as the use of more than two levels may cause 
confusion. 

Use of QRD headings on the immediate and outer 
packaging is not obligatory, but you must include headings 
that clearly convey meaning (such as: withdrawal period).  

Use of Images and 
Symbols 

You may include clear diagrams and images in addition to 
wording, provided they are not misleading or cause 
confusion.  

Symbols and images can be useful provided the meaning 
is clear and that the size of the image is legible.   
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5. Table of mock-up requirements 

 

PARTICULARS TO APPEAR ON THE PACKAGING AND 
PACKAGE LEAFLET 

P
ackage Leaflet 

O
uter P

ackaging 

Im
m

ediate 
P

ackaging 

S
m

all Im
m

ediate 
P

ackaging 

B
listers or S

trips 

Label no leaflet 

The name and address of MAH and manufacturer for 
batch release 

Name only 

Name and address

Batch release if different to the MAH

Where several company names and addresses appear, the 
role of each should be clear. 

If space is limited the addresses can be shortened; however, 
it must include the name of the country if outside the UK or 
Ireland (as applicable).  

A local representative may also be included, but this is not a 
legal requirement.  

Distributor 

UK: You may include the details of a named distributor on 
your labels instead of, or as well as the MAH details.  

IE: You may include the details of a named distributor on 
your labels as well as the MAH details.  

 

 

 

 

X 

 

X 

 

 

 

 

X 

 

 

 

 

X 

  

 

X 

 

 

 

 

X 

 

X 

Name of the veterinary medicinal product, followed by its 
strength and pharmaceutical form  

The name of the product should match the SPC/QRD and 
should be legible. 

The whole product name should appear together.  

Copyright or trademark symbols are allowed.  

X X X X X X 

The name and quantity of the active substance and the 
name of any excipient if shown in Section 2 of the SPC. 

 

The name of the active substance and quantity

The name of the active substance

 

X 

 

 

 

X 

 

X 

 

 

 

X 

 

 

 

 

X 

 

X 
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PARTICULARS TO APPEAR ON THE PACKAGING AND 
PACKAGE LEAFLET 

P
ackage Leaflet 

O
uter P

ackaging 

Im
m

ediate 
P

ackaging 

S
m

all Im
m

ediate 
P

ackaging 

B
listers or S

trips 

Label no leaflet 

Pharmaceutical form 

Not required if it forms part of product name X X    X 

Indications  

Non-prescription products

Prescription products

 

X 

X  

 

X 

 

X 

   

X 

X 

Contraindications  X     X 

Adverse Reactions  

Include the statement “If you notice any serious effects or 
other effects not mentioned in the package leaflet, please 
inform your veterinary surgeon.” 

X     

 

X 

Target Species 

For small immediate packaging or blister strips the target 
species may appear either as part of the product name, 
separately, or replaced by a clear pictogram.   

Further information and clarification on the use of pictograms 
has been produced by CMDv which can be found on the 
HMA website.  

X X X   X 

Dosage   

If there is a package leaflet

No package leaflet

 

X 

 

 

X 

 

 

X 

 

 
 

 

 

X 

 

Method / route of administration 

The route of administration should be written as per the SPC.  
Standard abbreviations  are acceptable on small immediate 
packaging or on the outer packaging provided that full 
terminology is used on the package leaflet. Non-standard 
routes should be written out in full.   

X X X X  

 

 

X 

Advice on correct administration  X     X 
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PARTICULARS TO APPEAR ON THE PACKAGING AND 
PACKAGE LEAFLET 

P
ackage Leaflet 

O
uter P

ackaging 

Im
m

ediate 
P

ackaging 

S
m

all Im
m

ediate 
P

ackaging 

B
listers or S

trips 

Label no leaflet 

Withdrawal period 

For food producing species the withdrawal period, as per the 
agreed QRD, should be shown even if it is zero hours / days.  

X X X X  X 

Special storage instructions X X X   X 

Special warnings  

Warnings as per the following sections of the SPC – 4.4, 4.5, 
4.7, 4.8, 4.10 and 6.2. 

 

 

X 
 

 

X 

 

 

X 

  

 

X 

Disposal advice  

As written in Section 6.6 of the SPC unless otherwise agreed 
in the QRD.   

If agreed during assessment, additional national disposal and 
environmental warnings may also need to be included on the 
packaging.   

X X    

 

 

X 

Date package leaflet was last approved  

EU Applications – Last day of assessment phase 

National Applications – Date of issue.  

X     X 

Other information  

Further information required in the MA 
X     X 

Batch Number  

 
 X X X X X 

Expiry Date  

The expiry date should be written clearly to avoid confusion  

Dates may be printed, embossed or engraved into the 
packaging.  If this is overprinted onto the final printed mock-
up this should be clarified to the competent authority.   

 X X X X X 

The words ’For animal treatment only’. X X X X X X 
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PARTICULARS TO APPEAR ON THE PACKAGING AND 
PACKAGE LEAFLET 

P
ackage Leaflet 

O
uter P

ackaging 

Im
m

ediate 
P

ackaging 

S
m

all Im
m

ediate 
P

ackaging 

B
listers or S

trips 

Label no leaflet 

Content by weight, by volume or by number of doses X X X X  X 

The marketing authorisation (MA) number  

UK - Vm xxxxx/xxxx  

IE - VPA xxxxx/xxx/xxx  

While it is not mandatory to include this information on the small 
immediate packaging we strongly encourage you to do so.  

UK/IE Joint Labelled Products 

Where possible and when space allows, country specific 
information should appear  on mock-ups as follows: 

 

 

 

 

In Ireland the package leaflet should state the method of sale 
and supply in full.  

X X X    X 

Distribution category.  The distribution category should 
appear in a box.  

Prescription products should include the following statement: 

“To be supplied only on veterinary prescription”.  

UK only: While it is not mandatory to include the distribution 
category on the small immediate packaging, we strongly 
encourage you to do so.  

IE only: It is mandatory to include the distribution category on the 
small immediate packaging. 

X X X X (IE 
only)  X 

The words ‘Keep out of the sight and reach of children’. X X    X 

UK  

Vm xxxxx/xxxx 

 POM-V 

IE  

VPA xxxxx/xxx/xxx 

 POM 
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PARTICULARS TO APPEAR ON THE PACKAGING AND 
PACKAGE LEAFLET 

P
ackage Leaflet 

O
uter P

ackaging 

Im
m

ediate 
P

ackaging 

S
m

all Im
m

ediate 
P

ackaging 

B
listers or S

trips 

Label no leaflet 

The in-use shelf life (if appropriate) should be listed on 
multidose containers ≥ 50 ml.  

UK only: 

A suitable space to record the discard date (if relevant).  

The following statement should be included:

“When the container is broached / opened for the first time, 
using the in-use shelf life which is specified on this package 
leaflet, the date on which any product remaining in the 
container should be discarded should be determined.  This 
discard date should be written in the space provided on the 
label.” 

 

 

 

 

 

 

X 

X X   X 

 

 

 

 

 

X 
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The table below shows the minimum amount of information which should appear on 
a diluent label.   

PARTICULARS TO APPEAR ON THE IMMEDIATE DILUENT LABEL 

Name of diluent 

The ‘trade’ name with a brief description or a more describing way of naming 
(Solvent /diluent for type of vaccine it can be used with or properties of the diluent). 

Content by weight, by volume or by number of doses 

Route(s) of administration  

The statement ‘Read the package leaflet before use’.  

Storage conditions  

For example: Store below 25ºC 

Batch Number 

Expiry Date 

The words “For animal treatment only” 

Vm/VPA number 

UK only: While it is not mandatory to include the Vm number on the diluent label, 
we strongly encourage you to do so.  

IE only: It is a mandatory requirement to include the MA number on the immediate 
packaging. While it is not mandatory to include this information on the small 
immediate packaging, we strongly encourage you to do so. 
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Homeopathics 

Homeopathic veterinary medical products should include the same information as for 
most products as well as the extra particulars shown below:  

ADDITIONAL PARTICULARS TO APPEAR ON THE VETERINARY 
HOMEOPATHIC REMEDY PACKAGING 

Clear mention of the words “homeopathic remedy without approved therapeutic 
indications for veterinary use”. 

Scientific names of the stock(s), followed by degree of dilution using symbols of 
pharmacopoeia.  

If product is composed or more than one stock, the packaging may need to mention 
an invented name in addition to the scientific names of the stocks.  

Name and address of registration holder and if appropriate manufacturer  

The manufacturer does not need to be included on small containers (not more than 
50 ml)  

Method and if necessary route of administration  

The route of administration should be included on small containers (not more than 
50 ml). 

Expiry date 

Pharmaceutical form  

Contents of sale presentation 

Special storage precautions  

Withdrawal period or a statement if the product is contraindicated for animals 
intended for human consumption. 

Target species  

A special warning if necessary for the product 

Manufacturers batch number  

UK  

In the UK a registered product will have registration number preceded by the symbol 
Vh on the labels.   

IE 

A registered product will have a registered number in the following format: HoVR 
01/001.  HoVR represents the homeopathic veterinary registration; 01 is the number 
allocated to the company and 001 is the product number.  
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ANNEX A:  VMD Requirements  

A.1 Packaging  

If you cannot fit all of the required information on the relevant packaging, you should 
include the following statements on all product literature if an outer carton is used: 

 The words “Keep the container in the outer carton”.   
 

If space is available, you may be asked to include extra information especially in the 
case of Provisional Marketing Authorisations (PMAs) and Limited Marketing 
Authorisations (LMAs).  

A.2 Controlled Drugs 

Products containing controlled drugs are authorised as POM-V. 

Products containing controlled drugs in Schedule 2 or 3 of the Misuse of Drugs 
Regulations 2001 will be clearly identified with “CD” either in a triangle (preferably) or 
in a box and the relevant schedule detailed on the label – see below. 

 

 

 

                         (Sch 2)                               (Sch 2) 

The CD symbol should be included on labels (where space permits), outer 
packaging and on the package leaflet. This does not need to be included on blister 
packs or small immediate labels.  

A.3 Exceptional Marketing Authorisations (MAs) 

Exceptional MAs are subject to normal labelling requirements, but are also required 
to include the following information on the packaging: 

 A clear statement that the product does not have a full Marketing 
Authorisation and to highlight areas of ‘weakness’. For example: “This is a 
Limited Marketing Authorisation. A full set of supporting safety and efficacy 
data is not available for the product”. 

 The statement “All suspected adverse reactions and any suspected lack of 
efficacy should be reported to <company pharmacovigilance phone number 
and address>” 

 The statement “Further information on this product and its supporting data can 
be found on http://www.vmd.defra.gov.uk/ProductInformationDatabase/” 

CD 
CD 
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A.4 Parallel Import Marketing Authorisations (MAPI) 
 
MAPIs are subject to normal labelling requirements, but are also required to include 
the following information on the packaging. A photograph of the over-labelled 
product may be requested to ensure that any foreign text which does not comply with 
the UK requirements is not visible. 
 

ADDITIONAL LABELLING REQUIREMENTS 

MAPI holder name and address 

‘Manufactured by (name of original MAH)’ 

‘Procured from within the EU and repackaged by the licence holder’ (Name and 
address of MAPI holder’ 

Adverse reactions 

The MAPI holder must provide a UK telephone number for reporting adverse 
events. 

Batch Number 

The original manufacturers batch number should be included 

Expiry Date 

The original manufacturers expiry date should be included 

The words “For animal treatment only” 

Vm/VPA number 

UK only: While it is not mandatory to include the Vm number on the diluent label, 
we strongly encourage you to do so.  

IE only: It is a mandatory requirement to include the MA number on the immediate 
packaging. While it is not mandatory to include this information on the small 
immediate packaging, we strongly encourage you to do so. 

 

A.5 Dedicated Dispensing Containers 

If submitted to the VMD with the authorised packaging, they are considered to form 
part of the authorised packaging and will be subject to the same level of mock-up 
assessment.  
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ANNEX B:  HPRA Requirements 

Submission of mock-ups for different pack sizes 
 

The HPRA does not require the submission of mock-ups for all pack sizes. It is 
sufficient to submit the smallest and largest pack sizes for review. Should the MAH 
not wish to market the smallest/largest pack size at time of assessment, a condition 
will be placed on the marketing authorisation to state that mock-ups for these pack 
sizes must be approved by the HPRA prior to marketing via a national C.II.6 (b) 
variation. 

For Nationally Authorised Immunological Products Only 

If a product is classified as LM, the following warning is required: 

“Prior to first time use on a farm, it is strongly recommended that the advice of a 
veterinary practitioner is sought”. 

Exceptional Marketing Authorisations 

The Regulations allow a product to be authorised in specific and restricted 
circumstances, without all the comprehensive data on therapeutic effects, which is 
normally required.  In Ireland, the Department of Agriculture, Food and the Marine 
(DAFM) is responsible for authorisation under this provision.  Information on labelling 
requirements for products authorised under exceptional circumstances can be 
obtained from DAFM. 

Dedicated Dispensing Containers 

Whilst not a requirement, it is the HPRA’s preference that mock-ups of all dispensing 
materials intended to be supplied by a marketing authorisation holder (MAH) to 
facilitate the dispensing of their product by a registered veterinary practitioner, 
pharmacist, the holder of an animal remedies merchant’s licence (responsible 
person) or a person entered in the ‘companion animal medicine sellers register’ 
(registered person), should be submitted to the HPRA for review and approval.  

For new products, mock-ups of dispensing materials should be submitted at the time 
of submission of mock-ups of other product livery (immediate/outer packaging and 
package leaflet).  For existing products, mock-ups of new or existing dispensing 
materials should be submitted by way of a variation application (with accompanying 
fee). 

Note that in the case of joint labelling procedures between the HPRA and the VMD 
where dispensing materials are not enclosed within the authorised packaging but are 
to be supplied independently of the authorised packaging, such mock-ups will be 
assessed independently by the HPRA only. 
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The following points should be considered by the MAH before submitting mock-ups 
of dispensing materials to the HPRA for review and approval.  

 Dedicated dispensing materials are considered as ‘supplementary packaging 
materials’ and are not to be used as a replacement for official packaging 
materials. 

 The choice of whether or not to use dispensing materials (wallets/cartons etc.) 
rests with the prescribing veterinarian, the pharmacist or the 
responsible/registered person dispensing the product and who is responsible 
for ensuring that all relevant information concerning the product being 
dispensed is provided to the animal owner.  

 Responsibility for the assessment of the suitability/adequacy of any form of 
dispensing material (in terms of child resistance/user safety, manufacturing 
materials etc.) rests with the person dispensing the product and will not be 
considered by the HPRA in the context of assessing such mock-ups.  

 All text must be of an adequate font size to ensure legibility (as for all other 
product literature). 

 Only approved information (i.e. information included in the SPC and/or 
labelling/leaflet texts) agreed during the product application procedure may be 
included on the dispensing materials. 

 Promotional or marketing statements will not be approved and therefore 
should not be included. 

 Space requirements for dispensing information (such as name & address of 
veterinary practice, date of dispensing, client details etc.) should be 
considered by the applicant. 

 The legal category of route of sale/supply and VPA number must be included. 

 The text to be included on the dispensing material should normally include the 
QRD text approved for immediate packaging units as a minimum. 
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Definitions 

 

Immediate Packaging  The label on the container or any other form of 
packaging that is in direct contact with the 
Veterinary Medicinal Product (VMP)  

The immediate packaging does not include 
capsules which are administered as part of the 
product.   

  

Outer Carton  The packaging into which the immediate packaging 
is placed. 

  

Label Information on the immediate or outer packaging.  

  

Package Leaflet The leaflet that contains information for the user 
which accompanies the VMP. 

  

Product Literature Consists of labelling for the immediate packaging, 
outer packaging and package leaflet.   

  

Summary of Product 
Characteristics (SPC) 

Contains information on the VMP as agreed during 
the course of the assessment process 

  

Mock-up A flat artwork design in full colour, presented so that 
it provides a full size replica of both the immediate, 
outer packaging and package leaflet so that the 
three dimensional presentation of the label text is 
clear.   
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