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1. NAME OF THE MEDICINAL PRODUCT

[Guidance on the expression of strength is available in the “QRD Recommendations on the Expression of
Strength in the Name of Centrally Authorised Human Medicinal Product (as stated in section 1 of SmPC and
in the name section of labelling and PL”.]

{(Invented) name strength pharmaceutical form}
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JName of the active substance(s) in the language of the text.] - {Formatted: Font: Not Italic

[For Advanced Therapy Products ONLY:

Where an advanced therapy medicinal product contains cells or tissues, a detailed description of these cells
or tissues and of their specific origin shall be provided, including the species of animal in cases of non-
human origin. The following subheadings shall be included:

<2.1 General description> (For Advanced Therapy Products only)

<2.2 Qualitative and quantitative composition> (For Advanced Therapy Products only)

Moreover, in the case of advanced therapy medicinal products, explanatory illustrations may be included, if - {Formatted: Font: Not Italic

necessary. |

<Excipient(s) with known effect:>
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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.> - {Deleted: halves

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

ISpecify, if appropriate <This medicinal product is for diagnosticuse only>.] _ -~ { Formatted: Font: Not Italic
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4.2 Posology and method of administration

Posology
[Additional subheadings such as “Elderly patients’ or “Patients with renal impairment” can be stated if

necessary.

Paediatric population



<The <safety> <and> <efficacy> of {X} 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 - [ Formatted: Font: Not Italic
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 - {Deleted: 1
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<There is no relevant use of {X} <in the paediatric population> <in children aged {x to y} <years>, . {
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<months> {or any other relevant subsets, e.g. weight, pubertal age, gender} <in the indication...>.> [specify "
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[Method of administration: directions for proper use by healthcare professionals or by the patient. Further
practical details for the patient can be included in the package leaflet, e.g. in the case of inhalers,
subcutaneous self-injection. 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>> - /[ Deleted: . J
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4.3 Contraindications

<Hypersensitivity to the active substance(s) or to any of the excipients listed in section 6.1 <or {name of the - [ Formatted: Font color: Green J
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 to facilitate readability (i.e. identification of information in lengthy section).]
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4.5 Interaction with other medicinal products and other forms of interaction
<No interaction studies have been performed.>
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<Interaction studies have only been performed in adults.> Underline
4.6  Fertility, pregnancy and lactation
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4.7 Effects on ability to drive and use machines

<{Invented name} has <no or negligible influence> <minor influence> <moderate influence> <major
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<Not relevant.> ~{ Formatted: Font: Not Italic

4.8 Undesirable effects

JMedDRA frequency convention and system organ class database, see Appendix II.] - [ Formatted: Font: Not Italic
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[Subheadings should be used to facilitate identification of information on each selected adverse reaction and [ Field Code Changed
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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”, - [ Formatted: Font: Not Italic
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4.9 Overdose

Additional sub-headings. such as “Symptoms” or “Management” can be stated, if necessary.
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5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: {group}, ATC code: {code} <not yet assigned> - [ Formatted: Highlight

JFor medicinal product authorised as similar biological medicinal product, include the following statement:] - {Formatted: Font: Not Italic

<{(Invented) Name} is a biosimilar medicinal product. Detailed information is available on the website of
the European Medicines Agency http:/www.ema.europa.eu.>

[Tabular presentation of clinical efficacy and safety information may be used.]

<Mechanism of action> - [ Formatted: Underline

<Pharmacodynamic effects>

<Clinical efficacy and safety>
<Paediatric population>

_ - {Formatted: Font: Not Italic

be given as follows:]

[For waivers applying to all subsets:]
<The European Medicines Agency has waived the obligation to submit the results of studies with
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This means that further evidence on this medicinal product is awaited.
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The European Medicines Agency will review new information on fhis medicinal product at least every year ~__ - /[ Deleted: the
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[For medicinal products approved under “exceptional circumstances”, include the following statement:] _ - { Formatted: Font: Not Italic

<This medicinal product has been authorised under ‘exceptional circumstances’. - ‘[Formatted: Font: Not Italic

This means that =due to fhe rarity of the disease> <for scientific reasons> <for ethical reasons> ithasnot [ pejeteq: <

been possible to obtain complete information on this medicinal product.

The European Medicines Agency will review any new information which may become available every year

and this SmPC will be updated as necessary.>
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5.3 Preclinical safety data

Additional subheadings such as “Juvenile animals studies’ can be included when necessa

<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)>

6.

6.1

PHARMACEUTICAL PARTICULARS

List of excipients

- '[ Formatted: Font: Not Italic

[For advanced therapy medicinal products, preservative systems should be described. ]
<None.>

6.2

Incompatibilities

- [ Formatted: Font: Not Italic

products.>[e.g. for parenterals.] - [ Formatted: Font: Not Italic
<This medicinal product must not be mixed with other medicinal products except those mentioned in section

<6.6r<and><12>> ~ -~ { peteted:

6.3  Shelf life



Information on the finished product shelf life and on the in-use stability after 1st opening and/or

reconstitution/dilution should appear here. Only one overall shelf life for the finished product is to be given
even if different components of the product may have a different shelf life (e.g. powder & solvent).],
<...> <6 months> <...> <] year> <18 months> <2 years> <30 months> <3 years> <...>

6.4 Special precautions for storage

section 6.3.>

6.5 Nature and contents of container <and special equipment for use, administration or -

implantation>

Explanatory illustrations may be included, if necessary.]
Multipack presentations should also be listed in this section, e.g. “multipacks containing 180 (2
film-coated tablets”.]

acks of 90

<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.>

7. MARKETING AUTHORISATION HOLDER

{Name and address}
<{tel}>

<{fax}>
<{e-mail}>

8. MARKETING AUTHORISATION NUMBER(S)

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

[As per SmPC guideline, the date should be stated in the following format:]
<Date of first authorisation: {DD month YYYY !>
<Date of latest renewal: {DD month YYYY}>
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reflect individual strength/presentation approvals introduced via subsequent variations and/or extensions. |

10. DATE OF REVISION OF THE TEXT

[Item to be completed by the Marketing Authorisation Holder at time of printing once a change to the SmPC
has been notified or printed.

For type IA variations affecting the product information, the date of revision of the text should be the date of
implementation of the change by the MAH. For more details please consult the post-authorisation Q&A
guidance - Type IA variations.]

<{MM/YYYY}>

<{DD/MM/YYYY}>

<{DD month YYYY}>

<11. DOSIMETRY>

<12. INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS>

<Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.>

Detailed information on this medicinal product is available on the website of the European Medicines
Agency http://www.ema.europa.cu.
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ANNEX II

A. <MANUFACTURER(S) OF THE BIOLOGICAL ACTIVE
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A. <MANUFACTURER(S) OF THE BIOLOGICAL ACTIVE SUBSTANCE(S) AND>

<Name and address of the manufacturer(s) of the biological active substance(s)

{Name and address}>

Name and address of the manufacturer(s) responsible for batch release

{Name and address}

following statement:]
<The printed package leaflet of the medicinal product must state the name and address of the manufacturer
responsible for the release of the concerned batch.>

B. CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE,
<Medicinal product subject to medical prescription>
<Medicinal product not subject to medical prescription.>

<Medicinal product subject to special medical prescription.>

Characteristics, section 4.2).>

<Medicinal product subject to special and restricted medical prescription (see Annex I: Summary of Product 1/

Characteristics, section 4.2).>

<Official batch release (only for Vaccines and Blood products) ’

In accordance with Article 114 of Directive 2001/83/EC, the official batch release will be undertaken by a
state laboratory or a laboratory designated for that purpose.>
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The Marketing Authorisation Holder shall
complete the following programme of
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<Chemical, pharmaceutical and
biological aspects™>q]
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aspects™>{
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ANNEX IIT

LABELLING AND PACKAGE LEAFLET

[N.B.: boxed headings in Annex IIIA are provided to help applicants when completing the template; they
should remain in the opinion/decision. However, they are not to appear in the final printed packaging
materials (mock-ups/specimens).

A separate text for outer and inner packaging labelling should be completed per strength and per
adoption by CHMP of a combined labelling text, the text does not need to be separated after adoption of the
opinion.

A separate package leaflet should be provided per strength and per pharmaceutical form. During the
evaluation process however, applicants may present package leaflets for different strengths in one document,

should take into account the QRD guidance as published in the “Compilation of QRD decisions on stylistic
matters”. Upon CHMP agreement (on a case-by-case basis) with a combined package leaflet text, the text
does not need to be separated after adoption.
However, in all other cases, a separate package leaflet per strength and per pharmaceutical form, containing
applicant as follows:

- English language version: immediately after adoption of the opinion.

- All other language versions: at the latest 25 days after adoption of the opinion (i.e. at the

latest after incorporation of Member States comments).

Text which will not appear in the final printed material is to be presented as grey-shaded text.]
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A. LABELLING

should be presented according to the template below, irrespectively of their sequence on the actual labelling
and their position and possible repetition on the individual sides/flaps of the packaging (e.g. top flap, front,
back etc.). Blue-boxes and their contents should not be included.

Where the same text for outer and inner packaging is used, this should be clearly indicated in the heading
and in {nature/type}. Text which is identical for different presentations should be provided only once, e.g.
text of inner vial label where such vial is part of different pack-sizes.

On the printed outer packaging material, an empty space should be provided for the prescribed dose;
however, this should not appear in the Labelling text (Annex I11A).]

[Boxed headings are provided to help applicants when completing the template; they should remain in the
opinion/decision annexes. However, they are not to appear in the final printed packaging materials (mock-
ups/specimens).]
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governing medicinal products in the European Union, Volume 3B). However, if the medicinal product is a
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On the inner carton (without blue box): “90 film-coated tablets. Component of a multipack, can’t be sold

separately.”.

5. METHOD AND ROUTE(S) OF ADMINISTRATION |

JMethod of administration: directions for proper use of the medicinal product, e.g. “Do not swallow”, “Do - {Formatted: Font: Not Italic

not chew”, “Shake well before use”. In all cases, and especially if full details cannot be included on the outer
packaging itself, a reference to the package leaflet must be made:]

Read the package leaflet before use.

- {Formatted: Font: Not Italic

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT OF

THE SIGHT AND REACHOF CHILDREN - {I Deleted: AND SIGHT
Keep out of the sight and reach of child,ep. - { Deleted: and sight

16



| 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.

. “Cytotoxic: Handle with caution”, “May cause birth defects”
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Very common: may affect more than 1 in 10 people

Common: may affect up to 1 in 10 people
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Not known: frequency cannot be estimated from the available data

This frequency convention should not appear before the list of side effects as this takes up space and has
shown in user testing to be misleading to patients.

In any case, when expressing the likelihood of side effects it is important to include verbal terms and
numerical data, as far as possible. Bear in mind that user testing has shown that double sided expressions /
such as “affects more than 1 in 100 but less than 1 in 10 are not well understood and should not be used. ,
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<{e-mail }>

“Manufacturer: DEF Ltd, etc.” (Full address: name of the country to be stated in the language of the text.
Telephone or fax numbers, e-mail addresses or websites are not allowed). |

[If MAH and manufacturer are the same, the general heading “Marketing Authorisation Holder and
Manufacturer” can be used.]

[In cases where more than 1 manufacturer responsible for batch release is designated, all should be listed

here (with or without grey-shading, depending on the option chosen for the printed package leaflet),
However, the printed package leaflet of the medicinal product must clearly identify the manufacturer
responsible for the release of the concerned batch or mention only the specific manufacturer responsible for
the release of that batch.]

- Listing of local representatives is not a requirement, but where used they must be stated for all
Member States. However, a representative may be designated for more than one country and may also
be the MAH where no other local representative is indicated.

In cases where the same representative is designated for more than one country, the representative’s
details may be listed only once below the names of the countries concerned.

- Where a local representative is located outside the country concerned and where an address is given,
the country name must be included in the address of the local representative and must be given in the
language(s) of the country(ies) for which the local representative is designated.

- ISO country codes* may be used to replace the full name of the country heading. ISO codes together
with the respective names of EU/EEA countries can be found at the following web site:
http://publications.europa.eu/code/en/en-370100.0tm,

- In order to save space in the printed package leaflet, local representatives may be presented
sequentially rather than in a tabulated format. In case of multi-lingual leaflets, the list of local
representatives can be printed only once at the end of the printed leaflet.

- The local representative may be indicated by name, telephone number and electronic e-mail address
(optional) only. Postal address may be added space permitting. Website addresses or e-mails linking to
websites are not allowed,

- If a representative is outside the relevant country, indicate the name of the country.

- For Belgium (Brussels) and Finland (Swedish speaking Finland) addresses may appear in two
languages, respectively Dutch/French and Finnish/Swedish.

- For Greece and Cyprus, the address must appear in Greek.

Telephone numbers: international dialling code followed by the area code and telephone number, e.g.
European Medicines Agency Tel: + 44-(0)20 7418 8400.]

A _ _ o

*[except for the United Kingdom, for which UK is recommended (instead of the ISO code GB),]

For any information about this medicine, please contact the local representative of the Marketing
Authorisation Holder:

Belgié/Belgique/Belgien Luxembourg/Luxemburg
{Nom/Naam/Name} {Nom}

<{Adresse/Adres/Anschrift } <{Adresse}

B-0000 {Localité/Stad/Stadt}> L-0000 {Localité/Stadt}>

Tél/Tel: + {N° de téléphone/Telefoonnummer/ Tél/Tel: + {N° de téléphone/Telefonnummer}
Telefonnummer} <{e-mail}>

<{e-mail}>
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Boarapus

{Nme}

<{Azpec}

{I'pan} {IlomeHcku Kox}>
Ten.: + {Tenedonen Homep}
<{e-mail }>

Ceska republika
{Nazev}

<{Adresa}

CZ {mésto}>

Tel: +{telefonni ¢islo}
<{e-mail}>

Danmark

{Navn}

<{Adresse}

DK-0000 {by}>

TIf: + {Telefonnummer}
<{e-mail}>

Deutschland

{Name}

<{Anschrift}

D-00000 {Stadt}>

Tel: + {Telefonnummer}
<{e-mail}>

Eesti

(Nimi)

<(Aadress)

EE - (Postiindeks) (Linn)>
Tel: +(Telefoninumber)
<{e-mail}>

EA\Lado

{Ovopa}

<{AwebOvvon}

GR-000 00 {moAn}>

Tnh: + {Ap1Opdg mAepmvov}
<{e-mail}>

Espaiia

{Nombre}
<{Direccion}
E-00000 {Ciudad}>
Tel: + {Teléfono}
<{e-mail}>

France

{Nom}

<{Adresse}

F-00000 {Localité}>

Tél: + {Numéro de téléphone}
<{e-mail}>

Magyarorszag
{Név}

<{Cim}

H-0000 {Varos}>
Tel.: +{Telefonszam}
<{e-mail}>

Malta

{Isem}

<{Indirizz}

MT-0000 {Belt/Rahal}>
Tel: + {Numru tat-telefon}
<{e-mail}>

Nederland

{Naam}

<{Adres}

NL-0000 XX {stad}>
Tel: + {Telefoonnummer}
<{e-mail}>

Norge

{Navn}

<{Adresse}

N-0000 {poststed}>
TIf: + {Telefonnummer}
<{e-mail }>

Osterreich
{Name}
<{Anschrift}

Tel: + {Telefonnummer}
<{e-mail}>

Polska

{Nazwa/ Nazwisko:}
<{Adres:}

PL — 00 000{Miasto:}>
Tel.: + {Numer telefonu:}
<{e-mail }>

Portugal

{Nome}

<{Morada}

P-0000-000 {Cidade}>

Tel: + {Numero de telefone}
<{e-mail}>

Roménia

{Nume}

<{Adresa}

{Oras} {Cod postal} — RO>
Tel: + {Numar de telefon}
<{e-mail}>
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Ireland

{Name}

<{Address}

IRL - {Town} {Code for Dublin}>
Tel: + {Telephone number}
<{e-mail}>

island

{Nafn}
<{Heimilisfang}
IS-000 {Borg/Ber}>
Simi: + {Simantmer}
<{Netfang }>

Italia

{Nome}

<{Indirizzo}

1-00000 {Localita}>

Tel: + {Numero di telefono}>
<{e-mail}>

Kvzmpog

{Ovopa}

<{AevBvvon}

CY-000 00 {morn}>

TnA: + {ApOudc mrepdvov}
<{e-mail }>

Latvija

{Nosaukums}

<{Adrese}

{Pilséta}, LV {Pasta indekss }>
Tel: + {Telefona numurs}
<{e-mail}>

Lietuva

{pavadinimas}

<{adresas}

LT {pasto indeksas} {miestas}>
Tel: +370{telefono numeris}
<{e-mail }>

leaflet will be updated as necessary.>

Slovenija

{Ime}

<{Naslov}

SI-0000 {Mesto}>

Tel: + {telefonska stevilka}
<{e-mail}>

Slovenska republika
{Meno}

<{Adresa}

SK-000 00 {Mesto}>
Tel: + {Telefonne ¢islo}
<{e-mail }>

Suomi/Finland

{Nimi/Namn}

<{Osoite/Adress}

FIN-00000 {Postitoimipaikka/Stad}>
Puh/Tel: + {Puhelinnumero/Telefonnummer}
<{e-mail}>

Sverige

{Namn}

<{Adress}

S-000 00 {Stad}>

Tel: + {Telefonnummer}
<{e-mail}>

United Kingdom

{Name}

<{Address}

{Town} {Postal code} — UK>
Tel: + {Telephone number}
<{e-mail}>
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This means that <because of the rarity of this disease> <for scientific reasons> <for ethical reasons> it has
been impossible to get complete information on this medicine.

N

WS

N

‘[ Deleted: products

‘[Formatted: Font: Not Italic

\{Formatted: Font: Not Italic

W
P . . . . . . s Deleted: “E
The European Medicines Agency will review any new information on this medicine every year and this \\\{ clete
leaflet will be updated as necessary.> N ‘\{ Deleted: C
AN { Deleted: ”
AN

<Other sources of information>

[This section should include references to other sources of information which will be useful for the patient.
Such sources of information must be compatible with the SmPC and non-promotional:

- Details of how patients can access the information in alternative formats such as Braille, audio, cd-rom or

large print. Normally, this should appear in a large font to ensure visually impaired patients are aware of the
service.

- Reference to the European Medicines Agency website:

http://www.ema.europa.eu. <There are also links to other websites about rare diseases and treatments.> [the
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should be included here: \
<This leaflet is available in all EU/EEA languages on the European Medicines Agency website.>

this information should appear prominently in the printed material.]

\
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For parenteral products, other medicines which are mainly used in hospitals or in the exceptional cases of
extemporaneous preparations (where a medicine is indicated in children and where no adequate paediatric
formulation can be developed (based on duly justified scientific grounds)), practical information relevant for
healthcare professionals, such as on preparation and/or handling, incompatibilities, posology of the medicine,
overdose or monitoring measures and laboratory investigations can be included in this section, WHERE
RELEVANT, and a cross-reference to section 3 should be included. In such a case, start the section with:

adding the complete SmPC as a tear-off section at the end of the printed PL, :
so that the information for the patient (i.e. the package leaflet) and the information for the healthcare
professional (i.e. the SmPC) are clearly differentiated.

The intention to include the complete SmPC and the way in which this will be achieved must be justified by

the applicant and indicated at the end of Annex III B without actually repeating the complete latest SmPC
text.

Applicants should carefully consider whether including such scientific information in the pack is appropriate,
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