DRAFT SCHEDULE

Part I

Product Specific Details
1. PRODUCT AUTHORISATION NUMBER
2.
NAME OF THE MEDICINAL PRODUCT
{(Invented) name strength pharmaceutical form}

3.
PRODUCT DESCRIPTION

4. COMPOSITION
Active Substance(s)
{Name of Active Substance} {pharmacopoeial designation} {amount}

Excipients
{Name of excipient} {pharmacopoeial designation} {amount}
5. NAME AND ADDRESS OF MANUFACTURER(S)
6.
METHOD OF SALE OR SUPPLY

<General Sale.>

<Retail sale through pharmacies only.>

<Prescription only.>

7.
METHOD OF SALES PROMOTION
<Direct to the public.>

<To the professions.>

<To the professions as a prescription-only medicine.>

8.  SPECIAL LABELLING OR LEAFLET REQUIREMENTS

Label

<None.>

Package Leaflet

<None.>

9.
SPECIAL CONDITIONS OR COMMITMENTS

Conditions

<None.>

Commitments 

<None.>

Part II

Summary of Product Characteristics
1. 
NAME OF THE MEDICINAL PRODUCT
{(Invented) name strength pharmaceutical form}

2.
QUALITATIVE AND QUANTITATIVE COMPOSITION
<Active(s)>

For a full list of excipients, see section 6.1.

3.
PHARMACEUTICAL FORM
<The score line is only to facilitate breaking for ease of swallowing and not to divide into equal doses.> 

<The tablet can be divided into equal halves.> 

4.
CLINICAL PARTICULARS
4.1
Therapeutic Indications
<This medicinal product is for diagnostic use only.>

4.2
Posology and method of administration
<{(Invented) name} is not recommended for use in children <above> <below> {age Y} due to <a lack of> <insufficient> data on <safety> <and> <or> <efficacy> <(See section 5.1 and/or 5.2).> 

<The experience in children is limited.> 

<There is no experience in children. See sections 4.4 and 5.2.> 

<There is no relevant indication for use of {(Invented) name} in children.> 

<{(Invented) name} is contraindicated in children (see section 4.3).> 

4.3
Contraindications
<Hypersensitivity to the active substance(s) or to any of the excipients <or {name of the residue(s)}>.> 

4.4
Special warnings and precautions for use
4.5 Interaction with other medicinal products and other forms of interactions

<No interaction studies have been performed.> 

<Interaction studies have only been performed in adults.> 

4.6
Pregnancy and lactation
See Appendix 1 for statements.

4.7
Effects on ability to drive and use machines
<{Invented name} has <<no> or negligible> influence> <minor or moderate influence> <major influence> on the ability to drive and use machines.> 

<No studies on the effects on the ability to drive and use machines have been performed.> 

<Not relevant.> 

4.8
Undesirable effects

For MedDRA terminology to be used, see Appendix 2.

4.9
Overdose
<No case of overdose has been reported.>

5.
PHARMACOLOGICAL PROPERTIES

5.1
Pharmacodynamic properties

Pharmacotherapeutic group: {group}, ATC code: {code}

5.2
Pharmacokinetic properties

5.3
Preclinical safety data
<Non-clinical data reveal no special hazard for humans based on conventional studies of safety pharmacology, repeated dose toxicity, genotoxicity, carcinogenic potential, toxicity to reproduction.> 

<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:> 

6.
PHARMACEUTICAL PARTICULARS

6.1
List of excipients
6.2
Incompatibilities
<Not applicable.> 

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

<This medicinal product must not be mixed with other medicinal products except those mentioned in section 6.6.> 

6.3
Shelf life

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

6.4
Special precautions for storage
<Do not store above <25(C> <30(C>> or

<Store below <25(C> <30(C>>

<Store in a refrigerator (2(C – 8(C)>

<Store and transport refrigerated (2(C – 8(C)>

<Store in a freezer {temperature range}>

<Store and transport frozen {temperature range}>

<Do not <refrigerate> <or> <freeze>>

<Store in the original <package>>

<Keep the {container} tightly closed>

<Keep the {container} in the outer carton>

<This medicinal product does not require any special storage conditions>

<in order to protect from <light> <moisture>>

<For storage conditions of the <reconstituted> <diluted> medicinal product, see section 6.3> 
6.5
Nature and contents of container
<Not all pack sizes may be marketed.>

6.6
Special precautions for disposal of a used medicinal product or waste materials derived from such medicinal product and other handling of the product
<No special requirements.> 

<Any unused 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 

9.
DATE OF FIRST AUTHORISATION/RENEWAL OF AUTHORISATION

Date of first authorisation: {DD Month YYYY}

Date of last renewal: {DD Month YYYY}

10.
DATE OF REVISION OF THE TEXT 

{Month YYYY} 

11. 
DOSIMETRY

12. 
INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS
<Any unused product or waste material should be disposed of in accordance with local requirements.> 

Appendix 1
 Statements for use in section 4.6 Pregnancy and lactation

[1] <{Active substance} <causes> <is suspected to cause> serious birth defects when administered during pregnancy.

{Trade name} is contraindicated (see 4.3) in pregnancy [only in case of a strict contraindication].> 

[and if necessary] <Women of childbearing potential have to use effective contraception during (and up to {number} weeks after) treatment.>> 

[2] <{Active substance} has harmful pharmacological effects on pregnancy and/or the foetus/new-born child.>

<{Trade name} should not be used during pregnancy unless clearly necessary> [These circumstances should be specified] 

[3] <There are no adequate data from the use of {Active substance} in pregnant women.> 

<Studies in animals have shown reproductive toxicity (see 5.3). The potential risk for humans is unknown.>

[or]

<Animal studies are insufficient with respect to effects on pregnancy /and-or/ embryonal/foetal development/ and-or/ parturition/ and-or/ postnatal development (see 5.3). The potential risk for humans is unknown.>

[Trade name] should not be used during pregnancy unless clearly necessary [these circumstances should be specified where possible].>

[4] <For {Active substance} no clinical data on exposed pregnancies are available.

Animal studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryonal/foetal development, parturition or postnatal development (see 5.3).

Caution should be exercised when prescribing to pregnant women.> 

[5] <Data on a limited number {number} of exposed pregnancies indicate no adverse effects of {Active substance} on pregnancy or on the health of the foetus/new-born child. To date, no other relevant epidemiological data are available. Animal studies have shown reproductive toxicity (see 5.3). The potential risk for humans is unknown.>

[or]

<Animal studies are insufficient with respect to effects on pregnancy/ and-or/ embryonal/foetal development/ and-or/ parturition/ and-or/ postnatal development (see 5.3). The potential risk for humans is unknown. 
Caution should be exercised when prescribing to pregnant women.>

[6] <Data on a limited number {number} of exposed pregnancies indicate no adverse effects of {Active substance} on pregnancy or on the health of the foetus/new-born child. To date, no other relevant epidemiological data are available. Animal studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryonal/foetal development, parturition or postnatal development (see 5.3).

Caution should be exercised when prescribing to pregnant women.>

[7] <Data on a large number {number} of exposed pregnancies indicate no adverse effects of {Active substance} on pregnancy or on the health of the foetus/new-born child. To date, no other relevant epidemiological data are available.

Caution should be exercised when prescribing to pregnant women.>

[8] <Well-conducted epidemiological studies indicate no adverse effects of {active substance} on pregnancy or on the health of the foetus/new-born child.

{Trade name} can be used during pregnancy.>

[The subsequent two statements to be included as appropriate.]
[9] [In case of interaction with oral contraceptives information should also be given in 4.5]
<<{Active substance} adversely interacts with oral contraceptives. Therefore, an alternative, effective and safe method of contraception should be used during (and up to x weeks after) treatment.>

[or]

<The concomitant medication {active substance} adversely interacts with oral contraceptives. Therefore an alternative, effective and safe method of contraception should be used during (and up to {number} weeks after) treatment.>>

[10] [In case of male-mediated effects on pregnancy outcome information should also be given in 4.4]

<Both sexually active men and women should use effective methods of contraception during (and up to {number} weeks after) treatment.>

Appendix 2
MedDRA terminology to be used in section 4.8 Undesirable effects

	
	MedDRA frequency convention

	001
	<Very common (>1/10)>

	002
	<Common (>1/100, <1/10)>

	003
	<Uncommon (>1/1,000, <1/100)>

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

	005
	<Very rare (<1/10,000), <including isolated reports>>

	
	MedDRA system organ class database

	006
	Infections and infestations

	007
	Neoplasms benign, malignant and unspecified (including cysts and polyps)

	008
	Blood and lymphatic system disorders

	009
	Immune system disorders

	010
	Endocrine disorders

	011
	Metabolism and nutrition disorders

	012
	Psychiatric disorders

	013
	Nervous system disorders

	014
	Eye disorders

	015
	Ear and labyrinth disorders

	016
	Cardiac disorders

	017
	Vascular disorders

	018
	Respiratory, thoracic and mediastinal disorders

	019
	Gastrointestinal disorders

	020
	Hepatobiliary disorders

	021
	Skin and subcutaneous tissue disorders

	022
	Musculoskeletal and connective tissue disorders

	023
	Renal and urinary disorders

	024
	Pregnancy, puerperium and perinatal conditions

	025
	Reproductive system and breast disorders

	026
	Congenital, familial and genetic disorders

	027
	General disorders and administration site conditions 

	028
	Investigations

	029
	Injury, poisoning and procedural complications

	030
	Surgical and medical procedures

	031
	Social circumstances
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