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Mandatory Sources: Europe:
A: DIRECTIVE 2001/83/EC of the European Parliament Relating to

Medicinal Products for Human Use, as amended. 

TITLE I: Provides Definitions for:
• Medicinal Product; Substance; Immunological medicinal product;
• Homeopathic medicinal product;
• Radiopharmaceutical, Radionuclide generator, Kit, Radionuclide precursor;
• Medicinal products derived from human blood
• Traditional- and  herbal medicinal product; herbal substances and preparations;
• Common name: 

The international non-proprietary name recommended by the World Health
Organization, or, if one does not exist, the usual common name.

• TITLE II: Article 11: Description of content of the Summary of 
the Products Characteristics (SPC)



Mandatory Sources: Europe:
• Description of content of the Summary of the Products Characteristics 

(SPC): section 1, 2 and 6.1:
• 1.  Name of the Medicinal Product + Strength and Pharmaceutical form;
• 2.  Qualitative and Quantitative composition in terms of the active substance

and constituents of the excipient;
• The usual common name or chemical description shall be 

used.
• 6.1 List of excipients;
• Guidelines, f.i.

- Guideline on the Chemistry of New Active Substances;(130/96, Rev1)
- Guideline on Investigation of Chiral Active Substances (3CC29c)
- Guideline on Pharmaceutical aspects of the Product information for

Human Vaccines; (EMA/CPMP/BWP/2758/02)
- Guideline on Quality of Herbal Medicinal Products, Traditional Herbal Medicinal

Products (CPMP/QWP/2819/00 Rev 1)
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Connection between Marketing Authorization and the SPC
• Article 8(3)(j) of Directive 2001/83/EC and Article 6(1) of Regulation 

(EC) 726/2004 require that, 
in order to obtain a marketing authorization,
a Summary of Product Characteristics (SmPC)
in accordance with Article 11 of Directive 2001/83/EC 
must be included in the application.

• For decisions concerning Centralized marketing authorizations, 
according to Article 10 of Regulation (EC) no 726/2004, the final 
Commission decision with the SmPC is addressed and notified to 
the Marketing Authorization Holder.

• Thus, the SmPC forms an intrinsic and integral part of the 
marketing authorization.



The SPC is written in English and translated into 
the Language of each Member State
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SPC: Section 2:  QUALITATIVE AND Q UANTITATIVE COMPOSITION

• Qualitative declaration: 
The active substance should be declared by its recommended INN, 
accompanied by its salt or hydrate form if relevant, or 

the European Pharmacopoeial name if that name represents an 
established name in Europe. 

If no INN exists, the European Pharmacopoeia name should be used or 
if the substance is not in the pharmacopoeia, the usual common name 
should be used. 

In the absence of a common name, the exact scientific designation 
should be given. 
Substances not having an exact scientific designation should be 
described by a statement on how and from what they were prepared.
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SPC: Section 2:  QUALITATIVE AND Q UANTITATIVE COMPOSITION

• Quantitative declaration:
The quantity of the active substance should be expressed per 
dosage unit, per unit volume, or per unit of weight and should 
be related to the declaration of strength in the SPC section 1;

Salts and hydrates
Where the active substance is present in the form of a salt or 
hydrate, the quantitative composition should be expressed in 
terms of the mass [or biological activity in International (or 
other) units where appropriate] of the active moiety (base, 
acid or anhydrous material), e.g. ‘60 mg toremifene (as
citrate)’ or toremifene citrate equivalent to 60 mg toremifene’.
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Connection between Naming Active Substance 
“Dutch name field” and wording in Chapter 2 of SmPC
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Active Substance Representation of Pharm. Product, Tablet
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Connection between Naming Active Substance 
“Dutch name field” and wording in Marketing Authorization License



MANDATORY SOURCES
What do we understand with a “Common Name”

The information on the nomenclature of a substance should be provided, if 
relevant by:
• International Nonproprietary Name (INN) or Recommended INN and are 

assigned by the WHO.
A rule has been established to determine the gender of INN’s in French:
Names ending in “–one” or “-ine” are feminine and all the others are
masculine.

• Salts en Esters: When an INN is assigned to a particular salt or ester (f.i 
levothyroxine sodium), the name of the acid or the base, or that of another 
salt or ester, may be chosen as a modified (INNm) (Levothyroxine) derived 
from the recommended INN.

• Substances not covered by INNs:
mixtures of substances; substances not completely characterized; herbal
substances; substances having a well-established name (alkaloids).
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MANDATORY SOURCES
What do we understand with a “Common Name” (2)

• Compendial Name [e.g.European Pharmacopoeia (EP); 
United States Pharmacopoeia (USP)]

• National Approved Names:
BAN, USAN, JAN, Company or Laboratory code

• Systematic Chemical Name(s) (IUPAC nomenclature)

• Other Names (e.g. Proprietary) and Other non-proprietary name(s)

• Chemical Abstract Service (CAS) registry number and 
CAS-Index name.
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For Non-Stoichiometric Composed Substances and Biological 
Substances more elements has to be captured:
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Example: Biosimilar Products
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Example Product Adcetris: Active Substance Brentuximab vedotin

Brentuximab vedotin is a CD30-directed antibody-drug conjugate consisting of 3 
components: 
1) The chimeric monoclonal antibody brentuximab, specific for human CD30, 
2) The cytotoxic component monomethyl auristatin E (MMAE; and 
3) A protease cleavable linker that covalently bonds the cytotoxic component 

MMAE to the chimeric monoclonal antibody brentuximab. (Structure slide 18)
Chemical name Code name SGN-35

Molecular formula C6860H10532N1740O2168S40

Molecular weight. 153,352

Cas Register number 914088-09-8

Immunoglobulin G1, anti-(human CD30 (antigen)) (human-mouse monoclonal cAC10 
.gamma.1-chain), disulfide with human-mouse monoclonal cAC10 .kappa.-chain, dimer, 
complex with N-[[[4-[[N-[6-(2,5-dihydro-2,5-dioxo-1H-pyrrol-1-yl)-1-oxohexyl]-L-valyl-N5-
(aminocarbonyl)-L
ornithyl]amino]phenyl]methoxy]carbonyl]-N-methyl-L-valyl-N-[(1S,2R)-4-[(2S)-2-[(1R,2R)-
3-[[(1R,2S)-2-hydroxy-1-methyl-2-phenylethyl]amino]-1-methoxy-2-methyl-3-oxopropyl]-1-
pyrrolidinyl]-2-methoxy-1-[(1S)-1-methylpropyl]-4-oxobutyl]-N-methyl-L-valinamide



Schematic structure of  SGN-35
cAC10 = Recombinant chimeric heterotetramer form (human IgG1) of

the murine monoclonal antibody AC10, which is produced by immunizing mice 
with the CD30-positive large granular lymphoma cell line

MMAE = monomethyl auristatin E, PABC = p‐aminobenzylcarbamate; Cas. Reg. no: 914088‐09‐8
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Description of Vaccines in the SPC section 2
(Guideline on Pharmaceutical aspects of the product information for Human Vaccines)

• Qualitative and Quantitative declaration of each active substance
• Qualitative and Quantitative declaration of any adjuvant or absorbent
• A preference to the list of excipients in Section 6.1

• Taxonomic names for cellular microorganism should be captured and 
the strain, serotype or other appropriate sub-species designation 
should be included in the name of each antigen, if relevant.

• The nature of any cellular system(s) used for production and if 
relevant the use of recombinant DNA technology should be 
mentioned in the SPC.

• The inclusion of a mention of the production process in vaccine 
active substance names should be restricted to the use of the 
following terms:
“Live, attenuated” (for vaccines containing living micro-organisms)
“Inactivated” (for vaccines containing killed micro-organisms)



Example: Common EU SPC Batrevac 2012/2013 NL/H
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Example: Common EU SPC Batrevac 2012/2013 NL/H 
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Influenza vaccine, split virion, inactivated B-Wisconsin-1-2010- like 
strain used NYMC BX-39 derived from B-Hubei-Wujiagang-158-2009



Quality requirements and naming of Herbal substances

• The quality of herbal medicinal products is determined by the 
quality of the starting plant material, in-process controls, GMP 
controls, process validation and by specifications applied to them 
throughout development and manufacture.

• Consistent quality of products of herbal origin can only be assured if 
the starting plant material is defined in a rigorous and detailed 
manner, particularly the specific botanical identification of the plant 
material used. It is also important to know the geographical source 
and the conditions under which the herbal substance is obtained in 
order to ensure that the material is of consistent quality.
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Quality requirements and naming of Herbal substances
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• The ‘Guideline on Good Agricultural and Collection Practice for starting 
materials of herbal origin’ provides recommendations for an appropriate 
quality assurance system on the cultivation and harvesting of plant 
materials.

• In addition, in accordance with European medicines legislation, the quality 
dossier should address potential contamination by micro-organisms, 
products of micro-organisms, pesticides, toxic metals, radioactive 
contamination, fumigants, etc. Thus, the potential for residues of fumigation 
agents should be fully considered.

Guideline on Quality of Herbal Medicinal Products/
Traditional Herbal Medicinal Products.
CPMP/QWP/2819/00 Rev 1, EMEA/CVMP/814/00 Rev 1
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QUALITATIVE AND QUANTITATIVE PARTICULARS OF THE ACTIVE
SUBSTANCE(S) OF A HERBAL MEDICINAL PRODUCT

• All herbal substances/herbal preparations are essentially defined by their 
production process and their specifications;

• Standardized herbal substances/herbal preparations are adjusted to a 
given content of constituents with known therapeutic activity within an 
acceptable tolerance; standardization is achieved by adjustment of the 
herbal substances/herbal preparations with excipients or by blending 
batches of herbal substances and/or herbal preparations;

• Quantified herbal substances/herbal preparations are adjusted to a defined 
range of constituents (active markers); adjustment is exclusively achieved 
by blending batches of herbal substances and/or herbal preparations;

• Other herbal substances/herbal preparations are active substances for 
which neither constituents with known therapeutic activity nor active 
markers are known. These herbal substances/herbal preparations are not 
adjusted to a defined content of analytical marker.
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Herbal substances and herbal preparations consisting of
comminuted or powdered herbal substances

EXAMPLES

• Active substance
Name: Sennae folium 
Quantity: 415-500 mg, corresponding to 12.5 mg of 
hydroxyanthracene glycosides, calculated as Sennoside B.

• Active substance
Name: Salicis cortex 
Quantity: 4 g, corresponding to 40 to 48 mg of total phenolic 
glycosides, expressed as salicin.

• Active Substance
Name: Valerianae radix 900 mg
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European Pharmacopoeia
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Information from the Registration Dossier
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Ga in menu naar Beeld > Model > Notitiemodel om deze titel te veranderen..

THANK YOU FOR YOUR ATTENTION 


