	
	
	Annex 9 
to the Item 6.1 (j) of the Procedure for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Documents during Validity Period of Registration Certificate


Requirements for package labelling 

1. Information, printed on the package (labelling)
1.1. The following particulars shall appear on the outer packaging of medicinal products or, where there is no outer packaging, on the immediate packaging:
а) bar-code of medicinal product; 

b) the name of the medicinal product followed by the common name, where the product contains only one active substance and if its name is an invented name; where a medicinal product is available in several pharmaceutical forms and/or several strengths, the pharmaceutical form and/or the strength (baby, child or adult as appropriate) must be included in the name of the medicinal product;

c)  a statement of the active substances expressed qualitatively and quantitatively per dosage unit or according to the form of administration for a given volume or weight, using their common names;

d)  the pharmaceutical form and the contents by weight, by volume or by number doses of the product;

e) a list of those excipients known  to have action or effect and which are important for:

formulation of some special precautions relatively some categories of medicinal products;

presentation of special information, necessary for self-administration;

provision of readable information, stated on the label and in the package leaflet;

identification and ascertainment of authenticity of a medicinal product;

f)   the method and, if necessary, the route of administration;

g)   a special warning that the medicinal product must be stored out of reach of children;

h)    the expiry date in clear terms (month/year);

i) special precautions for disposal of unused medicinal products or waste materials from medicinal products, if appropriate;

j)   the name and address of the manufacturer, and the name and address of the applicant, if requested;

k)  the number of the authorization for placing the medicinal product on the market;

l)    the manufacturer’s batch number;

m)  in case of self-medication, instructions on the use of the medicinal products.

If there is no space for giving full information on the labeling, all data, listed in the items a, b, c, d, h, j, l, shall be stated in a package leaflet.

1.2 The outer packaging may include symbols or pictograms designed to clarify certain information mentioned in the item 1 of this Annex, and other information compatible with the summary of the product characteristics which is useful for health education, to the exclusion of any element of  a promotional  nature.

1.3. The particulars laid down in items 1.1 and 1.2 of this Annex shall appear on immediate packaging other than those referred to in items 1.4 and 1.5 of this Annex.
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1.4. The following particulars at least shall appear on immediate packaging, which take the form of blister packs and are placed in an outer packaging that complies with the requirements laid down in items 1.1 and 1.2 of this Annex:

the name of the medicinal product as laid down in the item 1.1. (b) of this Annex;

the name of the holder of the authorization for placing the product on the market;

the expiry date;

the batch number.

1.5. The following particulars at least shall appear on small immediate packaging units inserted in the outer packaging that complies with the requirements laid down in the items 1.1 and 1.2 of this Annex:

the name of the medicinal product and, if necessary, the strength and the route of administration;

the method of administration;

the expiry date;

the batch number;

the contents by weight, be volume or by unit.


1.6. The outer carton and the container of medicinal products containing radionuclides shall be labelled in accordance with the regulations for the safe transport of radioactive materials laid down by the International Atomic Energy Agency and shall comply with the following requirements:

1.6.1. The label on the shielding shall include the particulars mentioned in the item 1.1 of this Annex. In addition, the labeling on the shielding shall explain in full, the codings used on the vial and shall indicate, where necessary, for a given time and date, the amount of radioactivity per dose or per vial and the number of capsules, or, for liquids, the number of milliliters in the container.


1.6.2 The vial shall be labeled with the following information:

the name or code of the medicinal product, including the name or chemical symbol of the radionuclide;

the batch identification and expiry date;

the international symbol for radioactivity;

the name of manufacturer;

the amount of radioactivity as specified in part 1.6.1 of this Annex.

2. For homeopathic medicinal products, that comply with the requirements laid down in the Annex 11 of this Procedure, the following information shall be stated on the outer packaging:

the bar-code of the medicinal product;

the scientific name of stock or stocks followed by the degree of dilution, making use of the symbols of the State Pharmacopoeia of Ukraine or the other pharmacopoeia,  recognized in Ukraine; 

the name and address of the manufacturer and the name and address of the applicant, if requested;

the method of administration and, if necessary, route;

the expiry date, in clear terms (month, year);

the pharmaceutical form;

the contents of the sales presentation;

special storage conditions, if any;

a special warning if necessary for the medicinal product; 

the manufacturer’s batch number;

the registration number;

homeopathic medicinal product without approved therapeutic indications;

a warning advising the user to consult a doctor if the symptoms persist during the use of medicinal product.

3. For traditional herbal medicinal products, the labelling shall additionally indicate the following:

the product is a traditional herbal medicinal product with indications, confirmed by the long lasting use;

the user shall consult a doctor if the symptoms persist during the use of the medicinal product and the adverse reactions which are not mentioned in the package leaflet are observed

4. The main requirements for text.


Data on the labelling shall be not less than of 7 Didot’ type, easily legible, clearly comprehensible and indelible.

The other international language, specified by Ukrainian legislation, may be used together with the manufacturer’s language, provided that the information is identical.


On small immediate packaging units, all particulars shall be given in understandable language or in Latin. 

If there is no space on the labellings for full standard information, where not less than 7 Didot’ type with the distance between the lines not less than 3 mm is used, abridged names of some pharmaceutical forms according to the Sate Pharmacopoeia of Ukraine may be used. 

_____________________________________________________

