
	
	
	Annex 9

to item 6.1 (i) of the Procedure

for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products, which are  Submitted for State Registration (Re-Registration) and Expert Evaluation of Materials about Introduction of Changes to the Registration Documents during the Validity Period of Registration Certificate

(in wording of MoH Ukraine Order as of
11.09.2007  № 536)


Requirements to package labelling
1. Information, to be printed on the package (labelling)
1.1. The following particulars shall appear on the outer packaging of medicinal products or, if failing this, on the immediate packaging:

а) Bar-code of medicinal product; 
b) Name of the medicinal product followed by an international non-proprietary and, if failing this, usual common name (where the product contains only one active substance); if name of the medicinal products is available in several pharmaceutical forms or different strengths, the pharmaceutical form and/or strength indicating whether this medicinal product is designed for infants under 12 months, over 12 months or adults shall be indicated;

c) Specification of the active substances expressed qualitatively and quantitatively per dosage unit or according to the method of application for a given volume or weight, using their international non-proprietary or usual common names;
d) Pharmaceutical form and the contents by weight, by volume or by number of doses of the product;

e) List of those excipients known to have a certain action or effect, and their name shall be given together with a statement such as "see instructions for medical use for further information". However, all excipients must appear on the package labelling if the medicinal product is designed for parenteral, ophthalmic and topical use (medicinal products applied externally to the skin, inhalation medicinal products and any oral, nasal, rectal or vaginal medicinal products, i.e. those with local or transdermal action).
f) Method and, if necessary, the route of administration;
g) Special warning that the medicinal product must be kept out of reach of children, and, if necessary, out of sight of children;

h) Expiry date (month/year);

i) If necessary, special precautions for disposal of unused medicinal products or waste materials derived from such medicinal products, as well as, at the manufacturer’s request, a reference to any suitable system for waste disposal on site;
j) Name and location of manufacturer and/or applicant, and name of representative office nominated by this applicant, if appropriate;

k) Registration number;

l) Batch number assigned by manufacturer;

m) In case of self-medication, instructions for use of the medicinal products;

n) Special warnings, if necessary;
o) Special storage conditions (if necessary) .
If there is no place for giving full information on the package labelling, all data, listed in items  «a», «b», «c», «d», «h», «j», «l» must be stated in a package leaflet, if any.

1.2. The outer package may include symbols or pictograms designed to clarify certain information mentioned in item 1 of this Annex, and other information, corresponding to the summary of the product characteristics and which is useful for a patient, except for any elements contributing to promotion of this product at the market.
1.3. Information indicated in items 1.1 and 1.2 of this Annex shall be placed on all immediate packages except for cases specified in item 1.4 of this Annex. 
1.4. At least the following particulars shall appear on immediate package, which take the form of blister packs, stripes etc., and on small immediate packages (ampoules, tube-droppers, syringe-tubes) to be placed in an outer package that complies with the requirements laid down in items 1.1 and 1.2 of this Annex:
- name of the medicinal product (in Ukrainian and/or Russian, and/or English, and/or Latin);
- contents by weight, by volume or by unit;

- batch number of the medicinal product;

- expiry date;

- name of manufacturer and/or applicant.

If there is no place on immediate package for giving the mentioned information, all data, listed in three first items, must be stated.
2. Outer package and immediate package of medicinal products containing radionuclides shall be labeled in accordance with the regulations for the safe transportation of radioactive materials laid down by the International Atomic Energy Agency, and shall comply with the following requirements:
2.1. The label on the shielding shall include the particulars stated in item 1.1 of this annex. In addition, the  labeling on 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 millilitres in the vial.

2.2. The label on the vial should contain the following information:
- name or code of the medicinal product, including the name or chemical symbol of the radionuclide;
- batch number and expiry date;
- international symbol for radioactivity;
- manufacturer name;
- amount of radioactivity as specified in item 2.1 of this Annex.

3. For homeopathic medicinal products that comply with the requirements laid down in Annex 11 to item 6.6 of the Procedure the following information shall be stated on the labeling (and no other):

- bar-code of the medicinal product;

- scientific name of stock or stocks followed by the degree of dilution, making use of symbols of the State Pharmacopoeia of Ukraine (hereinafter – SphU) or the other pharmacopoeia, recognized in Ukraine;

- name and location of manufacturer and/or applicant, and name of representative office, nominated by this applicant, if necessary; 

- method of use and route of administration, if necessary;

- expiry date (month/year);

- pharmaceutical form;

- contents of the sale presentation;

- special storage conditions, if necessary;

- special warnings for the medicinal product, if necessary;

- manufacturer’s batch number;

- registration number;

- statement «homeopathic medicinal product without approved therapeutic indications for use»;

- warnings advising the user about the need to consult a doctor if the disease symptoms persist during the use of the medicinal product.

4. For traditional herbal medicinal products the labelling shall contain particulars indicated in items 1.1 and 1.2 of this annex. In addition, the following information shall be specified:

- product is a traditional herbal medicinal product with indications, confirmed by long lasting use;
- user shall consult a doctor if the symptoms persist during the use of the medicinal product, or the adverse reactions which are not listed in the instructions for medical use are observed.

5. The main requirements to texts

Data on the labelling shall be not less than of 7 Didot’ type.

Presentation of information in several languages, one of which is specified by Ukrainian legislation as a language of international communication, is permitted provided the information is identical.

On small immediate packaging units (item 1.4 of this annex) all particulars shall be given in Ukrainian and/or Russian, and/or English, and/or Latin. 

If necessary, the data on the labelling may be placed using a sticker, provided the text is approved by the State Pharmacological Center (hereinafter – Center). 

Stickers shall be approved for original (innovator) medicinal products (for 1-year period of the date of their state registration), products of limited use (orphan products) or, if necessary, in other cases which do not conflict with the legislation pertinent to medicinal products.
The name of the medicinal product can be indicated in Braille format on the labelling, if necessary.
6. Requirements to excipients to be placed on the package. 
6.1. List of excipients to be placed on the package:

	▫ Aprotinin

	▫ Arachis oil

	▫ Aspartame (E 951)

	▫ Azo colouring agents:

	- tartrazine (Е 102)

	- yellow sunset FCF (E 110)

	- azorubin, carmoizine (Е 122)

	- amaranth (Е 123)

	- ponceau 4R red, cochineal red A (Е 124)

	- brilliant black BN, black PN (Е 151)

	▫ Balsam of Peru

	▫ Benzalkonium chloride

	▫ Benzoic acid and benzoates

	- benzoic acid (Е 210)

	- sodium benzoate (Е 211)

	- potassium benzoate (Е 212)

	▫ Benzyl alcohol

	▫ Bergamot oil 

	▫ Bronopol

	▫ Bergapten

	▫ Butylated hydroxyanisole (Е 320)

	▫ Butylated hydroxytoluene (Е 321)

	▫ Castor oil polyethoxyl

	▫ Castor oil polyethoxyl hydrogenated

	▫ Cetostearyl alcohol

	▫ Cetyl alcohol

	▫ Chlorocresol

	▫ Dimethyl sulfoxide

	▫ Ethanol

	▫ Formaldehyde

	▫ Fructose

	▫ Galactose

	▫ Glucose

	▫ Glycerol

	▫ Heparin

	▫ Invert sugar

	▫ Lactitol (Е 966)

	▫ Lactose

	▫ Lanolin

	▫ Latex


	▫ Maltitol (Е 965)

	▫ Isomalt (Е 953)

	▫ Maltitol, liquid 

	▫ Mannitol (Е 421)

	▫ Organic mercury compounds:

	- thiomersal

	- phenylmercuric nitrate

	- phenylmercuric acetate

	- phenylmercuric borate

	▫ Parahydroxybenzoates and their esters:

	- Ethyl parahydroxybenzoate (Е 214)

	- Propyl parahydroxybenzoate (Е 216)

	- Sodium propyl parahydroxybenzoate (Е 217)

	

	- Methyl parahydroxybenzoate (Е 218)

	- Sodium methyl parahydroxybenzoate (Е 219)

	▫ Phenylalanine

	▫ Potassium

	▫ Propylene glycol and ethers

	▫ Sesame oil 

	▫ Sodium

	▫ Sorbic acid and salts

	▫ Sorbitol (Е 420)

	▫ Soya oil, hydrogenated soya oil

	▫ Stearyl alcohol 

	▫ Sucrose (Saccharose)

	▫ Sulphites (including metabisulphites):

	- Sulphur dioxide (Е 220)

	- Sodium sulphite (Е 221)

	- sodium hydrogen sulphite (Е 222)

	- sodium metabisulphite (Е 223)

	- potassium metabisulphite (Е 224)

	- Potassium hydrogen sulphite (Е 228)

	▫ Wheat starch

	▫ Xylitol


6.2. Names of excipients in the labelling shall be given as follows:
· Excipients shall be referred to by their international non-proprietary names (hereinafter – INN) according to the European Pharmacopeia, or failing this, their usual common name.
· Name of an excipient must be accompanied by the E number, if any. The E number alone may be used on the labelling, provided the full name (INN, if failing this, usual common name) and the E number are stated in the instructions for medical use, in the section where the full qualitative composition is given.
· Proprietary flavors or fragrances shall be specified in general terms (e.g. ‘orange flavor’, ‘citrus fragrance/perfume’); any known major components or those with a recognised action or effect should be specified.
· Chemically modified excipients shall be declared in such a way as to avoid confusion with the unmodified excipient (e.g. pre-gelatinised starch).
· All components of compound excipients or mixtures shall be specified, included in the description of composition with indication of main components (e.g. printing ink containing x, y, z). A general descriptive term of compound excipient or mixture may be used on the package provided more information is given in the instructions for medical use. Any component with a recognized action or effect shall be specified on the package.
These requirements shall not be applied to the labeling on packages of active substances, and defined in materials of the registration dossier.

 (Annex 9 amended by MoH Ukraine Order as of 01.03.2006 № 95, 

in wording of MoH Ukraine Order as of 11.09.2007 № 536,

amended by MoH Ukraine Order as of 25.09.2008 № 543)
