	Note for guidance on draft texts to appear on the immediate single dose containers of the IVMPs in other than the Czech language 
	ÚSKVBL/REG - 1/2010

	
	Page 1 of 7


	Note for guidance on draft texts to appear on the immediate single dose containers of the IVMPs in other than the Czech language 
	ÚSKVBL/REG - 1/2010

	
	Page 7 of 7



	[image: image1.png]


Ústav pro státní kontrolu veterinárních biopreparátů a léčiv

Institute for State Control of Veterinary Biologicals and Medicinal Products

Hudcova 56a, Brno-Medlánky

Postal Code: 621 00, Czech Republic

ÚSKVBL/REG - 1/2010

Guideline of the Institute for State Control of Veterinary Biologicals and Medicines

Note for guidance on draft texts to appear on the immediate single dose containers of the immunological veterinary medicinal products in other than the Czech language.

Date of issue: 08. 04. 2010

Valid as from: 15. 04. 2010

Amending the guideline:  ÚSKVBL/REG – 3/2009



	


Done in Brno






Prof. Alfred Hera, D.V.M., PhD









Director

CONTENT

1. Introduction


3

2. Aim and scope


3

3. References and related documents

5

4. Particulars to appear on the container
6                                                                            

     Minimum particulars to appear on small immediate containers in other that the Czech language

1. INTRODUCTION

In accordance with Section 26 of the Act 378/2007 Coll., on Pharmaceuticals and amendments of certain related acts and in accordance with Article 14 of Directive 2001/82/EC, as amended, texts of the summary of product characteristics, outer and immediate packagings of the medicinal product and of the package leaflet, as proposed by the applicant and subsequently approved by a competent authority (ISCVBM, hereinafter referred to as the „Veterinary Institute“) shall accompany any application for a marketing authorisation.

The draft summary of product characteristics, draft package leaflet and draft particulars to appear on the outer and immediate packagings of the medicinal product shall be submitted in the Czech language pursuant to Section 26, Par. 7 of the Act 378/2007 Coll. 

Approved texts in the Czech language are sent by the Veterinary institute to the Applicant as a part of an Annex to a marketing authorisation decision.

This guideline amends the USKVBL/REG – 3/2009 guideline and provides detailed information with respect to the draft labelling on the immediate single dose containers of the immunological veterinary medicinal products in other than the Czech language and, in addition, it provides detailed requirements to the content and presentation of the particulars to appear on such containers. 

Proposed measures reflect the need for adoption of measures ensuring appropriate level of availability of authorised veterinary medicinal products in the Czech Republic for provision of veterinary care in the Czech Republic while maintaining the high standard of quality, safety and efficacy of authorised veterinary medicinal products. 

Proposed measures also reflect results of negotiations with the pharmaceutical industry in the EU both at formal (HMA/CMDv) and working groups levels. Proposed measures are also in compliance with the valid regulatory guidance documents adopted by the European Commission and by the European Medicines Agency (EMA). Conclusions of these negotiations are available at the Heads of Medicines Agencies (HMA) website, while the guidance documents being available at the European Commission and European Medicines Agency (EMA) websites. 

2. Aim and scope
Particulars to appear on the outer packages must be in compliance with the approved conditions for use as provided for in the summary of product characteristics (SPC) and package insert (PI). 

Particulars to appear on the packages contain information with principal importance for ensuring quality, safety and efficacy of veterinary medicinal products and their proper use. With respect to this function, the marketing authorisation holder shall always be obliged to use all possibilities to label the respective product in the official language of the Member State and in accordance with the relevant guidelines and, thus, to reduce improper use of the product concerned. 

Particulars to appear on the outer and internal packagings of veterinary medicinal products must be drafted in the Czech language and in accordance with the templates included in the ÚSKVBL/REG-3/2009 guideline, including standard terminology to which the applicant must adhere to, in course of the marketing authorisation procedure  

In accordance with Section 38 of the Act No. 378/2007 Coll., where the prescription only medicinal products are concerned, in cases justified by the public health protection and by ensuring availability of medicinal product, the Veterinary Institute shall make it possible to grant a marketing authorisation and/or placing of individual batches of a medicinal product on the market even if the particulars on the label appear in other than the Czech language. 

Section 3 of the Decree 228/2008 Coll. provides for the cases when it is possible to indicated the particulars on the label in other than the Czech language and such procedure is only possible based on application and individual assessment of the particular application.

The only reason for labelling of certain veterinary medicinal products in other than the Czech language is ensuring availability of authorised veterinary medicinal products in the Czech Republic and ensuring high level of veterinary care and animal health and welfare protection, public health protection and protection of the environment. 

With respect to this principle, the Veterinary Institute finds it useful to establish general rules which can be used in decision making regarding labelling of small immediate packaging units of immunological veterinary medicinal products in other than the Czech language. 

Such packaging unit shall mean packagings complying with the following conditions: 

· they are ampoules and/or vials of the size, normally not exceeding 10 ml, 

· the term „one dose“ can be flexibly interpreted and the rules set in this guidance can also be used for immediate packagings of products containing more than one dose, but which are used immediately after their opening in single flock and/or group of animals in frame of single treatment; assessment of this conditions is made separately for each application.

If the applicant intends to present the particulars to appear on the label in other than the Czech language, he/she shall submit an application for a variation to the product labelling in accordance with Section 3, Paragraph 6, Letter a) of the Decree 228/2008 Coll., in which he/she shall express his/her interest to present the label in other than the Czech language and he/she shall refer to this guideline. In such a case, the Veterinary institute will not necessarily require that, with respect to availability of the product on the market in the Czech Republic, the product complies with the points 3 to 6 as provided in Section 3 Paragraph 6 Letter a) of the said Decree. 

Procedure for drafting the texts in accordance with this guideline is applicable both for the products authorised based on marketing authorisation applications made under the national procedure and for application made under the mutual recognition as well as  decentralised procedure and the templates for drafting the texts as approved by the EMA working groups – „Working Group on Quality Review of Documents (QRD)“ for centralised authorisations shall be followed.

Templates for drafting the text in other than the Czech language as provided for in this guidance can be used for all immunological veterinary medicinal products, including diluents included in the packaging of the product concerned and/or separately packed diluents.

3. refereces and related documents

· Act No. 378/2007 Coll., on Pharmaceuticals

· Decree No. 288/2008, on Marketing Authorisation of Medicinal Products

· Directive 2001/82/EC, as amended

· http://www.emea.europa.eu/htms/vet/qrd/qrdtemplate.htm (EMEA, Quality review of  documents (QRD), Product information templates)

· http://www.hma.eu/166.html (Language versions of CMDv templates for Product Information, 

· http://www.hma.eu/166.html (BEST PRACTICE GUIDE for Processing of SPC. Labelling and Packaging provided in support of Mutual Recognition and Decentralised Applications CMD(v)/BPG/009) 

· http://www.edqm.eu/StandardTerms/indexSt.php
·  Guideline ÚSKVBL/REG-3/2009 – templates for preparing drafts of the SPC, PI and labels of the VMPs
· - http://www.uskvbl.cz/?id_menu=75 
4. LABELLING

MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS { NATURE / TYPE }  
1. NAME OF THE VETERINARY MEDICINAL PRODUCT
Name of the product must be identical with the name authorised in the Czech Republic.

2.
QUANTITY OF THE ACTIVE SUBSTANCE(S)
Use of common international terminology is preferred with respect to active substances terminology; use of foreign language is possible, in particular Latin, English, Slovak. 

The Veterinary Institute will assess intelligibility of the formulation of the wording with a view to the veterinary practice in the Czech Republic. 

The information „Quantity of the active substance (s): Read the package leaflet before use.“, in English can be used in those specific cases where the product contains more active substances and/or where the spacious texts is required to indicated the amount of the active substances. The Slovak variants can be used as well. 

3.
CONTENTS BY WEIGHT, BY VOLUME OR BY NUMBER OF DOSES
English or Slovak expression is preferred, possibly, such expression which can be derived from the word „dávka“ / „dose“ can be used.

4.
ROUTE(S) OF ADMINISTRATION
Such international wording, or abbreviations, which is derived from the commonly used medical terminology may be used. Expression in English or Slovak is preferred.

Words intramuscular use, or i.m. use can be indicated. 

EDQM standard terms for routes of administration database can be recommended.

5.
WITHDRAWAL PERIOD 
Withdrawal period is not indicated.

It shall be indicated only if withdrawal period is established for food producing animals. 

6.
BATCH NUMBER
Wording „Lot.“, „Batch.“ or „Č. šarže“ shall be indicated. 

See Annex IV, EMEA QRD templates

7.
EXPIRY DATE

Wording „EXP:“ or „ Dátum exspirácie“ shall be indicated. See Annex IV, EMEA, QRD templates. 

8.
THE WORDS “FOR ANIMAL TREATMENT ONLY”
Common international expressions in Latin „Ad usum veterinarium“, in English „For animal treatment only“ or „For veterinary use only“ may be used. These variants may also be indicated in Slovak. 
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