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The past – industry and authorities 
“The cost of the packaging operations for small batches can mean that it 
is not financially viable to supply product to some small markets as the 
unit costs are too high. The use of multi-lingual packaging can overcome 
this issue… Unfortunately the current legislation requires a large quantity 
of text to appear on pack labels, making the use of multi-lingual labels 
difficult.” 2010 

“Biggest hurdle to small markets = packaging – Proposals: • Minimise 
info on immediate pack label • Move info to outer carton/box • Put all 
info on pack insert“ March 2011 

“The goal of having multilingual packages is seen as pivotal to reduce 
costs of supplying medicines to smaller markets. The QRDvet should 
continue to strive to reduce requirements even to less than those of 
applicants where feasible.” April 2011 
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The revised QRDvet template 

Implementation plan 

Rapporteurs 

Project managers – EMA review 

CVMP members 

CVMP 

 

Success !!! 
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By name we mean the invented name or the generic name plus 
the MA-Holder‘s logo or name. 

The target species – not any more – specifically deleted from 
section 1, based on Directive 2001/82 – see section 5.  
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The requirement for excipients to be stated has been specifically 
deleted. This also includes vaccines. Adjuvants, just like other 
excipients should not be stated. If considered necessary, well 
then it has to be justified. As always, throughout the update of 
the template the goal was to reduce labelling. 
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By all means, avoid text which needs translation – make this 
simple – “10 x 50 ml” – not “10 vials with 50 ml of solution for 
injection”. 

 

10 x 1 dose of lyophilisate 
10 x 1 dose of solvent 

or 
10 x [I + II] 
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What more can we ask for 
• Gaining space 
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If the route of administration is obvious, based on the 
pharmaceutical form, well then grey shade it here. 

This should anyway be a very simple text – the EDQM route of 
administration – not a detailed description on how to and how 
much to administer. 
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Be VERY careful in this section. The heading says “SPECIAL” not 
“ALL”. Normally the SPC and package leaflet cover the warnings, 
including contraindications. One might assume that a warning ON 
THE BOX would refer to something one must know when handling 
the package, not the animal. 

The standard warning sentences have been shortened. 
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• Remember the user friendly EDQM term for the pharmaceutical 
form – Can be very helpful to reduce labelling and facilitate 
multilingual packages – saving money 

• Note the pictogram option 
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Consider if it is necessary to mention the route of administration. 
If the pharmaceutical form is a tablet, eye ointment … then the 
route of administration may be obvious, hence grey shaded here. 

Remember the abbreviations IV, SC, IM – Much shorter than the 
full term – need not be repeated – most countries accept either 
“IV”, or “i.v.” and same for the other abbreviations.  
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The QRDvet annotated template 

There are many more options than covered in this short 
presentation. 

Proposed labelling is getting better. 

We are getting better. 

We are getting more used to the revised template. 
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Proposed and approved labelling 

Primary package - characters: 869 
 
Xxxxxxx Xxxxxxx xxxx Xxxxxxxx xxx xxx xxxxxxxx Xxxxxxxxxx Xxxx xxxxxx xxxxxxxxx Xxxxxxxxxx xxxxxxxxxxxxxxxxxxxxxxx xx 
Xxxxxx xx xx x Xxxxxxxxx xx xxxx xxx xxxxxxxxxxxx xxxxxxxxxx xxxx xxxxxxxxxxxxxxxx xxxxxxxxxx xx xxxxxxx Xxx xxxx 
xxxxxxxxxxxxxx xxxxx xx x xxxxxxx xx xxxxx Xxxxxx x xxxxxxx xxx xxx xx xxxxxxxxxx xxxxxx xxxxx xxxxx xxx x xxxxx xxxxxxxx 
xx x xxxxxx xxxxx xxxxx xxx x xxxxx Xxxxxxxxxxx xxxxxxxxxx x xxxxxx xxxxx xx xx xxxxxxxxx xxxxx xx xxx xxxxxxx xxxx 
xxxxxxxxx xxx x xxxxxxxxxxxx xxxxxxxx xxxxxxxxx Xxxxx xx xxxxxxx xxxxxx xxx xxxxxxxxxxx xx xxxxxxx xxxxxxxxx xx xxxxxxx 
Xxxxx xxxx xxxxx xxxxx xxxxxxx xx xxx xxxxxxx x xxxxx Xxx xxxxxx xxxxxxxxx xxxxx Xx xx xxxxxxxx xxxx xx xxxxxxxxxx 
xxxxxxxxxxxxx XX xxxxxxxxxx xxxxxxxxxx xxxxxxxxx xxxxxxxx Xxxx xxx xxxxxxxxx xx xxx xxxxx xxxxxxx Xxxx xxx xx xxx xxxxx 
xxx xxxxx xx xxxxxxxxx Xxxxxxx xx xxx xxxxxx xxxxxxx xx xxxxxxxxxx xxxx xxxxxxxx xxxx xxxx xxxxx xxxxx xxxxxxxxxx 
xxxxxxxxxx Xxx xxxxxxx xxxxxxxxxxx xxx xxxxxxx xxxxxxxx Xxxxx xxxxxxx xxxxxxx xxx XXXxX 
 
 

Primary package - characters: 161 (18.5% of the original text) 
  
Xxxxxxx xxxxxxx xxxx Xxxxxxxx Xxxxxxxxxx xx x Xxx xxxx xxxxxxxxxxxxxx xxxxx xx x xxxxxxx xx xxxxx Xxx xx xx xxxx xx 
xxxxxxx xxxxxxxx xxx xxxxx xxxxxxxxxxxx Xxxxx XXX Xxx xxxxxx xxxxxxxxx xxxxx 
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Proposed and approved labelling 

Primary package – characters - 746 
  
xxxxxxxxx xxxx xxxx xxxx xxxxxx xxx xxxxxx xxxxxxxxxxxxxx xxx xxxxx xxxxxx xxxxxxxxxx xxxxxxxxxxxx xxxx xx xxxx xxxxxx 
xxx xxxxx xxxxxx xxxxxx xx xxxxxxxxx xxxxxx xxxxxxxxxxx xxxxx xxx xxxxxxxxxxxx xx xxxxxx-xxxxxxxx xxxxxxx xxxx xxx 
xxxxxxx xxxxxxx xxxxxx xxxx xxxxx xxxx xxx xxxxxx xx xxxxx xxx xxxxxxxxxx xxx xxx xx xxxxx xxxxxxxxx xxxx xxx xxxxx 
xxxxxxxxxxxx xxxx xxx xxxxxxx xxxxxxx xxxxxx xxxx xxx xxxx xxxxxxxxxxxxxxxx, xxx xxxxxx xxx xxxxx xxxxx xx xx xxxxx xx 
xxx xxxxxxxx xxxxxxxxxx  xxxx xxx xxxxxxxxx xxxxxxx xxxxxxx xxx xxxxxx xxxxxxxxxx xxxxxxxxx xxxxxxx xx xxxxx xxxxxxxxx 
xxxxxxx xxxx xxxx xxxxxxxxxx xxxxxxxxx xxxxxxxx xxxxxx xx xxxxxxxx xx xx xxxxxxxxxx xxxx xxxxx xxxxxxxxxxxxx xxx xxxxxx 
xxxxxxxxx xxxx x xx xx xxxxxxxx xxxx xx xxxxxxxxxx xxxxxxxxxxxxx xxxx xxx xx xxx xxxxx xxx xxxxx xx xxxxxxxxx xx xxx xxxx 
xxxxxxxxx x xxxx xx xxxxxxxxx xxx xxxxxxxxxxx xxxxx 

  
Primary package - characters: - 553 (74% of the original text) 
  
xxxxxxxxx xx xxxx xxxx xxxxxx xxx xxxxxx xxxxxxxxxxxx xxx x x xxxxxxxxx xxxxx xx xxxxxxxxx xxxx xxx xxxxxxx xxxxxxx 
xxxxxx xxxx xxxxxxxxxx xxxxxxx xxxx xxx xxxxxx xx xxxxx xxx xxxxxxxxxx xxx xxx xx xxxxx xxxxxxxxx xxxx xxx xxxxx 
xxxxxxxxxxx xxx xxxx xxxxxx, xxx xx x xxxxxx xxxx xxxxx xxxx xxx xxxxxxxxxx xxxxxxxxx xxxxxxx xxxxxx xx xxxxxxxx xx xxx 
xxxxxxxx xxxxxx xx xxxxxx xxxxx xx xxx xxxxxxxx xxxxxxxxxx xxxx xxx xxxxxxxxx xxxxxxx xxxxxxx xxxxxxxxx xxxx xxxxxxx 
xxxxxxxx xxx xxxxxx xxxxxxxxx xxxx x xx xx xxxxxxxx xxxx xx xxxxxxxxxx xxxxxxxxxxxxx xxxx xxx xx xxx x xxxxx xxx xxxxx xx 
xxxxxxxxx xx xxx xxxx xxxxxxxxx x xxxx xx xxxxxxxxx xxx xxxxxxxxxxx xxxxx 
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Proposed and approved labelling 

Outer package - characters - 965 
  
xxxxxxx xxxx xxxxxxxxxx xxxxxxx xxxxxx xxx xxxxx xxxxxxxxxxx xxxx xxxxxxxxxxx xxxxxxxxxx xxxxxxx xxxxxx xxx xx xxxx xxx 
xxxxxxxxx xxx xxxxxxxxxxx xx xxxxxxxxxxxx xxxx xxx xxxxxxx xxxxxxx xxxxxx xxxx xxxxxxxxxx xx xxxxxxxxxx xxxxx x 
xxxxxxxxx xxxxxxxxxx xxx xxxxxxxxxxxx xxx xxxxxxxxxxx xx xxx xxx xx xxxx xxxx xxxxx xxxxxxxxxxxxxxxx xx xxxxxxxxxxx xx 
xxxxx xxxxxxxxxxx xxxxxxxxxxx xxxxxxx xx xxx xxx xx xxxxxxxx xxx xxxxxxxxx xxxxxxxx xx xxx xxx xx xxxx xxxx x xxxxx xx 
xxxxxxxxx xxxxxxx xxxxxxxxxxxxxx xx xxxxxxxxx xxxxxxxxxxxxx xx xxx xxx xx xxxx xxxx xxxx xx xxxxx xx xxxx xxx xxxxxxxx 
xxxxxxxx x xxxx xxx xxxxxxx xxxxxxx xxxxxx xxxx xxx xx xxx xxxxx xxxxx xx xx xx xxx xxxxxxxxxxxx xxxx xxx xxxxxx xxxxxxx 
xxxxxxx xxx xxxxxx xxxxxxxxxx xxxxxxxxx xxxxxxx xx xxxxx xxxxxxxxx xxxxxxx xxxx xxx xxxxxxxxxx xxxxxxxxx xxxxxxx xxxxxx 
xx xxxxxxxx xx xx xxxxxxxxxx xxxx xxxxx xxxxxxxxxxxx xxx xxxxxx xxxxxxxxx xxxx x xx xx xxxxxxxx xxxx xx xxxxxxxxxx 
xxxxxxxxxxxxx xxxx xxx xx xxx xxxxx xxx xxxxx xx xxxxxxxxx xxxxxx xxxxxxxxxxxx xxx xxxxxx xxxxx xxxxxxx xxxxxxxx xxxx 
xxxxxxx xxxx xxxxxxxxxx xxxxxxxxx xxx xxx xxxxxx xxxxxxx xxxxxxxxxxxxxxx xxx 

  
Outer package – characters - 389 (40% of the current text) 
  
xxxxxxx xxxx xxxxxxxxxx xxxxxxx xxxxxx xxx xxxx xxx xx xxxx xxx xxxxxxx xxxxxxx xxxxxx xxxx xxx xx xxx xxxxx xxxxx xx xx 
xx xxx xxxxxxxxxxxx xxxx xxx xxxxxx xxxxxxx xxxxxxx xxxxxxxx: xxxx xxxxxxx xxxxxxxx xxx xxxxxx xxxxxxxxx xxxx x xx xx 
xxxxxxxx xxxx xx xxxxxxxxxx xxxxxxxxxxxxx xxxx xxx xx xxx xxxxx xxx xxxxx xx xxxxxxxxx xxxxxx xxxxxxxxxxxx xxx xxxxxx 
xxxxx xxxxxxx xxxxxxxx xxxx xxxxxxx xxxx xxxxxxxxxx xxxxxxxxx xxx xxx xxxxxx xxxxxxx xxxxxxxxxxxxxxx xxx 
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http://www.google.is/imgres?sa=X&biw=1280&bih=917&tbm=isch&tbnid=dLq0KlkWg3Ub8M:&imgrefurl=http://englishare.net/World Lit/WL1--Lesson28-Lecture.htm&docid=kaAjuCHJp2Y1tM&imgurl=http://englishare.net/World%20Lit/Cervantes_n0_don_quixote.jpg&w=2026&h=1385&ei=xGsHU8HyH82ShQf7lYH4BQ&zoom=1&ved=0CIsCEIQcMDQ&iact=rc&dur=747&page=2&start=28&ndsp=33


 
 
      

Packaging and labelling  17 

Nothing is impossible, the word itself says 
'I'm possible'! Audrey Hepburn 

 

http://www.youtube.com/watch?v=pwNKyTktDIE
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