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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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Figure 13: Graph on availability of centrally authorised products across EU 2009

Centrally authorised products placed on the market 2009
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The revised QRDvet template

Implementation plan
Rapporteurs

Project managers — EMA review
CVMP members

CVMP

Success 1!

3 Packaging and labelling




FUROPEAN M F.I;J_I(",I NES AGENCY

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

| {(Invented) name of veterinary medicinal product <strength> pharmaceutical form <targetspeetes=}

{active substance(s )}
| [Name of the veterinary medicinal product, followed by its strength (if applicable) and

pharmaceutical form. The common name shall appear if the medicinal product contains only one
active substance and its name is an invented name, as it appears in the SPC under section 1.]

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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2. STATEMENT OF ACTIVE AND OTHER SUBSTANCES

[Expressed qualitatively and quantitatively per dosage unit or according to the form of administration
for a givenvolume or weight, using the common names. Where the active substance is present as a
salt, this should be clearly indicated e.g.. “mg X" or “mg Y-hyvdrochiloride (equivalent to mg Y) . ]

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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4. PACKAGE SIZE

[Bby weight, by volume or by number of doses of the veterinary medicinal product (i.e. pack size,
including a reference to any ancillary items included in the pack such as needies, swabs; content of

bottle etc... ).}

[A short statement should be used to describe the pack size:

e.g

“10mi” not “10 mivial”)

“10x 50 mi” (not “10 vials with 50 ml of solution for injection”)]

[In case of a combined labelling text covering different pack-sizes of the same strength, further pack-
size(s) should be included in grey shading.

10 x 1 dose of lyophilisate

e.g
28 tablets 10 x 1 dose of solvent
56 tablets or
100 tablets] 10 x [I + 1]

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”.
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6. INDICATION(S)
{Indication to be included only for medicinal products net subject to medical prescription. |

What more can we ask for®

 (Gaining space
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7. METHOD AND ROUTE(S) OF ADMINISTRATION

[Method of administration: directions for proper use of the veterinary medicinal product; e.g. “Shake
well before use ”. In all cases, and especially if full details cannot be included on the outer packaging
itself areference to the package leaflet must be inclhided. If the route of administration is already
mentioned in the name of the veterinary medicinal product, it should be repeated here in grev shading
(i.e. it will appear in the template text but NOT on the mock-ups and on the final printed materials,
e.g Oral solution).]

Read the package leaflet before use.

[Space shall be provided for the prescribed dose to be indicated on the label/outer carton. Route(s) of
administration should be mentioned according to “Standard terms” published by the Council of
| Europe. If the information exceeds the size of the label, reduced text is acceptable. ]

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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9. SPECIAL WARNING(S), IF NECESSARY

[Indicate any particulars essential for safety or health protection, including any special precautions
relating to use and any other warnings. ]

<Read the package leaflet before use.> [Unless already included under section 7 or in case of space
limitation. |

[ For certain veterinary medicinal products e.g. injectables containing mineral oil or live vaccines,
the following statement should be included: |

<Accidental injection is dangerous.—read-packageteatlet beforeuse>

<Accidental administration> <eContact with the mucosa> is dangerous. —see-packageleaflet-before
Hses

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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1. NAME OF THE VETERINARY MEDICINAL PRODUCT

| {(Invented) name of veterinary medicinal product <strength> pharmaceutical form <target species=>}
{active substance(s)}

[Pharmaceutical form: short terms according to “Standard terms” published by the Council of
Europe may be used in case of space limitation, if consistently used in all language versions.

Target species . according to the target species CTL on the EUTCT website

http://evtct ema. europa.ev'eutct/ display We lcome. do

Target enimatspecies: a clear pictogram of the target entmalspecies might be used to replace

mentioning the target species (to be discussed case- by- case} ]

« 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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4. ROUTE(S) OF ADMINISTRATION

fAccording to “Standard terms ” published by the Council of Europe. See also ORD reference
document “Tables of non-standard abbreviations ™. |

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 1V, SC, IM — Much shorter than the
full term — need not be repeated — most countries accept either
“V”, 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.

ROAD TO SUCCESS

NEXNT EXIT A
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Proposed and approved labelling

Primary package - characters: 869

HXXKXXK KXXHXXXX XXXX XXXXHKKXK XXX XHKK XXHKKXXKK KXHKKXHXHKKXK XXXK KXXHKKX XHKKXXHKKXK KHKXXHKHKXXKK XXHKHKIXHKKIIXHKKIIXHKKIEXKKXXK XX
XXXXXX XX XX X XKXRXXKXXK XX XRXX XXX KRXKKKXHKKIKK KIXXKKXHXKKK KRXX KXXKHKIIXHKHKIIHXKIIK KXXKRXHXKRK XK XHXXXKXK XXX XXX
XOXKKXXHKKXKKKIK KKXXK XK K XXEKKXK XK XXXKK KXXHKKX X XHXKKXKK XXX XK XX XHKKXHKKIIK KRXXKK XXX XXHKKK XXX X KRXXK KXXXXKXXK
XX X OXXOKKXX XXXXX XXXXK XXX X XKKXK KHIKXKHKXXKKX KXXKKXKKKK X XXKKRK XXKXXK XX XK XKKXKKXXK XXXXXK XK XXX KXKKXXXK XXXX
XOXOKKXXKKX. XXX X XHKKIXXHKKIXKKK XHKKXXKKK XHXKXXEXKKX KHXXK KK XHXKKXXK KXXKKX XXX XXKKIXXKKIKK XX XHKKXXKK XHXKKXHXKKK XK KXXXKXX
XXXKX XXKX XXKKK XXKKX XXKXXXK XX XXX XXKKKXK X KKK XXX XHKKXXXK HKKXXKKIKK KXXKK KX XK KKXXKKXK XKXXK XX KKXXHKKXXKXK
XOOKKIXKKXIHKKK. KX KXKIHKHKKIKKK XHKHKIXHKKKXK KIXXHKKXXK KXXHKKXXK KXXK XXX XHKKXHKKKXK KK XXX KRXXK KXXKKXK XXXK XXX XX XXX XHXXXX
XXX XXXKX XX XOKKXXXKXK KXXKXKK XX XXX XXEKKK KXXHKKXK KX HKKXXKKXKKK XKXXK KXXKKXKK XK XHKKK KRXXK XXKXXK KIXOXKKKXXKXK
XOORXKKIKIK. XXX KXKKIKK HOKKIKIKHKIKK XKX HKKKKIK KIKKIKXK KXXKX KKXHKXXK XXKXKKXK XXX KXXXXK

Primary package - characters: 161 (18.5% of the original text)

KXXXHKKK XXXHXKXK XXX KXHXXKXXK XHXKXHXXXKXK XK X KKK XHXXK XKXOKKXKKHXKIKKK XXXKK XX X XKRXXXK XX XXXXK XXX XX XX XXXX XX
XORXKXXX KXXXXHXXK XXX KXHXXK XKXKOKXKXKEK KXXKXK XXX XXX XKXKXK XKXKXKXXK XXXXX
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Proposed and approved labelling

Primary package — characters - 746

019,9,0.9.9,0,0.9.90/.9,9,0,85.0,0.9,90.9.9,0,.85.0,0.9,0,0,.85.0,0.90,0.9.0,0,0.95,0.9.9,0,0.9,0,0,0.9,0,0.0.0/9,0,8.9,0,0.0,8/.9,0,0,0.0.8).9,0,0,9,.9,0,0.0.0,85.9,.0,0,0.9,0,0,0.0,0,0.85.0,0.0. 8 0. 9/9.0,0,.85.0,0.9,0,0.¢
XXX XXXXX XXXXXX XXXXXX XX XXXKKXXAKK XXXXKK XXX XKKXXKXX XXXXX XXX XXXKXXAKXXKKX XX XXXKKX = XXXXKXXK XXXXXXX XXXX XXX
XXXXXXX XXXXXXK XXX XK XXXX XXXXX XXXX XXX XKXXXK XX XXXXX XXX XXKXXKXXKK XXX XXX XX XXKXX XXXKXKXXKK XXX XXX XXXXX

XXX XXKAKXXXKK XXXX XXX XXKXXKK XXXXAKXX XXXKXXK XXXX XXX XXX XXX XAKKXHKAKXXAKKXXK, XXX XXXXXX XXX XXX XXXXX XX XX XXXXX XX
),9,9.90,0.9.9,0,0.9.0,80.9,0,0.9,0,0,0.0,. 0, QD,0.9.0,80.0,0,.85.0,0.9.0,0,0.0.0,8.0,0,0.9,0,0.85,0,9.0,0,0.0.00°.9,0,8.0,0,0.0,0,8.0,0,0.0,0,0.0,.0,0,85.0,0.9.0,0,0.0,.0,8.0,0,0.9,0,0.8.0.95.0,0.9,0,8.9,0,0.9,0,0,0,0¢
XXXXXXK XXXX XXXXK XXX XXKXXK XAXXXXAKXXX XXKXXKXX XXXKXX XX XXXKXXXXK XX XX XAXKXXXKXXKK XXX XXXXX XXXKKXXXKXXKX XXX XXXXXX
XXXXXXXXX XXXX X XX XX XXXXXXXK XXXX XX XXXKXXKKXX XXKXKXKAXXXXKXX XXX XXX XX XXX XXX XXX XXX XK XKXXXXXXK XX XXX XXXX
XXXXXXXXX X XXXX XX XXXKXXKKX XXX XXXKXXXXXXK XXXXX

Primary package - characters: - 553 (74% of the original text)

XXXXXXXXK XX XXXX XXXK XXXXKK XXX XXXKKX XXXXKXXAKKXXK XXX XX XXXEKXXXXX XXXKX XX XKXXKXXXK XXX XXX XRXXXXXK XXXXXXX
XXXXXX XXXX XXXXXXKXXK XXX XKK XXXX XXX XXXXXKXK XK XXXXX XXX XXX XAKXXXK XXX XXX XX XXXXK XXXKKXXKK XXX XXX XXXXX
XXXXAKXXKKXX XXX XXXX XXXXXX, XXX XXX XXXKXX XXX XXXXXK XXX XXX XXXAKXXKKXX XXXKXXAKXX XXXXXXXK XXXXXK XK XXXXXXXX XX XXX

), 9,9,9,9,0,0.9,90/.9.9,0,0.0.9 9, 4.9,9,0,0.9,90/.9,0,0,0.90,0.95.0.9.40.9.9,0,0.9,0,0.85.0,0.0:0,0,0.9,0,0.95,0.9,.0,8.0,0,85.0,0.9.0,0,0.9.0,8.0,0,0.0,0,0.95.0,0.0.0,0.9.90.9.9,0,0.9.0,0,0.95,0.9.0,8.0,0,0.9,0,0.¢
XXXXXXXXK XXX XXXXXX XXXXXXXKX XXXX X XX XX XXXKXKXXK XXX XX XXXXKXXAKKX XXXAKKXKKXXXKX XXX XXX XX XXX X XXX XXX XXXXX XX
XXXXXXXXX XX XXX XXXXK XXXXXXXXK X XXXX XK XKXXAKXXXK XXX XXXXKXXKKXX XXXXX
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Proposed and approved labelling

Outer package - characters - 965

19,9,0,9.9,0,80.0,0,0.90.9.9,0,0.9,0,0,0.0,90.9.9,0,0.9,.0,8.0,0,0.0,0,85.0,0.95,0.9,0,0,85.0,0.9,9,0,0.0,0,0,0.95,0.9,0, 8.0, 0,0.0,0,0.9,0,0,0.95,0.9.0,0,0.9,.0,0,0.95,0.9.0,0,0.0.80.9,0,0.9.0,4.0,0..0,.8.0,0,0.4,0.0.¢
0,9,9,0,9.9,0,0.9.90/.9,.0,90.9,0,0.9,0,0,0.9.0,0.90. 0,85, 0,0.9,9,0,0.90,0,0,0.0,8.0.0,0.90,0.9,80.9,0,0,0.9,0.8.0,0,0.9,0,0.85.0,0.9,0,0,.85.0,0.0.8.9,9,0,9.0,0,0,0,0, 8.0, 8.9,0,0.9,0,0,0.0.0,8.9,0,0.0.¢ ¢
19,9,0.9.9,0,0.9.90.9,9,0,0.9,0,0,0.0,9/9,0,8.0,0,0.9,0,0,9.0,0,0.0,9.9,0.8.0,0,0.9,0,0,0.0,0,0.95.0.95.0.0.9.0.0, 9.0, 8.9.0,0.85.0,0.0,80°.9.0,0,0.90,9.90,0,0,9,.0,0,0.9,0,0,0.9,.0,0.95.0,85.0,0.9,9,0,0.0,0,0.0.4.0.¢
XXXXX XXXXKXXAKXXX XXXXXXAXXXKK XXXXKXX XX XXX XXX XX XKXKXXKKX XXX XXX XXKXX XXXKXXKK XX XXX XXX XX XXX XXXX X XXXXX XX

D, 9,9,9,9,0,0.9,0,8.9,0,0.9.0,0.90.0,0.9,0,0,9,.9,0,0.9,0,0,.0.90.9.95.9.9,0,0.9.0,0,0.95,0.9,0,0,0.9.0,0,0.0,.0,0.,0.95.0,.0.9.0.0. 0 0.9 /.9.0,0,.85.0,0.0,40/.9.0,0,8.0,85.0,0.9,0,8.0,8.9,0,0.95,0.9,9.9,.0,0,0.9,0,0.¢
XXXXXXXXK X XXXX XXX XXXKXXK XXX XKK XXXXXX XXX XXX XK XXX XXXXK XXX XX XX XX XXX XXX XKKXXKKX XXXK XXX XXXXXX XXXXXXX
D, 9,9,9,9,0,0.90,0.9.90.9,9,0,0.9,90.9.9,0,0.9,0,0.9.0.80.9,0,0.9.0,0,0.9,90.0,0,0.9,0,0,85. 0,85, 0,0.9,0,8.9.0,0.9.0,0,0.0,80°.9,9,0,0.9,0,8.0,0,0.9.0.9,8°.9,0,0,0.9,0,0.9.0.8.9,0,0.9,0,0,0.0,8.9.9,0,0.0.0,8.0,0.9,0,0.¢
XX XXXXXXXX XX XX XKXXKEKXXKK XXXX XXXXX XXXKKXHKAKXXXK XXX XXXKKX XXXKXXXXX XXXXK XXX XX XXXXKXXK XXXX XX XXXXXXXXXX

D, 9,9,9,9,0,0.9,9,0,0.9,0,80.0,0,0.90.0.0, 4 0.9 /9.0,80.0.0,0.0,9.9.0,8.0,0,0.0,4/.9,9°.9,9,0,0.9,0,0,0.95,0.9,0,0,.9,95,0.9,0,0.9.0,0,0.0,0,0.8.0.9.85,0.9,0,0.9.40,9.0,0,0.95,0,9.0,0,0.0.8.9,0,0,0.9,0,0,8.0,0.0,¢

), 9,9,9,9,0,0.90.0.9,.0,80.9,0,0.9,9,0,0.9,0,80.9,0,0.9,0,0,0.0,8.0,0,85.0,0.95.0,0.9.0,0.85,0.9,0,0,0.9,4.9,0,0,0.0,0,0,0.0,0,0.0,0,0,8.0,0.¢

Outer package — characters - 389 (40% of the current text)

XXXXXXX XXX XXXXXKXXKK XXXXXXX XXXXXX XXX XXXX XXX XX XXXK XXX XXX XXXKXXX XXKXXK XXXX XXX XX XXX XXX XXXXX XX XX
XX XXX XXXXXXXAKXXKK XXXX XXX XXXXXXK XKXKXXKK XXXXKKX XXXAXKXXK T XXXX XXXKXXK XKXKXXXXX XXX XXXXXXK XXAXXXXKXX XXXX X XX XX
),9,9,0.9.9,0,0.90,0.0,.0, 9.0, 80.9,0,0,9.9,0,0.9.0, 8.0, 0,0.9,9,0,0.9,0,0,9,.0,8:0,0,0.9.0.0, 4 0.9 /.9.0,8.0,0,0.0,40.9,.0.8.0,0,0.0,00/.9.85,0.9,0,0,0.0,0,0.95.0.9,0,0,0.40,0.9,0,0,0.90,0,0,0,.0,0,8.0,0.95,0.0.0,0,0.¢

. 9,9,9.9,80.9,0,0.9,.9,0,.85.0,0.9,9,0,0.9, 40/ 9,0,0.85.0,0.9,0,0,0.90,0.9,0,80:0,0,0.9,0,0,0.0,0,85.0,0.9,0,0,0.0,0,.8.0,0.95,0,0.95,0.9,0,0,0.40,0.9,0,0,0.0.80.9,0,0.9,.0,0,0.9,:0,0,0.9,0,0.8.0,0.¢
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Nothing Is impossible, the word itself says
"I'm pOSSible'! Audrey Hepburn
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