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The Secretary of State is a Minister designalefi{r the purposes of making Regulations under
section 2(2) of the European Communities Act 1BY 2§ relation to measures in the veterinary
and phytosanitary fields for the protection of pablealth.

The Secretary of State has carried out the conisulteequired by Article 9 of Regulation (EC)
No 178/2002 of the European Parliament and of thenCil laying down the general principles
and requirements of food law, establishing the peam Food Safety Authority and laying down
procedures in matters of food safe)y(

In accordance with section 56(1) of the Finance ¥3%3¢), the Treasury consent to the making
of these Regulations.

The Secretary of State makes these Regulationzerctise of the powers conferred by section
2(2) of the European Communities Act 1972 and loyiee 56(1) of the Finance Act 1973.

(8 S.I.1999/2027.

(b) 1972 c. 68.

(c) OJNoL31,1.2.2002, p. 1.
(d) 1973 c.51.
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PART 1

Introduction

tle and commencement

1. These Regulations may be cited as the Veterinagidihes Regulations 2013 and come into
rce on 1st October 2013.

Definition of “veterinary medicinal product”, inter pretation and scope

2—(1) In these Regulations “veterinary medicinaldarat” means—

(a) any substance or combination of substances presaathaving properties for treating or
preventing disease in animals; or

(b) any substance or combination of substances that beaysed in, or administered to,
animals with a view either to restoring, correctmgmodifying physiological functions
by exerting a pharmacological, immunological or abelic action, or to making a
medical diagnosis.

(2) In these Regulations—

“adverse reaction” means a reaction to a veterimagglicinal product that is harmful and
unintended and that occurs at doses normally usadimals for the prophylaxis, diagnosis or
treatment of disease or to restore, correct or fp@dphysiological function;

“the Agency’” means the European Medicines Agendgbdished by Regulation (EC) No
726/2004 of the European Parliament and of the €iblaying down Community procedures
for the authorisation and supervision of medicpr@ducts for human and veterinary use and
establishing a European Medicines Agealy/(

“animal” means all animals other than man and ithetu birds, reptiles, fish, molluscs,
crustacea and bees;

“the cascade” has the meaning given in paragragftSthedule 4;

“Commission Regulation (EC) No 1234/2008” means @ussion Regulation (EC) No
1234/2008 concerning the examination of variatim#he terms of marketing authorisations
for medicinal products for human use and veterimagglicinal product$);

“Commission Regulation (EU) No 37/2010” means Cossiain Regulation (EU) No 37/2010
on pharmacologically active substances and thassdication regarding maximum residue
limits in foodstuffs of animal origirj;

“extension variation” has the same meaning as ‘st of a marketing authorisation” in
Article 2 of Commission Regulation EC No 1234/2008;

“horse passport” means a passport issued in acooedaith the provisions of Commission
Regulation (EC) No 504/2008 implementing Councilddtives 90/426/EEC and 90/427/EEC
as regards methods for the identification of ecg(dia

“immunological veterinary medicinal product” mears veterinary medicinal product
administered to animals in order to produce adaivpassive immunity or to diagnose the state
of immunity;

“Regulation (EC) No 470/2009 of the European Padiat and of the Council” means
Regulation (EC) No 470/2009 of the European Padismand of the Council laying down
Community procedures for the establishment of tesitimits of pharmacologically active
substances in foodstuffs of animal origin(

(a)
(b)
(©
(d)
©

0OJ No L136, 30.4.2004, p. 1.
0OJ No L334, 12.12.2008, p.7.
0OJ No L 15, 20.1.2010, p. 1.
0OJ No L 149, 7.6.2008, p. 3.
0J No L152, 16.6.2009, p. 11.



“Regulation (EC) No 767/2009 of the European Padiat and of the Council” means
Regulation (EC) No 767/2009 of the European Padignand of the Council on the placing
on the market and use of feed in relation to fegstiffs containing specified feed
additivesg);

“risk-benefit balance” means an evaluation of tbsifive therapeutic effects of the veterinary
medicinal product in relation to—

(a) any risk to human or animal health relating to thelity, safety or efficacy of the
veterinary medicinal product; or

(b) any risk of undesirable effects on the environment;
“strength” means the amount of active substancasdiosage unit or unit of volume or weight.

(3) In these Regulations references to types of variatire to those specified in Commission
Regulation (EC) No 1234/2008;

(4) In these Regulations any reference to a membee Btat reference to a member State of the
European Union and Norway, Iceland and Liechtenstei

(5) For the avoidance of doubt, these Regulations applyeterinary medicinal products
irrespective of whether or not there is other liegiisn controlling a product.

Products to which these Regulations do not apply
3—(1) These Regulations do not apply to a veterimaeglicinal product based on radio-active
isotopes.

(2) They do not apply in relation to a product intended administration in the course of a
procedure licensed under the Animals (ScientifiocBdures) Act 1986], except that, if the
animals are to be put into the human food champtily products that may be administered to the
animals are—

(a) authorised veterinary medicinal products adminggten accordance with their marketing
authorisation; or

(b) products administered in accordance with an aniteat certificate granted under
paragraph 9 of Schedule 4.

PART 2
Authorised veterinary medicinal products

Placing a veterinary medicinal product on the marke
4—(1) No person may place a veterinary medicinatpob on the market unless that product
has been granted a marketing authorisation by ¢oecfary of State or the Agency.

(2) No person may certify data in relation to an aglan for a marketing authorisation or in
relation to an existing marketing authorisatiothiéy know that those data are false, or do not
believe that they are accurate.

(3) Schedule 1 (marketing authorisations) has effect.

(@ OJ No L229, 1.9.2009, p. 1. Regulation (EC) N@ 2609 was last amended by Regulation (EC) 939/20I0No L277,
20.10. 2010, p. 4).
(b) 1986 c. 14.



Manufacture of veterinary medicinal products

5—(1) The holder of a marketing authorisation mustuge that every stage in the manufacture
of the veterinary medicinal product is carried bytthe manufacturer specified in the marketing
authorisatiord).

(2) Schedule 2 (the manufacture of veterinary mediginadlucts) has effect.

(3) “Manufacture” includes any part of the manufactafe veterinary medicinal product until
the finished product is ready for sale in its fif@m as specified in the marketing authorisation
but does not include the manufacture of an ingredie breaking open the package of a veterinary
medicinal producty).

Marketing of products not in accordance with a marleting authorisation

6. The holder of a marketing authorisation for a satey medicinal product is guilty of an
offence if either the holder or the manufactureppies a product that is not completely in
accordance with the marketing authorisation.

Classification, supply and possession of the produc

7—(1) Schedule 3 (classification and supply, whdkesi@alers and sheep dip) has effect.
(2) No person may supply a veterinary medicinal prothat has passed its expiry date.

(3) No person may open the package (including the quaekage) of a veterinary medicinal
product before it has been supplied to the finatusther than as permitted under Schedule 3.

(4) No person may supply an authorised human medignadluct for administration to an
animal (other than a product supplied by a veteyirsurgeon or in accordance with a written
prescription from a veterinary surgeon that inctudk the information specified in paragraph 6 of
Schedule 3).

(5) No person may be in possession of a veterinary cimadiproduct that was supplied to that
person other than in accordance with Schedule 3.

Administration of the product

8. No person may administer a veterinary medicinatipct to an animal unless—

(a) the product has a marketing authorisation auth@yisis administration in the United
Kingdom, and the administration is in accordandd Wiat marketing authorisation; or

(b) itis administered in accordance with Scheduleddnfaistration of a veterinary medicinal
product outside the terms of a marketing authdosator Schedule 6 (exemptions for
small pet animals).

Importation of authorised veterinary medicinal products
9—(1) No person may import a veterinary medicinalduct authorised for use in the United
Kingdom except in accordance with this regulation.

(2) A holder of a marketing authorisation for a vetarin medicinal product may import that
veterinary medicinal product.

(3) A holder of a manufacturing authorisation may intparveterinary medicinal product to
which that authorisation relates.

(4) An authorised wholesale dealer may import a vedgyimedicinal product if—
(a) the authorisation covers the product; and

(a) If the manufacture is carried out in the Uniteididgdom the manufacturer must hold a manufacturitgaisation for that
type of product granted by the Secretary of State.
(b) For provisions on breaking open packages sedatigu 7(3).



(b) the dealer has notified the holder of the marketnghorisation in writing before
importation.

(5) A veterinary surgeon or a pharmacist may import amyhorised veterinary medicinal
product.

(6) A suitably qualified person (registered in accomawith paragraph 14 of Schedule 3) may
import any authorised veterinary medicinal prodhet that person is permitted to supply.

(7) There are no restrictions on the importation ofathorised veterinary medicinal product in
category AVM-GSL.

Advertising the product
10—(1) No person may advertise a veterinary medicipadduct if the advertisement is
misleading or contains any medicinal claim thatasin the summary of product characteristics.

(2) No person may advertise an authorised human medliproduct for administration to
animals (including sending a price list of, or indihg, authorised human medicinal products to a
veterinary surgeon or veterinary practice).

(3) Paragraph (2) does not apply to the holder of aegate dealer’s authorisation who supplies
a list of authorised human medicinal products, tiogiewith prices, to a veterinary surgeon for use
under the cascade provided that—

(a) the listis sent following a request from the vigtery surgeon to whom it is sent; and

(b) the list states clearly that the product does reteha marketing authorisation as a
veterinary medicinal product, and may only be mibed and administered under the
cascade.

Advertising of prescription products and products ®©ntaining psychotropic drugs or
narcotics
11—(1) No person may advertise a veterinary mediginadiuct that—
(a) is available on veterinary prescription only; or
(b) contains psychotropic drugs or narcotics.

(2) In the case of a product containing psychotropigydror narcotics, paragraph (1) does not
apply to advertisements aimed at veterinary surgeopharmacists.

(3) Subject to paragraph (4) in the case of POM-V meds; paragraph (1) does not apply to
price lists, or to advertisements aimed at—

(a) veterinary surgeons;
(b) veterinary nurses;
(c) pharmacists; or
(d) professional keepers of animals.
(4) No person may advertise anti-microbials to profassi keepers of animals.

(5) In the case of POM-VPS medicines, paragraph (1s do® apply to price lists, or to
advertisements aimed at—

(a) veterinary surgeons;

(b) pharmacists;

(c) suitably qualified persons registered in accordawite paragraph 14 of Schedule 3;
(d) other veterinary health care professionals; or

(e) professional keepers of animals.



Defence of publication in the course of business
12.In proceedings for an offence under these RegulaiB(g), it is a defence for the person
charged to prove—

(a) that that person’s business is to publish or aedngthe publication of advertisements,
and

(b) that the advertisement was received in the ordicaryrse of business and the person
charged did not know and had no reason to suspattts publication would amount to
an offence under these Regulations.

Wholesale dealing

13.No person may buy a veterinary medicinal prodattter than by retail or for the purposes
of retail supply in accordance with Schedule 3,esslthe buyer has a wholesale dealer's
authorisation granted by the Secretary of Statewutits regulation and Schedule 3.

Feedingstuffs
14.Schedule 5 (medicated feedingstuffs and speddied additives) has effect.

Exemptions

15—(1) These Regulations do not apply to an inaaidatiutogenous vaccine that is
manufactured, on the instructions of a veterinamgson, from pathogens or antigens obtained
from an animal and used for the treatment of thahal.

(2) Schedule 1 and Part 1 of Schedule 2 do not appiglation to an inactivated autogenous
vaccine that is—

(a) manufactured by a person and in premises authoiiseabcordance with Part 2 of
Schedule 2, on the instructions of a veterinanygeomn, from pathogens or antigens
obtained from an animal; and

(b) used for the treatment of—
(i) other animals on the same site;
(i) animals intended to be sent to those premises; or
(i) animals on a site that receives animals from tiposmises.
(3) Schedule 1 and Part 1 of Schedule 2 do not appisi@tion to—

(a) blood or blood constituents from a blood bank aritledl in accordance with Part 3 of
Schedule 2;

(b) a product manufactured for administration undercicade by a person and in premises
authorised in accordance with Part 4 of Schedute 2;

(c) equine stem cell products for use as an autologeasment for horses from an equine
collection centre authorised in accordance with Paf Schedule 2.

(4) Schedule 6 (exemptions for small pet animals) ffaste

Fees

16. Schedule 7 (fees) has effect.



PART 3
Records

Food-producing animals: proof of purchase of vetenary medicinal products

17.The keeper of a food-producing animal must keepofpof purchase of all veterinary
medicinal products acquired for the animal (oth#y were not bought, documentary evidence of
how they were acquired).

Food-producing animals: records of administration ly a veterinary surgeon

18. A veterinary surgeon who administers a veterimagdicinal product to a food-producing
animal must either enter the following informatipersonally in the keeper’s records or give it to
the keeper in writing (in which case the keepertreager the following into those records)—

(a) the name of the veterinary surgeon;

(b) the name of the product and the batch number;
(c) the date of administration of the product;

(d) the amount of product administered;

(e) the identification of the animals treated; and

(f) the withdrawal period.

Food-producing animals: records of acquisition ancdadministration
19—(1) When a veterinary medicinal product is boughtotherwise acquired for a food-
producing animal the keeper must, at the time,rckeo
(@) the name of the product and the batch number;
(b) the date of acquisition;
(c) the quantity acquired; and
(d) the name and address of the supplier.

(2) At the time of administration (unless the admiristm is by a veterinary surgeon in which
case the record must be in accordance with regula8) the keeper must record—

(a) the name of the product;

(b) the date of administration;

(c) the quantity administered;

(d) the withdrawal period; and

(e) the identification of the animals treated.

(3) A keeper who disposes of any or all of the veteyinmedicinal product other than by
treating an animal must record—

(a) the date of disposal;
(b) the quantity of product involved; and
(c) how and where it was disposed of.

Food-producing animals: retention of records

20.The keeper of a food-producing animal must keepditcumentation on the acquisition of a
veterinary medicinal product and the records nedptio the product for at least five years
following the administration or other disposal bétproduct, irrespective of whether or not the
animal concerned is no longer in that keeper’'s ggmen or has been slaughtered or has died
during that period.



Records by a holder of a manufacturing authorisatia

21—(1) A holder of a manufacturing authorisation mast soon as is reasonably practicable,
make a record of each batch of veterinary medi@naduct manufactured, assembled or supplied,
which must include—

(a) the name of the product;

(b) the quantity manufactured, assembled or supplied;

(c) the date of manufacture, assembly or supply;

(d) the batch number and expiry date; and

(e) inthe case of supply, the name and address oéthigient.

(2) The holder must keep with the record all certifmatprovided by the qualified person
(manufacture) in relation to that batch.

(3) The holder must keep all records and certificatgsat least five years from the date the
veterinary medicinal product is placed on the miarke

Records by a holder of a wholesale dealer’s auth@ation

22.A holder of a wholesale dealer's authorisation thmagord the following as soon as is
reasonably practicable after each incoming or aotgtransaction (including disposal) relating to
a veterinary medicinal product—

(a) the date and nature of the transaction,

(b) the name of the veterinary medicinal product,

(c) the manufacturer’'s batch number,

(d) the expiry date,

(e) the quantity, and

(f) the name and address of the supplier or recipient,

and must keep the records for at least three years.

Records of the receipt or supply of prescription poducts

23—(1) Any person permitted under these Regulatiorsipply a veterinary medicinal product
classified as POM-V or POM-VPS who receives or $isppany such veterinary medicinal
product must keep all documents relating to thestation that show—

(a) the date;
(b) the name of the veterinary medicinal product;

(c) the batch number (except that, in the case of dystdfor a non-food-producing animal,
this need only be recorded either on the date oéipé of the batch or the date a
veterinary medicinal product from the batch istfgspplied);

(d) the quantity;
(e) the name and address of the supplier or recipaert;

(f) if there is a written prescription, the name andrads of the person who wrote the
prescription and a copy of the prescription.

(2) If the documents do not include this informatiomttiperson must make a record of the
missing information as soon as is reasonably malgie following the transaction.

(3) As an alternative to paragraphs (1) and (2) thasqme may make a record of all the
information required there provided that this ime@s soon as is reasonably practicable following
the transaction.

(4) The documentation and records must be kept faast five years.

10



Records of products administered to a food-producig animal under the cascade

24.A veterinary surgeon administering a veterinaryditieal product to food-producing
animals under the cascade, or permitting anothesopeto administer it under that veterinary
surgeon’s responsibility, must, as soon as is redsy practicable, record—

(a) the date of examination of the animals;

(b) the name and address of the owner;

(c) the identification and number of animals treated;

(d) the result of the veterinary surgeon'’s clinicalesssnent;

(e) the trade name of the product if there is one;

() the manufacturer’s batch number shown on the pidtitieere is one;
(g) the name and quantity of the active substances;

(h) the doses administered or supplied;

(i) the duration of treatment; and

()) the withdrawal period,

and must keep the record for at least five years.

PART 4
Unauthorised veterinary medicinal products

Importation of an unauthorised veterinary medicinal product

25—(1) No person may import or be concerned in thegortation of an unauthorised veterinary
medicinal product except in accordance with thigifation.

(2) A holder of a marketing authorisation may import @mauthorised veterinary medicinal
product if it is for the purpose of the manufactafe veterinary medicinal product for which the
importer holds the marketing authorisation.

(3) A holder of a manufacturing authorisation may intor unauthorised veterinary medicinal
product if it is for the manufacture of a veterinanedicinal product that the importer is permitted
to manufacture.

(4) A holder of a wholesale dealer's authorisation nieyport an unauthorised veterinary
medicinal product for the purposes of re-export.

(5) A veterinary surgeon may import an unauthorisecerigry medicinal product that is
authorised in another member State if it is for pluepose of administration by that veterinary
surgeon or under that veterinary surgeon’s respéitgiunder the cascade or administration in
exceptional circumstances in accordance with Sdaetjuthe import must be in accordance with
the appropriate certificate granted by the SegrataiState, and the product may be imported by
the veterinary surgeon personally or by using alegade dealer or pharmacist as an agent.

(6) A wholesale dealer or a pharmacist may import aauthorised veterinary medicinal
product for the purpose of storing it pending adstiation by a veterinary surgeon under the
cascade or administration in exceptional circurmestarin accordance with Schedule 4 if—

(a) the veterinary medicinal product is authorisedrinother member State or a third country;
(b) the Secretary of State has issued a certificatdyceg that—

() the disease or condition is such that the vetgringdicinal product is likely to be
needed as a matter of urgency for the treatmeau @nimal,

(i) delay in administering the product will seriousljeat the health or welfare of the
animal; and

11



(i) there is no suitable veterinary medicinal producttharised in the United
Kingdom; and

(c) inthe case of a wholesale dealer, the producitiémthe terms of the authorisation.

(7) The holder of an animal test certificate grantedeurparagraph 9 of Schedule 4 may import
anything specified in the animal test certificate dccordance with the conditions in that
certificate.

(8) The Secretary of State may authorise in writingithgortation of any product or substance
for use under a licence granted under the Aning&dseqtific Procedures) Act 1986.

Possession of an unauthorised veterinary medicinproduct

26—(1) No person may be in possession of an unaggneterinary medicinal product.

(2) No person may be in possession of an unauthoriggtivary medicinal product with the
intention of supplying that product to another pets

(3) This regulation does not apply to—

(a) a veterinary medicinal product imported in accomgawith a certificate granted by the
Secretary of State under these Regulations;

(b) a product prescribed by a veterinary surgeon uthdecascade;
(c) a holder of a manufacturing authorisation if thegession is for export;

(d) a holder of a wholesale dealer's authorisatioheéf possession is for export or re-export;
or

(e) a holder of a manufacturer’s authorisation or mimgeauthorisation if the intention is to
manufacture a veterinary medicinal product.

(4) A veterinary surgeon who practises in both the &thiKingdom and another member State
may hold veterinary medicinal products authorisedhie other member State provided that the
amount held does not exceed the amount expectaslused in that member State.

(5) It is a defence for a person charged with failiogomply with paragraph (1) to prove that
the product was for the purposes of research aldpment of a veterinary medicinal product.

(6) A veterinary surgeon may have possession of anoes#d human medicinal product
intended for administration to animals under thecede, provided that the amount held does not
exceed the amount expected to be used under tbadeas

Supply of an unauthorised veterinary medicinal proaict

27—(1) No person may supply an unauthorised veteyimadicinal product.
(2) This regulation does not apply to—
(a) a veterinary medicinal product prescribed by anmdey surgeon under the cascade; or

(b) a product supplied in accordance with a certificatnted by the Secretary of State under
these Regulations.

(3) It is a defence for a person charged with failiogomply with paragraph (1) to prove that
the supply was for the purposes of research orldievent of a veterinary medicinal product.

PART 5

Miscellaneous provisions, enforcement and offences

The Veterinary Products Committee

28—(1) There shall continue to be a Veterinary Prési@ommittee.

12



(2) The Secretary of State may appoint members of t@ndttee from professional people
who are eminent in their field, and any lay memlasrshe Secretary of State sees fit.

(3) The function of the Committee is to provide scigntadvice on any aspect of veterinary
medicinal products asked for by the Secretary afeSand to carry out any functions specified in
these Regulations.

(4) The Secretary of State may pay members of the Ctieersuch amounts as the Secretary of
State may decide.

(5) The Secretary of State may consult the Committematime.

Veterinary Products Committee appeals procedure

29—(1) The following procedure applies when any perseceives a notification from the
Secretary of State informing that person (the dapglof a right to an appeal to the Veterinary
Products Committee.

(2) The appellant must inform the Secretary of Statarointention to appeal within 28 days of
the natification which is the subject of the appeal

(3) The appeal may be written or oral, or both, atctiha@ce of the appellant.

(4) The appellant may not present to the Committeenany data not available to the Secretary
of State at the time of the original decision.

(5) The Committee must consider the appeal and angseptations made by the Secretary of
State, and report its findings in writing to the c&ary of State together with its
recommendations.

(6) The Secretary of State must send a copy of thatrepthe appellant on request.
(7) The Secretary of State must consider the reportterdform a provisional decision.

(8) The Secretary of State must then notify the prowial decision to the appellant, together
with the reasons for it.

Appeals to an appointed person

30—(1) A person aggrieved by a provisional decisibthe Secretary of State under regulation
29 may appeal against the decision to a personirgpddor the purpose by the Secretary of State
in accordance with this regulation.

(2) So may an applicant for—
(a) a manufacturing authorisation;
(b) appointment as a Qualified Person for the purposasmanufacturing authorisation;
(c) authorisation for a person or premises to manufa@utogenous vaccines;
(d) an authorisation of a blood bank;

(e) authorisation of a person and premises to manufacam unauthorised veterinary
medicinal product for administration under the eals;

(f) authorisation of an equine stem cell centre;
(g) a wholesale dealer’s authorisation;

(h) the approval of premises for the supply of POM-WRNFA-VPS veterinary medicinal
products by a suitably qualified person,

if such an application is refused.

(3) A holder of any of the above authorisations, appoamt or approvals may appeal against a
suspension or compulsory variation in the same way.

(4) The appointed person must consider the appealnflayt not consider any new data not
available to the Secretary of State at the timeéheforiginal decision) and any representations
made by the Secretary of State and report in witivith a recommended course of action, to the
Secretary of State.

13



(5) The Secretary of State must then reach a finalsgetiand notify the appellant, together
with the reasons for it.

Exports

31—(1) No person may export a veterinary medicinaldpict for use in another member State
unless the veterinary medicinal product may be udwiupplied or administered in that member
State.

(2) If a veterinary medicinal product has been manufad in accordance with a marketing
authorisation, or if a product without a marketiagthorisation has been manufactured under a
manufacturing authorisation, and the product isrided for export outside the European Union,
the Secretary of State must, at the request ofe#porter or the competent authorities of the
country to which it is being exported, provide gtifieate to that effect.

(3) When issuing the certificate the Secretary of Staest take account of the model
certificates issued by the World Health Organizgap

(4) If the veterinary medicinal product is authorisedthe United Kingdom the Secretary of
State must ensure that the exporter or the comipatehorities of the third country has access to
the summary of product characteristics.

Time limits

32—(1) In any provision in these Regulations requjrithe Secretary of State to issue an
authorisation within a set time, the clock does stait to run until the Secretary of State has
checked that the application dossier is in accaréavith these Regulations and has validated the
application.

(2) In calculating the period during which the Secnetaf State must issue any authorisation
requires the clock is stopped when the SecretaState requires an applicant to provide further
data until all the further data required have barwided.

(3) The clock is also stopped during any period thatapplicant is given to provide oral or
written explanations.

(4) The Secretary of State may stop the clock pendaygnent of outstanding fees.

Appointment of inspectors

33.The Secretary of State must appoint inspectorghipurposes of the enforcement of these
Regulations and in these Regulations “inspectoramsean inspector appointed under this
regulation or a veterinary inspector appointed utiole Animal Health Act 198bj.

Powers of entry

34—(1) An inspector may, on giving reasonable notarej on producing a duly authenticated
authorisation if required, enter any premises gt r@asonable hour for the purpose of ensuring
that the provisions of these Regulations are beamyplied with; and in this regulation “premises”
includes any place, vehicle, trailer, containaall smoveable structure, ship or aircraft.

(2) The requirement to give notice does not apply—

(@) where the entry is pursuant to any provision of Eld instrument which requires
inspection without notice;

(b) where the requirement has been waived;
(c) where reasonable efforts to agree an appointmenet faded;

(a8) Published by the World Health Organization at:wwwho.int/medicines/en.
(b) 1981 c.22.
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(d) where an inspector has reasonable suspicion ofilarefato comply with these
Regulations; or

(e) inan emergency.

(3) Paragraph (1) does not apply in relation to anynses which are used wholly or mainly as
a private dwelling, unless those premises, or aast pf them, are approved, registered or
authorised for the sale of veterinary medicineseuméragraph 8, 10, 14(4) or 18 of Schedule 3 or
for use as a feed business under paragraph 5¢(®2){2) of Schedule 5.

(4) Paragraphs (1) and (3) do not affect any rightrifyeconferred by a warrant issued by a
justice of the peace.

(5) An inspector may be accompanied by—
(a) such other persons as the inspector considerssagepand

(b) any representative of the European Commission@tinthe purpose of the enforcement
of a Community obligation.

(6) If a justice of the peace, on sworn information vimiting, is satisfied that there are
reasonable grounds for entry into any premisesther purposes of the enforcement of these
Regulations, and either—

(a) admission has been refused, or a refusal is exgheatel (in either case) that notice to
apply for a warrant has been given to the occupier;

(b) asking for admission, or the giving of such a rtiwould defeat the object of the entry;
(c) the case is one of urgency; or
(d) the premises are unoccupied or the occupier isdeamity absent,

the justice may by signed warrant authorise anectsp to enter the premises, if need be by
reasonable force.

(7) A warrant under this regulation is valid for onentio

(8) An inspector who enters any unoccupied premised tease them as effectively secured
against unauthorised entry as they were beforg.entr

(9) An inspector may enter the premises of manufagurémlctive substances used as starting
materials for veterinary medicinal products, and fitremises of the marketing authorisation
holder.

(10) An inspector may carry out an inspection at theuest] of another member State, the
European Commission or the Agency.

(11) In this regulation, a reference to a justice ofpfrace —
(a) in Scotland includes a reference to the sherifftara magistrate; and
(b) in Northern Ireland, is a reference to a lay magist

Powers of an inspector

35—(1) An inspector entering premises under the prevregulation may—
(a) inspect the premises, and any plant, machinerguipenent;
(b) search the premises;
(c) take samples;
(d) seize any computers and associated equipment;

(e) seize any veterinary medicinal product or any agelib which Schedule 5 applies, if it is
not authorised in the United Kingdom;

() seize any premixture or feedingstuff that contanseterinary medicinal product or
additive to which Schedule 5 applies that is nébharised in the United Kingdom;

(g) seize any veterinary medicinal product, any adelitv which Schedule 5 applies, any
premixture or feedingstuff if—
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(i) it has not been lawfully manufactured, incorporatecgupplied in accordance with
these Regulations;

(ii) it has been stored in a way that affects its saéptglity or efficacy; or

(i) it is sold or offered for sale by a person not pead to supply it under these
Regulations;

(h) carry out any inquiries, examinations and tests;

(i) have access to, and inspect and copy or seizeamyrents or records (in whatever form
they are held) relating to these Regulations; and

(i) have access to, inspect and check the operatiaanyfcomputer and any associated
apparatus or material that is or has been in userinection with the records; and for this
purpose may require any person having charge obtloerwise concerned with the
operation of, the computer, apparatus or matedahkfford such assistance as may
reasonably be required and, where a record islkepteans of a computer, may require
the records to be produced in a form in which they be taken away.

(2) The powers of seizure under sub-paragraph (1)fg)ard (g) include a power to seize
anything which purports to be, or which an inspecaasonably believes to be, something the
inspector is entitled to seize under these powers.

(3) An officer of any local authority who has enteredrpises exercising any statutory power of
entry for the purposes of enforcing any legislatielating to food hygiene, feed hygiene or animal
health, may inspect any records made under thegal®®ns (in whatever form they are held)
relating to food-producing animals, and may remibxen to enable them to be copied.

(4) Where an inspector has entered any premises aigl nbt reasonably practicable to
determine at the time whether documents on thommipes are relevant to these Regulations, the
inspector may seize them to ascertain whether totheg are relevant.

Inspection of pharmacies

36.In relation to a pharmacy, all the powers of aspéttor to enforce these Regulations may
also be exercised by an officer of the General fheeutical Council appointed for the purpose.

Obstruction

37.No person may—
(a) intentionally obstruct any person acting in theceximn of these Regulations;

(b) without reasonable cause, fail to give to any peracting in the execution of these
Regulations any assistance or information that pleason may reasonably require under
these Regulations;

(c) furnish to any person acting in the execution adsth Regulations any information
knowing it to be false or misleading; or

(d) fail to produce a record when required to do sarg person acting in the execution of
these Regulations.

Improvement notices

38—(1) An inspector who has reasonable grounds fdievoeg that any person is failing to
comply with these Regulations may serve a noticthahperson (in these Regulations referred to
as an “improvement notice”) that—

(a) states the inspector’s grounds for believing this;
(b) specifies the matters that constitute the failareamply;

(c) specifies the measures that, in the inspector'siopj the person must take in order to
secure compliance; and
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(d) requires the person to take those measures, ounesas least equivalent to them, within
the period (being not less than 14 days) specifi¢de notice.

(2) An improvement notice must state—
(a) the right of appeal to a magistrates’ court ohi® sheriff; and
(b) the period within which such an appeal may be binbug

Appeals against improvement notices

39—(1) Any person who is aggrieved by an improvemesiice may appeal to a magistrates’
court or, in Scotland, to the sheriff.

(2) The procedure on an appeal to a magistrates’ amuater paragraph (1) is by way of
complaint, and the Magistrates’ Courts Act 128&pplies to the proceedings.

(3) An appeal to the sheriff under paragraph (1) isdoymary application.

(4) The period within which an appeal may be brougt#8days or the period specified in the
improvement notice, whichever ends the earlier.

(5) A court may suspend an improvement notice pendingppeal.

Powers of a court on appeal

40.0n an appeal against an improvement notice, thet goay either cancel the notice or
confirm it, with or without modification.

Seizure notices

41—(1) An inspector must follow the procedures set wou this regulation when seizing
anything under these Regulations.

(2) The inspector must serve on the person appearihg o charge of the seized product a
notice (referred to in these Regulations as a tseinotice”)—

(a) giving the grounds for seizing the product; and

(b) informing that person of the rights under this tagjan to make a claim, and the address
for the service of the claim.

(3) An inspector who is not able to remove productgestimmediately may mark the products
in any way, and serve a notice on the person imgehaf the products identifying them, and
prohibiting the removal of the products from therpises until they are collected by an inspector,
and no person other than an inspector may remaaupts identified under this paragraph from
the premises.

(4) The person on whom the seizure notice was servélaecowner of the seized product may,
within 28 days of seizure, notify any claim thae tphroduct was not liable to seizure to the
Secretary of State at the address specified isglmire notice, setting out the grounds in full.

(5) If a notification of a claim is not received with#8 days, the Secretary of State may destroy
the product.

(6) If a notification of a claim is received within 2@ys, then, unless the product seized is being
held for the purposes of pending or contemplatachical proceedings, or for a criminal
investigation, the Secretary of State must eiteurn the product or take proceedings for an order
for the confirmation of the seizure notice and destruction of the veterinary medicinal product
in a magistrates’ court (or, in Scotland, the gheourt), and if the court confirms the notice it
must order its destruction.

(7) The procedure in a magistrates’ court under ttgsilegion is by way of complaint, and the
Magistrates’ Courts Act 1980 applies to the proasgsd

() 1980 c. 43; sections 51 and 52 have been suiestiby the Courts Act 2003 (c.39), section 47.
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(8) The procedure before the sheriff is by summaryieatbn.

(9) The person on whom the seizure notice was serd@ble for the costs of transport, storage
for up to 28 days and destruction of the produizesktunless a claim is made to a court and the
court directs otherwise.

Publication

42—(1) The Secretary of State must publicise all iowement notices and seizure notices
issued under these Regulations and the suspensi@mvaration of anything issued under these
Regulations, and may do so in such manner as ttret8gy of State sees fit.

(2) This does not apply in relation to a seizure nosseied to a common carrier who does not
own the seized goods.

Offence

43.1t is an offenced) to fail to comply with—
(a) regulation 4(1) or (2);
(b) regulation 5(1);
(c) regulation 7(2), (3), (4) or (5);
(d) regulation 8;
(e) regulation 9(1);
(f) regulation 10(1) or (2);
(g) regulation 11(1);
(h) regulation 13;
() regulation 17;
(i) regulation 18
(k) regulation 19
() regulation 20
(m) regulation 21
(n) regulation 22
(o) regulation 23
(p) regulation 24;
(q) regulation 25(1);
(r) regulation 26(1), (2) or (6);
(s) regulation 27(1);
(t) regulation 31(1);
(u) regulation 37;
(v) an improvement notice issued under regulation B8; o
(w) regulation 41(3).

Penalties

44—(1) A person guilty of an offence under these Ratipns is liable—

(& on summary conviction, to a fine not exceeding #tatutory maximum or to
imprisonment for a term not exceeding six monthisaih, or

(a) Other offences are set out at the end of Schedylg, 3, 4 and 5.
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(b) on conviction on indictment, to a fine or to imprmenent for a term not exceeding two
years or both.

(2) Where a body corporate is guilty of an offence urtdese Regulations, and that offence is
proved to have been committed with the consenbonizance of, or to have been attributable to
any neglect on the part of—

(a) aqualified person appointed as such for the peposthese Regulations;
(b) any director, manager, secretary or other simigisgn of the body corporate; or
(c) any person who was purporting to act in any sugiacigy,
that person is guilty of the offence as well astibdy corporate.
(3) If an offence under these Regulations committed pgrtnership is shown—
(a) to have been committed with the consent or conwiwaf a partner; or
(b) to be attributable to any neglect on their part,

the partner as well as the partnership is guiltthefoffence and liable to be proceeded against and
punished accordingly.

(4) For the purposes of paragraph (2) above, “directortelation to a body corporate whose
affairs are managed by its members, means a meshtiex body corporate.

(5) Where an offence that has been committed by aiSltgitirtnership is proved to have been
committed with the consent or connivance of, obeaattributable to any neglect on the part of, a
partner, the partner as well as the partnershipilsy of the offence.

Northern Ireland

45—(1) This regulation has effect in relation to tkaforcement of these Regulations in
Northern Ireland.

(2) The Department of Agriculture and Rural Developmanthe Department of Health, Social
Services and Public Safety (or both Departmenisa@gbintly) instead of the Secretary of State
exercise the powers of the Secretary of State in—

(a) regulation 33 (appointment of inspectors);
(b) regulation 41 (seizure notices);
(c) regulation 42 (publication); and

(d) sub-paragraph (4) of paragraph 14 of Schedule Brdapl of premises for suitably
qualified persons).

(3) The Department of Agriculture and Rural Developnisrithe competent authority for—

(@) Regulation (EC) No 178/2002 (of the European Paiat and of the Council laying
down the general principles and requirements ofl fiaav, establishing the European
Food Safety Authority and laying down procedurematters of food safetg));

(b) Regulation (EC) No 1831/2003 (of the European Bwemdint and the of Council on
additives for use in animal nutritidoi);

(c) Regulation (EC) No 882/2004 (of the European Paiat and of the Council on official
controls performed to ensure the verification ofmptiance with feed and food law,
animal health and animal welfare ru®$(and

(d) Regulation (EC) No 183/2005 (of the European Pawiat and of the Council laying
down requirements for feed hygied¥(

(@ OJ No L31, 1.2.2002, p. 1; last amended by ReéigumgEC) No 596/2009 of the European Parliamert @inthe Council
(0J L188, 18.7.2009, p. 14).

(b) OJ No L268, 18.10.2003, p. 29; last amended byuRé&on (EC) No 767/2009 of the European Parliansard of the
Council (OJ L229, 1.9.2009, p.1).

(c) Corrected version at OJ No L191, 28.5.2004, p. 1

(d) OJ No L35, 8.2.2005, p. 1; last amended by Retgur (EC) No 219/2009 of the European Parliamedtaf the Council
(0J L87, 31, 3.2009, p.109).
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(4) In relation to pharmacies, an officer of the Pharewdical Society of Northern Ireland
appointed by the Society for the purpose has &l pbwers of an inspector to enforce these
Regulations.

(5) In proceedings in a magistrates’ court relatingidmprovement notice under regulation 38

or a seizure notice under regulation 41, the Meggis$’ Courts (Northern Ireland) Order 1981 (
applies.

Review

46—(1) Before the end of each review period, the &acy of State must—
(a) carry out a review of these Regulations other tharfees provisions;
(b) set out the conclusions of the review in a report
(c) publish the report.

(2) In carrying out the review the Secretary of Statesthso far as is reasonable, have regard to
how the EU instruments, or provisions of EU instemts, to which this regulation applies are
implemented in other member States.

(3) The EU instruments, and provisions of EU instruregtd which this regulation applies
are—

(@) Council Directive 90/167/EEC laying down conditiag@verning the preparation, placing
on the market and use of medicated feedingstuffsiénCommunity, so far it is not
superseded by Regulation (EC) No 183/200p5(

(b) Commission Directive 91/412/EEC laying down thenpiples and guidelines of good
manufacturing practice for veterinary medicinalgwotse);

(c) Directive 2001/82/EC of the European Parliament afnthe Council on the Community
code relating to veterinary medicinal produd}s(

(d) Regulation (EC) No 178/2002 of the European Pasdigmand of the Council laying
down the general principles and requirements ofl fiaawv, establishing the European
Food Safety Authority and laying down procedurematters of food safety, in so far as
it applies to veterinary medicinal products useteedingstuffs;

(e) Regulation (EC) No 1831/2003 of the European Radist and of the Council on
additives for use in animal nutrition, in so far iksapplies to veterinary medicinal
products used in feedingstuffs;

() Regulation (EC) No 882/2004 of the European Pagiginand of the Council on official
controls performed to ensure the verification ofmptiance with feed and food law,
animal health and animal welfare rules, in so fantaapplies to veterinary medicinal
products used in feedingstuffs;

(9) Regulation (EC) No 183/2005 of the European Pasdimand of the Council laying
down requirements for feed hygiene, in so far aspiplies to veterinary medicinal
products used in feedingstuffs;

(h) Commission Regulation (EC) No 1234/2088(
() Regulation (EC) No 470/2009 of the European Padisnand of the Councfl(

(i) Article 8 of Regulation (EC) No 767/2009 of the Bpean Parliament and of the Council,
and Articles 15 and 17 of that Regulation as thedgrrto the labelling requirements for
feedingstuffs containing specified feed additiggsénd

(@ S.I.1981/1675 (N.I. 26).

(b) OJNoL92,7.4.1990, p. 42.

(©) OJNoL 228,17.8.1991, p. 70.

(d) OJ No L311, 28.11.2001, p. 1; last amended byuR¢ign (EC) No 596/2009 of the European Parliansmd of the
Council (OJ No 1188, 18.7.2009, p. 14).

() OJNo L334,12.12.2008, p. 7.

(f) OJNo L152, 16.6.2009, p. 11.

(9) OJ No L229, 1.9.20009, p. 1, last amended by Casion Regulation (EU) No 939/2010 (OJ L277, 21.00® p. 14).
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(k) Commission Regulation (EU) No 37/20&j(
(4) The report must in particular—

(a) set out the objectives intended to be achievednbyrégulatory system established by
these Regulations, other than the fees provisions;

(b) assess the extent to which those objectives aievath and

(c) assess whether those objectives remain approamateif so, the extent to which they
could be achieved with a system that imposes &gdation.

(5) In this regulation—

(a) “review period” means the period of five years oegig with the day on which these

Regulations come into force, and, subject to pagK6), each successive period of five
years thereafter; and

(b) “the fees provisions” means regulation 16 and Sgleed.

(6) If a report under this regulation is published lbefthe last day of the review period to which
it relates, the following review period is to begiith the day on which that report is published.

Revocations

47.The following Regulations are revoked—
(a) the Veterinary Medicines Regulations 2dd)1@nd
(b) the Veterinary Medicines (Amendment) Regulation$Z€).

David Heath
Minister of State for Agriculture and Food
17th July 2013 Department for Environment, Food Rocal Affairs
We consent
Anne Milton
Mark Lancaster
6th August 2013 Two of the Lords Commissioners ef Majesty’s Treasury
SCHEDULE 1 Regulation 4(3)

Marketing authorisations

CONTENTS

PART 1
Application for a marketing authorisation

(@ OJNoL293,11.11.2010, p.72; corrected at OB-29.11.2010, p. 72.
(b) S.I.2011/2159.
() S.I.2012/2711.
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PART 1

Application for a marketing authorisation

Application for a marketing authorisation

1. An application under these Regulations for a ntargeauthorisation for a veterinary
medicinal product must be made to the SecretaStaik.

Information with the application

2—(1) An application must include all necessary adstiative information, and all scientific
documentation necessary for demonstrating theysafeality and efficacy of the product.

(2) In particular, the applicant must provide all thatad required in Annex | to Directive
2001/82/EC of the European Parliament and of thenCib on the Community code relating to
veterinary medicinal productg( generated in accordance with that Annex.

(3) The application must contain the following inforinat—

(a) the name of the person who will hold the marketighorisation, that person’s address
and, if different, the name and address of allnfa@ufacturers involved in each stage of
the manufacture, and the sites where the manuéuetlirtake place;

(b) the name of the veterinary medicinal product, whiy be either—

(i) an invented name provided that this is not liabléé¢ confused with the common
name of the product or the international non-petary name (INN) recommended
by the World Health Organization; or

(i) a common or scientific name accompanied by a traderor the name of the
marketing authorisation holder;

(c) the qualitative and quantitative particulars of #ie constituents of the veterinary
medicinal product, including its INN recommendedthg World Health Organization,
where an INN exists, or its chemical name;

(d) a description of the method of manufacture;
(e) all therapeutic indications, contra-indications adderse reactions;

(f) the dosage for each species of animal for whichwterinary medicinal product is
intended, its pharmaceutical form, method and rofidministration and proposed shelf
life;

(g) any proposed precautionary and safety measures takien when storing the veterinary
medicinal product, administering it to animals éspadsing of waste, together with an
indication of potential risks that the veterinaryeditinal product might pose to the
environment, to human or animal health or to plaigether with the reasons;

(h) in the case of medicinal products intended for fpoablucing species, the proposed
withdrawal period necessary to ensure that the maxi residue limits specified in

(@ OJ No L 211, 28.11.2001, p. 1 as last amendeBdgulation (EC) No 470/2009 of the European Pagiginand of the
Council (OJ No L152, 16.6.2009, p. 11). Annex Iswiaserted by Commission Directive 2009/9/EC (OJ INd4,
14.2.2009, p. 10).
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Regulation (EC) No 470/2009 of the European Pasdistrand of the Council are not
exceeded;

(i) a description of the testing methods to be usemhglumanufacture;
() the results of—
(i) pharmaceutical (physico-chemical, biological or noiological) tests;
(i) safety tests and residue tests;
(iif) pre-clinical and clinical trials;
(iv) tests assessing the potential risks to the envieomfrom the product;

(k) a detailed description of the pharmacovigilancdesysand, where appropriate, the risk
management system that the applicant will put &cej

() a summary of the product characteristics, mock-afpall proposed packaging and the
proposed package leaflet, if any;

(m) a document showing that the manufacturer is awtlbdrio produce veterinary medicinal
products;

(n) copies (which must be updated if there are any gémnwhile the application is being
considered) of—

(i) any marketing authorisation obtained in another benstate or in a third country
for the relevant veterinary medicinal product, anlist of any other member States
in which an application for authorisation of th@guct has been submitted;

(ii) if the product is already authorised outside thetadhKingdom, the summary of
product characteristics for each authorisation;

(i) any decision to refuse authorisation, whether g @ommunity or a third country
and the reasons for that decision;

(o) proof that the applicant has the services of a ifigl person responsible for
pharmacovigilance (referred to in these Regulatioas a qualified person
(pharmacovigilance)) and has the necessary meanthdonotification of any adverse
reaction suspected of occurring either in the Conitywr in a third country;

(p) if the veterinary medicinal product is intended food-producing species and contains
one or more pharmacologically active substancesyrbtincluded for the species in
guestion in Commission Regulation (EU) No 37/204.@ocument certifying that a valid
application for the establishment of maximum residimits has been submitted to the
Agency in accordance with Regulation (EC) No 47020f the European Parliament
and of the Council.

(4) All documents relating to the results of testsriald must be accompanied by a detailed and
critical expert report that has been drafted agded by a person with the requisite technical or
professional qualifications and that has a brieficulum vitae of the person signing the report
attached to it.

(5) In the case of immunological products, the applicanmist submit a description of the
methods used to establish that the manufacturiogegs will consistently produce a veterinary
medicinal product that is in accordance with thekatng authorisation.

Summary of product characteristics

3. The summary of product characteristics requiredeuthe preceding paragraph must include
the following information, set out in the same faitm-
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Summary of product characteristics

1 Name of the veterinary medicinal product, folloWsy its strength and pharmaceutical

form.

2 The name and proportion of each active substamckof any excipient if knowledge

of the excipient is needed for safety reasons.

3 Pharmaceutical form.

4 Clinical particulars—

4.1 target species;

4.2 indications for use, specifying the targetcigs

4.3 contra-indications;

4.4 special warnings for each target species;

4.5 special precautions for use, including spemetautions to be taken by
the person administering the medicinal produch&animals;

4.6 adverse reactions (frequency and seriousness);

4.7 use during pregnancy, lactation or lay;

4.8 interaction with other medicinal products atiger forms of interaction;

4.9 amounts to be administered and administratate;

4.10 overdose (symptoms, emergency proceduradptey) if necessary;

4.11 withdrawal periods for the various foodstuiifi€luding those for which
the withdrawal period is zero.

5 Pharmacological properties—

5.1 pharmacodynamic properties;

5.2 pharmacokinetic particulars;

6 Pharmaceutical particulars—

6.1 list of excipients;

6.2 major incompatibilities;

6.3 shelf life, when necessary after reconstitugbthe medicinal product or
when the immediate packaging is opened for thetfire;

6.4 special precautions for storage;

6.5 nature and contents of immediate packaging;

6.6 special precautions for the disposal of unwsg¢erinary medicinal
products or waste materials derived from the usioh products, if
appropriate;

7 Marketing authorisation holder;

8 Marketing authorisation number;

9 Date of the first authorisation or date of renlkeofdahe authorisation;

10 Date of any revision of the text;

11 Any other information required by the Secretar$tate.

Supply of a copy of the summary of product characteastics

4. A holder of a marketing authorisation must supplycopy of the summary of product
characteristics to any person on demand.
Time limits for applications for products for use in food-producing animals

5.In the case of a veterinary medicinal product flood-producing animals, a marketing
authorisation may not be applied for until at lesist months after a valid application has been
made for the establishment of a maximum residué limaccordance with Regulation (EC) No
470/2009 of the European Parliament and of the €ibun
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PART 2
Derogations from some of the requirements in Part 1

Scope

6. This Part provides for applications for marketiagthorisations in which not all the
information required in Part 1 is required, but floe avoidance of doubt any applicant may apply
for a marketing authorisation using Part 1 if thelecant wishes to do so.

Bibliographic application

7—(1) An applicant for a marketing authorisation shemt provide the results of safety tests,
residue tests, pre-clinical trials or clinical tsidf the active substance of the veterinary mewikci
product has been in an authorised veterinary meaigiroduct for that species in the Community
for at least ten years, and the applicant provatgzopriate scientific literature to demonstrate
this.

(2) The applicant may use any publicly available doaume

(3) If an applicant makes use of scientific literattoebtain authorisation for a food-producing
species, and submits, in respect of the same madliproduct and with a view to obtaining
authorisation for another food-producing speciemsy rresidue studies, together with further
clinical trials, a third party may not use thoseidss or trials in an application for a
pharmacologically equivalent product for a periofl toree years from the grant of the
authorisation for the additional species.

Application for a product using a new combination é active substances

8. If an application is for a veterinary medicinabguct containing active substances already
used in an authorised veterinary medicinal prothuttnot previously used in that combination in
a veterinary medicinal product, the applicant neetdprovide the safety and efficacy data for the
individual active substances.

Application using existing data

9.If the Secretary of State has granted a marketdirngorisation, the Secretary of State may,
with the permission of the holder, use the datarstied in support of that marketing authorisation
when assessing an application for another marketitigorisation.

Application for a pharmacologically equivalent medcinal product

10—(1) An applicant need not provide the resultsadéty tests, residue tests, pre-clinical trials
or clinical trials if the applicant can demonstrdteat the veterinary medicinal product is
pharmacologically equivalent to a veterinary methti product already authorised in the
Community.

(2) For the purposes of this paragraph a product isnpd@ologically equivalent to an existing
product if—

(a) it has the same qualitative and quantitative comtiposn active substances;

(b) it has the same pharmaceutical form; and

(c) bioequivalence has been demonstrated by meanpai@pate bioavailability studies.
(3) For the purposes of this paragraph—

(a) the different salts, esters, ethers, isomers, mastof isomers, complexes or derivatives
of an active substance are considered to be the aative substance, unless they differ
significantly in properties with regard to safetyafficacy; and
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(b) if they do differ significantly in properties wittegard to efficacy or safety, additional
information intended to provide proof of the safetyefficacy of the various salts, esters
or derivatives of an authorised active substancst ivel supplied by the applicant.

(4) Different immediate-release oral pharmaceuticalmfor are regarded as the same
pharmaceutical form.

(5) Bioavailability studies are not required if the éimivalence guidelines produced by the
Agency exempt the product.

(6) In the case of a reference product authorised ath&n member State but not in the United
Kingdom, the Secretary of State must be satisfied the risk-benefit balance of the original
product is appropriate for the product to be plamedhe market in the United Kingdom, and if the
data provided under Article 13, third paragraptbokctive 2001/82/EC by the member State in
which the product is authorised are insufficiemttfte Secretary of State to be satisfied of this, t
Secretary of State may notify the applicant andireghe applicant to provide further data.

Time limits for marketing authorisations granted under the procedure for a
pharmacologically equivalent product

11—(1) This paragraph establishes the time limitatiey to granting a marketing authorisation
under the procedure for a pharmacologically eqaivigbroduct.

(2) An application for a marketing authorisation canbet made until two years before the
product may be placed on the market in accordaiittetivs paragraph.

(3) The product may not be placed on the market uetilytears (or, in the case of medicinal
products for fish or bees where the applicationafanarketing authorisation was submitted after
30th October 2005, thirteen years) have elapsed fiwe initial authorisation of the reference
product.

(4) Time limits in this paragraph are calculated frohe tfirst grant of the marketing
authorisation for the reference product.

Extension of time limits

12—(1) This paragraph applies in relation to vetaymaedicinal products that—
(a) are intended for administration to food-producipgaes; and

(b) contain a new active substance that was not agtwiin the Community by 30th April
2004.

(2) If a person submitted an application for a marlgtuthorisation for a product on or after
30th October 2005, and within 5 years of the odagimarketing authorisation being granted, the
marketing authorisation is extended to include waltkl food-producing species, the ten-year
protection period is extended by one year for ealtfitional food-producing species added to the
marketing authorisation.

(3) The total period may not exceed 13 years.

(4) The extension applies only if the marketing autsetion holder originally applied for
determination of the maximum residue limits for #wtive substance.

Parallel imports

13—(1) The Secretary of State may grant a marketithaisation in relation to a veterinary
medicinal product authorised in another membereStaid imported into the United Kingdom
from that member State in accordance with thisgragh without the data required in Part 1 if the
applicant can demonstrate compliance with thisgragh.

(2) If the product is for a food-producing species itsinbe identical to a product authorised in
the United Kingdom.

(3) Other products must be therapeutically the sama g@soduct authorised in the United
Kingdom unless the importer can justify any diffeces.

28



(4) The member State from which it is imported mustehawthorised the product in accordance
with Directive 2001/82/EC.

(5) The applicant must be established within the Comityun

(6) The applicant must hold (or have a contract with tiolder of) a wholesale dealer’s
authorisation in the United Kingdom appropriatéhte type of product to be imported.

(7) If re-labelling is to take place in the United Kaam the applicant must also be (or have a
contract with) the holder of a suitable manufactyrauthorisation in the United Kingdom.

Specific batch control scheme

14—(1) Where a veterinary medicinal product (otheantha biological veterinary medicinal
product) has been granted a marketing authorisati@n animal test certificate, and any starting
material (active substance, excipient or packagimgny batch of the product does not fully meet
the requirements of the authorisation or animat testificate, the holder may apply to the
Secretary of State to place one or more batchélseomarket notwithstanding this.

(2) The Secretary of State may authorise the placinghemmarket on being satisfied that the
safety, quality and efficacy of the product are ocmtnpromised, and that in all the circumstances
of the case the product should be placed on thkehar

(3) This paragraph does not apply in relation to a pcbdecognised in more than one member
State.

(4) In this paragraph a biological veterinary medicimadduct is a veterinary medicinal product,
the active substance of which is a biological samst; and a biological substance is a substance
that is produced by or extracted from a biologgmirce and for which a combination of physico-
chemical-biological testing and the production psx and its control is needed for its
characterisation and the determination of its duali
Similar immunological products

15.Where an immunological veterinary medicinal pradagharmacologically equivalent to a
reference product other than differences in rawenws or in the manufacturing process, the
results of the appropriate pre-clinical tests amical trials must be provided, but the applicant
need not provide the results of safety tests aduegests.

Marketing a product authorised in another country

16.Where the health situation so requires, the Sagretf State may authorise the placing on
the market of a veterinary medicinal product thed heen authorised by another member State or,
if there is no such authorised product, authorisedthird country.

PART 3
Grant of a marketing authorisation

Time limits

17.The Secretary of State must ensure that the puoeddr granting an authorisation for a
veterinary medicinal product is completed withimaximum of 210 days after the submission of
the application.

Place of establishment of applicant

18.Only an applicant established in a member Statebaaranted a marketing authorisation.
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Procedure

19.The Secretary of State may require the applicanrovide additional information or to
generate additional data, including laboratoryingstor may require the applicant to provide
samples of any medicinal product, its starting miale and intermediate products or other
constituent materials for testing in a laboratory.

Products authorised in another member State

20.Where the Secretary of State is informed or disce®what another member State has
authorised a veterinary medicinal product thahé gubject of an application for authorisation by
the Secretary of State, the Secretary of State rajestt the application unless it was submitted in
accordance with the mutual recognition proceduria@idecentralised procedure in Part 6.

Assessment reports

21.The Secretary of State must produce an assessofietite dossier, consisting of an
evaluation of the results of the pharmaceuticdktgaand residue tests and the pre-clinical and
clinical trials of the veterinary medicinal producbncerned, and any additional related
information.

Grant of a marketing authorisation

22.When granting a marketing authorisation, the Sapyref State must inform the applicant of
the summary of product characteristics that has bpproved, and the distribution category of the
product.

Marketing authorisations for food-producing species

23—(1) The Secretary of State must not grant a miudeauthorisation for a veterinary
medicinal product for food-producing species unlasts pharmacologically active substances
appear in Table 1 in the Annex to Commission RegulgEU) No 37/2010.

(2) This does not apply in the case of a marketing aighition for a veterinary medicinal
product for administration to a horse that has kissiared on its horse passport as not intended
for slaughter for human consumption; but in thisecghe product must not include an active
substance that appears in Table 2 in the Annexotarission Regulation (EU) No 37/2010 and
must not be intended for the treatment of a coonlifor which a veterinary medicinal product is
already authorised for horses.

Refusal of a marketing authorisation
24—(1) The Secretary of State must refuse to granaeketing authorisation if the application
does not comply with these Regulations.
(2) In addition, the Secretary of State must refusgramt it if—
(a) the data submitted with the application are inadézju
(b) the risk-benefit balance of the veterinary medicpraduct is unfavourable;
(c) the product has insufficient therapeutic effect;

(d) the withdrawal period proposed by the applicanin@ long enough to ensure that
Regulation (EC) No 470/2009 of the European Padiainand of the Council is complied
with, or is insufficiently substantiated;

(e) the veterinary medicinal product is for a prohibitese;

() the way that the product will be used will haveusimecessarily undesirable effect on the
environment.

(3) The Secretary of State may refuse to grant a magkatithorisation—
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(a) if there is Community legislation pending that iscompatible with the requested
authorisation; or

(b) if additional data have been requested and thoseata not provided within such time
limit as may be stipulated.

(4) If the Secretary of State, on the grounds of safgmality or efficacy, intends to refuse an
application, or proposes to grant a marketing aighton that is different from the one applied
for, the Secretary of State must notify the applicaccordingly, and the applicant may appeal to
the Veterinary Products Committee.

Publication following the grant of a marketing authorisation

25—(1) On granting a marketing authorisation the 8ty of State must publish—
(a) the notice granting the marketing authorisation;
(b) the summary of the product characteristics;

(c) the assessment report that has already been pieparte with any commercially
confidential or personal information deleted.

(2) The Secretary of State must update the assessapait whenever new information that is
of importance and relates to the quality, safetyefficacy of the veterinary medicinal product
becomes available.

(3) The Secretary of State must send a copy of thessisemt report, and any update, to the
holder of the marketing authorisation before pudtlan to enable the holder to make
representations concerning any confidential or gekinformation that may be in it, and may
specify a date by which representations must beemad

Marketing authorisations in exceptional circumstanes

26—(1) In exceptional circumstances, and if theredsother product with a full marketing
authorisation for the indicated condition in theg&t species, the Secretary of State may grant an
exceptional marketing authorisation consisting of—

(a) a provisional marketing authorisation subject teguirement for the applicant to provide
further data; or

(b) a limited marketing authorisation for a producthat limited market.

(2) The Secretary of State must reassess each pralissoriimited marketing authorisation
annually.

Provisions of samples and expertise

27—(1) The Secretary of State may require a markedintyorisation holder to provide, at any
time and at any stage of the manufacturing prosesaples of starting materials or the veterinary
medicinal product for testing.

(2) At the request of the Secretary of State, the ntimdkeauthorisation holder must provide
technical expertise to facilitate any analysishef product.

Supply of information

28—(1) A marketing authorisation holder must immeeliatinform the Secretary of State on
receipt of any new information that might adverselffect the risk-benefit balance of the
veterinary medicinal product.

(2) The holder must immediately inform the Secretanptste of any prohibition or restriction
imposed by the competent authorities of any couintryhich the veterinary medicinal product is
authorised.

(3) The Secretary of State may at any time requirartaeketing authorisation holder to provide
data relating to the risk-benefit balance.
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Duties on the holder of a marketing authorisation elating to an immunological product
29—(1) Before placing an immunological product on tharket the holder of the marketing
authorisation must either—
(a) notify the Secretary of State asking for writtepigval to do so; or

(b) if the holder has already received written apprds@ah another member State permitting
the release of the product, send a copy of thabappto the Secretary of State.

(2) If notified under sub-paragraph (1)(a) the SecyetdrState must give or refuse a written
approval as soon as is reasonably practicable.

(3) No person may place an immunological product onntlagket without a written approval
issued by the Secretary of State or (if the appraes issued by another member State) without
sending a copy of that approval to the SecretaState.

Control tests

30.The holder of a marketing authorisation must givethe Secretary of State on demand
evidence that the holder has carried out all contests required under the marketing
authorisation, and the results of those tests.

Placing on the market

31—(1) A holder of a marketing authorisation mustifyothe Secretary of State when the
veterinary medicinal product is first placed on tharket in the United Kingdom, and the date on
which it was placed on the market.

(2) A holder of a marketing authorisation who remowvess Yeterinary medicinal product from
the market in the United Kingdom must notify theci®¢ary of State at least two months (or a
shorter period in exceptional circumstances) bedioiag so.

(3) Upon request by the Secretary of State, the maketithorisation holder must provide—

(a) all data relating to the volume of sales of theexieary medicinal product by the holder;
and

(b) any data in the holder’s possession relating tantiveber of prescriptions written for the
product and the total volume supplied under thaesgiptions.

Duration and validity of a marketing authorisation

32—(1) A marketing authorisation is initially validf five years.

(2) The authorisation may be renewed after five yearthe basis of a re-evaluation of the risk-
benefit balance.

(3) An application for renewal must be made at leastnsonths, and not more than nine
months, before the marketing authorisation ceasbs valid.

(4) An applicant who applies for the renewal of the kating authorisation must enclose a list
of all documents concerning the product that thaiegnt has submitted to the Secretary of State
since the marketing authorisation was granted.

(5) The Secretary of State may require the applicamirtvide a copy of any of the listed
documents at any time.

(6) Once renewed, the marketing authorisation is vialigfinitely unless, within five years of
the renewal, the Secretary of State notifies théderp on justified grounds relating to
pharmacovigilance, that the authorisation will eetis be valid five years from the first renewal
unless the holder applies for a further renewal.

(7) The further renewal is not time-limited.

(8) Any marketing authorisation granted under theseuRéigns that is not followed within
three years of its granting by the actual placimgtibe market of the authorised veterinary
medicinal product in the United Kingdom ceasesawalid.
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(9) When a veterinary medicinal product authorised uritlese Regulations and previously
placed on the market in the United Kingdom is natspnt on the market in the United Kingdom
for a period of three consecutive years, its mangeauthorisation ceases to be valid.

(10) The Secretary of State may, on human or animakthgmbunds, grant exemptions from
sub-paragraphs (8) and (9).

PART 4

Variations of marketing authorisations on the aggilon of the holder

Variation of a marketing authorisation
33—(1) The Secretary of State is the competent aifyhéor the purposes of Commission
Regulation (EC) No 1234/2008)(

(2) The holder of a marketing authorisation may applthe Secretary of State for a variation of
that marketing authorisation.

(3) An application for a variation under paragraph iffy only relate to a “single variation”
unless the application is submitted in accordanitde-w

(a) Article 7 of Commission Regulation (EC) No 1234/8q0grouped variations”), or
(b) Article 20 of Commission Regulation (EC) No 12348(“workshare variations”).

(4) The Secretary of State, when granting a variatiba @eterinary medicinal product, may
(unless there are exceptional circumstances negess@rotect human or animal health or the
environment) specify transitional measures to engiobducts produced in accordance with the
previous authorisation to continue to be marketedtfe transitional period.

Refusal of a variation of a marketing authorisation

34—(1) This paragraph applies in relation to the safuby the Secretary of State of an
application for a variation unless the procedutfang the refusal of a variation is one of those
set out in Article 13 of Regulation 1234/2008.

(2) The grounds on which the Secretary of State maysesin application for a variation of a
marketing authorisation are those set out in pay4 of this Schedule (refusal of a marketing
authorisation).

(3) The Secretary of State must give written reasonssfasing to grant a variation; and if—
(a) those reasons are on the grounds of safety, qualifficacy; and

(b) the variation is Type Il or an extension applicat{svhether or not in each case as part of
an application for a worksharing or grouped apfilicg,

the applicant may appeal to the Veterinary ProdGctsimittee.

Administrative variations

35—(1) The holder of a marketing authorisation maglagor a minor change in a marketing
authorisation to be made without the Secretary w@fteSconsidering any scientific data (an
“administrative variation”).

(2) If the Secretary of State grants an administrategation, and subsequently establishes that
this should have been a variation requiring comatiten of scientific data, the Secretary of State
may notify the marketing authorisation holder, rieguhe holder to submit an application for a
variation enabling data to be assessed and retiekadministrative variation.

(@) OJNoL334,12.12.2008, p. 7.
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Changes after a marketing authorisation has beenssied

36. After a marketing authorisation has been issusel hblder must take account of scientific
and technical progress in manufacturing and comiethods, and apply to the Secretary of State
for any variation in the marketing authorisatiomttimay be required to enable that veterinary
medicinal product to be manufactured and checkednbgins of generally accepted scientific
methods.

Compulsory variation

37—(1) If the Secretary of State decides, for anythaf reasons for suspending a marketing
authorisation specified in paragraph 38, or becdhseclassification of a veterinary medicinal
product should be changed, that a variation to kketiag authorisation is necessary, the Secretary
of State must by a notification in writing to theldter of the marketing authorisation require that
person to apply for a variation of the marketinghadsation, giving reasons for requiring the
application to be made.

(2) The notification may specify a time limit within walm the marketing authorisation holder
must apply for the variation.

(3) If the variation is on the grounds of safety, giyadir efficacy, the applicant may, within 28
days of the notification, appeal to the Veterin@rgducts Committee.

(4) If the marketing authorisation holder fails to apfadr the variation within that time limit the
Secretary of State may suspend or revoke the nisgkatthorisation.

PART 5

Suspension, etc. of a marketing authorisation

Suspension of a marketing authorisation: grounds
38—(1) The Secretary of State may suspend a marketirtigorisation at any time on being
satisfied that —
(a) this is necessary for the protection of animalwlig health or the environment;
(b) the terms of the marketing authorisation have eenbcomplied with; or
(c) the veterinary medicinal product has insufficidr@rapeutic effect.

(2) The Secretary of State may also suspend a markatitigorisation on being satisfied that a
marketing authorisation holder has failed to makeyaplication for a variation to take account of
scientific and technical progress in manufacturamgl control methods to enable the veterinary
medicinal product to be manufactured and checkednbgns of generally accepted scientific
methods.

(3) The Secretary of State must suspend a marketimg@sation on being satisfied that—
(a) the risk-benefit balance is unfavourable;

(b) the withdrawal period does not ensure that residoefoodstuffs obtained from the
treated animal comply with Regulation (EC) No 4002 of the European Parliament
and of the Council;

(c) information given in the application documentsiisarrect;
(d) any control tests required have not been carri¢d ou

(e) changes have been made to the manufacturing pregéssut the authority of the
Secretary of State; or

() any information required to be supplied to the 8ty of State has not been so supplied.
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Suspension of a marketing authorisation: procedure

39—(1) If a marketing authorisation is suspendedSkeretary of State must notify the holder
immediately, and, unless the Secretary of Statectiirotherwise, the suspension has immediate
effect, and continues in effect unless the marlgeatinthorisation is reinstated.

(2) If the suspension is on the grounds of safety,ityuat efficacy, the holder may, within 28
days of the notification, appeal to the Veterin@rgducts Committee.

(3) If the veterinary medicinal product is authorised more than one member State, the
Secretary of State—

(a) must immediately refer the matter to the Agencyl amust comply with a decision of the
Commission within 30 days of the decision; and

(b) may suspend the marketing and the use of the matgrmedicinal product in the United
Kingdom pending a decision of the Agency, but mof&tirm the Commission and the
other member States no later than the followingkimgr day of the reasons for the action.

(4) When a marketing authorisation is suspended, theeey of State may in addition prohibit
the supply of the veterinary medicinal product, aifidnecessary require the marketing
authorisation holder to recall the product.

Revocation

40.The Secretary of State may revoke any marketitigoaigation that has been suspended for
more than 28 days unless there is a current app#aé Veterinary Products Committee, and may
publicise a revocation in such manner as the Segref State sees fit.

Prohibiting the supply of veterinary medicinal products

41—(1) In addition to the powers to suspend a manketiuthorisation, the Secretary of State,
on being satisfied that a product has not been faaetwred in accordance with the marketing
authorisation, may prohibit the supply of a veterjnmedicinal product, and if necessary require
the marketing authorisation holder to recall it.

(2) The prohibition on supply and the requirement fecall may be confined to specific
production batches.

(3) In the case of an immunological veterinary medicip@duct manufactured outside the
United Kingdom, if a batch has had all the testat ttvere originally carried out by the
manufacturer repeated by the competent authorignother member State, the Secretary of State
may not prohibit the release of that batch if laél tesults have been submitted to the Secretary of
State and the results demonstrate that the praludthin the terms of the authorisation.

PART 6
Mutual recognition and multiple applications

Application for a marketing authorisation where onealready exists in another member State

42—(1) If a veterinary medicinal product has alreadgeived a marketing authorisation in
another member State at the time of applicatiod, tae holder of the marketing authorisation
applies for a marketing authorisation in the Unit€ithgdom, the following procedure (“the
mutual recognition procedure”) applies.

(2) The applicant must submit to the Secretary of Siadessier identical to the one submitted
to the competent authority of the member Statehiichvthe veterinary medicinal product has been
authorised (“the reference member State”).

(3) If there is a marketing authorisation current inrenthan one member State the applicant
must identify which member State is acting as #ierence member State.
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(4) An applicant applying in more than one member Stabst supply the Secretary of State
with a list of all the States in which the applit@applying.

(5) The Secretary of State must obtain an assessmaot feom the reference member State
and, where appropriate, an explanation of any siderof the period of data protection.

(6) Within 90 days after receipt of the assessmentrtethee Secretary of State must, subject to
the following provisions, either—

(a) approve the assessment report, the summary of grotaracteristics, the labelling and
the package leaflet, and inform the reference mei@tage accordingly; or

(b) notify the reference member State that they havwebeen approved, and provide the
reference member State with a detailed statemeheakasons.

(7) The Secretary of State may only refuse an appdicabin the grounds of serious risk to
human or animal health or the environment.

(8) If the assessment report, the summary of produetacteristics, the labelling and the
package leaflet are approved, the Secretary oé &tast ensure that a decision whether or not to
grant a marketing authorisation can be made wabidays of the approval.

(9) If the Secretary of State is notified by the refeemember State that—

(@) not all member States concerned have within 90 @@ysoved the assessment report,
summary of product characteristics, labelling arkaae leaflet; and

(b) the reference member State has sent a detailesinstiat of the reasons to the other
member States involved in the application, the iappt and the coordination group for
action in accordance with Article 33(3) of Dire&i2001/82/EC,

the Secretary of State must within 30 days compti the decision of the coordination group or,
if the coordination group refers the matter toAlgency, the decision of the Commission.

(10) The Secretary of State may grant the marketingasistition even though not all member
States have agreed to grant it, but must revokeaor the authorisation if this is necessary to
comply with the decision of the Commission wheis iieceived.

Application in another member State

43—(1) When the Secretary of State has granted a etiagkauthorisation for a veterinary
medicinal product and is notified by the marketiagthorisation holder that the marketing
authorisation holder has applied to have that iretey medicinal product authorised in another
member State, the Secretary of State must prepaassessment report for the product within 90
days of the notification and send it to the men®&tate or States concerned.

(2) If the other member State (or, if there is morentlmae, all of them) agrees with the
assessment report, the summary of product chaisitsr the labelling and the package leaflet the
Secretary of State need take no further action.

(3) If not all the other member States concerned seeagithin a further 90 days the Secretary
of State must send a detailed statement settingvbytthey have disagreed to the other member
States, the applicant and the coordination groupa@tion in accordance with Article 33(3) of
Directive 2001/82/EC.

(4) The Secretary of State must within 30 days compgty whe decision of the coordination
group or, if the coordination group refers the ematto the Agency, the decision of the
Commission.

Application for a marketing authorisation in multip le member States where a marketing
authorisation does not exist in any member State

44—(1) If an applicant wishes to apply for a markgtauthorisation in more than one member
State, and a marketing authorisation does not @xisiny member State for the product (“the
decentralised procedure”), the applicant must—

(@) apply simultaneously in all the relevant membetesta
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(b) submit a dossier to the Secretary of State thideistical to the dossier being submitted to
all the other member States;

(c) include a list of all member States in which apgiiens have been made; and

(d) nominate one of them to act as the reference me8iiage to prepare a draft assessment
report and drafts of the summary of product charastics, labelling and package leaflet
for consideration by the other member States (trecerned member States”).

(2) If the United Kingdom is the reference member Sttite Secretary of State must prepare a
draft assessment report and drafts of the sumniggoduct characteristics, labelling and package
leaflet within 120 days of the receipt of a valigpication and must send them to the other
concerned member States and to the applicant.

(3) If the United Kingdom is not the reference membiates within 90 days after receipt of the
assessment report and drafts of the summary ofuptocharacteristics, labelling and package
leaflet from the reference member State, the Smwreif State must, subject to the following
provisions, either—

(a) approve the assessment report, the summary of grotiaracteristics, the labelling and
the package leaflet, and inform the reference mei@tate accordingly; or

(b) notify the reference member State that the SegrethiState will not approve it, and
provide the reference member State with a detaii@@ment of the reasons.

(4) The Secretary of State may only refuse an appdicabin the grounds of serious risk to
human or animal health or the environment.

(5) If all the member States involved agree the assmssmeport, the summary of product
characteristics, the labelling and the packagdeeaifithin 90 days, the Secretary of State must
ensure that a decision whether or not to grant iketiag authorisation can be made within 30
days.

(6) If, within 90 days, not all the member States hageeed the assessment report, summary of
product characteristics, labelling and packageldeaf grounds of a potential serious risk to
human or animal health or to the environment, ther&ary of State (if the United Kingdom is the
reference member State) must send a detailed staterhthe reasons to the other member States
involved in the application, the applicant, and doerdination group to act in accordance with
Article 33(3) of Directive 2001/82/EC.

(7) If reference has been made to the coordinationmbyuany member State, the Secretary of
State must within 30 days comply with the decisiminthe coordination group or, if the
coordination group refers the matter to the Agettoy,decision of the Commission.

(8) If the Secretary of State wishes to do so, the éagr of State may grant the marketing
authorisation even though not all member States lagveed to grant it, but must revoke or vary
the authorisation if this is necessary to complshwthe decision of the Commission when it is
received.

PART 7
Labelling and package leaflets

Approval by the Secretary of State

45.The Secretary of State, when issuing a marketiriigogisation, must approve all containers,
packaging, labels and package leaflets.
Reference to being authorised

46. A label and package leaflet of an authorised uedey medicinal product may contain in
legible characters the words “UK authorised vetgnmedicinal product” or, if the marketing
authorisation provides, other wording specifiedhia authorisation indicating that the product is
authorised in the United Kingdom.
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Language

47—(1) All labels and package leaflets must be inIEhg but may contain other languages
provided that the information given is identicakilhthe languages.

(2) This requirement does not apply in the case ofodymt imported by a veterinary surgeon
and administered by or under the responsibilitthat same veterinary surgeon.

Labelling with all the information on the immediate packaging

48—(1) If it is reasonably practicable to do so, tfelowing must be provided on the
immediate packaging, in legible characters—

@)
(b)

(©)
(d)
(e)
(f)

(9
(h)
(i)
0
(k)
0

the name, strength and pharmaceutical form of éterinary medicinal product;

the name and strength of each active substancegfaady excipient if this is required
under paragraph 2 of the summary of product cheniatits;

the route of administration (if not immediately apgnt);
the batch number;
the expiry date;

the words “For animal treatment only” and, if apmiate, “To be supplied only on
veterinary prescription”;

the contents by weight, volume or number of dostsun
the marketing authorisation number;

the name and address of the marketing authorisatieher or, if there is a distributor
authorised in the marketing authorisation, thatritistor;

a suitably labelled space to record discard détel@évant);
the target species;
the distribution category;

(m) the words “Keep out of reach of children”;

(n)
(0)
(P)

(@)
(r

()
(t)

(u)
v)
(w)

storage instructions;
the in-use shelf-life (if appropriate);

for food-producing species, the withdrawal period €ach species or animal product
concerned;

any warning specified in the marketing authorisgtio
disposal advice;

full indications;

dosage instructions;

contra-indications;

further information required in the marketing autkation;

if the product is one that requires a dose to lezifipd for the animal being treated, a
space for this.

(2) If all this is on the immediate packaging, therents need for any outer packaging or a
package leaflet.

Products with immediate and outer packaging

49—(1) If it is not reasonably practicable to havktla required information on the immediate
packaging then this paragraph applies.

(2) The immediate packaging must have at least thewillg information—

@)

the name of the veterinary medicinal product, idilg its strength and pharmaceutical
form;
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(b) the name and proportion of each active substamzkpfany excipient if knowledge of
the excipient is needed for safety reasons;

(c) the route of administration (if not immediately apgnt);
(d) the batch number;
(e) the expiry date;

() the words “For animal treatment only” and if appiafe, “To be supplied only on
veterinary prescription”;

(g) the words “Keep the container in the outer carton”.

(3) In addition, the immediate packaging must have ashhof the required information as is
reasonably practicable.

(4) The outer packaging must contain all the requinddrimation if it is reasonably practicable
to do this, and if it is not reasonably practicalolelo this a package leaflet must be supplied with
the product in accordance with the following pasgudr.

Package leaflets

50—(1) If it is not reasonably practicable to havetla¢ required information on the immediate
packaging or all of this information on the outexckaging, there must be a package leaflet
supplied with the product, containing all the regdiinformation except for the batch number and
the expiry date, and including the name of both therketing authorisation holder and, if
different, the name of the distributor named inrtieeketing authorisation.

(2) If there is a package leaflet, the immediate paicikpgnd the outer packaging must both
refer the user to it.

(3) A package leaflet must relate solely to the vetesinmedicinal product with which it is
included.

(4) It must be written in plain English.

(5) Only a package leaflet approved in the marketintpaisation may be included with the
veterinary medicinal product.

Ampoules

51—(1) In the case of ampoules or other unit dosen$orwhere the container cannot bear
legibly the required information, only the follovgnnformation must be shown on the immediate
packaging—

(a) the name of the veterinary medicinal product;

(b) the name and strength of the active ingredient;

(c) the route of administration (if not immediately apgnt);
(d) the batch number;

(e) the expiry date;

() the words “For animal treatment only” and if appiafe, “To be supplied only on
veterinary prescription”.

(2) The outer packaging must contain all the requirédrination if it is reasonably practicable
to do this, and if it is not reasonably practicaolelo this a package leaflet must be supplied with
the product, except that the ampoule need not tefitre package leaflet.

Small containers other than ampoules

52.As regards small immediate packaging containirgingle dose, other than ampoules, on
which it is impossible to give the required infortina, all the required information must appear
on the outer packaging or outer packaging and gecleaflet, but the immediate packaging must
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be labelled with the batch number and the expitg dad, if there is room, the other information
in the preceding paragraph.

Homeopathic remedies
53—(1) A homeopathic remedy registered under thesguR#ons must be labelled in
accordance with this paragraph.

(2) There must be no specific therapeutic indicationtloa labelling or in any information
relating to it.

(3) The labelling (or labelling and package leaflet)sinaontain the following and no other
information—

(a) the words “homeopathic remedy without approvedapeutic indications for veterinary

”.

use’;

(b) the scientific name of the stock or stocks followsdthe degree of dilution, using the
symbols of the pharmacopoeia used (if the homeapatmedy is composed of more
than one stock, the labelling may mention an ins@mtame in addition to the scientific
names of the stocks);

(c) the name and address of the registration holder (andthe package leaflet) of the
manufacturer;

(d) the method and, if necessary, route of adminisinati
(e) the expiry date;

(f) the pharmaceutical form;

(g) the contents of the pack;

(h) any special storage precautions;

(i) the target species;

()) any necessary special warnings;

(k) the batch number; and

() the registration number.

Variations

54.The Secretary of State may permit variations i@ &bove in any individual marketing
authorisation if this is necessary for public oingl health purposes or the protection of the
environment.

PART 8

Pharmacovigilance

Qualified persons responsible for pharmacovigilance

55. A marketing authorisation holder must have perm#yeand continuously the services of an
appropriately qualified person responsible for pheovigilance (“a qualified person
(pharmacovigilance)”) who resides in a member State
Duties relating to the qualified person

56.The marketing authorisation holder must ensuret tlihe qualified person
(pharmacovigilance)—
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(a) establishes and maintains a system that ensurésnfoamation about all suspected
adverse reactions reported to the marketing adtioh holder is collected and collated
in order to be accessible at least at one poiatrirember State;

(b) answers any request from the Secretary of StatetHer provision of additional
information necessary for the evaluation of thedfighand risks afforded by a veterinary
medicinal product fully and within any time limihposed by the Secretary of State when
the information was requested, including the volwheales of the veterinary medicinal
product concerned and, if available, details ofpriptions;

(c) provides to the Secretary of State any other inédion relevant to the evaluation of the
benefits and risks afforded by a veterinary mediciproduct, including appropriate
information on post-marketing surveillance studas] in this paragraph “post-marketing
surveillance studies” means a pharmacoepidemidbgitidy or a clinical trial carried
out in accordance with the terms of the marketiatharisation, conducted with the aim
of identifying and investigating a safety hazardatiag to an authorised veterinary
medicinal product.

Adverse reactions to a veterinary medicinal productdministered in the United Kingdom
57—(1) A marketing authorisation holder must act icc@dance with this paragraph on
learning of any suspected—
(a) serious adverse reaction;
(b) human adverse reaction; or
(c) unintended transmission of an infectious agentutinca veterinary medicinal product,

following the administration of the product in tbeited Kingdom.
(2) The holder must make a record of what happened.

(3) The holder must without delay and in any event witb days report it (electronically if this
is practicable) to the Secretary of State.

(4) In addition, the holder must supply to the Secyetaf State all relevant veterinary
pharmacovigilance information that the holder pssee relating to the reaction, giving a full
description of the incident and a list of all thgmgtoms using internationally recognised
veterinary and medical terminology, either with teport or, if the information becomes available
after the report has been sent, as soon aftecdrbes available as is reasonably practicable.

(5) In this and the following paragraph—

“human adverse reaction” means a reaction thabnos and unintended and that occurs in a
human being following exposure to a veterinary roee;

“serious adverse reaction” means an adverse reattad results in death, is life-threatening,
results in significant disability or incapacity, ascongenital anomaly or birth defect, or that
results in permanent or prolonged signs in the alsitneated.

Adverse reactions to a veterinary medicinal productdministered in a third country
58—(1) A marketing authorisation holder for a vetariyn medicinal product authorised in the
United Kingdom must act in accordance with thisagaaph on learning of any suspected—

(a) serious, unexpected adverse reaction (for thesgopes a reaction is unexpected if its
nature, severity or outcome is not consistent wile summary of the product
characteristics);

(b) human adverse reaction; or
(c) unintended transmission of an infectious agentutinca veterinary medicinal product,

following the administration of the product in dthcountry.
(2) The holder must make a record of what happened.
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(3) The holder must without delay and in any event wittb days report the suspected reaction
or transmission (electronically if this is practite) to the Secretary of State, the competent
authorities of all member States in which the prmtdsi authorised, and the Agency.

(4) In addition to the report, the holder must supplytiie Secretary of State, the competent
authorities of all other member States where tloeyxt is authorised and the Agency, all relevant
veterinary pharmacovigilance information in thedwls possession relating to the reaction as in
the preceding paragraph.

Periodic safety update reports

59—(1) The marketing authorisation holder must sulimthe Secretary of State records of all
adverse reactions (including nil reports) in thenfoof a periodic safety update report for each
marketing authorisation in accordance with thisageaiph, including a summary of each incident
and a list of all the symptoms using internationatecognised veterinary and medical
terminology.

(2) A marketing authorisation holder who has not yetcptl a product on the market in the
United Kingdom must submit a periodic safety upda&eort immediately upon request of the
Secretary of State and at least every six montes afithorisation.

(3) Following the placing on the market in the Unitethgddom, the marketing authorisation
holder must submit a periodic safety update repmthe Secretary of State immediately upon
request and—

(a) at least every six months during the first two gefmilowing the initial placing on the
market;

(b) once a year for the following two years; and
(c) thereafter, at three-yearly intervals.

(4) Following the granting of a marketing authorisatittte marketing authorisation holder may
apply to the Secretary of State to change the g&d notification.

(5) The periodic safety update report must include iansific evaluation of the risk-benefit
balance of the veterinary medicinal product.

(6) The periodic safety update report must include—

(a) the volume of the product sold in each year covesethe report, calculated on an annual
basis beginning 1st January;

(b) the number of adverse reactions for each yeareofeport;

(c) the ratio of adverse reactions to volume of prockaitd for each year of the report,
together with an explanation of the basis of tHeutation;

(d) differentiation of data based on—
(i) target species (if the product is authorised ferinanore than one species);

(i) reaction type (such as serious, non-serious, hummaspected lack of efficacy,
unauthorised use or other);

(i) the country of origin of the report.

(7) If the product is indicated for more than one sgecthe information in sub-paragraph (6)(c)
must be based so far as is practicable on the astihuse of the product.

(8) Data relating to different formulations (eitherfdient dosage forms or different strengths)
must be provided in separate reports.
Release of information by the marketing authorisaton holder

60—(1) A marketing authorisation holder must not commiate information relating to
pharmacovigilance concerns to the general publielation to its authorised veterinary medicinal
product without giving prior or simultaneous natition to the Secretary of State.
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(2) The marketing authorisation holder must ensure #ath information is presented
objectively and is not misleading.

Action taken on account of pharmacovigilance
61—(1) Where, as a result of the evaluation of vatay pharmacovigilance data, the Secretary
of State considers that a marketing authorisatoulsl be—
(a) suspended;
(b) revoked; or
(c) varied so as to—
(i) restrict the indications;
(ii) change the distribution category;
(i) amend the dose;
(iv) add a contraindication; or
(v) add a new precautionary measure,
the Secretary of State must forthwith inform theeAgy, all other member States (irrespective of

whether the product is authorised in another men@iate) and the marketing authorisation
holder.

(2) If urgent action is necessary for protecting hurmaranimal health, the Secretary of State
may suspend the marketing authorisation of a vegyimedicinal product, but must inform the
Agency, the Commission and the other member Statas one working day.

(3) If, following the opinion of the Agency, the Comrsiisn requests the Secretary of State to
suspend, withdraw or vary the marketing authowsatthe Secretary of State must comply with
that request immediately on a temporary basis.

(4) The Secretary of State must take final measuresc@ordance with the Decision of the
Commission.

PART 9
Homeopathic remedies

Meaning of “homeopathic remedy”

62.For the purposes of these Regulations, a homeopeamedy is a veterinary medicinal
product (which may contain a number of principlgsgpared from homeopathic stocks in
accordance with a homeopathic manufacturing praeeddescribed in the European
Pharmacopoeiaf or, if it is not described there, in a pharmacapopublished by the British
Pharmacopoeial Commission or by the competent atytud any member State.

Placing a homeopathic remedy on the market in accdance with a registration

63—(1) By way of derogation from the provisions oésle Regulations requiring a marketing
authorisation for a veterinary medicinal producth@neopathic remedy may be placed on the
market in accordance with a registration by ther&acy of State instead of in accordance with a
marketing authorisation if it complies with thisrpgraph.

(2) It must not be an immunological product.

(3) The route of administration must be as describettiénEuropean Pharmacopoeia or, if it is
not described there, by a pharmacopoeia curresdy officially in any member State.

(@) ISBN 9287145873.
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(4) There must be a sufficient degree of dilution targntee the safety of the product, and in
any event it must not contain more than one pat9if00 of the mother tincture.

(5) All other provisions relating to marketing authatisns apply in the same way to
registrations of a homeopathic remedy.

Application for registration

64—(1) An applicant for registration must submit folowing to the Secretary of State—

(a) the scientific name or other name of the homeopadtuck given in a pharmacopoeia,
together with a statement of the various routeadvhinistration, pharmaceutical forms
and degree of dilution;

(b) a dossier describing how the homeopathic stocktigimed and controlled, and justifying
its homeopathic nature, on the basis of an adedpifaliegraphy;

(c) in the case of a product containing biological sahses, a description of the measures
taken to ensure the absence of pathogens;

(d) the manufacturing and control file for each pharewdical form and a description of the
method of dilution and potentisation;

(e) a copy of the manufacturing authorisation for thedpict;

(f) copies of any registrations or authorisations olet@ifor the same homeopathic remedy in
other member States;

(g) a mock-up of the outer packaging and immediate qgiokj;
(h) stability data;

(i) the proposed withdrawal period necessary to enthakthe provisions of Regulation
(EC) No 470/2009 of the European Parliament anthefCouncil are complied with
together with all necessary justification.

(2) These documents must demonstrate the pharmaceugfiedity and the batch-to-batch
homogeneity of the products concerned.

(3) In the case of a food-producing animal, if the a@pit states in the application that the
homeopathic remedy contains an active substancbéa®rbeen manufactured using an active
substance, that substance must be one that apipediable 1 in the Annex to Commission
Regulation (EU) No 37/2010 and complies with anguieements in that Table relating to that
substance.

(4) If a product is registered in another member Sthge Secretary of State may waive some or
all of the requirements of this paragraph on bemiisfied that it is reasonable to do so.

Procedure for registration
65—(1) The procedure for registration is the samehasprocedure for granting a marketing
authorisation in accordance with Part 3, except—
(a) the applicant is not required to provide proof fficacy;
(b) the product is not required to have a summary edipct characteristics;
(c) the Secretary of State is not required to publishgsessment report.

(2) The procedure for variation, suspension and reiwtds the same as for a marketing
authorisation.

Products on the market before 1994

66. A homeopathic remedy that was on the market befstdanuary 1994 may be placed on the
market without being registered.

44



Classification

67.The registration must specify the classificatidrihe homeopathic remedy, which must be

one of the classifications specified for a vetermaedicinal product in Schedule 3.

Offences

68. It is an offence to fail to comply with—
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@)
(b)
(©)
(d)
(e)
(f)
(9)
(h)
()
0)
(k)
0

a requirement made under paragraph 27(1);

a request made under paragraph 27(2);

paragraph 28(1) or (2);

a requirement made under paragraph 28(3);
paragraph 29(3);

paragraph 30;

paragraph 31(1) or (2);

a request made under paragraph 31(3);

a prohibition or requirement made under paragr&{4)3
a prohibition or requirement made under paragrdgh)4
paragraph 55;

paragraph 56;

(m) paragraph 57;

(n)
(0)
(P)

paragraph 58;
paragraph 59; or
paragraph 60.
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PART 1

Manufacturing authorisations

Application
1. An application for a manufacturing authorisationstnbe made to the Secretary of State.
Time limits

2—(1) The Secretary of State must process an apiplicdor a manufacturing authorisation
within 90 days of receiving it.
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(2) The Secretary of State must process an applicdtora variation of a manufacturing
authorisation within 30 days unless the Secreta§tate notifies the applicant in writing that the
time has been extended to 90 days.

Granting the authorisation

3. The Secretary of State must grant a manufactwirthorisation on being satisfied that the
applicant has suitable and sufficient premisedf, sachnical equipment and facilities for the
manufacture, control and storage of the produais véll comply with these Regulations.

The authorisation

4—(1) The manufacturing authorisation must specify—

(a) the types of veterinary medicinal products and miageutical forms that may be
manufactured or imported;

(b) the place where they are to be manufactured oraltad;

(c) the name and address of the person holding thesation;

(d) the address of the premises to which it relates;

(e) the names of all qualified persons nominated taiader this Schedule.

(2) It may specify that different activities must ber@d out in different premises or parts of
premises, and may require the holder of the matwfag authorisation to restrict access to
premises or parts of premises to persons carryih@divities there.

(3) The holder of a manufacturing authorisation mustindghe Secretary of State, and if
necessary apply for a variation of the authorisatizefore making a material alteration to the
premises or facilities used under the authorisatomo the operations for which they are used.

Suspension, variation or revocation of the authoriation

5—(1) The Secretary of State may suspend, varywvakeea manufacturing authorisation if the
holder—

(a) has not complied with these Regulations;

(b) has manufactured a veterinary medicinal productauthorised by the manufacturing
authorisation;

(c) has produced a veterinary medicinal product outdide terms of a marketing
authorisation; or

(d) no longer has suitable premises or equipment.

(2) The Secretary of State may also suspend, vary vwkeeit on being satisfied that the
qualified person (manufacture) is not fulfillingeihduties under these Regulations.

Inspection of premises

6—(1) The Secretary of State must, from time to tirmespect premises registered under
paragraph 3, basing the frequency of the inspediothe risks associated with each premises’
history and the nature of the products handledeptemises.

(2) Within 90 days after an inspection, the Secretdr$tate must issue a certificate of good
manufacturing practice to the manufacturer if thepection established compliance with the
principles and guidelines on good manufacturingctica in accordance with Commission
Directive 91/412/EEC laying down the principles anddelines of good manufacturing practice
for veterinary medicinal producey(

(@) OJNolL228,17.8.91, p. 70.
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(3) If an inspection is carried out at the requesth& European Pharmacopoeia to establish
compliance with a monograph, the Secretary of Staist issue a certificate of compliance with
the monograph, if appropriate.

(4) The Secretary of State must provide details of eemttificate of good manufacturing
practice issued to the Agency for entry into a base.

(5) If the outcome of the inspection is that the mactufieer does not comply with the principles
and guidelines of good manufacturing practice,Skeretary of State must provide details to the
Agency for entry into the database.

Report following inspection

7—(1) After each inspection of manufacturing prersjsthe inspector must make a written
report to the Secretary of State on whether thecjplies and guidelines on good manufacturing
practice and the conditions of these Regulatioa$aing complied with.

(2) The Secretary of State must inform the inspectedufeaturer of the content of such
reports.

Duties on the holder of a manufacturing authorisatn
8—(1) A holder of a manufacturing authorisation massure that the veterinary medicinal
product is manufactured in accordance with the starg authorisation.

(2) The holder must have permanently at their disptisalservices of at least one qualified
person (manufacture) who is on the register ofifjedlpersons (manufacture) maintained by the
Secretary of State and must place all necessaitifiéscat the qualified person’s disposal.

(3) The holder must—
(a) have a current Certificate of Good Manufacturingdtice;
(b) have in place a system of Quality Assurance andif@@ontrol; and

(c) give to the Secretary of State on request prooélbtontrol tests carried out on the
veterinary medicinal product or the constituentd antermediate products of the
manufacturing process in accordance with the ddiengted in support of the application
for the marketing authorisation.

(4) A holder who makes up a bulk package of veterimaeglicinal products must ensure that
the package is labelled, in a way that the labelaarly visible and legible, with—

(8) the name of the veterinary medicinal product, ftergjth as shown in the summary of
product characteristics and its pharmaceutical form

(b) the batch number;

(c) the expiry date;

(d) any storage requirements; and

(e) any other warning necessary for the safe handlinigeopackage.

(5) A holder must keep an adequate number of reprdsentsamples of each batch of a
veterinary medicinal product in stock at least luie expiry date of the batch, and must submit
any such sample to the Secretary of State if reduir writing to do so.

Qualified persons for manufacture
9—(1) The Secretary of State may appoint as a gedlgerson (manufacture) any person who
is—
(@) a member of the Royal Pharmaceutical Society oistegd with the Pharmaceutical
Society of Northern Ireland;

(b) a Chartered Chemist or a Fellow, Member or Assediéember of the Royal Society of
Chemistry; or
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(c) a Chartered Biologist or a Fellow, Member or AsateiMember of the Society of
Biology;

who qualified on the basis of a formal course afigtlasting not less than three years full-time or
equivalent and who has sufficient practical experéeto carry out the duties under this Schedule.

(2) The Secretary of State may exceptionally appoipé@on who is not a member of one of
those institutions to act as a qualified personnfifecture) on being satisfied that that person has
the educational qualifications or practical expeceto carry out the duties under this Schedule.

Refusal or revocation of appointment

10. The Secretary of State may refuse or revoke aniafppent if the Secretary of State is not
satisfied that a person has fulfilled or will flilfiuties under these Regulations.

Duties on a qualified person

11—(1) The qualified person (manufacture) must enshaeeach batch of veterinary medicinal
product manufactured under that person’s respditgiis manufactured and checked in
compliance with these Regulations and in accordavitte the data submitted in support of the
application for the marketing authorisation.

(2) If a manufacturer imports a veterinary medicinaduct from a third country, including a
product manufactured in a member State, the gedlifierson (manufacture) must ensure that,
following importation, each production batch imgatis fully tested in a member State, including
a full qualitative analysis, a quantitative anaysf at least all the active substances and all the
other tests or controls necessary to ensure thhtyqoé a veterinary medicinal product is in
accordance with the requirements of the marketirigaisation.

(3) Sub-paragraph (2) does not apply where appropgiangements have been made by the
European Union with the exporting country to enstna the manufacturer of the veterinary
medicinal product applies standards of good manufag practice at least equivalent to those
laid down in Commission Directive 91/412/EEC and émsure that the controls in
sub-paragraph (2) have been carried out in therérgaountry.

(4) At each stage of manufacture, including releasesébe, the qualified person (manufacture)
must certify in writing that all control tests rémd under the marketing authorisation have been
carried out, and that the production batch compligls the marketing authorisation.

Register

12. The Secretary of State must maintain and publigyister of—
(a) holders of manufacturing authorisations; and
(b) qualified persons (manufacture) appointed undeaigraph 9(2).

Test sites

13—(1) The Secretary of State may authorise prenis@st as a test site to carry out contract
testing for a holder of a manufacturing authorcati

(2) The premises must have a current certificate oigoanufacturing practice.

(3) Authorisation and inspection of the premises are #fame as for a manufacturing
authorisation.
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PART 2

Authorisation of manufacturers of autogenous vain

Authorisation to manufacture autogenous vaccines
14—(1) The Secretary of State may authorise a peisomanufacture autogenous vaccines and
may authorise premises for the purpose of such faetue by that person.
(2) In order to be authorised the premises must beruhdesupervision of—
(a) a veterinary surgeon; or

(b) a person who the Secretary of State is satisfiesl $w#ficient qualifications and
experience to manufacture the product safely.

(3) Before authorising the premises, the SecretarytateSnust be satisfied that the production
process will produce a consistent, safe product.

(4) No person may manufacture an autogenous vacciner dlfan in accordance with an
authorisation under sub-paragraph (1).

Types of authorisation

15—(1) The authorisation must specify the producéd thay be manufactured.

(2) It may either be for the production of a singlecbadf product or for ongoing production of
the products specified in the authorisation.

(3) If it is for a single batch it must be time limited

(4) Only the products specified in the authorisatiory ina manufactured, and in the case of an
authorisation for a single batch the product maly twe manufactured before the expiry of the
authorisation.

Labelling
16.The operator of the premises must ensure thatyewentainer containing autogenous

vaccine is labelled with—

(a) the name of the veterinary surgeon who ordereddhbeine;

(b) a precise description of the vaccine;

(c) the date the vaccine was produced;

(d) the name of the authorisation holder and addre8sedduthorised premises;

(e) the expiry date;

() any necessary warnings; and

(g) instructions for use.

Records

17.The operator of the premises must, as soon ass®nably practicable, record—
(a) the name and address of the veterinary surgeorovdered the vaccine;
(b) the identification of the source animal,
(c) the expiry date;
(d) the date of supply to the veterinary surgeon,

and must keep the records for at least five years.
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Adverse reactions

18.The authorised person must notify the Secretarptate of any adverse reactions to an
autogenous vaccine within 15 days of learning efrémction.

Inspection of premises

19.The Secretary of State must inspect the authofisethises, basing the frequency of the
inspection on the risks associated with each peshisistory and the nature of the products
handled at the premises.

PART 3

Authorisation of blood banks

Authorisation of blood banks

20—(1) The Secretary of State may authorise bloodk®&or—
(a) the collection, storage and supply of blood, or

(b) the storage and supply of blood constituents obthalyy the physical separation of donor
blood into different fractions within a closed-bagstem,

for the treatment of non-food-producing animals.
(2) The authorisation may be for either or both of ¢hastivities.
(3) In order to be authorised a blood bank must be nthgesupervision of—
(a) a veterinary surgeon named in the authorisation; or

(b) a person named in the authorisation who the SegrefaState is satisfied is suitably
gualified to operate the blood bank.

(4) Before authorising a blood bank, the SecretarytafeSmust be satisfied—
(a) that the welfare of animals used in the collectibblood will be respected; and
(b) that the production process will produce a conststafe product.
(5) The Secretary of State may suspend, vary or reankauthorisation of a blood bank if—
(a) the holder no longer uses fit and proper processes;
(b) the premises in which the blood bank is being ¢o ise operated are not suitable;
(c) the equipment is not suitable; or
(d) the holder has not complied with these Regulations.
(6) Blood may only be collected under the responsybilita veterinary surgeon.
(7) No person may operate a blood bank for treatmeanwhals other than in accordance with

such an authorisation.
Supply and administration of blood from a blood bark

21—(1) The operator of a blood bank may only suppbpot to a veterinary surgeon.

(2) No person other than a veterinary surgeon or soenacting under a veterinary surgeon’s
responsibility may administer blood.

(3) No person may administer blood to a food-produeinignal.

Labelling

22—(1) The operator of a blood bank must ensure ¢iraty container used for the blood is
labelled with—
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(a) the identification of the donor animal;

(b) the date of collection;

(c) the authorisation number of the blood bank;
(d) any necessary warnings;

(e) the expiry date.

(2) There must be no specific therapeutic indicatiortranlabel or on any information relating
to the product.

Records

23.The operator of a blood bank must, as soon a&asonably practicable, record—
(a) the date of collection;
(b) the identification of the donor animal;
(c) the veterinary surgeon who collected it;
(d) the expiry date;
(e) the date the blood was used or, if it was suppbeanother veterinary surgeon, the name
of that veterinary surgeon and the date it was lgghp

and must keep the records for at least five years.

Inspection of premises

24.The Secretary of State must inspect the authofsethises, basing the frequency of the
inspection on the risks associated with each peshisistory and the nature of the products
handled at the premises.

PART 4
Authorisation of manufacturers of products for adistration under the cascade

Authorisation to manufacture products for administration under the cascade
25—(1) The Secretary of State may authorise a pemwh premises to manufacture an
unauthorised veterinary medicinal product for adstiation under the cascade.

(2) In order to be authorised the premises must beruheesupervision of a person who the
Secretary of State is satisfied has sufficient ifjoations and experience to manufacture the
product safely.

(3) Before authorising the premises, the SecretarytateSnust be satisfied that the production
process will produce a safe product.

(4) The authorisation must specify what types of produmovers.

(5) No person may manufacture an unauthorised vetgrimadicinal product other than in
accordance with an authorisation under sub-paragip

Labelling
26.The authorised person must ensure that, befoeteaivary medicinal product is supplied,
every container is labelled with—
(a) the name of the veterinary surgeon who orderedéterinary medicinal product;
(b) a precise description of the veterinary medicimabpct;
(c) the date of production;
(d) the name of the authorisation holder and the addrethe authorised premises;
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(e) the expiry date;
() any necessary warnings; and
(g) instructions for use.

Records

27.The authorised person must, as soon as is redggmabticable, record—

(a) the name and address of the veterinary surgeonosthered the veterinary medicinal
product;

(b) a precise description of the veterinary medicimatpct;
(c) the date of production;

(d) the expiry date; and

(e) the date of supply to the veterinary surgeon,

and must keep the record for at least five years.

Adverse reactions

28.The authorised person must notify the Secretarptate of any adverse reactions to a
product manufactured by that person within 15 ddyearning of the reaction.

Inspection of premises

29.The Secretary of State must inspect the authogpsethises, basing the frequency of the
inspection on the risks associated with each peshikistory and the nature of the products
handled at the premises.

PART 5
Authorisation of equine stem cell centres

Authorisation of stem cell centres

30—(1) The Secretary of State may authorise equieen stell centres for the collection,
storage, processing, production and administragioequine stem cells for use as an autologous
treatment for horses.

(2) In order to be authorised a centre must be un@esupervision of—
(a) a veterinary surgeon named in the authorisation; or

(b) a person named in the authorisation who the SegrefaState is satisfied is suitably
qualified to operate the centre.

(3) Before authorising a centre, the Secretary of Statst be satisfied—

(a) that the welfare of animals used in the collectibrequine stem cells will be respected;
and

(b) that the production process will produce a conststafe product.
(4) Equine stem cells may only be collected under ¢ispansibility of a veterinary surgeon.

(5) The Secretary of State may suspend, vary or reaakauthorisation of an equine stem cell
centre if—

(a) the holder no longer uses fit and proper processes;
(b) the premises in which the centre is being or lse@perated are not suitable;
(c) the equipment of the centre is not suitable; or
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(d) the holder has not complied with these Regulations.

(6) No person may operate an equine stem cell cenfrer ¢han in accordance with such an
authorisation.

Supply and administration of stem cells

31—(1) The operator of an equine stem cell centre amy collect equine stem cells.

(2) The operator of an equine stem cell centre maycotect stem cells from embryonic
tissues.

(3) No person other than a veterinary surgeon or sogecting under a veterinary surgeon’s
responsibility may administer any product growmiroollected equine stem cells.

(4) No person may administer any product grown frontectdéd equine stem cells to a food-
producing horse.

Labelling
32—(1) The operator of an equine stem cell centret musure that every container used for the
stem cell product is labelled with—
(a) the identification of the donor animal;
(b) the date of collection;
(c) the authorisation number of the equine stem celree
(d) any necessary warnings;
(e) the expiry date.

(2) The operator of an equine stem cell centre mustrerthat no specific therapeutic indication
is included on the label or on any information tiakgto the product.

Records
33. The operator of an equine stem cell centre mgstpan as is reasonably practicable, record
for each stem cell product—
(a) the identification of the donor animal;
(b) the date of collection;
(c) the veterinary surgeon under whose responsibiigystem cells were collected;
(d) the expiry date;
(e) the date the product was used or, if it was sugdiieanother veterinary surgeon, the
name of that veterinary surgeon and the date itswpplied,

and must keep the records for at least five years.

Inspection of premises

34.The Secretary of State must inspect the authofsethises, basing the frequency of the
inspection on the risks associated with each peshisistory and the nature of the products
handled at the premises.

Offences

35. It is an offence to fail to comply with—
(a) paragraph 4(3);
(b) paragraph 11,
(c) paragraph 14(4);
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PART 1

Classification and supply of authorised veterimamdicinal products

Classification of veterinary medicinal products

1—(1) There shall be the following categories ofhauised veterinary medicinal products—
(a) Prescription Only Medicine—Veterinarian (abbrewbte POM-V);

(b) Prescription Only Medicine—Veterinarian, Pharmaci§uitably Qualified Person
(abbreviated to POM-VPS);

(c) Non-Food Animal-Veterinarian, Pharmacist, Suita@Qlyalified Person (abbreviated to
NFA-VPS);

(d) Authorised Veterinary Medicine—General Sales lasthfeviated to AVM-GSL).

(2) The Secretary of State must specify the classifinadf the veterinary medicinal product
when granting the initial marketing authorisation.

(3) The Secretary of State may change the classificatfter the marketing authorisation has
been granted, either at the request of the marketirthorisation holder or in accordance with
paragraph 37 of Schedule 1 (compulsory variation).

(4) When granting the marketing authorisation the Saoyef State must classify the following
as POM-V—

(a) products containing narcotic or psychotropic sutxstag;

(b) products intended for administration following aghosis or clinical assessment by a
veterinary surgeon.

(5) When granting the marketing authorisation the Sagyef State must classify the following
as POM-V or POM-VPS—

(a) products for food-producing animals;

(b) products in respect of which special precautionstnine taken in order to avoid any
unnecessary risk to—

() the target species;
(i) the person administering the products to the aniamal
(iii) the environment;

(c) products that may cause effects that impede orfémee with subsequent diagnostic or
therapeutic measures; and

(d) new veterinary medicinal products containing anvacsubstance that has not been
included in an authorised veterinary medicinal pidor five years.

(6) The requirement in sub-paragraph (5)(a) relatinget@rinary medicinal products for food-
producing animals does not apply if all the follagicriteria are met—
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(a) the administration of the veterinary medicinal prodis restricted to formulations
requiring no particular knowledge or skill in usitige product;

(b) the veterinary medicinal product does not presemiract or indirect risk, even if
administered incorrectly, to the animal or anintedsited, to the person administering the
product or to the environment;

(c) the summary of product characteristics of the ved#ey medicinal product does not
contain any warnings of potential serious sideat$feleriving from its correct use;

(d) neither the veterinary medicinal product nor areotproduct containing the same active
substance has previously been the subject of fregegious adverse reaction reporting;

(e) the summary of product characteristics does nadrrief contra-indications related to
other veterinary medicinal products commonly usétiout prescription;

(f) the veterinary medicinal product is not subjectgecial storage conditions;

(g) there is no risk for consumer safety as regardslues in food obtained from treated
animals even where the veterinary medicinal pradact used incorrectly; and

(h) there is no risk to human or animal health as dg#ne development of resistance to
antimicrobials or anthelmintic substances even whke veterinary medicinal products
containing those substances are used incorrectly.

Wholesale supply of veterinary medicinal products

2—(1) Only a holder of a marketing authorisatiore tiolder of a manufacturing authorisation
or the holder of a wholesale dealer’s authorisagjranted by the Secretary of State may supply a
veterinary medicinal product wholesale, or be isg@ssion of it for that purpose.

(2) A person mentioned in sub-paragraph (1) may onpplua veterinary medicinal product
if—

(a) the authorisation in question relates to that pcodand

(b) the supply is to another person who is entitledsupply that product under these
Regulations, either wholesale or retail.

(3) If the supply is to a suitably qualified person,niust be to the premises approved in
accordance with paragraph 14.

(4) It is immaterial whether or not the supply is foofit.

(5) This paragraph does not apply in relation to aileztaf veterinary medicinal products who
supplies another retailer with such products fa furpose of alleviating a temporary supply
shortage that could be detrimental to animal welfar

(6) A wholesale dealer may break open any packager(titha the immediate packaging) of a
veterinary medicinal product.

Retail supply of veterinary medicinal products

3—(1) This paragraph applies in relation to retajysly of veterinary medicinal products.

(2) A veterinary medicinal product classified as POM¥ydy only be supplied by a veterinary
surgeon or a pharmacist and must be supplied iordance with a prescription from a veterinary
surgeon.

(3) A veterinary medicinal product classified as POMS/Ray only be supplied by—
(a) a veterinary surgeon;
(b) a pharmacist; or
(c) asuitably qualified person in accordance with geaph 14,
and must be in accordance with a prescription foom of those persons.

(4) A veterinary medicinal product classified as NFAS/Pmay be supplied without
prescription, but may only be supplied by—
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(a) a veterinary surgeon;

(b) a pharmacist; or

(c) a suitably qualified person in accordance with geaph 14.
(5) There are no restrictions on the supply of AVM-G8bducts.
(6) In this paragraph—

(&) “retail supply” means any supply other than toronf the holder of a wholesale dealer’s
authorisation, and whether or not for payment; and

(b) a person may supply a product irrespective of wilinsoit.

Prescriptions by a veterinary surgeon

4—(1) A veterinary surgeon who prescribes a veteyimaedicinal product classified as POM-
V must first carry out a clinical assessment of &mémal, and the animal must be under that
veterinary surgeon'’s care.

(2) This does not apply in relation to the administratdf such a product to a wild animal where
the administration is authorised by the SecretdState.

Prescriptions
5—(1) A prescription may be oral or written, but eterinary medicinal product classified as
POM-V or POM-VPS may only be supplied—
(a) by the person who prescribed it;
(b) under a written prescription that complies withguaaph 6; or

(c) (in the case of POM-VPS) by a suitably qualifiedspa in accordance with paragraph
14(5).

(2) A person supplying such a product under a writt@sgription—
(a) may only supply the product specified in that prigsion;

(b) must take all reasonable steps to be satisfiedtitieaprescription has been written and
signed by a person entitled to prescribe the prip@unc

(c) must take all reasonable steps to ensure thatstipplied to the person named in the
prescription.

(3) No person may alter a written prescription unlestha@ised to do so by the person who
signed it.

Written prescriptions

6—(1) A written prescription must include—
(a) the name, address and telephone number of thenpgrsscribing the product;
(b) the qualifications enabling the person to presdiilgeproduct;
(c) the name and address of the owner or keeper;
(d) the identification (including the species) of thenaal or group of animals to be treated,;

(e) the premises at which the animals are kept if ighidifferent from the address of the
owner or keeper;

(f) the date of the prescription;

(g) the signature or other authentication of the pemescribing the product;
(h) the name and amount of the product prescribed,;

(i) the dosage and administration instructions;

()) any necessary warnings;

(k) the withdrawal period if relevant; and

58



() ifitis prescribed under the cascade, a stateinethat effect.

(2) A written prescription for a controlled drug as &ified in Schedules 2 to 4 of the Misuse of
Drugs Regulations 200d)is valid for 28 days.

(3) A written prescription for any other drug is vafiok six months or such shorter period as
may be specified in the prescription.

(4) If the prescription is repeatable it must spedify humber of times the veterinary medicinal
product may be supplied.

Duties when a product is prescribed or supplied

7. A person who prescribes a product classified asI®Cor POM-VPS, or supplies a product
classified as NFA-VPS—

(a) before doing so, must be satisfied that the pengumwill use the product is competent to
do so safely, and intends to use it for a purpos#hich it is authorised;

(b) when doing so, must advise on its safe administtaéind on any warnings or contra-
indications on the label or package leaflet; and

(c) must not prescribe (or, in the case of a NFA-VP8dpct, supply) more than the
minimum amount required for the treatment; busiaidefence to a charge of failing to
comply with this paragraph to show that—

() the product prescribed or supplied was in a coataspecified in the marketing
authorisation;

(i) the manufacturer does not supply that veterinarglion@al product in a smaller
container; and

(iii) the person prescribing or supplying is not a peraothorised to break open the
package before supply.

Supply by a veterinary surgeon from registered prerses

8—(1) A veterinary surgeon may only supply a vetmnynmedicinal product from practice
premises registered with the Royal College of \ieggy Surgeons as veterinary practice premises
at which veterinary medicinal products are stonesupplied.

(2) This paragraph does not apply in relation to arusey medicinal product classified as
AVM-GSL.

(3) The Royal College of Veterinary Surgeons must, eguest, supply the Secretary of State
with a copy of the register of veterinary praciicemises.

(4) The Secretary of State must, from time to timepéus premises registered under sub-
paragraph (1), basing the frequency of the inspeaiin the risks associated with each premises’
history and the nature of the products handledeptemises.

(5) Where an inspection under sub-paragraph (4) revemsificant breaches of these
Regulations the Secretary of State may requireRbgal College of Veterinary Surgeons to
remove the premises from the register maintainekugsub-paragraph (1).

(6) Where the Secretary of State requires the remoftgbremises from the register the
veterinary surgeon concerned may appeal usingrtieegure in regulation 30.

(7) Where premises have been removed from the registisr sub-paragraph (5) they may not
be re-registered without the approval of the Sacyedf State.

(8) The Secretary of State may only grant approval ursdd-paragraph (7) after a further
inspection of the premises.

(@ S. 1. 2001/3998; relevant amending instrumergsSan. 2003/1432 and 2005/1653.
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Supply by a veterinary surgeon
9—(1) A veterinary surgeon supplying a veterinarydiomal product (other than one classified
as AVM-GSL) must be present when it is handed owégss the veterinary surgeon—
(a) authorises each transaction individually beforepitueluct is supplied; and
(b) is satisfied that the person handing it over is petent to do so.

(2) A veterinary surgeon or a person acting under ariwetry surgeon’s responsibility may
open any package containing a veterinary medigiraduct.

Supply by a pharmacist
10—(1) A pharmacist may only supply a veterinary noedil product classified as POM-V,
POM-VPS or NFA-VPS from—

(a) premises registered as a pharmacy with the GeRéi@imaceutical Council or with the
Pharmaceutical Society of Northern Ireland;

(b) premises registered with the Royal College of \ieégy Surgeons as being premises
from which a veterinary surgeon supplies veterimaegicinal products; or

(c) (in the case of a veterinary medicinal productsifeed as POM-VPS or NFA-VPS) from
premises approved under paragraph 14.

(2) A pharmacist supplying a veterinary medicinal prdiother than one classified as AVM-
GSL) must be present when it is handed over utesspharmacist—

(a) authorises each transaction individually beforepitueluct is supplied; and
(b) is satisfied that the person handing it over is petent to do so.

(3) A pharmacist may supply any veterinary medicinaydpict prepared in a pharmacy in
accordance with the prescriptions of a pharmacepaed intended to be supplied directly to the
end-user.

(4) A pharmacist may supply a homeopathic remedy pegpagxtemporaneously by a
pharmacist in a registered pharmacy (as well asodingr homeopathic remedy permitted to be
supplied by a pharmacist under these Regulatiomsjded that it is prepared in accordance with
paragraph 63 of Schedule 1 and intended to beiedpgitectly to the end user.

(5) A pharmacist may break open any package contamieferinary medicinal product for the
purposes of supply other than the immediate paokagfi an injectable product.

Supply of a veterinary medicinal product for incorporation into feedingstuffs
11—(1) This paragraph applies in relation to the $ypd a veterinary medicinal product
intended for incorporation into feedingstuffs.

(2) The marketing authorisation holder, an authoriseahufacturer of the product or an
authorised wholesale dealer may only supply sugtexrinary medicinal product to—

(a) a veterinary surgeon, pharmacist or, in the case @foduct classified as POM-VPS, a
suitably qualified person;

(b) an approved premixture manufacturer; or

(c) an approved feedingstuffs manufacturer if the apgdrpermits the rate of incorporation
specified on the label of that veterinary medicimaduct (if the manufacturer is the end-
user the supply must be in accordance with a ppeisor).

(3) A veterinary surgeon, pharmacist or, in the casa @roduct classified as POM-VPS, a
suitably qualified person may only supply such #esieary medicinal product to—

(a) an approved premixture manufacturer; or

(b) an approved feedingstuffs manufacturer if the apgdrpermits the rate of incorporation
specified on the label of that veterinary medicimadduct (if the manufacturer is the end
user the supply must be in accordance with a ppeisor).
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(4) An approved premixture manufacturer or an apprdeedingstuffs manufacturer may only
supply such a veterinary medicinal product to aeothpproved premixture manufacturer or
approved feedingstuff manufacturer if the amoumpiptied does not exceed five per cent in terms
of value of veterinary medicinal product incorpedtannually by the person supplying the
veterinary medicinal product.

Labelling at the time of retail supply

12—(1) If a veterinary medicinal product is supplieda container specified in the marketing
authorisation, it must not be supplied if any imi@tion on the outer packaging (or, if there is no
outer packaging, the immediate packaging) is redrty visible at the time of supply or has been
changed in any way.

(2) Sub-paragraph (1) does not apply to a veterinargesmn who amends a label, or a
pharmacist who amends it in accordance with a pggn from a veterinary surgeon, provided
that the unamended information remains clearl\bigsi

(3) If a veterinary medicinal product is supplied irc@tainer other than that specified in the
marketing authorisation, the person supplying teeennary medicinal product must ensure that
the container is suitably labelled and must supplfficient written information (which may
include a copy of the summary of product charasties or the package leaflet) to enable the
product to be used safely.

Supply of veterinary medicinal products for use uner the cascade
13—(1) A veterinary medicinal product supplied fomadistration under the cascade may only
be supplied in accordance with a prescription feoweterinary surgeon.

(2) Unless the veterinary surgeon who prescribed therimary medicinal product both supplies
the product and administers it to the animal insper the person supplying it must label it (or
ensure that it is labelled) with at least the fwilog information—

(@) the name and address of the pharmacy, veterinaryeisu or approved premises
supplying the veterinary medicinal product;

(b) the name of the veterinary surgeon who has prestiite product;

(c) the name and address of the animal owner;

(d) the identification (including the species) of threnaal or group of animals;
(e) the date of supply;

(f) the expiry date of the product, if applicable;

(g) the name or description of the product, which sthadnktlude at least the name and
guantity of active ingredients;

(h) dosage and administration instructions;
(i) any special storage precautions;

(i) any necessary warnings for the user, target speatsinistration or disposal of the
product;

(k) the withdrawal period, if relevant; and
() the words “Keep out of reach of children” and “lmimal treatment only”.

Supply by a suitably qualified person

14—(1) The Secretary of State may recognise bodisdie suitable to maintain a register for
suitably qualified persons to prescribe and supgterinary medicinal products classified as
POM-VPS and NFA-VPS.

(2) In order to recognise such a body, the SecretaBtaie must be satisfied that the body—

(@) has in place a system for ensuring that personlyiagpfor registration have adequate
training to act as a suitably qualified person uridese Regulations;

61



(b) has adequate standards in deciding whether ornoédister someone as a suitably
qualified person;

(c) maintains a programme of continuing professionaleftgment for persons registered
with it;

(d) operates an adequate appeal system if it intendseftese to register anyone with
appropriate qualifications or to remove anyone ftberegister.

(3) For the purposes of these Regulations, a suitaldlifeed person is a person who has passed
examinations specified by such a body, and is texgid with such a body as a suitably qualified
person.

(4) A suitably qualified person may only supply a vistary medicinal product classified as
POM-VPS, NFA-VPS or AVM-GSL, and may only supplyribm—

(a) premises approved by the Secretary of State ag Iseitable for the storage and supply
of veterinary medicinal products by a suitably éied person;

(b) premises registered as a pharmacy with the GeRéiaimaceutical Council or with the
Pharmaceutical Society of Northern Ireland; or

(c) practice premises registered under these Regutaisnbeing premises from which a
veterinary surgeon supplies veterinary medicinafipcts.

(5) A suitably qualified person who supplies a proddessified as POM-VPS or NFA-VPS
must either—

(@) hand over or despatch the product personally;

(b) ensure that, when the product is handed over gratiglsed, the suitably qualified person
is in a position to intervene if necessary; or

(c) check the product after it has been allocatedupply to a customer, and be satisfied that
the person handing over or dispatching it is coetetb do so.

(6) A suitably qualified person supplying products frpremises approved under this regulation
by the Secretary of State who considers that tkeenjges no longer comply with the approval
must notify the Secretary of State without unreastedelay.

(7) The Secretary of State may issue a Code of Prafdicsuitably qualified persons, and a
body recognised under this paragraph must takeopppte action in accordance with any
disciplinary code that applies to that body if #athly qualified person registered with it does not
comply with the Code of Practice.

(8) The Secretary of State must publish a list of—
(a) suitably qualified persons; and
(b) the trading names and the addresses of premisesvagpunder this paragrajai(

(9) A suitably qualified person may break open any pgek (other than the immediate
packaging) of a veterinary medicinal product.

(10) The Secretary of State may suspend or revoke thieegd of approved premises on being
satisfied that they are no longer suitable for gh@rage and supply of veterinary medicinal
products.

Annual audit

15.At least once a year every person entitled to Isuppveterinary medicinal product on
prescription must carry out a detailed audit, amcbining and outgoing veterinary medicinal
products must be reconciled with products curremidld in stock, any discrepancies being
recorded.

(&) Published at: http://www.vmd.defra.gov.uk/registegpregister.aspx.
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PART 2
Requirements for a wholesale dealer’s authorisation

Application

16. An application for a wholesale dealer’s authorsatust be made to the Secretary of State.

Time limits

17.The Secretary of State must process an applicétioma wholesale dealer’s authorisation
within 90 days of receiving it.

Granting the authorisation
18—(1) The Secretary of State must grant a wholeda#der’'s authorisation on being satisfied
that this paragraph is complied with.
(2) The authorised site must be—
(a) weatherproof;
(b) secure and lockable;
(c) clean; and
(d) free from contaminants.

(3) If the veterinary medicinal products covered by theéhorisation are subject to specific
storage conditions, the site must be capable 6llifug those requirements.

(4) The authorisation holder must—
(a) have the services of technically competent staff;, a
(b) have an effective emergency recall plan.

The authorisation

19—(1) The wholesale dealer’s authorisation mustigpec
(a) the types of veterinary medicinal products and plaaeutical forms that may be dealt in;
(b) the place where they are to be stored,;
(c) the name and address of the person holding thesdtion;
(d) the address of the premises to which it relates;

(e) the name of the qualified person nominated to awleu the Guidelines on Good
Distribution Practice for Human Usg(

(2) It may cover more than one site.
(3) It lapses if the holder does not deal in veterimagdicinal products for five years.

(4) The holder of a wholesale dealer’'s authorisatiorstrmotify the Secretary of State, and if
necessary apply for a variation of the authorisatizefore making a material alteration to the
premises or facilities used under the authorisatoin the operations for which they are used.

Suspension, variation or revocation of the authortion

20.The Secretary of State may suspend, vary or resokbolesale dealer’'s authorisation if the
holder—

(a) has not complied with these Regulations; or

(8 OJNocC 63, 1.3.94,p. 4.
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(b) no longer has suitable premises or equipment.

Duties on the holder of a wholesale dealer’s authmation

21.The holder of a wholesale dealer’'s authorisatioistr-

(a) store veterinary medicinal products in accordangth wthe terms of the marketing
authorisation for each product;

(b) comply with the Guidelines on Good Distribution &ree of Medicinal Products for
Human Use as if the veterinary medicinal producégsenauthorised human medicinal
products;

(c) carry out a detailed stock audit at least onceaa; yand
(d) supply information and samples to the SecretaS§tafe on demand.

PART 3
Sheep dip

Supply of sheep dip
22—(1) A person who supplies by retail sheep dip Wwhoontains a veterinary medicinal
product must supply it in accordance with this geagh.

(2) The supply must be to a person (or a person aotintpat person’s behalf) who is qualified
to use it in accordance with paragraph 23.

(3) The supplier must make a record of that persorrsficate or award number as soon as is
reasonably practicable, and keep it for at leasktlyears.

(4) If the active ingredient of the veterinary medid¢inaroduct is an organophosphorus
compound, the supplier must give to the buyer—

(a) adouble-sided laminated notice meeting the spatifins in the following sub-paragraph
(unless the notice has been provided to the bujtbinathe previous twelve months and
the supplier knows or has reasonable cause tovbdlmt the buyer still has it available
for use); and

(b) two pairs of gloves either as described in theceotir providing demonstrably superior
protection to the proposed user against exposutbetaip than would be provided by
gloves as so described.

(5) The notice must be at least A4 size with a lamohétansparent cover and must tell the user
of the sheep dip—

(a) to read and act in accordance with the label, @inly instructions on measuring and
diluting concentrate;

(b) that sheep dip is absorbed through the skin;

(c) always to wear the recommended protective clothimgjuding gloves, and have spare
protective clothing available;

(d) always to wash protective clothing before takingfit and
(e) to direct any questions to the supplier or manufact
(6) The notice must contain a diagram showing recomeipdotective clothing.

Use of sheep dip

23—(1) No person may use sheep dip which containsterimary medicinal product unless the
person is acting under the supervision and in thegmce of, a person who holds either—
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(a) a Certificate of Competence in the Safe Use of SlEps showing that Parts 1 and 2 or
units 1 and 2 of the assessment referred to inCibificate have been satisfactorily
completed; or

(b) NPTC Level 2 Award in the Safe Use of Sheep Dip FRC
(2) The certificate must be issued—
(&) in England, Wales and Northern Ireland; by—
() the National Proficiency Tests Council;
(i) NPTC Part of the City & Guilds Group; or
(iii)y City and Guilds NPTC;
(b) in Scotland, by one of those organisations or #t@ti8h Skills Testing Service.

Offences

24. 1t is an offence to fail to comply with—
(a) paragraph 2;
(b) paragraph 3;
(c) paragraph 4(1);
(d) paragraph 5;
(e) paragraph 7;
(f) paragraph 8(1);
(9) paragraph 9(1);
(h) paragraph 10;
(i) paragraph 11,
() paragraph 12(1) or (3);
(k) paragraph 13;
() paragraph 14(4), (5) or (6);
(m) paragraph 15;
(n) paragraph 19(4);
(o) paragraph 21;
(p) paragraph 22; or
(q) paragraph 23(1).

SCHEDULE 4 Regulation 8

Administration of a veterinary medicinal productside the terms of a
marketing authorisation
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10. Offences 68

Administration under the cascade

1—(1) A veterinary surgeon acting under this parpgrasho prescribes a veterinary medicinal
product may either administer it personally or nthsect another person to do so under the
responsibility of the veterinary surgeon.

(2) If there is no authorised veterinary medicinal pretdn the United Kingdom for a condition
the veterinary surgeon responsible for the animal,nmin particular to avoid unacceptable
suffering, treat the animal concerned with thedfelhg (“the cascade”), cascaded in the following
order—

(a) a veterinary medicinal product authorised in thetééhKingdom for use with another
animal species, or for another condition in theesapecies; or

(b) if there is no such product that is suitable, eithe
() a human medicinal product authorised in the Untedjdom; or

(i) a veterinary medicinal product not authorised m thnited Kingdom but authorised
in another member State for use with any animactispe(in the case of a food-
producing animal, it must be a food-producing sgecior

(c) if there is no such product that is suitable, aemeary medicinal product prepared
extemporaneously by a pharmacist, a veterinary esurgor a person holding a
manufacturing authorisation authorising the manufacof that type of product.

(3) In the case of a veterinary medicinal product ingebrfrom another member State, if the
veterinary surgeon has not obtained a certificate the Secretary of State under regulation 25(5)
permitting importation, the veterinary surgeon natsain a certificate from the Secretary of State
before administration.

(4) Any pharmacologically active substances included medicinal product administered to a
food-producing animal under the cascade must bedli; Table 1 in the Annex to Commission
Regulation (EU) No 37/2010.

Withdrawal periods
2—(1) A veterinary surgeon prescribing or adminisigra veterinary medicinal product to a
food-producing animal under the cascade must spanifippropriate withdrawal period.

(2) The withdrawal period must ensure that, if thera maximum residue limit specified for the
active substance in Table 1 in the Annex to ComionisRegulation (EU) No 37/2010, the level of
residue of the active substance does not exceetirntia

(3) In any event, unless the Secretary of State hasfigoein writing a different withdrawal
period for a particular veterinary medicinal proguthe withdrawal period (irrespective of
whether or not a maximum residue limit is specifiadTable 1 in the Annex to Commission
Regulation (EU) No 37/2010) must not be less than—

(a) 7 days for eggs;

(b) 7 days for milk;

(c) 28 days for meat from poultry and mammals includatgand offal;
(d) 500 degree daya) for fish meat.

(a8 The number of days of the withdrawal period iEgted by dividing 500 by the mean temperaturthefwater in degrees
Celsius.
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Administration to food-producing horses

3—(2) If there is no authorised veterinary medicipabduct for a food-producing horse (as
shown on its horse passport) and treatment undecdlcade is unsuitable, substances may be
administered in accordance with Commission RegquiaEC) No 122/2013 (establishing, in
accordance with Directive 2001/82/EC of the EuropParliament and of the Council on the
Community code relating to veterinary medicinaldurots, a list of substances essential for the
treatment of equida&).

(2) The person administering the substance must comily Article 3(2) of Commission
Regulation (EC) No 122/2013 (recording the def@lilthe treatment in the animal’s passport).

Immunological products for serious epizootic diseas

4.In the event of serious epizootic diseases, tlweSwy of State may permit in writing the
administration of immunological veterinary medidipaoducts without a marketing authorisation,
in the absence of a suitable medicinal productadtet informing the Commission of the detailed
conditions of use and may publicise any permihasSecretary of State sees fit.

Immunological products for an imported or exportedanimal

5.1f an animal is imported from, or exported to,hérd country, the Secretary of State may
permit the administration to that animal of an inmological veterinary medicinal product that is
not covered by a marketing authorisation in thetéthiKingdom but is authorised under the
legislation of the third country.

Administration by veterinary surgeons from other mamber States

6—(1) Veterinary surgeons practising in another mem8tate may bring into the United
Kingdom and administer to animals small quantitiéseterinary medicinal products that are not
authorised for use in the United Kingdom if—

(a) the quantity does not exceed the requirementhéotreatment of specific animals;

(b) the product is authorised in the member State inctwhhe veterinary surgeon is
established,;

(c) the product is transported by the veterinary sumgao the original manufacturer’s
packaging;
(d) in the case of administration to food-producingnaais, there is a veterinary medicinal

product authorised in the United Kingdom that hes same qualitative and quantitative
composition in terms of active substances;

(e) the veterinary surgeon is acquainted with the Giderofessional Conduct for veterinary
surgeons issued by the Royal College of VeteriSamgeondy).

(2) The veterinary surgeon must only supply to the owoe keeper enough veterinary
medicinal product to complete the treatment of aténconcerned.

(3) The veterinary surgeon must—

(a) ensure that the withdrawal period specified onlael of the product is complied with,
or the United Kingdom withdrawal period for the a@lent product authorised in the
United Kingdom if this is longer than the one oa thbel; and

(b) keep detailed records of the animals treated, thgndsis or clinical assessment, the
products administered, the dosage administered,dtiration of treatment and the
withdrawal period applied, and must keep them @ iited Kingdom for at least three
years.

(@ OJNoL42,13.2.2013, p. 1.
(b) Published at http://www.rcvs.org.uk/advice-anddgnce/code-of-professional-conduct-for-veterinsuygeons/.
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(4) The overall range and quantity of veterinary meditiproducts carried by the veterinary
surgeon must not exceed that generally requirethéodaily needs of good veterinary practice.

(5) This paragraph does not apply in relation to imnhogical veterinary medicinal products.

Treatment in exceptional circumstances

7—(1) Where the health situation so requires, ancere/ithere is no suitable veterinary
medicinal product available either as an authorigemtiuct or under the cascade, a veterinary
surgeon may treat an animal with a medicinal prbdughorised in a third country; but a
veterinary surgeon who has not obtained a certificaom the Secretary of State under
regulation 25(5) permitting importation must obtaicertificate from the Secretary of State before
treating the animal.

(2) The certificate may be granted subject to any d@mrdthe Secretary of State thinks fit.

Administration of a homeopathic remedy

8—(1) A registered homeopathic remedy or a homeapatimedy prepared and supplied by a
pharmacist under paragraph 10 of Schedule 3 magdbanistered to an animal by anyone,
subject to any restrictions specified in its region.

(2) A homeopathic remedy that was on the market beffsrdanuary 1994 may be administered
by anyone.

(3) A veterinary surgeon may administer, either perbpra under the veterinary surgeon’s
responsibility—

(a) a homeopathic remedy authorised for human use, or

(b) a homeopathic remedy prepared extemporaneouslywbieanary surgeon, a pharmacist
or a person holding a manufacturing authorisatioth@ising the manufacture of that
type of product.

Administration under an animal test certificate
9—(1) A medicinal product may be administered incadance with an animal test certificate
granted for research purposes by the Secretariaté.S

(2) An application for an animal test certificate mag kefused if this is necessary for the
protection of animal or public health or the enmimeent, and the animal test certificate may be
varied, suspended or revoked in the same way agleting authorisation.

(3) The holder of an animal test certificate may nqipdy a product for administration that is
not within the terms of the animal test certificate

(4) The holder of an animal test certificate test whezdmes aware of any serious adverse
reaction following the administration of a productder an animal test certificate must report the
reaction to the Secretary of State within 15 ddylsarning of it.

Offences

10.1t is an offence to fail to comply with—
(a) paragraph 3(2);
(b) paragraph 6; or
(c) paragraph 9(3) or (4).
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SCHEDULE 5 Regulation 14
Medicated feedingstuffs and specified feed addstive
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Scope and interpretation
1—(1) This Schedule applies in relation to the faillog (referred to in this Schedule as
“specified feed additives”) when used as feed adgdit—
(a) coccidiostats;
(b) histomonostats; and
(c) all other zootechnical additives except—
(i) digestibility enhancers;
(ii) gut flora stabilisers; and
(iif) substances incorporated with the intention of faably affecting the environment.
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(2) It also applies in relation to the manufacture atating on the market of feedingstuffs
containing a veterinary medicinal product.

(3) In this Schedule—

“premixture” means a mixture of a veterinary meatdiproduct or a specified feed additive
with feedingstuffs materials, intended for furtiheixing with feedingstuffs before being fed to
animals;

“zootechnical additive” means any additive usedntaintain animals in good health or
favourably affect their performance.

Enforcement of Regulation (EC) No 178/2002

2—(1) For the purposes of Regulation (EC) No 1782Qff the European Parliament and of
the Council laying down the general principles aaduirements of food law, establishing the
European Food Safety Authority and laying down pchges in matters of food safet)) the
competent authority is the Secretary of State.

(2) No person may fail to comply with any of the follimg provisions of that Regulation—
(a) Article 11 (requirements relating to imports);
(b) Article 12 (requirements relating to exports);
(c) Article 15(1) (prohibition on the placing on the ket or feeding unsafe feedingstuffs);

(d) Article 16 so far as it prohibits misleading labed, advertising or presentation of
feedingstuffs;

(e) Article 18(2) and (3) (requirements of traceabl)lity so far as it relates to feed business
operators; and

() Article 20 (responsibilities of feed business opens).

Enforcement of Regulation (EC) No 1831/2003

3—(1) For the purposes of Regulation (EC) No 1830 (f the European Parliament and of
the Council on additives for use in animal nutritim)) the competent authority is the Secretary of
State.

(2) An authorisation under Article 3(2) of that Regidatmust be in writing.

(3) No person may possess a specified feed additivee poemixture or feedingstuffs containing
a specified feed additive, unless the specified fedditive has been authorised under Regulation
(EC) No 1831/2003 or is for export to a third coynt

(4) No person may fail to comply with any of the follimg provisions of that Regulation—

(a) Article 3(1) or Article 3(3) (the authorisation, riditions of use and labelling of specified
feed additives);

(b) Article 12(1) or (2) (conditions relating to spéed feed additives);
(c) Article 16(1) (labelling);

(d) Article 16(3) (additional labelling requirement);

(e) Article 16(4) (premixtures containing specified desdditives);

(N Article 16(5) (packaging).

(8 OJNoL31,1.2.2002, p. 1.
(b) OJ No L268, 18.10.2003, p. 29.
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Enforcement of Regulation (EC) No 882/2004

4. For the purposes of Regulation (EC) No. 882/208#tlte European Parliament and the
Council on official controls performed to ensure trerification of compliance with feed and food
law, animal health and animal welfare ru¥the competent authority is the Secretary ofeéStat

Enforcement of Regulation (EC) No 183/2005

5—(1) For the purposes of Regulation (EC) No 183R(Qff the European Parliament and of
the Council laying down requirements for feed hyeip)) the competent authority is the
Secretary of State.

(2) No person may fail to comply with any of the follimg provisions of that Regulation—
(a) Article 5(2), (5) or (6) (specific obligations);
(b) Article 6(1) as read with (2) and (3) (HACCP sysfem
(c) Article 7(1) (documents concerning the HACCP sy3tem
(d) Article 9(2) (official controls, notification anckgistration);
(e) Article 10(1) (approval of feed business establishts);
(f) Article 11 (prohibition on operating without appedwr registration);
(g) Article 17(2) (exemption from on-site visits);
(h) Article 18(3) (declaration of compliance);
(i) Article 23(1) (conditions relating to imports fraitmrd countries);
()) Article 25 (feedingstuffs produced for export tardhcountries).

(3) A manufacturer must ensure that, so far as is nedp practicable, the active ingredient is
evenly incorporated throughout the feedingstuffs.

(4) In the case of the refusal, suspension or revatatian approval under the Regulation the
appeals procedure relating to a manufacturing aiséit@n in regulation 30 applies.

Enforcement of Regulation (EC) No 767/2009

6. No person may contravene Article 8 of Regulati®@C) No 767/2009 of the European
Parliament and of the Council in relation to feggituffs containing specified feed additives.

Approval of manufacturers and distributors of feedingstuffs containing veterinary medicinal
products

7—(1) For the purposes of Directive 90/167/EEC Igyolown the conditions governing the
preparation, placing on the market and use of magelicfeedingstuffs in the Community(the
competent authority is the Secretary of State.

(2) No person may incorporate a veterinary medicinatipct into a premixture or feedingstuff,
or act as a distributor of premixtures or feedinffstcontaining a veterinary medicinal product,
without being approved to do so by the SecretaiState.

(3) The conditions which govern approval of feed businestablishments under Regulation
(EC) No 183/2005 laying down requirements for fdegyienefl) also govern approval of
manufacturers and distributors under sub-parag{@ph

(4) The Secretary of State shall conduct inspectiomsariufacturers and distributors approved
under sub-paragraph (2) basing the frequency gfection on the risks associated with each
premises’ history and the nature of the productsileal at the premises.

() Corrected version at OJ No L191, 28.5.2004, p. 1.
(b) OJ No L35, 8.2.2005, p. 1

() OJNoL92,7.4.1990, p. 42.

(d) OJNolL35,8.2.2005, p. 1.
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(5) A manufacturer must ensure that, so far as is nedy practical, the veterinary medicinal
product is evenly incorporated throughout the fegsiiuffs.

(6) The provisions of this paragraph do not apply latren to any person breeding or selling
ornamental fish not intended for human consumppiavided that the person does not use more
than a total of 1kg of veterinary medicinal prodachually for that purpose.

(7) In the case of the refusal, suspension or revatatican approval under this paragraph the
appeals procedure relating to a manufacturing aiséit@n in regulation 30 applies.

Incorporation of a veterinary medicinal product into a premixture

8. Any person who incorporates a veterinary medigimatiuct into a premixture—

(&) must do so in accordance with the summary of prodbaracteristics, and must take
account of any interactions listed there; and

(b) must ensure that the veterinary medicinal prodwtsdnot contain the same active
substance as any other additive.

Top dressing

9. No person may promote or label any veterinary giadi product, or anything containing a
veterinary medicinal product, as being suitable tigqp dressing (that is, sprinkling it on to
feedingstuffs without thoroughly incorporating ithless the summary of product characteristics
specifically permits this use.

Incorporation of a veterinary medicinal product into feedingstuffs
10. Any person who incorporates a veterinary medicpraduct (or a premixture containing a
veterinary medicinal product) into feedingstuffs—

(&) must do so in accordance with the summary of prodbaracteristics, and must take
account of any interactions listed there;

(b) must ensure that the veterinary medicinal prodwtsdnot contain the same active
substance as any other additive;

(c) must ensure that the veterinary medicinal prodsi@corporated in accordance with its
marketing authorisation (unless it has been pihesdriunder the cascade) and the
prescription;

(d) must ensure that the daily dose of the veterinagglional product is contained in a
guantity of medicated feedingstuffs correspondm@tt least half the daily feedingstuffs
ration of the animals treated or, in the case ofinants, corresponding to at least half the
daily requirements of non-mineral complementaryliiegstuffs.

Additional record keeping requirements relating toveterinary medicinal products

11—(1) Any person who—
(a) incorporates a veterinary medicinal product infir@mixture;
(b) incorporates a premixture containing a veterinaeglicinal product into feedingstuffs; or
(c) incorporates a veterinary medicinal product inediagstuffs,

must make a daily record of—

(d) the types and quantities of all veterinary medicpraducts (and specified feed additives,
if any) and premixture used in the manufacturingepss; and

(e) the quantity of feedingstuffs and premixture camtag veterinary medicinal product
manufactured that day.

(2) An approved distributor must make a daily record-of
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@)
(b)

the types and quantities of all premixtures anddifegstuffs containing veterinary
medicinal products bought and sold that day; and

the quantity held.

(3) A manufacturer and distributor must also records@n as reasonably practicable, for each
consignment supplied—

@)
(b)

(€)
(d)
(e)
(f)

the date of delivery;

the name and address of each consignee (or, itaeeof a manufacturer supplying to a
distributor, the name and address of the distriputo

the type of feedingstuffs or premixture supplied;

the quantity;

the type of veterinary medicinal product incorpecainto the feedingstuffs; and
the expiry date.

(4) Records must be kept for five years.

Labelling a premixture containing a veterinary medtinal product

12—(1) A premixture containing a veterinary mediciqaibduct must be clearly and legibly
labelled with the following—

@)

(b)
(€)
(d)

(e)
(f)

(9)
(h)
()

the words “MEDICATED PREMIXTURE” (or, if it is to & labelled as “complementary
feedingstuffs” under legislation implementing Coilindirective 79/373/EEC on the
marketing of compound feedingstutiy( “MEDICATED COMPLEMENTARY
FEEDINGSTUFFS") in upper case letters;

the proprietary name of the veterinary medicinalpict and the authorisation number;
the name and amount of the active substance (migykb¥ premixture;

the range of acceptable inclusion rates of the pitene into the final feedingstuffs, the
range of acceptable levels of the active ingredientthe final feedingstuffs and the
words “refer to the prescription for the exact ussbn rate” or equivalent wording;

warnings and contra-indications;

the withdrawal period, and a statement that, if prescription requires a longer
withdrawal period, that is the one that applies;

the expiry date;
any special storage instructions;
where a prescription is required, a statementisoetfiect.

(2) If there is more than one veterinary medicinal piicdused, the longest withdrawal period
must be shown on the label.

(3) If the premixture also contains a specified feeditag to which this Schedule applies it
must also contain the information required unddiche 16 of Regulation (EC) No 1831/2003(

(4) No person may supply such a premixture unless ialielled in accordance with this
paragraph.

Labelling of feedingstuffs containing a specifiedded additive

13.No person may contravene the labelling requiremaerit Article 15 and Article 17 of
Regulation (EC) No 767/2009 of the European Pasdignand of the Council.

(&) OJNo L86, 6.4.1979, p. 30.
(b) OJ No L268, 18.10.2003, p. 29. Regulation (EC)1881/2003 was last amended by Article 29 of Reguia(EC) No
767/2009 (OJ No L229, 1.9.2009, p. 1)
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Labelling of feedingstuffs containing a veterinarymedicinal product
14—(1) Feedingstuffs containing a veterinary medicipeduct must be clearly and legibly
labelled with the following—

(a) the words “MEDICATED COMPLETE FEED” in upper casettérs, or where
feedingstuffs are to be labelled as a complemerfigamgingstuff and intended to be fed to
animals without further mixing with feed materialthe words “MEDICATED
COMPLEMENTARY FEEDINGSTUFF;

(b) the proprietary name, authorisation number andigich rate (kg/tonne or mg/kg) of the
veterinary medicinal product incorporated into bedingstuffs;

(c) the name and amount of the active substance (mopkbg feedingstuffs;
(d) the species of animal for which the feedingstufésiatended;
(e) warnings and contra-indications;

() the withdrawal period, and a statement that, if prescription requires a longer
withdrawal period, that is the one that applies;

(g) the expiry date;
(h) any special storage instructions required by theketeng authorisation;

(i) a statement to the effect that the feedingstuffstromly be fed in accordance with its
prescription;

(i) the name and approval number of the manufacturiéreadistributor.

(2) If there is more than one veterinary medicinal piiclsed, the longest withdrawal period
must be shown on the label.

(3) If the feedingstuff also contains a specified feelditive to which this Schedule applies it
must also contain the information required by Aescl5 and 17 of Regulation (EC) No 767/2009
of the European Parliament and of the Council.

(4) No person may supply feedingstuffs unless they labelled in accordance with this
paragraph.

Supply of specified feed additives
15—(1) No person other than the person who manufadtar specified feed additive or an
approved distributor may supply a specified feeditad.
(2) The person who manufactured the specified feediaddnay only supply it to—
(a) an approved distributor;

(b) an approved premixture manufacturer or an appros@aiplementary feedingstuffs
manufacturer; or

(c) a feedingstuff manufacturer approved to mix a dmetifeed additive directly into
feedingstuff.

(3) An approved distributor may only supply it to—
(a) another approved distributor;

(b) an approved premixture manufacturer or an appros@uiplementary feedingstuffs
manufacturer; or

(c) a feedingstuff manufacturer approved to mix a dmetifeed additive directly into
feedingstuff.
Supply of premixture

16—(1) No person other than the person who manufedta premixture or an approved
distributor may supply a premixture.

(2) The person who manufactured the premixture may sugbply it to—
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(a) an approved distributor; or

(b) a feedingstuff manufacturer approved to incorpottade premixture.
(3) An approved distributor may only supply it to—

(a) another approved distributor; or

(b) a feedingstuff manufacturer approved to incorpaotta premixture.

Supply of a complementary feedingstuff

17—(1) No person other than—

(a) the person who manufactured a complementary festlifigcontaining a specified feed
additive; or

(b) an approved distributor

may supply a complementary feedingstuff contairrgpecified feed additive.
(2) The person who manufactured such complementaryrfggdff may only supply it to—
(a) an approved distributor; or

(b) a feedingstuff manufacturer registered to incorfgothat complementary feedingstuff or
approved to incorporate a premixture.

(3) An approved distributor may only supply it to—
(a) another approved distributor, or

(b) a feedingstuff manufacturer registered to incorfgthat complementary feedingstuff or
approved to incorporate a premixture.

(4) In this paragraph “complementary feedingstuff’” hhe meaning given in Article 3 of
Regulation EC No 767/2009.

Supply of feedingstuffs containing a veterinary meiginal product
18—(1) No person other than the person who manufedttine feedingstuffs or an approved
distributor may supply feedingstuffs containingeterinary medicinal product.
(2) The person who manufactured the feedingstuff méy supply it to—
(a) an approved distributor; or
(b) a person who keeps animals for feeding to thoseasi
(3) A distributor may only supply it to—
(a) another approved distributor; or
(b) a person who keeps animals for feeding to thoseasi

(4) Supply to a person who keeps animals must be iardance with a written prescription as
specified in the following paragraph.

(5) If a prescription is for a period of longer thareanonth, the supplier may not provide more
than one month’s supply at any one time.

(6) No manufacturer or distributor may supply a feedinff to anyone not specified in this
paragraph, or otherwise than in accordance withghragraph.

(7) The person supplying the feedingstuff must keepptiescription for five years.

Prescriptions for feedingstuffs containing a veteniary medicinal product

19—(1) A prescription for feedingstuffs containingeterinary medicinal product must contain
the following—
(a) the name and address of the person prescribingrtiuieict;

(b) the qualifications enabling the person to presdiilgeproduct;
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(c) the name and address of the keeper of the animaks treated;
(d) the species of animal, identification and numbethefanimals;

(e) the premises at which the animals are kept if ighidifferent from the address of the
keeper;

(f) the date of the prescription;

(g) the signature or other authentication of the pemescribing the product;
(h) the name and amount of the product prescribed,;

(i) the dosage and administration instructions;

()) any necessary warnings;

(k) the withdrawal period;

() the manufacturer or the distributor of the feedinfis (who must be approved for the
purpose);

(m) if the validity exceeds one month, a statementioaimore than 31 days’ supply may be
provided at any time;

(n) the name, type and quantity of feedingstuffs taised;

(o) the inclusion rate of the veterinary medicinal proidand the resulting inclusion rate of
the active substance;

(p) any special instructions;

(q) the percentage of the prescribed feedingstuffetadaled to the daily ration; and

() ifitis prescribed under the cascade, a statetnethiat effect.
(2) It is valid for three months or such shorter pedsdmay be specified in the prescription.
(3) It must be sufficient for only one course of treatrn

Writing the prescription

20—(1) The person who writes the prescription must—

(@) give a copy to the person incorporating the veteyinmedicinal product into the
feedingstuffs or to the distributor of the feeditfs;

(b) give one copy to the keeper of the animals to detéd;
(c) keep a copy.
(2) The person must be satisfied that—

(a) there is no undesirable interaction between therivetry medicinal product and any feed
additive used in the feedingstuffs; and

(b) the active substance of the veterinary medicinadpet is not the same as an active
substance in any feed additive used in the feetliffgs

(3) If there is no suitable veterinary medicinal prada@eterinary surgeon may—
(a) prescribe a veterinary medicinal product authorise@nother species and condition; or

(b) include more than one veterinary medicinal prodéct incorporation into the
feedingstuff,

provided that all veterinary medicinal products sorébed are authorised for inclusion in
feedingstuffs.

Possession

21—(1) No person other than a person holding the @pfate approval under this Schedule
may be in possession of any—
(a) specified feed additive or veterinary medicinaldaret to which this Schedule applies;

(b) premixtures containing such an additive or a ve&yi medicinal product; or
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(c) feedingstuffs or complementary feedingstuffs conigj such an additive or a veterinary
medicinal product unless supplied under these Régok.

(2) No person other than a manufacturer or distribmay be in possession of feedingstuffs
incorporating a veterinary medicinal product unigé$ss been supplied under a prescription.

Sampling and analysis

22—(1) If any enforcement action is taken under Bitiedule based on a sample, that sample
must have been taken and analysed in accordancéregulation (EC) No 152/2009 laying down
methods of sampling and analysis for the offic@itcol of feedingstuffs().

(2) Unless otherwise specified in the marketing autfadion, it is a defence if the active
ingredient in the medicated feedingstuff samplsitkin the following tolerances—

Tolerance table for medicated feedingstuff

Level of active ingredient specified on the label Tolerance
<50 mg/kg + 50%
>50 mg/kg< 500 mg/kg + 40%
>500 mg/kgs 5g/kg + 30%
>5g/kg<50g/kg + 20%
>50g/kg + 10%

(3) Unless otherwise specified in the Commission Remulaauthorising the specified feed
additive in question, it is a defence if the actimgredient of a specified feed additive in a
feedingstuff sample is within the tolerances setioirticles 11(5) and paragraph 2(e) of Annex
IV to Regulation (EC) No 767/2009 of the EuropeanliBment and of the Council.

Storage

23.No person may store a veterinary medicinal prodaténded for incorporation into
feedingstuffs, or a premixture or feedingstuffs ta@ming a veterinary medicinal product, except
in—

(a) asuitable storage area that is locked when nasgén or
(b) a hermetic container designed to store those pteduc

Packages and other containers

24.No person may place on the market feedingstufféaioing a veterinary medicinal product
except in packages or containers that are sealedcima way that, when the package or container
is opened, the seal is damaged.

Transport

25—(1) No person may transport feedingstuffs by rtatkers or in bulk unless the labelling
requirements are set out in a document accompatnlyggeedingstuffs, and the transporter must

(@) OJNoL54,26.2.2009, p. 1.
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hand over details when delivering the feedingstuffiess these have already been provided to the
purchaser.

(2) Any person transporting feedingstuffs containingexi@ary medicinal products or specified
feed additives in road tankers or similar contanmust ensure that the vehicle or container is
cleaned before any re-use if this is necessaryewept undesirable interaction or contamination.

(3) In the case of feedingstuffs containing a vetegimaedicinal product the transporter must
ensure that the vehicle is accompanied by docurientstating this.

(4) Any person operating an undertaking transportingdifegstuffs containing veterinary
medicinal products or specified feed additives ngig¢ written instructions to drivers on how to
load and unload vehicles so as to avoid cross-oongdion, and take reasonable steps to ensure
that the driver complies with those instructions.

Possession, placing on the market and use of feeggtuffs

26—(1) No person may possess, place on the markétent to animals any feedingstuffs
incorporating veterinary medicinal products or sfiet feed additives unless they have been
incorporated in accordance with this Schedule.

(2) No person may feed to any animal, or buy, possessiply for the purpose of feeding to
any animal, any feedingstuff containing a vetegmnaedicinal product or specified feed additive
unless—

(a) that veterinary medicinal product or specified feeldlitive is authorised for that species
of animal and for the purpose for which it is used;

(b) inthe case of a veterinary medicinal product,asyrescribed for that animal.

(3) This paragraph does not apply in relation to fegstuffs if the veterinary medicinal product
has been incorporated in accordance with an artiesalcertificate or the feedingstuff has been
imported in accordance with this Schedule.

Imports from third countries

27.No person may import a feedingstuff containingegexinary medicinal product from a third
country.

Trade between member States

28.No person may bring in from another member Stafieedingstuff containing a veterinary
medicinal product unless—

(a) the feedingstuff has been manufactured in accoedavith the provisions of Council
Directive 90/167/EEC (laying down the conditiongming the preparation, placing on
the market and use of medicated feedingstuffsearCtbmmunityq)) and Regulation (EC)
No 183/2005 of the European Parliament and of thenCil laying down requirements
for food hygiene; and

(b) it only contains a veterinary medicinal productttheas the same quantitative and
gualitative composition as a veterinary medicinabduct authorised in the United
Kingdom.

Import for incorporation into premixture or feeding stuffs for export

29—(1) A manufacturer of premixture or feedingstufiio imports a veterinary medicinal
product authorised in another member State or ttihtry for the purpose of incorporating it
into premixture or feedingstuffs for export doed nommit an offence under regulation 43(i)

(8 OJNoL 92, 7.4.90, p. 42.
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(importation of an unauthorised veterinary medicpraduct) or regulation 43(j) (possession of an
unauthorised veterinary medicinal product).

(2) No person may place that premixture or feedingsinfthe market in the United Kingdom
once the veterinary medicinal product has beerrparated into it.

Animals on domestic premises

30—(1) The requirements of paragraph 7 (approval @nufacturers and distributors of
feedingstuffs containing veterinary medicinal profiudo not apply in relation to a person who
incorporates a veterinary medicinal product inediagstuffs in domestic premises for feeding, on
those premises—

(a) non-food-producing animals; or

(b) food-producing animals provided that the animalproducts from those animals are not
sold or supplied commercially.

(2) Notwithstanding paragraphs 16 and 18 of this Sclee@uveterinary surgeon, a pharmacist
or a suitably qualified person who is registereda@zordance with paragraph 14 of Schedule 3
may be supplied with and may supply a premixtungaioing a veterinary medicinal product, or
feedingstuffs containing a veterinary medicinaldarct, to such a producer.

(3) The requirement for a written prescription doesaqmtly in relation to such supply, but the
provisions of Schedule 3 relating to supply of &etieary medicinal product apply in relation to
the supply of premixture and feedingstuffs in tame way as they apply to a veterinary medicinal
product.

Offences

31.Itis an offence to fail to comply with—
(a) paragraph 2(2);
(b) paragraph 3(3) or (4);
(c) paragraph 5(2) or (3);
(d) paragraph 6;
(e) paragraph 7(2) or (5);
(f) paragraph 8;
(9) paragraph 9;
(h) paragraph 10;
(i) paragraph 11,
() paragraph 12(4);
(k) paragraph 13;
() paragraph 14(4);
(m) paragraph 15;
(n) paragraph 16;
(o) paragraph 17;
(p) paragraph 18;
(q) paragraph 20(1) or (2);
(r) paragraph 21,
(s) paragraph 23;
(t) paragraph 24;
(u) paragraph 25;
(v) paragraph 26(1) or (2);
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(w) paragraph 27,

)
v)

© NG A~WDNPRE

paragraph 28; or
paragraph 29(2).

SCHEDULE 6 Regulation 15(4)
Exemptions for small pet animals

CONTENTS
Animals to which this Schedule applies 80
Placing on the market, importing and administgthe product 80
Manufacture 80
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The product 81
Labelling 81
Administration 82
Pack size 82
Adverse reactions 82

Animals to which this Schedule applies

1. This Schedule applies in relation to veterinaryditi@al products intended solely for the
following animals kept exclusively as a pet—

@)
(b)
(©)
(d)
(e)
(f)
(9)

aquarium animals;
cage birds;
ferrets;

homing pigeons;
rabbits;

small rodents; and
terrarium animals.

Placing on the market, importing and administeringthe product

2. A veterinary medicinal product intended solely &r animal to which this Schedule applies
may be placed on the market, imported or admirgdtevithout a marketing authorisation if it
complies with this Schedule.

Manufacture

3. The product must have been manufactured by—

@)
(b)

(©)

(d)

the holder of a manufacturing authorisation if mfastured in the United Kingdom;

the holder of a manufacturing authorisation issugdler Directive 2001/82/EC if
manufactured in another member State;

in the case of Australia, Canada, New Zealand, witz8rland, the holder of an
authorisation from the competent authority permttithe manufacture of medicinal
products;

in the case of any other country, a manufactureysetpremises have been inspected and
approved by an officer of the Secretary of State.
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Approval of the active substance
4—(1) The Secretary of State may approve an actitsstance for use in a veterinary medicinal
product manufactured under this Schedule.

(2) The Secretary of State may not grant an approwvhkifactive substance requires veterinary
control.

(3) The approval must specify the species of animalsvidch it is approved, and may specify
how the active substance or a product containiigtit be administered.

(4) The Secretary of State may suspend or revoke t@wagd (or limit it to a smaller number of
species) if—

(a) itis demonstrated that the substance requiresinvatg control,
(b) serious adverse reactions are reported making iSsi§peor revocation necessary; or
(c) itis demonstrated that the substance—
(i) is carcinogenic;
(i) is genotoxic; or
(iii) shows developmental toxicity (including teratogémjc

(5) The procedure for the refusal, suspension or reéiwctaf an approval under this paragraph
is the same as the procedure for a marketing daétian.

The product

5—(1) The active substance in the veterinary medicioroduct must be approved under
paragraph 4.

(2) The veterinary medicinal product must not be aibaotic.

(3) It must not contain any narcotic or psychotropibstance.

(4) It must not be intended for treatments or pathalaigprocesses that require a precise prior
diagnosis or the use of which may cause effects ithpede or interfere with subsequent
diagnostic or therapeutic measures.

Labelling

6—(1) The product must be clearly labelled as beirgmpt from the requirements of these
Regulations in relation to a marketing authorigatio

(2) The labelling must show the following—

(a) the name of the veterinary product, including,tifsi part of the name, its strength and
pharmaceutical form;

(b) the authorisation number of the manufacturer;

(c) the name and strength of each active substance;

(d) the route of administration;

(e) the batch number;

(f) the expiry date;

(g) the words “For animal treatment only”;

(h) the contents by weight, volume or number of dostsun
(i) the name and address of the manufacturer or digtrip
() the target species;

(k) the words “Keep out of reach of children”;

() storage instructions;

(m) the shelf-life after the immediate packaging hasnbepened for the first time;
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(n) disposal advice;
(o) full indications, including—
(i) therapeutic indications;
(ii) contra-indications;
(iii) interaction with other medicines and other formitdraction; and
(p) dosage instructions.

(3) If there is insufficient room on the label, thedamhation may instead be in a package leaflet,
but the leaflet must contain all the informatiorthie preceding sub-paragraph other than the batch
number and the expiry date, but the label on tbdymt must contain at least the following—

(a) the name of the veterinary medicinal product;
(b) its active substance and its strength;

(c) the route of administration;

(d) the batch number;

(e) the expiry date; and

(f) the words “For animal treatment only”.

Administration

7. The method of administration must be oral or tapar (in the case of a product for fish) by
addition to the water.

Pack size

8. The pack size must only be sufficient for a singbeirse of treatment or, in the case of a
veterinary medicinal product for aquarium fish,f&iént for a single course of treatment of no
more than 7 administrations to an aquarium of 2b)fes.

Adverse reactions

9—(1) The manufacturer, importer or retailer of &evimary medicinal product must—

(a) notify the Secretary of State within 15 days ofrféag of any serious adverse reactions
(as defined in paragraph 57 of Schedule 1); and

(b) make a record of each adverse reaction and seaesse reaction on becoming aware
of it and keep it for three years.

(2) It is an offence to fail to comply with this paragh.

SCHEDULE 7 Regulation 16
Fees
CONTENTS
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Introduction
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2. Payment of fees 85
3. Time of payment 85
4. Multiple inspections 85
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36. Inspection of a site where veterinary medicprablucts are assembled
37. Testsites
38.  Animal blood bank or equine stem cell centrarisations

PART 4

Fees relating to a wholesale dealer’s authorisation

39. Application for a wholesale dealer’s authormat
40. Variation of a wholesale dealer’s authorisation
41.  Annual fee for a wholesale dealer's authomsati
42. Inspection of a wholesale dealer’s premises

PART 5

Fees relating to feedingstuffs

43. Fees for approvals and annual fees relatifgedingstuffs in Great Britain
44. Inspection fees relating to feedingstuffs ir&Britain
45.  Fees payable in relation to feedingstuffs imthrn Ireland
46. Fees relating to premises for supply by swtabklified persons

PART 6

General
47. Testing samples
48.  Animal test certificates
49. Importation of a veterinary medicinal produmt treatment under the cascade
50. Wholesale dealer’s import certificate
51.  Specific batch control
52.  Submission of control tests of an immunologpralduct
53.  Export certificates
54.  Provision of advice
55.  Appeals to the Veterinary Products Committee
56. Fee relating to an appointed person
57. Fees relating to a veterinary surgeon’s pragifemises
58. Refund of fees relating to the Veterinary PatsdiCommittee or appointed persons
59. Fees relating to an improvement notice
60. Non-payment of fees
61. Waiver or reduction of fees
62. Reduction of fees when an application is witkdr

PART 1

Introduction

Interpretation

1. In this Schedule—
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“national application” means an application for arketing authorisation that does not
involve another member State;



“pharmaceutical product” means any veterinary miadlc product other than an
immunological product;

“simultaneous application” is an application in @i at the time an authorisation for a
product is applied for, one or more additional agtlons are submitted for products that are
identical to the first product except that—

(a) in the case of an immunological product, they havesser number of antigens than the
first product, but only contain antigens contaiirethe first product; and

(b) in the case of a pharmaceutical product, they ldifferent strengths of the active
substance,

and, in the case of an application involving mdnrant one member State, the additional
applications do not include a member State thatneaicluded in the first application.

Payment of fees

2. All fees under this Schedule are payable to theebary of State.

Time of payment

3. All fees are payable on invoice unless otherwisecHied.

Multiple inspections
4.1f a site, premises or establishment is inspedétedmore than one type of authorisation,
approval or registration at the same time, thadeke sum of —
(a) the highest fee payable; and
(b) 50% of each of the other fees.

Expenses for inspections outside the United Kingdom

5. Whenever premises outside the United Kingdom aspdcted, the travel and subsistence
costs of the inspectors and interpreters’ feepayable in addition to the inspection fee specified

Translation

6. All translation costs are charged additionally.

PART 2
Fees relating to marketing authorisations

Specified pharmaceutical applications
7. The following table sets out the fees relating fgharmaceutical veterinary medicinal product
for—
(a) a national application for a marketing authorisatioat is—
() a full application under Part 1 of Schedule 1;
(ii) a bibliographic application; or
(i) an application based on pharmacological equivalence

(b) an application for a marketing authorisation udimg decentralised procedure where the
United Kingdom is a concerned member State;

(c) an application for the mutual recognition of a prodauthorised in another member
State.
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Application Full national Bibliographic Pharmacol ogically equivalent national Decentralised application
application national application where the UK is a
under Part 1 of application (£)  Reference product Reference product concerned member State or
Schedule 1 (£) authorised in UK not authorised recognition of a product
(£) UK (£) authorised in  another
member Sate (£)
Base Fee: 13,530 12,115 7,195 9,220 6,515
Additional fee if any of the 3,905 3,585 2,155 2,760 1,415
target species is a food-
producing animal:
Additional fee for each active
ingredient not previously
included in a veterinary
medicinal product authorised in
the United Kingdom-
food-producing animal: 7,465 6,595 5,885 7,495 32,6
non-food-producing animal: 6,525 5,855 5,590 7,155 2,295
Additional fee for each 740 740 605 775 330
additional pack type
Additional fee for each 6,465 6,125 4,040 5,165 2,085
additional active ingredient
(food-producing animal):
Additional fee for each 4,310 4,105 3,235 4,135 1,475

additional active ingredient
(non-food-producing animal):
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Application Full national Bibliographic Pharmacol ogically equivalent national Decentralised application
application national application where the UK is a
under Part 1 of application (£)  Reference product Reference product concerned member State or
Schedule 1 (£) authorised in UK not authorised in recognition of a product
(£) UK (£) authorised in  another
member Sate (£)
Additional fee if there is more 3,970 3,565 2,425 3,100 1,280
than one target species, for each Applies for a maximum of
additional species (food- 2 additional species
producing animal):
Additional fee if there is more 2,495 2,090 1,550 1,980 805
than one target species, for each Applies for a maximum of
additional species (non- food- 2 additional species
producing animal):
Additional fee for each 2,695 2,490 1,620 2,070 940
additional recommended route
of administration (food-
producing animal):
Additional fee for each 1,215 1,010 740 945 405
additional recommended route
of administration (non- food-
producing animal):
Simultaneous applications: fee 2,895 2,895 2,895 3,705 1,685

for each additional product in
the application:



Decentralised pharmaceutical application where theUnited Kingdom is the reference
member State

8. The fee for a decentralised application for a ptameutical product where the United
Kingdom is the reference member State is the sanfera national application as set out in the
table in paragraph 7, with the addition of the fieethe following table.

Fees for decentralised pharmaceutical application ere the United Kingdom is the
reference member State

Additional fee for a

o ; Additional fee
Application pharmacologically otherwise (£)
equivalent product (£)
Food-producing animal: one member
State: 5,230 3,705
Non-food-producing animal: one
member State: 3,985 3,220
Each additional member State: 530 530
Simultaneous application: fee for each
additional product in the application:
one member State: 6,670 6,670
each additional member 120 120

State:

Application for a marketing authorisation for an immunological or biosimilar product

9—(1) The fee for a national application for a mairkg authorisation relating to an
immunological or biosimilar product, a decentradisgplication where the United Kingdom is the
concerned member State or the mutual recognitioa pfoduct authorised in another member
State is in accordance with the following table.

(2) In this paragraph a biosimilar application meansapplication made in accordance with
Article 13(4) of Directive 2001/82/EC and a biodamiproduct means a product which is the
subject of such an application.
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Fees for specified immunological and biosimilar aplpcations

Application

National application for
a marketing
authorisation(£)

Decentralised application where the
UK is a concerned member Sate or
recognition of a product authorised in
another member State (£)

1. Immunological or biosimilar product other than in
paragraph 2 below: Base fee

The following fees are in addition to the base fee—

Additional fee for each active ingredient not poessly
included in a veterinary medicinal product authextign
the United Kingdom, and for each new combination of
active ingredients:

Additional fee for each adjuvant or preservatio¢ n
previously included in a veterinary medicinal produ
authorised in the United Kingdom and for each new
combination of adjuvants or preservatives:

More than one antigenic component — fee for each
additional component:

More than one species — fee for each additiorediep:

More than one route of administration — fee fartea
additional route of administration:

Simultaneous application - fee for each additigmmabuct
in the application:

2. Immunological or product that is identical to aproduct
already authorised in the United Kingdom but with a
lesser number of antigens and that only contains aigens
contained in that product:

11,775

7,405

1,345

1,350

5,380

5,380

2,895

10,430

5,785

2,490

675

405

1,615
Applies for a maximum of 2 additional
species

1,615

1,685

5,380



Decentralised immunological application where the bited Kingdom is the reference
member State

10.The fee for a decentralised application for a rating authorisation for an immunological
product where the United Kingdom is the refereneamimer State is the same as for a national
application set out in the previous table, with dldelition of the fees in the following table—

Fees for decentralised immunological application wére the United Kingdom is the reference
member State

Application Additional fee (£)
One member State: 3,470
Each additional member State: 530

Simultaneous applications: fee for each
additional product in the application:

one member State: 6,670
each additional member State: 120

Applications for a marketing authorisation using daa already assessed

11.The fees for applications for marketing authois® using identical data submitted
simultaneously or on the basis of information pded under Article 13(c) of Directive
2001/82/EC are in accordance with the followinddab

Fees for a marketing authorisation using data alredy assessed

Application Fee (E)per authorisation

Decentralised application where the United Kingdem
the reference member State—

one member State: 4,165
each additional member State: 530
Any other application: 945

Application for an exceptional marketing authorisaion (pharmaceutical)

12.The fee for an application for an exceptional meéirlg authorisation for a pharmaceutical
product is in accordance with the following table.

Fees for an exceptional marketing authorisation fom pharmaceutical product

Application Provisional (£) Limited (£)

Base Fee: 12,015 6,765
The following fees are in addition to the base fee—

Additional fee if any of the target species is ado 3,905 1,952
producing animal:
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Additional fee for each active ingredient not
previously included in a veterinary medicinal produ
authorised in the United Kingdom—

food-producing animal:
non-food-producing animal:
Additional fee for each additional pack type:

Additional fee for each additional active ingredien
(food-producing animal):

Additional fee for each additional active ingredien
(non-food-producing animal):

Additional fee if there is more than one targetcsps
for each additional species (food-producing animal)

Additional fee if there is more than one targetcigs
for each additional species (non-food-producing
animal):

Additional fee for each additional recommended eout
of administration (food-producing animal):

Additional fee for each additional recommended eout
of administration (non-food-producing animal):

Simultaneous applications— fee for each additional
product in the application:

5,850

4,910

710
5,955

3,800

2,965

1,485

2,185

710

2,895

3,732

3,262
703
3,232

2,155

1,985

1,247

1,347

608

1,447

Fees for an application for an exceptional marketig authorisation (immunological)

13.The fee for an application for an exceptional reéirlg authorisation for an immunological

product is in accordance with the following table.

Fees for an exceptional marketing authorisation foan immunological product

Application Provisional (£)

Limited (£)

Base fee:

The following fees are in addition to the base
fee—

Additional fee for each active ingredient not
previously included in a veterinary medicinal
product authorised in the United Kingdom, and
for each new combination of active ingredients:

Additional fee for each adjuvant or preservative
not previously included in a veterinary
medicinal product authorised in the United
Kingdom and for each new combination of
adjuvants or preservatives:

More than one antigenic component — fee for
each additional component:

More than one species — fee for each additional
species:
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5,650

1,350

1,190

4,060

5,887

3,702

672

675

2,690



More than one route of administration — fee for 4,060 2,690
each additional route of administration:

Simultaneous application - fee for each 2,895 1,447
additional product in the application:

Fee for the conversion from an exceptional to a fumarketing authorisation

14.The fee for the conversion of an exceptional miamgeauthorisation to a full marketing
authorisation is £3,000.
Application for a marketing authorisation relating to a parallel import

15.The fee for a marketing authorisation for a patalmport is in accordance with the
following table.

Parallel imports

Application Fee (£)

Application where the imported product has beehaiged in
accordance with the mutual recognition procedure or
decentralised procedure, and the United Kingdoimcisided in
these procedures—

import from one or more member States: 1,755
Application to add an additional member State dfier 455
marketing authorisation has been granted — feedoh member
State:

Application where the imported product has not besthorised 2,130

in accordance with the mutual recognition proceduréne

decentralised procedure but where the importedymtod

originates from the same manufacturing site aptbduct

authorised in the United Kingdom to which the intpdr

product is considered to be essentially similar:

Any other application — fee for each member Statmfwhich 4,710
the product is imported:

Application to change the distribution category of a product authorised through the
centralised procedure

16.The fee to change the distribution category of@pct authorised through the centralised
procedure is £3,135.

Application for a variation to a marketing authorisation dealt with under national or mutual
recognition variation procedures.

17—(1) This paragraph applies in relation to an amion for a variation to one or more
marketing authorisations except where paragrapi98y 21 applies.
(2) The fees for the variations to which this paragrapplies are set out in the following table.

(3) Where applications are made at the same time gpekindentical change to the terms of
more than one marketing authorisation, and thopicagions are based on identical data, fees are
payable as for a grouped variation.

(4) References in this paragraph to a grouped varidiing “led” by a particular type of
variation indicate that the principal variationtivat group is a variation of that type.
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Type of variation National UK isthe reference UK isa concerned
member Sate member Sate
Single variations; one change for each product
Extension:
Change of strength or potency or the 6,670 - 1,998
addition of a new strength or potency:
Change of pharmaceutical form or the 8,415 - 2,301
addition of a new pharmaceutical form:
Change of route of administration, or the -
addition of a new one, of—
(i) an immunological product, or a 5,390 - 1,737
pharmaceutical product for a food-
producing animal:
(ii) a pharmaceutical product for a 7,135 - 2,058
food-producing animal:
Change or addition of a food producing 9,620 - 2,547
target species:
Change of active substance, including: 8,415 - 302,

use of a different salt, ester,
complex or derivative of the same
therapeutic moiety:

use of a different biologically
active substance with a slightly
different molecular structure:
modification of the vector used to
produce the antigen or the source
material, including a new master
cell bank from a different source:
use of a new ligand or coupling
mechanism for a
radiopharmaceutical:

change of the extraction solvent or
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Type of variation National UK isthe reference UK isa concerned

member Sate member Sate
change of the ratio of herbal drug
to herbal drug preparation:
Change of bioavailability: 8,415 - 2,301
Change of pharmacokinetics: 8,415 - 2,301
Simultaneous application: fee for each 2,895 - 1,011
additional product in the application:
Type II: 2,895 6,030 1,872
Type IB: 885 1,325 531
Type IA: 455 685 273

Grouped variations
Extension-led:
The fee for an application for an extension-leaugied variation is the fee for that extension &sified above plus —
(a) if there is one variation in addition to the@ension, the fee for that variation as specifiedve; or
(b) if there is more than one variation in additto the extension, the fee that would be payaila fgrouped
variation of that type as specified below.

Type Il led:
For the first nine changes: 6,280 12,060 3,768
For each subsequent group of up to 4,500 4,500 2,700
ten changes:

Type IB led:
For the first nine changes: 1,770 2,650 1,062
For each subsequent group of up to 4,500 4,500 2,700
ten changes:

Type IA led:
For the first nine changes: 885 1,325 531
For each subsequent group of up to 4,500 4,500 2,700

ten changes:



Application for a variation to a marketing authorisation dealt with under worksharing
procedures

18—(1) This paragraph applies in relation to an aaion for a variation to a marketing
authorisation dealt with in accordance with worksi@g procedures as set out in Article 20 of
Commission Regulation (EC) No 1234/2008.

(2) The fee for a worksharing application, involving rketing authorisations obtained by a
national procedure in the United Kingdom only,he fee specified in the following table in the
column headed “UK Only”.

(3) The fee for a worksharing application, involvingriketing authorisations obtained through a
national procedure in the United Kingdom and angeotmember State, is specified in the
following table by reference to the United Kingdamble in the procedure, as “UK Reference
Authority”, “UK Co-Reference Authority” or “Other”.

(4) The fee for a worksharing application, involving last one marketing authorisation
obtained through the mutual recognition or decéinrd procedure, is specified in the following
table by reference to the United Kingdom'’s roldhie procedure, as “UK Reference Authority”,
“UK Co-Reference Authority” or “UK Concerned memlitate”.

(5) The fee for any kind of variation where the Agemoyordinates worksharing is £455 for
each marketing authorisation.
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Type of application UK Only Where the application involves nationally | Application involves mutually recognised
authorised products in more than one products
member Sate
UK UK UK Other UK UK UK
Only Refere_nce Co-Reference Reference Co- Concerned
Authority Authority Authority ~ Reference  member
Authority State
Worksharing applications
The following fees apply for each change to each
product:
Type Il
For the first nine changes: 6,240 12,060 7,485 e®,0 13,265 6,745 3,372
For each subsequent group of up to ten changes: 004,5 4,500 4,500 4,500 4,500 4,500 2,700
Type IB
For the first nine changes: 1,770 2,650 2,120 2,680 2,915 1,905 954
For each subsequent group of up to ten changes: 004,5 4,500 4,500 4,500 4,500 4,500 2,700




Application for an extension dealt with under the acentralised procedure where the United
Kingdom is the reference member State

19.The fee for a decentralised application for areesion where the United Kingdom is the
reference member State is the same as for a nb#ipplication as set out in the table in paragraph
17, with the addition of the supplementary feesthia following table (save that, where the
application is for the addition of more than onedes, only one supplementary fee applies).

Decentralised application for an extension where #United Kingdom is the reference
member State

Application Supplementary fee (£)
Pharmaceutical product for a food-producing animal
one member State: 3,705
Pharmaceutical product for a non-food-producing
animal — one member State: 3,220
Immunological product — one member State: 3,460
Each additional member State: 530

Simultaneous application: fee for each additional
product in the application:

one member State: 6,670

each additional member State: 120

Provision of information relating to the recognition of a United Kingdom marketing
authorisation or an extension

20—(1) Where an application is made for the SecredhiState to provide information to other
member States to enable them to recognise a magkatithorisation already granted by the
United Kingdom the following fees are payable.

(2) Those fees also apply where a marketing authasisdtas been granted in more than one
member State, the holder applies for an extensiothft marketing authorisation and the United
Kingdom acts as reference member State.

(3) Where a valid application to provide informationateother member State is received within
six months of the original grant of the marketingherisation, or where the Secretary of State has
already provided the information to a member Statel a further valid application is made to
provide the information to an additional membert&taithin six months of the date the last
information was provided, the fees are—

Fee for a
I pharmacologically Fee (other
Type of application equivalent products) (£)

product®
Pharmaceutical product for a food-producing animal
one member State: 3,940 2,440
Pharmaceutical product for a non-food-producing
animal - one member State: 2,645 1,895
Immunological product — one member State: 2,130 13,
Each additional member State: 535 535
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@ This fee is payable if the application for the keding authorisation was on the basis that the yibd
was pharmacologically equivalent to another vetesirmedicinal product.

(4) Where the information to be provided relates toadpct granted a marketing authorisation
using identical data submitted simultaneously ortloa basis of information provided under
Article 13(c) of Directive 2001/82/EC the fees are—

Application Fee (£)

Provision of information to—
one member State: 4,165
each additional member State: 530

(5) In any other case the fees are—

Fee for a
pharmacologically Fee (other

Type of application equivalent product products) (£)

()
Pharmaceutical product for a food-producing animal
one member State: 12,015 10,515
Pharmaceutical product for a non-food-producing
animal — one member State: 8,115 7,365
Immunological product — one member State: 8,940 48,9
Each additional member State: 535 535

@ This fee is payable if the application for the keding authorisation was on the basis that the ymrbd
was pharmacologically equivalent to another vetesirmedicinal product.

(6) In the case of simultaneous applications, the alfees are payable for each additional
product in the application for one member Statéf) wifee of £115 for each additional product for
each additional member State.

Exception for a variation relating to animal testing

21.1f the only purpose of a variation is to removenaal testing or to reduce the numbers of
animals used in testing, no fee is payable forvéim@ation in the case of a national authorisation,
and the United Kingdom element of the fee for theation is not payable for an authorisation
obtained through the mutual recognition proceduri® decentralised procedure.

Application for the renewal of a national marketing authorisation

22—(1) The fee for an application for the renewahaharketing authorisation is £1,360.

(2) The fee for the first reassessment of an excegtinagketing authorisation is £305, and the
fee for each subsequent reassessment is £1,360.

Application for the renewal of a marketing authorisation obtained through mutual
recognition or the decentralised procedure

23.The fee for an application for the renewal of arketing authorisation obtained through
mutual recognition or the decentralised procedsire-i

(a) £1,835 if the United Kingdom is the reference mengtate; and
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(b) £1,225 if the United Kingdom is a concerned mengiate.

Registration of a homeopathic remedy

24.The fee for an application for the registratioradiomeopathic remedy is in accordance with
the following table.

Fee for the registration of a homeopathic remedy

Type of application Fees(£)

If all stocks and the formulation have already
been assessed by the Secretary of State—

not more than five stocks: 160
more than five stocks: 375

If either all the stocks have already been
assessed by the Secretary of State but there is
a new formulation, or if the formulation has
already been assessed by the Secretary of
State but one or more of the stocks have not
been already assessed—

not more than five stocks: 455

more than five stocks: 665
If the formulation and at least one of the
stocks has not already been assessed by the

Secretary of State—
not more than five stocks: 760
more than five stocks: 985

If the product is already authorised for human
use in the United Kingdom, or for human or
veterinary use in the United Kingdom or in
another member State—

not more than five stocks: 160
more than five stocks: 375

Renewal of a homeopathic remedy

25.The fee for the renewal of a homeopathic remedB20.

Annual fees for marketing authorisations

26—(1) Within 30 days of receiving a written demanahfi the Secretary of State, a holder of a
marketing authorisation must provide the Secretdrgtate with a statement of turnover for the
previous calendar year.

(2) The annual fee, rounded to the next £1, is—

c 067T
10C

+£230n
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where—
(a) Tis the annual turnover in the previous calendar;yea

(b) andn is the number of active marketing authorisatioedd hat any time during the
previous calendar year.

(3) In the case of an authorisation holder with a tuemaelating to all marketing authorisations
held of less than £230,000, the annual fee, routmléte next £1 is—

067T

£ +£200n
10C

where—
(a) Tis the annual turnover in the previous calendar;yea

(b) andn is the number of active marketing authorisatioedd hat any time during the
previous calendar year.

(4) In this paragraph—

“turnover” means the sales value at manufacturprgges of all authorised veterinary
medicinal products sold or supplied in the Unitedg€dom;

“manufacturers’ prices” means the prices chargedlding value added tax) for authorised
products by manufacturers to wholesalers, excefpiet@xtent that—

(a) the products are supplied by manufacturers diecetailers, in which case it means the
prices charged for the products by the manufadurethe retailers reduced by such sum
as, in the opinion of the Secretary of State, gmts the difference between the prices
paid by the retailers and those which could be eteume to be charged by the
manufacturers to wholesalers according to the jpggrevailing during the period in
guestion with regard to such products;

(b) a marketing authorisation holder sells or suppl@®ducts that the marketing
authorisation holder has neither manufactured rmained from the manufacturer, in

which case it means the prices paid by the manetinthorisation holder for those
products.

Auditor’s certificate

27—(1) The Secretary of State may at any time regaireaudit certificate in support of a
statement of turnover.

(2) If the holder of the marketing authorisation does provide an audit certificate before the
date stipulated in the demand, an additional fepaigable for that year of £11,300 plus an
additional £2,245 in respect of each marketing @ightion held.

(3) If the Secretary of State is not satisfied thatehdit certificate provides sufficient assurance
that the figures fairly present the financial reoof the company, the Secretary of State may
require the marketing authorisation holder to poada further certificate and specify what further
assurances are needed; and if these are not pdobiglehe required date, the additional fee
specified in sub-paragraph (2) is payable.

(4) Nothing in this paragraph limits the powers of mspiector to examine financial records.
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PART 3
Fees payable by manufacturers

Application for a manufacturing authorisation
28.The fee for an application for a manufacturinghausation for a veterinary medicinal
product is—
(a) £3,040; or

(b) £530 if the authorisation only covers veterinarydiomal products manufactured under
Schedule 6 (exemptions for small pet animals).

Application for a variation of a manufacturing authorisation

29.The fee for an application for the variation ahanufacturing authorisation is—
(a) £636 if the variation requires scientific or phaomatical assessment;
(b) £443 if the variation only involves a change of evship;

(c) £210 if the authorisation only covers veterinarydiomal products manufactured under
Schedule 6 (exemptions for small pet animals); and

(d) otherwise £350.

Application for an authorisation to manufacture an autogenous vaccine or a product for
administration under the cascade

30—(1) The fee for an application for a standard adiffation to manufacture an autogenous
vaccine or a veterinary medicinal product for adstiation under the cascae—
(a) £3,435 for a site in the United Kingdom;
(b) £3,270 for a site outside the United Kingdom.

(2) The fee for each inspection after a standard aisttayn has been granted is (in each case)
the same as the fee specified in paragraph (1).

(3) In the case of an application for an individualrauisation to manufacture a single batch of
autogenous vaccine, or a single batch of veterimaagticinal product for administration under the
cascade the fee is £1,635.

(4) The fee to vary an authorisation is £305 if nolfartinspection is required, and otherwise is
the full application fee.

Annual fees
31—(1) An annual fee of £550 is payable in respectaxfth manufacturing authorisation held
(other than as specified in this paragraph).

(2) The annual fee for a manufacturing authorisatianafo autogenous vaccine or a veterinary
medicinal product for administration under the eagcis 0.67% of the turnover in the previous
calendar year rounded to the next £1, with a mininfiee of £10.

(3) There is no annual fee for a manufacturing authtids for a veterinary medicinal product
manufactured in accordance with Schedule 6 forlgpealanimals.

(4) In this paragraph “turnover” means the sales vauenanufacturers’ prices net of value
added tax of all authorised veterinary medicinadpicts sold or supplied in the United Kingdom.

Site inspections — type of site

32. For the purposes of deciding the fee for a sipeéation—
“super site” is a site at which 250 or more reléy@ersons are employed;
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“major site” is a site at which 60 or more, but &awhan 250, relevant persons are employed;
“standard site” is a site at which 10 or more, flewter than 60 relevant persons are employed;
“minor site” is a site at which fewer than 10 relavpersons are employed;

“relevant person” means a person employed on taimiges and systems inspected.

Inspection of a site where immunological veterinarynedicinal products are manufactured

33.The fees for the inspection of a site where imnigioal veterinary medicinal products are
manufactured are in accordance with the followadgje.

Sites where immunological veterinary medicinal prodcts are manufactured

Fee (£)
Typeof site United Kingdom site Ste ogtg’g%zténited
Super site 24,071 22,867
Major site 16,785 15,946
Standard site 6,661 6,327
Minor site 4,757 4,519

Inspection of a site where sterile veterinary medioal products are manufactured

34.The following fees are payable for the inspectmina site where no immunological
veterinary medicinal products are manufacturedwhere sterile products are manufactured.

Sites where sterile veterinary medicinal products i@ manufactured

Fee (£)
Typeof site United Kingdom site E;[r?gc(;lgride the United
Super site 23,324 22,157
Major site 13,010 12,359
Standard site 8,244 7,832
Minor site 5,022 4,770

Inspection of a site where no immunological or stée veterinary medicinal products are
manufactured

35.The following fees are payable for the inspectdra site where only non-immunological
and non-sterile veterinary medicinal products aaaufiactured—

Site where no immunological or sterile veterinary redicinal products are manufactured

Fee (E)
Type of site i i
yp United Kingdom site Ste outs_ldethe United

Kingdom
Super site 14,180 13,471
Major site 8,325 7,909
Standard site 6,854 6,511
Minor site 3,789 3,600
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If the site is only involved in the manufacture
of veterinary medicinal products authorised
under Schedule 6 (exemptions for small pet
animals—

Standard site 5,055 4,802

Minor site 2,728 2,592

Inspection of a site where veterinary medicinal prducts are assembled

36.The following fees are payable for the inspectidra site where the only manufacturing
process in relation to veterinary medicinal produsttheir assembly after the product has been
put into its immediate container.

Site where medicinal products are assembled

Fee (£)
Typeof site United Kingdom site Ste OUtKS: gg(;gre}lu hited
Super site 11,025 10,474
Major site 5,949 5,652
Standard site 4917 4,671
Minor site 2,035 1,933

Test sites

37.The fee for the inspection of a test site is £8,3% £3,177 for a site outside the United
Kingdom.

Animal blood bank or equine stem cell centre authasations

38—(1) The fee for an authorisation to operate adbloank is—
(a) on afirst inspection £3,113; and
(b) on each subsequent inspection—
(i) £3,113 for a site in the United Kingdom; and
(i) £2,966 for a site outside the United Kingdom.

(2) The fee for an authorisation to operate an equig® sell centre is £3,427, and £3,092 for
each subsequent inspection.

(3) The fee for a variation to an authorisation to aper blood-bank or equine stem cell centre
is £320.

PART 4
Fees relating to a wholesale dealer’s authorisation

Application for a wholesale dealer’s authorisation
39—(1) The fee for an application for a wholesaleleléa authorisation is—
(a) £1,745;

(b) £785 if the application is accompanied by an edtntiaat the first year’s turnover will be
less than £35,000; or
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(c) £785 if the authorisation only relates to prodwiéssified as AVM-GSL, homeopathic
remedies, or products authorised under Schedwger(ptions for small pet animals).

(2) An applicant who has paid a fee of £785 on the mgiswf turnover must send a declaration
of turnover for the first year of trading on thenarersary of the grant of the authorisation, and if
the figure is more than £35,000 must pay the balafi€960 within 30 days.

(3) If the applicant paid £1,745 but the turnover foe first year of trading was lower than
£35,000, if the applicant sends a declaration fgargj the turnover, the Secretary of State must
refund the excess.

(4) Nothing in this paragraph limits the powers of aspiector to examine financial records.

(5) In this paragraph “turnover” means the sales vakieof value added tax of all veterinary
medicinal products (whether or not authorised fee in the United Kingdom) sold by way of
wholesale dealing by the holder in the United Kioigd

Variation of a wholesale dealer’s authorisation

40. The fee for an application to vary a wholesaldet&aauthorisation is—
(a) £515 if the variation requires scientific or phaomatical assessment;
(b) £430 if the variation only involves a change of enghip; and
(c) otherwise £300.

Annual fee for a wholesale dealer’s authorisation

41—(1) The annual fee for a wholesale dealer’s aightion is—
(a) £483;o0r
(b) £315, if—

() the holder certifies when making the payment thatturnover during the previous
year was less than £35,000; or

(ii) the authorisation only relates to products clasgitas AVM-GSL or homeopathic
remedies;

(c) £215 if the authorisation only relates to produetsthorised under Schedule 6
(exemptions for small pet animals).

(2) In this paragraph “turnover” means the sales valkieof value added tax of all veterinary
medicinal products (whether or not authorised fee in the United Kingdom) sold by way of
wholesale dealing by the holder in the United Kiowpd

Inspection of a wholesale dealer’s premises

42.The fee for the inspection of a wholesale dealaresnises is—
(a) £3,058; or
(b) £1,442 if—

(i) the authorisation only relates to products clasgiias AVM-GSL or homeopathic
remedies; or

(i) the turnover relating to all veterinary medicinalogiucts in the calendar year
preceding the inspection was less than £35,000;

(c) £830 if the authorisation only relates to produetsthorised under Schedule 6
(exemptions for small pet animals).
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PART 5
Fees relating to feedingstuffs

Fees for approvals and annual fees relating to feewstuffs in Great Britain
43—(1) Subject to sub-paragraph (3) the fee for {halieation for approval of establishments
manufacturing feedingstuffs and approval of disiidos of feedingstuffs in Great Britain is £70.
(2) An annual fee of £70 is payable in respect of arghspproval.

(3) No fee is payable under sub-paragraph (1) in réspiean establishment where specified
feed additives are manufactured if a veterinaryioieal product intended to be incorporated into
feedingstuffs is manufactured at that establishmentaccordance with a manufacturing
authorisation.

(4) Fees relating to feedingstuffs are payable with #pplication or on invoice for the
subsequent annual fee.

(5) Where more than one manufacturing activity is earout at one establishment only one fee
(the highest) is payable.

Inspection fees relating to feedingstuffs in GreaBritain

44.Fees for the inspection of establishments manufiact or distributing feedingstuffs in
Great Britain are in accordance with the followtagle.

Inspection fees

Type of establishment inspected Fee payable (£)
1 Establishment manufacturing a specified feed 1,810
additive™
2 Establishment manufacturing a premixture: 1,090
3 Establishment manufacturing feedingstuffs 1,090

using specified feed additives and veterinary
medicinal products directly at any
concentration, or using premixtures or
specified feed additive complementary
feedingstuffs:

4 Establishment manufacturing feedingstuffs for 961
placing on the market using a veterinary
medicinal product or premixture where the
concentration of veterinary medicinal product
in the feedingstuffs is 2 kg per tonne or more:
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5 Establishment manufacturing feedingstuffs 405
using premixtures or specified feed additive
complementary feedingstuffs containing
specified feed additives when the
feedingstuffs are to be placed on the market:

6 Establishment manufacturing feedingstuffs for 320
the manufacturers own use using a veterinary
medicinal product or premixture where the
concentration of veterinary medicinal product
in the feedingstuffs is 2 kg per tonne or more:

7 Establishment manufacturing feedingstuffs 240
using premixtures containing specified feed
additives when the feedingstuffs are to be
used by the person manufacturing the
feedingstuffs:

8 Establishment distributing specified feed 227
additives, premixtures or feedingstuffs
containing specified feed additives, or
premixtures or complementary feedingstuffs
containing veterinary medicinal products:

@ No fee is payable for premises that already haweaaufacturing authority relating to veterinary
medicinal products for incorporating into feedingfs.

Fees payable in relation to feedingstuffs in Northa Ireland

45—(1) The annual fees payable for the approval dab#ishments manufacturing and
distributing feedingstuffs in Northern Ireland @meaccordance with the following table.

(2) Fees are payable with the application or, for tliesequent annual fee, on invoice.

(3) Where more than one manufacturing activity is earrout at one establishment only the
highest fee is payable.

Approval fees

Type of establishment Fee payable (£)
1 Establishment manufacturing a specified feed 545
additive®:
2 Establishment manufacturing a premixture: 435
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3 Establishment manufacturing feedingstuffs 435
using specified feed additives and veterinary
medicinal products directly at any
concentration, or using premixtures or
specified feed additive complementary
feedingstuffs:

4 Establishment manufacturing feedingstuffs for 320
placing on the market using a veterinary
medicinal product or premixture where the
concentration of veterinary medicinal product
in the feedingstuffs is 2 kg per tonne or more:

5 Establishment manufacturing feedingstuffs 170
using premixtures or specified feed additive
complementary feedingstuffs containing
specified feed additives when the
feedingstuffs are to be placed on the market:

6 Establishment manufacturing feedingstuffs for 131
the manufacturers own use using a veterinary
medicinal product or premixture where the
concentration of veterinary medicinal product
in the feedingstuffs is 2 kg per tonne or more:

7 Establishment manufacturing feedingstuffs 110
using premixtures containing specified feed
additives when the feedingstuffs are to be
used by the person manufacturing the
feedingstuffs:

8 Establishment distributing specified feed 70
additives, premixtures or feedingstuffs
containing specified feed additives, or
premixtures or feedingstuffs containing
veterinary medicinal products:

@ No fee is payable for establishments that alrehdye a manufacturing authority relating to
veterinary medicinal products for incorporatingifiéedingstuffs.

Fees relating to premises for supply by suitably caiified persons
46—(1) The fee to approve of premises for the restadply of veterinary medicinal products by
suitably qualified persons is—
(@) £265; or

(b) if the premises are only authorised to supply wesaey medicinal products for the
treatment of—

() horses (or horses and companion animals) £145; or
(iiy companion animals £110.
(2) The subsequent annual fee is—
(a) £185; or
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(b) if the premises are only authorised to supply wedey medicinal products for the
treatment of—

(i) horses (or horses and companion animals) £95; or
(i) companion animals £70.

PART 6

General

Testing samples

47.The fee for testing a sample required to be subdhiby the Secretary of State is the full
economic cost of the test.

Animal test certificates

48—(1) The fee for an animal test certificate is £8#the case of—

(@) an immunological veterinary medicinal product thests been authorised in another
member State for the species on which the propestavill be conducted,;

(b) a pharmaceutical veterinary medicinal product thas been authorised in another
member State for use with a food-producing speaies/hich the proposed test will be
conducted where the same or similar dosage regmthenethod of administration is to be
used in the medicinal test as is authorised; or

(c) a pharmaceutical veterinary medicinal product augkd in another member State for
human or animal use where the test is to be coadwst companion animals only.

(2) The fee for an animal test certificate to admimistedicinal products in a small scale trial to
test them for clinical safety or efficacy is £30.

(3) In any other case the fee is £815.
(4) The fee for an application for a variation of tletificate is £265 for each change.
(5) The fee for an application to renew a certificat€130.

(6) The Secretary of State may waive the fee if satisthat the application is in relation to
developing a veterinary medicinal product for aitéd market (for example, for a minor species,
a minor use, or for a disease with restricted megidistribution).

Importation of a veterinary medicinal product for t reatment under the cascade
49—(1) The fee for a certificate to import (if necasg and be in possession of and administer
a veterinary medicinal product under the cascade is
(a) £15 if the veterinary medicinal product is authedisn another member State;
(b) £30 if the veterinary medicinal product is authedisn a third country.

(2) The fee is payable in respect of each animal tigdet in the case of administration to and
treatment of a discrete group of animals, the Sagref State may notify the applicant in writing
that a fee for only one animal is payable.

(3) There is no fee if the application is made using Website of the Veterinary Medicines
Directorate.
Wholesale dealer’s import certificate

50—(1) The fee payable by the holder of a wholesalglet’'s authorisation for a certificate to
import and store a veterinary medicinal productanghorised in the United Kingdom to enable it
to be supplied for administration under Scheduke£l,320.
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(2) The fee is only payable if, in the twelve monthipgrimmediately before the application,
the applicant has supplied the veterinary medicpraduct to which the certificate relates in
accordance with at least 100 certificates.

Specific batch control

51.The fee for an authorisation to release a vetgringdicinal product, under specific batch
control is—

(a) £560; or
(b) £100 for each batch if a number of specific batohtl applications are made at the

same time and all the batches are affected byatime sssue.
Submission of control tests of an immunological prauct
52.The fee for the submission of the results of testsied out on a batch of immunological
products other than autogenous vaccines priol¢ase is £80.
Export certificates

53.The fee for an application for an export certifices £30, and £15 for each certified copy.

Provision of advice

54.The fee for an application for written advice freime Secretary of State as to whether or not
a product requires a marketing authorisation i$5£88
Appeals to the Veterinary Products Committee

55.The fee for an appeal to the Veterinary Producis@ittee is £1,500.

Fee relating to an appointed person

56.The appellant is liable for the full economic cobh referral to an appointed person subject
to a maximum of £5,000.

Fees relating to a veterinary surgeon’s practice mmises

57—(1) The fee for the inspection of a veterinaryggan’s practice premises is £350.

(2) The initial registration and annual fee for theise&gtion of veterinary practice premises
with the Royal College of Veterinary Surgeons tppy veterinary medicinal products is £34.

(3) Notwithstanding paragraph 2 of this Schedule, thigpayable to the Royal College of
Veterinary Surgeons.
Refund of fees relating to the Veterinary ProductsCommittee or appointed persons

58.The Secretary of State must refund the fee payabiglation to an appeal to the Veterinary
Products Committee or to an appointed person i§ essult of the appeal, the Secretary of State
changes the decision that was the subject of theadp

Fees relating to an improvement notice

59.If an improvement notice is served under theseuRdigns, the fee for any subsequent
inspection necessary as a result of the notideeisull economic cost of the inspection, payable by
the person on whom the notice was served.
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Non-payment of fees

60. Where any fee (other than any fee relating to aufacturing authorisation or wholesale
dealer’s authorisation) is not paid, the Secretdrgtate may, after giving one month’s written
warning, suspend the processing of any applicditam the person who has not paid the fee.

Waiver or reduction of fees

61—(1) If the Secretary of State is satisfied thatreasons of human or animal health or the
protection of the environment it is desirable thgiroduct should be authorised for veterinary use
or that an authorised product should remain onntlaeket the Secretary of State may waive or
reduce any fees payable under these Regulations.

(2) An applicant or the holder of a marketing authdiisamust provide full written justification
for any waiver or reduction.

Reduction of fees when an application is withdrawn

62—(1) Where an application for a marketing authditgg or any variation referred to in
paragraph 17 or 18 as a Type Il variation, an exten an extension-led grouped variation or a
Type Il led grouped variation is withdrawn befortetmination, the fee is reduced in accordance
with this paragraph.

(2) If no assessment (veterinary, scientific or phaeunéical) has begun, the reduction is 90%.

(3) If assessment has begun but the Secretary of Béatanot yet requested further data, the
reduction is 50%.

(4) If the Secretary of State has requested furtherimétion but it has not yet been provided,
the reduction is 25%.

(5) If the further information requested has been sagpbut has not yet been fully assessed or
the application has not been referred to the \fedieyi Products Committee, the reduction is 10%

(6) Once the further information has been fully assssethe application has been referred to
the Veterinary Products Committee, there is nocgdu.

EXPLANATORY NOTE

(This note is not part of the Regulations)
These Regulations revoke and remake with amendntlieat¥eterinary Medicines Regulations
2011 (S.1. 2011/2159).
Principal changes to the 2011 Regulations

The major change to the Regulations is the adjudtroethe fees with a view to achieving full
cost recovery while avoiding cross-subsidy of octévdy by another.

In Great Britain food businesses will pay a muclvdo fee on application for approval but will
pay a larger fee for any inspection. Premises Ivallselected for inspection on the basis of risk
analysis.

The fees for appeals to the Veterinary Products@ittee are simplified.

Criminal offences have also been amended. Insteadtating an individual offence in relation to
every obligation there is now a single offence goirgy all relevant obligations in the body of the
Regulations and a single offence in each of Sclesduto 5.

Other changes

Regulation 35 extends inspectors’ power of seizareover anything they reasonably believe to
be, or which purports to be, a veterinary medicine.
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Veterinary practice premises must be registeretl Wié Royal College of Veterinary Surgeons
and paragraph 8 of Schedule 3 gives the SecrefaBtate a power to require the removal of
premises from this register where they fail to nteetnecessary standard.

The Regulations

The Regulations make provision for the authorisatinanufacture, classification, distribution and
administration of veterinary medicinal products.

They implement the following EU instruments that Bxirectives:

(@) Council Directive 90/167/EEC laying down the cormatis governing the preparation,
placing on the market and use of medicated feetliffgan the Community, so far it is
not superseded by Regulation (EC) No 183/2005;

(b) Commission Directive 91/412/EEC laying down thengpiples and guidelines of good
manufacturing practice for veterinary medicinalgurots; and

(c) Directive 2001/82/EC of the European Parliament @inthe Council on the Community
code relating to veterinary medicinal products.

They provide for the enforcement of the following Ehstruments that are Regulations besides
that mentioned above:

(d) Regulation (EC) No 178/2002 of the European Pasdimand of the Council laying
down the general principles and requirements ofl fiaw, establishing the European
Food Safety Authority and laying down proceduresnaitters of food safety (OJ No L
31, 1.2.2002 p. 1), in so far as it applies to metey medicinal products used in
feedingstuffs

(e) Regulation (EC) No 1831/2003 of the European Radist and of the Council on
additives for use in animal nutrition (OJ No L 268.10.2003 p. 29), in so far as it
applies to veterinary medicinal products used @diiegstuffs;

() Regulation (EC) No 882/2004 of the European Pagiginand of the Council on official
controls performed to ensure the verification ofmptiance with feed and food law,
animal health and animal welfare rules (OJ NO L,128.5.2004, p.1), in so far as it
applies to veterinary medicinal products used @diiegstuffs;

(g) Regulation (EC) No 183/2005 of the European Pasdimand of the Council laying
down requirements for feed hygiene (OJ No L 35,20@5, p. 1), in so far as it applies to
veterinary medicinal products used in feedingstisl

(h) Regulation (EC) No 470/2009 of the European Padi@nand of the Council, laying
down Community procedures for the establishmenesilue limits of pharmacologically
active substances in foodstuffs of animal origid (@ L152, 16.6.2009, p. 11).

They provide that a veterinary medicinal productstrhave a marketing authorisation granted by
the Secretary of State before being placed on #r&et and they make provision for the grant of
a marketing authorisation (regulation 4 and Schedl

They specify that a veterinary medicinal productsimbe manufactured by a person holding a
manufacturing authorisation, and make provisiondgi@nting an authorisation (regulation 5 and
Schedule 2).

They regulate the supply and possession of vetgrimedicinal products, and introduce new
classifications of those products (regulation 7 Sntledule 3).

They provide that a veterinary medicinal productyrnoaly be administered as specified in its
marketing authorisation or, in the case of admiaigin by a veterinary surgeon, administration
under the rules of the “cascade” (regulation 8 @cldedule 4).

They control bringing a veterinary medicinal protdunto the United Kingdom (regulation 9) and
advertising (regulation 10 to 12).
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They control wholesale dealing (regulation 13 aokesiule 3).

They control medicated feedingstuffs and feedifgstaontaining additives specified in the
Regulations (regulation 14 and Schedule 5).

They provide for exemptions (regulation 15 and Scfe6).
They provide for fees (regulation 16 and Schedle 7
They require records to be kept (regulations 1Z4fo

They create an offence of importation, possessiasupply of unauthorised veterinary medicinal
products (regulation 43(q) to (s)).

They make provision for the existence of the Vetmy Products Committee (regulation 28).
They make provision for an appeals procedure indhge of a refusal, etc., of a marketing
authorisation (regulation 30).

They create administrative arrangements for thereament of the Regulations (regulations 32 to
36 and 38 to 42) and create offences of obstrudirmgerson acting in the execution of these
Regulations (regulation 43(u)) and of failing tomguy with an improvement notice (regulation
43(V)).

Under regulation 44 breach of the Regulations isféance punishable—

(i) on summary conviction, by a fine not exceeding #tatutory maximum or by
imprisonment for a term not exceeding three moathsoth, or

() on conviction on indictment, by a fine or to impenent for a term not exceeding two
years or both.

Regulation 46 requires the Secretary of State tdewe the operation and effect of these
Regulations, other than regulation 16 and Sched@ehich relate to fees), and lay a report before
Parliament within five years after they come intwcké and within every five years after that.
Following a review it will fall to the Secretary 8tate to consider whether the Regulations should
remain as they are, or be revoked or be amendéattider instrument would be needed to revoke
the Regulations or to amend them.

Regulation 47 revokes the Veterinary Medicines Ragns 2011.

A full impact assessment has been prepared anckcplac the libraries of both Houses of
Parliament. It is available, together with a traysfion note and a table showing fee changes, on
www.vmd.defra.gov.uk at “Publications, Veterinarye®cines Regulations and Guidance”. It is
also published with the Explanatory Memorandum gdfle the instrument on
www.legislation.gov.uk.
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