
- 1 - Version: 18 September 2026  06:47

Justification

A. General part

I. Objective and need for the regulations

Implementing  Regulation  (EU)  2024/1973  establishing  a  list  of  antimicrobial  medicinal
products that may not be used, or may only be used under certain conditions, pursuant to
Articles 112 and 113 of Regulation (EU) 2019/6, include restrictions and prohibitions on
repurposing for different groups of antimicrobial  medicinal products and the associated
obligations to complete antimicrobial susceptibility testing. The Regulation on Veterinary
Dispensaries (TÄHAV) also includes provisions governing the completion of antimicrobial
susceptibility  testing  whenever  medicinal  products  with  antibiotic  effects  for  human or
veterinary use are repurposed. These national provisions must therefore be adapted to
the directly applicable EU law.

Implementing Regulation (EU) 2025/2091, applicable in the European Union from 16 July
2026,  and  Implementing  Regulation  (EU)  2025/2154,  which  lays  down  Good
Manufacturing Practices for veterinary medicinal products and for active substances for
the manufacture of veterinary medicinal products respectively, necessitate an amendment
to the national  provisions of  the Ordinance on Implementation of  Good Manufacturing
Practice for Veterinary Medicinal Products and Active Substances (TAMWHV).

The  Regulation  on  the  Use  of  Medicinal  Products  with  Antibiotic  Activity  requires
amendment due to Article 2 of the Act amending the Veterinary Medicines Act and also
the Pharmacy Act  of  22 December  2025,  which introduce changes  to the notification
requirements with effect from 1 January 2027.  

II. Main content of the draft

The  new  EU  provisions  (Regulation  (EU)  2019/6,  Implementing  Regulations  (EU)
2024/1973,  (EU)  2025/2091  and  (EU)  2025/2154)  and  the  national  provisions  of  the
Veterinary  Medicinal  Products  Act  (TAMG)  make  it  necessary  to  adapt  the  national
regulations  accordingly.  This  especially  applies  to  the  elimination  of  certain  national
repurposing prohibitions for the use of antibiotic medicinal products and to the amendment
of national provisions on good manufacturing practices for veterinary medicinal products.
Since,  effective  from 1  January  2027,  notification  obligations  for  animal  keepers  and
veterinarians shall  be reduced from semi-annual to annual notifications,  as part  of  the
national  antibiotic  minimisation  scheme (Article  2  of  the  Act  Amending  the  Veterinary
Medicinal Products Act and the Pharmacy Act), it is also necessary to make technical and
editorial amendments to the Regulation on Use of Antibiotics. 

III. Executive footprint

No  representatives  of  interest  groups  or  commissioned  third  parties  contributed
significantly to the content of the draft.
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IV. Alternatives

There is no alternative to the amendments to the Regulation on Veterinary Dispensaries,
the Regulation  on the Implementation  of  Good Manufacturing  Practices  for  Veterinary
Medicinal Products and Active Substances and the Regulation on the Use of Antibiotics. 

V. Regulatory competence

The Regulation is based on Sections 61(1), 62(2) and (3) in conjunction with (2) and (4)
and Section 84 of the Veterinary Medicinal Products Act, and it requires the agreement of
the Federal Ministry of Health and the Federal Ministry of Economic Affairs and Energy,
as well as the approval of the Bundesrat.

This  Regulation  is  compatible  with  European  Union  law  and  international  treaties
concluded by the Federal Republic of Germany.

VI. Regulatory consequences

1. Legal and administrative simplification

These provisions will  streamline national legislation on veterinary medicinal products in
order  to  improve  clarity  and  transparency:  In  particular,  they  will  eliminate  national
regulations that are superseded by directly applicable provisions of EU law. Apart from
this, the amendments to the Regulation on Veterinary Dispensaries (TÄHAV) and to the
Regulation on Implementation of Good Manufacturing Practices for Veterinary Medicinal
Products and Active Substances (TAMWHV) will contribute to debureaucratisation.

2. Sustainability aspects

A sustainability assessment has been carried out in accordance with Section 44(1)(4) of
the Joint Rules of Procedure of the Federal Ministries (GGO). The regulations contained
herein are sustainable in line with the German Sustainability Strategy and support the 3rd
Sustainable Development Goal ‘Ensure healthy lives and promote well-being for all at all
ages’.  The  regulations  contribute  to  achieving  the  objectives  of  sustainability
indicators 3.1.a and 3.1.b while at the same time maintaining the profitability of livestock
farming, as they maintain the existing high level of protection and incorporate it into the
new European legal  framework.  Furthermore,  the  Sustainable  Development  Principles
3(b) and 4(c) shall continue to be complied with, as the umbrella regulation provides for
the  adoption  of  amended  provisions  that  are  necessary  to  clarify  the  law  and  avoid
overlaps with directly applicable EU law. These provisions contribute to the prevention of
hazards and risks to human and animal health and to the natural environment by pursuing
the goal of the prudent use of medicinal products, thereby also preventing impermissible
residues in foodstuffs and the environment and reducing resistance to antibiotics.

3. Budget expenditure excluding compliance costs

The Federal Government and the states do not incur any budget expenditure that exceeds
the compliance costs described under point 4.

4. Compliance costs

Preliminary remark: The information used to calculate the compliance costs is based on
feedback from federal  and state authorities,  as  well  as  from industry  associations.  In
addition,  the number of  cases, personnel  and material  costs are mainly  based on the
information stored in the OnDEA database of the Federal Statistical Office.
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4.1. Compliance costs for citizens

No compliance costs are created, modified or reduced for citizens.

4.2. Compliance costs for businesses

For  the economy,  the outright  elimination  and amendment  of  national  regulations  will
result  in  an  annual  reduction  in  costs  attributable  to  national  factors  of  around  EUR
1 049 000. There are no one-time compliance costs. For the purposes of the ‘one in, one
out’ rule concept, the overall ‘out’ effect of the scheme is around EUR 1 049 000.

Of which administrative costs arising from information obligations

In Articles 1 and 2, obligations to provide information, resulting in compliance costs of
EUR 754 000 and EUR 75 000 respectively,  have been eliminated.  This will  result  in a
total administrative relief of EUR 829 000.
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4.3. Compliance costs for the authorities

No compliance costs are incurred for federal, state or local authorities.
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5. Additional costs

The industry (animal keepers and veterinarians) does not incur any additional costs in
complying  with  the  requirements  laid  down  in  the  regulation  apart  from  the  above-
mentioned compliance costs.

The  effects  of  the  Regulation  on  individual  prices  and  price  levels,  in  particular  on
consumer price levels, are not expected as a result of the changes.

The impact on public budgets is so low that it has no direct price effects.

6. Further regulatory consequences

The  provisions  planned  to  be  included  the  regulation  have  been  reviewed  for  their
relevance  to  gender  equality.  There  were  no  indications  that  genders  were  affected
differently. The provisions apply equally to women and men. There is no indirect or direct
gender-related disadvantage. The equality of men and women in language is preserved.

The Ordinance does not have any negative impact on consumers.

In  terms  of  demographics  and  equivalence  of  living  conditions,  no  effects  are  to  be
expected either.

Within the framework of this Regulation, the need for an experimental clause has been
examined. The regulatory objectives pursued by the regulation are clearly outlined and
directly  implementable.  The  proposed  amendments  concern,  among  other  things,  an
adaptation of the national provisions to directly applicable EU law. These are targeted
adjustments that are legally designed to be permanent and the specific form of which is
sufficiently known to the enforcement authorities. Furthermore, the test scheme’s special
exclusion grounds 1 and 2 speak against  introducing an experimental  clause,  as this
would not be compatible with the requirements of European law, and as state protection
interests,  in  particular  ensuring  a  high  standard  of  health  protection  and  uniform
enforcement, would conflict with a temporary experimental clause. The introduction of an
experimental clause is therefore not possible in the present regulation.

VII. Time limit; evaluation

There is no provision for a time limitation or for an evaluation.

B. Special part

Re: Article 1 (Amendment to the Regulation on Veterinary Dispensaries (TÄHAV))

Re: Point 1 (deletion of Section 12)

Implementing  Regulation  (EU)  2024/1973  contains  provisions  on  certain  antimicrobial
medicinal  products  which  may not  be repurposed,  or  may only  be repurposed  under
certain conditions. The aim is to promote the prudent use of these antimicrobial agents
and  to  reduce  the  risk  of  antimicrobial  resistance.  Implementing  Regulation  (EU)
2024/1973 is based on a comprehensive scientific recommendation from the European
Medicines Agency (EMA), which assessed antimicrobial active substances that may be
used  in  veterinary  medicine  in  Europe  with  regard  to  necessary  prohibitions  and
restrictions  on  repurposing.  This  also  took  into  account  that  sufficient  availability  of
antimicrobial agents must be ensured to safeguard animal health. The directly applicable
provisions  of  Implementing  Regulation  (EU)  2024/1973  give  rise  to  overlaps  in  the
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national  provisions  of  the  Veterinary  Dispensaries  Regulation  (TÄHAV)  regarding
restrictions on the use of third- and fourth-generation cephalosporins, and also on the use
of  fluoroquinolones and colistin.  Hence,  the previously  applicable  national  repurposing
restrictions of Section 12 Veterinary Dispensaries Regulation (TÄHAV) must be deleted.

Legal basis: Sections 61(1) sentence 1 and sentence 2 point 2 and 62(2) in conjunction
with (3) sentence 1 points 1 and 2 and sentence 2, (4) in conjunction with Section 84 of
the Veterinary Medicinal Products Act (TAMG).

Re: Point 2 (Amendment to the requirements for antibiotic susceptibility testing in 
Section 13)

Implementing Regulation (EU) 2024/1973 lays down directly applicable requirements for
conducting antimicrobial susceptibility testing in the event of repurposing of antibiotically
effective medicinal products for use in food-producing, terrestrial animal species and in
non-food-producing  animal  species.  In  order  to  ensure  consistency  between  the
provisions of this Regulation and the implementing acts yet to be adopted pursuant to
Articles 114(3) and 115(5) of Regulation (EU) 2019/6, aquatic food-producing animals and
equidae shall be excluded from the scope of this Implementing Regulation. 

The  provisions  of  Implementing  Regulation  (EU)  2024/1973  therefore  supersede  the
previous  national  provisions  –  which  are  consequently  to  be  repealed  –  regarding
antimicrobial  susceptibility  testing  requirements  for  repurposing,  with  the  exception  of
those relating to horses.

The national provisions on exemptions specifying when antimicrobial susceptibility testing
need not  be conducted  are  set  out  in  Paragraph 4,  as they  continue to  regulate  the
exceptions to the national requirements for antimicrobial susceptibility testing.

Legal basis: Sections 61(1) sentence 2 point 1, and 62(2) in conjunction with paragraph
(3)  sentence 1 points 1 and 2 and sentence 2,  and with paragraph (4),  and also with
Section 84 Veterinary Medicinal Products Act (TAMG).

Re: Point 3 (Adaptation of the procedures for conducting an antibiotic susceptibility
test)

The procedures for conducting an antibiotic susceptibility test laid down in Section 14 of
the  Veterinary  Dispensaries  Regulation  (TÄHAV)  concern  conducting  an  antibiotic
susceptibility tests in the following cases: As part of the treatments regulated in Section 13
in accordance with the authorisation conditions laid down in Article 106(1) of Regulation
(EU) 2019/6, in cases of repurposing of antimicrobial active substances for the treatment
of horses and in cases of repurposing of antimicrobial active substances now regulated in
Implementing Regulation (EU) 2024/1973. A reference to Implementing Regulation (EU)
2024/1973 should therefore be added.

Legal  basis:  Sections  61(1)  sentence 2  point 1  and  62(2)  in  conjunction  with  (3)
sentence 1 points 1 and 2 and sentence 2, (4), and also with Section 84 of the Veterinary
Medicinal Products Act (TAMG).

Re: Point 4 

The amendment is intended to bring the text into line with the renumbering of Section
89(2) introduced by the Act amending the Veterinary Medicines Act and the Pharmacy
Act,  which  entered  into  force  on  1  January  2026,  and  to  align  the  provisions  on
administrative offences with the amendments to points 1 to 3.
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Legal  basis:  Sections  61(1)  sentence 2  point 1  and  62(2)  in  conjunction  with  (3)
sentence 1 points 1 and 2 and sentence 2, (4), and also with Section 84 of the Veterinary
Medicinal Products Act (TAMG).

Re: Article 2 (Amendment of the Regulation on Manufacture of Veterinary Medicinal 
Products and Veterinary Active Substances)

Re: Point 1

Provisions  on  good  manufacturing  practices  for  active  substances  used  as  starting
materials for veterinary medicinal products are now laid down in Implementing Regulation
(EU)  2025/2154  and  shall  apply  starting  on  16  July  2026.  Provisions  on  good
manufacturing practices for veterinary medicinal products within the scope of Regulation
(EU) 2019/6 are now laid down in Implementing Regulation (EU) 2025/2091 and shall
likewise  apply  starting  on  16  July  2026.  National  provisions  on  good  manufacturing
practice  for  veterinary  medicinal  products  and  active  substances  are  thus  largely
superseded by EU law and should be deleted. 

Legal basis: Section 62(1), first sentence, and (2), first and second sentences, points 1 to
3 and 6, and Section 84 of the Veterinary Medicinal Products Act (TAMG).

Re: Point 2

The definitions mentioned in the previous Section 2(2) are superseded by EU law and
should therefore be deleted. 

The  heading  of  the  current  Section  3  shall  be  amended,  and  the  section  shall  be
renumbered as Section 2.

The provisions of Section 3(1) in the form applicable up to now have been superseded by
EU law and must therefore be deleted.

The  new  version  of  Section  2(1)  clarifies  that  the  provisions  on  good  manufacturing
practice of Implementing Regulation (EU) 2025/2091 and Implementing Regulation (EU)
2025/2154 apply accordingly under national law to the people, establishments and entities
mentioned therein. Moreover, Paragraph 1 also adapts the aforementioned Implementing
Regulation (EU) 2025/2091 to the currently applicable version.

Paragraph 2 lays down requirements for the manufacture of inactivated immunological
veterinary medicinal products pursuant to Article 2(3) of Regulation (EU) 2019/6.

Section 3(3)  of  the  previous  version no longer  applies,  because  the Regulation  is  no
longer subject to a written form requirement. 

Legal basis: Section 62(1), first sentence, and (2), second sentence, points 1 to 3, and
Section 84 of the Veterinary Medicinal Products Act (TAMG).

Re: Point 3

The  repeal  of  Section  3  in  the  previous  version  constitutes  a  consequential  editorial
amendment to point 2. 

The  provisions  in  Section  4  are  superseded  by  the  corresponding  provisions  in
Implementing Regulation (EU) 2025/2091 and must therefore be deleted. 

Legal basis: Section 62(1) and (2), second sentence, points 1 to 3 and 6, and Section 84
of the Veterinary Medicinal Products Act (TAMG).
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Re: Article 3 (Amendment to the Regulation on Use of Antibiotics)

The amendments made to Article 3 of the Regulation on Use of Antibiotics and its Annex
bring the existing provisions into line with Section 57 of the Veterinary Medicinal Products
Act (TAMG), as amended by Article 2(3) of the Act amending the Veterinary Medicinal
Products Act and the Pharmacy Act of 22 December 2025.

Legal basis: Section 61(2), first sentence, second sentence, point 2, and third sentence,
and (3), point 1, of the Veterinary Medicinal Products Act (TAMG).

Re: Article 4 (Entry into force)

This provision regulates entry into force.
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