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on the adaptation and simplification of taxes on veterinary
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APPLICATION FOR MARKETING AUTHORISATION
Reference: Article D. 5141-55 of the Public Health Code
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Circumstances

Regulatory Amount of tax Regulatory Amount of tax Regulatory Regulatory
Amount of tax Amount of tax
reference payable for a reference payable for several reference reference
.. . . payable for a payable for several
Art. D. 5141-55 | medicinal product | Art. D. 5141-55| medicinal products | Art. D. 5141-55 .7 Art. D. 5141-55 . .
medicinal product medicinal products
NATIONAL' NATIONAL FR CMS? FR CMS
Title Legal bases or FR RMS? or FR RMS
Complete file I(1)(a) 1° 1(1)(a) (1)
New Association 1 (1) (b) EUR 27,563 6t EUR 27,563 + 11(1) (b) EUR 13,230 20t FUR 13,230 +
. (N-1) x EUR 5,514 (N-1) x EUR 3,309
Well-established use 1(1)(c) subparagraph 11 (1) (c) subparagraph
. 1(2)(a) | 2° [1(2)(a) I12°
Generic h EUR 22,050 + h EUR 8,271 +
Hybrid 1(2)(b) EUR 22,050 10 (N-1) x EUR 5,514 1(2)(b) EUR 8,271 24 (N-1) x EUR 3,300
subparagraph subparagraph
| 3(a) 1 3° (a) EUR 5,514 + 11 3° (a) 11 3° (a) EUR 5,514 +
Consent EUR 5,514 (N-1) x EUR 5,514 EUR 5,514 (N-1) x EUR 3,309
o 1 3°(b) 1 3°(b) I13°(b) II3°
Limited Market
. EUR 5,514 + 29th EUR 5,514 +
Exceptional 13° () EUR 5,514 13°(c) (N-1) x EUR 5,514 I 3° (c) EUR 5,514 subparagraph | (N-1)x EUR 3,309

T National: application for authorisation under national procedure
2 FR RMS: application for authorisation under decentralised procedure, mutual recognition or subsequent recognition for which France acts as a reference Member State
® FR CMS: application for authorisation under decentralised procedure, mutual recognition or subsequent recognition for which France acts as the Member State concerned

January 1st, 2025
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http://gestor/gestionnaire/affichem_u.asphttps:/www.legifrance.gouv.fr/codes/article_lc/LEGIARTI000031216698?init=true&page=1&query=D.5141-55&searchField=ALL&tab_selection=all
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REQUEST FOR VARIATION REQUIRING AN ASSESSMENT
Reference: Article D. 5141-56 of the Public Health Code

Single variation

Amount of tax payable for
a medicinal product

Amount of tax payable for
several NATIONAL

Amount of tax payable for
a medicinal product

Amount of tax payable for
several medicinal

Maximum amount

an assessment

EUR 5,514

(N-1) x EUR 1,105

EUR 3,309

(N-T) x EUR 1,105

Title NATIONAL medicinal products products .
Or FR RMS Or FR RMS Are ;R;Tfse | FR CMS Article D. 5141-56 VI
Art. D. 5141-56 | Art. D. 5141-56 | T Art. D. 5141-56 11
Single variation requiring EUR 5,514 + EUR 3,309 +

EUR 55,125

Grouping of variations

Amount of tax payable for
a NATIONAL medicinal

Amount of tax payable for
several NATIONAL

Amount of tax payable for

Amount of tax payable for
several medicinal

Title product medicinal products a medicinal product Maximum amount
Or Or FR CMS products Article D. 5141-56 VI
FR RMS FR RMS Art. D. 5141-56 IV Art. I;.R;I::‘II?SG v
Art. D. 5141-56 IlI Art. D. 5141-56 IlI
Grouping of variations EUR 6,616 + EUR 4,411 +

requiring an assessment

EUR 6,616

(N-1) x EUR 1,105

EUR 4,411

(N-1) x EUR 1,105

EUR 55,125

January 1st, 2026
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https://www.legifrance.gouv.fr/codes/section_lc/LEGITEXT000006072665/LEGISCTA000021027372?init=true&page=1&query=D5141-56&searchField=ALL&tab_selection=all&anchor=LEGIARTI000031216682#LEGIARTI000031216682
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Amount of tax payable for
a medicinal product

Amount of tax payable
for several medicinal

Amount of tax payable for
a medicinal product

Amount of tax payable for
several medicinal products

Maximum amount

Worksharing

EUR 5,514

(N-1) x EUR 554

EUR 3,309

(N-1) x EUR 554

Title FR RMS P;:‘:;:;S FR CMS FR CMS Article D. 5141-56 VI
Art. D. 5141-56 VV At D, 141,56 ¥ Art. D. 5141-56 V Art. D. 5141-56 V
EUR 5,514 + EUR 3,309 +

EUR 55,125

APPLICATION FOR THE TRANSFER OF MARKETING AUTHORISATION
Reference: Article D. 5141-55 of the Public Health Code

January 1st, 2026

Title

Amount of tax
payable for a
medicinal product
Art. D. 5141-55 111

Amount of tax payable for
several medicinal products
Art. D. 5141-55 111

Maximum amount
Art. D. 5141-55 IV

New application

EUR 1,656

N x EUR 1,656

EUR 55,125
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https://www.legifrance.gouv.fr/codes/section_lc/LEGITEXT000006072665/LEGISCTA000021027372?init=true&page=1&query=D5141-56&searchField=ALL&tab_selection=all&anchor=LEGIARTI000031216682#LEGIARTI000031216682
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APPLICATION FOR REGISTRATION OF HOMEOPATHIC MEDICINAL PRODUCT
Reference: Article D. 5141-55-1 of the Public Health Code

Title

Amount of tax
payable for one
medicinal product
Art. D. 5141-55-11

Amount of tax payable for
several medicinal products
Art. D. 5141-55-1 |

New application

EUR 1,656

N x EUR 1,656

APPLICATION FOR THE TRANSFER OF REGISTERED HOMEOPATHIC MEDICINAL PRODUCT

Reference: Article D. 5141-55-1 of the Public Health Code

January 1st, 2026

Title

Amount of tax
payable for one
medicinal product or
one series
Art. D. 5141-55-1 1l

Amount of tax payable for
several medicinal products or
several series
Art. D. 5141-55-1 1|

Maximal amount
Art. D. 5141-55-1 111

Transfer of registered homeopathic

medicinal product

EUR 554

N x EUR 554

EUR 55,125
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https://www.legifrance.gouv.fr/codes/section_lc/LEGITEXT000006072665/LEGISCTA000021027372?init=true&page=1&query=D5141-56&searchField=ALL&tab_selection=all&anchor=LEGIARTI000031216682#LEGIARTI000031216682
https://www.legifrance.gouv.fr/codes/section_lc/LEGITEXT000006072665/LEGISCTA000021027372?init=true&page=1&query=D5141-56&searchField=ALL&tab_selection=all&anchor=LEGIARTI000031216682#LEGIARTI000031216682

