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ORDER

THE PARTIES

1.  The Applicants (hereinafter “MERZ”) are part of the MERZ Group, an international pharma-
ceutical group of German origin. Applicant 1 is Merz Pharmaceuticals LLC, a US company settled
in the State of North Carolina. Applicant 2 is Merz Therapeutics GmbH, a German company, spe-
cialised in the research, development and marketing of innovative healthcare products. Merz
Therapeutics’ portfolio focuses on (i) neurology, (ii) hepatology and (iii) dermatology. Applicant
3 is Merz Pharma France, a French company settled in Courbevoie.



2.  The Defendant is VIATRIS Santé (hereinafter “VIATRIS”), a French company settled in Lyon,
which is part of the global Viatris Group, specialised in the development, manufacture, and dis-
tribution of generic pharmaceutical products. VIATRIS is the marketing authorisation holder for
the product “FAMPRIDINE VIATRIS LP 10 mg, comprimé a libération prolongée”, which is a ge-
neric of the reference medicinal product FAMPYRA. It is notably responsible for the marketing of
this generic product in France.

PROCEEDINGS

3. On 31 July 2025, MERZ lodged an application (hereinafter “the Application”) for provisional
measures (pursuant to Art. 62 UPCA and R. 206 RoP) before the Paris Local Division, against VIA-
TRIS, for infringement of French Supplementary Protection Certificate No. 13C0033 (hereinafter
“SPC 033” or the “SPC”) based on European Patent No. 2 377 536 (hereafter “EP 536” or the
“Patent”) due to the offering, placing on the market, and using, as well as importing and storing
for those purposes in France of generic medicinal products “FAMPRIDINE VIATRIS LP 10 mg, com-
primé a libération prolongée”, which are alleged as generics of the reference medicinal product
FAMPYRA covered by SPC 033.

4, No protective letter has been filed before the introduction of the Application by VIATRIS.

5.  Jurisdiction of the UPC and the internal competence of the Paris Local Division were not
contested by the Defendant. This is a dispute concerning the marketing of a French SPC based on
a European patent, and the Defendant is a French company. The Court confirmed its jurisdiction
to hear the dispute under Articles 32.1(a) and 33.1(a) and (b) of the UPCA.

6. According to a timetable set by the Judge-Rapporteur by procedural order of 17 September
2025, VIATRIS filed its objection on 15 September 2025. MERZ filed its reply to the objection on
29 September 2025, and VIATRIS submitted its Rejoinder on 3 October 2025.

7. A technically qualified judge has been allocated to the panel upon the judge rapporteur's

request at the earliest stage of the proceedings.

SUMMARY OF FACTS

8. MERZ asserts that VIATRIS infringes its French SPC 033 based on EP 536.

9. Merz Pharmaceuticals LLC (Applicant 1) is the owner of the Patent and the SPCin suit, Merz
Therapeutics GmbH (Applicant 2) is the exclusive licensee, and Merz Pharma France (Applicant
3) has been granted an exclusive sub-licence to these rights in France. (Exhibits MERZ n°203 and
204)

10. The accused product, FAMPRIDINE VIATRIS, was introduced on the French market on 10
June 2025, as follows (Exhibit MERZ n°6) after the grant of a marketing authorisation in France
on 19 November 2011 (Exhibit MERZ n° 116):



La substance active de FAMPRIDINE VIATRIS LP est la fampridine, qui appartient a un groupe de
medicaments appelés inhibiteurs potassiques. lls agissent en empéchant le potassium de sortir des cellules
nerveuses endommagées par la SEP. Ce médicament agirait en normalisant la transmission des influx nerveux,
améliorant ainsi votre marche.

Groupe(s) générique(s) *
Ce médicament appartient au(x) groupe(s) générique(s) suivants :

+« FAMPRIDINE 10 mg - FAMPYRA 10 mg, comprimé a libération prolongée

Composition en substances actives +

B8 Comprimé ( Composition pour un comprimé )

> fampridine 9 10 mg

Présentations +

> plaquette(s) OPA : polyamide orienté aluminium PVC-Aluminium de 28 comprimeé(s)

Code CIP: 34009 30242230
Déclaration de commercialisation : 10/06/2025
Cette présentation est agréée aux collectivités

11. EP 536, on which SPC 033 is based, is entitled “Methods of using sustained release amino-
pyride compositions”. The Patent consists of two independent claims: claim 1 and its dependent
claims 2to 4 and claim 5 and its dependent claims 6 and 7. MERZ has based its present application
for provisional measures on claims 1 and 5 of the Patent and claims 3 and 7 of the Patent.

12. Claim 1 reads as follows: “1. A sustained release 4-aminopyridine composition for use in a
method of increasing walking speed in a patient with multiple sclerosis, wherein said composition
is administered twice daily in a dose of 10 milligrams of 4-aminopyridine.” (Exhibit MERZ n° 205)

13. MERZ argues that since SPC 033 covers the active fampridine, FAMPRIDINE VIATRIS falls
within the scope of the SPC in suit for any of its authorised uses as a medicinal product.

14. The Applicants argue that the requirements for ordering provisional measures are met,

whereas the Respondent objects that the Applicants’ requests must be rejected because no pro-
visional measures are necessary in the present case.

PARTIES’ REQUESTS

15. Initslast submission (Reply dated 29 September 2025), MERZ requests that the Court grant
the following provisional measures:

- The Respondent shall be enjoined in the territory of France, until 25 July 2026 included, from:



Making, offering, placing on the market or using, or importing or storing for those purposes, the
generic products “FAMPRIDINE VIATRIS LP 10 mg, comprimé a libération prolongée” and any
pharmaceutical composition falling within the scope of French Supplementary Protection
Certificate No. 13C0033, including any sustained release 4-aminopyridine composition for use in
a method of increasing walking speed in a patient with multiple sclerosis, wherein said
composition is administered twice daily in a dose of 10 milligrams of 4-aminopyridine, (Direct
infringement of French Supplementary Protection Certificate No. 13C0033 based on claims 1 and
5 of the Patent)

in particular, if said composition is for administration every 12 hours. (Direct infringement of
French Supplementary Protection Certificate No. 13C0033 based on claim 3 and 7 of the Patent)

B) In the event of failure to comply with the order under item A within 48 hours from service of
the order, the Respondent shall make a (if applicable periodic) penalty payment to the Court of
up to 100,000 euros for each day of failure to comply.

C) The Respondent shall be ordered to deliver up to a bailiff appointed by the Applicant, at its
own expense, any pharmaceutical composition reproducing French Supplementary Protection
Certificate No. 13C0033, in stock and/or otherwise held, owned, or in the direct or indirect
possession of the Respondent in France, in order to prevent their entry into or movement within
the channels of commerce.

D) In the event of failure to comply with the order under item B within 1 week from the date of
service of the order, the Respondent shall make a (if applicable periodic) penalty payment to the
Court of up to 50,000 euros for each day of failure to comply.

E) The Respondent is ordered to provisionally reimburse the Applicants for costs in the amount
of 56,000 euros.

F) The Respondent is ordered to pay the costs of the proceedings.

G) The orders are effective and enforceable immediately.

In addition, the Applicants request that:

H) Any claims, requests and arguments from VIATRIS be rejected.

16. Inits last submission (Rejoinder dated 3 November 2025), VIATRIS requests the Court to:

Primarily,

- Hold that the French Supplementary Protection Certificate No. 13C0033 is more likely than not
invalid,

- Hold that the provisional measures requested are disproportionate,
- Consequently, dismiss the application and all of the claims, requests and conclusions of MERZ.
In the alternative,

- Dismiss the request of MERZ for VIATRIS to be enjoined in the territory of France, until 25 July
2026 included, from making, offering, placing on the market or using, or importing or storing for
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those purposes, the generic products "FAMPRIDINE VIATRIS LP 10 mg, comprimé a libeération
prolongée" and any pharmaceutical composition falling within the scope of French
Supplementary Protection Certificate No. 13C0033, including any sustained release 4-
aminopyridine composition for use in a method of increasing walking speed in a patient with
multiple sclerosis, wherein said composition is administered twice daily in a dose of 10 milligrams
of 4-aminopyridine, in particular, if said composition is for administration every 12 hours,

- Dismiss the request MERZ for VIATRIS to be ordered to make a penalty payment (if applicable
periodic) to the Court of up to 100,000 euros for each day of failure to comply in the event of
failure to comply with the previous request within 48 hours from the date of service of the order.

- Dismiss the requests of MERZ for VIATRIS to be ordered to deliver up to a bailiff appointed by
the Applicants, any pharmaceutical composition reproducing French Supplementary Protection
Certificate No. 13C0033, in stock and/or otherwise held, owned, or in the direct or indirect
possession of the Respondent in France, in order to prevent their entry into or movement within
the channels of commerce at its own expense.

- Dismiss the request MERZ for VIATRIS to be ordered to make a (if applicable periodic) penalty
payment to the Court of up to 50,000 euros for each day of failure to comply with the previous
request 1 week from the date of service of the order.

- Allow the continuation of the making, offering, placing on the market or using, or importing or
storing for those purposes, the generic products "FAMPRIDINE VIATRIS LP 10 mg, comprimé a
libération prolongée" and any pharmaceutical composition falling within the scope of French
Supplementary Protection Certificate No. 13C0033, including any sustained release 4-
aminopyridine composition for use in a method of increasing walking speed in a patient with
multiple sclerosis, wherein said composition is administered twice daily in a dose of 10 milligrams
of 4- aminopyridine, in particular, if said composition is for administration every 12 hours, in the
territory of France, up until 25 July 2026 included.

- Order VIATRIS to lodge a guarantee to MERZ of such amount as the Court shall deem
appropriate, but which shall not be higher than 260.000 euros,

In the further alternative,

- Reduce the sums of the penalty payments requested to such reasonable amount as the Court
shall deem appropriate, but which shall not be higher than 260.000 euros,

- Set the starting points of penalty payments at a reasonable time as the Court shall deem
appropriate, but should be no less than three weeks following the service of the order,

- Order MERZ to provide VIATRIS with a sum of the Court’s discretion, but which shall not be less
than 260.000 euros for security for enforcement to VIATRIS SANTE by deposit or bank guarantee,

In any event,

- Dismiss the request of MERZ to order VIATRIS to pay the sum of 56,000 euros as interim award
of costs;



- Order MERZ entities jointly and severally to pay EUR 56,000 as reimbursement of costs of the
proceedings.

PRESENTATION OF THE TITLES: the basic Patent and the SPC in suit

17. The Patent titled "Methods of using sustained release aminopyride compositions”, was
filed as a divisional application with the European Patent Office on 29 March 2011, claiming the
filing date of its parent application W0O2005US12427 dated 11 April 2005, as well as US priorities
dated 9 April 2004 and 8 April 2005. Mention of the grant of the patent at issue was published
on 6 March 2013. (Exhibit MERZ n°205). The Patent expired on 11 April 2025.

18. EP 536 was subject to proceedings before the EPO: the Board of Appeal set aside the Op-
position Division decision, which had revoked the patent for lack of novelty, and ordered the
Opposition Division to maintain the patent in amended form in a decision of 4 September 2019.
(Exhibit MERZ n° 300, EPO T 0799/16 decision).

19. The German Federal Patent Court invalidated on 4 March 2024 the German part of EP’536
for lack of inventive step. (Exhibit MERZ n° 301, and translation in EN. Exhibit n° 302)

20. EP 536 relates generally to a dosage regimen for a sustained release 4-aminopyridine com-
position for use in a method of increasing walking speed in a patient with multiple sclerosis.

21. EP 536 comprises 7 claims, notably Claim 1, an independent purpose-related product (Ar-
ticle 54(5) EPC) claim, and Claim 5, an independent purpose-related process (Swiss-type) claim.

22. Claim 1 of the patent, as maintained by the EPO Board of Appeal, reads as follows (the
“feature breakdown” presentation by the Applicants is not contested by the Respondent and
adopted by the Court):

Feature 1.1: A sustained release 4-aminopyridine composition
Feature 1.2: for use in a method of increasing walking speed in a patient with multiple sclerosis,

Feature 1.3: wherein said composition is administered twice daily in a dose of 10 milligrams of 4-
aminopyridine.

Claim 5 is in Swiss-type claim format, and reads as follows:
Feature 5.1: Use of 4-aminopyridine

Feature 5.2: in the manufacture of a sustained release composition for increasing walking speed
in a patient with multiple sclerosis,

Feature 5.3: wherein said composition is administered twice daily in a dose of 10 milligrams of 4-
aminopyridine.

23. The validity of the basic patent, EP 536 is contested by VIATRIS, arguing its lack of inventive
step.



24. MERZ claims that the EP 536, in its amended version upheld by the EPO BoA, is inventive
and valid.

The SPCin suit:

25. The French SPC 033, filed on 24 June 2013, was granted on 20 November 2015, and it will
expire on 25 July 2026.

26. SPC 033 concerns the marketing authorisation for the product FAMPYRA
(EU/1/11/699/001 granted on 20 July 2011 and notified on 25 July 2011).

27. FAMPYRA covers “Fampridine or a derivative thereof” (as active ingredient).

28. The product FAMPYRA is indicated for the improvement of walking speed in adult patients
with multiple sclerosis.

29. ltis not contested by the parties that VIATRIS Fampridine is a generic of the reference me-
dicinal product FAMPYRA covered by SPC 033.

30. VIATRIS contests the validity of the SPC at hand, asserting that this SPC is void due to prior
marketing of PYMADIN in Bulgaria and Poland.

31. MERZ responds that Bulgarian and Polish sales at the time of the registration of SPC 033
were illegal.

APPLICANT’s ENTITLEMENT

32. MERZ explains that following bankruptcy proceedings initiated on 1 April 2024 by Acorda
Therapeutics, Inc. (the initial patent owner), Merz Pharmaceuticals LLC acquired on 10 July 2024
by way of an assignment agreement the rights (Exhibit MERZ n° 212) to the reference medicinal
product FAMPYRA (fampridine).

33. Acorda Therapeutics, Inc. ceased to exist as an operational entity as of the effective date
of its court-approved liquidation plan, namely as of 23 August 2024.

34. Since 2 January 2025, Merz has assumed all management, distribution and marketing re-
sponsibilities for the FAMPYRA product in 45 countries, including France.

35. MERZ mentions also that on 28 March 2025, the assignment of the French designation of
EP 536 and of SPC 033 from Acorda Therapeutics, Inc. to Merz Pharmaceuticals LLC was published
in the French Official Intellectual Property Bulletin. (Exhibits MERZ n°200 and 201)

36. MERZ's entitlement regarding EP 536 and SPC 033 at the time of filing the present applica-
tion is not contested by VIATRIS.



THE REQUIREMENT of “any unreasonable delay in seeking provisional measures” under R.211.4
RoP

Legal framework:

37. Rule 211 — Order on the Application for provisional measures foresees in its point 4: “The
Court shall have regard to any unreasonable delay in seeking provisional measures. “

38. UPC CoA ORD_44387/2024, Mammut Sports v Ortovox, Order of 25 September 2024,
Headnotes 5, states that: “The delay within the meaning of R. 211.4 RoP shall be calculated from
the day on which the applicant became aware, or should have become aware, of the infringe-
ment that would enable him, in accordance with R. 206.2 RoP, to file an application for provi-
sional measures with a reasonable prospect of success. Thus, the decisive point in time is when
the applicant has, or should have had, after exercising due diligence, the necessary facts and
evidence within the meaning of R. 206.2(d) RoP.” (English translation of the Order in the German
language)

39. UPCCoA, 446/2025, Order of 13 August 2025, Boehringer v Zentiva indicates:

- inits HEADNOTES 1 to 3 regarding the assessment of an imminent infringement in the context
of marketing a generic medicine, that:
“In the context of marketing of generic medicines, the mere application for a marketing
authorisation by a generics company does not amount to an imminent infringement, nor does
the grant of such an authorisation create one.

- Completion of the national procedures for health technology assessment, pricing and reim-
bursement for a generic medicine can amount to an imminent infringement. The assessment
must be made with due regard to the national regulatory and legislative context and consid-
ering the circumstances of the case. “

- And regarding the requirement



