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Medicines for Europe, representing the generic, biosimilar and value-added medicines industries, is closely
monitoring and supporting Ukraine’s European Union accession process. We are committed to fostering
cooperation with the EU, Ukraine’s institutions and key stakeholders to integrate Ukraine into the EU single
market for pharmaceuticals. We recognise progress made in recent years towards reforming Ukraine's
pharmaceutical regulation and enhancing EU-Ukraine cooperation in the context of the accession process.

In our view, recognising Ukraine as a key player in pharmaceutical production within the European region—
through its inclusion in the Critical Medicines Alliance—represents a pivotal step in defining its role within the
EU healthcare ecosystem and the Pharmaceutical Strategy for Europe. This recognition reflects robust local
pharmaceutical production capabilities, including active pharmaceutical ingredients (APIs).

Moreover, the further development of existing and newly announced technical support projects, such as the
Technical Assistance and Information Exchange Instrument (TAIEX) and Twinning programs in the public health
sector, is essential. These projects will aid in implementing best practices to ensure access to safe, effective, and
high-quality medicines.

However, the latest Commission Enlargement report on Ukraine?! highlights limited progress in reforming the
pharmaceutical sector, noting no substantial alighment with EU acquis in areas such as cosmetic products,
human and veterinary medicinal products, and biological substances.

We believe that many reforms and measures can be implemented prior to Ukraine's full accession to the EU.
This aligns with the active preparation of other sectors for inclusion in the EU single market2. Below we outline
the industry's view on the status of the integration process and the priority areas requiring immediate action.

1. DCFTA priority action plan

To date, reforms and integration actions in the pharmaceutical sector are notably absent from priority action
plans for enhanced implementation of the EU-Ukraine Deep and Comprehensive Free Trade Area (DCFTA)3. We
believe that the bilateral development of the pharmaceutical industry is essential for economic growth and
competition within the Union and Ukraine. It also plays a vital role in securing medicine supply systems. This has
been already recognised via the Critical Medicines Alliance but also needs a trade and economy focus.

2. Industrial policy dialogue

We propose establishing a structured and regular (biannual or quarterly) bilateral industrial policy dialogue
between representatives of the European and Ukrainian pharmaceutical industries, as well as the relevant
authorities responsible for negotiations, industrial policy, and the EU enlargement process. This dialogue, like
the EU-Ukraine IPR dialogue, could serve as a platform to align priorities, address challenges, and foster mutual
understanding of the pharmaceutical sector's role in the economic and healthcare frameworks of both Ukraine
and the EU. Medicines for Europe is ready to contribute actively to this effort.

1 https://neighbourhood-enlargement.ec.europa.eu/document/download/1924a044-b30f-48a2-99¢c1-

50edeacl4dal en?filename=Ukraine%20Report%202024.pdf “There was no substantial progress on alignment with EU acquis on
cosmetic products, on medicinal products for human use or medicinal products for veterinary use, on blood, tissues, cells and organs”.
2 These include the preparation of a decision to grant EU internal market treatment for the purpose of roaming on public mobile
communications networks (https://neighbourhood-enlargement.ec.europa.eu/news/further-step-towards-long-term-roam-home-
agreement-ukraine-2023-02-14 en) and the preparations on an Agreement on Conformity Assessment and Acceptance of Industrial
Products (ACAA) for the first three product sectors — products falling in the scope of the machinery, low voltage or electro-magnetic
compatibility legislation (https://www.eeas.europa.eu/delegations/ukraine/one-step-closer-european-market-ukrainian-
manufacturers-preparations-agreement-conformity-assessment_en?s=232).

3 For example, Priority action plans for enhanced implementation of the EU-Ukraine DCFTA 2023-2024:
https://circabc.europa.eu/rest/download/f3a2634c-f484-4874-a72d-be088c94d1e8
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3. A clear action plan for reforming Ukraine’s pharmaceutical regulatory system

We support the modernisation of Ukraine's regulatory system based on the new Law of Ukraine on Medicines
No. 2469-IX of 28 July 2022% However, its delayed implementation (30 months after the end of martial law)
creates unpredictability in regulation.

We would like to propose that the European Commission prioritise and include the reform of the Ukrainian
pharmaceutical sector and its regulatory authorities (NCA) as one of the benchmarks and indicators for
measuring Ukraine's integration progress.

We propose a mutually agreed action plan between the EU and Ukraine, focusing on:

1)

2)

3)

Establishing a new regulatory agency (NCA): We support the progress made in this area, such as the
establishment of the Advisory Board between the European Medicines Agency (EMA), the Ministry of
Health of Ukraine and other relevant authorities. In our opinion, the new Ukrainian NCA should become
the best example of European best practices, digitalisation of all processes, transparency of leadership
and staff recruitment, financial and human resource efficiency. This process should be based on the
involvement of the best European experts not only in the assessment and exchange of experience
between the agencies, but also in the process of preparing the strategy for the creation and operation
of the new NCA, as well as in the drafting and implementation of the relevant industry regulations.

Further details on the industry’s views and proposals for establishing the new agency are provided in
Annex 1 to this letter.

Revising the regulatory system: The adaptation of EU acquis necessitates a comprehensive overhaul
of Ukraine’s regulatory framework. In our opinion Ukraine should minimise inconsistencies with EU
standards, with clear transitional provisions for unavoidable national specifics.

GMP recognition: On the one hand, the current EU GMP (Good Manufacturing Practices) Certificates
recognition procedure in Ukraine is a clear trade barrier for European manufacturers. Conversely,
Ukraine’s lack of compliance with EU GMP regulations prevents recognition of Ukrainian GMP
certificates by the EU. As stated above, the establishment of the new NCA is to ensure full regulatory
and practical compliance with the EU regulations, particularly in the area of GMP.

We would welcome the acceleration of the dialogue between the EU and Ukraine on the mutual
recognition of GMP and the exploration of possibilities for a separate agreement on GMP recognition
in parallel to the current work on the Agreement on Conformity Assessment and Acceptance of
Industrial Products (ACAA) between the EU and Ukraine (as a new priority sector for this ACAA or as a
separate agreement), which could be concluded before the accession of Ukraine.

In the meantime, we would strongly encourage Ukraine to take further steps towards unilateral full
recognition of EU GMP Certificates. We believe that the removal of this trade barrier will have a
significant impact on patients' physical and financial access to medicines, as competition is the main
instrument for increasing access. Achieving GMP alignment will not only enhance the trade
environment but also ensure high standards of medicine quality and safety, fostering trust among EU
and Ukrainian stakeholders.

4. Access to EU healthcare databases

We encourage a dialogue on key digital projects to enable Ukraine's alignment with EU standards and, where
possible, to grant access to EU databases and other digital systems or technologies. Different levels of access
could be considered, for example, full read access. This would support Ukraine's future EU accession and enhance

4 https://zakon.rada.gov.ua/laws/show/2469-20#Text
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relevant procedures as much as possible. We ask you to assess the possibility of granting Ukraine access to the
EU healthcare databases/systems/technologies detailed in Annex 2 to this letter.

5. Intellectual property rights (IPR)

We recognise the need to intensify the EU-Ukraine dialogue on IPR to ensure that Ukraine’s legislation aligns
with EU standards. This is essential for improving access to generic and biosimilar medicines after the expiry of
intellectual property protection, in line with EU law.

Key recommendations:

1) Eliminate patent linkage to ensure that the process for granting MAs is independent of patent
considerations, aligning with the stance that patent disputes should be resolved in courts under
national patent laws.

2) Align provisions related to the Bolar exemption in Ukrainian legislation with EU pharmaceutical
legislation, specifically Directive 2001/83/EC, to facilitate the immediate availability of generic and
biosimilar medicines post-patent expiry.

3) Clarify the impact of martial law on patent terms to prevent extensions that obstruct the market entry
of generic medicines.

Further details on the current challenges, legislative issues, and actionable steps related to IPR are provided in
Annex 3 to this letter.

We kindly request your support in addressing the priorities outlined above. These measures will significantly
advance Ukraine's pharmaceutical sector integration into the EU, benefiting patients and fostering economic
growth.

We respectfully request the opportunity to meet with you or your representatives to further discuss the
proposals outlined in this letter. Such discussions would allow us to elaborate on the specific recommendations
and to explore ways of working together to achieve the goal of Ukraine's integration into the EU.

Medicines for Europe reaffirms its solidarity with the Ukrainian people and remains committed to supporting
this integration journey.

Yours respectfully,

J/ L'»/I/Z—_

Adrian van den Hoven
Director General
Medicines for Europe
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Annex 1: Establishing a new regulatory agency (NCA)

The preparatory process for establishing the Agency is currently focused almost exclusively on bylaw drafting
and budget calculations. However, a comprehensive strategy, presented to and consulted with all stakeholders,
is lacking. Such a strategy is critical and should address the following aspects:

1) The Agency’s role should be clearly defined both in the current transitional phase and in the context of
Ukraine’s EU integration. The Agency must align with EU integration goals and be designed to meet EU
regulatory standards.

2) The Agency’s responsibilities should encompass not only medicinal products but also medical devices,
cosmetic products, substances of human origin (SOHO), and other relevant categories. This scope should
account for anticipated legislative updates within the EU in these areas.

3) The Agency should be established as a transparent, professional, and value-driven body capable of
integrating into the EU regulatory system.

4) Digitalisation should serve as the foundation of the Agency’s operations, ensuring transparency,
professionalism, and efficiency. The current control bodies lack adequate digital tools, which hampers their
ability to perform effective regulatory and oversight functions.

5) We strongly recommend implementing a transparent and competitive selection process for all Agency
positions to ensure professionalism and integrity, extending beyond the appointment of the Agency head.
There should be no automatic transfer of personnel from existing authorities to the new Agency. This
approach was previously recommended by international donors for Ukraine during the reform of other state
authorities, such as those responsible for anti-corruption efforts.

6) We strongly recommend establishing a more compact and financially efficient Agency, taking into
account a certain level of competition between medicines authorisation agencies and the financial burden on
market attractiveness.

It is advisable to avoid potential imbalances where fees paid by the industry disproportionately fund the
Agency’s operations without a clear link to the value and quality of services provided. Transparent disclosure
of the following is critical:

e The foundation of the future Agency’s budget;
e The basis for determining the proportion of funding from industry fees versus the state budget;

e Aclear explanation of how fees will be calculated for different categories of regulated products (e.g.
medicinal products, medical devices, cosmetic products, etc.);

e Measures to ensure that fees are proportionate and do not create an excessive financial burden on
the industry.

To meet the expectations of a modern, efficient regulatory body, the Agency should consider centralising and
streamlining its operations, avoiding duplication of functions at the regional level. Leveraging digital tools will
be crucial to enhancing accountability, transparency, and procedural efficiency, addressing market players'
concerns, and building trust in the new Agency. The same principle applies to the staffing structure,
considering that human resources typically represent the largest expenditure for national regulatory
authorities (NCAs).

Additionally, it is essential to consider that many regulatory functions related to medicinal products will
transition to the European Medicines Agency (EMA) and other EU bodies.
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Recommendations:

1.

Develop and publish a comprehensive strategy for the Agency’s establishment, with clear milestones and
objectives aligned with EU integration.

Engage relevant experts and agencies from EU member states with experience in systems similar to the
Agency’s intended structure. The focus should be on advisers from countries with comparable economic
and regulatory contexts to ensure practical and applicable guidance.

Implement a competitive and transparent recruitment process for all Agency positions to build a
professional and accountable team.

Redesign the territorial structure to eliminate inefficiencies and address stakeholder concerns,
leveraging digital tools to centralise decision-making.

Provide transparent disclosure of the financing model to ensure a balanced distribution between state
budget allocations and industry fees, with clear rationale and proportionality.

Annex 2: Access to EU healthcare databases

1)

2)

3)

4)

5)

EudraGMDP: This database contains information on Good Manufacturing Practice (GMP) and
Distribution Practice (GDP) certificates related to pharmaceutical companies within the EU. According
to the EMA website®, EEA Member States include data in the EudraGMDP database as it becomes
available. Regulatory authorities in the EEA have full read and write access to EudraGMDP, while several
international regulatory partners have unrestricted read access. Unrestricted read access would assist
Ukrainian authorities in aligning with EU standards and regulations, facilitating smoother trade and
compliance with EU norms for European and Ukrainian companies, and improving state control in this
area.

EMVS (European Medicines Verification System): The EMVS, as a pan-European system, is designed to
prevent the entry of counterfeit medicines into the supply chain. It verifies the authenticity of
medicines at various points in the supply chain through a unique identifier and anti-tampering device
on the packaging. Access to the EMVS would allow Ukrainian authorities and stakeholders in the
pharmaceutical supply chain to ensure the safety and authenticity of medicinal products. This would
help align Ukraine with EU standards for medicines safety and combat counterfeit pharmaceuticals
effectively.

IDMP/SPOR (ldentification of Medicinal Products / Substances, Products, Organisations, and
Referentials): IDMP/SPOR are standards and databases for the unique identification of medicinal
products in the EU. Integration into these databases would aid Ukrainian entities in meeting EU
pharmaceutical standards and enhance the management of medicinal product information.

EudraVigilance: This is a system for reporting and evaluating side effects of drugs in the EU, used for
monitoring the safety of medicinal products. Integration into EudraVigilance would allow Ukraine to
monitor drug safety effectively, aligning with EU pharmacovigilance standards.

Clinical Trials Information System (CTIS): CTIS supports the EU clinical trials environment by providing
a single entry point for the submission and maintenance of clinical trial applications and information.

5 https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-

development/good-manufacturing-practice/eudragmdp-database
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6)

Access would benefit Ukrainian research centres and pharmaceutical companies by facilitating
participation in European clinical trials, thus enhancing research collaboration and development.

IRIS (Common Repository for Information on Clinical Trials): IRIS is an integrated regulatory platform
used by the EMA to manage documentation and regulatory submissions for clinical trials. Early access
would simplify the process to manage submissions and interact with the EMA, fostering better
regulatory compliance.

Annex 3: Detailed Points on Intellectual Property Rights (IPR)

1)

Eliminating patent linkage: We understand that, unlike in any EU Member State, in Ukraine the
submission of a generic/biosimilar marketing authorisation (MA) application is regarded as an act of
patent infringement. Therefore, when a generic/biosimilar MA application is filed, the reference product
owner can obtain an injunction from the national courts which suspends the assessment of the generic
and MA granting until after patent expiry, effectively delaying generic/biosimilar launch until well after
patent expiry.

The Article 16 of the Law No. 2469-IX on “State registration of reference and generic medicinal products”
gives general power to regulatory bodies (State Control Agency) to ensure “IP protection” of MA holders
in the context of generic MA applications. Article 37 on “Grounds for deciding on rejection of state
registration/re-registration” foresees that IP infringement is a ground for rejecting MA applications,
while article 39 on “Suspension, cancellation and termination of marketing authorisation for medicinal
product” provides that IP infringement is grounds for suspending or revoking MA applications. The same
provisions (e.g. Article 9 of the Law on Medicinal Products No. 123/96-BP of 4 April 1996°) are also in
place in the current legislation and supported by the Ukrainian courts.

The intention of these provisions seems to be to link the MA process to the patent rights of the reference
product owner, thus representing a clear case of patent linkage in contrast to EU law which does not
provide for such a link. Patent linkage potentially prevents effective entry of generic and biosimilar
medicinal products into the market immediately after substance patents expire. This is unlawful and not
allowed under EU law, as repeatedly stressed by the European Commission in the Sector Inquiry Report
of 2009 (p.315)’, and also in the recent EU pharmaceutical legislation review proposal, which clarifies
once again that competent authorities cannot base their decisions on MAs on the patent or SPC status
of the reference medicinal product. The appropriate forum for patentees to enforce their patent rights
against alleged infringers is in the national courts according to national patent laws. Such proceedings
allow both parties to be represented, have established procedures and timelines, involve adjudication
by judges who are competent to decide patent matters and are guided by legal precedent, and permit
appropriate remedies to be granted, such as preliminary injunctions and damages.

Harmonising the Bolar exemption: There is a need to align Ukraine legislation on the Bolar exemption
with the EU pharmaceutical legislation. In our opinion, the current (Law On Medicines No. 123/96-BP of
4 April 1996 and general IPR legislation) and future (Law On Medicines No. 2469-1X of 28 July 2022)
Ukraine legislation allows the granting of marketing authorisations to generic products only if additional
obligations are imposed or in exceptional circumstances, and in practice the courts consider marketing
authorisation applications as patent infringements. We would strongly recommend an alighment with
the language used in art. 10(6) of Directive 2001/83/EC, which specifies that conducting the necessary
studies and trials with a view to obtaining a market authorisation and the consequential practical

6 https://zakon.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80#Text

7 https://competition-policy.ec.europa.eu/system/files/2022-05/pharmaceutical sector inquiry staff working paper partl.pdf
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requirements shall not be regarded as contrary to patent rights or to supplementary protection
certificates for medicinal products.

In particular, unconditional MA grants should be included within the scope of the Bolar exemption. This
is key to ensure legal certainty and timely patient access to generic and biosimilar medicines immediately
after expiry of the relevant patent. It should also be noted that in its recent proposal to review the EU
pharmaceutical legislation, the European Commission clearly states that the Bolar exemption must
include studies and trials, and other activities needed for the regulatory approval process, health
technology assessment and pricing and reimbursement. Such alignment between the EU and the
Ukrainian Bolar exemption is fundamental to ensure a level playing field between developers of generic
and biosimilar medicines in the two regions.

Clarifying Martial Law impacts on patents: We would also like to draw attention to the unintended
consequences of Law No. 2174-IX of 1 April 2022 “On the Protection of Rights of Intellectual Property
Subjects during Martial Law in Connection with Military Aggression of the Russian Federation Against
Ukraine”8. The suspension of patent rights during the martial law period has led to jurisprudence
considering patent term extensions as unexpired during this period, preventing the launch of generic
products at the end of the patent protection, thereby harming patient access to affordable medicines.
There are ongoing legal challenges within Ukraine regarding the interpretation of Law No. 2174-IX. The
central dispute concerns whether this law extends the validity of all patents until the end of martial law.
This ambiguity has led to multiple court cases, further complicating the regulatory environment for
pharmaceutical companies. To address these issues, two draft laws (No. 9383° and No. 9383-1'°) were
introduced in the Ukrainian Parliament in June 2023. However, these proposed legislations have seen
little progress, leaving the patent extension issue unresolved and continuing to hinder the timely entry
of generic products into the market.

We urge a clear legislative amendment that martial law does not automatically extend patent terms
beyond their original expiry. This clarification is essential to prevent unintended extensions that block
the introduction of generic medicines.

8 https://zakon.rada.gov.ua/laws/show/2174-20#Text
9 https://itd.rada.gov.ua/billlnfo/Bills/Card/42109
10 https://itd.rada.gov.ua/billinfo/Bills/Card/42182
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Translation into Ukrainian / lNepeknad yKpaiHCbKoto

Tema: MNMpono3suuii Medicines for Europe Wwoao0 NpucKkopeHHs €BpoiHTerpaLii yKpaiHCbKOi ¢papmau,eBTUUHOI
ranysi

Medicines for Europe, Wwo npeacTtaBase iHTepecu BUPOOHMKIB reHepuyHMX, 6ionoaibHMX NikapcbKunx 3acobis Ta
NiKapCbKMX 3aco6iB 3 40AaTKOBOIO LIHHICTIO, YBaXKHO CTEXKUTb 3a NpoLEecom BCTyny YKpaiHu Ao EBponericbKkoro
Coto3y Ta niaTpumye noro. Mu nparHemo po3smBaTH criBnpauto 3 EC, yKpaiHCbKMMM iHCTUTYLLIAMM Ta KNHOYOBMMU
3aUiKaB/IEHMMWN CTOPOHAMM 3 METOLO iHTerpauii YKpaiHn 0o €gMHoro puHKy ¢apmauesTMYHOT npoayKuii EC. Mu
BM3HAEMO NPOrpec, AOCATHYTUI 3a OCTAHHI POKM Yy pedpopmMyBaHHiI papmaLLeBTUUHOIO peryitoBaHHA B YKpaiHi Ta
NOCUANEHHI cniBnpaLi mix YKpaiHoto Ta EC y KOHTeKCTi npouecy BcTyny g0 €C.

Ha Hawy AyMKy, BU3HAHHA YKPAiHM KAOYOBMM rpaBLem y ¢papmMaueBTUYHOMY BUPOOHULTBI B EBPONENCbKOMY
perioHi - yepes ii BKAOYEHHA A0 ANbAHCY KPUTUYHO Ba*K/NMBUX NiKAPCbKUX 3acObiB - € K/IOYOBUM KPOKOM Y
BW3HA4YeHHi ii posii B ekocuctemi oxopoHu 3a40poB'sa EC Ta PapmaueBTUUHIl cTpaTerii gna €sponu. Lie BU3HaHHA
Bi0OpaXKae MOTYKHUI noOTeHuian MicueBoro ¢apmaueBTUYHOrO BUPOOHULTBA, BK/AOYAOYM  AKTUBHI
dapmaueBTUYHI iHrpegieHTH (ADI).

Kpim TOro, Ba)KAMBMM € NOAANbLUMIA PO3BUTOK ICHYIOYMX Ta HELLOAABHO OrO/IOWIEHUX MPOEKTIB TeXHIYHOI
NiATPUMKM, TaKUX AK [HCTPYMEHT TEXHIYHOT Zonomoru Ta obmiHy iHpopmauieto (TAIEX) Ta nporpamu Twinning y
chepi rpomapcokoro 3p0pos'a. Ui npoekTM cnpuATMMYTb BRAPOBAAMKEHHIO HaMKpalMX NPaKTUK Ans
3abe3neyeHHsa goctyny 4o 6e3neyHunx, epekTMBHMUX Ta BUCOKOSKICHMX NiKapCbKux 3acobis.

OpHaK, ocTaHHi 38iT Komicii 3 nutaHb poswmupeHHa EC wopo YkpaiHn'! nigkpecnioe obmexeHuii nporpec y
pedopmyBaHHi PpapmaueBTUYHOrO CEKTOpPY, Big3HAUYAKOUM BIACYTHICTb CYTTEBOrO Y3roAjKeHHs i3
3aKoHoaascTBom EC y TakMx chepax, AK KOCMeTUUYHA NPOAYKLiA, NiKapcbKi 3acobu ana noaeit Ta BeTepuHapii,
a TaKoXK bionoriuHi cybcTaHuii.

Mu BBarXKaemo, Wo 6arato pedopm Ta 3axo4iB MOXKyTb 6yTH peanisoBaHi 40 NOBHOro BcTyny YKpaiHu ao €C.
Lle 36iraeTbc 3 aKTMBHOIO NiAFOTOBKOIO iHILIMX CEKTOPIB A0 BKAIOUEHHA B €ANHUN PUHOK EC'Z. Hukue mu
HAaBOAMMO NOrnAg ranysi Ha CTaH iHTerpauiiiHOro npouecy Ta NPiOPUTETHI HANPAMKM, AKi NoTpebyloTb
HeramHux gin.

1. NnaH npioputeTHux piii DCFTA
Ha cborogHiwHin geHb pedopmu Ta iHTerpauinHi 4ii y dapmaueBTMYHOMY CEKTOpi MOMITHO BigCyTHI Yy
NPiOPUTETHUX NNaHax Al 3 imnaemeHTaLil NornnbaeHoi Ta BCEOXONHYOT 30HU BiIbHOT TOPTiBAi MiXK YKpaiHoto
Ta EC (DCFTA)®. Mu BBaXKaemo, LLO ABOCTOPOHHIN PO3BUTOK dapmaLeBTUYHOT NPOMUCAOBOCTI MaE BaXKnuse

11 https.//neighbourhood-enlargement.ec.europa.eu/document/download/1924a044-b30f-48a2-99c1-

50edeac14dal en?filename=Ukraine%20Report%202024.pdf «He 6ysn0 docaeHymo cymmegozo rnpozpecy y HabauxeHHi 00
3aKoHodascmea EC w000 KocMemu4Hoi NPoOYKil, NiKapcbKux 3acobie 041 AOOUHU Ma 8emepPUHAPHUX NMPeNnaApamis, KPosi, MKAHUH,
KAIMUH ma op2aHig».

12 Cepep HMX - NiAFOTOBKA PilIEHHA NPO HaJaHHA PEXUMY BHYTPILLHBbOrO pUHKY EC 4158 POYMIHTY B Mepeskax Mo6inbHOro 38'a3ky
3arasibHoro KopuctysaHHa (https://neighbourhood-enlargement.ec.europa.eu/news/further-step-towards-long-term-roam-home-
agreement-ukraine-2023-02-14 en) Ta NigroToBKa Yroam nNpo OLiHKy BiANOBIAHOCTI Ta NPUIUHATHICTL NpomMucioBux Toapis (ACAA) ans
nepLInX TPbOX CEKTOPIB - TOBApIB, WO NiANaAatoTb Mig, Aito 3aKoHOA4ABCTBA Y cdepi MalMHOOYAYBAHHSA, HU3bKOBO/IbTHOrO 061afHAHHA
abo enekTpomarHiTHoi cymicHocri (https://www.eeas.europa.eu/delegations/ukraine/one-step-closer-european-market-ukrainian-
manufacturers-preparations-agreement-conformity-assessment_en?s=232).

13 Hanpwuknaga, NpiopuTteTHi naaHu 4in ans nocuneHol imnaemeHTauii DCFTA mix YKpaiHoto Ta €C Ha 2023-2024 poku:
https://circabc.europa.eu/rest/download/f3a2634c-f484-4874-a72d-be088c94d1e8
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3HAYeHHA A7 eKOHOMIYHOrO 3POCTaHHA Ta KOHKypeHLii B €EC Ta YKpaiHi. Lle TaKOXK BiZirpa€ XUTTEBO BAXKANBY
ponb y 3abe3neyeHHi cuctem nNoCTavyaHHA AiKiB. Le BKe 6yn0 BM3HAHO ANbAHCOM KPUTUYHO BaKAUBMUX
NiKapcbKnx 3acobiB, ane TakoXk NoTpebye TOprosesibHO-eKOHOMIYHOTO GOKYyCy.

2. [ianor 3 nUTaHb NPOMUCIOBOI NONITUKKU

MM NPOMOHYEMO HANAroAMTM CTPYKTYPOBAHWM Ta perynapHuin (gBa pasv Ha pik abo LWoKBapTasibHO)
[OBOCTOPOHHIN gianor 3 nuTaHb NPOMWC/AIOBOT MOMITUKM MiK NpeacTaBHMKaMM EBPONENCLKOI Ta YKPaiHCbKOI
dapmayeBTUYHOI MPOMMUCNOBOCTI, @ TAKOX BigNOBIAHMMWN OpraHamMu BAaAM, BiANOBIAaIbHUMM 33 MEPEroBOPY,
NPOMKUCNOBY MOJITUKY Ta npouec poswupeHHa E€C. Llei gianor, sK i gianor mix YKkpaiHoto Ta €EC wopno npas
iHTeNeKTyanibHOT BIaCHOCTi, MOMKe cyryBaTn nnaTGopmoto AN y3roaKeHHs npiopuTeTis, BUPiLLEHHA Npobaem
Ta CNPUAHHA B3aEMOPO3YMiIHHIO poni papmMaLLEBTUYHOIO CEKTOPY B EKOHOMILLi Ta OXOPOHI 340PpOB'A AK YKpaiHuy,
Tak i EC. Medicines for Europe roToBi akTUBHO CNPUATU LUM 3YCUINAM.

3. \YiTKuii nnaH giii woao pepopmyBaHHA papmaLeBTUUYHOI PerynaTopHoOi cuctemu YKpaiHu
Mu nigTpMMyemo moaepHi3auito perynaTopHoi cuctemm YKpaiHM Ha OCHOBI HOBOro 3akoHy YKpaiHum LUlpo
NikapcbKi 3acobu» Ne 2469-IX Big 28 annHa 2022 poky'* . OgHak Moro sBigknageHa imnaemeHTauia (yepes 30
MicAuiB NicnsA 3aKiHYEHHA BOEHHOTO CTaHy) CTBOPIOE HenepeabadyBaHiCTb Y pery/toBaHHi.

Mu xotiam 6 3anponoHyBaTu E€EBponeicbKiii Komicii BM3HauuTM npioputeTom i BKAlouutn pedopmy
YKpaiHCbKOro ¢apmaueBTUYHOrO CEeKTOpy Ta Moro perynatopHux opraHis (NCA) AK oguH 3 opieHTMpiB Ta
iHAMKaTOpIB ANA BUMIPIOBaHHA iHTerpauiiiHoro nporpecy YKpaiHu.

Mu NPONOHYEMO B3aEMOY3roAKeHMIM NAaH i mix EC Ta YKpaiHoto, 30cepegmBLUIMCb Ha HACTYMHUX MUTAHHAX:

1) CrBOpPEHHA HOBOro perynaTopHoro opraHy (NCA): Mu nigTpMmyemo nporpec, AOCATHYTUIA Y Ll chepi,
30Kpema, cTBOpeHHA KOHCy/NbTaTUBHOI pagaM MiK EBPONENCbKMM areHTCTBOM 3 JIiIKapCbKMX 3acobis
(EMA), MiHicTepcTBOM OXOPOHM 340p0B'A YKpaiHM Ta iHWMMM BiANOBIAHMMM OpraHamu Bnagu. Ha
Hawy AyMKY, HOBMI yKpaiHCbKMA NCA Mae cTaTv HalKpalMm NPUKNALO0M EBPOMENCHKMX MPaKTUK,
JioKutanisayii Bcix npouecis, Npo3opocTi KepiBHUUTBA Ta nigbopy nepcoHany, edeKTUBHOCTI
BMKOPUCTaHHA ¢iHaHCOBUX Ta MOACbKMX pecypciB. Llel npouec mae 6asysBaTvcAa Ha 3any4veHHi
HaMKpaLLMX EBPONENCBKUX EKCNEPTiB HE NULLIE [0 OLHKK Ta 06MiHY AOCBIAOM MiX BiZomcTBamu, ane
0o npouecy NiAroToBKKU cTpaTerii cTBOpeHHA Ta GyHKUioHyBaHHA HoBoro NCA, a TaKoK 40 po3pobKu
Ta imnaemeHTauii BiANOBIAHUX rany3eBmMX HOPMaTMBHO-NPABOBUX AKTIB
Binbw aeTanbHa iHGopMmaLia Npo nornaamn Ta NPoNo3unLIil iHAYCTPIT WoA0 CTBOPEHHA HOBOFO areHTCTBa
HasegeHa y JloaaTky 1 o uboro nucTta.

2) Nepernap, perynatopHoi cuctemu: ApanTauia 3akoHogascTBa €EC Bumarae BcebiyHoro nepernagy
perynatopHoi cuctemm YKpaiHn. Ha Hawy aymKy, YKpaiHa NOBMHHA MiHiMi3yBaTU HEBIANOBIAHOCTI 3i
CTaHZapTamm €C, 3 YiTKUMU NepexiaHUMN NONOKEHHAMM ANA BpaXyBaHHA HEMUHYYUX HALLIOHANbHUX
ocobmBocTel.

3) BusHaHHA GMP: 3 ogHoro OOKy, YMHHA npoueaypa BU3HAHHA cepTudikatie GMP (HanexkHoi

BMPOBHMYOI NpakTUKK) EC B YKpaiHi € ABHUM TOpProBeibHUM 6ap'epom A/1A eBPONENCbKUX BUPOBHUKIB.
3 iHworo 60Ky, HeBianoBigHICTb YKpaiHM npaBuaam GMP EC nepelKkoaKae BU3HAHHIO YKPATHCbKUX
ceptudikatieB GMP 3 60Ky EC. fIK 3a3Ha4anoca Buuie, ctBopeHHsA HoBoro NCA mae 3a6e3neuymti NoBHY
perynaTopHy Ta NPaKTUYHY BignoBiaHicTb BUMoram €C, 30kpema, y chepi GMP.
Mwu 6 BiTann npuckopeHHs gianory mixk EC Ta YKpaiHOo w040 B3aEMHOTO BU3HaHHA GMP Ta BUBYEHHS
MO/IMBOCTEN YKNAAEHHA OKPEMOi yroay npo Bn3HaHHA GMP napanenbHO 3 NOTOYHOK PO6OTOHO Haf,
Yrofo npo OLiHKY BiANOBIAHOCTI Ta MPUIAHATHICTL Npomucnosoi npoaykuii (ACAA) mixk €C Ta
YKpaiHoto (AK HOBMI NpPIOPUTETHUI CEKTOp A uiei Yrogm abo sk oKpema yroga), aAka morna 6 6ytu
yKnageHa ao sctyny YKpaiiun go €C.

14 https://zakon.rada.gov.ua/laws/show/2469-20#Text
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BogHouac, MM HanosernMBo 3akAMKaemo YKpaiHy 3pobuTM nodasnblui KPOKM A0 OAHOCTOPOHHLOIO
NOBHOr0 BM3HaHHA cepTudikatisB GMP €C. Mu BBaXaeEMo, LWO YCYHEHHA LbOro TOproBoro bap'epy
MaTUMe 3HaYHWI BNIMB Ha Pi3nyHMI Ta GiHAHCOBMI AOCTYN NALLIEHTIB A0 NIKAPCbKMX 3ac0biB, OCKiNbKM
KOHKYPEHL,iA € OCHOBHUM iIHCTPYMEHTOM PO3LUMPEHHA AocTyny. JlocarHeHHsa signosigHocti GMP He
JIVLLe NOKPaLWNUTbL TOProBesibHe CepeoBuLLE, afe 1 3abe3neunTb BUCOKI CTaHAAPTU AKOCTI Ta 6e3neKku
NiKapcbKnx 3acobiB, WO cnpuaTUME 3MILHEHHIO AOBipU MiXK 3alikaBneHMmM ctopoHamm 3 EC Ta
YKpaiHu.
4. Jocrtyn po 6a3 gaHUX OXOPOHM 340poB'a EC

Mm 3a0X0UYEMO Aianor Woa0 KNHY0oBUX LMbPOBUX NPOEKTIB, AKi 403BONATL YKpaiHi HabAM3MUTUCS 40 CTaHAapTIB

€C i, oe ue MoXnMBO, HagatT Adoctyn Ao 6a3 gaHux €C Ta iHWKX UMPPOBUX CUCTEM i TexHonorikn. MoxHa

PO3rAAHYTU pi3Hi PiBHI AOCTyNy, HaNpWKNaa, NOBHUI AOCTYN ANA YMTaHHA. Lle cnpuano 6 malibyTHbomy BCTyny

YKpaiHn go €C Ta MaKCcMManbHO Mokpawmno 6 BianoBigHi npoueaypu. Mpocumo Bac OUIHUTU MOMKAUBICTbL

HafdaHHA YKpaiHi goctyny ao 6a3 aaHux/cuctem/TexHonorit €C y chepi oXxopoHW 340p0B'A, AKi HasBedeHi y

JopaTtky 2 Ao uboro nmcra.

5. nMpaBa iHTenekTyanbHoi BAacHocTi (MNIB)
Mu BU3HaeEMO HeobXxigHicTb iHTeHcudiKay,ii gianory mixk YKpaiHoto Ta EC WwoA0 NpaB iHTENEKTYabHOT BAACHOCTI
3 meTolo 3abesneyeHHA BigNOBIAHOCTI YKpaiHCbKOro 3aKoHoAaBcTBa cTaHAaptam €C. Lle HeobxiaHo Ans
NOKPALWEHHA AOCTYNy A0 reHepUYHUX Ta 6ionoAibHUX NiKapcbKux 3acobiB Nic/ia 3aKiHYEHHA TEPMIHY Aji 3axXucTty
iHTeNeKTyanbHOI BNACHOCTI, BiANOBiAHO A0 3aKoHoAaBcTBa EC.

OcHOBHi pekomeHaaLlii:

1) YcyHyTM naTeHTi npwuB'A3KKM, WO6 3abe3neunT Hes3aNexkHiCTb npouecy HadaHHA [03BOJIB Ha
MapKeTUHI Bid, NAaTEHTHMX MIpKyBaHb, AOTPUMMYKOUYMCb MO3MLii, WO MaTeHTHi CNopu MaloTb
BMpIiLlyBaTMCA B CyAax 3rigHO 3 HALiOHAa/IbHMM NAaTEHTHUM 3aKOHOAABCTBOM.

2) Y3roguTu NOJIOXKEHHA YKPAiHCbKOrO 3aKOHOAABCTBA, LLO CTOCYHOTbCA «MNOJIOXKEHHA bonap», 3
dapmauesTUYHMM 3aKoHoAaBcTBOM EC, 30Kkpema 3 Aupektusoto 2001/83/€C, wob cnpuatu HeralHii
[OOCTYMHOCTI reHepuYHUX Ta BionoaibHMX NiKapcbKMX 3aC06iB Nic/A 3aKiHYEHHA TePMiHY Aji naTeHTy.

3) YTOYHWUTM BNMB BOEHHOTO CTaHY Ha YMOBM NaTEHTYBaHHS, W06 3anobirt NPoaoBXKEHHIO TEPMIHIB, AKi
NnepeLKoAXKaloTb BUXOAY Ha PUHOK reHepUYHMX NiKapCbKuX 3acobis.

Binbw getanbHa iHbopmaLjia NPO NOTOYHI BUKMKM, 3aKOHOAaBYi NMTaHHA Ta NPaKTUYHI KPOKM, NoB'A3aHi 3 MIB,
HaBegeHa y JloaaTky 3 40 LbOro fmcTa.

Mu npocumo Bawoi niaTpUMKKU y OOCATHEHHI BMLLEe3a3HayeHUx npiopuTeTis. Li 3axoaM 3HAa4YHO NPOCYHYTb
iHTerpauito gapmaueBTUYHOrO cekTopy YKpaiHn o €C, npuHecyTb KOPWUCTb NaLiEHTamM Ta CAPUATUMYTb
€KOHOMIYHOMY 3POCTaHHIO.

Mun 3 noBarolo NPOCMMO HafaTWM HaM MOMK/MBICTb 3ycTpiTUCA 3 Bamu abo Bawwmmm npeacraBHUKamu Ans
nogasnbloro obroBopeHHs MPOMOo3uLii, BUKNALAEHUX Y LbOMY /UCTi. Take 0BroBopeHHs A03BOAMAO 6 Ham
PO3PO6UTU KOHKPETHI peKomeHAalii Ta AOCAIAUTM WAAXM CMibHOT pOBOTN ANA AOCATHEHHA METW iHTerpauii
YKpaiHu go €C.

Medicines for Europe nigTBepaKytoTb CBOKO CONiAAPHICTb 3 YKPATHCBKMM HapoAOoM i 3a/IMWAETbCA BigaaHoO
NiATPUMLI LbOro iHTerpawiiHoro wasxy.

3 noBaroto,

AfpiaH BaH aeH XoBeH
leHepanbHUI ANPEKTOP
Medicines for Europe
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Dopaatok 1: CTBOpeHHA HOBOro perynsaTopHoro opraHy (NCA)

Mpouec NiaroToBKKM A0 CTBOPEHHA AreHTCTBa Hapasi 30cepeayKeHunin MalKe BUKAKYHO Ha po3pobui nia3akoHHUX
aKTiB Ta BrOAKETHUX po3paxyHKax. OgHaK BiACYyTHA KOMMJEKCHA cTpaTeris, npeAcTaB/ieHa BCiM 3alikaBiAeHUM
CTOPOHaM Ta Yy3roA)eHa 3 HMMW. TaKa CTpaTeria € KPUTUYHO BaXK/MBOK i MOBMHHA BPAxOBYBATWM HACTYMHi
acneKkTun:

1) Ponb AreHTcTBa Ma€ ByTM YiTKO BM3HAYeHa AK HAa NMOTOYHOMY MeEpexigHOMY eTani, TaK i B KOHTEeKCTi
iHTerpauii YKpaiHn go €C. AreHTCTBO Ma€ Bignosigatv uinam iHTerpauii go €C i 6yTM cnpoeKkToBaHe
Bi4NOBIAHO A0 perynatopHux ctaHaapris €C.

2) BignoBiganbHicTb AreHTCTBa NOBMHHA OXOMJIOBATM HE INLLIE NiKAapCbKi 3acobu, ane M meauyHi BUpobuy,
KOCMETMYHI 3acobun, peyoBMHU NtoacbKoro noxoaskeHHsa (SOHO) Ta iHwi BignoBiaHi Kateropii. La cdepa
NOBMHHA BPax0OBYBATM OYiKyBaHi 3MiHK B 3akoHoAaBcTBi EC y umx chepax.

3) AreHTCTBO Ma€ ByTM CTBOPEHO K NPO30pUi, NPodeciiHNI Ta LiHHICHO OpPiEHTOBAHWIA OpraH, 34aTHUM
iHTerpysaTucA B perynatopHy cmcremy €C.

4)  [OipxuTanizauis Mae cTaTM OCHOBO AianbHOCTI AreHTcTBa, 3abe3neyytoym Npo3opicTb, NpodecioHaniam
Ta edeKTUBHICTb. HUHIWHIM KOHTPOMOYMM OpraHam OpaKye HaneXHUX UMEPPOBUX iHCTPYMEHTIB, WO
0bmeKye iXHI0 34aTHICTb BUKOHYBATM ePEKTUBHI PerynaTopHi Ta HarnAL0Bi GyHKL;i.

5)  Mw pekomeHAayeMO 3anpoBaauTU NPO30PUIA | KOHKYPEHTHUI Npouec Biabopy Ha BCi nocaau B AreHTCTBI,
o6 3abe3neuntn npodecioHaniam i 4O06POUYECHICTb, HE 0OMEKYIOUNCL NPU3HAYEHHAM ros10Bu AreHTcTea. He
NOBMHHO BiAOYyBaTMCA aBTOMATMYHOrO nepeBeAeHHA NepcoHany 3 iCHYHUYMX OPraHis BAagM 40 HOBOTO
AreHtcTBa. Takui niaxia OyB paHille peKomMeHZO0BaHWM MiKHApPOAHUMKM AoHOpaMu YKpaiHi nig 4ac
pedopMyBaHHA iHLIMX OPraHiB AepKaBHOI BaAM, 30KpemMa TUX, LLLO BiANoBiAaloTb 3a 60poTbby 3 Kopynuieto.

6) Mu pekomeHAYEMO CTBOPUTU Bifibll KOMNAKTHe Ta ¢piHaHCOBO edpeKTuBHE AreHTCTBO, Bepyuun 4o yBaru
NeBHUM piBeHb KOHKYPEHLi MiXK areHTCTBaMM 3 peecTpauii NikapcbKunx 3acobis Ta ¢iHAHCOBMI TArap, WO
BNJIMBAE Ha NPUBaAb/IMBICTb PUHKY.

Ba)aHO YHWMKATU NOTEHUiMHWUX aucbanaHciB, Koanm 360pM, WO CNAAYyOTbCA rany3sto, HenponopLiiHO
diHaHCyOTh AiAanbHicTb AreHTcTBa 6e3 YiTKOro 3B'A3Ky 3 BaAPTICTIO Ta AKICTIO HagaHwux nocayr. Mposope
PO3KPUTTA HAaCTyNHOI iHpopMaLii Mae BMpilLaabHE 3HAYEHHA:

o DOyHpoameHT blogKeTy MaiibyTHbOro AreHTCTBa;

e (OcHOBa ANs BM3HaAYeHHA nponopuii ¢piHaHCYyBaHHA 3a paxyHOK ranysesux 360piB Ta AepaBHOro
6roaxKeTy;

e YiTKe MOsACHEHHA TOro, AK OyayTb pPO3pPaxoByBaTUCA 3060pWM ANA PI3HUX KaTeropili perynboBaHOi
npoaykuii (HanpuKknaa, nikapcbKi 3acobu, meanyHi BUpobU, KOCMETMUYHA NPOAYKLLiA TOLLO);

e 3axogu pna 3abesneuyeHHA Toro, Wob 36opu Bynn NponopuiiHUMK i He CTBOpPIOBaN HagMIPHOIO
¢$iHaHCOBOro HaBaHTaXKEHHS Ha ranysb.

LLlo6 BianoBiAaTM OUYiKyBaHHAM CydacHOro, epeKTUBHOro PerynsTOPHOro opraHy, AreHTCTBO Ma€ PO3rasfHYTH
MOXK/IMBICTb LeHTpanisauii Ta onTMmisauii CBOEI AiANbHOCTI, YyHWKalouM aAybntoBaHHA YHKLUIM Ha
perioHanbHOMY piBHi. BMKOPWUCTAHHA UMPPOBUX IHCTPYMEHTIB MaTMme BMUpillaibHE 3HAYeHHA aaA
nigBULLEHHA NiA3BITHOCTI, NPO30pPOCTi Ta NpoLesypHOT ebeKTUBHOCTI, BUPiLLEHHA NPO6EM YH4AaCHUKIB PUHKY
Ta 3MiLHEHHA A0BipN A0 HOBOro AreHTcTBa. TOM CamMMii NPUHLIMM 3aCTOCOBYETLCA | A0 KaApOBOi CTPYKTYypH,
BPaX0OBYO4M, LLLO NHOACHKI PECYPCHU, K NPABUAO, € HANBINBLUOKD CTATTEHD BUTPAT HALiOHANbHUX PErynaTOPHUX
opraHis (NCAs).
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Kpim TOro, Ba*knMBO BPaxoByBaTH, WO 6araTo peryaatopHux GpyHKLil, NoB'A3aHUX 3 NiKapCbKMMmM 3acobamu,
nepenayTb 40 EBPONENCbKOro areHTCTBa 3 NlikapcbKux 3acobiB (EMA) Ta iHwKx opraHis €C.

PekomeHpaliii:

1.

Po3pobutn Ta onybnikyBaTU KOMNAEKCHY CTpaTerito CTBOPEHHA AreHTCTBa 3 YiTKMMM eTanamm Ta Linamu,
y3rogeHumu 3 iHterpauieto go €C.

3anyunTuy BigNOBIAHUX EKCMEepTiB Ta BiAOMCTBA 3 KpaiH-uneHiB EC, siKi MaloTb A40CBig, poboTu B cucTemax,
noAibHMX 40 3annaHoBaHOi CTPYKTypu AreHTcTBa. OCHOBHY yBary ciif, NpuAainvMTi pagHuKam 3 KpaiH 3
NopPiBHAHHUMW EKOHOMIYHMMM Ta PErYNATOPHUMM YMOBAMMU, W06 3ab6e3MneynTy NpakTUYHI Ta 3aCTOCOBHI
pekomeHaaLii.

3anpoBaAnTM KOHKYPEHTHMI Ta Npo30opuii Npouec Biabopy KaHAMAATIB Ha BCi Nnocaan B AreHTcTsi, Wob
cbopmyBaTh npodeciiHy Ta NiA3BITHY KOMaHAY.

MepenpoeKkTyBaTU TePUTOpPIaNbHY CTPYKTYPY A1A YCYHEHHA HeepeKTUBHOCTI Ta BMpilleHHA npobaem
3aLiKaB/IEHNX CTOPiH, BUKOPUCTOBYOUYM LMPPOBI IHCTPYMEHTU ANA LeHTpani3auii NpUNHATTA pilleHb.

3abe3neunTn Npo3ope Po3KpPUTTA Mogeni ¢iHaHCyBaHHA A/1A 3abe3nevyeHHs 36a/1aHCOBAHOTO PO3NOAiny
MiXK aCUTHYBaHHAMM 3 AepXKaBHOro OloAXKeTy Ta ranyseBMmmn 36opamm 3 YiTKUM OBIPYHTYBaHHAM Ta
nponopLjinHicTio.
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DopaTtok 2: foctyn go 6a3 AaHMX OXOpPOHU 3a0poB'a EC

1)

2)

3)

4)

5)

6)

EudraGMDP: Lis 6a3a gaHux mictTuTb iHpopmaLiito Npo cepTUdiKaTh HaNEKHOT BUPOOHNYOI NPaKTUKK
(GMP) Ta npakTUKK gUcTpubyLii (GDP), wo ctocytoTbea papmaL,eBTUYHUX KomnaHin B EC. 3rigHo 3 Beb-
caiitom EMA Y, pepskasu-uneHn EE3 BKAOYAlOTb AaHi A0 6asm gaHux EudraGMDP no mipi ix
Haaxo4KeHHs. PerynatopHi opraHn €EE3 matoTb NoBHUI aoctyn Ao EudraGMDP Ha YMTaHHA Ta 3anuc,
TOoAi AK [eAKi MiKHApOAHI PerynATopHi MapTHEpPUM MatoTb HeobMeXKeHMM [AOCTyn Ha YMTaHHA.
HeobmerkeHuW A0oCTyn Ans YATAHHA AOMOMOXKE YKPaiHCbKMM OpraHam BAagu y3roauMTtu cBOI Aji 3i
CTaHZapTamu Ta npasunamu EC, cnpuatnme besnepeLwkoaHil Toprieni Ta 4OTPMMaHHI0 Hopm EC ans
€BPOMNENCHKMX Ta YKPATHCbKMX KOMMAHIiN, @ TaKOXK NOKPALLUTb AePrKAaBHUN KOHTPOAb Y Uik cdepi.

EMVS (EeponeiicbKa cuctema Bepudikauii nikapcbkux 3acobis): EMVS, sk 3aranbHoeBponeicbKka
cUCTEMA, MOK/MKAHA 3anobirTM noTpanasHH ¢danbcuiKoBaHMX NiKiB Y NaHUIOr NMocTaBoK. BoHa
nepeBipae aBTEHTUYHICTb NiIKapPCbKMX 3ac0biB Ha Pi3HWX eTanax JaHutora nocTayaHHA 3a 4ONOMOroH
YHiKaNbHOro igeHTMdikaTopa Ta NPUCTPOID 3axUCTy Big, NiapobKM Ha ynakosui. Joctyn go EMVS
[03BO/IUTb YKPAIHCbKMM OpraHam BfagM Ta yyacHMKam ¢apmMaLeBTMYHOIO NaHutora noCTaBOK
3abe3neyntn 6e3neky Ta aBTEHTUYHICTb NiKapCcbKux 3acobis. Lle gonomoxke HabamsuTtu YkpaiHy Oo
ctaHaapTiB €EC y coepi 6e3nekn nikapcbkMx 3acobiB Ta edeKTMBHO HopoTuca 3 nigpobaeHumu
NiKapcbKMMK 3acobamu.

IDMP/SPOR (Identification of Medicinal Products / Substances, Products, Organizations, and
Referentials - |geHTndikauia nikapcbkux 3acobis/cybcraHuin, NpoayKTiB, opraHi3auiii Ta nocunaHb):
IDMP/SPOR - ue craHaapt Ta 6a3u gaHux A1a yHiKanbHo! igeHTUdiKauii nikapcbkux 3acobis B8 EC.
IHTerpauia go umx 6as gaHWx JONOMOXKe YKpAiHCbKMM cyb'eKTam rocnofaproBaHHA BiAMNOBiIAATU
dapmaL,eBTMYHUM cTaHAapTam EC Ta NOKpaLWMTb ynpaBaiHHA iHpopMaL,ieto Npo nikapcbKi 3acobu.

EudraVigilance: Lle cuctema 3BiTHOCTI Ta OLiHKM NOBGiIYHMX edeKTiB niKkiB B EC, AKa BUKOPUCTOBYETLCA
AN MOHITOpuHIy 6e3neku nikapcbkux 3acobis. IHTerpauia o EudraVigilance possonutb YkpaiHi
epeKTUBHO KOHTPO/tOBATK Be3neKy NiKapcbkux 3acobiB BiAMNOBIAHO A0 cTaHAApPTIB papmakoHarnagy
€C.

IHpopmauiiHa cuctema KniHiuHUX aocnigKeHb (CTIS): CTIS niaTpumye cepefoBulie KAiHIYHMX
nocnigxkeHb EC, 3abe3neuyoun eAnHy TOYKY BXoAay A4 NOAAHHSA Ta NiATPUMKK 3a8BOK Ta iHbopmaLii
NpPO KAiHIYHI gocnigXKeHHa. [octyn OO0 CUCTEMM NPUHECE KOPUCTb YKPAIHCbKMM A0CAIAHULBKMM
ueHTpam Ta dapmMaueBTUYHMM KOMMAHIAM, MONETLWYOUYM Yy4acTb Y EBPOMENCbKUX  KIIHIYHMX
BMMNPODOYBAHHAX, TMM CAMMM MOCU/TIOOYM HAYKOBO-A0C/iAHMLKY CMiBNpPaLo Ta PO3BUTOK.

IRIS (3aranbHuii penosuTtopiii iHGopmauii Npo KniHiuHi BUNpobyBaHHA): IRIS - uUe iHTerpoBaHa
perynatopHa nnatopma, WO BUKOpUCTOBYETbCA EMA anAa  ynpaBniHHA OOKYMeHTaLiEw Ta
PerynaTopHMMM MNOAAHHAMM LWOAO KAIHIYHMX BMNpobyBaHb. PaHHiIM pocTtyn cnpocTuTb npouec
yNpaBAiHHA MNoJadeld OOKYMEHTIB Ta B3aemogito 3 EMA, wo cnpuatmme Kpawomy AOTPMMAHHIO
perynaTopHUX BUMOT.

15 https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-
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Dopatok 3: [leTanbHi N0N0XKeHHA NPO NpaBa iHTeneKTyanbHoi BaacHocri (MNIB)

1)

YCYHEeHHA NaTeHTHOI NpuB'A3KKM: Mu po3ymiemo, WO, Ha BigMiHy Big 6yab-AKoi KpaiHu-yneHa €C, B
YKpaiHi nogaHHA 3aABKM Ha peecTpauilo reHepuKka/6ionoaibHoro npenapaTy PoO3rnAfaETbCA AK aKT
NOpYLUEeHHSA MaTeHTHUX npaB. ToMy, KOMM NOJAETbCA 3asABKA Ha pPeecTpaLilo reHepuka/bionogibHoro
npenapary, BAACHUK pedepeHTHOro NPoAyKTYy MOXKe OTPUMaTK CyAoBY 3aDOPOHY Bifg, HALOHANbHOMO
CyAY, AKA NPU3YNUHAE OLHKY reHepuKa Ta BUAaYy PEECTPALLiMHOro NOCBIAYEHHSA A0 3aKiHUEHHS TEPMIHY
Aii naTeHTy, Wo $haKkTMYHO BigKNaAaE 3anycKk reHepuKa/bionoaibHoro npenapaTy Ha TPMBaAWIA Yac nicna
3aKiHYEeHHA TepMiHy Aii naTeHTy.

CraTTa 16 3akoHy Ne 2469-IX «[lepKaBHa peecTpauin pedepeHTHUX Ta FTeHEPUUYHUX NiKapCbKUX 3acobiB»
HaZla€ PEryiATOPHUM oOpraHam (opraHy AepyaBHOrO KOHTPO/O) 3arafibHi NOBHOBAaXEHHA LWO0A40
3abe3neyeHHs «3axuUcTy NpaB iHTENEeKTyasbHOI BNACHOCTI» BNACHMKIB PEECTPALiMHMX MOCBiAYEHb B
KOHTEKCTi 3afBOK Ha reHepuuHi nikapcbki 3acobu. Ctatra 37 «[liactaBu Ans NPUUHATTA PiLUEHHA Npo
BiAMOBY B Aep’KaBHill peecTpalii/nepepeectpauii nikapcbkoro 3acoby» nepegbayae, WO NOPyLIEHHSA
npas iHTeNeKTya/IbHOI BAACHOCTI € MiACTaBO A1 BiAMOBW Y BUAAYI PEECTPALLIMHOIO NOCBigYeHHs, a
ctatra 39 «[pU3ynMHEHHSA, CKacyBaHHA Ta NPUMNUHEHHA Aji Aep’KaBHOI peecTpaLii NikapcbKoro 3acoby»
nepeabayae, WO NOPYLIEHHA MpaB iHTe/IeKTya/bHOI BNAACHOCTI € NiAcTaBolo A1s NPU3YNUHEHHS abo
aHyl0BaHHA peecTpaliiiHoro nocsigdeHHA. Lli X nonoskeHHs (Hanpuknag, ctatra 9 3akoHy «lpo
NiKapcbKi 3acobu» Ne 123/96-BP sig 4 ksiTHA 1996 poky'®) TakoX MIiCTATbCA B YNHHOMY 3aKOHOABCTBI
Ta NiATPUMYIOTLCA YKPATHCbKMMM Cygamu.

MeTo0 LMX NOJIOMKEHb, AK BUAAETHCA, € MPUB'A3KA NPOLECY peECTpaLLii NiKapCbKMX 3acobiB A0 NAaTEHTHUX
npaBs BAaCHUKa pedepeHTHOro npenapaTy, Wo € ABHUM NPUKAAL0M NaTEHTHOI NPUB'A3KK, HA BiAMIHY Bif,
3aKoHoZaBcTBa EC, siKe He nepeabayae Takoi NpuB'A3KK. NaTeHTHa NPUB'A3Ka NOTEHLIMHO NepeLKoaKae
ebeKTMBHOMY BMXOAY Ha PUHOK reHepuyHMx Ta 6GionogibHMx nikapcbKMx 3acobis ogpasy nicas
3aKiHYeHHs TepMiHy aii naTeHTiB Ha cybcTaHLUil. Lle € He3aKOHHUM | He A0MYCKAETbCA 3aKOHO4aBCTBOM
€C, Ha YoMy HeoaHOpPa30BO HarosowyBana Esponencbka Komicia y 3BiTi Npo gocnigrKeHHs ceKkTopy 3a
2009 pik (ctop. 315)Y, a Takox y HewopaBHiM nponosuuii Woao nepernagy dbapmaleBTUYHOro
3aKoHogaBcTBa EC, B AKil Le pa3 po3'ACHIOETLCA, LLO KOMMNETEHTHI OpraHn He MoXKyTb 6a3yBaTu CBOI
pilleHHSA WOA0 peecTpalii NikapcbKMx 3acobiB Ha NaTeHTHOMY cTaTyci abo cTaTyci 40AaTKOBOT OXOPOHMU
pedepeHTHOro Nikapcbkoro 3acoby. HanexXHo NAoWwaaKo A8 NaTeHTOBAACHMKIB 415 3aXMCTY CBOIX
NaTeHTHMX NpaB NPOTM MMOBIPHMX MOPYLIHMKIB € HALiOHANbHI Cyau BigNOBIAHO A0 HaLiOHa/NbHOIO
naTeHTHOro 3aKOHOAABCTBA. TaKWUii PO3rnsag 403BOJAE NPEACTABHULTBO 060X CTOPiH, Ma€ BCTaHOB/EHI
npoueaypv Ta CTPOKM, Nepenbavyae BUHECEHHA PilUEHHA CYAAAMM, AKI € KOMNETEHTHUMM Y BUPILLEHHI
NaTEHTHMUX NUTaHb | KepyloTbCA MNPaBOBMMW MpeLefieHTamMMu, a TaKOX [03BOJIAE 3aCTOCOBYBATU
BiZNoBigHI 3acobu NpaBOBOro 3axUCTy, TakKi AK NonepeaHi cyAoBi 3a60pOHM Ta BiAWKOAYBAHHA 36MTKIB.
FapmoHi3auia «nonoxeHHA Bonap»: IcHye HeobXiaHICTb y3roanTM yKpaiHCbKe 3aKOHOAABCTBO LWOAO
«nosioKeHHa bonap» 3 dapmaLeBTUYHUM 3aKoHOAaBcTBOM EC. Ha Hawy aymky, ymHHe (3akoH «[lpo
Nikapcbki 3acobu» Ne 123/96-BP Big 4 k8iTHA 1996 poKy Ta 3arasibHe 3aKOHOAABCTBO MPO iHTENIeKTYa ibHY
BNIACHICTb) Ta MalbyTHe (3akoH «[Mpo fikapcbki 3acobu» Ne 2469-1X Big 28 nunHa 2022 poKy)
3aKOHOZaBCTBO YKpaiHW O03BO/IAE HAaJaBaTU O03BOJIM HA NPOAAXK reHepuU4yHMX NpenapatiB Auvwe 3a
YMOBM BMKOHAHHA [0AaTKOBMX 30008B'A3aHb abo 3a BMHATKOBMX OOCTaBMH, @ Ha NpakTUUi cyau
pOo3rnAgatoTb 3aABKM HA OTPUMAHHA PEECTpauii AK NOpyLeHHA NaTeHTHWUX npas. Mu Hanonernvso
PEKOMEHAYEMO Y3rOAWUTU LEe MNONOXKEHHS 3 (OPMYNIOBAaHHAM, fIKE BMKOPWUCTOBYETbCA B cT. 10(6)
Onpektnen 2001/83/€C, B AKilA 3a3HaYEHO, LLLO NPOBEAEHHA HEOBXiAHMX AOCAIAKEHDb | BUNPOobyBaHb 3

16 https://zakon.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80#Text

17 https://competition-policy.ec.europa.eu/system/files/2022-05/pharmaceutical sector inquiry staff working paper partl.pdf

patients e quality  value e sustainability e partnership 15


https://zakon.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80#Text
https://competition-policy.ec.europa.eu/system/files/2022-05/pharmaceutical_sector_inquiry_staff_working_paper_part1.pdf

= medicines
(‘C foreurope

better access. better health.

METO OTPMMAHHA 03BOJIY HAa NPOAAX Ta BiANOBiAHI NPAKTUYHI BUMOTM HE MOBUHHI po3rnagaTnca Ak
TaKi, WO cynepeyaTb MAaTeHTHUM npaBam abo cepTudikaTam [0[ATKOBOTO 3aXUCTy ANS NiKAPCbKUX
3acobis.

3oKkpema, 6e3yMoBHI peecTpalLii Ha NiKapcbKi 3acobun NOBUHHI BYTN BKAKOYEHI A0 chepu Ail «NoN0KEeHHA
Bonap». Lle € KntoyoBmMm an1a 3abe3neyeHHs NPaBoBOi BU3HAYEHOCTi Ta CBOEYACHOTO AOCTYNY NaLEHTIB
00 reHepuyHMX Ta bionoaibHMX nikapcbKkux 3acobiB oapasy nicaa 3akKiHUeHHA TepMiHy Aii BignosigHoro
nateHty. Cnig, TakKoX 3a3HauMTM, WO Y CBOIM HeWwoAaBHiM nponosuuii wWwoao nepernagy
dapmaLeBTUYHOro 3akoHoaaBcTBa EC EBponelicbka Komicin 4iTKo 3a3Haumnna, WO «NonoxeHHs bonap»
MaE€ BK/IOYATU AOCNIAXKEHHA Ta BUNPOOYBaHHA, @ TAKOMXK iHLWI BUAW AiaNbHOCTI, HeobXigHi aAna npouecy
PerynaToOpHOro 3aTBEPAMKEHHS, OLIHKM TEXHONOTIM 3 TOYKM 30Py OXOPOHM 340p0B'A , LLIHOYTBOPEHHSA Ta
peimbypcauii. Taka y3roasKeHicTb MixK 3akoHogaBcTBom EC Ta YKpaiHM WoA0 «nonoxeHHs bonap» €
byHAaMeHTanbHO ANa 3abe3neyvyeHHs pPiBHUX YMOB A1 PO3POOHMKIB reHepuyHux Ta bionogibHmx
NiKapcbKux 3acobiB B 060x perioHax.

Po3'ACHEeHHA BNIMBY BOEHHOTO CTaHy Ha NaTeHTYBaHHA: TaKOX 3BEPTAEMO yBary Ha HenepeabayyBaHi
Hacnigku 3akoHy Ne 2174-1X sig 1 KeiTHA 2022 poky «[po 3axmcT iHTepecis ocib y cdepi iHTenekTyanbHoi
BJIACHOCTI Mif, Yac Aii BOEHHOrO CTaHy, BBEAEHOrO Yy 3B'A3KY i3 36poiHoto arpecieto Pocicbkoi ®egepadii
npotv YKpaiHn»8 . MpusynnuHeHHs aii naTeHTHUX NpaB Ha Nepio, BOEHHOTO CTaHy NPMU3BE/Oo A0 TOro, Lo
Cy0Ba NPaKTMKa PO3rnaAae NPOAO0BKEHHA CTPOKY Aii MaTeHTY sIK TaKe, WO He 3aKiHYMA0CA B ek nepioa,
LLLO YHEMOK/INBJIIOE BUBEAEHHA HA PUHOK FEHEPUYHUX NPOAYKTIB MO 3aKiHYEHHIO CTPOKY Aii NaTeHTY, TUM
CaMMUM LLKOAAYM JOCTYNY NALLiIEHTIB A0 AOCTYMHUX JiKiB. B YKpaiHi TpMBatOTb OPUAMYHI CyNepeykm LWwoao
TAyMayeHHs 3akoHy Ne 2174-1X. OcHoBHa cynepeyka CTOCYETbCA TOr0, UM NPOLOBIKYE Liei 3aKOH Aito BCiX
NaTEHTIB A0 KiHUA BOEHHOrO CTaHy. LlA HEOAHO3HAYHICTb NpM3BENa 40 YNCAEHHUX CYAO0BMX CMpaBs, WO
we binblle yckNagHWAO perynatopHe cepenosue ans GapmaLeBTUYHUX KOMNaHIKA. [aa BUpieHH:
UMX MUTaHb y YepBHi 2023 poKy A0 YKpaiHCbKOro napaameHTy 6yno BHeCEHO ABa 3aKOHOMPOoeKTH (N2
9383% 13 N2 9383-1%° ). OHaK Lji 33aKOHOMPOEKTM He AOCATIN 3HAYHOrO NPOrpecy, 3a/UWMBLLN NUTAHHA
NPOAOBXKEHHA TEPMiHY Aii NAaTEHTY HEBMPILLEHUM i TPOAOBKYIOYM NEPELLUKOAKATU CBOEYAaCHOMY BUXOAY
reHepuYHMUX NpenapaTiB Ha PUHOK.

MM 3aKNIMKAEMO BHECTM YiTKy 3aKOHOZABYY MOMPABKY MPO Te, WO BOEHHWM CTaH He nepepbayvae
aBTOMAaTUUYHOIO NPOAOBXKEHHS TEPMIHY Al NaTEHTY MicNA 3aKiHYEHHA MOro CTPOKiB Aii. Lle pos'acHeHHs
HeobxigHe Ana 3anobiraHHA HEHAaBMMCHOMY MPOLOBMKEHHIO CTPOKiB, WO O/IOKYE BNPOBAAKEHHS
reHepUYHMX NiKapCcbKUX 3acobis.

18 https://zakon.rada.gov.ua/laws/show/2174-20#Text

19 https://itd.rada.gov.ua/billinfo/Bills/Card/42109

20 https://itd.rada.gov.ua/billinfo/Bills/Card/42182
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