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To:

Mr. Mykhailo RADUTSKY!I
Chairman of the Verkhovna Rada Committee on National Health,
Medical Care, and Health Insurance

Cc:
Mr. Dmytro NATALUKHA
Chairman of the Verkhovna Rada Committee on Economic Affairs

Ms. Olha STEFANISHYNA
Deputy Prime Minister for European and Euro-Atlantic Integration of
Ukraine - Minister of Justice of Ukraine

Mr. Viktor LIASHKO
Minister of Health of Ukraine

Ms. Katarina MATHERNOVA
Ambassador of the EU to Ukraine

Ms. Olena ORLIUK
Director of the Ukrainian National Office for Intellectual Property and
Innovations (UANIPIO)

28 April 2025

Subject: Medicines for Europe Proposals for the Draft Law of Ukraine "On Amendments to Certain Laws of Ukraine
Regarding the Implementation of the Bolar Provision" No. 13087 of 12 March 2025

Dear Chairman Radutskyi,

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

Therefore, we welcome the initiative to align Ukrainian legislation regarding the Bolar exemption with EU pharmaceutical
legislation, specifically Directive 2001/83/EC. This alighment, as proposed in the Draft Law of Ukraine "On Amendments to
Certain Laws of Ukraine Regarding the Implementation of the Bolar Provision" No. 13087 of 12 March 20252, passed in first
reading on 15 April 2025, will facilitate the immediate availability of generic and biosimilar medicines post-patent expiry.

The current (Law On Medicines No. 123/96-BP of 4 April 1996, Law On the Protection of Rights to Inventions and Utility
Models) and future (Law On Medicines No. 2469-IX of 28 July 2022) Ukraine legislation allows the granting of marketing
authorisations (MA) 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 strongly recommend an
alignment with the language used in art. 10(6) of Directive 2001/83/EC, which specifies that conducting the necessary

1 https://www.medicinesforeurope.com/wp-content/uploads/2025/02/Medicines-for-Europe-Letter-UA-Accession-Priorities-03.02.2025.pdf
2 https://itd.rada.gov.ua/billinfo/Bills/Card/55950
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studies and trials with a view to obtaining a market authorisation and the consequential practical requirements shall not be
regarded as contrary to patent rights or to supplementary protection certificates (SPC) for medicinal products.

Unconditional marketing authorisation (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.

Additionally, unlike in any EU Member State, in Ukraine, the submission of a generic or biosimilar MA application is
considered an act of patent infringement. This means that when a generic or biosimilar MA application is filed, the reference
product owner can seek an injunction from national courts to suspend the assessment and granting of the MA until after
patent expiry. As a result, the launch of generic or biosimilar medicines is often delayed well beyond the patent expiry and
thus monopoly of patent owner is unjustly prolonged.

Also, Article 16 of the Law No. 2469-IX 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 foresees that IP infringement is a ground for
rejecting MA applications, while article 39 provides that IP infringement is grounds for suspending or revoking MA
applications. Similar provisions exist in the current legislation (e.g., Article 9 of the Law on Medicinal Products No. 123/96-
BP of 4 April 1996) and are enforced by Ukrainian courts.

These provisions effectively link the MA process to the patent rights of the reference product owner, a practice known as
patent linkage, which is explicitly prohibited under EU law. Patent linkage prevents the timely market entry of generic and
biosimilar medicines immediately after substance patent expiry, as highlighted in the European Commission’s Sector Inquiry
Report of 2009 (p. 315)3 and reaffirmed in the recent EU pharmaceutical legislation review proposal. The European legal
framework mandates that regulatory authorities must base MA decisions on scientific assessments rather than the patent
or SPC status of the reference medicinal product. Patent disputes should be resolved in national courts according to
established legal procedures, where both parties can present their cases before judges with expertise in patent law.

Although the Draft Law represents a significant step forward in addressing this issue, we urge further improvements in the
following areas:

1. Elimination of patent linkage in all forms

As explicitly stated by the European Commission, patent linkage is illegal, since it creates a connection between different
legal institutions and different matters that should not be interconnected (and that would open the doors to abuses/misuses
of patents to delay generic medicines): the private-law sphere (patent rights protection) and the state registration of
medicinal products (the public sphere). Disputes between private entities on private rights should be resolved by courts.
Regulatory bodies responsible for the registration of medicinal products take their decisions based on scientific assessments
and do not have the necessary authority and expertise and therefore should not be given any powers or responsibilities
related to patent rights.

In this regard, we cannot support the following proposals:
1) Notification of the patent holder or SPC holder regarding the intent to apply the Bolar provision

This requirement is unjustified and would increase the risk of patent holders abusing their rights by seeking artificial
court injunctions to obstruct the practical application of the Bolar provision. Such a requirement would jeopardize
Ukraine’s pharmaceutical manufacturing base.

2) Cancellation of MA following a court decision confirming patent infringement

This concept maintains a form of patent linkage that is illegal and anticompetitive under EU law. We propose deleting
all provisions that allow for MA cancellation based on IP-related matters.

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

patients e quality e value e sustainability e partnership )


https://competition-policy.ec.europa.eu/system/files/2022-05/pharmaceutical_sector_inquiry_staff_working_paper_part1.pdf

_~ medicines
(iC foreurope

; better access. better health.

2. Fines should not be discriminatory

We strongly oppose the introduction of fines in connection with alleged patent infringement based on the filing or granting
of marketing authorisations. The introduction of fines would unjustly single out the pharmaceutical sector compared to all
other technical fields where patent infringement disputes are resolved without automatic financial penalties imposed by
law. Such sector-specific penalties would be discriminatory, increase litigation risks and costs for all parties, and ultimately
raise the price of medicines for patients.

Moreover, the threat of disproportionate financial sanctions could deter legitimate market entry efforts by generic and
biosimilar developers, undermining competition and patient access to affordable treatments. Patent disputes should be
resolved through regular judicial proceedings under the general principles of civil law, without imposing automatic, punitive
measures on one specific industry.

Only if fines are nevertheless introduced, they must at least be reciprocal and non-discriminatory: unjustified court claims
can hinder legitimate market entry, limit patient access to essential medicines, and create undue financial burdens. We
propose introducing liability for both parties by adding the following provision: “If the court determines that no patent
infringement has occurred, it shall impose a fine on the patent holder equivalent to five times the revenue obtained from the
sale of such medicinal products from the date of the court claim. The fine shall be transferred to the state budget.”

3. Our proposed legislative amendments

We propose duplicating the clarification of the Bolar provision in both current and future versions of the Law on Medicinal
Products and eliminating all existing patent linkage provisions. A detailed comparative table with our proposed amendments
is attached in the Annex to this letter.

We kindly request your support in addressing the proposals outlined above. Implementing these measures will significantly
advance Ukraine’s pharmaceutical sector integration into the EU, ensuring patient access to high-quality medicines and
fostering economic growth.

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

Yours respectfully,

dv/ &WK——

Adrian van den Hoven
Director General
Medicines for Europe
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Annex: Comparative Table for the Draft Law of Ukraine "On Amendments to Certain Laws of Ukraine Regarding the Implementation of the Bolar Provision"

Current Legislation

Proposed Amendments

Medicines for Europe Amendments

Comments

Law of Ukraine "On Medicinal Products" No. 123/96-BP of 4 April 1996

Article 9. State Registration of Medicinal Products

<>
For the disclosure or unlawful use of
registration information, guilty persons
shall be held disciplinarily,
administratively, civilly, and/or criminally
liable in accordance with the laws of
Ukraine. The reference by an applicant to
the registration information of a
reference/original medicinal product and
its use in registration materials submitted
by them for the registration of another
medicinal product containing the same
active substance as the reference/original
medicinal product shall not be considered
as disclosure or unfair commercial use of
such information.

<>
For the disclosure or unlawful use of
registration information, guilty persons
shall be held disciplinarily,
administratively, civilly, and/or criminally
liable in accordance with the laws of
Ukraine. The reference by an applicant to
the registration information of a
reference/original medicinal product and
its use in registration materials submitted
by them for the registration of another
medicinal product containing the same
active substance as the reference/original
medicinal product shall not be considered
as disclosure or unfair commercial use of
such information.

<>
For the disclosure or unlawful use of
registration information, guilty persons
shall be held disciplinarily,
administratively, civilly, and/or criminally
liable in accordance with the laws of
Ukraine. The reference by an applicant to
the registration information of a
reference/original medicinal product and
its use in registration materials submitted
by them for the registration of another
medicinal product containing the same
active substance as the reference/original
medicinal product, submission and review
of an application for state registration (re-
registration) of a medicinal product,
submission of materials for the
examination of registration materials for
a medicinal product and their review, the
decision on state registration (re-
registration) of a medicinal product,
inclusion of information on a medicinal
product in the State Register of Medicinal
Products, issuance or receipt of
registration documents for a medicinal
product, and other registration-related
actions as prescribed by law, shall not be

We propose that the clarification of the
"Bolar provision" be duplicated in the
current and future laws "On Medicinal
Products"
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considered as disclosure or unfair

commercial use of such information.

<...>
Deleted
<...>

We propose the complete removal of all
existing patent linkage provisions.

Law of Ukraine "On Medicinal Pro

ducts" No. 2469-IX of 28 July 2022

Article 39. Suspension, Revocation, and Termination of the State Registration of a Medi

cinal Product

3. A decision to revoke the state
registration of a medicinal product is made
if at least one of the following grounds is

3. A decision to revoke the state
registration of a medicinal product is made
if at least one of the following grounds is

3. A decision to revoke the state
registration of a medicinal product is made
if at least one of the following grounds is

We propose the complete removal of all
existing patent linkage provisions.

present: present: present:
<...> <...> <...>
8) infringement—of—valid—intellectual | 8) Fhe—entry-intotegalforce—ofa—court | 8) Deleted
Property HehtH ¥ 8 8
. 8 . P ' RFORers)
'llill |',| - ' gl oy ; licinalorod &
<..> result-of-ts—placement-onthe-marketin
Ukraine (including offering le, sale,
| . ed
ialization) before .
nation of such riahts in Ukrai
patients e quality e value e sustainability e partnership 5




= medicines
('C foreurope

better access. better health.

Article 40. Legal Regime of Information Contained in the Registration Dossier

1. The information contained in the
registration dossier is classified as
confidential information in accordance
with the law and is subject to protection by
the state regulatory authority against
disclosure and unfair commercial use,
except for information whose disclosure is
required by this Law.

The reference by an applicant to the
registration information of a
reference/original medicinal product and
its use in the registration dossier materials
(registration materials) submitted for the
registration of another medicinal product
containing the same active substance as
the reference/original medicinal product
shall not be considered as disclosure or
unfair commercial use of such information.
<>

Not amended

1. The information contained in the
registration dossier is classified as
confidential information in accordance
with the law and is subject to protection by
the state regulatory authority against
disclosure and unfair commercial use,
except for information whose disclosure is
required by this Law.

The reference by an applicant to the
registration information of a
reference/original medicinal product and
its use in the registration dossier materials
(registration materials) submitted for the
registration of another medicinal product
containing the same active substance as
the reference/original medicinal product,
submission and review of an application
for state registration (re-registration) of a
medicinal product, submission of
materials for the examination of
registration materials for a medicinal
product and their review, decision on
state registration (re-registration) of a
medicinal product, inclusion of
information on a medicinal product in the
State Register of Maedicinal Products,
issuance or obtaining of registration
documents for a medicinal product, and
other registration-related actions as
established by law, shall not be
considered as disclosure or unfair
commercial use of such information.

<.>

We propose that the clarification of the
"Bolar provision" be duplicated in the
current and future laws "On Medicinal
Products"

Article 41. Data Exclusivity of Registration Dossier Materials

patients e quality e value e sustainability e partnership 6
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<>
4. The use of registration information by
the applicant as necessary for submission
during the state registration procedure of
a medicinal product, with reference to the
registration information of the reference
medicinal product, shall not be considered
disclosure or unfair commercial use.

<>

8. The provisions of this article and-the
ist £ rial isingf
do not preclude another applicant
(manufacturer) from carrying out, during
the periods specified in parts one and two
of this article and-during-the-term-of-the
patent, the relevant development and
testing, including conducting studies on
the biological or therapeutic equivalence
between a generic and a reference
medicinal product, obtaining
recommendations on the procedures for
state registration of such a medicinal

product, state registration  under
obligations, and state registration of a
medicinal product under exceptional

circumstances.

<...>
Not amended

8. The provisions of this article do not
preclude another applicant
(manufacturer) from carrying out, during
the periods specified in parts one and two
of this article, the relevant development
and testing, including conducting studies
on the biological or therapeutic
equivalence between a generic and a
reference medicinal product, obtaining
recommendations on the procedures for
state registration of such a medicinal

product, state registration  under
obligations, and state registration of a
medicinal product under exceptional

circumstances.

<>
4. The use of registration information by
the applicant as necessary for submission
and carrying out the state registration
procedure of a medicinal product, with
reference to the registration information
of the reference medicinal product, shall
not be considered disclosure or unfair
commercial use.

<>
8. The provisions of this article do not
preclude another applicant

(manufacturer) from carrying out, during
the periods specified in parts one and two
of this article, the relevant development
and testing, including conducting studies
on the biological or therapeutic
equivalence between a generic and a
reference medicinal product, obtaining
recommendations on the procedures for
state registration of such a medicinal
product, state registration  under
obligations, and state registration of a
medicinal product under exceptional
circumstances, as well as obtaining
decisions on state registration (re-
registration) of a medicinal product,
inclusion of information on a medicinal
product in the State Register of Medicinal
Products, obtaining of registration
documents for a medicinal product, and
other actions related to registration (re-
registration) as established by law.

We propose that the clarification of the
"Bolar provision" be duplicated in the
current and future laws "On Medicinal
Products"

Law of Ukraine "On the Protection of Rights to Inventions and Utility Models" (Official Bulletin of the Verkhovna Rada of Ukraine, 1994, No. 7, Article 32, as amended).

Article 31. Actions that are not considered an infringement of rights

|
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5. The importation of goods manufactured
using an invention (utility model) into the
customs territory of Ukraine in accordance
with the law, for research purposes and/or
for the use of the invention (utility model)
in studies conducted for the preparation
and submission of information for the
registration of a medicinal product, is not
considered an infringement of patent
rights.

5. Actions that are not considered an
infringement of patent rights:

actions conducted during the term of a
patent and/or the period of additional
protection for the purpose of preparing
and submitting information, documents,
and materials for the state registration of
a medicinal product, namely:

a) Importation of goods manufactured
using an invention (utility model) into the
customs territory of Ukraine in
accordance with the law for research
purposes (physico-chemical, preclinical,
clinical, and other studies).

b) Use of an invention (utility model) in
research (physico-chemical, preclinical,
clinical, and other studies), including
manufacturing, storage, and
transportation of products or medicinal
products containing the product,
produced within the framework of such
studies.

c) Other actions that, according to this
Law, constitute the use of an invention
(utility model) if they are necessary for
the production of a product or medicinal
product containing the product for the
above-mentioned purposes.

manufacturing during the term of the
patent of a product or a medicinal
product containing the product using a

5. Actions that are not considered an
infringement of patent rights:

actions conducted during the term of a
patent and/or the period of additional
protection for the purpose of preparing
and submitting information, documents,
and materials for the state registration of a
medicinal product, namely:

a) Importation of goods manufactured
using an invention (utility model) into the
customs territory of Ukraine in accordance
with the law for research purposes
(physico-chemical, preclinical, clinical, and
other studies).

b) Use of an invention (utility model) in

research (physico-chemical, preclinical,
clinical, and other studies), including
manufacturing, storage, and

transportation of products or medicinal
products  containing the  product,
produced within the framework of such
studies.

c) Other actions that, according to this Law,
constitute the use of an invention (utility
model) if they are necessary for the
production of a product or medicinal
product containing the product for the
above-mentioned purposes.

manufacturing during the term of the
patent and/or the period of additional
protection of a product or a medicinal

patients e quality e value e sustainability e partnership 8
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patented invention for the purpose of
export to third countries, as well as other
actions recognized by this Law as the use
of an invention, if they are necessary for
the manufacture of the product or
medicinal product containing the product
for export to third countries.

submission and review of an application
for the state registration of a medicinal
product, submission of materials for the
examination of registration documents
for a medicinal product and their
evaluation, decision-making on the state
registration of a medicinal product,
inclusion of information about the
medicinal product in the State Register of
Medicinal Products, issuance or receipt of
registration documents for the medicinal
product, and other actions related to the
registration of a medicinal product in
accordance with the law, during the term
of the patent and/or the period of
additional protection.

A person intending to carry out the
actions specified in the sixth paragraph of
this section must comply with the
requirements established in part six of
Article 27-1 of this Law.

A . ; I
. Hod i | ;
b of thi X iy
s \ hold P

product containing the product using a
patented invention for the purpose of
export to third countries, as well as other
actions recognized by this Law as the use
of an invention, if they are necessary for
the manufacture of the product or
medicinal product containing the product
for export to third countries.

submission and review of an application
for the state registration of a medicinal
product, submission of materials for the
examination of registration documents for
a medicinal product and their evaluation,
decision-making on the state registration
of a medicinal product, inclusion of
information about the medicinal product
in the State Register of Medicinal Products,
issuance or receipt of registration
documents for the medicinal product, and
other actions related to the registration of
a medicinal product in accordance with
the law, during the term of the patent
and/or the period of additional protection.

A person intending to carry out the actions
specified in the sixth paragraph of this
secion must comply with the
requirements established in part six of
Article 27-1 of this Law.

Deleted

Notification of the Patent Holder (or SPC
holder) regarding the intention to apply
the Bolar provision—besides the above,
there is no justified reason for this if not

patients e quality e value e sustainability e partnership 9
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braitted—i I i hi
section:

that this would increase the risk of patent
holders abusing their rights and
attempting to obtain artificial court
injunctions against  the practical
application of the Bolar provision. As
explained above, unless Ukraine intends to
completely lose its medicines
manufacturing base, this proposal does
not make any sense.

Article 34. Infringement of the Rights of
the Patent Holder

2. At the request of the patent holder, such
infringement must be stopped, and the
infringer is obliged to compensate the
patent holder for the material damage
caused by reimbursing losses or paying
compensation, as well as for any non-
material (moral) damage inflicted.

The amount of damages compensation is
determined by the court, taking into
account the lost profits or the income
gained by the infringer as a result of
violating the patent holder's rights.

Article 34. Infringement of the Rights of
the Patent Holder

2. At the request of the patent holder, such
infringement must be stopped, and the
infringer is obliged to compensate the
patent holder for the material damage
caused by reimbursing losses or paying
compensation, as well as for any non-
material (moral) damage inflicted.
Additionally, in-cases-provided-for-by-this
The amount of damages compensation is
determined by the court, taking into
account the lost profits or the revenue
(proceeds) gained by the infringer as a
result of violating the patent holder's
rights. At the same time, the amount of
lost profits cannot be less than the

Fines (of any amount)—we propose either
to remove these provisions or to make
them non-discriminatory by introducing
potential liability for both parties. An
unjustified court claim could hinder
legitimate market entry or preparations for
it and limit patient access to necessary
medicinal  products. Therefore, we
propose adding the following wording: "If
the court establishes the absence of such
violations, it shall issue a decision imposing
a fine on the patent holder in the amount
of XXX of the revenues obtained from the
sale of such medicinal products from the
date of the court claim. The fine shall be
transferred to the state budget in
accordance  with the  established
procedure."

patients e quality ¢ value e sustainability e partnership
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Not exist

amount of revenue (proceeds) obtained
by the infringer who violated the patent
holder's rights. The amount of lost profits,
in the event of a violation of part six of
Article 31 of this Law, is determined by
multiplying the total number of units of
medicinal products sold by the infringer
by the weighted average wholesale price
per unit of the patent holder's medicinal
product for the last calendar year.

Deleted

patients e quality ¢ value e sustainability e partnership

11




= medicines
(’C foreurope

better access. better health.

Translation into Ukrainian / lNepeknad ykpaiHcbKoto

Tema: Mpono3suuii Medicines for Europe ao npoekTty 3akoHy YKpaiHu "lMpo BHeceHHs 3MiH A0 AeAKUX 3aKOHiB YKpaiHu
WwoA0 imnaemeHTauii nonoxeHHA bonap" N213087 Big, 12 6epesHsa 2025 poKy

LLlaHOBHMI NaHe PaayubKuii,

Acoujauia "NMikn gna €sponun", WO NpeACTaBAAE iHAYCTPIIO FreHEPUYHUX NIKAPCbKMX 3acobiB, Ta NiKAapCbKuX 3acobis 3
[04aTKOBOIO LLIHHICTIO, YBAYKHO CTEXMTb 3a NpoL.ecom BCTyny YKpaiHu ao €sponeicbkoro Cotosy Ta NigTpumye moro. Mu
nparHemo po3BuMBaTU cnisnpauto 3 €C, yKPAIHCBKMMM IHCTUTYLLIAMM Ta KAKOYOBMMM 3aLiKaBAEHMMWU CTOPOHAMU 3 METOH
iHTerpauii YKpaiHm no egmHoro ¢apmaueBTMYHOro pUHKY €C.

AK MU BXKe 3afBNAAM paHille, MM BU3HAEMO HeobXiaHicTb iHTeHcubiKauii aianory miK YkpaiHoto Ta €C wogo npas
iHTenekTyanbHoi BnacHocTi (MIB) 3 meTo npuBeAeHHA 3aKOHOaBCTBA YKPaiHM Y BiANOBIAHICTb A0 cTaHaapTie ECY. Take
Y3rO[MKEHHA Ma€E BaXK/IMBe 3HAYEHHA AN NOKPALLEHHA AOCTYNy A0 reHepuyHMX Ta bionodibHMX NikapcbKkux 3acobis nicna
3aKiHYEeHHA TePMIHY Aii 3aXUCTY iHTeNeKTyaAbHOi BAACHOCTI BiANOBIgHO A0 3aKOHoAascTBa EC.

Mwu BiTaeEmMO iHiyiaTMBY LWOAO NPMBEAEHHA YKPAIHCbKOro 3aKOHOAABCTBA CTOCOBHO BUHATKY bonap y BignosigHicTb Ao
dapmaLeBTMYHOrO 3aKoHOAaBcTBa €C, 30kpema Aupektren 2001/83/€C. Take y3roaskeHHs, AK NPONOHYETbCA Y MPOEKTI
3aKkoHy YKpaiHu "Mpo BHeCeHHA 3MiH 40 AeAKMX 3aKOHIB YKpaiHW Woa0 imnaemeHTaLii nonoxkeHHa bonap" Ne13087 sig 12
6epe3Ha 2025 poKy>, NPUMHATOMY B NEPLUIOMY YATaHHI 15 KBiTHA 2025 POKY, CNPUATUME HEraiHiin OCTYNHOCTI reHePUUYHMX
Ta 6ionoaibHMx nikapcbKMx 3acobiB NicnA 3aKiHYEHHA TEPMiHY Aii naTeHTy.

Ha Haluy aymKy, ymHHe (3aKkoH "lMpo nikapcbki 3acobu” Ne123/96-BP sia 4 kBiTHA 1996 poKy, 3aKoH "Mpo oxopoHy Npas Ha
BMHaxo4M i KopucHi mogeni') Ta manbyTtHe (3akoH "Mpo nikapcbKi 3acobu" No2469-1X Bia 28 nunHa 2022 poky)
3aKOHOAABCTBO YKpaiHM A03BONIAE BMAAYY PEECTPaLiliHMX nocsigyeHb (PM) Ha reHepuyHi npenapatv JivMwe 3a YMOBMU
HaK/MafeHHs [04aTKoBMX 30600B'A3aHb abo 3a BUMHATKOBMX OOCTaBMH, @ Ha MpPaKTULUi CyAuM PO3rnaaatoTb 3asBKU Ha
OTpMMaHHs Pl siK NopyLlweHHs naTeHTiB. My HanonernMBo PEKOMEHAYEMO Y3roANTU NOJIOKEHHA 3 GOPMYNOBAHHAM, WO
BMKOpUCTOBYETbCA B CT. 10(6) Anpektnen 2001/83/€C, B aKiil 3a3Ha4eHO, WO MNPOBEAEHHA HEOBXiAHUX AOCNiOMKEHb i
BMMNPOOYBaHb 3 METOK OTPMMAaHHSA A,03BOJY HA NPOAAMK Ta BiAMNOBIAHI NPAKTUYHI BUMOIM He MOBMHHI PO3r1A4aTUCA AK TaKi,
L0 cynepeyaTb NaTeHTHUM npasam abo cepTudikaTam goaaTkoBoro 3axmucty (SPC) Ha nikapcbki 3acobu.

30Kpema, b6e3ymoBHa peecTpalis Mae byTn BKkAtoYeHa Ao cdepu Ajii BUHATKY Bonap. Lle € KnovoBum Ansa 3abesnedyeHHs
NpaBoBOi BU3HAY€HOCTi Ta CBOEYACHOTO A0CTyNy NaLiEHTIB 40 reHepuyHKX Ta bionoaibHMx nikapcbKux 3acobis oapasy nicns
3aKiHYeHHA TepMiHy aii BignosigHoro nateHTy. Cnig TakoX 3a3HauYUTY, WO Y CBOIN HELW,0AaBHIM Nnpono3uuii woao nepernagy
dapmaueBTMUHOrO 3akoHogaBcTBa EC €EBponeicbka Komicia 4YiTKO 3a3Haumna, WO BUHATOK bonap mae BKAo4vatu
OOCNiAXKEHHA Ta BUNPOOYBaHHA, @ TaKOX iHWI BUAW AiANbHOCTI, HeObXigHI ANA npouecy pPerynaTopHOro 3aTBEPAMKEHHS,
OLHKM MeAMYHUX TEXHOJIOFIN, LiHOYTBOPEHH:A Ta peimbypcauii. Take y3roaxKeHHA Mix EC Ta yKPaiHCbKMM BUK/IOYEHHAM
bonap € dyHAAMeHTanbHUM Ana 3abe3nevyeHHn PiBHUX YMOB A1 PO3POOHUKIB reHepuyYHUX Ta B6ionodibHUX NiKapCbKMX
3acobiB B 060x perioHax.

Kpim Toro, Ha BiamiHy Big 6yab-AKoi KpaiHu-uneHa €C, B YKpaiHi nogaHHA 3afBKM Ha reHepuyHuit abo bGionoaibHuin
NiKapCbKMI 3acib BBaXKAETbCA MOPYLUEHHAM MaTeHTHWUX npas. Lle o3Hauyae, Wo npu nogadi 3asBKM Ha reHepuyHUin abo
6ionoaibHW nikapcbKMit 3acib BNacHUK pedepeHTHOro NPoAyKTYy MOXKe 3BEPHYTUCA A0 HALiOHAaNbHUX CYAiB 3 BUMOFOHO
NPU3YNUHUTK OLHKY Ta HAaJaHHA peecTpauil A0 3aKiHYeHHA TepMiHy Aii naTeHTy. AK HAcNiAOK, BUNYCK reHepuyHux abo
6ionoaibHMX NiKapcbKMX 3acobiB YaCTO 3aTPUMYETLCA Ha TPMBA/IMIA YacC NiC/1A 3aKiHYEHHSA TEPMIHY Ail NaTeHTy, i TaKUM YMHOM
MOHOMO/A B/IACHWKA NaTeHTY HecnpaBea/IMBO NOAOBXKYETHCA.

4 https://www.medicinesforeurope.com/wp-content/uploads/2025/02/Medicines-for-Europe-Letter-UA-Accession-Priorities-03.02.2025.pdf
5 https://itd.rada.gov.ua/billinfo/Bills/Card /55950

Rue d’Arlon 50 - 1000 Brussels - Belgium
T:+32(0)2 736 84 11- F: +32 (0)2 736 74 38
www.medicinesforeurope.com 12


https://www.medicinesforeurope.com/wp-content/uploads/2025/02/Medicines-for-Europe-Letter-UA-Accession-Priorities-03.02.2025.pdf
https://itd.rada.gov.ua/billInfo/Bills/Card/55950

= medicines
(‘C foreurope

better access. better health.

Kpim Toro, ctatta 16 3akoHy N22469-IX Hagae perynaTopHMM opraHam (opraHy AepraBHOTO KOHTPO/O) 3arasibHi
NOBHOBAXeHHA WoA0 3abe3neyeHHs "3axMCTy NpaB iHTENEKTyaNbHOI BAACHOCTI" BAacHUKIB PI B KOHTEKCTI reHepu4Hmx
3aABOK Ha oTpumaHHA PI. Ctatta 37 nepepbavae, WO MOPyLIEHHA NpaB iHTe/eKTyaslbHOI BNACHOCTI € MiAcTaBolo AnA
BiAXMNEHHSA 33aABOK Ha OTPUMaHHA peecTpauii, a ctaTTa 39 nepenbayae, WO NOPYLIEHHA NPaB iHTENEKTYaIbHOI BACHOCTI €
NiACcTaBoO 4711 NPU3YNUHEHHSA abo BiAKIMKAHHA 3aABOK HA OTPUMaHHA peecTpauiil. MoAibHi NON0XKEHHA ICHYIOTb Y YUHHOMY
3aKoHoAaBcCTBi (HanpuKknaa, ctatta 9 3akoHy "lMpo nikapcbki 3acobu" Ne 123/96-BP sia 4 KBiTHA 1996 poKy) i 3acToCcoBYOTHCA
YKPaiHCbKUMM cygamu.

Lli nonoxeHHa GpakTMUYHO NOB'A3YIOTL NPOLLEC PEECTPaLLii 3 NAaTEHTHUMM NPaBaMM BNACHUKA pedepeHTHOro npenapary, Wwo
€ MPaAKTUKOIO, BiZOMOIO AIK «NaTeHTHa NPUB'A3Ka», AKa Npamo 3abopoHeHa 3akoHoAaBcTBOM EC. MpuB'A3Ka [0 NaTeHTy
nepeLKoasKae CBOEYAaCHOMY BMXOAY HA PUHOK reHepuyHMx Ta bionoaibHux nikapcbKux 3acobis ogpasy nicns 3aKiHYEeHHs
TepMiHy Aji naTeHTy Ha npenapart, AK 3a3HayeHo y 3BiTi EBponeiicbkoi Komicii 3a 2009 pik (ctop. 315)  Ta nigTBEpAsKEHO B
Hew,o0AaBHiN Npono3uu;i Wwoao nepernagy papmaL,eBTMYHOrO 3aKkoHoAaBcTBa EC. EBponelicbka 3aKoHOA4aBYa 6a3a BMMarae,
Wwob perynaTopHi opraHy NPUMManu pilleHHs WOoA0 PEECTPaL,ii Ha OCHOBI HaYKOBUX OLLIHOK, @ HE Ha OCHOBI NaTeHTHOro abo
SPC-cTatycy pedepeHTHOro flikapcbKkoro 3acoby. MaTeHTHI cnopu NOBUHHI BUPILLYBATUCA B HaLLiOHaNbHUX CyAaXx BiaAnoBiaAHO
[0 BCTAaHOB/IEHMX NPABOBUX NpoLLeayp, Ae 0bMABI CTOPOHM MOXKYTb NPeACTaBAATM CBOI CNPaBU Nepes cyanamu, AKi MatoTb
[ocsig y chepi naTeHTHOro npasa.

Xoua 3aKOHOMPOEKT € 3HAYHMM KPOKOM BMepes y BWPIWEHHI UbOro MUTAaHHA, MW 3aK/JMKAEMO A0 MNOAANbLIOO
BOOCKOHA/IEHHSA B HACTYNHWX chepax:

1. YcyHeHHs NaTeHTHOI NpUB'A3KM B ycix popmax

AIK npamo 3asBuaa €sponeicbka Komicia, npue'a3ka naTeHTiB € HE3aKOHHOM, OCKi/NIbKM CTBOPIOE 3B'A30K MiX PisHUMMU
NPaBoOBMMMW IHCTUTYTaMU Ta Pi3HUMU NMUTAHHAMM, AKI He NOBMHHI ByTM NoB'A3aHi mix coboto (i ue BiakpuBae aBepi ana
3/10BXXMBaHb/HENPABOMIPHOTO BMKOPWCTAHHA MNaTeHTIB ANA 3aTPUMKM FeHepuUYHMX JiKapCcbKMX 3acobiB): npuBaTHO-
NpaBoBoto cHepoto (3axXMCT NAaTEHTHUX NPaB) Ta AEPKABHOO PEECTPaLLiE0 NiIKAPCbKMX 3acobis (nybniuHa cdepa). Cnopu mix
NPUBATHMMM Cy6'eKTaMM WOLA0 NPMBATHUX NPaB MOBWUHHI BMpillyBaTUCA cyaamu. PerynaTopHi opraHu, BignosigasbHi 3a
peecTpaLitio NiKapcbKuUx 3acobiB, MpUIMaloTb CBOi PillEHHSA HA OCHOBI HAYKOBWUX OLWHOK i He MalTb HeobXxigHux
NOBHOBAXeHb Ta AOCBiAY, @ TOMY He NOBUHHI BYTU HaZineHi }KOA4HMMU NOBHOBAXKEHHAMM Y1 060B'A3KaMK, NOB'A3AHUMM 3
naTeHTHUMM NpPaBamu.

Y 3B'A3KY 3 UM MU HE MOXKEMO NiATPUMATU HACTyNHi Npono3uuii:
1) NoBigomneHHs BhNacHUKa NaTeHTy abo BnacHUKa SPC npo Hamip 3acTocyBaTu nonoxeHHA bonap

Lla BMMOra € HeobrpyHTOBaHOW i 36iNblIMTb PU3MK 3/10BXKMBAHHA BAACHMKAMM NATEHTIB CBOIMM NpaBamu LWAAXOM
OTPMMaHHA WTYYHUX CYL0BUX 3a60POH 3 METOH MEePeLLKOAMKaHHSA MPAKTUYHOMY 3aCTOCYBaHHIO MOOXeHHA Bonap.
TaKka BMMOra NocTaBuTb Nig 3arposy dapmaLeBTMUHY BUPOBHUYY Hasy YKpaiHu.

2) CKacyBaHHA peecTpauii nicna cyao0Boro pilleHHs, Wo NigTBePAKYE NOPYLUEHHA NAaTEeHTY

LUs koHuenuia 36epirae ¢opmy naTeHTHOI MPUB'A3KM, fIKa € HE3AKOHHOK Ta AHTUKOHKYPEHTHOM BiAMOBIAHO A0
3aKoHogascTBa EC. MM NPONOHYEMO BUAYYUTU BCi NONIOXKEHHA, AKi 4,03BONAKOTb CKAaCOBYBATU PEECTPALLilO Ha MiacTasi
NUTaHb, NOB'A3aHMX 3 IHTENEKTYaNbHOK BAACHICTHO.

2. LlWrtpadum He NOBUHHI BYyTU AUCKpUMiHaLiiHUMKU

MM BUCTYNAEMO KaTEropuMYyHO NPOTU 3anpoBagKeHHA byab-Akux WTpadiB y 3B'A3KYy 3 NOPYLIEHHAM MATEHTHUX MpPaB Ha
niAcTaBi Nogayvi 3asBKM abo HagaHHA peecTpau,ii. 3anpoBajrKeHHs WTpadis HecnpaBeaMBO BUOKPEMUTbL papMaL,eBTUYHUIA
CEKTOp MOPIBHAHO 3 yCiMa iHWWMKW TEXHIYHMMM Fany3smu, Ae Chopu MPO NOPYLWEHHA MaTeHTIB BUpilyloTbcA 6e3
aBTOMATUMYHOIO 3acTocyBaHHA IHAHCOBMX CaHKUiA, nepesbayeHux 3akoHom. Taki ranysesi wTtpadu 6OyayTb
OUCKPUMIHALIMHUMM, 36inbluaTb CyA0BI PU3MKM Ta BUTPATKM ANA BCiX CTOPIH i, 3pelToto, NpM3BeayTb A0 NiABULLEHHA LiH Ha
NiKM ANA NaLiexTiB.

binble Toro, 3arpo3a HeNPoONopLiNHNX GiHAHCOBUX CaHKLLi MOXe CTPUMYBATM 3aKOHHI 3ycMnns po3pobHUKIB reHepuKiB Ta
6iocuminapis WOA0 BMXOAY Ha PUHOK, NiAPMBAIOYM KOHKYPEHLLO Ta A4OCTYN NaLieHTIB A0 AOCTYMHOrO NiKyBaHHA. MNaTeHTHi

6 https://competition-policy.ec.europa.eu/system/files/2022-05/pharmaceutical sector inquiry staff working paper partl.pdf
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CNopu NOBUHHI BUPILLYBATMCA B paMKax 3BMYAMHUX CY0BMX Npoueayp BiANOBIAHO A0 3araibHUX NPUHLMNIB LMUBINbHOIO
npasa, 6e3 3acTocyBaHHA aBTOMATUYHUX KapasibHUX 3aX0AiB A0 OAHIEl KOHKPETHOI ranysi.

Akwo wrpadu Bce K Taku ByayTb 3anpoBaKeHi, BOHM NMOBUHHI ByTW NPUHANMHI B3aEMHUMM Ta HEAUCKPUMIHALIMHUMM:
HeobrpyHTOBaHI CyA0Bi MO30BU MOXYTb NMepPEeLIKOAKaTU 3aKOHHOMY BMXOAY HAa PUHOK, 06MeKyBaTK AOCTYyN NALEHTIB A0
OCHOBHMX JliKapCbKMX 3acobiB Ta CTBOPIOBATM HAAMIpHMIA ¢iHaHcoBMI TArap. Mu NPOMNOHYEMO 3anpoBafUTU
BiANOBIAANbHICTD A1a 060X CTOpPiH, AOAABLIM HACTYNHE NONOXEHHA: "AKWo cyd 8U3HAE, WO MOPYWEHHA nameHmy He
8i06y10CS, 8iH HOKAAOA€E HA 8AACHUKA NAMeHmMy wmpag y n'amuKpamHoMy po3mipi 8UpY4KU, ompumMaHoi 8i0 peanizauii
MaKux nikapcoKux 3acobie 3 damu nped'ssneHHsA no3oey 00 cydy. LLImpag nepepaxosyemoca 00 0eprasHo20 brodxemy".

3. TlponoHoBaHi HaMu 3aKOHOAABYi 3MiHU

Mwu nponoHyemo npoay6at0BaTh po3'ACHEHHA NONOXKeHHA Bonap AK B NOTOYHIN, TaK i B MaltbyTHIN Bepciax 3akoHy "lMpo
NiKapcbKi 3acobun” Ta yCcyHyTM BCi iCHytOYi «naTeHTHi NpuB'A3Ky». [leTanbHa NopiBHANbHA TabavuA i3 3anponoHOBaHMMM
HaMW 3MiHaMM MICTUTbCA Y AOAATKY A0 LbOro AUCTa.

Mu npocumo Bawoi niaTpMMKKM y po3rasgi nponosuuin, BUKNageHux euwe. Peanisauia umx 3axogis 3Ha4yHO npocyHe
iHTerpauito papmaLLeBTUYHOrO cekTopy YKpaiHu ao €EC, 3a6e3neunTb 4OCTYN NALEHTIB 40 BUCOKOAKICHUX NiKapCbKUX 3acobis
Ta CNPUATMME EKOHOMIYHOMY 3POCTaHHIO.

Medicines for Europe niaTBepArKye CBOKO CONiAAPHICTb 3 YKPAIHCbKMM HAPOAOM i 3a/IMWAETLCA BigAaHO NiATPMML LLbOro
iHTerpauinHoro waaxy.

3 noBaroto,

Adrian van den Hoven
Director General
Medicines for Europe
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DopatokK: NMopiBHANbHA Tabanua A0 NpoeKTy 3akoHy YKpaiHu "Mpo BHeCeHHA 3MiH 4,0 AeAKUX 3aKOHIB YKpaiHu Wwoa0 imnaemeHTauii nonoxkeHHa bonap"

YMHHe 3aKOHOAABCTBO MponoHoBaHi 3miHK | Mpono3uuii Medicines for Europe KomeHTapi
3aKkoH YkpaiHu "Mpo nikapcbKi 3aco6u” Ne 123/96-BP sig 4 KsiTHA 1996 poKy

CratTa 9. [lep)XaBHa peecTpaLin NikapcbKux 3acobis
<.> <> <> Mu  nponoHyemo, wWob6 po3'ACHEHHA
3a PO3ro/IoWeHHA, HenpaBomipHe | 3a PO3roNIOWEHHSA, HenpasomipHe | 3a PO3roNOLWEeHHA, HenpaBoMipHe | "MONOXeHHA bonap" 6yno
BUKOPWUCTaHHA peecTpauiitHoi iHGOPMaLLii | BUKOPUCTAHHA peecTpaLifiHoi iHpopmaLii | BUKOpUCTaHHA peecTpauiinHoi iHpopmalii | npoaybaboBaHoO B NOTOYHOMY  Ta
BUHHi ocobu npuTAratoTbHCA [0 | BUHHI ocobum npUTAratoTbCA [0 | BUHHI ocobu npuTAratoTbCA 00 | MaibyTHix  3akoHax "lMpo  nikapcbKi
OMCLMNAIHAPHOI, AOMIHICTPATMBHOI, | AUCUUNAIHAPHOI, AAMIHICTPATMBHOI, | AMCLUNAIHAPHOI, agMmiHicTpaTusHoi, | 3acobu”
LUMBINbHOI Ta/abo KPUMIHANbHOI | LMBINbHOI Ta/abo KPUMIHaNbHOI | LMBINBbHOI Ta/abo KPUMiHaNbHOI
BiANOBiIAaNbHOCTI BiANOBIAHO A0 3aKOHIB | BignNoOBiAaNbHOCTI BiANOBIAHO A0 3aKOHIB | BiAMOBIAANbHOCTI BigMNOBIAHO A0 3aKOHIB
YKpaiHu. [locunaHHA 3aABHMKOM  Ha | YKpaiHW. [locMnaHHA  3aABHUMKOM  Ha | YKpaiHW. [locunaHHA  3aABHMKOM  Ha
peecTpauiiHy iHpopmaujito | peecTpauinHy iHpopMmauito | peecTpauinHy iHpopmau,ito

pedepeHTHOro/opuriHaNbHOTO
NiKapcbKoro 3acoby Ta BUKOPMUCTaHHA 1Ty
peecTpavLinHnx marepianax, o
noAaloTbCA HUM ANA peecTpauii iHWoro
NiKapCbKOro 3acoby, Lo MICTUTb TaKy camy
Aaitouy PEYOoBUHY, o i
pedbepeHTHUIN/opuriHanbHUA  NiKapCbKuit
3acib, He BBAYKAETbCS PO3ro/IOWEHHAM Ta
Henob6pocoBicHUM KOMepLitHUM
BMKOPUCTaHHAM TaKoi iHbopmaluii.

pedepeHTHOro/opuriHanbHOrO
NiKapcbKoro 3acoby Ta BUKOPUCTaHHA Ti y
peecTpaLinHux maTepianax, o
noAalTbCA HMM ANA PeecTpaLii iHWoro
NiKapCbKOro 3acoby, Wo MiCTUTb TaKy camy
Aaitouy pPevyoBUHY, o i
pedbepeHTHUIN/opuriHanbHUA  NiKapCbKUiA
3acib, He BBAYKAETbCA PO3ro/IOWEHHAM Ta
HepobpocoBicHMM KOMepLitHUM
BMKOPUCTaHHAM TaKoi iHbopmauii.

pedepeHTHOro/opuriHanbHOTO

NiKapcbKoro 3acoby Ta BUKOPUCTaHHA i y
peecTpaLinHmnx maTepianax, Lo
noAalTbCA HUM ANA peecTpauii iHWoro
NiKapcbKoro 3acoby, Wo MicTUTb TaKy camy
Airouy pPeYoBUHY, o i
pedepeHTHMI/opuUriHanbHUI  NiKapCbKUiA
3acié, nodaHHA ma po32aa0 3aa8u Mnpo
deprcasHy peecmpayito
(nepepeecmpauyito) nikapcbko2o 3acoby,
nodaHHA mamepianie Ha ekcnepmusy
peecmpayiiiHux mamepianie Ha
nikapcokuli  3aci6 ma ix po3sanAaod,
npuliHammsa piweHHA npo OepxcasHy
peecmpayito (nepepeecmpauyito)
NiKapcoKo20 3acoby, B8HeCceHHsA
gidomocmeli npo nikapcoKuli 3aci6 0o
AepxasHozo  peecmpy  siKapcbKux
3acobise, eudayy abo oOMPUMAHHA

Rue d’Arlon 50 - 1000 Brussels - Belgium
T:+32(0)2 736 84 11- F: +32 (0)2 736 74 38
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peecmpauyiliHux doKymeHmie Ha

nikapcokuli 3aci6 ma iHwi dii, noe'a3aHi 3

peecmpayiero, nepedbayeHi

3aKoHoOdascmeom, He BBAYKAETHCA

PO3ro/IoWEHHAM Ta HefobpoCcoBiCHUM

KOMEpPLIMHMM  BMKOPWUCTAaHHAM  TaKol

iHbopmauii.
<> <> <..> Mu NponoHYeEMO MOBHICTIO BUAYYUTU BCi
Y AepmasHili—peccrpauii—mome—6yTu | [lepaBHa peectpaujis nikapcbkux | Buganero iCHylO4i  MONOMEHHA NpPO  NaTeHTHY
sigmosAeHo-y-pasi-KoAu-BHacAIgokTakoi | 3acobis CKacoBYETbCA waaxom | <...> npuB'A3KY.
peccrpauii—byayTe—RopyieHi—3axuiieHi | NPUNUHEHHA Aii peecTpauiiiHoro
AITEHTOM—UUHHI—MAHOBI—RPaBa | NOCBIAYEHHA Yy pasi HabpaHHA 3aKOHHOI
HFCACKIYAADHOI-BAICHOCH—B-FOMY-LHMCAE | CUN CYAOBUM pileHHAM npo

APHU—BUPOBHULUTBI— BUKOPUCTAHHI;
. Gis.
<>

NOpYyLEeHHA BAAaCHUKOM peecTpauitHoro
NoCBiAYEeHHA 3aXMLEHUX NaTEHTOM Npas
iHTeNneKTyanbHOI BAACHOCTI BHACNIAOK
BBegeHHa B 06ir (B TOomMy uwmchi
NPONOHYBaHHA [0 NPOAA’Ky, NPOAAK,
06MiH, peknamyBaHHA Ta NpomoLis, iHWi
Aji, cnpamoBaHi Ha  peanisauyiio)
NikapcbKux 3acobiB Ha TepuTopii YKpaiHu
B[O MNPUNUHEHHA (3aKiHYEeHHA) YMHHOCTI
TaKUX NpaB Ha TepuTopii YKpaiHu.

<>

3akoH Ykpainu "Mpo nikapcbKi 3acobu” Ne 2469-IX Big, 28 aunHa 2022 poky

CratTa 39. MpU3ynMHEHHA, CKacCyBaHHA Ta NPUNUHEHHA Al Aep)KaBHOI peecTpauii NikapcbKoro 3acoby

3. PilweHHA npo ckacyBaHHA Aji AeprKaBHOI
peecTtpauii niKapcbKoro 3acoby
NPUMMAETbCA 3@ HAABHOCTI LLOHaMeHLe
OAHI€l 3 TaKMX NiACTaB:

<..>

8) nopylieHHA 3axuWEeHUX naTeHTOM
YMHHUX MAUHOBUX NPAB iHTENEKTYaNbHOI
BNIACHOCTi BHACNiAoK AeprKaBHOi

3. PilweHHsA npo cKacyBaHHA Aji AeprKaBHOI

peecTpauii NiKapcbKoro 3acoby

NPUMUMAETbCA 3@ HAafBHOCTI LWOHAMeHLLe

OfLHi€i 3 TaKUX NiacTaBs:

<.>

) 6 ..

PHUCHHAM—RPO—HOPYHHEHHA—BAICHUKOM
. o 6

3BUHEHUN————HRITeHTOM————APasB

3. PilweHHA npo ckacyBaHHA Aii AeprKaBHOI
peecTpauii niKapcbKoro 3acoby
NPUMMAETBCA 3@ HAaABHOCTI LWOHaMeHLe
OAHI€i 3 TaKMX NiacTas:

<>

8) MonorKeHHn BiACYTHE

<>

Mwn NPONOHYEMO MOBHICTIO BWUIYYUTU BCi
iCHYlO4i  MONOXEHHA NpPO  NaTeHTHY
npuB'A3Ky.
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peectpauii nikapcbkoro 3acoby, Kpim
BUNaAKiB, nepeabaueHnx umm 3aKoHOM;
<.>

<...>

Crarra 40. Npasosuit pexxum iHpopmaLii, Ly

O MiCTUTbCA B PEECTpaLiNHOMY A0CbE

1. IHpopmauin, Wo micTUTbCA B MaTepianax
pEeECTPALiMHOIO  AO0CbE, HANEXUTb A0
KoHiAeHUinHOT iHPopmauii BignosigHo
[0 33aKOHOZABCTBA Ta NiA/IATAE OXOPOHI
OpPraHOM  [Eep)KaBHOTO KOHTPOAKO  Bif
po3rosioleHHA Ta  HepobpocosicHOro
KomepLinHoro BUKOPUCTAHHSA, Kpim
iHpopmauii, ONpUNOLHEHHA AKOI
nepesbayeHo UMM 3aKOHOM.

MocunaHHA 3aABHWMKA HA peecTpauiiHy
iHpopmauito
pedepeHTHOro/opuriHaIbHOTO
NiKapcbKoro 3acoby Ta BUKOPUCTaHHA Ti y
maTepianax peecTpaujiinHoro L0CbE
(peecTpauiiHmx maTepianax), wo
NoAaloTbCA 3aABHMKOM ANA peecTpauii
iHWOro nikapcbKoro 3acoby, Wo MicTUTb
TaKy camy [4ilody peyoBMHY, AK i
pedepeHTHNI/OpUriHaNbHNIA  NiKaPCbKUI
3acib, He BBAXAETbCA PO3rO/NIOWEHHAM Ta
Hefob6pocoBicCHUM KOMepLitHMM
BMKOPUCTaHHAM TaKoi iHpopmaLii.

<>

be3 3miH

1. IHdopmauia, WO MicTUTbCA B
peecTpauifHoOMy A0CbE, BiAHOCUTbCA A0
KOoHiaeHUinHOT iHopmauii BignosigHo
00 3aKOHY i Nignsarae 3axucrty opraHom

AepXaBHOro perynoBaHHA Bif,
po3rosoweHHA Ta  HepobpocosicHOro
KomepUitHoro BUKOPUCTAHHA, Kpim

iHpopMaU,ii, PO3KPUTTA AKOI BUMAraeTbCA
UMM 3aKOHOM.

MocunaHHA 3adABHUMKA Ha peecTpaliliHy
iHpopmauito
pedepeHTHOro/opuriHaIbHOTo
NiKapcbKoro 3acoby Ta BUKOPUCTAHHSA i y
maTepianax peecTpauiinHoro OOCbE
(peecTpauiriHmx maTepianax), wo
noAalTbCA 3aABHMKOM ANA peecTpauii
iHWOro nikapcbkoro 3acoby, WO MicTUTb
TaKy Ccamy [4ilody  peyYoBMHY, AK i
pedepeHTHNIN/opUriHaNbHUI  NiKapCbKUiA
3aci6, nogaHHA Ta po3riag 3aABuM NPoO
AepKaBHY peecTpauito (nepepeectpauito)
NikapcbKoro 3acoby, nogaHHA maTepianis
Ha eKcnepTusy peecTpauiiiHux
maTtepianis Ha niKapcbkuh 3aci6 Ta ix
po3rnaa, NPUIAHATTA  pilleHHA npo

wob pos'AcHeHHA
Bbonap" 6yno
NoToOYHOMY  Ta
"Mpo  nikapcbki

Mu  nponoHyemo,
"NnonoskeHHA
npoaybnboBaHo B
MalbyTHIX  3aKoHax
3acobu"
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Aep)KaBHY peecTpauito (nepepeectpaluito)
nikapcbKoro 3acoby, BHECEHHs
BiAOoMmocTeii Npo niKapcbkui 3aci6 ao

[ep:KkaBHoro peectpy NiKapcbKux
3acobis, Buaauyy abo oTpMMaHHA
peecTpauiiiHux BOKYMEHTIB Ha

NikapcbKkuit 3acib Ta iHwWi Aii, nos'A3aHi 3

peecTpauieto, BCTAHOB/EHI

3aKOHOAABCTBOM, He BBaXKAETbCA

PO3ro/IoWEHHAM Ta HefobpOoCoBiCHUM

KOMEPUIMHUM  BMKOPUCTAHHAM  TaKoi

iHpopmau,i.

<..>
CratTa 41. EKCKNI03MBHICTb AaHUX MaTepianiB peecTpaLiiiHoro Aocbe
<> <> <> Mu  nponoHyemo, wWo6 po3'ACHEHHA
4. He BBarKa€eTbCA pPO3rosoweHHAM Ta | bes 3miH 4. He BBaKa€TbCsA pPO3ro/iOWIEHHAM Ta | "MONOXKEHHA bonap" 6yno

HepobpocoBicHUM KOMepLitHMMm
BUKOPUCTAHHAM peecTpayinHoi
iHpopMaUii il BUKOPUCTAHHA 3aABHUKOM Y
YacTUHI, HeobXiaHi ANA NnogaHHA nig Yac

NnpoBeAeHHA  npoueaypu  AepyKaBHOI
peecTpauii  nikapcbkoro  3acoby 3
NOCUMAHHAM Ha peecTpaLiiHy
iHpopmauito pedepeHTHOro NiKapcbKoro
3acoby.
<>

8. BUMoru L€l CcTaTTi Ta—HanBHICTb—APaB;
AKI—BURAUBIOTP—3——RATEHTY, He
BMKNIOYAlOTb MNpaBa iHIWOro 3asnBHMKA
(BpoBHUKA)  34jlicHIOBAaTM  YNPOAOBK
CTPOKIB, BU3HAUYEHWUX YAaCTUHAMM NEepLIOtO
i APYroto L€l CTaTTi, Fa-cFpoKy-Bi-AaTeHTy
BiANOBiAHI pO3p06Ky Ta BUNPOBYBaHHS, Y
TOMY 4YMCNi NPOBOAUTM AOCNILMKEHHA 3
6ionorivHoi abo TepaneBTUYHOI

8. Bumoru Ui€i cTaTTi He BWKAOYAOTb
npaBa iHWOro 3asBHWKA (BUPOBHMKA)
3[iMCcHI0BATH YNpoAOoBX CTPOKiB,
BM3HAYEHMX YaCTMHAMM NepLIOtO | APYroto
uiei craTTi, BigNOBIAHI pPO3pPObKY Ta
BMNPOOYBaHHA, y TOMYy 4MC/i NPOBOAMUTU

[OCNiaXKEeHHA 3 6ionoriyHoi abo
TEpPaAneBTUYHOI  EeKBIBANEHTHOCTI  MiX
reHepu4yHUM Ta pedepeHTHUM

HepobpocoBicHUM KOMepLiitHMM
BUKOPUCTAHHAM peecTpauinHoi
iHpopMmaU,i il BUKOPUCTAHHA 3aABHUKOM Y

YacTUHI, HeobXigHIM Ana nogaHHA Ta
NpoBeAeHHA  npoueaypu  Aep’KaBHoi
peectpauii  nikapcbkoro  3acoby 3
NOCUNAHHAM Ha peecTpauinHy
iHpopmaujto pedepeHTHOro NiKapcbKoro
3acoby.

<>

8. Bumorn ui€i cTaTtTi He BWKAOYAOTb
npasa iHWOro 3asBHWKA (BMPOBHUKA)
34iMCHI0BATH yNpoaoBxK CTPOKIB,

BM3HAYEHUX YaCTMHAMM NEPLUOID i APYroto
uiei craTTi, BigNOBIAHI pPO3pPObKY Ta
BMNPOOYBaHHA, Yy TOMY YMCAi NPOBOAUTH

OOCNiAKEHHA 3 6ionoriyHoi abo
TEepaneBTUYHOI  EKBIBANIEHTHOCTI  MiX
reHepuUYHUM Ta pedepeHTHUM

npoay61b0BaHO B YMHHOMY Ta
MalibyTHbOMy 3aKoHax "Mpo nikapcbKi
3acobu".
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€KBiBAJIEHTHOCTI MiXX TeHepuyHum Ta

pedepeHTHUM NiKapCbKMMKM 3acobamu,
oTpMMyBaTH pekomeHaau,i woAao
NPOXOOXKEHHA  npoueayp  AeprkaBHOI

peecTpauii Takoro fikapcbKoro 3acoby,
[eprKaBHOi peecTpauii nig 30608'A3aHHA
Ta [JepXkaBHOI peecTpauii nikapcbKoro
3acoby y BUHATKOBUX 0BCTaBMHaXx.

NiKapcbkuMmn  3acobamun,  oTpMmyBaTU
pekomeHaau,ii o040 NPOXOAXMKEHHA
npoueayp AeprKaBHOI peecTpauii Takoro
NikapcbKoro 3acoby, AEeprKaBHOT
peecTpauii nig, 3060B'A3aHHA Ta
[eprKaBHOI peecTpalLLii NikapcbKoro 3acoby
Y BUHATKOBUX O06CTaBUHAX.

NiKapCbKMMM  3acobamu,  OTPUMYBaATK
pekomeHaauii woao0 NPOXOAXKEHHSA
npoueayp Aep’KaBHOI peecTpauii Takoro
NiKapcbKoro 3acoby, LepKasHOI
peecTpauii nia  3060B'A3aHHA Ta
[Aep)KaBHOI peecTpalLii NikapcbKoro 3acoby
Yy BMHATKOBMX 06CTaBMHAX, a TaKOX
OTPUMAHHA PpilleHb NpPO  AeprKaBHY
peecTpauiio (nepepeectpauiio)
NiKapcbKoro 3acoby, BHECEHHH
BigomocTeii nNpo niKapcbKui 3aci6 ao
[Dep:KkaBHOro peectpy NiKapcbKux
3acobiB, OTpMMaHHA peecTpauiiHuX
OOKYMEHTIB Ha NikapcbKuii 3acib Ta iHWi

Aii, nos'ssaHi 3 peecTpauieto
(nepepeectpauicto), BCTAHOBAEHI
3aKOHO4,aBCTBOM.

3aKoH YKkpaiHu «Mpo oxopoHy NpaB Ha BUHaxXoAM i KOpUCHiI moaeni» (Bigomocti BepxoBHoi Pagu YKpainu, 1994 p., Ne 7, cT. 32 i3 HacTynHMMM 3MmiHaMu)

Cratra 31. [lii, AKi He BBa*KatoTbCA NopyLleH

HAM Nnpas

5. He-BUIHACTHCA-ROPYILGHHAM APAB IO
BUAAUBHOTO—3—RITEHTY,—BBE3CHHA—HA

5. He BU3HA€ETbCA NOPYLIEHHAM NpPaB, Lo
BUNAINBAIOTb 3 NaTEHTY:

aii, Wo npoBoAATbCA npoTArom Aii
nateHTy Ta (abo) cTpoky pAopaTKkoBoi
OXOPOHM 3 METOIO NiArOTOBKU Ta NOAAHHA
iHpopmauii, AOKymeHTiB Ta MmaTtepianis
ONA AepXKaBHOI peecTpauii nikapcbKoro
3acoby, a came:

a) BBe3eHHA HA MWUTHY TepuTopilo
YKpaiHn y BCTAHOB/IEHOMY 3aKOHOM

nopsaKy TOBapiB, BUrOTOB/NIEHUX 3
BUKOPUCTAHHAM BMHaxody (KopucHoi
mogeni), pna pocnigxkeHb (¢isuKo-

5. He BM3HAETbCA MOpPYLWEHHAM Npas, L0
BMM/IMBAIOTb 3 NATEHTY:

Aii, Lo NpoBOAATLCA NPOTATOM Aii MAaTeHTY
Ta (abo) CTPOKy [40AATKOBOI OXOPOHU 3
MeToH niaroToBKM Ta NnogaHHA
iHpopmaujii, AOKYyMeHTIB Ta MmaTepianis
ONA  [epXaBHOI peecTpauii NikapcbKoro
3acoby, a came:

a) BBE3EHHA Ha MUTHY TepuTopito YKpaiHu
Y BCTAaHOB/JIEHOMY 3aKOHOM MOPAAKY
TOBapiB, BUrOTOB/IEHUX 3 BUKOPUCTAHHAM
BMHaxody  (KopucHoi  mogeni), ana
[OCNiaXeHb (PpisnKo-ximiuHKX,
OOKNIHIYHMX, KNIHIYHWUX Ta iHWKX);
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XiMiYHUX, [OKANIHIYHUX, KAIHIYHMX Ta
iHWMKX);

6) BMKOpPUCTaHHA BUHaxoay (KopucHoi
mogeni) y pocnipKeHHax (¢isumKo-
XiMiYHUX, [OKAIHIYHMX, KAIHIYHMX Ta
iHWKX), B TOMY 4YMCNi BUrOTOB/IEHHA,
36epiraHHA Ta nepemiweHHA
BUPO6/EHMX Yy pamKax AocnipKeHb
(disMKoxiMmiuHUX, 4OKNIHIYHUX, KNIHIYHUX
Ta iHWKX) npoayktiB abo niKapcbKuUx
3acobiB, WO MICTATb NPOAYKT;

B) iHwi Aji, AKi BignosigHo A0 uboro
3aKOHY BM3HAKOTbCA BUKOPUCTAHHAM
BUHaxopay (KopucHOi moaeni), AKLLO BOHU
€ HeobXigHMMM ANA  BUrOTOB/IEHHA
npoaykty abo nikapcbKoro 3acoby, wo
MIiCTUTb MPOAYKT ANA BULLE3a3HAYEHO!
meTh;

BUrOTOBJIEHHA MNPOTArOM Aii naTeHTy
npoayKty abo nikapcbkoro 3acoby, wo
MICTUTb MPOAYKT, i3 3acToCcyBaHHAM
3anNaTeHTOBAaHOro BMHAxog4y 3 MeTolo
€KCNopTy A0 TPeTiX KpaiH, a TaKoX iHwWi
aii, AKi BignoBigHO A0 UbOro 3aKoHy
BU3HAKOTbCA BUKOPUCTAHHAM BWHaxoay,
AKWO BOHU € HeobxigHUMKU AnAa
BUrOTOB/IEHHA NPOAYKTY ab0 nikapcbKoro
3acoby, WO MICTUTb MPOAYKT, 3 MeETO
€KCNopPTy A0 TPeTiX KpaiH;

6) BMKOpWUCTaHHA BUHaxody (KopucHOI
mogeni) y  pocnigkeHHax  (¢isuko-
XIMIYHMX,  OOKANIHIYHUX, KAIHIYHMX Ta
iHWWX), B TOMY UYMCNi BUIOTOB/EHHS,
36epiraHHA Ta NepemilleHHA BUPOHAEHMX
Yy pamKax aocnigkeHb (di3sMKOXiMiYHMX,
OOKNIHIYHMX,  KAIHIYHMX  Ta  iHWWKX)
NpoaykKTiB abo nikapcbkux 3acobis, WO
MiCTATb NPOAYKT;

B) iHLWI Aji, AKi BiANOBigHO A0 LbOro 3aKOHyY
BU3HAIOTbCA BWKOPUCTAHHAM BUHaxog4y
(kopucHOi  mogeni), SAKWO BOHU €
HeobXxigHMMM ana BUTOTOB/IEHHA
npoaykTy abo nikapcbkoro 3acoby, wWo
MICTUTb NPOAYKT ANA BULLE3a3HayYeHoil
MeTH;

BUrOTOB/IEHHA MNPOTArOM Aji naTeHTy Ta
(a6o) cTpPOKY [04ATKOBOI  OXOPOHM
NpoayKTy abo fikapcbKoro 3acoby, Lo
MIiCTUTb  MPOAYKT, i3  3aCTOCyBaHHAM
3aMaTEHTOBAHOIO BMHAXO4y 3 METOH
€KCMOoPTY A0 TPEeTiX KPaiH, a TAaKOX iHLWI Aji,
AKi  BigNOBIAHO A0 UbOrO  3aKOHY
BU3HAIOTbCA BMKOPUCTAHHAM BWHAXOAY,
AKWO BOHM € HeobXigHumn  gns
BUTOTOBJ/IEHHA NPOAYKTY abo NiKapCbKoro
3acoby, WO MICTUTb NPOAYKT, 3 MEeToi
€KCnopTy 40 TPETIX KpaiH;

patients e quality e value e sustainability e partnership 20




= medicines
(’C foreurope

better access. better health.

NogaHHA Ta po3rmaja  3asBM  Npo
OEpXaBHY  peecTpauilo  nikapcbKoro
3acoby, nogaHHA Mmartepianis  gna
NpoBeAeHHA eKCNepTU3U PeeCcTpaLinHnX
maTtepianiB Ha niKapcbKuMi 3aci6 Ta ix
po3rnaa, nNpUIAHATTA  pilleHHA  npo
OEpXaBHY  peecTpauilo  nikapcbKoro
3acoby, BHeCeHHA BigomocTei LWoOA0
NikapcbKoro 3acoby po [lep)kaBHoro
peecTpy nikapcbKux 3acobis, Bugaua abo
OAEp’KaHHA PEECTPALiMHUX OOKYMEHTIB
woa0 nikapcbkoro 3acoby, iHwi aii woao
peecTpauii  nikapcbkoro  3acoby y
BCTAHOB/IGHOMY  3aKOHOM  MOPAAKY,
nporarom Aii nateHty Ta (a6o) cTpPoKy
[O0AATKOBOI OXOPOHMU.

Ocoba, Aka mae Hamip 3gilcHIOBaTU Aii,
nepep6auveHi ab63auom wWoCTUM  Uj€l
yacTMHu, 30608B’A3aHa [OTPUMMyBaTUCA
BUMOT, BCTAHOB/IEHUX YaCTUHOIO LLIOCTOIO
ctatTi 271 uboro 3aKoHy.

NOAAHHA Ta PO3rNAA 3ada8M NPO AepPXKaBHY
peecTpaLito nikapcbKoro 3acoby, nogaHHA
maTepianis gna NpoBeAeHHA eKCnepTusu
peecTpauiifHMX MaTepianiB Ha NiKapCbKuUi
3acib Ta X po3rnaa, NPUUHATTA pilleHHA
Npo [AepXaBHY PEeECTPaLlilo NiKapCbKOro
3acoby, BHECEHHA BigomMocTen Woao
nikapcbkoro 3acoby go [ep:kaBHoro
peecTpy nikapcbKux 3acobis, BuAa4a abo
O4EpP)KAHHA PEECTPALMHUX [OKYMEHTIB
oao Nikapcbkoro 3acoby, iHwi aii woano
peecTpauii  nikapcbKoro 3acoby vy
BCTAaHOB/IEHOMY 33aKOHOM NopAAaKY,
npoTtarom pgji nateHty Ta (abo) cTpoky
[0A3aTKOBOI OXOPOHMU.

Ocoba, fika Mmae Hamip 3ailicHioBaTK Aji,
nepeabayeHi absauom WOCTUM L€l
yacTMHM, 3060B’A3aHa AOTPUMyBaATUCA
BMMOT, BCTAHOB/IEHUX YACTMHOK LLIOCTOHD
cTaTTi 271 UbOro 3aKoHy.

MonoxeHHA BiACYTHE

MoBiZAOMNIEHHA BAacHWKa naTteHTy (abo
B/IaCHMKa NaTeHTy Ha BMHaxig) Npo Hamip
3acTOCYBaTM MONOXKeHHA bonap - oKkpim
BULLE3a3Ha4YeHoro, Hemae KOAHUX
06I'PYHTOBAHMX MPUYUH AR LbOFO, OKPim
Toro, Wo ue 36iAbWKTb  pPU3MK
3/10B}XMBAHHA  BJIaCHMKAaMM  MaTeHTIB
cBOiIMM npaBamu Ta crnpob oTpumaTn
WITYYHI cyposi 3abopoHu npoTu
NPaKTUYHOrO 3aCTOCYBAaHHA MOJIOXKEHHA
Bonap. AK noAcHoBanoca BuULLe, AKLWO
YKpaiHa He Ma€ Hamipy NOBHICTIO BTPATUTH
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cBol0 6asy BMPOOHWMUTBA  /liIKAPCbKUX
3acobiB, LA NPONO3MLIs HE MAE }KOAHOrO
CEHCy.

Crarra 34. NopyLieHHA NpaB BONOAIIbLA NATEHTY

2. Ha Bumory BosoginbuA naTteHTy Take
NMOPYLEHHS NOBMHHO BYTW NPUNUHEHO, a
NopywHWK 30608B’A3aHMI  BigWKoAyBaTH
BO/IOAi/IbLIO MATeHTY 3aBAaHy MalHOBY
WKOAY LWAAXOM BiAWKOAYBaHHA 36UTKIB
4yn BUNIATK KomneHcauii Ta/abo 3asaaHy
HemaliHoBY (MopasbHy) WKoAy.

Po3mip BiLLKOAYBaHHA 36U1TKiB
BM3HAYAETbCA CYyAOM 3 YypaxyBaHHAM
ynyweHoi Buroam abo aoxoay,

OTPMMAHOrO  MOPYLIHMKOM  BHACAigOK
NOpyWeHHA HMM MpaB  BOAOAINbLA
naTeHTy.

<>

2. Ha Bumory BONOAiNbLUA NaTEHTY Take
NMOPYLWEHHA NMOBMHHO BYTU NPUMNUHEHO, A
NopyWHUK 3060B’A3aHNI BigWwKoayBaTH
BONIOAINbLIO MATEeHTy 3aBAaHy MalHoBy
WKo4y LWAAXOM BiglKoAyBaHHA 36UTKIB
yu BUNAATK KomneHcauii Ta/abo 3asaaHy

HeMalHOBY (MOPaNbHY) LKOAY,-3-FaKOMWy

BURIAKIG-REPEAGAUCHI-HUM-3IKOHOM;
ERAITUTU-LETRAD-
Posmip BiALIKOAYBAHHA 36U1TKIB

BM3HAYAETbCA CYAOM 3  YypaxyBaHHAM
ynyuieHoi Buroam abo aoxoagy (BUpyuKu),
OTPMMAHOIO  MOPYLWHUKOM  BHACNIAOK
MOPYLEHHA HUM npaB  BONOAINbLA
nateHTy. Mpu ubomy po3mip ynylieHoi
BUrogM He MoXKe 6yTM MeHWUM HiXK
po3mip aoxoay (Bupyuku), opeprkaHOro
MNOPYLWHUKOM, AKWIA MNOPYWMB NpaBo
BONOAINbLA naTeHTy. Po3mip ynyuweHoi
BUrogM y BMNAAKYy NOPYLUEHHA YAacTUHU
wocrtoi crarti 31 uyboro  3aKoHy
BU3HAYAETbCA LWIAXOM MOMHOXEHHA
3aranbHOI KiIbKOCTi 0AMHULb N1iIKAPCbKUX
3acobiB, peanizoBaHUX NMOPYLUHUKOM, Ha
cepefHbOo3BaXKeHy ONTOBO-BiANYCKHY
uiHy oAauHuUi nikapcbKoro  3acoby

WTpadu (bymb-sakoro po3mipy) - mu
NPOMNOHYEMO abo BUNYYNTU i
NOJIOXKEHHS, abo 3pobuTn X
HeAMCKPUMIHALIMHUMK,  3anNpoBaaUBLIN
NnoTeHUiiHy BignoBiganbHicTb Ana 060x
CTOpiH. HeobrpyHTOBaHMI cynoBuMii No3oB
MOMKe MepeLlKoaKaTU 3aKOHHOMY BUXOAY
Ha PWHOK abo nigroToBui A0 HbOrO Ta
obmexyBaTM  AOCTyn  MauieHTiB Ao
HeobXxigHMX nikapcbKMx 3acobis. Tomy mu
NPOMNOHYEMO A0AaTN HACTYNHY peaakLito:
"AKWO cyn BCTAHOBMTb BiACYTHICTb TAaKMX
nopyLeHb, BiH BMHOCUTb pillEHHA MNPO
HaK/laf4eHHsA Ha BlIAaCHMKaA NaTeHTy wrpady
B po3mipi XXX BIiACOTKIB  BMPYYKMY,
OTpMMaHOI Bif, peanisauii TaKnX
NiKapCcbKkMX 3acobiB 3 AaTM  noAaHHA
nososy Ao cyay. LLTpad nepepaxosyeTbca
no JEeprKaBHOroO 6roaKeTy B
yCTaHOB/IeHOMY NopsAAaKy".
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A63au BigcyTHIl

BOMIOAINbLA NATEeHTY 3a  OCTaHHil
KaneHgapHwuii pik.
<.>

MonoxeHHA BiACYTHE
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