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avtorTa sayuradRebod!

redaqciaSi statiis warmodgenisas saWiroa davicvaT Semdegi wesebi:

	 1. statia unda warmoadginoT 2 calad,  rusul an inglisur enebze, dabeWdili 
standartuli furclis 1 gverdze,  3 sm siganis marcxena velisa da striqonebs 
Soris 1,5 intervalis dacviT. gamoyenebuli kompiuteruli Srifti rusul da ing-
lisurenovan teqstebSi - Times New Roman (Кириллица), xolo qarTulenovan teqstSi 
saWiroa gamoviyenoT AcadNusx. Sriftis zoma – 12. statias Tan unda axldes CD 
statiiT. 
	 2. statiis moculoba ar unda Seadgendes 10 gverdze naklebs da 20 gverdze mets 
literaturis siis da reziumeebis (inglisur, rusul da qarTul enebze) CaTvliT.
	 3. statiaSi saWiroa gaSuqdes: sakiTxis aqtualoba; kvlevis mizani; sakvlevi 
masala da gamoyenebuli meTodebi; miRebuli Sedegebi da maTi gansja. eqsperimen-
tuli xasiaTis statiebis warmodgenisas avtorebma unda miuTiTon saeqsperimento 
cxovelebis saxeoba da raodenoba; gautkivarebisa da daZinebis meTodebi (mwvave 
cdebis pirobebSi).
	 4. statias Tan unda axldes reziume inglisur, rusul da qarTul enebze 
aranakleb naxevari gverdis moculobisa (saTauris, avtorebis, dawesebulebis 
miTiTebiT da unda Seicavdes Semdeg ganyofilebebs: mizani, masala da meTodebi, 
Sedegebi da daskvnebi; teqstualuri nawili ar unda iyos 15 striqonze naklebi) 
da sakvanZo sityvebis CamonaTvali (key words).
	 5. cxrilebi saWiroa warmoadginoT nabeWdi saxiT. yvela cifruli, Sema-
jamebeli da procentuli monacemebi unda Seesabamebodes teqstSi moyvanils. 
	 6. fotosuraTebi unda iyos kontrastuli; suraTebi, naxazebi, diagramebi 
- dasaTaurebuli, danomrili da saTanado adgilas Casmuli. rentgenogramebis 
fotoaslebi warmoadgineT pozitiuri gamosaxulebiT tiff formatSi. mikrofoto-
suraTebis warwerebSi saWiroa miuTiToT okularis an obieqtivis saSualebiT 
gadidebis xarisxi, anaTalebis SeRebvis an impregnaciis meTodi da aRniSnoT su-
raTis zeda da qveda nawilebi.
	 7. samamulo avtorebis gvarebi statiaSi aRiniSneba inicialebis TandarTviT, 
ucxourisa – ucxouri transkripciiT.
	 8. statias Tan unda axldes avtoris mier gamoyenebuli samamulo da ucxo-
uri Sromebis bibliografiuli sia (bolo 5-8 wlis siRrmiT). anbanuri wyobiT 
warmodgenil bibliografiul siaSi miuTiTeT jer samamulo, Semdeg ucxoeli 
avtorebi (gvari, inicialebi, statiis saTauri, Jurnalis dasaxeleba, gamocemis 
adgili, weli, Jurnalis #, pirveli da bolo gverdebi). monografiis SemTxvevaSi 
miuTiTeT gamocemis weli, adgili da gverdebis saerTo raodenoba. teqstSi 
kvadratul fCxilebSi unda miuTiToT avtoris Sesabamisi N literaturis siis 
mixedviT. mizanSewonilia, rom citirebuli wyaroebis umetesi nawili iyos 5-6 
wlis siRrmis.
	 9. statias Tan unda axldes: a) dawesebulebis an samecniero xelmZRvane-
lis wardgineba, damowmebuli xelmoweriTa da beWdiT; b) dargis specialistis 
damowmebuli recenzia, romelSic miTiTebuli iqneba sakiTxis aqtualoba, masalis 
sakmaoba, meTodis sandooba, Sedegebis samecniero-praqtikuli mniSvneloba.
	 10. statiis bolos saWiroa yvela avtoris xelmowera, romelTa raodenoba 
ar unda aRematebodes 5-s.
	 11. redaqcia itovebs uflebas Seasworos statia. teqstze muSaoba da Se-
jereba xdeba saavtoro originalis mixedviT.
	 12. dauSvebelia redaqciaSi iseTi statiis wardgena, romelic dasabeWdad 
wardgenili iyo sxva redaqciaSi an gamoqveynebuli iyo sxva gamocemebSi.

aRniSnuli wesebis darRvevis SemTxvevaSi statiebi ar ganixileba.
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РЕЗЮМЕ

ФАРМАКОЛОГИЧЕСКАЯ ХАРАКТЕРИСТИКА ЛЕ-
ВОФЛОКСАЦИНА И ЕГО КЛИНИЧЕСКОЕ ПРИМЕ-
НЕНИЕ (ОБЗОР)

Штанюк Е.А., Коваленко Т.И., Красникова Л.В., 
Мишина М.М., Вовк А.О.

Харьковский национальный медицинский университет, 
Украина

Проведен анализ эффективности применения левоф-
локсацина (ЛФ) при различных заболеваниях, чувстви-
тельности к нему микроорганизмов и побочных действий.

ЛФ не проявляет канцерогенной, мутагенной и терато-
генной активности. Эффективно используется в терапии 
инфекций дыхательных и мочеполовых путей, кожи и 
мягких тканей, а также многих других локализаций, для 
профилактики осложнений в хирургической практике. 
Левофлоксацин имеет широкий спектр действия, вклю-
чающий большинство грамположительных и грамотри-
цательных возбудителей, в том числе внутриклеточно 
расположенных. В отличие от других фторхинолонов, 
ЛФ высокоактивный в отношении грамположительных 
кокков, в том числе пневмококков, устойчивых к пени-
циллину, эритромицину. ЛФ более активен в отношении 
атипичных возбудителей. 

Необходимо четкое обоснование назначения ЛФ в адек-
ватной дозе в каждом конкретном случае с целью избежания 
или уменьшения возникновения резистентности возбудите-
лей заболеваний к нему.

reziume

levofloqsacinis faramakologiuri daxasiaTeba 
da misi klinikuri gamoyeneba (mimoxilva)

e.Staniuki, t.kovalenko, l.krasnikova, m.miSina, 
a.vovki

xarkovis erovnuli samedicino universiteti, 
ukraina

kvlevaSi gaanalizebulia levofloqsacinis 
gamoyenebis efeqturoba sxvadasxva daavadebis 
dros, mikroorganizmebis mgrZnobeloba mis 
mimarT da gverdiTi efeqtebi.
levofloqsacini ar avlens kancerogenul, mu-

tagenur da teratogenur aqtivobas. igi efeqtu-
rad gamoiyeneba sasunTqi da Sardsasqeso gzebis, 
kanis da rbili qsovilebis infeqciebis TerapiaSi, 
garTulebebis profilaqtikisaTvis qirurgiul 
praqtikaSi, aseve, mravali sxva lokalizaciis in-
feqciis prevenciisaTvis. levofloqsacins aqvs moq-
medebis farTo speqtri, moicavs gramdadebiT da 
gramuaryofiT, maT Soris ujredSida, gamomwvevebs. 
sxva fTorqinolebisagan gansxvavebiT, levofloq-
sacini maRalaqtiuria penicilinisa da eriTromi-
cinis mimarT mdgradi gramdadebiTi kokebis, maT 
Soris pnevmokokebis, mimarT. levofloqsacini 
ufro aqtiuria atipuri gamomwvevebis mimarT.
levofloqsacinis mimarT daavadebis gamom-

wvevebis rezistentobis ganviTarebis Tavidan 
acilebis an Semcirebis mizniT, yovel konkre-
tul SemTxvevaSi levofloqsacinis adekvaturi 
doziT daniSvna aucileblad mkafiod unda iyos 
dasabuTebuli. 

MEDICINES: TECHNOLOGY TRANSFER TO PRODUCTION, CESSION OF OWNERSHIP RIGHTS 
FOR REGISTRATION CERTIFICATES AND TRANSFER OF PRODUCTION IN CONDITIONS 

OF MODERN CHALLENGES TO NATIONAL AND INTERNATIONAL SECURITY

1Deshko L., 2Bysaga Y., 1Vasylchenko O., 2Nechyporuk A., 2Pifko O., 2Berch V.

1Taras Shevchenko National University of Kyiv; 2Uzhhorod National University, Ukraine

At present day, in the context of the SARS-CoV-2 corona-
virus, not just competition between countries for the sphere 
of influence on the market of medicines, but also the struggle 
for development of the vaccine to ensure the public interest in 
health care has gained new strength. This requires increasing ef-
fectiveness of international cooperation between countries in the 
field of technology transfer to production of medicines. Also, the 
existing global production network of medicines is changing in 
order to meet special type of public interests, that is international 
and/or national security. Thus, the complication of relations be-
tween countries, conflicts (including armed ones) and their ag-

gravation cause measures to be taken by one particular country 
for securement of international and national security aimed at 
suspending the entry and the circulation of medicines on its mar-
ket manufactured in another country.

In particular, the Ministry of Health of Ukraine (hereinafter – 
MOH of Ukraine) has taken measures to withdraw from circula-
tion within Ukraine drugs manufactured in the Russian Federa-
tion, as well as in Ukrainian territories, which are not under the 
control of the Government of Ukraine, motivated by inability 
to ensure proper observation for the quality of drugs produc-
tion. The MOH of Ukraine posted a letter dated 04.07.2017 
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№18.1-07/18369 on its official website addressed to applicants 
for medicinal products, alternative and/or potential manufactur-
ers, applicants-holders of registration certificates of which there 
are subjects of the Russian Federation, urgently take measures to 
amend registration materials for medicines on purpose for with-
drawal of manufacturers/applicants being subjects of the Rus-
sian Federation. The MOH of Ukraine received a request from 
Subsidiary Enterprise (hereinafter – SE) “Stada-Ukraine” being 
the representative of joint stock company “Nizhpharm” as a 
member of the STADA Group of Companies, dated 13.11.2017 
№ 313, in which the company informed about the decision of 
the parent company STADA to take all legal and organizational 
measures to transfer ownership rights to SE “Stada-Ukraine” 
for registration certificates on all medicines of joint stock com-
pany “Nizhpharm” registered in Ukraine, and further to transfer 
the production of these medicines to Ukraine and to Germany. 
The enterprise provided arguments indicating the seriousness of 
the company’s intentions to implement its decision, proposed 
terms for the implementation of the plan to transfer production 
to Ukrainian enterprises, also providing a letter of the joint stock 
company “Technologist”, Ukraine, as for readiness to enter into 
a long-term agreement with SE “Stada-Ukraine” concerning 
medicines production on orders by SE “Stada-Ukraine” [2].

At the same time, taking into consideration the proposed 
deadlines for the implementation of the plan to transfer produc-
tion of medicines from Russian enterprises, namely, 10 calendar 
months for changing the applicant and 10 calendar months to 
transfer production, all in all up to 2 years, regarding that during 
this period of time the manufacture and the supply of medicines 
mentioned in this business proposal is to be carried out by an 
enterprise in the Russian Federation, the MOH of Ukraine an-
nounced about impossibility of including a number of medicines 
into the order “On State Registration (Re-registration) of medi-
cines (medical immunobiological drugs) with amendments to 
registration materials”, and thereby the release into circulation 
and use of these drugs on the territory of Ukraine produced by 
joint stock company “Nizhpharm”, Russian Federation. This fact 
led to a dispute between the SE “STADA-UKRAINE” of “BE-
PHA BETAILIGUNGSGEZELSHAFT FUR PHARMAVERTE 
MBH” (Ukraine) and Joint Stock Company “NIZHPHARM” 
(Russian Federation) and the MOH of Ukraine [2]. We assume 
that lawsuits to National Courts of Ukraine on declaration of 
inaction as illegal one and the obligation to take actions by the 
MOH of Ukraine are not be occasional.

The above mentioned indicates the relevance of the study on 
technology transfer to the production of medicines, cession of own-
ership of registration certificates and transfer of production within 
the current challenges to international and national security.

The purpose of this article is to identify areas of international 
cooperation in the field of technology transfer to the produc-
tion of medicines and new approaches to the application of legal 
rules governing legal relations by Ukrainian Courts in the field 
of circulation of medicines related to the cession of ownership of 
registration certificates for medicines and transferring the pro-
duction of medicines from one country to another.

Main part. International technology transfer to the produc-
tion of medicines is a systemic international activity aimed at 
creating conditions for cross-border transfer of ownership of 
knowledge on the organization of drug development with the ac-
tive interaction of developers and their potential buyers on paid 
or free basis [6,7]. Developing investigations of T. Androsov, L. 
Chernyshov, V. Kozub on «International technology transfer as a 
factor of innovative development of Ukraine’s economy» [1] we 

note that the full process of international technology transfer in 
the production of medicines has the following phases: research 
and development (technology transfer is not carried out); utiliza-
tion (transfer in the form of export of medicines); technological 
growth (transfer of technology into incompletely mastered form 
to developed countries); technological maturity (mutual transfer 
between developed countries and gradual transition of transfer 
to developing countries) gradually developing countries replace 
high-tech exports (technologies developed on the basis of the 
latest scientific knowledge, which in their technological level 
exceeds the best domestic and foreign counterparts being com-
petitive on the world market of knowledge-intensive products) 
and their import); technological decline (transfer is limited to 
developing countries).

International cooperation in the field of technology transfer 
provides for the following: 1) conclusion of bilateral and mul-
tilateral international agreements of Ukraine on scientific and 
technical, technological, investment cooperation; 2) attract-
ing investments into the scientific and technical complex of 
Ukraine; 3) promoting the introduction of international stan-
dards in Ukraine, in particular the standards of quality manage-
ment system; 4) technology transfer within the framework of 
scientific-technical and production cooperation and investment 
cooperation; 5) ensuring for the participation of domestic enter-
prises, research institutions, organizations and higher education-
al institutions in international exhibitions and fairs of high-tech 
products and technologies; 6) participation in the development 
of domestic segments of international information and commu-
nication systems on intellectual property and technology trans-
fer [8,9].

Regulatory Bills of Ukraine partially govern the activity of 
technology transfer to the production of medicines, although 
the legislative and regulatory framework is harmonized with 
the relevant directives and norms of the European Union [9,10]. 
Thus, only in the Guideline ST-N of the MOH of Ukraine 42-
4.3: 2011 “Medicines. Pharmaceutical Quality System (ICH 
Q10) [5] transfer technology has been identified as a life cycle 
stage for a drug. According to this Guideline, the product life 
cycle includes such a stage of technical activity for new and ex-
isting drugs as technology transfer, which covers: 1) technol-
ogy transfers of new products from development to production, 
and 2) technology transfers of products available on the market 
within or between production and test sites. Also, according to 
this Guideline, the purpose of technology transfer activities is to 
transfer information about products and processes depending on 
the goals of technology transfer. The Guidelines provide exam-
ples of the application of elements of the pharmaceutical quality 
system, while there are no recommendations for the process of 
technology transfer. Guideline ST-N of the MOH of Ukraine 42-
4.3: 2011 is included into the Part 3 of the Guideline “42-4.0: 
2016 “Medicines. Good Manufacturing Practice”, harmonized 
with the EU GMP Guidelines (EU Guidelines to Good Manu-
facturing Practice Medicinal Products for Human and Veterinary 
Use). In the Guideline 42-4.0: 2016 there are no requirements 
directly to the transfer, on the contrary to the technical transfer 
(cession) of test methods, which is represented in the Section 6 
«Quality control» of the Part 1, and for which general approach-
es are specified in particular [5].

In addition to the issue of technology transfer to the produc-
tion of medicines, one of the topical questions is the one con-
cerning transfer of medicines production.

The Law of Ukraine «On Fundamentals of National Security 
of Ukraine» in the Article 1 defines national security, inter alia, 
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as the protection of vital interests of people and citizens, which 
ensures the timely detection, prevention and neutralization of 
real and potential threats to national interests, in particular in the 
field of health care [3]. Ensuring the quality of medicines at all 
stages of their life cycle is the system-forming factor in achiev-
ing protection conditions of vital interests of people and citi-
zens in the field of health care, i. e. implementation of national 
security in this area. In accordance with the provisions of the 
Paragraph 2 «Procedure for state registration (re-registration) of 
medicinal products and the amount of fee for their state registra-
tion (re-registration)», state registration of medicinal products 
is carried out by the MOH of Ukraine on the basis of the ap-
plication and the results of examination on registration materi-
als, held by State Expert Center (hereinafter – the Center) in the 
manner prescribed by the MOH of Ukraine. However, there is 
no presumption that a medicinal product that has passed state 
registration is eligible to be re-registered in the future. These 
issues are particularly acute in the light of international and 
national security. The example for this is the Court Case con-
sidered by the District Administrative Court of Kyiv which is 
referred to above in the introduction to this article.

Having analyzed norms of the Law, examined and evaluated 
the available written evidence on the inner conviction, based on 
direct, comprehensive, complete and objective consideration of 
all the circumstances of the Case in their entirety, taking into ac-
count that the plaintiff has not proved the assumption of power, 
that is the MOH of Ukraine, the inaction in considering the letter 
and the fact of violation of the plaintiff’s rights, the Court con-
cluded in this case that the allegations set forth in the statement 
of claim did not find their confirmation during the trial, so they 
have no foundations. Resolving the issue of the validity of the 
claims on the obligation of the MOH of Ukraine in the man-
ner prescribed by the Law to make a decision on re-registering 
and amending registration documents for medicines registered 
by the Joint Stock Company “NIZHPHARM”, the Court de-
noted that by its legal nature, in accordance with current legisla-
tion, the authority to decide on re-registration of medicines and 
amendments to registration certificates for medicines manufac-
tured and distributed by STADA Group companies belongs ex-
clusively to the executive body of the MOH of Ukraine, which 
in case of registration (re-registration) of medicines in such a 
way of registration (re-registration), makes the appropriate deci-
sion, and therefore endowed with discretionary powers [2].

This conclusion of the Court of the first instance was found by 
the Sixth Administrative Court of Appeal as erroneous, noting 
that the defendant is not endowed with discretionary powers, i. 
e. the right to act at its own discretion in making a decision on 
registration of medicinal products, so the Court of Appeal pays 
attention on making both the decision on registration and the 
decision on re-registration of medicinal products clearly defined 
by… regulatory documents, i. e. the defendant does not have the 
discretion in this matter [2].

In addition, the Board of Judges emphasized that “… asking 
the Court to oblige the defendant to decide on the re-registration 
of the disputed drugs, the plaintiffs are in fact asking the court 
to replace the defendant as the central executive body in mat-
ters within its exclusive competence” [2]. At the same time, the 
Board of Judges draws attention to the fact that the norms of 
the Code of Administrative Procedure of Ukraine (hereinafter 
– CAP), really allow the Administrative Court in exceptional 
cases to oblige the defendant being the subject of power to de-
cide in favor of the plaintiff. Thus, in accordance with the Para-
graph 4 of the second Part of the Article 245 of the CAP, that in 

case of satisfaction of the claim the Court may decide to declare 
the inaction of the subject of power as illegal and to make the 
obligation to take certain actions. According to the Fourth Part 
of the Article 245 of the CAP in the case specified in the Para-
graph 4 of the Second Part of this Article, the Court may oblige 
the defendant as the subject of authority to make a decision in 
favor of the plaintiff, if all the conditions specified by the Law 
and such a decision does not provide for the right of the subject 
of power to act at its own discretion.

As it has been already mentioned, the decision on the re-regis-
tration of medicines does not provide for the right of the subject 
of power to act at its discretion. At the same time, in this case the 
Court is not entitled to establish the existence of all conditions 
prescribed by the Law for the decision to re-register medicines, 
since such conditions have not yet been established and verified 
in the manner prescribed by the Law as for the public authority 
defendant, which is responsible for resolving this issue. Accord-
ing to Part 2 of the Article 77 of the Code of Administrative 
Procedure of Ukraine, in administrative cases on the illegality of 
decisions, actions or inactions of the subject of power are in field 
of improvement of the legality of its decision, where actions or 
inactions are rested onto the defendant. Having assessed the evi-
dence in the case, according to its internal conviction, based on 
their direct, comprehensive, complete and objective examina-
tion, the Court concluded that the plaintiff’s administrative claim 
is not subject to satisfaction.

Conclusions. 1. The directions of international cooperation 
of states in the field of technology transfer to the production of 
medicines are as follows: 1) conclusion of bilateral and multilateral 
international agreements on scientific and technical, technological, 
investment collaboration and cooperation; 2) attraction of invest-
ments; 3) promoting the introduction of international standards for 
proper manufacturing practice; 4) technology transfer within the 
framework of scientific, technical and production cooperation and 
investment collaboration; 5) organization and holding of interna-
tional exhibitions of equipment and technologies; 6) development 
of international information and communication systems on intel-
lectual property and technology transfer.

2. The idea of the existing in domestic legal science of a spe-
cial kind of public interest, that is national security, has been im-
proved. It is argued that it is specified not only by the support of the 
national manufacturer, but also by the central executive body, tak-
ing up measures to withdraw from circulation of drugs within one 
country, that have been manufactured in another country or on the 
territories not controlled by the Government, motivated by inability 
to ensure proper quality control of medicines.

3. Decision-making on the issue of re-registration of medici-
nal products does not provide for the right of the subject of pow-
er to act at its own discretion. The Ministry of Health of Ukraine 
is not endowed with discretionary powers, that is the right to 
act at its discretion in making a decision on the registration of 
medicines because the grounds for the decision on registration/
re-registration of medicines are clearly defined by Regulatory 
Bills of Ukraine. By asking the Court to oblige the Ministry of 
Health of Ukraine to take up the decision on re-registration of 
the disputed drugs, the plaintiffs are actually asking the Court to 
replace the Ministry of Health of Ukraine as the central execu-
tive body in matters within its exclusive competence.

4. The following new approaches to the application of legal 
norms by the courts of Ukraine governing legal relations in the 
field of circulation of medicinal products related to the cession of 
ownership of registration certificates for medicinal products and 
the transfer of production from one country to another have been 
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revealed, they are as follows: 1) MOH of Ukraine may (the 
term “may” is not synonymous with the term “liable”) take 
up measures to withdraw from circulation on the territory of 
Ukraine medicinal products manufactured on the territory of 
the Russian Federation and on territories not controlled by 
the Government of Ukraine temporarily, including the Au-
tonomous Republic of Crimea, motivated by the inability to 
ensure proper quality control; 2) The Ministry of Health of 
Ukraine may address to applicants for medicinal products, al-
ternative and/or potential manufacturers, applicants-holders 
of registration certificates being subjects of another country 
(Russian Federation), urgently take up measures to amend the 
registration documents for medicines in order to withdraw 
producers/applicants that are the entities of another country 
(for example, the Russian Federation; 3) if during the exami-
nation of registration materials on the basis of expert assess-
ment of updated data on the benefit/risk ratio, no confirma-
tion of the positive ratio of expected benefits to possible risk 
during use of the medicinal product, the Ministry of Health 
of Ukraine has the right to make a decision on refusal of state 
re-registration of the medicinal product. At the same time, if 
the relevant conclusion of the expert assessment is positive, 
the defendant is empowered to make a decision on re-regis-
tration of the medicinal product; 4) state policy in the field of 
origination, production, quality control and sale of medicines 
is aimed at the development of production of safe medicines, 
ensuring the needs of the population with medicines of ap-
propriate quality.
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SUMMARY

MEDICINES: TECHNOLOGY TRANSFER TO PRODUC-
TION, CESSION OF OWNERSHIP RIGHTS FOR REG-
ISTRATION CERTIFICATES AND TRANSFER OF PRO-
DUCTION IN CONDITIONS OF MODERN CHALLENGES 
TO NATIONAL AND INTERNATIONAL SECURITY

1Deshko L., 2Bysaga Y., 1Vasylchenko O., 2Nechyporuk A., 
2Pifko O., 2Berch V.

1Taras Shevchenko National University of Kyiv; 2Uzhhorod Na-
tional University, Ukraine

The issue of technology transfer to the production of medi-
cines, cession of ownership rights to registration certificates and 
transfer of the production of medicines in the context of modern 
challenges to international and national security are investigated 
in the article. The attention is focused on ensuring the public 
interest in health care. Emphasis is placed on the human right to 
effective, safe, high-quality medicines, on ensuring the right to 
entrepreneurial activity in the field of circulation of medicines. 
The purpose of this article is to identify areas of international 
cooperation in the field of technology transfer to the produc-
tion of medicines and new approaches to the application of legal 
rules governing legal relations by Ukrainian Courts in the field 
of circulation of medicines related to the cession of ownership of 
registration certificates for medicines and transferring the pro-
duction of medicines from one country to another. The object 
of the study is the public relations that arise during the transfer 
of technology to the production of medicines and public rela-
tions in the field of circulation of medicines, associated with the 
cession of ownership of registration certificates for medicines 
and the transfer of production from one country to another. The 
methodological basis of the research are general and special 
methods of scientific knowledge (formal-logical method, com-
parative-legal, structural-logical).

As a result of the conducted research, the directions of in-
ternational cooperation of states in the field of technology trans-
fer to the production of medicines are defined. The idea of the 
existing in domestic legal science of a special kind of public 
interest, that is national security, has been improved. It is argued 
that it is specified not only by the support of the national manu-
facturer, but also by the central executive body, taking up mea-
sures to withdraw from circulation of drugs within one country, 
that have been manufactured in another country or on the terri-
tories not controlled by the Government, motivated by inability 
to ensure proper quality control of medicines. It is emphasized 
that decision-making on the issue of re-registration of medicinal 
products does not provide for the right of the subject of power to 
act at its own discretion. New approaches to the application of 
legal norms by the courts of Ukraine governing legal relations 
in the field of circulation of medicinal products related to the 
cession of ownership of registration certificates for medicinal 
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products and the transfer of production from one country to an-
other have been revealed.

Keywords: human right to effective, safe, high-quality medi-
cines, international security, national security, medicines, tech-
nology transfer, production transfer, intellectual property, sub-
ject of power, administrative proceedings.

Резюме

Лекарственные средства: трансфер тех-
нологий в производство, передача прав 
собственности на регистрационные удо-
стоверения и трансфер производства в 
условиях современных вызовов между-
народной и национальной безопасности

1Дешко Л.Н., 2Бысага Ю.М., 1Васильченко О.П., 
2Нечипорук А.Ю., 2Пифко А.А., 2Берч В.В.

1Киевский национальный университет им. Тараса Шевчен-
ко; 2Ужгородский национальный университет, Украина

Цель исследования - выявить направления международ-
ного сотрудничества государств в сфере трансфера тех-
нологий в производство лекарственных средств и новые 
подходы к применению судами Украины норм права, регу-
лирующих правоотношения в сфере обращения лекарствен-
ных средств, связанных с передачей права собственности на 
регистрационные удостоверения на лекарственные средства 
и переносом производства лекарственных средств из одной 
страны в другую. Объектом исследования являются обще-
ственные отношения, возникающие при трансфере тех-
нологий в производство лекарственных средств и в сфере 
обращения лекарственных средств, связанные с передачей 
права собственности на регистрационные удостоверения 
на лекарственные средства и переносом производства ле-
карственных средств из одной страны в другую. Методо-
логической основой проведенного исследования являются 
общие и специальные методы научного познания (формаль-
но-логический метод, сравнительно-правовой, структурно-
логический).

Выявлены направления международного сотрудни-
чества государств в сфере трансфера технологий в про-
изводство лекарственных средств. Проанализировано 
существующее в украинской юридической науке пред-
ставление об особом виде публичных интересов – обеспе-
чении национальной безопасности, что заключается не 
только в поддержке национального товаропроизводителя, 
но и в принятии центральным органом исполнительной 
власти мер по выводу из обращения на территории од-
ного государства лекарственных средств, изготовленных 
на территории другого государства или неподконтроль-
ных правительству территориях в связи с невозможно-
стью обеспечения надлежащего контроля за качеством 
производства таких лекарственных средств. Принимая 
то или иное решение по вопросу перерегистрации 
лекарственных средств субъекты властных полномочий 
не наделены дискреционными полномочиями. Выявлены 
новые подходы к применению судами Украины норм пра-
ва, регулирующих правоотношения в сфере обращения 
лекарственных средств, что связано с передачей права 

собственности на регистрационные удостоверения на ле-
карственные средства и переносом производства лекар-
ственных средств из одной страны в другую.

reziume

samkurnalwamlo saSualebebi: teqnologiebis 
transferi warmoebaSi, registaciul mowmobeb-
ze da warmoebis transferze mesakuTreobis 
uflebis gadacema Tanamedrove saerTaSoriso da 
erovnuli gamowvevebis pirobebSi 

1l.deSko, 2iu.bisaga, 1o.vasilCenko, 2a.neCiporuki, 
2a.pifko, 2v.berCi

1kievis t.SevCenkos sax. erovnuli univetsiteti; 
2uJgorodis erovnuli univetsiteti, ukraina

kvlevis mizans warmoadgenda saxelmwifoTa 
saerTaSoriso TanamSromlobis mimrTulebebis 
gamovlena samkurnalwamlo saSualebebis war-
moebaSi teqnologiebis transferis sferoSi 
da ukrainis sasamarTloebis axali midgomebi 
samarTlis normebis gamoyenebisadmi, romlebic 
aregulirebs samarTlebriv urTierTobebs sam-
kurnalwamlo saSualebebis mimoqcevis sferoSi 
da mesakuTreobis uflebis gadacemas, warmoebis 
transfers erTi qveynidan meoreSi.
kvlevis obieqts warmoadgenda sazogadoebrivi 

urTierToba, warmoiqmnili samkurnalwamlo sa-
Sualebis warmoebaSi teqnologiebis transferis 
dros, samkurnalwamlo saSualebis mimoqcevis 
sferoSi wamlebze saregistracio uflebis ga-
dacemasTan da warmoebis erTi qveynidan meoreSi 
gadatanasTan dakavSirebiT.
Catarebuli kvlevis meTodologiur safuZvels 

Seadgens samecniero Semecnebis zogadi da spe-
cialuri meTodebi - formalur-logikuri, Seda-
rebiT-samarTlebrivi da struqturul-logikuri.
gansazRvrulia saxelmwifoTa saerTaSoriso 

TanamSromlobis mimarTulebebi medikamentebis 
warmoebaSi teqnologiis gadacemis sferoSi. 
gaanalizebulia ukrainis iuridiul mecnierebaSi 
arsebuli Sexeduleba sajaro interesebis gansa-
kuTrebul saxeobaze - erovnuli usafrTxoebis 
uzrunvelyofaze, rac gulisxmobs ara mxolod 
erovnuli mwarmoeblis mxardaWeras, aramed cen-
traluri aRmasrulebeli organos mier sxva 
qveynis teritoriaze warmoebuli medikamentebis 
erTi qveynis teritoriaze mimoqcevidan amoRebis 
zomebis miRebas, saxelmwifo an arasamTavrobo 
kontrolirebadi teritoriebze amgvari medika-
mentebis warmoebis xarisxze adekvaturi kontro-
lis SeuZleblobis gamo. gamovlenilia axali 
midgomebi ukrainis sasamarTloebis mier medika-
mentebis mimoqcevaSi samarTlebrivi urTierTo-
bebis maregulirebeli normebis gamoyenebisadmi, 
rac asocirdeba medikamentebis registraciis 
mowmobebis mflobelobis gadacemasa da medika-
mentebis warmoebis erTi qveynidan meoreSi ga-
datanasTan.


