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K CBEAEHUIO ABTOPOB!
[Ipu HampaBIeHUY CTAaTbH B PEAAKITHIO HEOOXOINMO COOITIOATh CISAYIONINE TIPABHIIA;

1. CraTps 1oyKHA OBITH MPECTABICHA B IBYX DK3EMILISIPAX, HA PYCCKOM MJIM aHTIIUHCKOM SI3bI-
Kax, HarleyaTaHHas yepe3 MoJITopa HHTepBaJjia Ha OHOIl CTOPOHE CTAHIAPTHOIO JIUCTA ¢ INMPHHOI
JIEBOTO NOJIsI B TPHM caHTHMeTpa. Mcnonb3yemblil KOMIIBIOTEPHBIH WPUQT U1 TEKCTa Ha PYCCKOM U
anruiickoM sizpikax - Times New Roman (Kupuaauima), Ui TekcTa Ha TPY3UHCKOM SI3BIKE CIIETyeT
ucnoip3oBath AcadNusx. Pasmep mpudra - 12. K pykornrcu, HaneyaraHHOW Ha KOMITBIOTEPE, JTOJDKEH
o51Th IprTO’keH CD co crarbeit.

2. Pa3mep craTbu 10TKEH OBITH HE MEHEE IECSTH 1 He OoJiee 1BaALaTH CTPaHUI] MAIIHOIINCH,
BKJIIOUAsl yKa3arellb JINTepaTypsl U Pe3loMe Ha aHIJIMIICKOM, PYCCKOM U IPY3HHCKOM SI3bIKaX.

3. B crarbe 10KHBI OBITH OCBEIIEHBI AKTYyaIbHOCTh JJAHHOTO MaTepHalla, METO/IbI U Pe3YIIbTaThI
UCCIIeIOBaHUS U MX 00CYKACHHE.

[Ipu npencTaBIeHNN B IIeYaTh HAYYHBIX SKCIIEPUMEHTAIBHBIX PA0OT aBTOPHI JOJIKHBI YKa3bIBATH
BHUJl U KOJIMYECTBO IKCIEPUMEHTANBHBIX KUBOTHBIX, IPUMEHSBIIHECS METOABl 00e3001MBaHUs U
YCBIMICHHUS (B XOJ€ OCTPBIX OIBITOB).

4. K crarbe JOIKHBI OBITH IPUIIOKEHBI KpaTKoe (Ha MOJICTPAaHUIIbI) Pe3OMe Ha aHIIIMICKOM,
PYCCKOM M I'PY3HHCKOM $I3bIKax (BK/IIOYAIOLIEE CIEIYIOLINE pa3aesbl: Lieb UCCIeI0BaHNs, MaTepHua U
METO/IBI, PE3YJILTAThI M 3aKIFOUSHHE) U CIIUCOK KITtoueBbIX ciioB (key words).

5. Tabnuupl HEOOXOIUMO NPECTABIATE B Ie4aTHOM hopme. DoTokonuu He TpuHUMaroTcs. Bee
nu¢poBbie, HTOTOBbIE H NPOLEHTHbIE JaHHbIE B Ta0JIMIaX J0JIKHbI COOTBETCTBOBATH TAKOBBIM B
TeKcTe cTaThbU. Tabiuibl U rpaduKu TOTKHBI OBITH 03aryIaBICHBI.

6. dotorpadun AOIKHBI OBITH KOHTPACTHBIMHU, (DOTOKOIHMHU C PEHTTEHOTPAMM - B HO3UTUBHOM
n300paxeHnH. PUCYyHKH, YepTeKU U IuarpaMmbl CIeLyeT 03arIaBUTh, IPOHYMEPOBATh U BCTABUTH B
COOTBeTCTBYIOIIEe MecTo TekcTa B tiff hopmare.

B noanucsix k MukpogotorpagusaM cieayeT yKa3bBaTh CTEIICHb YBEIMUCHHUS YePEe3 OKYISP HITH
00BEKTUB U METOJ] OKPACKU WJIM UMIPETHALIUH CPE30B.

7. ®aMUIIUU OTEYECTBEHHBIX aBTOPOB MIPUBOJATCS B OPUTHHAIBHON TPAHCKPUIILINH.

8. I[Ipu opopmnennn u HarpaBneHun crtared B kypHanm MHI nmpocum aBTOpOB cobmronars
NpaBuIIa, U3JI0KEHHBIE B « EMUHBIX TpeOOBaHUSAX K PYKOMHUCSM, IPEACTABISIEMBIM B ONOMEIUIIMHCKHUE
JKYpHAJIbD», TPUHATHIX MeXKIyHapOAHBIM KOMHUTETOM PEIaKTOPOB MEAMLMHCKUX JKYpPHAJIOB -
http://www.spinesurgery.ru/files/publish.pdf u http://www.nlm.nih.gov/bsd/uniform_requirements.html
B koHIe Kax /101 OPUTHHATIBHOM CTaThU MPUBOIUTCS OMOIHOrpadguyeckuii cucok. B cnmncok nurepa-
TYPBI BKJIFOYAIOTCSl BCE MaTepHalibl, HA KOTOPbIE UMEIOTCS CChUIKU B TeKcTe. CIHCOK COCTaBIsIeTCs B
andaBUTHOM MOpsAKEe U HymMepyeTcs. JIutepaTypHblii HCTOYHMK IPUBOAUTCS Ha sI3bIKE OpUrMHana. B
CIMCKE JINTEPATyPhl CHavYajIa MPUBOIATCS PaOOThI, HAIMCAHHBIE 3HAKAMU TPY3MHCKOTO anaBuTa, 3aTeM
KApuuien u naruauned. CChUIKM Ha IUTHUPYEMble pabOThl B TEKCTE CTATbH JAIOTCS B KBaIPaTHBIX
CKOOKax B BU/I€ HOMEPA, COOTBETCTBYIOLIETO HOMEPY JaHHOH pabOoThI B CIIMCKE TUTEPaTypbl. bonbmmh-
CTBO IIUTHPOBAHHBIX UCTOYHUKOB JOJKHBI OBITH 32 IMOCTETHNUE 5-7 JIET.

9. ns momydeHus MpaBa Ha MyONHMKALMIO CTaThs TOJDKHA MMETh OT PYKOBOIUTENSI pabOTHI
WIN YUPEXKJICHUS BU3Y U CONPOBOIUTEIBHOE OTHOILICHHUE, HAIMCAHHBIC WJIM HAlledaTaHHbIC Ha OJIaHKe
Y 3aBE€PEHHBIE MOJIHCHIO U NIEYaThIO.

10. B koHIe cTaThU NOJKHBI OBITH MOAMHCH BCEX aBTOPOB, MOJHOCTBIO MPUBEACHBI UX
(amuIMM, UIMEHAa U OTYECTBA, YKa3aHbl CIIy>KeOHBIH M JOMAIIHUI HOMEpa TeJIe(OHOB U agpeca MM
uHble KoopAuHaThl. KonmuuecTBo aBTOPOB (COABTOPOB) HE TOJHKHO MPEBBIIIATE IISITH YEJIOBEK.

11. Penakuus ocraBisieT 3a cOO0 MpaBo COKpallaTh U UCHPaBIATh cTarbi. Koppekrypa aBropam
HE BbICBUIAETCS, BCS paboTa U CBEpKa MIPOBOAUTCS 110 aBTOPCKOMY OPHTHHAILY.

12. HenomycTuMO HarpaBiieHHE B pefaklMIo padoT, MPeICTaBICHHBIX K MeYaTH B MHBIX
M3/1aTeIbCTBAX WIIM OMYOJIMKOBAHHBIX B APYTHX M3IAHUSX.

Hpﬂ HApyHI€HUU YKa3aHHbIX IPaBUJI CTATbU HE paCCMaTPUBAIOTCH.




Please note, materials submitted to the Editorial Office Staff are supposed to meet the following requirements:

1. Articles must be provided with a double copy, in English or Russian languages and typed or compu-
ter-printed on a single side of standard typing paper, with the left margin of 3 centimeters width, and 1.5 spacing
between the lines, typeface - Times New Roman (Cyrillic), print size - 12 (referring to Georgian and Russian
materials). With computer-printed texts please enclose a CD carrying the same file titled with Latin symbols.

2. Size of the article, including index and resume in English, Russian and Georgian languages must
be at least 10 pages and not exceed the limit of 20 pages of typed or computer-printed text.

3. Submitted material must include a coverage of a topical subject, research methods, results,
and review.

Authors of the scientific-research works must indicate the number of experimental biological spe-
cies drawn in, list the employed methods of anesthetization and soporific means used during acute tests.

4. Articles must have a short (half page) abstract in English, Russian and Georgian (including the
following sections: aim of study, material and methods, results and conclusions) and a list of key words.

5. Tables must be presented in an original typed or computer-printed form, instead of a photocopied
version. Numbers, totals, percentile data on the tables must coincide with those in the texts of the
articles. Tables and graphs must be headed.

6. Photographs are required to be contrasted and must be submitted with doubles. Please number
each photograph with a pencil on its back, indicate author’s name, title of the article (short version), and
mark out its top and bottom parts. Drawings must be accurate, drafts and diagrams drawn in Indian ink
(or black ink). Photocopies of the X-ray photographs must be presented in a positive image in tiff format.

Accurately numbered subtitles for each illustration must be listed on a separate sheet of paper. In
the subtitles for the microphotographs please indicate the ocular and objective lens magnification power,
method of coloring or impregnation of the microscopic sections (preparations).

7. Please indicate last names, first and middle initials of the native authors, present names and initials
of the foreign authors in the transcription of the original language, enclose in parenthesis corresponding
number under which the author is listed in the reference materials.

8. Please follow guidance offered to authors by The International Committee of Medical Journal
Editors guidance in its Uniform Requirements for Manuscripts Submitted to Biomedical Journals publica-
tion available online at: http://www.nlm.nih.gov/bsd/uniform_requirements.html
http://www.icmje.org/urm_full.pdf
In GMN style for each work cited in the text, a bibliographic reference is given, and this is located at the end
of the article under the title “References”. All references cited in the text must be listed. The list of refer-
ences should be arranged alphabetically and then numbered. References are numbered in the text [numbers
in square brackets] and in the reference list and numbers are repeated throughout the text as needed. The
bibliographic description is given in the language of publication (citations in Georgian script are followed
by Cyrillic and Latin).

9. To obtain the rights of publication articles must be accompanied by a visa from the project in-
structor or the establishment, where the work has been performed, and a reference letter, both written or
typed on a special signed form, certified by a stamp or a seal.

10. Articles must be signed by all of the authors at the end, and they must be provided with a list of full
names, office and home phone numbers and addresses or other non-office locations where the authors could be
reached. The number of the authors (co-authors) must not exceed the limit of 5 people.

11. Editorial Staff reserves the rights to cut down in size and correct the articles. Proof-sheets are
not sent out to the authors. The entire editorial and collation work is performed according to the author’s
original text.

12. Sending in the works that have already been assigned to the press by other Editorial Staffs or
have been printed by other publishers is not permissible.

Articles that Fail to Meet the Aforementioned
Requirements are not Assigned to be Reviewed.
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PE3IOME

®APMAKOJIOTHYECKASI XAPAKTEPUCTHUKA JIE-
BO®JIOKCALIMHA ¥ ET'O KJIMHAYECKOE IIPUME-
HEHMUE (OB30P)

rTaniok E.A., Kopaiaenko T.U., Kpacuukosa JI.B.,
Mumuna M.M., BoBk A.O.

XapvroGekuil  HayuoHanbHLIL  MeOUYUHCKULL  YHUSepcumen,
Vrpauna

IIpoBenen anamu3 3PpPEeKTUBHOCTH NPUMEHEHUS JIeBO(-
nokcanuHa (JID) mpu pa3nuuHBIX 3200JI€BaHUAX, TYBCTBU-
TEIBHOCTH K HEMY MHKPOOPTAaHH3MOB 1 MOOOTHBIX IeHCTBUI.

JI® He nposiBnsieT KaHLEPOT€HHOW, MyTareHHOW U TepaTo-
TeHHOH aKTUBHOCTH. DPPEKTUBHO HUCIOIB3YETCS B TEpAITHH
NHQEKIUH ABIXaTeTbHBIX M MOYENONOBBIX ITyTeH, KOXH H
MATKUX TKaHEH, a Takyke MHOTHX JAPYTHX JOKATH3alnuH, s
MPOQIIAKTHKH OCIIOKHEHNH B XUPYPTHUECKON MpaKTHKE.
JleBomokcanH UMeeT MUPOKHHA CHEKTP NEHCTBUS, BKIIO-
YJaloNi OOTBIIMHCTBO TPAMITOIOKHUTENBHBIX M TPAMOTPH-
[aTeIbHBIX BO30yAHWTENEH, B TOM YHCIE BHYTPHUKICTOUHO
PacCTIONIOKEHHBIX. B oTnmuame oT Apyrux (TOpXHHOIOHOB,
JI® BBICOKOAKTHBHBI B OTHOUIEHHWU T'PAMIIOIOKUTEIbHbBIX
KOKKOB, B TOM YHCJ€ MHEBMOKOKKOB, YCTOWYMBBIX K NEHH-
IITHRY, SpuTpoMununy. JI® Gonee akTHBEeH B OTHOIICHHH
ATUITUYHBIX BO30OyIUTENIeH.

Heobxommmo detkoe obocHoBanne HazHaueHus JIO B amex-
BAaTHOH /103€ B KayKI0M KOHKPETHOM CITydae C IIEJIbI0 H30eKa s
WITH YMEHBIICHNST BOZHUKHOBEHUS PE3UCTEHTHOCTH BO30Y/IHUTe-
nei 3a00eBaHnil K HEMY.
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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

"Deshko L., Bysaga Y., 'Vasylchenko O., 2Nechyporuk A., ?Pifko O., Berch V.

"Taras Shevchenko National University of Kyiv, *Uzhhorod 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-
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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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Nel8.1-07/18369 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
Ne 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
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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
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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

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

"Taras Shevchenko National University of Kyiv, *Uzhhorod 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.

PE3IOME

JIEKAPCTBEHHBIE CPEJICTBA: TPAHC®EP TEX-
HOJIOTHI B IMPOU3BOJCTBO, MEPEJAYA ITPAB
COBCTBEHHOCTHU HA PETUCTPAIIMOHHBIE Y10O-
CTOBEPEHUSI U TPAHC®EP IIPOU3BOJACTBA B
YCJIOBUAX COBPEMEHHBIX BbI3OBOB MEX/Y-
HAPOJIHOM U HALIMOHAJIbHOM BE30IMACHOCTH

Temko JI.H., 2Beicara ¥0.M., 'Bacuibuenxo O.I1.,
’Heuunopyk A.1O., [Tudpxo A.A., ’bepu B.B.

'Kuesckutl nayuonanvuviil ynueepcumem um. Tapaca [llesuen-
Ko, 2 Varccopo0cKkull HayuonalbHblll yHusepcumem, Ykpauna

He.l'lb MCCJICNOBAHMs - BBIIBUTb HallPaBJICHUA Me)KZ[yHapOZ[—
HOTO COTpYyAHHYECTBAa rocynapcts B cepe TpaHchepa Tex-
HOJ'IOFI/Ii/'I B IIPOM3BOACTBO JICKAPCTBECHHBIX CPEACTB W HOBBIC
HOZXO/b! K IPUMEHEHHUIO CyaMH YKpauHbl HOPM IIpaBa, pery-
JIMPYIOLIMX IPABOOTHOILECHUS B chepe 0OpalleHus IeKapCTBEeH-
HBIX CPEJICTB, CBA3aHHBIX C Iepeaayeii npaBa COOCTBEHHOCTH Ha
perucTpaluoOHHbIE YIOCTOBEPEHHS Ha JISKAPCTBEHHbIE CPE/ICTBA
Y IIEPEHOCOM IPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB U3 OJHOM
cTpansl B Apyryo. OObEKTOM HCCIIEIOBaHUS SIBISTIOTCS 00IIe-
CTBCHHBIC OTHOIICHHUS, BO3HUKAIOIINEC IMpU TpaHchepe Tex-
HOJIOTHII B TPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB U B chepe
oOpalleHusl JTeKapCTBEHHBIX CPEICTB, CBSI3aHHBIC C Mepenadeii
npaBa COOCTBEHHOCTH Ha PErMCTPALIMOHHBIC YIOCTOBEPEHHS
Ha JICKapCTBEHHBIC CPEICTBA M MEPEHOCOM IPOM3BOJCTBA Jie-
KapCTBEHHBIX CPEJICTB M3 OJHON CTpaHbl B APYyryo. Merozmo-
JIOTHYECKOM OCHOBOM TPOBEIEHHOIO HCCIICIOBAHUS SIBIISTIOTCS
o011Ke 1 crienuaibHble METO/Ibl HAyYHOTO Mo3HaHUsI ((hopMalib-
HO-JIOTHYECKUH METOl, CPaBHUTEJILHO-IIPABOBOH, CTPYKTYpHO-
JIOTHYECKUH).

BoisiBneHbl HampaBieHHMs MEXIyHApOIHOTO COTPYIHHU-
YyecTBa rocynapcts B chepe TpaHcdepa TEXHOIOTHIT B Hpo-
U3BOJCTBO JICKAPCTBEHHBIX CpEACTB. I[IpoaHann3upoBaHO
CyILIECTBYIOIleE B YKPAaUHCKOW IOPUIMYECKONH HayKe Ipel-
cTaBiieHHe 00 0co00M BH/IE ITyOIIMYHBIX HHTEPECOB — 00ecIe-
YEHUH HAIMOHAJbHOM OE30MacHOCTH, YTO 3aKJII0YacTCs He
TOJIBKO B MOAJICPIKKE HALIMOHAJILHOTO TOBAPOIIPOU3BOIUTEII,
HO U B INPUHATHHU LHECHTPAJIBbHBIM OPraHOM I/ICl'lOJ'IHI/ITeJ'[]:Hoﬁ
BJIACTH Mep 110 BBIBOAY M3 OOpalleHus] Ha TEPPUTOPUH O-
HOT'0 rocygapcTBa JIEKApCTBEHHBIX CPEACTB, U3IOTOBJICHHBIX
Ha TEPPUTOPHUM APYrOro rOCyAapCTBA MU HEMOAKOHTPOIb-
HBIX HpaBI/ITeJ'[]:CTBy TEPPUTOPHUAX B CBA3U C HEBO3MOXKHO-
CThIO OOCCIEUCHHs HAJJIKAILIEro KOHTPOJS 3a KaueCTBOM
IPOU3BOACTBA TAKUX JIEKAPCTBEHHBIX cpelacTB. [IpuHuMas
TO WJIM HHOE peIIeHHEe [0 BONPOCY IepeperucTpaluu
JICKAPCTBECHHBIX CPEACTB Cy6'beKT]>I BJIACTHBIX HOHHOMOLIHI\/'I
HE HaACJICHBI JUCKPEMOHHBIMUA ITOJJHOMOYHUSIMU. BblﬂBJ’leHbI
HOBBIC MTOAXOAbI K IPUMEHCHHUIO Cy}laMI/l praI/IHbl HOpM I1pa-
Ba, PEryJIHPYIOLIMX IPaBOOTHOLICHHUS B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJCTB, YTO CBS3aHO C Iepenadeil mpasa
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COOCTBEHHOCTH Ha PErHCTPALMOHHBIC YIOCTOBEPEHUS Ha Jie-
KapCTBEHHBIC CPEJCTBA U IEPEHOCOM IIPOU3BOJCTBA JIEKap-
CTBEHHBIX CPEJCTB U3 OJHOM CTpaHbI B IPYIYIO.
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