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GLOBAL PROBLEM OF FALSIFICATION
OF MEDICINAL PRODUCTS AND THE TYPES OF ITS SOLUTION

Summary. The article covers the global issue of fight against falsified medical products, as well as types of solutions
to this problem. Also covered are the main reasons of appearance on the global maket of substantial amount of falsified
medicinal products. The state and dynamics of changes in the national legislation for adaptation and harmonization with
the EU law have been closely studied.
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The falsification of drugs is one of the important and global problems of the global pharmaceutical mar-
ket, which has long been internationally recognized, requiring its immediate solution. Among the main factors
contributing to the spread of falsifications of medicines in the world, the following are noted: a weak national
pharmaceutical industry of developing countries, complications related to drug control and control supervision,
a large difference in drug prices in different regions of the world, and the fact that the problem of falsification of
medicines is not a priority for many states.

The problem of falsification of drugs has been known to mankind for at least two thousand years. Howev-
er, only at the end of the twentieth century, the falsification of medicines turned into a global problem of concern
to all the countries of the world. For the first time, the medical community, on behalf of the World Health Organ-
ization (WHO), drew attention to this problem in 1987, when counterfeit drugs began to appear on an alarming
scale. In the definition of the World Health Organization, a falsified medicinal product is a product intentionally
and unlawfully labeled to incorrectly indicate the authenticity of the drug or the manufacturer.

Thus, a falsified medicinal product is a product intentionally and illegally provided with a label that does
not accurately indicate the authenticity of the medicinal product and / or the manufacturer [3].

Falsified (counterfeited) medicines are medicines produced by a different manufacturer than those claimed
in the registration certificate, which are deliberately mislabeled with respect to the identity and / or name of
the manufacturer. Falsified can be both original and reproduced drugs; they may contain ingredients in the ap-
propriate or inappropriate composition, may be free of active substances, with insufficient quantities or in fake
packaging [4].

Falsified drugs are one of the most serious health problems of people both at the national and interna-
tional levels. Apart from direct damage to the patient in the form of a risk to life, health, unsuccessful and
ineffective treatment, such remedies also cause damage to the progress made in the pharmaceutical sector,
eventually questioning the whole health system, the methods of work and legal the influence of the state in
this sphere [5, p. 5]. Supervision over the safety of medicines in their medical applications is one of the main
directions in the implementation of state policy in the field of medicines in all countries of the world, includ-
ing the Ukraine.

According to the association of international pharmaceutical manufacturers, the proportion of counterfeit
accounts for 5-7% of the pharmaceutical market, since the total annual pharmaceutical market of 1.105 Billion
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Dollars in the proportion of counterfeit medicines account for 55 to 77 Billion Dollars. Pharmaceutical produc-
tion is one of the most beneficial types of business after the arms trade, drugs, alcohol and oil.

According to WHO, the problem of falsification of drugs is spreading in at least 28 countries of the world.
Of 951 cases, 25% of counterfeit production was made up of industrialized countries, 65% were developing
countries, and 10% were unknown sources [1].

It should be noted that the main reasons for the emergence of a large number of counterfeit medicines in
the world market are:

— insufficient level of political and legal development of individual states (inadequate national legislation
in the field of regulating the development, registration and circulation of drugs, insufficient development of the
respective control administrative bodies, government bureaucracy and corruption, conflict of interests between
controlling administrative bodies, manufacturers of medicinal products and wholesale pharmaceutical companies);

— stable and high demand for medicines against the background of high prices for innovative drugs due to
significant investments in research and development of medicines;

— accessibility to high-performance equipment and modern pharmaceutical technologies, which results in
a high level of imitation of drugs and complicates the process of identifying counterfeits;

— disadvantages in the development of the wholesale market of the pharmaceutical market of a number of
countries, which prevents tracking the way of penetration of counterfeit medicines to the market. New methods
of labeling medicinal products (for example, the use of holographic technology) and new express methods of
analysis using a portable laboratory are introduced to prevent falsification.

The scale of the problem of counterfeit medicines forced the world community to intensify around it, which
led to further adoption of legal instruments on the production and circulation of counterfeit medicines [5, p. 41].

In order to prevent the falsification of medicinal products, various means of protecting the packaging and
labels of the medicinal product or medical products are used, namely: design, material for manufacturing, paints
and marking methods. A number of multinational companies also provide packaging of medicines with RFID
tags (transponders) for counterfeit protection. Each label contains information about the preparation, including
dosage, action, serial number, manufacturer's name and expiration date. By type of feed transponders are divid-
ed into active (have a built-in battery) and passive (use the energy of the reader, scanner). The main element of
the scanners is an antenna that emits pulses, which in active transponders include the power supply, and in the
passive — activate the RFID tag.

This allows you to read from this label. Consequently, the signal coming from the antenna of the tran-
sponder, on the antenna of the scanner, is decoded and transmitted through a standard interface to the computer
for further processing. In addition to protecting consumers, the RFID system identifies the drug from manu-
facturer to consumer and helps the manufacturer and intermediaries to increase their productivity by reducing
inventory costs, retracting products, and speeding up response to changes in the pharmaceutical market.

To counteract the falsification of medicines, the International Federation of Pharmaceutical Manufacturers
Association (IFPMA) established the Institute of Pharmaceutical Security, which united efforts of 20 multina-
tional companies to detect counterfeiters and collect the necessary data to bring them to justice.

WHO has created a special unit for WHO IMPACT to counteract counterfeit medicines to the consumer,
which involves the authorities of participating countries, large pharmaceutical companies, and Interpol.

The primary objectives of this program are to strengthen control over the global pharmaceutical market, as
well as increase the level of responsibility of manufacturers of counterfeit medicines [2, p.182].

To sum it up, it should be noted that the problem of falsification of medicinal products is currently solved
not through discussions at international conferences, but through legal regulation with the corresponding obli-
gations of the states — participants of international communities.

The Council of Europe and the European Union require the Ukraine to make a number of changes in na-
tional legislation for adaptation and harmonization with the EU law. After analyzing the processes taking place
at the present stage, one can distinguish the following main directions of harmonization:

— development of the European model of licensing of import of medicines in Ukraine;

— introduction of an automated system of tracking of medicines in circulation by means of applying indi-
vidual labeling to packaging;

— development of a market surveillance system in the field of medical products circulation;

— introduction of criminal responsibility for falsification and illicit circulation of medicines [5, p. 48].

Thus, summing up all of the above, it should be noted that today the issue of counterfeit medicines acts as
a global problem, the extent of which is rightly raised not only by the national legislator, but also by individual
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international organizations and the international community as a whole. Falsified drugs represent a real threat to
the economic and social security of the state due to the fact that they risk the health and life of the population,
therefore, the main purpose of the fight against counterfeit medicines in our state is to establish full state control
over production and sales of medicines. As far as the international fight against counterfeited medicines is con-
cerned, it is based on the increase of the state spending on programs that anticipate and combat the falsification
of medicines.

Today, the fight against falsification of pharmaceutical medicinal products is one of the most important
tasks for the pharmaceutical industry.
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M.I: Auminos, I'B. Cmipnosa. Ceéimoea npoonema ghanvcughikauyii nikapcokux 3acodie ma winaxu ii eupiuieHns. —
Cmammas.

Anomayia. Y cmammi posenadacmoca ceimosa npobiema 60pomedu 3 hanvbcudixosanumu iikapcoKumu 3acooamiu,
a maxoxc wasxu eupiwenns yici npooaemu. Takodxic po3enadaomvcs OCHOSHI NPUUUHY NOABU HA CEITMOBOMY PUHKY SHAYHOT
KibKoCcmi (hanbcugixo8anux nikapcokux 3acobis. JJocnioxceno cmarn i OUHAMIKY 3MIH Y HAYIOHATIbHOMY 3AKOHOOABCEI
ona aoanmayii ma eapmonizayii 3 npasom €C.

Knrouoei cnoea: nixu, niopooxa, upobHuK, apmayesmuyHull puHoK, 3a2po3sd, bopomvoa.

H.I' Aumunoe, A.B. Cmupnosa. Muposas npoonema gpanvcugpukayuu nekapcmeeHHbIX RPenapamos u nymu ee
peutenus. — Cmamos.

Annomayusn. B cmamve paccmampusaemcs, Mupogas npoonema 6opvoul ¢ GarbcupuyuposanbiMu 1eKapCcmeet-
HbLMU NPEnapamamil, a maxaice nymu pewenus smotl npoonemvl. Taxoice onucvl8aiomcs 0CHOBHbIE NPUHUHBL NOSGTEHUSL HA
MUPOBOM PbIHKE 3HAYUMENbHO20 KOIUYECEA QatbCuduyuposaHtbIX 1eKapCcmeeHHbIx npenapamos. Mcciedosano cocmo-
SIHUE U OUHAMUKA USMEHEHUL 6 HAYUOHATIbHOM 3aKOHOOamenvcmee 0 adanmayuu u capmonusayuu ¢ npasom EC.

Knrouesvle cnosa: nexapcmeo, noooenka, npouzeooumeiv, Gapmayesmuieckull polHoK, y2po3d, 6opvoa.
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