MOTYT HalpsIMyl0 BO3HUKATh U3 IPaBa Ha HETPUKOCHOBEHHOCTH JIMYHOM JKH3HU.
B mannoii cesi3u mo3umus Cyaa EC 3akimodaercst B TOM, 9TO 3aIIATa THIHON KU3-
HHU HOCHT KOHTEKCTHO-3aBHCHMBIH XapakTep U TpeOyeT MCCIIeIOBAaHMs COlepiKa-
HUS IEPCOHANBHBIX TAaHHBIX B Ka)KIOM KOHKPETHOM CIIydae.

Takum 00pa3oM, aHaJIN3 MPAKTUKH €BPOIEHCKHUX CYIOB MO3BOJSIET CHENaTh
BBIBOJI O TOM, YTO ITPABO Ha 3aIIUTY NEPCOHAIBHBIX JaHHBIX HE TOJDKHO paccMa-
TPHBAThHCS KaK JIEMEHT MpaBa Ha 3alIuTy JUYHOHN *n3HH. HecMoTps Ha TO, 4TO
ECIIY paccmarpuBaeT 3auuTy MepCOHATBHBIX JAHHBIX B HEPA3PHIBHOM KOHTEK-
CTe OT MpaBa Ha 3aLIUTY JUYHON >KU3HHM, JAaHHBIEC MpPaBa UMEIOT Pa3Inuusl Kak
B COZlepIKaTeNbHOM, TaK U ()OPMAIbHOM CMBICIaX. B 3TOM OTHOIIEHHN TpaKTHKa
Cyna EC sBisieTcst 6osee nmporpeccuBHOM, MOCTYATEILHO pa3rpaHuYHBas JIaH-
HBIE [IPaBa B CBOUX PEIICHHUSX.
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Intellectual Property Issues
in the Pharmaceutical Industry:
Brand-Name vs. Generic Drugs

Memenvcxuu I C., cmyo. Il k. BI'Y,
Hayy. pyk. Bonoeuna O. B., cm. npen.

Pharmaceutical industry is regulated by patent law. Patent law is a sphere of
intellectual property which protects inventions (in other words, any intellectual
activities and intellectual decisions connected with design).

Speaking about patent law, it is necessary to mention that drugs belong to
the category of inventions. So the inventor of this or that drug has a list of rights
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including a copyright and in some cases — rights to receive a patent on his/her
invention. To patent something means that the owner of the rights on this object
has already received a state or international protection by a patent agency. Patent
protection gives the owner of the patent an opportunity to distribute this drug
within a country (or some countries) and to forbid other people to produce it and
to try to make copies [1].

According to national legislation, the term of validity of a patent for inventions
is twenty years and is calculated from the date of filing an application for the grant
of a patent for an invention. If an application for a patent for a medicinal product
is submitted, the legislation may provide for its mandatory state registration, which
may delay the grant of a patent for more than 5 years. In this case, at the request of
the patent owner, the patent validity period may be extended by the patent authority
for the time elapsed from the date of filing the application for the invention to the
date of initial state registration of the medicinal product, less five years. However,
the term of the patent may not be extended for more than five years [3].

After the expiration of the patent for medicinal products, they pass into the
public domain. It means that the drug can be freely used by any individual or
legal entity. In this case, no one’s permission is required, and the individual or
legal entity using the drug should not pay remuneration to anyone for this use.
However, the right of authorship must be respected.

Such drugs produced after the expiration of the patent for the original medicine
in accordance with European practice are called generics, or generic medicines
(they are also called reproduced medicines). National legislation introduces the
concept of a generic drug. It is defined as “a medicinal product containing the
same pharmaceutical substance or combination of pharmaceutical substances
in the same medicinal form as the original medicinal product, equivalent to the
original medicinal product and therapeutically interchangeable with it” [1].

The use of generics is becoming popular because it has obvious financial
benefits and saves time. Developing new drugs is a long and expensive procedure.

According to the words of the chief executive officer of “Novartis” Joseph
Himenez, “getting an active molecule and putting it on the market usually takes
from 6 to 10 years, and the cost is from 1.5 to 2.5 billion dollars”. These figures
are explained by the complex procedure of patenting and state registration of
a medicinal product. Moreover, reproduced medicinal products are much cheaper
than the original, since funds for the development, patenting and promotion of the
product are practically not required. So, the first analog usually costs 50% of the
original price, and the subsequent ones-from 20% to 30% [2].

In the Republic of Belarus, both new chemical compounds and medicinal forms
containing them, and reproduced medicinal products that are bioequivalent to
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registered ones, are subject to state registration. At the same time, generics must be
manufactured by another manufacturer, either jointly with another manufacturer, or
using a different technology, or with a different composition of excipients.

The bioequivalence of a generic to an original medicinal product is confirmed
by an expert examination during state registration with the Ministry of health of
the Republic of Belarus.

Since the generic is a copy of the original drug, it is not possible to obtain
a patent for the generic. This is why a generic drug is available only after the patent
for the original drug expires. Taking this into account, the legislation of most States
(including Russia) provides for a simplified procedure for introducing generics
into circulation. For example, a full range of preclinical and clinical studies is not
conducted for generics. It is enough to confirm its bioequivalence to the original
drug. Proving the fact of bioequivalence, the generic manufacturer can refer to
research data of original medicines that are published in specialized publications [3].

However, in practice, there are many controversial issues. One of them is the
problem of determining the moment from which the generic manufacturer can
start preparing for the introduction of the generic into circulation during the term
of the patent for the original drug. In in American literature of the 1980s, such
issues were united by the concept of “Bolar provision”. Thus, having analyzed the
experience of foreign colleagues, it should be emphasized that the legislation of
the Republic of Belarus regarding the calculation of the validity period of patents
for medicinal products fully complies with international standards. Therefore, as
a general rule, everyone can use a generic after the expiration of the patent for the
original drug, while conducting research and experiments before the expiration of
this period. As mentioned earlier, according to national legislation, generics are
also subject to state registration, which does not imply any scientific research or
experiment. Therefore, it is important to note that the Bolar Provision, which is
enshrined in the Belarusian legislation, is a kind of barrier that will allow patent
holders to protect exclusive rights to inventions that are violated by the state
registration of generic drugs by their manufacturers.

In conclusion, it can be stated that Belarusian legislation fully complies with
international requirements in the field of patent regulation of drugs.
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IIpaBo Ha KU3Hb KAK €CTECTBEHHOE NPABO
B 3aKoHoAaTeabcTBe Pecnydiuku benapych

Mypun JI. B., cmyo. I k. BI'Y,
nayu. pyx. Haymosuu T. B., cm. npen.

Bonpoc 0 B3aMMOOTHOIICHUSAX YEIOBEKA M TOCYIapCTBA 3aHMMACT OJHO U3
LEHTPAILHBIX MECT B PA3JIMYHBIX JOKTPUHAX W YUCHUSAX HA MPOTSHKCHUHU BCEH
HCTOPUH CTAHOBIICHHS M Pa3BUTHSI IPaBOBOM MbIcH. KpaiiHe akTyaseH oH U 1pu-
MEHHTEJIBHO K TAKOH JTMMUTHPYIOIICH MpaBa U CBOOOJIBI MEpE TOCYIapCTBEHHOTO
MIPUHYXK/ICHUS, KaK YTOJIOBHOE HaKa3aHHE, 0COOCHHO K €ro CTpoKaiIiei pasHo-
BHJTHOCTH — CMEPTHON Ka3HH, BBIIEIISIONICHCS JTUIIEHUEM YeI0BEKa ero TIIaBHOM
LIEHHOCTH.

[IpaBo Ha KU3HB SBISICTCS BAKHEHIINM W HEOTHEMJIEMBIM IIPABOM KaXKI0-
ro yenoBeka. OJJHAKO KATErOpUsl «ECTECTBEHHBIX MPaBy, MOMYYHBIIAS HIHPOKOE
yHoTpebJeHne B IOPUANYESCKON JINTepaType U 3aKOHOTBOPUECTBE, 10 HACTOSIIIEC-
r0 BPEMEHH HE MMEET OJJHO3HAYHOTO OIPE/ICIICHUs CBOETO cofiep:kaHus. B Hay-
K€ TIPaBO Ha JKU3Hb MOHUMAETCS B JIBYX ACIEKTaX: IMPAaBO HA COXPAHCHHUE YKH3-
HU ¥ TPABO Ha PACTIOPSKEHUE KU3HBIO, BCJICICTBUEC Y€r0 BOSHUKACT MHOXKECTBO
mpo0ieM, CBA3aHHBIX HE TOJBKO C BOMPOCAMH TTOHHUMAHHSI CYyTH 3THX HOPM, HO,
0oJiee TOro, KacaroIUXCsl ONPE/ICIICHUS TPAHUIL ICHCTBUS 3TUX HOpM TpaBa. [lo-
9TOMY Y4Y€HBIC B 3aBUCHMOCTH OT CBOMX KOHIIENTYaJbHBIX MPEANOUTCHUN AT
pasnu4HbIe X OPMYITHPOBKH.

Hcxonst u3 BceX BBINICHICPEYUCICHHBIX (DAKTOB, IENBbIO JTAHHOW pPabOThI
SIBIIICTCSL PACKPBITHE MOHUMAHHS TOCYIApPCTBOM TEPMHHA «KH3HBY» M €r0 Jie-
raJIbHOTO 3aKperuicHusI, JUKCUPOBAHHUS MTpaBa Ha KU3Hb YeJIOBEKa 1 SMOpHUOHA
B HOPMATHUBHBIX TPABOBBIX aKTaX, pErIaMCHTAIIMH CMEPTHOW Ka3HU B 3aKOHO-
J1aTeIbCTRE.

Jlns Havanma HEOOXOAMMO OMNPECIUTh OPUIHUECKOE COJCPKAHUE MOHSATHS
«Ku3HBbY. JKU3HB — 3TO IVIaBHAs 1IEHHOCTh, (yHJAaMEHTaJIbHOE MpaBo, 0e3 Ko-
TOPOTO HEBO3MOXKHBI CYIIIECTBOBAHHE M, COOTBETCTBEHHO, peallu3als APYTHX
HOPM TIpaBa, ¥ KOTOPOE HE SIBJISETCS HEOThEMIIEMBIM: OHO OoTuyXkjaemo. Cerof-

184



