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STATE REGULATION OF RELATIONS IN THE FIELD
OF CIRCULATION OF MEDICINES INTENDED
FOR THE TREATMENT OF RARE DISEASES
IN THE REPUBLIC OF KAZAKHSTAN

Abstract. The article deals with the problems of state regulation of relations in the sphere of orphan medicines
circulation in the Republic of Kazakhstan. Definitions of the terms «orphan drugs» and «rare (orphan) diseases» are
given. The analysis of foreign experience of state stimulation of orphan drug manufacturers is carried out. The
reasons for the lack of incentive mechanisms for orphan drug manufacturers in the Republic of Kazakhstan are
considered. The legislative base in the field of orphan drugs and rare diseases list is analyzed. The procedures of
expertise and registration of orphan drugs are considered. Proposals are made to improve the regulation of relations
in the sphere of orphan medicines circulation. For example, the establishment of a rare diseases laboratory in
Kazakhstan and the creation of continuity between the child and adult orphan drug distribution system. As a result of
the study, a number of conclusions have been made that can contribute to the implementation of the policy in the
field of state regulation of relations in the sphere of orphan drugs.

Key words: Medicines, rare diseases, orphan drugs, government regulation, state examination and registration.

Intruduction. Medicines are currently one of the most important arsenals of therapeutic and
preventive care. Every year, drugs are becoming increasingly important in the structure of medical
services, allowing, in particular, to prevent or treat diseases, maintain a high quality of life in chronic
diseases, alleviate the suffering of dying patients, and generally reduce the percentage of disability,
increase life expectancy, and improve quality life of the population. Therefore, in society there is a great
need for medicines, which continues to increase every year. Based on this, the importance of state
regulation of relations in the field of circulation of medicines is growing, as the state is one of the main
participants in the pharmaceutical industry.

So, for example, the global cost of prescription drugs in 2019 amounted to 871 billion US dollars. In
the next few years, sales will only grow, and by 2024, the figure could reach 1.2 trillion US dollars. One
of the fastest growing segments of the global drug market is the orphan drug market. According to experts,
the market volume of orphan drugs by 2024 will be § 262 billion [1]. This is not surprising, the orphan
drug market is currently attracting even more interest from large pharmaceutical companies that seek to
add orphan products to their portfolio and capture new sources of revenue.

Consider the definitions of the terms "orphan drugs" and "rare (orphan) diseases."

Orphan medicines (orphan medicinal product) - medicines intended solely for the diagnosis or
pathogenetic treatment (treatment aimed at the mechanism of the development of the disease) of rare
(orphan) diseases [3]. Orphan drugs have long been considered commercially unattractive. The main
reason for the unattractiveness was a small number of sick people, some kind of rare disease, uantitatively
almost unchanged. Also, pharmaceutical companies require significant investments to conduct clinical
research, development and production of orphan drugs. In order to mitigate risks and provide an
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Figure 1 — Worldwide sales of prescription drugs in 2016-2019 and forecast up to 2024 (in billions of US dollars) [2]

opportunity to earn money, many states compensate for the large costs of pharmaceutical companies
through allocated preferences, as well as create a favorable legislative framework that helps the orphan
drug market to function effectively [4].

Main part. Rare diseases, orphan diseases, orphan diseases (English rare disease, orphan disease) -
diseases affecting a small part of the population [5]. Most of the rare diseases are usually of a genetic
nature, often occur in childhood, approximately 1/3 of sick patients do not live to the age of five. There is
no specific general prevalence of a rare disease in a population at which it would be considered rare. A
disease can be rare in one state and at the same time can be spread in the territory of another state [6]. The
World Health Organization defines the boundaries of a rare disease if it affects from 6.5 to 10 people per
10,000 people.

When it comes to rare diseases, first of all, we should talk about rarely used medical technologies that
dramatically affect the patient. Rarely used technologies have a high level of evidence of effectiveness and
vital necessity. Without the use of rare technologies, the patient’s inevitable disease progression occurs,
complications worsen and develop, which leads to death for the patient. For their designation in the world
use the term, "rarely used medical (orphan) technology."

Medicines are developed and circulated on the free market, however, being one of the most important
factors for the success of medical interventions, they require the mandatory participation of the state in
regulating circulation. The life cycle of a drug consists of several links, each of which is to some extent
regulated by the state. The regulatory impact consists both in the creation of certain legislative and
organizational-legal documents, and in the direct implementation of services (examination, registration,
licensing) and the monitoring of the activities of pharmaceutical and medical organizations (control,
supervision).

In the Republic of Kazakhstan, on the part of the state, much attention was paid to solving problems
and regulating the drug supply of frequently occurring socially significant diseases. For example,
infections, cardiovascular diseases, diabetes, etc. In the past 10 years, the state has begun to actively
regulate relations in the field of rare diseases and orphan drugs. Until 2009, state regulation of medicines
intended for the treatment of rare diseases was formal. The growing social significance of the problems of
patients with rare diseases has made it possible to change the situation for the better.

Unlike Kazakhstan, many foreign countries much earlier began to develop government policies in the
field of orphan drugs. So in 1983, the first country to adopt the Orphan Drug Act was the United States of
America [7]. Americans were the first to define the boundary of the spread of a rare disease; in the USA, a
rare disease is defined as a disease that affects less than 200,000 people, or about 1 in 1,500 people [8].
According to the enacted law, pharmaceutical companies producing orphan drugs provide a number of
incentives. For example, pharmaceutical companies can sell orphan drugs without competition for 7 years.
Until 2017, federal tax credits accounted for 50% of the cost of conducting clinical trials, now they are
25%. The state provides federal grants for clinical trials of new therapies for the treatment or diagnosis of
rare diseases [9].

Manufacturers of orphan drugs do not experience regulatory restrictions when setting prices; prices
are determined by market conditions. In 1997, the US Congress exempted pharmaceutical companies that
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produce orphan drugs from FDA (Food and Drug Administration) fees [10]. Pharmaceutical companies
are entitled to an expedited process for reviewing applications for the sale of orphan drugs. The FDA
provides pharmaceutical companies with grants for the development of orphan drugs, and also reduces the
cost of the drug registration process. The goal of the grant program is to fund clinical trials that will
accelerate the emergence of promising drugs.

At the federal level, criteria for the interchangeability of drugs are established, which focus on the
identical pharmacokinetic and pharmacodynamic properties of individual species, taking into account their
dose, strength of action, method of use, safety, effectiveness and permitted use. Each state has the right to
reduce the number of criteria for interchangeability and thereby increase the range of drugs considered
interchangeable. A register of interchangeable drugs is maintained. The country has created a network of
regional centers of excellence for research on rare diseases [11]. Financing of the drug supply for patients
with rare diseases occurs at the expense of the state or insurance companies.

In Japan, the first Orphan drug law was passed in 1993.

To meet the criteria for an orphan drug, a drug must meet the following requirements:

- the drug should be used to treat a rare disease or condition that affects less than 50,000 people;

- the drug must treat diseases or conditions for which there are no other methods of treatment in
Japan, or the proposed clinical drug is superior to drugs available on the Japanese market;

- the applicant must have a clear plan for product development and scientific justification in support
of the need for the use of the drug in Japan [12].

Based on US experience, Japan has created its incentive system for pharmaceutical companies. Thus,
the Ministry of Health, Labor and Welfare of Japan holds special free consultations for manufacturers of
orphan drugs. Pharmaceutical companies may receive financial assistance from the government of Japan
to collect additional data, such as clinical trials, additional studies, etc. The applicant can also receive
financial assistance up to 50% of the cost of clinical trials, tax benefits in the amount of 6% of research
costs and 10% of the company's income. An application for registration of orphan drugs is considered
according to the accelerated method, for a period of not more than 10 months. Pharmaceutical companies
are granted exclusive marketing rights for 10 years. The cost of the purchase of orphan drugs for patients
with rare diseases is borne by the state.

In Australia, the orphan drug policy began in 1997 with the adoption of the relevant law. A program
to provide patients with rare diseases was created, guaranteeing a wide selection of orphan drugs. Orphan
drugs are controlled by the Australian Therapeutic Goods Administration (TGA). The criterion for the
prevalence of a rare disease is not more than 2000 people or commercial non-viability of the drug.

The main feature of the Australian program is that it is based on the close cooperation of the TGA
with the US FDA. The Australian program takes into account American drug evaluation experience, and
also takes into account orphan drugs that do not meet the FDA criteria.

A feature of the Orphan Drug Policy in Australia is:

1. Good legislative framework;

2. Refusal of registration fees;

3. Five-year marketing exclusivity for orphan drugs.

Regarding the financing of orphan drugs, the TGA covers all costs associated with the drug
registration procedure. In Australia, the research and development of orphan drugs is not supported by
government grants or tax incentives. Due to the high cost of orphan drugs, benefits are provided to citizens
to make some drugs more affordable [13].

In the countries of the European Union (hereinafter referred to as the EU), orphan legislation is based
on Decree of the Parliament and the Council of the EU of December 16, 1999 No. 141/2000 on orphan
medicines adopted pursuant to the decision of the Parliament and the Council of April 29 of 1999 No.
1295/1999 / EU on a joint program on rare diseases as part of public health action [14]. The borderline for
the spread of a rare disease in the EU is different, usually 5 cases per 10 thousand people, in Sweden and
Denmark 1 case per 10 thousand people. The European Medicines Agency (EMA) has set up a specialized
body, the Orphan Medicines Product Committee (COMP), in London, which is responsible for regulating
relations in the field of orphan medicines. EMA reviews the dossier for orphan drugs within 90 days, and
the European Commission must decide not later than 30 days to use them [15].

The EU gives preferences to companies developing orphan drugs, in particular, it compensates for the
costs of the marketing approval process. By approving the orphan drug, EMA gives the manufacturer the
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exclusive right to sell the orphan drug for 10 years and 12 years if the orphan drug is intended for
pediatrics. The term may be reduced to 6 years if the sale of the orphan drug brings profit to the
manufacturer. When considering applications for granting the status of orphan drug, the services of the
relevant state bodies can be provided free of charge or with certain benefits. The EU also provides free
assistance in the preparation of the protocol, a 50% reduction in fees at the pre-registration stage, a
reduction in all fees by 50% during the first year after the approval of the orphan drug.

Features of regulation of orphan drugs in foreign countries

. Countries
Indicators -

USA Japan Australia The EU
Legislative act Adopted in 1980 Adopted in 1993 | Adopted in 1998 Adopted in 2000
The boundary of the spread of a rare 7.5 people per 10 4 people per 10 1 person per 10 5 people per 10
disease thousand thousand thousand thousand
Exclusive right 7 years 10 years 5 years 10 years
Financial incentives for manufacturers| Clinical Studies 50% yes no Varies by country
Express Registration yes yes yes yes
Scientific Advice yes yes yes yes
Reduction of registration fees yes yes yes Full or partial

As already mentioned, in the Republic of Kazakhstan in recent years the state has been actively
working to improve the provision of medicines for patients with rare diseases and improve their quality of
life. One of the main problems of providing medicines for patients with rare diseases until 2009 was that
the legislative framework governing situations with rare diseases and orphan drugs, as well as expensive
technologies for their treatment, was absent. Such concepts as “rarely used medicine” were not
legislatively fixed, that is, medical technology, “rare disease”, there was no criterion for classifying
diseases as rare diseases.

The first step to rectify the situation was the adoption on September 18, 2009 of the Code of the
Republic of Kazakhstan "On the health of the people and the health care system, in it such concepts as"
rare diseases "and" orphan drugs "were fixed at the legislative level.

Rare diseases - rare serious diseases that threaten a person’s life or lead to disability, the frequency of
which does not exceed an officially determined level.

Orphan (rare) drug - a drug intended for the diagnosis, etiopathogenetic or pathogenetic treatment of
rare diseases, the frequency of which does not exceed an officially determined level in the Republic of
Kazakhstan.

In the Republic of Kazakhstan, in order to fall under the category of orphan drug, a drug should rarely
be used or used in less than 1 person per 10 thousand people. Also, medicines must have a high level of
evidence of effectiveness and vital necessity. In the Republic of Kazakhstan, orphan drugs are not
produced, the need for orphan drugs is met through imports. Having considered the experience of the
USA, Japan, Australia and the EU, two main reasons can be identified for which the production of orphan
drugs in the Republic of Kazakhstan is unprofitable for both domestic and foreign pharmaceutical
companies:

1. A small number of patients with rare diseases. In Kazakhstan, out of 18.6 million people, less than
1% of the population has rare diseases. Pharmaceutical companies invest the same amount of money in the
development, testing and registration of commonly used and rarely used drugs. For the production of large
and small batches of drugs, the costs are also approximately the same, but the price of one conventional
tablet of orphan drug varies markedly. For example, take a certain amount of X that is spent on developing
a medicine, whether it is orphaned or not, X is divided by one hundred people with a rare disease and we
get one price of the drug, if X is divided by a million people, a more reasonable price will be obtained.
The manufacturer needs to cover the costs of production, and make a profit. For this reason, the costs of
orphan drugs can be huge.

2. In the Republic of Kazakhstan, there are no mechanisms to stimulate and encourage manufacturers
of orphan drugs. There is no exclusive right to orphan drugs, the state does not apply financial incentives
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to pharmaceutical companies with the ability to produce orphan drugs. Scientific consultations are not
held, registration fees are not reduced. In developed countries, the production and sale of orphan drugs
stimulates the state. Typically, the state takes upon itself the financing of special programs, compensating
manufacturers for the production of expensive orphan drugs, so that pharmaceutical companies are
interested in investing money not only in production and sale, but also in the development of new drugs.
The state also gives tax preferences and increases the term of exclusivity of the orphan drug.

Given the above, government measures are needed to create conditions for pharmaceutical companies
that could organize the production of orphan and other medicines in the Republic of Kazakhstan. In 2025,
the full functioning of the single market for medicines of the countries of the Eurasian Economic Union
(hereinafter - the EAEU) will be implemented. With the market expanding to 183.4 million people, the
number of patients with rare diseases will increase, and the number of orphan drugs consumed will
increase accordingly. Therefore, in a competitive environment, Kazakhstan needs to be the first of the
EAEU countries to create favorable conditions for manufacturers of orphan pharmaceutical companies.
Government incentives will create the opportunity to produce original drugs or “generics” for rare diseases
at a lower price.

I would like to note that before creating incentive mechanisms for pharmaceutical companies, it is
necessary to improve state regulation of relations in the sphere of circulation of orphan drugs. Today,
Kazakhstan faces difficulties in compiling lists of orphan drugs and rare diseases. For example, if in the
world there are about 7 thousand rare diseases, then in the list of rare diseases there are only
57 nosologies. Accordingly, if a citizen of the Republic of Kazakhstan becomes ill with a disease that has
not previously been registered in Kazakhstan, then he will have bureaucratic difficulties in the treatment
and access to free orphan drugs. In the list of orphan drugs, not all orphan drugs are also present.

In the Republic of Kazakhstan, the list of orphan drugs was first approved on June 10, 2009 by order
of the Minister of Health of the Republic of Kazakhstan “On the Procedure for the Formation of the List
of Orphan Medicines”. The list was formed in order to ensure accessibility, create a unified order and
approve the principles for the formation of orphan drugs. The procedure for the registration of medicines
in the list was determined and the stages of consideration by the formulary commission of proposals for
the inclusion of orphan drugs in the list were determined. This list has lost its force and has been revised
and amended several times. For example, on December 7, 2009, the order of the Minister of Health of the
Republic of Kazakhstan No. 831 “On approval of the List of orphan (rarely used) drugs in the Republic of
Kazakhstan” was issued, which stated that orphan drugs from the list can be purchased and used in
medical practice if not in the state register medicines of the Republic of Kazakhstan. It was also spelled
out that the decision on the use of orphan drugs is made by the head of the healthcare organization on the
recommendation of the formulary commission of the healthcare organization (or the department head). In
order to import an orphan drug that has not been registered in the state register of medicines at a time, you
must obtain permission from the state authority in the field of drug circulation.

The procedure for registration and examination of orphan drugs is spelled out in orders No. 735 “Rules
of state registration, re-registration and amendments to the registration dossier of a medicinal product,
medical devices and medical equipment” and No. 736 “On approval of the Rules for the examination of
pharmaceuticals, medical devices and medical technicians ”of November 18, 2009. Orphan drugs that are
not registered (if justified) in the country of the manufacturer or country of the holder of the production
license and registration certificate for the drug are not subject to state registration in Kazakhstan. Also,
orphan drugs do not pass state expertise on effectiveness, safety and quality.

If there is insufficient information on the results of preclinical (nonclinical) and clinical trials, by
agreement with the applicant, the state body carries out state registration of orphan drugs in the following
cases:

— if on the day of filing the application for registration, the level of scientific knowledge does not
allow to collect more detailed information;

— if obtaining complete information is contrary to generally accepted principles of medical ethics.

When examining orphan drugs, a positive safety opinion is issued against the obligation of the
applicant on the following conditions:

— fulfillment within a certain time frame of a certain research program, the results of which will be
the basis for reassessing the benefit-risk ratio;
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— the use of the drug under the strict supervision of a physician;

— immediate notification of the state body of any side effects that occurred with the use of the
orphan drug, and the measures taken.

In cases where the orphan drug is not registered in Kazakhstan, but is included in the treatment
diagnosis protocols, then the state body has the right to allow one-time import of the drug for a particular
patient.

Thus, the market for orphan drugs is one of the fastest growing young markets in the pharmaceutical
sector. The state occupies an important place in resolving problematic issues that arise both for
manufacturers of orphan drugs and for citizens with rare diseases. Since 2009, the Republic of Kazakhstan
has been pursuing an active state policy and legal regulation of relations in the sphere of circulation of
orphan medicines. The globalization of the drug market is forcing most countries, including Kazakhstan,
to implement national drug policies and legislation in accordance with international standards. Therefore,
it is necessary to take into account the experience of developed countries in carrying out state policy of
regulating and stimulating the market of orphan drugs.

Conclusion. As a result of the study, we can draw a number of conclusions about state regulation of
relations in the field of circulation of medicines intended for the treatment of rare diseases in the Republic
of Kazakhstan.

Orphan drugs, having a number of specific features (a small number of patients, large investments,
difficulty in conducting clinical trials), are an integral part of the pharmaceutical market, requiring special
support from the state. The great social significance of orphan drugs requires the government to quickly
solve problems by creating conditions conducive to increasing the social and economic efficiency of the
functioning of the orphan drugs market.

As foreign experience shows, medicine is not only new innovative technologies, it is primarily
innovative technologies in medical management, which allows minimizing government costs and
increasing the return on the use of new technologies. The state is able to include regulatory mechanisms,
reducing the cost of treating patients with rare diseases and increase the efficiency of investing in this area.
The problem of development of orphan technologies concerns not only the life and health of a particular
person, it is also associated with the development of the market for innovative technologies in healthcare
and related fields with the speed of innovation. Therefore, developing orphan technologies, the state
invests in the health care of the future. Without the formation of a state policy in the field of orphan
technologies, it is impossible to overcome the lag and develop innovations in healthcare.

State regulation of relations in the sphere of circulation of orphan drugs should primarily be aimed at
solving the problems of patients with rare diseases. It is necessary to establish an effective system for the
diagnosis of rare diseases in order to quickly provide them with orphan drugs. It is necessary to create
your own laboratory for rare diseases so as not to waste time on diagnosis abroad. Incorrect diagnoses and
untimely provision with orphan drugs leads to sad consequences for people suffering from rare diseases.
Proceeding from this, the state should build an effective system for providing the population with orphan
drugs, without bureaucracy and formalism.

It should be noted that the solution of the above issues will ensure the implementation of a policy in
the field of protecting the health of citizens, the use of effective methods for the prevention of rare
diseases, the detection of diseases at an early stage, diagnosis, treatment, as well as the healing of patients,
mortality reduction, fairness and equal access to health care for all to citizens.

E. b. Bykaros', I'. K. T'umpanosa', K. T. Ayesosa’, K. K. Xacenosa®

1Ka3T¥TI)IHyO):laF])I Kaparanipl 5KOHOMHKAIBIK YHEBepcHTeTI, Kaparanasl, KazakcraH;
JLH.T ymuiieB atbinaarbl Eypasust yntreik yausepeureti, Hyp-Cynran, Kasakcran

KA3AKCTAH PECIIYBJIMKACBIHJIA CHPEK KE3JECETIH AYPYJIAPJIbI EMJAEYTI'E APHAJIFAH
JOPUIIK 3ATTAP AMHAJIBIMbBI CAJIACBIHJIATBI KATBIHACTAP/IbI MEMJUIEKETTIK PETTEY

Annoranus. Makanaga Kazakcran PecnyOnmukacsiaaa opdaHABIK TOpLTIK 3aTTap alfHANBIMBI CalaCHIHIAFHI
KaTBIHACTApABl MEMIIEKETTIK peTTey Mocelenepi KapacTelpburrad. «OpdaHaplKk IopiTik mpenapaTrapy KoHEe «CHPEK
(opdannsik) aypynap» TepMUHAEpiHe aHbIKTaMa Oepinni. OphaHAbIK AOPUTIK 3aTTap bl OHAIPYIILIEPIi MEMIICKETTIK
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BIHTAIAHABIPYABIH HIETENIIK ToXipuOecine tammay xyprizinmi. Kazakcran PecrmyOnukaceiHna opdaHABIK Topiimik
3aTTapIpl OHAIPYIIUIEp i BIHTAJAHIBIPY TETIKTEPiHIH OOIMAYBIHBIH cebenTepi KapacTrlpbuiabl. OpdaHaplK IopLtik
3aTTap MEH CHPEK KE3IeCeTiH aypyniap Tiz0Oeci calachlHAArbl 3aHHAMANBIK 0a3a Tammasasl. OpdaHIbIK TOpLTiK
npenaparrapisl capanTtay JKoHe Tipkey mpouegypaiapsl capantainsl. OpdaHAbIK ASPUIIK 3aTTap aiHaIBIMBI
callachIH/IaFbl KaThIHACTAP/IBI PETTEY Il KEeTUIAIpy OoiibIHIIA YChIHBIC Oepinai. ATanraH ycbiHbic KazakcTanaa cupek
Ke3JIeCeTiH aypynap OOWbIHIIA 3epTXaHa Kypy *oHe Oananap MeH epecek ophaHIbIK IOpUIIK 3aTTapibl TapaTy
JKyieci apachiHaa cabaKTacThIK Kypy Maceneci perinae kepcerinmi. JKypri3iiren 3epTrey HOTHXKECiHAE opdaHIbIK
JIOPLTIK TpenapaTTap CajachlHIAFbl KaThIHACTApbl MEMIICKETTIK PETTEY CallaChIHIAFbl CasCaTThl ICKE achIpyFra
BIKIIAJI €TETIH OipKaTap KOPBITBIHbLIAD JKACaJIbL.

Kazakcran PeciyOmukachiHma Kasipri Ke3eri ©3eKTi MaceNeIepaiH 0ipi CHpeK Ke3AeCeTiH aypylapasl eMaeyre
apHaJIFaH Jopi-JopMeKTep/Il TipKey )KaHe capalnray TapTiOiH sKeTuaipy 0oibln caHanaabl. Tipkey ecipTKiHIH eMipiiik
LUKJIHAET] ecipTKi KOJIZaHyIbl KalbINTACTHIPY MEH KOJIaHy KEe3€Hi apachIHIArbl MaHBI3Jbl KE3€H, MEMIIEKETTIH
axpIpaMac (YHKOUSACHI OOJBIN CaHANaJbl JKOHE KIMHUKAJBIK TOXKIpHOeoe caTyra »oHE KOJIaHyFa pykcar Oepy
Typanbl OapibIK 3epTTEYNIEPIiH HOTIDKEIEepiH jKaH-)KaKThl OaraayFa jKoHe IIemliM KaObuimayFra apHairaH. Jlopimik
3aTTapApl TipKEy MEMJIEKeT TapamblHaH (apMaleBTUKANBIK HApPBIKTHl PETTEYMiH HETi3ri OYBIHBI CaHalaubl:
OipiHIIiIeH, caTyFa MakyJIaHFaH JOPUIIK 3aTTaplblH HOMEHK/IATYPAChlH arall ©TKeH JKOH, SKIHIIIJeH, OJap/blH
TUIMJUIITT MEH KayiIlci3airi, yIIHIIiIeH, cananblH (hapMaleBTHKAIbIK aCHeKTiIepl, COHaii-aK caTy MIapTTaphbl )KoHe
1.0. Ken enpe Tipkey HapbIKKa Kipy peTiH/e aHbIKTaJa bl

Opdanaplk A9pi-A9pMEKIIEH KaMTaMachl3 €Tyl MEMIIEKETTIK PeTTey TETIKTepiHIH THIMIIPEK >KYMBIC icTeyi
YLIiH 6acka enepAiH )KyHenepine coiikec KeJIeTiH )KeTUIreH 3aHHaMaIIbIK 0a3a KaXKeT, OFaH KIMHHUKAJIBIK 3epTTeyiep
MeH op¢aHIbIK eHAIpYIIIepli BIHTATAHABIPY Kipeldi. MeMieKeT cajbIK KeHUIAIrH Oepyi KaXKeT, MaTeHTTIK KoHe
MapKETHHITIK KYKBIKTapJbl KOPFaybl KepeK, KIMHUKAJBIK 3epTTey OarqapiamManapblH KapiKbUIAHIBIPYFa KOMEK
KepceTyi THic, eH 0acThIChl, OphaHIBIK Jopliepal eHIIpyLIiiepre oKIMIIUIK XoHe OIOpOKPaTHSIIBIK Kexeprijiep
aNbI TacTadybl THic. MeMIJIeKeT OHIIpyIIiepre KOoJaiuel skarmail xacarm, EADO ennmepiHiH Aopi-TopMeEKTIH
OipbIHFaf HAPBIFBIHA IIBIFY MYMKIHIITIMEH (apMameBTUKANBIK KoMIaHsIapasl KazakcTaH HapbIFbIHA TapTa alajpl.

MeMItekeTTIK TipKey eMAeNyIIire THIMAL XoHe Kayilci3 Mopi-TopMEKTepHiH KOJDKETIMAI eKeHIITiHIH Kermii
Oonbin caHananbl. COHOBIKTAH, MEMJIEKETTIK TIpKeY MEMIIEKETTIK CTaHIapTTapFa, KIMHHUKAIBIK CHIHAKTApFa COMKeC
KJIMHHUKAIIBIK CBIHAKTAp/bl OTKi3y, O0JalIaK CepUsUIBIK OHIIPICTIH KACHETTePiH PeTTEHTIH HOPMATUBTIK KYXKAaTTapAbI
)Kacay OKarJalblH, COHIAW-aK KIMHHUKAIBIK KOJJaHyFa apHaJIfaH HYCKAyJbIKTapAblH OONybIH OaKbLIaymbl
KaMTamachbI3 erefi. BipiHmneH, MopimiK 3aTThIH THIMAUIINT MEH KayilCi3[iriH KaMTamachi3 €Ty VIIIH TipKey, a3
JlereHjie, KIMHUKAIBIK 3epTTeyiiepae OenriieHreH aeHreine Oomybl Kaxer. COHbIMEH Karap, TipKey j>KaH-)KaKThl
KOHE TPOQPHIAKTHKAIBIK CHUIIATKA Me OOJybl THIC, OHBIH MaKCaThl — CaTyFa pyKcarT Oepy MoceleciH Mielryne op
npenapar yiIiH maigacel MeH TOyeKeNdiHiH apakaTblHAchlH Oaranay. OchUlaiilia, mpemapaT CamachiHbIH (apma-
LEBTUKAIBIK aCHEKTIJIEpiHE KAaTHICTHI MabIMIaFaH/a, aJIbIMEH JKeKe YITUIEpiH canacklH TeKCepyIeH 0eeK, OHBIH
OHJIIPICTIK YJepiCiHIH CeHIMIUIITIH aHBIKTay YIIiH TipKey KaxeT.

Tyiiin ce3aep: mopi-TopMeK, CHPEK Ke3[ECeTiH aypy, ophaHAbIK MpernapaT, MEMIICKETTIK PEeTTeY, MEMJICKETTIK
capanTama XKoHe TipKey.

E. b. Bykaros', I'. K. T'umpanosa', K. T. Ayesopa’, K. K. Xacenosa®

'Kaparanauucknii s5KoHOMIYecKnii yHuBepenter KasnotpeGeorosa, Kaparanaa, Kasaxcran;
2EBpa31/117101<1/1171 HalMoHanbHBIN yHUBepcuTeT uM. JI. H. I'ymunesa, Hyp-Cynran, Kasaxcran

T'OCYJAPCTBEHHOE PET'YJIMPOBAHUE OTHOIIIEHU
B COEPE OBPAIIEHUS JIEKAPCTBEHHBIX CPEJICTB, ITPEJTHASHAYEHHBIX
JJIA IEYEHUSA PEJKHUX 3ABOJIEBAHUU B PECITYBJIMKE KA3ZAXCTAH

AHHoTanusi. B crarbe paccMOTpPeHbI MPOOJEMBbI TOCYAAPCTBEHHOTO PEryJIMpPOBaHUS OTHOILICHUI B cdepe
oOpartteHus ophaHHBIX JIeKapCTBEHHBIX cpeacTB B PecnyOnuke Kazaxcran. Janbl onpeseneHus TepMUHaM «opdan-
HBIE JIEKapCTBEHHBIE IMpenapaTe» U «penkue (opdanHsie) 3a0oneBanus». [IpuBeneH aHanmn3 3apyOeXHOTO OMBITA
rOCYIapCTBEHHOTO CTUMYJIMPOBAHUSI IPOU3BOAMTENEH Op(haHHBIX JIEKAPCTBEHHBIX CPEICTB. PacCMOTPEHBI IPUYHHBI
OTCYTCTBUSI MEXaHHM3MOB CTUMYJIMPOBAaHUs MPOW3BOJMTENCH OpdaHHBIX JIEKAPCTBEHHBIX CpencTB B PecmyOnuke
Kazaxcran. [IpoaHanusupoBaHa 3akoHonarenbHas 0a3za B 00JacTH IepedHsi opQaHHbIX JEKAPCTBEHHBIX CPEICTB U
penkux 3aboneBaHuil. PaccMoTpeHBl TpoUenypbl SKCHEPTH3bl M pErucTpauud OopQaHHBIX JIeKapCTBEHHBIX
npenaparoB. JlaHbl TPEIUIOKEHHSI 110 COBEPIICHCTBOBAHHUIO PETrYJIMPOBAHUs OTHOIIEHWH B cdepe oOpalneHus
opdaHHBIX JIeKapCTBEHHBIX cpencTB. Hanpumep, coznanne B Kazaxcrane naboparopuu 1o peakum 3a00jaeBaHUSIM U
CO3/IaHNE TIPEEMCTBEHHOCTH MEXIY JAETCKOH M B3POCIOH CHCTEMOW pacnpenesneHHs oppaHHBIX JIEKapCTBEHHBIX
cpeactB. B pesynbraTe MPOBHICHHOTO HCCIICNOBAHUS CJACNAH PsA BBIBOJAOB, KOTOPbIE MOTYT CIIOCOOCTBOBATH
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peanu3aly MOJUTHKH B OOJACTH TOCYAAapCTBEHHOTO PETYJIMPOBAaHMSA OTHOIIEHWH B cdepe opdaHHBIX JeKap-
CTBEHHBIX IIPETIapaTOB.

B Pecny6nmuke KazaxcTaH omHOW M3 akTyallbHBIX NPOOJEM, CYHIECTBYIOIIUX B HACTOSIIEE BPEMs, SIBIIACTCA
COBEpIICHCTBOBAHUE MPOLEAYPhl PErHCTPAlMM U 3KCHEPTHU3bI JIEKAPCTBEHHBIX CPEJCTB, NMPEAHA3HAUYCHHBIX IS
JICUCHUS PEAKUX 336OHeBaHHﬁ. PeFI/lCTpaLII/IH — 3TO BaXXHBIM 3Tan B KU3HEHHOM HUKJIC JICKapCTBCHHBIX CPCICTB,
KOTOpLIfl JICKUT MCEXKAY OTanaMu CO3daHUusA W ITalaMu IMPUMCEHCHUA JICKApCTB, OHaA ABJIACTCA HEOTHEMJIEMOM
(yHKIMeW rocynapcTBa W NpenHa3HauYeHa Uil KOMIUIEKCHOM OLIEHKM BCEX pPEe3yJIbTaTOB IPOBEICHHBIX HCCIe-
JIOBaHUH ¥ IPUHSATHS PEIICHUS O BO3MOXKHOCTH JIOITyCKa K IPOAAXE M NPHUMEHEHHS B KIMHHYECKOH ITPaKTHKE.
Peructpanust nekapcTBEHHBIX CPEICTB SIBIAETCS IJIaBHBIM 3BEHOM PETYJIHPOBAaHMS TOCYIapCTBOM (apManeBTH-
YECKOTr0 pBIHKA 110 MHOTHM €ro IapaMmeTpaM: BO-TIEPBBIX, CIEAyeT OTMETHTh HOMEHKJIATYpy HOMyIIEHHBIX K
MpoAaXke JIEKapCTBEHHBIX MIPETapaToB, BO-BTOPHIX, NX dPPEKTUBHOCTE U OE30MIaCHOCTD, B-TPETHHUX (hapMarieBTHICC-
KM€ acHeKThl KadecTBa, a TAaKXKE YCIOBHUsS peajHM3allii M MHOroe Apyroe. B OONBIIMHCTBE CTpaH IpoLedypa
pETHCTpaIN OIPENENAETC s KaK JOMYCK Ha PHIHOK.

st 6onee adpdexktuBHOr0 HyHKIHOHUPOBAHUS MEXaHU3MOB T'OCYIAPCTBEHHOTO PETYJIMPOBAHUS JIEKAPCTBEH-
HOro oOecriedeHus Op(aHHBIMM IIpenapaTaMu HeoOXoguMa XOpollas 3aKoHOJaTesibHas 0a3a, COOTBETCTBYIOIIAS
CcUCTeMaM J[JIpyIrux CTpaH, KOTOpas BKIIO4Yalia 6bl MMpOBE€ACHUC KIIMHUYCCKUX HUCIBITAHUN H CTUMYJIMPOBAHUEC
ophanHbIX TpousBoAuTeNeh. ['0CYIapCTBO MOHKHO MPEAOCTABIATH HAJIOTOBBIC PUBUIICTHH, 3aIUINATh TATCHTHBIC
W MapKETHUHIOBBIE IIPaBa, OKa3bIBaTh COJACHUCTBHE B (PUHAHCHMPOBAHHUH MPOrPaMM KIMHHYECKUX UCCIIEIOBaHUH U, YTO
camMoe Ba)KHOE, HE CTaBUTh aJIMHHUCTPATUBHBIX M OIOPOKpAaTHYECKHUX OapbepoB ISl NMPOM3BOAMTENEH OpdaHHBIX
npenaparoB. Co3maB OnarompusiTHbIE YCIOBUSL JUIS HPOM3BOAMTENEH, TOCYIapcTBO CMOXET IIPHUBJIEKATh
(hapmaneBTHYECKHE KOMITAaHUH Ha pHIHOK KaszaxcraHa ¢ BO3MOXKHOCTBIO BBIXOJa Ha €AMHBIN PHIHOK JIEKapCTBEHHBIX
cpencts ctpad EADC.

locynapcTBeHHast perucTpaiys BEICTYHAaeT TapaHTHEeH TOro, 9TO ManueHTaM OyIyT IOCTYHHBI 3((GEKTUBHBIE U
Ge3omacHble JIeKapCTBEHHBIE Npenapathl. [103TOMy rocyaapcTBeHHasT perHCTpalys MpeaycMaTpuBaeT KOHTPOJIb 32
YCIOBUSIMH TIPOBEACHHUSI COOTBETCTBYIOUIMX T'OCYAApPCTBEHHBIM CTaHAApTaM JAOKIMHWYECKUX HMCCIEAOBAHUM,
KIMHAYECKIX MCTIBITAaHUH, CO3/1aHIe HOPMAaTHBHBIX JOKYMEHTOB PETIaMEHTHPYIOIINX CBOMCTBA OyayIIel cepuitHOM
MPOIYKIMH U TaKKe HAIMYNE MHCTPYKIMH M0 KIMHUYECKOMY IpuMmeHeHuto. [Ipexne Bcero, perucrpamms obs3aHa
obecrieunTh 3PPEKTUBHOCTH U OE301IaCHOCTH JIEKAPCTBEHHOTO CPEACTBA KAK MUHUMYM B IIpejieliaX, YCTaHOBIEHHBIX
KJIMHUYECKMMHU HCIBITAHUSIMU. [IoMHMO 3TOTO, perucrpaius A0JKHA HECTH B ce0e KOMIUIEKCHBIN U MPOQUIIaKTH-
YECKHUI XapakTep, LEeNbI0 KOTOPOi J0KHA OBITh OIIEHKA COOTHOLIEHHUE MOJIB3bI M PUCKA MO KaXKAOMY IMperapary Juis
pelIeHusl Bompoca O ero JOomycke K mpojaxke. Takum oOpa3om, kacasch (papMaleBTHUECKHX aCIEKTOB KadecTBa
IpenaparoB, pErUCTpaLys, PEKAE BCEro, HYXKHA JUIs ONpEAEIeHHs HaJeKHOCTH IPOLECCOB MX MPOM3BOACTBA, HO
HHUKaK HE Ha MPOBEPKY Ka4eCTBA OTAEIBHBIX 00pa3IIoB.

KiroueBble cil0Ba: eKapCTBEHHBIE CPEACTBA, pellkue 3a00aeBaHms, opdaHHbIe TIPenapaThl, TOCyJapCTBEHHOE
peryJInpoBaHue, TOCYIapPCTBEHHAS SKCIIEPTH3a U PETHUCTPALIHS.
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