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HOPMATHUBHO-ITPABOBOE PEI'YJIMPOBAHHUE JIbI'OTHOI'O
JEKAPCTBEHHOI'O OBECIIEYEHHMS B POCCUMCKOMN ®EJEPAIIUUA
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®I'BOY BO Ps3anckuii rocy1apcTBEHHbIN MEIULIMHCKUM YHUBEPCUTET
M. akan. W.I1. ITaBnoBa Munsnpasa Poccuu, Ps3ans, Poccus (1)
I'BY3 MO MockoBckuii 0071acTHOW HAyYHO-HCCIIEI0BATENbCKUN KIMHUYECKHI HHCTUTYT
uM. M.®. Bragumupckoro Munszapasa Poccun (MOHUKIN), Mocksa, Poccus (2)

B Poccuiickoii denepanyu Ha CErOAHSAIIHUN JIEHb CYIIECTBYET OpraHM30BaHHAasl CUCTEMA Jie-
KapCTBEHHOTO 00eCIeueHus! IS JIbFOTHBIX KaTeropuil rpakaan. [1pu 3ToM, HOpMaTUBHO-TIPABOBOE
peryaupoBaHie HAXOAUTCS B TIPOIIECCE TTOCTOSHHOTO COBEPIICHCTBOBAHUS MTyTEM MPUHSATHUS HOBBIX
3aKOHOJATEIIbHBIX aKTOB M BHECEHUS M3MEHEHUHU B yXK€ CYIIECTBYIOIIKE. B 0CHOBE JaHHOTO Mpo-
11ecca JIeKar paBHbIE BO3MOXKHOCTH U MPaBa BCEX IPaKJaH B MOJyYEHUU OCCIIATHOM JIEKapCTBEH-
HOI momonu. TeM He MeHee, CYIIEeCTBYIOT JbIOTHBIE KaTETOPUH HACEJIEHUSs, A1 KOTOPhIX ObLIH
MIPUHSATHI JOTIOTHUTEIBHBIC TTOIXOBI K OpraHU3aIlH JICKAPCTBEHHOTO 00SCTICUSHHSI.

Ilens. Ananu3 HOPMATUBHO-TIPABOBBIX AKTOB MPUMEHUTEIBHO K COOTBETCTBYIOUIUM JIbTOT-
HBIM KaTeropusiM HaCceJICHHUS.

3aknruenue. YCTaHOBJICHHAs HOPMATHUBHO-TIPaBOBasi 0a3a, peryiupyromas JeKapCTBEHHOE
o0ecrieueHne JTbIOTHBIX KaTerOpHid rpaKaaH, Kak Ha GelepalibHOM, TaK U Ha PETHOHATBHOM YpPOB-
HSIX, TIO3BOJISIET MAIMEHTaM MOoJy4YaTh HEOOXOIUMYIO JIEKAPCTBEHHYIO TepaIuio, KOTopas SBIseTcs
KHU3HECHHO HeoOxomumon. [Ipu 3ToM, Ui MONMyYeHUs NaHHOW TIOMOIIMM SIBIISICTCS 00S3aTeIbHBIM
HaJIMYMe OMPECIICHHOTO JUarHo3a Wik COIMAJILHOTO cTaryca. B mepeueHb JbrOTHBIX KaTeropuit
rpaxaaH BXOAAT JaJIeKO HE Bce manueHThl. ClieoBaTeNbHO, CYIIECTBYIOIIEE HOPMATUBHO-
MIPaBOBOE PETYIMPOBAHUE 3APABOOXPAHEHHUS HYK/IAeTCsl B JaIbHEHUIIIEM COBEPIIICHCTBOBAHUU.

Knioueevle cnoea: nexapcmeennoe obecneyenue;, opeanuzayus 30pagooXpaHeHust; beom-
Hble Kame2opuu; J1eKapcmeenHvle Npenapamsl; 3aKOH00amelbCmao.
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At present in the Russian Federation (the RF), an organized system of pharmaceutical provi-
sion of benefit-entitled citizens is used. With this, statutory regulation is under continuous im-
provement through adoption of new regulatory acts and amendments to already existing ones [1].
The basis of this process is equal opportunities and rights of all individuals for free provision with
medical drugs. Nevertheless, there exist benefit-entitled categories of citizens for whom additional
approaches to organization of pharmaceutical provision were adopted.

Aim. Analysis of statutory regulation applicable to the existing benefit-entitled citizens.

Conclusion. The established normative framework regulating pharmaceutical provision of
benefit-entitled citizens both on the federal and regional levels, permits patients to receive the
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necessary life-saving medicinal therapy. With this, an obligatory condition for receiving such
assistance is presence of a certain diagnosis or a certain social status. Far not all patients are in-
cluded into the list of benefit-entitled citizens. Hence, the existing statutory regulation of
healthcare requires further improvement.

Keywords: pharmaceutical provision; organization of healthcare; benefit-entitled catego-
ries; medical drugs; legislation.

At present in the Russian Federation It is important to note the following ca-
(the RF), an organized system of pharmaceu- tegories of citizens who have the right for re-
tical provision of benefit-entitled citizens is ceiving the state social assistance in the form
used. The statutory regulation is under con- of a package of social services:
tinuous improvement through adoption of 1) disabled war veterans;
new regulatory acts and amendments to the 2) participants of the Great Patriotic
already existing ones [1]. The process is War (the GPW);
based on the equal opportunities and rights of 3) veterans of combat operations from
all individuals for free provision with medical the list of persons mentioned in items 1-4 of
drugs. Nevertheless, there are benefit-entitled Article 3 of Federal law «On Veterans» (as
categories of citizens for whom additional amended by the Federal Law Ne40-FL of Ja-
approaches to organization of pharmaceutical nuary 2, 2000);
provision were elaborated. 4) servicemen who were doing military

Statutory regulation of pharmaceutical service in military posts, establishments, mili-
provision of benefit-entitled categories of citi- tary educational institutions not included into
zens on the federal level. According to Fede-ral the active army, in the period from June 22,
Law Nel78 of Jule 17, 1999 «Concerning State 1941 to September 3, 1945 for not less than
Social Assistance», measures of social support six months; servicemen awarded orders and
are taken in the form of rendering additional medals of the USSR for the service in the
free medical assistance that envisages provision stated period;
of certain categories of citizens with the neces- 5) individuals awarded the badge «Citi-
sary medical drugs (MD) on medical prescrip- zen of Blockaded Leningrady;
tion out of federal budget resources («Provision 6) individuals working for servicing an-
of Certain Categories of Citizens with Neces- ti-aircraft defense objects, local anti-aircraft
sary Medical Drugs» program) [2]. objects, engaged in building of defenses, na-

On the basis of Article 6.1 of the given val stations, aerodromes and other military
Federal Law, the «List of Medical Drugs, in- objects within the rear boundaries of battle
cluding Medical Drugs Administered by fronts, in operational zones of active fleets, in
Medical Commissions of Medical and the near-front zones of railways and motor
Prophylactic Institutions...» is approved by a ways in the period of the GPW, and also
federal organ of executive power participating crewmembers of ships of cargo fleet who
in formulation of State policy and in statutory were interned at the beginning of the GPW in
regulation in the sphere of healthcare and so- harbors of other countries;
cial development. Here, the given list of MD 7) members of the families of perished
is approved by Government of the Russian (deceased) disabled veterans, participants of
Federation. Since January 1, 2019 in effect is the GPW and combat veterans, members of
the list approved by Decree of Government of families of personnel of groups of self-
the PF of December 10, 2018 No2738-p [3]. protection of point and crash crews of local
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anti-aircraft defense, and members of families
of perished workers of hospitals of Leningrad;

8) disabled individuals;

9) disabled children.

Monetary resources for financial provi-
sion of social support of federal benefit-
entitled categories of citizens who live in the
regions, are remitted from the federal budget
to the regions in the form of interregional
transfers and subventions on the basis of cal-
culation of requests taking into account the
number of citizens having the right for a
package of social service in part of pharma-
ceutical provision. So, a list of benefit-
entitled categories of population, a list of
MD for these individuals are to be approved
on the federal level, here, financing of this
medicine assistance comes from the Federal
budget resources [2].

To note, this scheme is used for ap-
proval of «Program of Cost-Intensive Noso-
logies» on the federal level. The history of
this program starts with Order of Ministry of
Health and Social Development (MHSD) of
the Russian Federation Nel59 of March 9,
2007 «On Measures for Provision of Sepa-
rate Categories of Citizens with Necessary
Medical Drugs» [4]. This statutory document
excluded diseases that are most cost-inten-
sive in terms of pharmaceutical provision (7
nosologies) from the program of provision
with necessary medical drugs (PNMD pro-
gram) that was based on the social insurance
principle, and shifted them to direct financing
from the Federal budget of the Russian Fe-
deration. In result, expensive medical drugs
for therapy of these 7 cost-intensive nosologies
were excluded from PNMD program.

On the basis of Order on MHSD, these
nosologies were hemophilia, mucoviscidosis,
pituitary nanism, Gaucher disease, some ma-
lignant neoplasms of lymphoid, hematopoietic
and related tissues, multiple sclerosis, indi-
viduals after transplantation of organs and/or
tissues. Pharmaceutical provision of patients
with these diseases, as it was mentioned

above, is realized from the Federal budget
resources. The mentioned above Decree of
Government of the Russian Federation
Ne2738-p of December 10, 2018 [3] approved
a new list of medical drugs for 2019 and also
stated a list of medical drugs for PNMD pro-
gram. It should be noted, on January 1, 2019,
Federal law «On Amendments to FL ‘On
Fundamentals of Health Protection of Citi-
zens of Russian Federation’» adopted by the
State Duma on July 26, 2018 and approved by
the Federation Council on July 28, 2018,
came into force according to which the list of
cost-intensive diseases was supplemented
with such nosologies as hemolytic-uremic
syndrome, juvenile arthritis with systemic de-
but, I, I, VI types mucoviscidosis.

Financing of pharmaceutical provision
of this category of benefit-entitled individuals
is determined by the Program on the State
Guarantees to Deliver Free Medical Care to
the Citizens of the Russian Federation (Pro-
gram of the State Guarantees, PSG). On De-
cember 10, 2018 Government of the Russian
Federation approved PSG to deliver free med-
ical care to the citizens of the Russian Federa-
tion for 2019 and for the planned period of
2020 and 2021 (approved by Enactment of
Government of the Russian Federation
Ne1506), which stated the following: «Finan-
cial support of purchase of medical drugs for
treatment of individuals with hemophilia,
mucoviscidosis, pituitary nanism, Gaucher
disease, some malignant neoplasms of lym-
phoid, hematopoietic and related tissues, mul-
tiple sclerosis, hemolytic-uremic syndrome,
juvenile arthritis with systemic debut, I, 11, VI
types mucoviscidosis, of individuals after
transplantation of organs and/or tissues is to
be provided from the budgetary allocations of
the Federal budget according to the list of
medical drugs formed in the established order
and approved by Government of Russian
Federation...»

In result, medical drugs for pharmaceu-
tical provision of patients with cost-intensive
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nosologies are purchased by Healthcare Mi-
nistry (HM) of the Russian Federation cen-
trally and then distributed over the regions on
the basis of the approved request. Thus, both
a list of cost-intensive nosologies and a list of
medical drugs for treatment for these diseases
are approved on the federal level; in turn,
financing of this pharmaceutical provision is
realized from the Federal budget.

From the given examples it follows that
provision with medial drugs according to the
lists of MD approved on the federal level is
out of budget resources of the Federal budget
of the Russian Federation. On the contrary,
pharmaceutical provision of benefit-entitled
citizens on the regional level is based on an-
other legislative framework with different
principles.

Statutory regulation of pharmaceutical
provision of benefit-entitled citizens on the
regional level. On the basis of part 1 of Ar-
ticle 16 of FL «On Fundamentals of Protec-
tion of Health», the authorities of the gov-
ernmental bodies of constituents of the Rus-
sian Federation in the health protection field
are established [5]:

«1. Authorities of the governmental
bodies of constituents of the RF in the sphere
of health protection include:

...3) elaboration, approval and realiza-
tion of the territorial PSG to deliver free me-
dical care to the citizens of the Russian Fe-
deration including the territorial program of
compulsory health insurance (CHI)...»

Here, in Article 81 the following is said
about lists of MD and of population groups:

«2. Within the territorial PSG to deliver
free medical care to the citizens of the Rus-
sian Federation, the governmental bodies of
the constituents of the Russian Federation
specify:

...5) a list of MD dispensed to the
population in accordance with the List of
groups of population and categories of dis-
eases, in outpatient treatment of which medi-
cal drugs and medical products are dispensed

on prescription free of charge, and also in ac-
cordance with the List of groups of popula-
tion, in outpatient treatment of which medical
drugs are dispensed on prescription with fifty
percent discount ...».

It is important to note that benefit-
entitled groups of population specified in
point 5 of part 1 of Article 81 of FL «On
Fundamentals of Protection of Healthy, are
referred to the so called ‘regional beneficiar-
ies’. Despite this, the given point contains no
indication that the «List of Groups of Popula-
tion and Categories of Diseases» (of regional
beneficiaries) is to be approved by Govern-
ment of the Russian Federation, besides, there
is no norm for approval of the list of MD for
these purposes by Government of the Russian
Federation.

It should be noted once again that on
December 10, 2018 Government of the Rus-
sian Federation approved PSG to deliver free
medical care to the citizens of the Russian
Federation for 2019 and the planned period of
2020 and 2021 [6]. Section V «Financial Pro-
vision of the Program: states as follows:

«The following kinds of medical assis-
tance are financed from the budgetary re-
sources of the constituent entities of the Rus-
sian Federation:

...provision with MD according to the
List of groups of population and categories of
diseases, in outpatient treatment of which
medical drugs and medical products are dis-
pensed on prescription free of charge;

...provision with MD according to the
List of groups of population, in outpatient
treatment of which medical drugs are dis-
pensed on prescription with fifty percent dis-
count...»

Thus, for medical assistance to regional
beneficiaries in outpatient conditions, MD
are purchased at the expense of the budget of
a constituent of the Russian Federation.

In its turn, section VIII of PSG «Re-
quirements to Territorial Program in Part of
Determination of Order, Conditions of Medi-

POCCUNCKUA MEOUKO-BUONOIMYECKUMA BECTHUK
nmeHu akagemuka W.M. Naesnosa. 2019. T. 27. Ne4. C. 520-529

523

I.P. PAVLOV RUSSIAN MEDICAL
BIOLOGICAL HERALD. 2019;27(4):520-9



OB30P

REVIEW

DOI:10.23888/PAVLOVJ2019274520-529

cal Care, Criteria of Availability and Quality
of Medical Care» states the following:

«In part of determination of the order
and conditions for rendering medical care, the
Territorial program should include:

...a list of MD dispensed to the popula-
tion according to the List of groups of popula-
tion and categories of diseases, in outpatient
treatment of which medical drugs and medi-
cal products are dispensed on prescription
free of charge, and also according to the List
of groups of population, in outpatient treat-
ment of which medical drugs are dispensed
on prescription with 50% discount; the List
should be not less than the List of life-saving
and essential MD approved by Decree of
Government of the RF for the respective year
with exclusion of MD used only in inpatient
conditions...»

In territorial PSG to deliver free medi-
cal care to the citizens, these lists of MD for
regional beneficiaries are supplements to the
program. Thus, on the basis of FL «On Fun-
damentals of Protection of Health» and PSG,
the authorities of the constituents of the Rus-
sian Federation include formation of the men-
tioned above list of MD and financing of

Social groups
Participants of civil and GP wars

Individuals exposed to irradiation

pharmaceutical provision in accordance with
the given list.

However, Enactment of Government of
the Russian Federation Ne890 of 30 Jule, 1994
«On Government Support of Development of
Medical Industry and Improvement of Provi-
sion of Population and Medical Institutions
with Medial Drugs and Medical Pro-ducts
(Enactment) approved in 1994 and last amend-
ed in 2002, is not cancelled [7]. The main goal
of this regulatory document is development of
pharmaceutical industry in the Russian Federa-
tion for improvement of provision of the popu-
lation with medical drugs and medical prod-
ucts. Besides, this Enactment is also aimed at
provision of healthcare institutions with medi-
cal drugs and medical products, although with
ubiquitous introduction of the system of CHI,
since 1994 medical drugs in medical institu-
tions rendering inpatient medical assistance,
are financed out of the funds of CHI.

In Supplement 1 to this Enactment, a
list of groups of population and categories of
diseases is stated in outpatient treatment of
which the medical drugs and medical pro-
ducts are dispensed on prescriptions free of
charge (Figure 1).

Parents and wives of servicemen died in result of wounds...

Veterans of combat operations in the territories of other countries

Children of the first 3 years of life and children from multichild families under 6 years of age

Disabled individuals of group I, non-working disabled individuals of group Il, disabled children under 18 years of age

31 group of diseases
Infantile cerebral paralyses
Mucoviscidosis (ill children)
Oncological diseases
Hematological diseases
Tuberculosis
Systemic chronic severe skin diseases
Bronchial asthma
Rheumatic fever and rheumatoid arthritis,
systemic lupus erythematosus,
Bekhterev’s disease

- Myocardial infarction

- Transplantation of organs and tissues
- Diabetes

- Pituitary nanism

- Multiple sclerosis

- Mental diseases

- Schizophrenia and epilepsy

- AIDS, HIV-infected

- Parkinson’s disease... and others

Fig. 1. A list of groups of population and categories of diseases in outpatient treatment of which
the medical drugs and medical products are available on prescriptions free of charge
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From the presented data it may be con-
cluded that there exists a group of diseases in
which a patient has the right for subsidized
pharmaceutical provision on the regional le-
vel. Here, if the diagnosis made by the physi-
cian, differs from the given list of diseases, a
possibility for subsidized provision remains if
the patient belongs to one of the indicated so-
cial groups.

Besides, according to Supplement 2 to
the given Enactment, a list of the population
groups is approved in whose outpatient treat-
ment the medical drugs are dispensed on doc-
tor’s prescription with 50% discount from
free prices. These categories include:

e Pensioners receiving old-age pension,
or a pension for disability or loss of bread-
winner in minimal size.

e Working disabled individuals of group
Il, disabled individuals of group Il recog-
nized as unemployed according to the estab-
lished procedure.

e Citizens (including temporarily di-
rected or detached for service) participating in
works for disaster control in Chernobyl APP
in 1988-1990 in the exclusion zone or en-
gaged in other works in Chernobyl APP; ser-
vicemen and reservists attracted to works for
elimination of the consequences of Chernobyl
disaster in these years irrespective of the dis-
location and the kind of works performed,
and also representatives of senior officers and
enlisted soldiers of the internal affairs bodies
serving in the exclusion zone in 1988-1990.

e Individuals who suffered political re-
pressions in the form of imprisonment, exile,
expel, dispatch to special settlements, en-
gagement in forced labor in conditions with
limitation in freedom including participation
in the ‘working columns of NKVD’, other
limitations of the rights and freedoms inclu-
ding unjustified certification, with later reha-
bilitation; representatives of repressed nations
subjected to repressions in the territory of the
Russian Federation who suffered repressions

on the national or other ground; individuals
recognized as suffered from political repres-
sions including representatives of repressed
nations subjected to repressions in the territo-
ry of the RF on the national or other ground.

e Servicemen including those trans-
ferred to the reserve (retirement) who were
doing service in the period from June 22,
1941 to September 3, 1945 in the military
posts, military establishments, military educa-
tional institutions not included in the active
army, and awarded the medal «For the Victo-
ry over Germany in the Great Patriotic War
1941-1945» or «For the Victory over Japany.

e Individuals working in the period of
GPW in the anti-aircraft defense objects, in
local anti-aircraft objects, engaged in building
of defenses, naval stations, aerodromes and in
other military objects within the rear bounda-
ries of battle fronts, in the near-front zones of
railways and motor ways, and also crewmem-
bers of ships of cargo fleet who were interned
at the beginning of the GPW in harbors of
other countries; individuals attracted by the
local authorities to collection of munitions
and demining of territories and objects in the
years of the GPW.,

e Individuals who were working in the
rear in the period from June 22, 1941 to May
9, 1945 for not less than 6 months, excluding
the period of work in temporarily occupied
territories of the USSR or individuals who
worked for less than six months and were
awarded orders and medals of the USSR for
selfless work in the years of the GPW.

It should be noted that in the PSG for
rendering free medical care to citizens for
2019 and for the planned period of 2020 and
2021 in the section «Program Financial Sup-
porty» is it said: «Provision of citizens with
MD registered in the established order in the
territory of the RF for treatment of life-
threatening and chronic progressing rare (or-
phan) diseases leading to shortening of pa-
tient’s life or to disability, included into the
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list, is realized out the budgets of the constit-
uents of the Russian Federation ...» [6].

This list was approved by Enactment
of Government of the Russian Federation
Ne403 of 26 April, 2012 «On the Order of
Management of the Federal Register of Indi-

viduals Suffering from Life-Threatening and
Chronic Progressing Rare (Orphan) Diseases
Leading to Shortening of Patient’s Life or
to Disabi-lity, and of its Regional Segment»
[8] which includes 24 diseases (List-24)
(Table 1).

Table 1
Life-Threatening and Chronic Progressing Rare (Orphan) Diseases Leading
to Shortening of Patient’s Life or to Disability

Ne Nosological Form Code in ICD-10
1. Hemolytic-uremic syndrome D59.3

2. Paroxysmal nocturnal hemoglobinuria (Marchiafava-Micheli disease) D59.5

3. Aplastic anemia not otherwise specified D61.9

4, Hereditary deficit of factors Il (fibrinogen), VII (labile), X (Stuart-Prower) D68.2

5. Idiopathic thrombocytopenic purpura (Evans syndrome) D69.3

6. Defect in complement system D84.1

7. Premature puberty of central genesis E22.8

8. D_isorders in metabolism (_)f arqmatic amino acids (classic phenylketonuria, other E70.0, E70.1

kinds of hyperphenylalaninemia)
9. Tyrosinemia E70.2
10. | ‘Maple syrup’ disease E71.0
11 Ot_her k_inds of disorder§ in a_mino_ acid metabolism with branched chain (isovaleric E71.1
acidemia, methylmalonic acidemia)

12. | Disorders in fatty acid metabolism E71.3
13. | Homocystinuria E72.1
14. | Glutaricaciduria E72.3
15. | Galactosemia E74.2
16. | Other sphingolipidoses (Anderson Fabry disease, Niemann-Pick disease E75.2
17. | Mucopolysaccharidosis, type | E76.0
18. Mucopolysaccharidosis, type Il E76.1
19. Mucopolysaccharidosis, type VI E76.2
20. | Acute intermittent (hepatic) porphyria E80.2
21. | Disorders in copper metabolism (Wilson disease) E83.0
22. Imperfect osteogenesis Q78.0
23. | Pulmonary (arterial) hypertension (idiopathic) (primary) 127.0
24. | Juvenile arthritis with systemic debut MO08.2

Note: ICD-10 — the 10" revision of the International Statistical Classification of Diseases

and of Related Health Problems

As it was noted above, Enactment of
Government of the Russian Federation
Nel1390 of November 20, 2018 «On Amend-
ments to Some Enactments of Government of
the Russian Federation Concerning Improve-

ment of Pharmaceutical Provision» (came to
force on January 1, 2019) added five diseases
(hemolytic-uremic syndrome, juvenile arthri-
tis with systemic debut, I, II, VI types
mucoviscidosis) from the List-24 to the list of
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cost-intensive nosologies f [9].
Conclusion

Thus, today the statutory regulatory
base is established that controls pharmaceuti-
cal provision of benefit-entitled citizens both
on the federal and regional levels. These
regulatory mechanisms permit patients to re-
ceive life-saving medical therapy. Here it
should be noted that the obligatory condition
for receiving this assistance is a certain diag-
nosis or belonging to a certain social status
(for example, a specific group of disability).
Far not all patients are included in the list of
benefit-entitled categories of citizens.

As a result, the pharmaceutical provi-
sion at the stage of primary medical care does

not envisage regulatory mechanisms for such
groups. A vivid example is patients with rare
diseases not included into the List-24. Often,
due to absence of the regulatory substantia-
tion, pharmaceutical provision is obtained
only after passing through different juridical
authorities. This is associated with long time
periods, while treatment is required immedi-
ately after the diagnosis is established.

So, the existing statutory regulation of
the healthcare needs further improvement. It
is indisputable that this is a long and painsta-
King process associated with deficit of budge-
tary funds due to costly and long-term thera-
py. However, life and health of citizens of the
Russian Federation depend on its realization.
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