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Legal System

Bulgaria is a parliamentary republic with a clear separation of powers where the supreme law
is the Bulgarian Constitution adopted in 1991. Since its adoption, the Constitution of the
Republic of Bulgaria has governed the path towards democratization where the basic
principles of the new social order were underlined (e.g. respect for international agreements
adopted by the national assembly, independent judiciary, separation of powers, respect for
human rights, etc.).

Bulgaria is a civil law country based on the legal models of France, Germany, Italy and
Belgium. Since the fall of the communist regime in 1989, when the democratization processes
began, most of the laws governing the country, including those for healthcare, have been
influenced by and harmonized with the law of the European Union.

Health Care System

The national healthcare system shall include the medical establishments under the Medical
Treatment Facilities Act, the healthcare establishments under this Act and the Human
Medicinal Drugs and Pharmacies Act, as well as the central, local and non-governmental
bodies and institutions for organisation, management and control of health-protection and
building activities.?

The leading responsible institutions for the Bulgarian Healthcare are the National Assembly,
the Ministry of Health, the National Health Insurance Fund (NHIF) and the Supreme Medical
Council. The system itself has a three level structure and is characterized by limited statism:

» National - covers the territory and population within the whole country (Ministry of Health);

* Regional - covers the territory and population of an administrative area of the territorial
division of the country (governed by the Head of the Regional Health Centre);

+ Municipal - covers the territory and population within the different municipalities.?

The National Assembly as the main law making body of Bulgaria is responsible for voting
the national policies, including such for health. Additionally, it approves the budget of the
NHIF.

The Minister of Health shall guide the national healthcare system and exercise control over
the activities related to the protection of the citizens' health and the state health control; the
provision of urgent medical aid, transfusion haematology, psychiatric aid at specialised
facilities, medical and social care for children aged up to three years, transplantations and
health information; the provision and sustainable development of health activities at medical
and healthcare establishments, and medical expert activities.3

The Supreme Medical Council shall be set up at the Minister of Health. It shall include five
representatives designated by the Minister of Health, five representatives of the Bulgarian
Doctors' Union, three representatives of the Union of Dentists in Bulgaria, three
representatives of the National Health Insurance Fund (NHIF), one representative of the
Bulgarian Association of Health Care Professionals and a representative of the National
Association of Municipalities, each higher medical school and the Bulgarian Red Cross each.
The Minister of Health shall serve as the Chairperson of the Council in a non-voting capacity.

1 Bulgarian Health Act 2006, article 4, http://www.en.nhif.bg/web/guest/legal-framework
2 Health Systems in Transition, Bulgaria Health system review 2012,
http://www.euro.who.int/ _data/assets/pdf file/0006/169314/E96624.pdf?ua=1

3 Bulgarian Health Act, 2006, article 5, http://www.en.nhif.bg/web/guest/legal-framework
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The Supreme Medical Council shall be an advisory body, discussing and giving opinions on
the priorities of the National Health Strategy, ethical issues of medicine and biomedicine; bills
and drafts of secondary legislative acts of the Council of Ministers in the field of healthcare
and within the purview of the Minister of Health. It shall also give opinions on the report of the
Minister of Health and on the draft of the annual health budget.*

National Health Insurance Fund was established with the purpose of implementing the
compulsory health insurance.5 In the Republic of Bulgaria there is compulsory and voluntary
health insurance which is regulated by the Health Act and the Health Insurance Act. The
insured citizens take the principal position in the health insurance program, followed by
national health care providers and the third party payers — the National Health Insurance
Fund (NHIF) and the private health insurance companies (falling within the voluntary health
insurance). The Health care is financed by compulsory payment contributions by the insured
citizens. It is collected by the form of taxes, direct payments, voluntary health insurance
premiums, donations, corporate payments, and external funding.6

Meanwhile, new reforms are being prepared to be voted; the main key points are discussed
under section “Reforms”.

Treaty Ratifications

Signed Ratified Acceded

International 8 Oct 1968 21 Sep 1970 -
Convention on
Economic, Social
and Cultural Rights
(ICESCR)

Convention on the 17 Jul 1980 8 Feb 1982 -
Elimination of All
Forms of
Discrimination
against Women
(CEDAW)

Optional Protocol 20 Sep 2006

Convention of the 31 May 1990 3Jun 1991 -
Rights of the Child
(CRC)

ILO Convention 169 | - - -
(Indigenous and
Tribal Peoples
Convention)

4 |bid, article 6

5 |bid.

6 Health Systems in Transition, Bulgaria Health system review 2012,
http://www.euro.who.int/ ___data/assets/pdf file/0006/169314/E96624.pdf?ua=1, see also
Health Insurance Act 2006, article 23, http://www.en.nhif.bg/web/quest/legal-framework
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International - -
Convention on the
Protection of the
Rights of All Migrant
Workers and
Members of their
Families

International 1 Jun 1966 8 Aug 1966
Convention on the
Elimination of All
Forms of Racial
Discrimination
(ICERD)

International 8 Oct 1968 21 Sep 1970
Covenant on Civil
and Political Rights
(ICCPR)

United Nation 27.09.2007 -
Convention on the
Rights of Persons
with Disabilities

Constitution

The Constitution of the Republic of Bulgaria (1991) does not include the right to health as
such. It however refers to the right to medical insurance and to the statutory obligation of the
state to finance, protect, and exercise full control over the health-care facilities, manufacture,
production, and trade of medicinal products and medical equipment.” Additionally, in relation
to the right to work, the right to healthy and safe working conditions is acknowledged by the
Constitution along with the right to healthy and favorable environment.® The latter is linked to
the protection of the environment, and the Constitution imposes obligation to the citizens to

protect it.

Overview of Relevant Provisions

Indicator National Legislation National Regulation
Government The protection of the citizens' health
Commitment as a condition of full physical, mental
Mandatory and social wellbeing is a national
language priority and it shall be guaranteed by
the  government through the
application of the established

7 Constitution of the Republic of Bulgaria 1991 (in English), article 52,

http://www.vks.bg/english/vksen p04 01.htm
8 |d., article 48 and article 55
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principles laid down in the Bulgarian
Health Act and the Health Insurance
Act.® More precisely, the Bulgarian
governmental and policy making
authority shall protect the health of
the people by respecting the principle
of equality in the use of health
services; ensuring accessible and
high-quality healthcare, giving priority
to children, pregnant women and
mothers of children aged up to one
year; giving priority to health
promotion and the integrated disease
prevention; to prevention and
reduction of the health risk to citizens
as a result of adverse effects of
environmental factors; providing
special health protection of children,
pregnant women, mothers of children
aged up to one year and people with
physical and mental disabilities; and
participation of the government in the
financing of activites aimed at
protecting the health of citizens.

Sustainable
Financing
State
reimbursement
scheme

The National Health Insurance Fund
(NHIF) is the organization
responsible for the governance and
implementation of the compulsory
health insurance within the country; it
is a system of social protection of the
population guaranteeing a package
of health services for every insured
citizen. Its responsibilities are to
finance the healthcare and to secure
the insured population a free access
to it.19 Precisely, it finances the
healthcare institutions, which signed
a contract with NHIF/RHIF. The
Health Insurance Act regulates the
procedure of signing the National
Framework  Agreements (NFA)
between NHIF and the professional
associations of the health care
providers - doctors and dentists. The
NFA define the order, the contents
and the payment of the health care

Under the mandatory health
insurance, the insured individual
pays for each visit to the
doctor/dentist or the hospital
2.90 lev. The patient is also
required to pay for each day of
hospital treatment, but not more
than 10 days per year, an
amount 5.40 lev per day.®

In the Ministry of Health
Ordinance Ne 38 for determining
the list of the diseases for home
treatment for which NHIF pays,

fully or in part, for drugs,
medical devices and dietetic
foods for special medical

purposes 2005 (last amended
on 4 February 2014, entry into
force 1 January 2014). In
Ministry of Health Ordinance Ne
38 for determining the list of the

9 Bulgarian Health Act 2006 and Health Insurance Act, English text is available at:
http://www.en.nhif.bg/web/quest/legal-framework

10 The management of health systems in the EU Member States - The role of local and
regional authorities, European Union,
http://cor.europa.eu/en/documentation/studies/Documents/health-systems/health-systems-

en.pdf, accessed 13 Apr 2015
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activities and services to be provided | diseases for home treatment of
to the insured population. NFA are | which NHIF pays, fully or in part,
valid for one year, until the signing of | for drugs, medical devices and
the next one.!! More accurate, the | dietetic foods for special medical
NFA regulate the requirements to be | purposes the reader could learn
met by the providers of medical care, | what the diseases for home-
as well as the procedure for |treatment reimbursed by the
concluding contracts with them. | NHIF are (in Bulgarian only).16
Similarly, the NFA specify the
particular types of medical care, the
conditions, quality, accessibility and
the procedure criteria under which
the care should be provided.12
Additionally, article 45 under section
VI of the Health Insurance Act draws
the framework of the medical care
which is paid by the NHIF.

Under the Minister of Health, a
National Council on Prices and
Reimbursement of medicinal
products has the obligation to
maintain the medicinal products
included in the Positive Drug List
(PDL). The Positive Drug List
includes medicinal products
dispensed on medical prescription,
which are necessary to cover the
healthcare needs of the population
and are paid by money from the
budget of the NHIF, from the state
budget outside the scope of the
obligatory health insurance, from the
budget of the healthcare
establishments according to article 5
of the Medical-Treatment Facilities
Act (MTEA)13, and from the budget of
the therapeutic establishments with
state and or/municipal participation
according to article 9 and 10 of the
MTEA with state participation. Apart
from the finances for health from the
NHIF, the health insured population
is obligated to pay the physician, the
dental doctor or the medical
establishment certain amount of out-
pocket money for each visit as well

15 Council of Ministers Decree Ne 193 of August 28, 2012 to determine the amounts paid by
insured persons to visit a doctor, dentist and hospital treatment and procedures for payment
under Art. 37(6) of the Health Insurance Act (MoctaHoBneHne Ne 193 ot 28 aBryct 2012r. 3a
onpegernsiHe pasMepa Ha CymuTe, 3anfalaHn oT 34paBHOOCUTYPEHUTE N1La 3a NOoCeLeHne
npu nekap, nekap no geHTanHa meavumHa un 3a 6onHnYHO nedeHme), available in Bulgarian
at: http://dv.parliament.bg/DVWeb/showMaterialDV.jsp?idMat=68080

11 National Health Insurance Fund website, http://www.en.nhif.bg/web/guest/welcome,
accessed 23 Feb 2015, Health Insurance Act 2006, Article 53,

http://www.en.nhif. bg/web/quest/legal-framework

12 Health Insurance Act 2006 (English), article 55(2),
http://www.ncpr.bg/images/bul_zakonodatelstvo/Health%20Insuarence%20Act.pdf

13 Medical-Treatment Facilities Act 2006, http://www.en.nhif.bg/web/guest/legal-framework
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as for each day of hospitalization but
not more than 10 days a year. The
particular amount is regulated in a
decree of the Council of Ministers.14

Sustainable Ministry of Healthcare can provide
Financing subsidies to state and municipal
State subsidy healthcare  institutions, = medical

establishments for hospital care, and
government and community centers
for psychological care. The Ministry
of Health can also subsidize centers
for emergency medical assistance,
state and municipal healthcare
centers that provide consultations
care of emergency patients,
municipal hospitals that are located
in difficult to reach and/or remote
areas to carry out activities outside
the scope of mandatory health
insurance. The amount and the
share of the subsidies are regulated
in the budgetary program and are
paid from the budget of the Ministry

of Health.
Rational Medicinal  Products in  Human
Selection Medicine Act (2007) gives the terms
Essential and procedure for, inter alia, the
medicines authorization for use or registration of
framework medicinal products designated for

the human medicine, follow-up of the
safety of the medicinal products
released on the market; classification
of the method of prescribing and
dispensing medicinal products;
pricing of medicinal products and
development of positive drug list.

Under the Minister of Health, a
National Council on Prices and
Reimbursement of medicinal
products (the Council) was
established. Its activities are financed
by the budget of the Ministry of
Health and its main functions are to
regulate the prices of medicinal
products included in the Positive
Drug List!7, to regulate the limit

16 Ministry of Health Ordinance Ne 38 for determining the list of the diseases for home
treatment of which NHIF pays, fully or in part, for drugs, medical devices and dietetic foods for
special medical purposes (Hapen6a Ne 38 3a onpefgensiHe Ha cnvcbka Ha 3abonsiBaHusATa, 3a
YMeTo OOMALLHO fneyeHve HauvoHanHaTa 34paBHOOCUTYpUTENHA Kaca 3annalla rekapcrsa,
MEOUUMHCKU u3genqs n OMEeTUMHW XpaHu 3a cneumanHu MeOULMHCKMA Lenv HambiiHO unn
yacTu4yHo), available in Bulgarian at: http://www.nhif.bg/web/quest/67

141d., article 37

17 The archive of the Positive Drug Lists and their amendments is available in Bulgarian at:
http://www.ncpr.bag/en/reqgisters/archive-of-registers/archive-of-registers-for-2015-%D0%B3
List of all pharmaceuticals without prescription, last amended on 23 January 2015, can be
found at: http://www.bda.bg/images/stories/documents/med inf/OTC.pdf
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prices of the medicinal products,
which are sold after doctor's
prescription, to register maximum
selling prices for retail trade of the
medicinal products sold without
doctor’'s prescription, to confirm,
refuse to confirm, change or delete a
price, or to limit a price of medicinal
products, to register, refuse to
register, change or delete prices of
medicinal products, sold without
doctor’  prescription; to include,
maintain, update change or exclude
medicinal products from the PDL.
Additionally, the Council keeps public
registers of the confirmed prices of
the medicinal products included in

the PDL.18
Affordable Under article 621a (5) Medicinal
Prices Products in Human Medicine Act, the
Avalilability of Council of Ministers, upon proposal
generics of the Minister of Health, shall | Ordinance on the terms, rules

determine by an ordinance the | and procedures for regulation
conditions and rules for regulation of | and registration of prices for
prices of medicinal products as well | medicinal products2® (30 April
as the conditions and procedure for | 2013, last amended 8 August
registration for prices of medicinal | 2014).

products, which are sold without
doctor’s prescription.®

Observations

-The Bulgarian Constitution recognizes the right to medical insurance, the right to work, the
right to healthy and safe working conditions, as well as the right to healthy and favorable
environment;

-Bulgaria ratified the International Covenant on Economic, Social and Cultural Rights, the
Convention on the Elimination of all Forms of Discrimination against Women, the Convention
on the Rights of the Child, International Covenant on the Elimination of all Forms of Racial
Discrimination and the International Covenant on Civil and Political Rights.

-The Government has a mandatory obligation to protect citizens' health and their mental and
social wellbeing by respecting the principle of equality in the use of health services; ensuring
accessible and high-quality healthcare.

- Priority should be given to children, pregnant women and mothers of children aged up to

List of pharmaceuticals with marketing authorization in the Republic of Bulgaria:
http://en.bda.bg/index.php?option=com_content&view=section&layout=blog&id=7&ltemid=7
and http://www.bda.bg/images/stories/documents/bdias/drugs2_list2 2.htm

18 Medicinal Products in Human Medicine Act (last amended SG. 18/4 Mar 2014), article 259
available in English at:

http://www.ncpr.bg/images/bul zakonodatelstvo/MPHMA%20amend.18 3%202014.pdf

19 Hapepba 3a ycnosusiTa, npaBunaTa 1 pefa 3a perynupaHe u perncTpyupaHe Ha LeHuTe Ha
nekapcteeHuTe npoayktn (2013)/Ordinance on the terms, rules and procedures for regulation
and registration of prices for medicinal products (30 April 2013, last amended 8 August 2014),
available in English at: http://www.ncpr.bg/en/regulations/bulgarian-legislation/requlations

20 |bid.
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one year.

- First concerns should also be given to people with physical and mental disabilities.

Government Commitment Overview

Bulgarian Health Act
Article 2

The protection of the citizens' health as a condition of full physical, mental and social
wellbeing is a national priority and it shall be guaranteed by the government through the
application of the following principles:

1. equality in the use of health services;

2. ensuring accessible and high-quality healthcare, giving priority to children, pregnant women
and mothers of children aged up to one year;

3. priority of health promotion and the integrated disease prevention;

4. prevention and reduction of the health risk to citizens as a result of adverse effects of
environmental factors;

5. special health protection of children, pregnant women, mothers of children aged up to one
year and people with physical and mental disabilities;

6. participation of the government in the financing of activities aimed at protecting the health
of citizens.

Original text
3akoH 3a 3gpaBeTo

Un. 2. Ona3BaHeTO Ha 34paBeTO Ha rPaXOaHUTE KAaTO CbCTOSIHME Ha MbJIHO hr3anyecko,
MCUXMYECKO W coumanHo GnarononyyvMe e HauuoHamneH npuopuTET M ce rapaHTMpa oT
ObpxaBaTa upes npunaraHe Ha cnegHuTe NPUHLUNK:

1. paBHOMOCTaBEHOCT NpuY Non3BaHe Ha 34paBHU YCryru;

2. ocurypsiBaHe Ha [OCTbMHA M KadeCTBeHa 34paBHa MOMOLL, C npuopuTeT 3a feua,
OpeMeHHN 1 Mankn Ha gela A0 eaHa roavHa;

3. mpuopuTeT Ha NpoMoLUuMsATa Ha 34paBe U UHTerpupaHaTta npodunakTuka Ha bonectuTe;

4. npepoTBpaTsaBaHe W HamansgBaHe Ha pucka 3a 34paBeTo Ha rpaxjaHute oT
HebnaronpmMaTHOTO Bb3AencTBME Ha hakTOpPUTE Ha XXM3HEeHaTa cpeaa;

5. ocobeHa 3gpaBHa 3akpurna Ha geua, bpeMeHHn, Mankn Ha geua 0o efHa rogvHa v nvua c
bU3nYeckn yBpexaaHnsa 1 ncUxXnyeckn pascTpomncTea;

6. ObpXaBHO y4yacTue npu puHaHcCUpaHe Ha AeWHOCTU, HaCOYeHW KbM onassBaHe 3[paBeTo
Ha rpaxgaHuTe.

Article 82

(1) Beyond the scope of the mandatory health insurance of Bulgarian citizens, medical
services shall be provided in relation to:

. medical aid in emergency cases;

. psychiatric hospital aid,;

. the provision of blood and blood products;

. the transplantation of organs, tissues and cells;

. the mandatory treatment and/or mandatory isolation;

. expert opinions and reports on the degree of disability and long-term loss of the ability to
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work;

7. the payment for the treatment of diseases under terms and conditions set out by the
Minister of Health;

8. medical transport under terms and conditions set out by the Minister of Health.

(2) Each Bulgarian citizen shall use:

1. vaccines for mandatory immunization and re-immunization, vaccines for specific indications
and in emergency situations, specific serums, immunoglobulins and other bioproducts related
to the prevention of infectious diseases, as well as the technical means for their application;

2. the full range of anti-epidemic activities;

3. access to healthcare activities within the framework of national, regional and municipal
health programmes.

(3) Children below the age of 16 shall be entitled to medical aid beyond the scope of the
mandatory health insurance.

(4) Children accommodated at medical establishments under Article 5, Paragraph 1 of the
Medical Treatment Facilities Act shall be entitled to medical and social care free of charge.

(5) The activities under Paragraphs 1, 2, 3 and 4 shall be financed from the central and local
government budgets and used under terms and conditions set out in regulations issued by the
Minister of Health.

Original Text

Un. 82. (1) N3BbH 06xBaTa Ha 3a4bIDKMTENHOTO 34pPaBHO OCUrypsiBaHe Ha Obnrapckute
rpakgaHu ce NpPefocTaBsaAT MEQULMHCKM YCITyri, KOMTO ca CBBbP3aHn ChbC:

1. MegMUMHCKa NOMOLL, MPU CMNELHN CbCTOSTHUS;

2. (HoBa - OB, 6p. 59 ot 2006 r., gon., 6p. 41 ot 2009 r., B cuna ot 1.07.2009 r.)
NpoduNakTUYHN npernegn M u3crefBaHus M akyllepckaTa MoMOoLY 3a BCUMYKM 3[4pPaBHO
HEOCUIYpPEHU >XEHW, He3aBMCMMO OT HayMHa Ha popopaspelleHne, no obxsaT U Mo pef,
onpegeneHn ¢ Hapegba Ha MUHUCTbPaA Ha 34paBeonasBaHeTo;

3. (npeanwHa 1. 2 - OB, 6p. 59 ot 2006 r.) cTaumMoHapHa nNcnxmaTpuyHa NOMOLL;

4. (npeguwHa T. 3 - 1B, 6p. 59 o1 2006 r.) ocurypsiBaHe Ha KPbB 1 KPBbBHU NPOOYKTY;

5. (npeavwHa 1. 4 - OB, 6p. 59 o1 2006 r.) TpaHCNNaHTaumMsa Ha opraHun, TbKaHu U KNeTku;

6. (npegunwHa 1. 5 - OB, 6p. 59 ot 2006 r.) 3agbMKUTENHO NeYeHne nunu 3agbrkuTenHa
nsonauus;

7. (npeguwHa T. 6 - AB, 6p. 59 ot 2006 r., n3m., 6p. 41 ot 2009 r., B cuna ot 1.07.2009 r.)
eKCrnepTn3mn 3a BUA 1 CTENEH Ha yBpeXaaHe 1 TpariHa HepaboTocnocobHOCT;

8. (npeguwHa 1. 7 - OB, 6p. 59 ot 2006 r.) 3annalwiaHe Ha neveHne 3a 3abonsisaHus No peg,
onpeAerneH oT MMHUCTbPa Ha 30paBeona3BaHeTo;

9. (npeavwHa 1. 8 - OB, 6p. 59 ot 2006 r.) MeguUMHCKN TpaHCNopT MO pepn, onpedeneH ot
MUHUCTbPa Ha 34paBeonasBaHeTo;

10. (HoBa — B, 6p. 106 o1 2013 r., B cuna ot 1.01.2014 r.) acuctupaHa penpogykums.

(2) Bcekun 6bnrapcky rpaxkgaHyH nonaea:

1. (nam. - OB, 6p. 101 ot 2012 r., B cuna ot 1.01.2013 r., 6p. 106 ot 2013 r., B cuna ot
1.01.2014 r.) BakCMHM 3a 3abIDKUTENHU WUMYHM3AUUU U PEUMYHU3ALUKW, BaAKCUHU MO
crneumanHu nokasaHuss U Npu  WU3BbHPEOHUM OOCTOATENCTBa, CNeUMdUYHN Ccepymu,
UMyHOrNoGynMHM 1 Apyrn OGMonNpogykTu, CBbp3aHM C npodunakTukata Ha 3apasHute
BGonecTn, KakTo N TEXHUYECKUTE CpeacTBa 3a NpunaraHeTo uMm;

2. nbneH o6emM OT NPOTUBOENUOEMUYHN OEAHOCTY;

3. AOoCTbM OO 34paBHU AENHOCTM, BKIIOYEHW B HAUMOHANHW, PEeruoHarHu u OBLUMHCKM
3[paBHU NPOrpamMu.

(3) Oeuarta go 16-roguwwHa Bb3pacT MMmaTt NpaBo HAa MeAMUMHCKa NMOMOLL M3BBLH obxBaTa Ha
3a0bIMKUTENHOTO 34paBHO OCUrypsiBaHe.

(4) Oeuata, HacTaHeHu B neyebHu 3aBegeHus no umn. 5, an. 1 ot 3akoHa 3a neyebHute




3aBefeHns, nmaT nNpaBo Ha 6e3nnaTHM MeanKo-CoLnarHn rpuxum.

(5) (N3m. - OB, 6p. 15 ot 2013 r., B cuna ot 1.01.2014 r.) OenHoctnte no an. 1, 2, 3 n 4 ce
bUHaHCUpaT OT AbpPXKaBHUA GIOMKET N OT OBLUMHCKMTE BogKeTn 1 ce Non3eaT Npu ycroBus
M No pea, onpegernenun ¢ Hapegba Ha MMHUCTbPA Ha 34 paBeona3BaHeTo.

Sustainable Financing (State Reimbursement scheme) Overview

Health Insurance Act
Article 45

(1) The National Health Insurance Fund shall pay for the following medical services:

1. medical and dental services for the prevention against diseases;

2. medical and dental services for early discovery of diseases;

3. outpatient and hospital medical care for diagnosis and treatment of a disease;

4. (amend. - SG. 101 of 2009, effective 1.01.2010) further treatment and medical
rehabilitation;

5. emergency medical care;

6. medical care for pregnancy, labour and motherhood;

7. (new - SG. 59 of 2006) medical care under Art. 82, para. 1 item 2 of the Health Act;

8. (prev. 7 - SG. 59 of 2006) abortions for medical indications and for pregnancy as a result of
rape;

9. (suppl. - SG. 110 of 1999 previous item. 8 pcs. 59 of 2006, amend., SG. 59 of 2010,
effective 31.07.2010) dental services ;

10. (previous. 9 - SG. 59 of 2006) medical care in cases of home treatment;

11. (amend. - SG. 107 of 2002, the previous item. 10, No. 59 of 2006) prescribing and
dispensing of authorized medicines for home treatment on the territory of the country;

12. (new - SG. 111 of 2004 previous item. 11, No. 59 of 2006, suppl., No. 101 of 2012,
effective 1.01.2013) prescription and dispensing of medical products and dietetic foods for
special medical purposes designated for home treatment throughout the country, as well as
medical devices used in hospital care;

13. (previous. 11 - SG. 111 of 2004 previous item. 12, No. 59 of 2006) medical expertise of
labour capacity;

14. (previous. 12 - SG. 111 of 2004 previous item. 13, No. 59 of 2006) transport services for
medical indications;

15. (new - SG. 60 of 2012, effective 7.08.2012) Healthcare activities under Art. 82, para. 2 pt.
3 of the Health Act;

16. (new - SG. 101 of 2012, effective as of 1.01.2013, the revoked. No.. 106 of 2013, effective
from 1.01.2014 onwards);

17. (new - SG. 101 of 2012, effective as of 1.01.2013, the revoked. No.. 106 of 2013, effective
from 1.01.2014 years).

(2) (amend. - SG. 107 of 2002, SG. 41 of 2009, effective 2.06.2009, supplemented., No. 101
of 2009, effective 1:01. 2010, amend., SG. 60 of 2012, effective 7.08.2012) The medical care
under par. 1, except item. 11, 12 and 15 is defined as a basic package guaranteed by the
budget of the NHIF. The basic package is determined by the Minister of Health.

(3) (new - SG. 107 of 2002, as amended. No. 111 of 2004, SG. 60 of 2012, effective
7.08.2012) The Minister of Health shall determine by ordinance the list of diseases for the
home-treatment of which NHIF pays fully or in part the medicinal products, medical devices
and dietary foods for special medical purposes as well as the health activities under Art. 82,
para. 2 pt. 3 of the Health Act.

(4) (new - SG. 107 of 2002, amend., SG. 28 of 2004 repealed. SG. 31 of 2007, in force from
14.04.2008).

(5) (new - SG. 107 of 2002, amend., SG. 28 of 2004 repealed. SG. 31 of 2007, in force from
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14.04.2008).

(6) (new - SG. 28 of 2004 repealed. SG. 31 of 2007, in force from 14.04.2008).

(7) (new - SG. 111 of 2004, repealed. SG. 31 of 2007, in force from 14.04.2008).

(8) (new - SG. 99 of 2011, effective 1.01.2012) The inclusion in the list of diseases for which
home-treatment NHIF pays for the medicinal products, medical devices and dietary foods for
special medical purposes fully or in part, shall be carried out annually in the terms and
conditions determined by an ordinance as regulated under para. 3.

(9) (New - SG. 111 of 2004, amend., SG. 31 of 2007, in force since 14.04.2008, No. 71 of
2008, effective 12.08.2008 SG. 101 of 2009, effective 1.01.2010, SG. 60 of 2011, effective as
of 5.08.2011, the previous paragraph. 8, No. 99 of 2011, effective from 1.01.2012, suppl. SG.
60 of 2012, effective 7.08.2012, amended. No.. 102 of 2012, in force from 21.12.2012) The
conditions and order of payment of the 22 medicinal products specified under Art. 262, para.
6 item 1 of the Law on Medicinal Products in Human Medicine, medical devices and dietary
foods for special medical purposes, as well as medicines for health activities under Art. 82,
para. 2 item 3 of the Health Act, shall be determined by an ordinance issued by the Minister of
Health on the proposal of the supervisory board of the NHIF.

(10) (new - SG. 98 of 2010, effective 1.01.2011, amend., SG. 60 of 2011, effective as of
5.08.2011, the previous para. 9 amend., SG. 99 of 2011, effective 1.01.2012, SG. 60 of 2012,
effective from 7.08.2012 SG. 102 of 2012, effective from 21.12. 2012) For medicinal products
included in the Positive drug list under Art. 262, para. 6 pt. 1 of the Law on Medicinal Products
in Human Medicine Act, NHIF negotiates with the holders of marketing authorization or their
authorized representatives’ discount on the cost of packing, calculated on the basis of the
reference value of the medicinal product for which NHIF pays under the conditions and
procedures determined by the ordinance under para. 9.

(11) (new - SG. 60 of 2012, effective 7.08.2012) The negotiated discount under par. 10 shall
be apportioned in favor of NHIF and the insured person under the conditions and procedures
specified by the ordinance under para. 9.

(12) (new - SG. 60 of 2012, effective 7.08.2012) The pharmacies which had signed a contract
with the NHIF cannot calculate on the amount paid by the insured person under par. 10,
which NHIF pays for.

(13) (new - SG. 60 of 2012, effective 7.08.2012) For medicinal products for health activities
under Art. 82, para. 2 pt. 3 of the Health Act NHIF negotiates with the holders of marketing
authorizations and / or their authorized representatives’ discount on the price of medicinal
products under the conditions, criteria and procedures determined by an ordinance under
para. 9.

(14) (new - SG. 60 of 2012, effective 7.08.2012) For medical devices included in the list under
Art. 30a of the Law on medical devices NHIF negotiates with manufacturers or wholesalers of
medical devices and / or their authorized representatives’ discounts on the price of the
particular group medical devices under the conditions, criteria and procedures determined by
the ordinance under para. 9.

(15) (new - SG. 101 of 2009, effective from 1.01.2010, previous para. 9, No. 98 of 2010,
effective from 1.01.2011, amend. SG. 60 of 2011, effective as of 5.08.2011, the previous
paragraph. 10, amend., SG. 99 of 2011, effective from 1.01.2012, previous para. 11, No. 60
from 2012, effective 7.08.2012, amended. No.. 102 of 2012, in force since 21.12.2012,
supplemented. SG. 18 of 2014) The terms and conditions for conclusion of individual
contracts for payment of medicinal products under Art. 262, para. 6 pt. 1 of the Medicinal
Products in Human Medicine Act, medical devices and dietary foods for special medical
purposes between the Director of the RHIF and marketing authorization for retail sale of
medicinal products are coordinated by nine representatives from NHIF and 9 representatives
of the Bulgarian Pharmaceutical Union as defined by the supervisory board of the NHIF and
the Management Board of the Bulgarian Pharmaceutical Union, in accordance with the
ordinance under para. 9.
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(16) (new - SG. 18 of 2014) The terms and conditions under par. 15 are published in the
"Official Gazette" by the Director of the NHIF.

(17) (new - SG. 62 of 2010, effective from 1.01.2011, previous para. 10, No. 98 of 2010,
effective from 1.01.2011, previous paragraph. 11, No. 99 of 2011, effective from 1.01.2012,
previous para. 12, amend., SG. 60 of 2012, effective as of 7.08.2012, the previous paragraph.
16, No. . 18 of 2014) For dental activities included in the basic package as defined in the
ordinance under para. 2, allows for payment by the insured person under the terms and
conditions of Art. 55e.

(18) (new - SG. 99 of 2011, effective from 1.01.2012, previous para. 13, No. 60 of 2012, in
force 23 of 7.08.2012, the previous paragraph 17, No. 18 of 2014) The basic package
determined by the ordinance under para. 2 may include medicinal products intended for
treatment of malignancies in a hospital.

(19) (new - SG. 60 of 2012, effective as of 7.08.2012, the previous paragraph. 18, No. 18 of
2014) NHIF negotiates discount and pay the reduced value of the agreed discount for all
medicinal products used in treatment of malignancies to the hospital as follows:

1. (amend. - SG. 102 of 2012, in force from 21.12.2012) The concessions negotiated by the
value of the package, calculated on the basis of a reference value of medicinal products for
the treatment of malignant diseases included in the Positive drug list under Art. 262, para. 6
pt. 2 of the Medicinal Products in Human Medicine Act;

Original text

Un. 45. (1) HauwoHanHaTa 3gpaBHOOCUrypuUTENHA Kaca 3annalia 3a OKa3BaHeTo Ha
cnegHWUTE BMAOBE MeauLMHCKa NOMOLL:

1. MEANLUMHCKM 1 OeHTanHn OeNHOCTH 3a npegnasBaHe oT 3abonsaBaHus;

2. MEANLUMHCKM 1 AeHTalHN OeNHOCTUN 3a paHHO OTKpMBaHe Ha 3abonsBaHus;

3. N3BBLHOOMNHNYHA N BONHUYHA MEeAULIMHCKA MOMOLL, 3@ ANArHOCTMKa U NieYeHne no NoBOoj Ha
3abonsBaHe;

4. (vam. - OB, 6p. 101 ot 2009 r. B cuna ot 1.01.2010 r.) gonekyBaHe, NPOOBIMKUTENHO
neyeHne N MeguumnHcka pexabunuraums;

5. HEOTNOXHa MeaNLMHCKA MOMOLL;

6. MeOMLMHCKN rPuXKN Npyu GpeMEHHOCT, paxaaHe U MakdUHCTBO;

7. (HoBa - OB, 6p. 59 ot 2006 r.) MeauumMHCKM TpwxK no 4n. 82, an. 1, T. 2 oT 3akoHa 3a
3[paBeTo;

8. (npeguwHa 1. 7 - OB, 6p. 59 ot 2006 r.) abopTu MO MEOMUMHCKU MOKa3aHus U npwu
OpeMEeHHOCT OT U3HacunBaHe;

9. (mon. - OB, 6p. 110 ot 1999 r. npeanwHa T. 8, 6p. 59 o1 2006 r., N3m., 6p. 59 o1 2010 ., B
cvna ot 31.07.2010 r.) geHTanHa nomoLy;

10. (npeavwHa 1. 9 - B, 6p. 59 o1 2006 r.) MEOULMHCKN FPWKK NPU NieYeHne B JOMa;

11. (u3m. - OB, 6p. 107 ot 2002 r., npeguwHa 1. 10, 6p. 59 ot 2006 r.) npegnuceaHe K
OTNyCKaHe Ha paspeLlleHn 3a ynotpeba nekapcTea, NnpegHasHavYeHn 3a JOMAaLUHO NeYyeHne Ha
TepuTopusaTa Ha CTpaHara;

12. (HoBa - OB, 6p. 111 ot 2004 r., npeanwHa T. 11, 6p. 59 o1 2006 r., gon., 6p. 101 o1 2012
r., B cuna ot 1.01.2013 r.) npeanuceBaHe 1 OTNyckaHe Ha MegULMHCKU U3aenusa n AUNeTUYHU
XpaHu 3a chneuManHM MeAUMUMHCKM Uenu, npefHasHayeHn 3a [OMAallHO feYeHne Ha
TepuTopusiTa Ha cTpaHaTa, KakTo M Ha MeaWUMHCKM u3genus, npunaraHu B GonHW4HaTa
MeANLMHCKA MOMOLLL;

13. (npegvwHa 1. 11 - OB, 6p. 111 ot 2004 r., npegmwHa 1. 12, 6p. 59 ot 2006 r.)
MeLMLMHCKa eKcrnepTm3a Ha TpyJoCcnocobHOCTTa;

14. (npegvwHa T. 12 - OB, 6p. 111 ot 2004 r., npegmwHa 1. 13, 6p. 59 ot 2006 r.)
TPaAHCMNOPTHW YCIyrn N0 MEAULMHCKN NOKa3aHUs;

15. (HoBa - 1B, 6p. 60 ot 2012 ., B cnna ot 7.08.2012 r.) 3gpaBHM geAHOCTM no yn. 82, an. 2,
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T. 3 oT 3aKkoHa 3a 34paBeTo;

16. (HoBa - B, 6p. 101 ot 2012 r., B cnna ot 1.01.2013 r., oT™M., 6p. 106 oT 2013 r., B cnna
ot 1.01.2014 r.);

17. (Hoea - B, 6p. 101 o1 2012 r., B cuna ot 1.01.2013 r., oTM™m., 6p. 106 oT 2013 r., B cuna
ot 1.01.2014 r.).

(2) (M3m. - OB, 6p. 107 ot 2002 r., 6p. 41 oT 2009 r., B cuna ot 2.06.2009 r., gon., 6p. 101 ot
2009 r., B cuna ot 1.01.2010 r., nam., 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r.)
MeguumHckaTa nomouy no an. 1, ¢ uskntodeHne Ha 1. 11, 12 n 15, ce onpenensa KaTto OCHOBEH
nakeT, rapaHTupaH ot 6ogxketa Ha H3OK. OcHoBHMAT nakeT ce onpegens ¢ Hapeaba Ha
MUHUCTbPA Ha 34paBeona3BaHeTo.

(3) (HoBa - OB, 6p. 107 ot 2002 r., uam., 6p. 111 ot 2004 r., 6p. 60 ot 2012 r., B cmna ot
7.08.2012 r.) MuHMCTBLPBT Ha 3gpaBeonasBaHeTo onpegens ¢ Hapegba CAMCBK Ha
3abonsBaHuATa, 3a umeto AomawHo neyveHne HB3OK s3annawa HanbmHO WMAM 4aCTUYHO
neKapCcTBEHW NPOAYKTU, MEOULMHCKN U3AENUS U QUETUYHU XpaHU 3a creumaniHn MeauumMHCKn
Lenu, KakTo 1 3gpaBHUTe OeNHOCTU no yn. 82, an. 2, 1. 3 oT 3akoHa 3a 34paBeTo.

(4) (Hoea - OB, 6p. 107 ot 2002 r., n3m., 6p. 28 ot 2004 r., ot™., 6p. 31 oT 2007 r., B cMna oT
14.04.2008 r.).

(5) (HoBa - OB, 6p. 107 o1 2002 r., n3m., 6p. 28 ot 2004 r., ot™., 6p. 31 o1 2007 r., B cuna ot
14.04.2008 r.).

(6) (Hoea - OB, 6p. 28 ot 2004 r., oT™., 6p. 31 o1 2007 r., B cuna ot 14.04.2008 r.).

(7) (Hoea - OB, 6p. 111 ot 2004 r., oTM™m., 6p. 31 0T 2007 r., B cuna o1 14.04.2008 r.).

(8) (Hoea - OB, 6p. 99 ot 2011 r., B cuna ot 1.01.2012 r.) BknoyBaHeTo B cnMcbka Ha
3abonsiBaHuATa, 3a uMeTto gomawHo neyveHne H3OK 3annawa nekapcTBeHM MNPOAYKTW,
MEOULMHCKN U3Jenvs U OUMeTUYHW XpaHu 3a crneuuanHu MeguuMHCKU Lenn HambiHO UMK
YaCTWMYHO, Ce M3BbpLLBA BEAHBX rOAMLLIHO NMPWU YCIOBUS 1 MO pel, onpefenexHu ¢ Hapegbarta
no an. 3.

(9) (Hoea - OB, 6p. 111 o1 2004 r., uam., 6p. 31 ot 2007 r., B cuna oT 14.04.2008 r., 6p. 71 oT
2008 r., B cuna ot 12.08.2008 r., 6p. 101 o1 2009 r., B cuna ot 1.01.2010 r., 6p. 60 oT 2011
r., B cuna ot 5.08.2011 r., npeguwHa an. 8, 6p. 99 ot 2011 r., B cuna ot 1.01.2012 r., gon.,
6p. 60 ot 2012 r., B cuna ot 7.08.2012 r., n3m., 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.)
YcnoBuaTa v pedbT 3a 3annallaHe Ha 22 nekapCTBeHW NPOoAyKTw no un. 262, an. 6, 1. 1 ot
3akoHa 3a nekapcTBEHUTE NPOAYKTU B XyMaHHaTa MeaunumHa, Ha MeANLMHCKMA U3genusa u Ha
ONETUYHU XpaHU 3a crneuunanHy MeOUUUWHCKM Lenu, KakTo U Ha JNieKapCTBEHU MpPOAyKTW 3a
34paBHUTE AeNHOCTM no Yn. 82, an. 2, T. 3 oT 3akoHa 3a 34paBeTo, ce onpeaensaT ¢ Hapenba,
n3gageHa oT MMHUCTbpPA Ha 34paBeonasBaHeTo, Mo MpeasiokeHne Ha Hag30pHMS CbBET Ha
H3OK.

(10) (Hoea - OB, 6p. 98 ot 2010 r., B cuna ot 1.01.2011 r., uam., 6p. 60 ot 2011 r., B cuna ot
5.08.2011 r., npeaunwHa an. 9, uam., 6p. 99 ot 2011 r., B cuna ot 1.01.2012 r., 6p. 60 o1 2012
r., B cuna ot 7.08.2012 r., 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) 3a nekapcTBeHute
NpoAyKTW, BKNOYEHN B MO3NTMBHMSA NeKapcTBEH CNMCHK Mo yn. 262, an. 6, T. 1 ot 3akoHa 3a
nekapcTBEHUTE MPOAYKTM B XyMaHHaTa meauumHa, H3OK poroeapsa ¢ nputexaTtenute Ha
paspelleHnsaTa 3a ynotpeba unu ¢ TeXHM YMbAHOMOLLEHW NpeacTaBUTENN OTCTBbMKM OT
CTOMHOCTTa 3a OMakoBKa, m3uncreHa Ha 0al3a pedpepeHTHaTa CTOMHOCT Ha CbOTBETHUSA
nekapctBeH npoaykt, 3a komto HB3OK 3annaiwia, npu ycnosus, MO Kputepum u peq,
onpepgenenu ¢ Hapegbarta no an. 9.

(11) (Hoea - OB, 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r.) JoroBopeHaTa OTCTbMKa OT
ctomHoctta no an. 10 ce pasnpegena nponopunoHanHo B nonsa Ha H3O0K u
3[4paBHOOCUIYPEHOTO N1LEe NpK YCOBUS U NO pef, onpeaeneHun ¢ Hapegbarta no an. 9.

(12) (Hoea - OB, 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r.) AnTeknTe, CKMOYMAM SOrOBOp C
H3OK, He moraT ga HauvcnsiBaT BbpXy CymaTta, 3annawaHa oT 34paBHOOCUMIYPEHOTO nuue,
pasmepa Ha goroBopeHarta oTcTbrka no an. 10 ot cTorHocTTa, Kosito H3O0K 3annawa.

(13) (Hoea - OB, 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r.) 3a nekapcTBeHM MPOAYKTM 3a
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3apaBHUTE AenHocTy no un. 82, an. 2, 1. 3 oT 3akoHa 3a 3gpaBeto H3OK poroeaps ¢
npuTexarenute Ha paspelweHudta 3a ynotpeba w/mnm € TEXHU YNbIHOMOLLEHM
npeacTaBuMTENN OTCTBLIKM OT LeHaTa Ha NekapCTBEHNUSI MPOAYKT NPW YCIOBWS, MO KpUTEPUX 1
pea, onpegernenn ¢ Hapegbarta no an. 9.

(14) (Hoea - OB, 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r.) 3a mMeguuUHCKUTE U3Oenus,
BKIIOYEHM B cnvcbka no 4n. 30a ot 3akoHa 3a meguumHckute magenus, H30K goroeaps ¢
npousBoguTeniTe WNM TbProBUMTE Ha €4pO C MEOWUUMHCKM M3Oenus uunm c TexHute
YNBAHOMOLLEHW NPEACTaBUTENN OTCTBLIKN OT CTOMHOCTTA 3@ CbOTBETHaTa rpyna MeaunumMHCKu
ns3genus npu ycnosusi, No KpUTEPUUN 1 pea, onpeaeneHn ¢ HapeabaTa no an. 9.

(15) (Hosa - OB, 6p. 101 ot 2009 r., B cuna ot 1.01.2010 r., npeguwHa an. 9, 6p. 98 ot 2010
r., B cuna ot 1.01.2011 r., uam., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., npeanwHa an. 10,
n3m., 6p. 99 ot 2011 r., B cuna ot 1.01.2012 r., npegunwHa an. 11, 6p. 60 ot 2012 r., B cuna
ot 7.08.2012 r., uam., 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., gon., 6p. 18 ot 2014 r.)
YcnoBusaTa M peabT 3a CKMOYBaHE Ha WHAMBMAyanHW [OOroBOpM 3a 3anfalaHe Ha
NekapCTBEHM MPOAYKTM No un. 262, an. 6, T. 1 oT 3akoHa 3a NekapCTBEHUTE MPOAYKTU B
XymaHHaTa MeAuuuHa, Ha MEOVUUWHCKA u3genvs M Ha AMETUMYHM XpaHu 3a cheumantHu
MeauuMHCKM uenu mexay aupektopa Ha P3OK v nputexatenute Ha paspelleHue 3a
TbpProBus Ha ApebHO C NekapcTBEHM NPOAYKTM ce cbrnacyeaT oT 9 npeacrasuTtenu Ha H30K
n 9 npeactasutenu Ha bwvnrapckua dapmaueBTMYEH Cbio3, onpedeneHn CbOTBETHO OT
HaasopHusa cbBeT Ha H3OK n ynpaButenHuns cbBeT Ha bbnrapckma dapMaueBTUYeH Chios, B
CbOTBETCTBME C HapeabaTa no an. 9.

(16) (Hosa - OB, 6p. 18 ot 2014 r.) Ycnosusta n pegst no an. 15 ce obHapoasaT B
"[bpkaBeH BECTHUK" OT ynpaBuTens Ha H30K.

(17) (HoBa - OB, 6p. 62 ot 2010 r., B cuna ot 1.01.2011 r., npeavwHa an. 10, 6p. 98 ot 2010
r., B cuna ot 1.01.2011 r., npeamwHa an. 11, 6p. 99 ot 2011 r., B cuna ot 1.01.2012 r.,
npeavwHa an. 12, uam., 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r., npeavwHa an. 16, 6p. 18
oT 2014 r.) 3a geHTanHMTe AEAHOCTH, BKIIOYEHM B OCHOBHMSA NakeT, onpederieH B HapeabaTa
no an. 2, ce gonycka sannawaHe n/mnu gonnaiwaHe ot 3agb/IKUTENHO 34paBHOOCUTYpPEHNTE
nvua npu ycnosuaTa n no pepa Ha yn. 55e.

(18) (Hoea - OB, 6p. 99 ot 2011 r., B cuna ot 1.01.2012 r., npegnwHa an. 13, 6p. 60 ot 2012
r., B 23 cuna ot 7.08.2012 r., npegnwHa an. 17, 6p. 18 ot 2014 r.) B ocHOBHUA naker,
onpegeneH c HapegbaTa no an. 2, moraT Aa ObAaT BKMOYEHW NeKapCTBEHWM MNPOAYKTH,
npegHasHa4YeHn 3a fiedeHne Ha 3MokadecTBeHM 3abonsBaHus B ycroBusTa Ha GOMHWYHA
MeaULMHCKa MOMOLLL.

(19) (Hoea - OB, 6p. 60 ot 2012 r., B cuna o1 7.08.2012 r., npeaguwHa an. 18, 6p. 18 ot 2014
r.) HaumoHanHaTa 3gpaBHOOCUTypUTENHA Kaca 4oroBaps OTCTbIKU 1 3annaila HamaneHarta ¢
OOrOBOPEHNTE OTCTBMKMA CTOMHOCT 3a BCUYKM JIEKApCTBEHW MNPOAYKTWU, MPUIOXAMWU MpK
ne4yeHneTo Ha 3nokavyecTBeHuTe 3abonsBaHus, Ha U3NBAHUTENUTE HA MeUUMHCKa MOMOLL,
KakTo cnedBa:

1. (u3m. - OB, 6p. 102 ot 2012 r., B cvna ot 21.12.2012 r.) oTCTLMAKUTE Ce AOroBapsAT OT
CTOMHOCTTa Ha OMakoBKa, u3uucneHa Ha ©Oasa pedepeHTHa CTOMHOCT Ha neKapCTBEHU
NpoayKTM 3a feyeHMeTO Ha 3rokayecTBeHW 3abonsiBaHus, BkMYeHW B [103UTUBHUKS
nekapcTBeH CNUCBLK Mo un. 262, an. 6, T. 2 oT 3akoHa 3a nekapCcTBEeHUTe NPOoOyKTU B
XyMaHHaTa MeauLmHa;

Rational Selection Overview

- The authorization for use or registration of medicinal products designated for human
medicine is regulated in the Medicinal Products in Human Medicine Act (2007);

- The development of the PDL as well as the pricing, method of prescribing and dispensing of
medicinal products is administered by the Medicinal Products in Human Medicine Act.

- The National Council on Prices and Reimbursement of medicinal products regulates the
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(limit) prices of medicinal products included in the Positive Drug List or sold after a doctor’s
prescription;

- Additionally, the Council keeps public registers of the confirmed prices of the medicinal
products included in the PDL and has the authority to include, maintain, update change or
exclude medicinal products from the PDL.

Affordable prices Overview

Medicinal Products in Human Medicine Act

Article 261a

(1) The National Council on Prices and Reimbursement of medicinal products shall regulate
the prices of medicinal products, included in the Positive Drug List under Art. 262, Para. 1 and
paid by public means in compliance with the lowest reference prices in the Member States.

(2) The Council shall regulate the limit prices of the medicinal products, which are sold after
doctor’s prescription apart from those under Para. 1 in compliance with the lowest reference
prices of the Member States.

(3) The Council shall register maximum selling prices for retail trade of the medicinal
products, which are sold without doctor’s prescription.

(4) The price, defined under Para. 1 shall also be the limit price of the medicinal products at
their retail trade.

(5) The Council of Ministers upon proposal of the Minister of Health shall determine by an
ordinance the conditions and rules for regulation of prices of medicinal products under Para. 1
for regulation of the limit prices of medicines, sold after doctor’s prescription under Para. 2 at
their retail trade, as well as the conditions and procedure for registration for prices of
medicinal products, which are sold without doctor’s prescription.

Original text

Un. 261a. (Hos - OB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., uam., 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.) (1) CobBeTbT perynvpa LeHUTe Ha IeKkapCcTBEHUTe MpPOAYKTY,
BKNIOYBaHM B [103NTMBHMA NeKapcTBEH CNMCBK MO Yn. 262, an. 1 n 3annawaxHu ¢ nyénunyHmn
cpencTBa, B CbOTBETCTBME C HAW-HUCKUTE pedepeHTHN LEHN OT AbPXKaBU YNEHKW.

(2) CoBeTbT perynupa npegenHuTe LeHW Ha nekapCcTBeHuTe NpPOAYKTU, KOUTO ce oTnyckat
Mo Nnekapcko NpeanncaHne, 3BbH Te3n no an. 1 B CbOTBETCTBME C Ha-HUCKMTE pedepeHTHH
LeHN OT AbpXKaBy YNeHKN.

(3) CoBeTbT peructpvpa MakCMManHu MNpPOAaXHW LeHn Ha ApebHO Ha nekapcTBeHuTe
NPOAYKTW, KOUTO ce oTnyckaT 6e3 nekapcko npeanvcaHue.

(4) Uenata, onpegeneHa no pega Ha an. 1, e n npefenHa LeHa Ha nekapcTBeHUTe NpoayKTu
npu npogaxbata um Ha gpebHo.

(5) MMHUCTEPCKUAT CbBET NO NpeasiokeHne Ha MMHUCTBbPA Ha 34paBeonasBaHeTo onpeaens
C Hapeaba ycrnoBusTa M NpaBunarta 3a perynvpaHe Ha LeHUTe Ha fnekapCcTBeHWUTe NpoayKTu
no an. 1, 3a perynupaHe Ha npegenHuTe LEeHW Ha OTMNycKaHUTe MO feKapcko npeanucaHve
nekapCcTBEHW NPoayKTK Mo an. 2 npu npogaxbaTta um Ha ApebHO, KakTo 1 ycrnoBusTa u peaa
3a perucTpvpaHe Ha LieHWTe Ha neKkapCcTBeHMTe NpPoayKTU, KOUTO ce oTnyckaT 6e3 nekapcko
npegnucaHuve.
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Ordinance on the terms, rules and procedures for regulation and registration of prices
for medicinal products (2013)

Article 2.

(1) “Price for a medicinal product included in the PDL and paid for by public funds” shall be
the price in Bulgarian lev terms as endorsed by the Council.

(2) The price referred to in Paragraph (1) shall furthermore be a ceiling price for the medicinal
products upon the retail sale of the said products.

(3) The ceiling price for a medicinal product dispensed on medical prescription, which is not
included in the PDL, shall be the price in Bulgarian lev terms, as endorsed by the Council,
which is the highest permissible one upon the retail sale of the said product.

(4) The price for an over-the-counter medicinal product shall be the maximum retail selling
price in Bulgarian lev terms, as declared by the marketing authorisation holder and as
registered by the Council.

(5) In respect of the medicinal products for which a parallel import authorisation has been
obtained, a price shall be endorsed/registered according to the procedure established by the
Ordinance.

Original text:

Un. 2.

(1) LUena Ha nekapctBeH npogykT, BkntouBaH B [J1C nsannawan ¢ nybnuyHu cpeactea, e
LueHaTa B 6bnrapcku nesose, yTBbpaeHa ot CbeeTa.

(2) Llenata no an. 1 e n NpedenHa LeHa Ha fekapcTBeHUTe NPoayKTu Npu npogaxbaTta um Ha
apebHo.

(3) MNpepenHaTta ueHa Ha NekapcTBeH NPOAYKT, OTMYCKaH MO NeKapcko npeanncaHne, KONTo
He e BknodeH B IJIC, e ueHaTa B Gbnrapcks nesoBe, yTBbpaeHa OT CbBeTa, KOATO €
MaKCMMarnHo gonyctMma npv npogaxbarta my Ha gpebHo.

(4) Llenata Ha nekapcTBeH NpoaykT, oTnyckaH 6e3 nekapcko npegnucaHue, e MmakcuMmanHaTa
npogakHa LuUeHa Ha pJgpebHo B Obnrapckm neBoBe, 3asiBeHa OT npuTexartens Ha
paspelueHneTo 3a ynotpeba n permctpupaHa ot CbheeTa.

(5) 3a nekapcTBeHNTE NPOAYKTU, 3@ KOUTO € MOMYy4YEeHO paspeLleHne 3a napaneneH BHOC, ce
yTBbpXXaaBa/perncTpupa ueHa no pega Ha HapeabaTa.

Article 6.

(1) Medicinal products authorised for marketing according to the procedure established by the
MPHUA, classified by pharmacological group according to the Anatomical Therapeutic
Chemical Classification (ATC), shall be included in the Positive Drug List.

(2) The Positive Drug List shall consist of four annexes and shall include:

1. medicinal products intended for treatment of diseases which are paid for according to the
procedure established by the Health Insurance Act (HIA);

2. medicinal products paid for from the budget of the medical-treatment facilities covered
under Article 5 of the Medical-Treatment Facilities Act and from the budget of the medical-
treatment facilities wherein the State and/or a municipality holds a participating interest under
Articles 9 and 10 of the Medical-Treatment Facilities Act;

3. medicinal products intended for treatment of AIDS, of infectious diseases, of diseases
beyond the scope of the HIA which are paid for according to the procedure established by
Item 8 of Article 82 (1) of the Health Act, as well as vaccines for compulsory immunisations
and boosters, vaccines on special indications and in an emergency, specific sera,
immunoglobulins, designated by the ordinance referred to in Article 58 (2) of the Health Act;

4. ceiling price for medicinal products, referred to in Article 2 (2), disaggregated by element.
(3) The annexes to the PDL referred to in Items 1 to 3 of Paragraph (2) shall state: ATC code,

16




international non-proprietary name (INN), name of the medicinal product, pharmaceutical form
and quantity of the active ingredient, final packaging, marketing authorisation holder, defined
daily dose (DDD) for a treatment course, the price under Article 261a (1) of the MPHUA,
reference value for DDD for a treatment course, level of reimbursement of the medicinal
product, diseases according to International Classification of Diseases (ICD) code,
information on the restrictions in the prescribing method varying by indication and additional
information.

Original text

UYn. 6. (1) B noanTMBHMA neKkapcTBEH CMMCbLK Ce BKMNOYBAT paspelleHu 3a ynotpeba
nopepaHa 3JIMXM nekapCcTBeHU NpPOAYKTM, KnacuguumpaHm no ¢apMakonornyHu rpynm
CbrNacHoO Koga no aHaToMo-TepaneBTUYHO-XMMUYHaTa knacudukaums (ATC).

(2) MoO3UTUBHUAT NeKapCTBEH CMUCHK C€ CbCTOM OT YETMPU NPUMNOXKEHNS U BKMNOYBA:

1. nekapcTBeHM NPOAYKTU, NpeaHa3HayYeHn 3a neYeHne Ha 3abonsiBaHus, KOUTO ce 3annaiiar
no peaa Ha 3akoHa 3a 3gpaBHOTO ocurypsiaHe (330);

2. NekapCTBEHM MpPOAYKTW, 3annallaHn oT Grogketa Ha nevyebHuTe 3aBefeHus no yn. 5 or
3akoHa 3a nevyebHMTe 3aBedeHus M OT OompkeTa Ha nevyebHUTE 3aBedeHUsA C OAbpXKaBHO
n/vnn obLmHcko y4acTtue no 4n. 9 n 10 ot 3akoHa 3a ne4yebHnTe 3aBedeHS;

3. nekapcTBeHW NpoAayKTu,npegHasHavyeHn 3a nedveHne Ha ClMNH,Ha WHDEKUMO3HN
3abonaBaHus, HasabonaBaHus 3BbH obxeata Ha 330, 3annawaHun no pega Ha un. 82, an.1,
T. 8 or 3akoHa 3a 30paBeTO, KAaKTO W BaKCUHW 33 3agbiDKUTENHW UMMyHMU3auum u
peENMYHM3aLUUN, BaKCMHU MO CrneumanHy rnokasaHus U npu M3BbHpPEOHM OBCTOoATENcTBa,
cneunduYHN cepymu, MMyHOrnobynuHu, onpegeneHn ¢ HapegbaTta no 4n. 58, an. 2 ot
3akoHa 3a 34paBeTo;

4. NnpepernHa LueHa Ha fekapCcTBEHMTE MPOAYKTM MO YIl. 2, an. 2 N0 efieMeHTMH.

(3) B npunoxenuata Ha MJIC no an. 2, 1. 1 - 3 ce nocoysat: ATC koA, mexayHapo4HO
HenaTeHTHO HaumeHoBaHve (INN), HaumeHoBaHMe Ha  NeKapCTBEHMS  MPOAYKT,
nekapcTBeHaTa popMa U KONMYECTBOTO Ha aKTMBHOTO JIEKAPCTBEHO BELLIECTBO, OKOHYaTeNHa
OonakoBKa, MpuTexaTen Ha paspeleHneTo 3a ynoTpeba, peduvHupaHa [HeBHa [Jo3a
(840)/TepaneBTnyeH Kypc, ueHaTta no un. 261a, an.1 3JIMXM, pedepeHTHa CTOMHOCT 3a
O00/TepaneBTUYEH Kypc, CTOMHOCT 3a OMakoBka, u3duucrieHa Ha 6asaTta Ha pedepeHTHa
cTtorHocT3a [[[/tepaneBTnYeH Kypc, HMBO Ha 3annaljaHe Ha nekapCTBEHUsI MPOAOYKT,
3abonsiBaHMs NoO MexgyHapogeH koa Ha 3abonssanHuata (MKB), uHdopmaums 3a
OrpaHuYeHusiTa B HauMHa Ha npeanucBaHe Mpu pasnuyHU MHAMKAUUU U OOMbIHUTENHA
MHopMaums.

(4) 3a nekapcTBeHUTE NPOOYKTU, 3a KOUTO HAMa onpedeneHa OO, pecdepeHTHaTa CTOMHOCT
ce onpegens Ha 6a3a TepaneBTUYEH KypC, KOHLIEHTpaUmsa unm obem.

Article 8.

(1) The price for a medicinal product included in the PDL and paid for by public funds shall be
formed of the following elements:

1. ex-factory price, which may not be higher than the lev equivalent of the lowest exfactory
price for the same medicinal product in the countries specified in the information referred to in
Article 33 (2) herein;

2. wholesale mark-up at the rate of 7, 6 and 4 per cent of the price declared under Item 1
according to the criterion established in Article 9 herein;

3. pharmacy mark-up at the rate of 20, 18 and 16 per cent of the price declared under Item 1
according to the criterion established in Article 9 herein.

(2) The price for a medicinal product included in the PDL shall be calculated as a sum total of
the elements referred to in Items 1, 2 and 3 of Paragraph (1) and value added tax.

(3) Where there is no ex-factory price in the countries specified in Article 33 (2) herein, the ex-
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factory price may not be higher than the lowest price for the same medicinal product paid for
by the public health insurance funds of Belgium, the Czech Republic, Poland, Latvia and
Hungary.

(4) Where an ex-factory price for the same medicinal product cannot be found in the countries
specified in Article 33 (2) and in the countries referred to in Paragraph (3), the exfactory price
may not be higher than the lowest price of a manufacturer/manufacturers entered in the
marketing authorisation/the decision of the European Commission issued according to the
procedure established by Regulation (EC) No 726/2004 of the European Parliament and of
the Council of 31 March 2004 laying down Community procedures for the authorisation and
supervision of medicinal products for human and veterinary use and establishing a European
Medicines Agency (OJ L 136 of 30 April 2004) for a medicinal product of the same
pharmaceutical and dosage form and in a final packaging nearest to the declared one, paid
for by the public health insurance funds of the countries referred to in Article 33 (2) herein.

Original text

Un.8. (1) LUenata Ha nekapctBeH npoaykt, BkntouaH B [MJIC wu 3annawaH cnybnuyHm
CpeacTBa, ce obpasyBa OT CrefHUTE eNeMeHTH:

1. ueHa Ha nNpousBoauTEN, KOATO HE MOXe Aa 6bae No-BMCOKa OT NeBoBaTa PaBHOCTOMHOCT
Ha HaW-HMCKaTa LieHa Ha NpoM3BOAUTEN 3a CbLUSA NeKapCTBEH MNpOAYKT B CTpaHuTe,
noco4yeHun B cnpaekarta no 4n. 33, an. 2;

2. HagueHka 3a TbproBsel Ha egpo B pa3mep 7, 6 n 4 Ha CcTO OT 3asBeHaTa no T. 1 UeHa
cbobpa3Ho KpuTepwusi, onpeneriex B yn. 9;

3. HagueHka 3a Tbprosel, Ha apebHo B pa3mep 20, 18 n 16 Ha cTo OT 3asBeHaTa no T. 1 ueHa
cbobpa3Ho KpuTepwusi, onpegerieH B yn. 9.

(2) Uenata Ha nekapctBeH npogykT, BkmtouBaH B [JIC, ce wusumucnsaAsa kato cbop ot
enemeHtTuTe no an. 1, 7. 1, 2 n 3 n gaHbLK BbpXY AoOaBeHa TaCTOMHOCT.

(3) Usm. M pon. - OB, 6p. 92 ot 2014r., B cuna ot 07.11.2014r.) KoraTo HAMa ueHa Ha
npov3BoguTen B CTpaHUTE, MOCoYeHn B Un. 33, an. 2, LueHaTta Ha NpoM3BOAUTEN HE MOXe Aa
ObOe no-BMCOKa OT Hal-HUCKaTa LUeHa 3a CbliusA nekapcTBeH npoaykt B benrus, Yexus,
Monwa, YHrapus, Janua, duHnaHgns n EctoHus.

(4) (Uam. - OB, 6p. 92 ot 2014r., B cunaot 07.11.2014r.) KoraTto 3a nekapCTBeH NPOAYKT He
MoXe Oa Obae HamepeHa LeHa Ha MpoM3BOAWUTEN 3a CblLUMA FEeKapCTBEH MpOAYKT B
CTpaHuTe, noco4yeHun B 4Un. 33, an. 2, n B cTpaHuTe no an. 3, ueHata Ha NpPou3BOAMTEN HEe
Moxe paa Obae no-BMCOKAa OT HaW-HUCKaTa LeHa Ha npou3BoanTen/mpousBoantenu,
BMNUCaH/BNncaHW B paspelleHneTo 3a ynotpeba/peleHneto Ha EBponeickata komucus,
nsgageHo no pena Ha PermameHT (EO) Ne726/2004 Ha EBponeickus naprnamMeHT M Ha
CobBeTtaot 31 mapt 2004r. 3a yctaHoBaABaHe Ha npouenypu Ha O6LWHOCTTa 3a pa3peLllaBaHe
N KOHTPOS Ha NeKkapCTBEHM MPOAYKTM 3a XyMaHHa U BeTepyvHapHa ynotpeba u 3a cb3gaBaHe
Ha EBponencka areHums no nekapctearta (OB, L 136 ot 30 anpun 2004r.), Ha nekapcTBeH
NPOAYKT B CbllaTa fiekapcTBeHa n [o30Ba hopMa M B OKOHYATENHa OnakoBka, Han-6rm3ka
[0 3asBeHarTa, 3annailaH B cTpaHuTe no an. 3 u ctpaHuTe no yn. 33, an.2.

Article 9.

(1) In case the declared ex-factory price does not exceed BGN 10.00, the rate of the
wholesale mark-ups and pharmacy mark-ups which are added on to the said price shall be 7
and 20 per cent, respectively.

(2) In case the declared ex-factory price is within the range from BGN 10.01 to BGN 30.00,
the rate of the wholesale mark-ups and pharmacy mark-ups which are added on to the said
price shall be 6 and 18 per cent, respectively.

(3) In case the declared ex-factory price exceeds BGN 30.00, the rate of the wholesale mark-
ups and pharmacy mark-ups which are added on to the said price shall be 4 per cent but not
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more than BGN 10 and, respectively, 16 per cent but not more than BGN 25.
Original text

Un.9. (1) B cnyyan ye 3asBeHaTa ueHa Ha npowussoguten e o 10,00 nB.,pasmepbT Ha
HadUEHKUTe 3a TbProBeL, Ha edpo U 3a TbproBel Ha ApebHO, KOMTO ce A400aBAT KbM Hes,
ecboTBeTHO 7 1 20 Ha cTo.

(2) B cnyyan ye 3asBeHaTa LeHa Ha npou3BoauTen e B rpaHmumte ot 10,01 ns. go 30,00 ns.,
pa3sMepbT Ha HagUEeHKUTe 3a Tbproeew Ha eapo 1 3a Tbproeew Ha apebHo, komTo ce gobasar
KbM Hes, € CbOTBETHO 6 1 18 Ha cTo.

(3) B cnyyan ue 3asBeHaTa LUeHa Ha npowussoguTten e Hag 30,00 nB., pa3mepbT Ha
HagLUeHKNTE 3a Tbproeel Ha egpo M 3a TbproBel Ha ApebHo, KouMTo ce AobaBAT KbM Hes,
€CbOTBETHO 4 Ha CTO, HO He noseye oT 10 nB., n 16 Ha CTOo, HO He noBeye OT 25 fB.

Article 10

(1) The ceiling price for a medicinal product dispensed on medical prescription, which is not
included in the PDL, shall be formed of the following elements:

1. ex-factory price, which may not be higher than the lev equivalent of the lowest exfactory
price for the same medicinal product in the countries specified in the information referred to in
Item 5 of Article 14 (1) herein;

2. wholesale mark-up at the rate of 7, 6 or 4 per cent of the price declared under Item 1
according to the criterion established in Article 11 herein;

3. pharmacy mark-up at the rate of 20, 18 or 16 per cent of the price declared under Item 1
according to the criterion established in Article 11 herein.

(2) The ceiling price for a medicinal product shall be calculated as a sum total of the elements
referred to in Items 1, 2 and 3 of Paragraph (1) and value added tax.

(3) Where there is no ex-factory price in the countries specified in Item 5 of Article 14 (1)
herein, the ex-factory price may not be higher than the lowest price in Belgium, the Czech
Republic, Poland, Latvia and Hungary.

Original text

OOpasyBaHe Ha npedenHa UeHa Ha nekapcTBeH MpPOAYKT, OTMNycKaH MO JieKapcKo
npegnucaHne no yn. 2, an. 3

Un. 10. (1) NpegenHaTta ueHa Ha nekapcTBEH MPOAYKT, OTNYCKaH Mo fiekapcko npeanucaHue,
KonTO He e BkntoyeH B MNJ1C, ce obpasyBa OT cnegHUTe eNEMEHTH:

1. ueHa Ha nNponsBoauTEN, KOATO HE MOXe Aa 6bae No-BMCOKa OT NeBoBaTa PaBHOCTOMHOCT
Ha HaW-HMCKaTa LieHa Ha Npou3BOAUTEN 3a CbLUSA NEeKapCTBEH MPOAYKT B CTpaHuTe,
nocoyeHun B cnpaekara no yn. 14, an. 1, 1. 5;

2. HagueHKa 3a Tbprosew, Haegpo B pasmep 7, 6 unu 4 Ha cTo OT 3asaBeHaTta no 7. 1 ueHa
CcbobpasHo KpuTepus, onpeaerneH B yun. 11;

3. HagueHka 3a TbproBel HagpebHo B pasmep 20, 18 unu 16 Ha cTo OT 3asiBeHaTa no T. 1
LueHa cbobpasHo KpuTepus, onpeaeneH B yn. 11.

(2) MpepenHaTa UeHa Ha NeKapcTBEH NPOAYKT Ce M34YncnsaBa Kato cOop OT enemMeHTUTE Nno
an. 1, 7.1, 2 n 3 n gaHbk Bbpxy gobaBeHaTa CTOMHOCT.

(3) (Nam.- OB,6p.92 012014 r.,.Bcunaot07.11.2014 r.) KoraTo HAMa ueHa Ha NpousBoaUTEN B
CTpaHuTe, noco4veHun B yn. 14, an. 1, T. 5, yeHata Ha npou3BoAMUTEN He MOXe Aa Obae no-
BMCOKa OT HaMW-HuUckata ueHa B benrus, Yexus, MNonwa, YHrapus, Oanua, duHnaHgms wm
EcToHus.

19




Provincial Legislation

On a national level, the management and healthcare system coordination is governed by the
Minister of Health, who is the sole public authority responsible for the health care in the
country. On a regional level, the management and coordination is carried out by the Director
of Regional Health Centre (RHC), which is the territorial body of the Ministry of Health, and on
a municipal level, the Head of municipal government in health care is responsible for the
implementation of the national policies of health.

Overview of Relevant Provisions

Indicator Provincial Legislation Provincial Regulation

Provincial
Government
Commitment
Mandatory
language

Sustainable
Financing
State
reimbursement
scheme

Sustainable
Financing
State subsidy

Rational
Selection
Essential
medicines
framework

Affordable
Prices
Availability of
generics

Observations

o

Sustainable Financing (State Reimbursement Scheme) Overview

- The National Health Insurance Fund is the organization responsible for the governance of
the compulsory health insurance within the country;

- The National Framework Agreements define the order, the contents and the payment of the
health care activities and services provided to the insured population;

- Under the Minister of Health, a National Council on Prices and Reimbursement of medicinal
products has the obligation to maintain the medicinal products included in the Positive Drug
List;

- The insured population is obligated to pay the physician, the dental doctor or the medical
establishment certain amount of out-pocket money for each visit as well as for each day of
hospitalization;
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Sustainable Financing (State Subsidy) Overview

Decree Ne 8 of 16 January 2015 for the execution of the state budget of the Republic of
Bulgaria for 2015

Author’s translation:
Article 58.

Ministry of Health could provide subsidies to hospitals turned into companies with 50 and
more than 50 percent state participation, to high-technology activities of national importance
according to criteria and procedures determined by the Minister of Health and within the
resources stipulated in the Law on State Budget of the Republic of Bulgaria for 2015 for this
activity and in compliance with the legislation on state aid.

Original text
Yn. 58.

MuHuCTEpPCTBOTO Ha 3apaBeonasBaHe - TO MOXe fa npegoctaBs cybcmaum Ha BomnHuuw,
npeobpasyBaHu B Tbproscku gpyxectsa ¢ 50 n Hag 50 Ha cTO ObpxaBHO y4vacTue, 3a
BMCOKOTEXHOJSIOTMYHM OENHOCTM C  HauMOHanHO 3Ha4YeHue Mo KpuTepum U N0 peq,
onpeaeneHn oT MMHUCTbPa Ha 30paBeona3BaHeTo, B paMKUTE Ha cpeacTBaTta, NpeaBuaeHn B
3akoHa 3a abpxaBHus GlomkeT Ha Penybnuka Bbnrapusa 3a 2015 r. 3a Ta3n AeAHOCT 1 Npwu
cbobpassiBaHe CbC 3aKOHOAATENICTBOTO B 06r1acTTa Ha ObpXXaBHUTE MOMOLLN.

Article 59.

(1) Ministry of Health subsidizes state and municipal health care institutions for the following
activities:

1. provision of medicinal products in life-threatening bleeding and urgent surgical and invasive
interventions in patients with congenital coagulopathies and medicines and consumables for
money parenteral nutrition for patients with short bowel syndrome;

2. ambulatory monitoring and treatment of patients with active tuberculosis;

3. continuing treatment and rehabilitation of patients with tuberculosis and non-specific lung
diseases;

4. ambulatory monitoring and treatment of HIV patients and AIDS patients;

5. diagnosis and treatment of patients with infectious diseases for the prevention of epidemic
risk;

6. maintain medical records;

7. providing diagnostics, therapy and

specialized care for children with high medical risk outside the compulsory

health insurance;

8. therapeutic apheresis.

(2) The Ministry of Health subsidizes state and municipal medical establishments for hospital
care and government and community centers for psychological care for the following needs:
1. Hospital treatment of patients with mental iliness, and substitution methadone maintenance
programs and daily psycho-rehabilitation programs;

2. The medical examination carried out by National Expert Medical Commission (NEMC).

(3) Outside the cases under par. 1, the Ministry of Health subsidizes the following activities:

1. Hospital care for emergency medical assistance to patients with pressing conditions who
undergone emergency wards, and who are not hospitalized at the same hospital,

2. The state and municipal healthcare centers that provide consultations care of emergency
patients at the request of the rescue teams in the emergency medical assistance in cases of
art. 11, para. 2 of Ordinance Ne 25 of 1999 for emergency medical assistance (Prom. SG. 98
of 1999. amend. and suppl., SG. 69 of 2001 and SG. 18 of 2014).
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(4) The Ministry of Health subsidizes municipal hospitals that are located in difficult to reach
and/or remote areas to carry out activities outside the scope of mandatory health insurance.?!

Original text:
Ya. 59.

(1) MuHncTepcTBOTO Ha 3gpaBeonasBaHeToO cybcuavpa AbpKaBHU U OBLUMHCKM neyebHu
3aBefeHns 3a 6onHM4Ha nomouy 3a

cnegHUTe AENHOCTU:

1. ocurypsiBaHe Ha neKkapCcTBEHU MPOAYKTW MpPWU XMBOTO3acTpallasBallyM KPbBOU3IUBU U
CreLLHN onepaTUBHN U MHBA3MBHU MHTEPBEHLUN MPU NaLMEHTN C BPOAEHW KoaryrnonaTum un
neKkapcTBeHM NPOAYKTM WM KOHCyMaTMBM 3a NapeHTepanHoO XpaHeHe 3a nauuMeHTU CbC
,CVHOPOM

Ha KbCOTO YepBO*;

2. ambynaTopHO npocrneasiBaHe (gMcnaHcepu3aumsl) M akTUBHO fleYeHVWe Ha MauueHTu C
aKTuBHa TybepKynosa;

3. npogbrkaBallo fevyeHve un pexabunutaums Ha nauvMeHTM C  Tybepkynosa u C
HecneundnyHn 6enoapobHn 3abonsiBaHus;

4. ambynaTopHo npocriegsaBaHe u nedeHne Ha naumeHTn ¢ XMB n ctaumoHapHO neyeHne Ha
naumenTn cbe CMNH;

5. AnarHocTrka n cTauMoHapHO neYeHne Ha NaumeHTn ¢ MHAEeKLMo3Hn 3abonsasaHus 3a
npegoTBpaTsBaHe Ha eNMOEeMUONOrMYEH PUCK;

6. nogabpKaHe Ha MeAMUUHCKN PErncTpu;

7. ocurypsiBaHe Ha AMarHocTvKa, fevyeHve W crneuuanuanpaHyi rpuxu 3a geua C BUCOK
MeAMLMHCKN PUCK, 3BbH 06XBaTa Ha 3a4bIPKUTENHOTO

30paBHO OCUTYpPsIBaHe;

8. TepaneBTUYHa adepesa;

9. 6bbpeyHO3amecTUTENHA Tepanus.

(2) MuHMCTEpPCTBOTO Ha 34paBeonasBaHeTO cybcuavpa AbpXXKaBHU U OBLUMHCKM neyebHu
3aBefeHuns 3a 60MHUYHa NOMOLL Y AbPXKaBHU N OBLLUMHCKN LEHTPOBE 3a NCUXMYHO 34paBse 3a
crnegHUTe AENHOCTU:

1. cTauMOHapHO NeYeHne Ha NaumMeHTn ¢ NCUXUYHKU 3abonsaBaHus, cybCcTUTympaLLm n
nogabpXalwy NporpaMm ¢ METagoH M QHEBHW NCMXopexabunutaunoHHn nporpamu;

2. MegMuMHCKa ekcnepTtun3a, ocbluecTBsABaHa oT TEJK.

(3) N3BbH cnyvauTe no an. 1, MMHMCTEPCTBOTO Ha 3apaBeonasBaHeTo cybcuampa:

1. neyebHM 3aBedeHNs 3a 6ONHMYHA NOMOLL

3a OKasBaHe Ha crnelwHa MeguUMHCKAa MNOMOLL Ha MauuMeHTU CbC ChelHW CbCTOSHMS,
npemMuvHany npes CnewHn OTAeNeHUs, KOUTO NauMeHTU He ca XOCNUTanM3vpaHn B CbLUOTO
ne4vebHo 3aBeaeHwe;

2. gbpxaBHM U obwMHCKM neyebHn 3aBedeHWs 3a GonHMYHA MOMOLL, 3a OKa3BaHe Ha
KOHCynTaTMBHA MeOULMHCKA NOMOLL, Ha CNEeLLHN NauMeHTn Mo UCKaHe Ha AEXYPHUTE ekunu B
LeHTpoBEeTe 3a cneluHa MeguumHcka nomoll B criydamte no yn. 11, an. 2 ot Hapegba Ne 25
ot 1999 r. 3a oka3BaHe Ha cnelwHa MeauumHcka nomouy (o6H., B, 6p. 98 ot 1999 r.; nam. n
gon., 6p. 69 ot 2001 r. n 6p. 18 o1 2014 1.).

(4) MuHucTepcTBOTO Ha 3apaBeonasBaHeTo cybcuaupa obLMHCKM nevebHu 3aBedeHwus,
KOMTO ce HamupaT B TPyOAHOAOCTLMHM W/MNW OTAaneYeHn pamoHM Ha cTpaHaTa, 3a
OCbLUECTBSIBAHE HA AENHOCTU U3BBLH 06XBaTa Ha 3a4bJIKUTENHOTO 34paBHO OCUIypsiBaHe.

21 Decree Ne 8 of 16 January 2015 for the execution of the state budget of the Republic of
Bulgaria for 2015, available in Bulgarian on the website of the Ministry of Finance:
http://www.minfin.ba/ba/page/940
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Affordable prices Overview

The price for a medicinal product included in the PDL and paid for by public funds is
calculated as a sum of the following elements and the value added tax:

- an ex-factory price not higher than the lev equivalent of the lowest exfactory price for the
same medicinal product in the countries specified in the information referred to in Article 33;

- the wholesale mark-up at the rate of 7, 6 and 4 per cent of the price declared under Item 1;

- pharmacy mark-up at the rate of 20, 18 and 16 per cent of the price declared under Item 1;

In case there is not an ex-factory price from Romania, France, Estonia, Greece, Slovakia,
Lithuania, Portugal, Italy, Finland, Denmark, Slovenia and Spain, the ex-factory price may not
be higher than the lowest price for the same medicinal product paid for by the public health
insurance funds of Belgium, the Czech Republic, Poland, Latvia and Hungary.

Provided that the exfactory price for a specific medicinal produc cannot be found in the above
mentioned countries, the exfactory price may not be higher than the lowest price of a
manufacturer/manufacturers entered in the marketing authorisation/the decision of the
European Commission in Regulation (EC) No 726/2004 of the European Parliament and of
the Council of 31 March.

Reforms

Seven priority areas in the National reform in the Healthcare sector (part of the National
Healthcare strategy 2014-2020)%?

— Improving the effectiveness of hospital care by creating conditions for guaranteeing basic
medical care for the population in inaccessible and remote regions. This step will be
supported by subsidizing 51 municipal hospitals. Additionally, the statutory mechanism for
establishing and updating the National Health Map were developed. The infrastructure and
equipment of the medical treatment establishments is also underlined in this program.

— Optimizing emergency medical care by strengthening the relationship between the centers
for emergency care and the other medical institutions (improve the relationships between the
National System for Emergency Calls to the Single European Emergency Number 112 and
the emergency medical care). Enhanced training and specialization of the people working in
the emergency care is also provided for in document.

— Optimized expenditure on medicinal products - Concept Paper on Drug Policy has been
produced and its primary aim is to better regulate the role of the actors in the pharmaceutical
market. The access of the Bulgarian population to medicinal products will be analyzed and
the governments will seek for a more flexible manner for contracting medicinal products, and
rationalization in the method of medicine prescription.

— Strategic planning in the financing of hospital activities - the methodology shall reinstate the
negotiations principle with regard to health services on the grounds of strategic planning
based on objective criteria and available financial resources and will replace the passive
reimbursement model. The next steps will include negotiations with medical care
establishments and payments based on the methodology.

— Improved control of the activities of medical treatment establishments for hospital care
through the implementation of joint checks for abiding the rules of good medical practices.

— The government will develop a new medical standard for general medicine for the purpose
of improving the quality of primary care. This initiative has the goal to improve the access to
out-patient medical care and will be achieved through the creation of a standard in general
medicine. A positive continuation of this step will be the increase of the quality of health
services and optimized efficiency in fund spending.

— Reviewing the medical standards for hospital and out-patient care — the government wants
to introduce statutory regulation of the principle of implementing hospital care only where the
therapeutic purpose cannot be achieved by outpatient treatment. Thus, the number of

22 Available in English at: http://www.minfin.bg/en/page/867
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unnecessary hospitalizations will reduced along with the expenditure of hospital care.
Additionally, the statutory instruments regulating the activities of the NHIF will be amended
and the main focus of the changes will be related to the transfer of activities from the hospital
to the out-patient care, the improved complex monitoring of patients with chronic diseases
needing regular care, and the care for pregnant women and children.

- The new reform will also include amendment of the Bulgarian Health Act which will regulate
merger of hospitals and dispensaries, and will introduce a new method of payment of the
NHIF. The changed legislation will lead to the possibility patients to be treated in one and the
same medical facility, where a complete algorithm of treatment will be created. The new
method should save more time and money of the patients;

In the National Program for Sustainable development 2014-2018 the following main
alteration in the healthcare system are envisaged:

- Improving the quality and access to health by advancement of human resources in the
healthcare system, technological development and innovation in the health care system,
introduction of e-health, optimizing the outpatient care.

- Priority over reconstruction of the emergency care through investments in resources,
technical, logistical and personnel development, ensuring efficient organization, coordination
and management of the single emergency medical care system.

- Implementation of the National Health Card and accreditation of the health institutions as a
tool for effective resource management system in the healthcare.

- Reconstruction of NHIF and its expenditure and making it an active financing and controlling
organ representing the insured population — a policy making instrument for providing easier
access to a high quality health care.

- Increasing the effectiveness of drug treatment in order to improve quality of life of patients
and reduce treatment costs.

- Developing a new model of labor remuneration of workers in the healthcare system.

- Establishing obligatory rules for the NHIF to purchase medicines through transparent and
competitive procedures. Mechanisms for transparency and fair competition in the payment of
medicinal products and medical devices by the NHIF is introduced. This will be secured by
establishing of e-commerce platform in medicinal products in the medical institutions and by
creating a registry of medical devices.?3

23 [MporpamMa Ha NpaBMTENCTBOTO 3a cTabuiHo paseutue Ha P. bbnrapus 3a nepuoga 2014-
2018 r./ Program for sustainable development of the Republic of Bulgaria for the period 2014-
2018, available in Bulgarian at:

http://www.government.bg/fce/001/021 1/files/Government%20programme%202014-

2018 .pdf
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