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Purpose: to determine the status of legal and regulatory that regulates activities of blood service establishments of
Ukraine as of 01.01.2013.

Materials and methods. Operating documents that regulated activity of blood service in Ukraine were studied.
Results. It is established that the activities of blood service establishments in Ukraine regulating 107 legal acts,

including 15 Laws of Ukraine, 2 Decrees of the President of Ukraine, 16 Resolutions of the Cabinet of Ministers of
Ukraine, 37 Orders of Ministry of Health of Ukraine, 14 intergovernmental orders, 9 Orders of Ministry of Health of  USSR
and Ukrainian SSR, 1 Resolution of the USSR State Committee on standards and 10 guidelines of Ministry of Health and
National Academy of Medical Sciences of Ukraine. Have limitation period up to 5 years 19 acts, from 5�10 years � 25
documents, from 10 to 15 years � 35 certificates, from 15 to 20 years � 13 acts, from 20 to 25 years � 8 acts and 25�
40 years have 7 legal and regulatory acts.

Conclusions. The standard base of blood service of Ukraine demands harmonisation with  recommendations and
resolutions WHO and the Council of Europe, Guidelines on production, use and quality assurance of blood components.

KEY WORDS: legal and regulatory framework, blood service, statistical reporting forms, haemovigilance
system, legislation of the European Union.

Realization of the right of each individual for
health, availability and quality of medical care
requires improvement of the models of health care
systems of any country regardless of political
structure and economic status. As a rule every 10
years countries make changes in their own models.
However, there was not any significant progress in
health care system of Ukraine during 50-year period,
except some changes in the amount of funding and
the remuneration level of medical workers labour [1].

When introducing changes in health care models
primary role should be assigned to the creation of
appropriate legal and regulatory framework,
adequate resource support, including financial,
human and logistical support and implementation
of modern effective management. In documents of
WHO and European Union the main strategic goals
of modern principles of blood service model
functioning, development and improvement to justify
the evolutionary or reformatory changes in national
blood service system are outlined. Law of Ukraine
�On the State Programme of Adaptation of Ukrainian
legislation to the legislation of European Union�
determined that the state policy of Ukraine
concerning legislation approximation is formed as
part of legal reform in Ukraine and is aimed at
ensuring common approaches to designing
standards and obligatory consideration of legislation
requirements of European Union [2]. Research of

the current legal framework of blood service
activities will allow to design an action plan to adjust
national legislation in accordance with international
documents that will be a determinant prerequisite
for the efficient functioning of blood services in future.

The aim of the study is to determine the status
of legal and regulatory framework that regulates
activities of blood service establishments of Ukraine
as of 01.01.2013.

Object and methods. Laws of Ukraine, Decree
of the President of Ukraine, Resolutions of
Verkhovna Rada of Ukraine, Decisions and Orders
of the Cabinet of Ministers of Ukraine, Orders USSR
Ministry of Health, Ministry of Health of Ukraine and
other ministries, departments and agencies. As the
regulatory framework for the production of blood
products as medicinal products is regulated by
Ukrainian Pharmacopoeia and other international
acts and pharmacopoeia, analysis of its condition
in this article was not carried out.

Results and Discussion. Legal and regulatory
framework of blood service establishments consists
of 107 legal and regulatory acts adopted in different
years. During the period of existence of the state
of Ukraine there were adopted 96 legislative and
legal acts, that is 89.7% of legal and regulatory
framework of blood service (Table).

Among the legislative acts there are 15 Laws of
Ukraine, 2 Decrees of the President of Ukraine, 16
Resolutions of the Cabinet of Ministers of Ukraine,
37 Orders of Ministry of Health of Ukraine, 14
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Table. Structure of legal and regulatory framework
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�
interdepartmental orders, 9 Orders of Ministry of
Health of USSR and Ukrainian SSR, 1 Resolution of
USSR State Committee on standards and 10
guidelines of Ministry of Health and National
Academy of Medical Sciences of Ukraine.

By term of adopting the documents were
distributed as follows: up to 5 years (2008�2012) �
19 documents (4 Laws of Ukraine, 1 Decree of the
President of Ukraine, 1 Resolution of the Cabinet
of Ministers, 8 Orders of Ministry of Health of
Ukraine, 2 interdepartmental orders, 3 guidelines
of Ministry of Health and NAMS of Ukraine). During
2003-2007 (5�10 years) 25 documents were
adopted: 1 Law of Ukraine, 1 Decree of the
President of Ukraine, 2 Resolutions of the Cabinet
of Ministers, 12 Orders of Ministry of Health of
Ukraine, 4 interdepartmental orders, 5 Guidelines
of Ministry of Health and NAMS of Ukraine. The
largest part of documents are legal acts adopted
during 1998�2002, 35 documents ranging from 10
to 15 years, including  6 Laws of Ukraine,
8 Resolutions of the Cabinet of Ministers, 11 Orders
of Ministry of Health of Ukraine, 8 interdepartmental
orders, 2 guidelines of Ministry of Health and NAMS
of Ukraine. During 1993�1997 there were adopted
13 documents including 1 Law of Ukraine,
5 Resolutions of the Cabinet of Ministers of Ukraine,
5 Orders of Ministry of Health of Ukraine and 2
Orders of State Standard of Ukraine. From 1988 to

1992 eight documents were adopted � 3 Laws of
Ukraine, 1 Order of Ministry of Health of Ukraine,
1 interdepartmental order, 3 Orders of Ministry of
Health of USSR and Ukrainian SSR.

Composition of current work with donors and
potential donors is determined by 25 legislative and
legal acts; blood procurement, blood components
manufacturing, storage and transportation are
regulated by 23 documents; laboratory support
(clinical, biochemical, immunological and
bacteriological tests) is determined by 10
documents; composition of quality system in blood
service establishments is governed by 12
documents; procedure of donor blood screening
for transfusion-transmissible infections is
determined by 22 acts; activities on transfusion
assistance and information analysis are regulated
by 13 regulatory acts; metrological support, facilities
criteria and requirements for compliance with
sanitary and epidemiological welfare are regulated
by 32 legal and regulatory documents.

The work of a unitary donor center is governed
by 25 acts, including 2 documents � up to 5 years,
9 acts � from 5 to 10 years, 4 documents � from
10 to 15 years, 4 documents � 15-20 years and
3 documents more than 20 years (Order of USSR
Ministry of Health from 12.07.1989 No. 408 �On
Measures on Reduction of Incidence Level of
Hepatitis in the Country�, Order of Ministry of Health
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from 09.11.1988 No. 06-14 / 39, which approved
the �Instruction for Platelets Procurement from
Single Donor by Intermittent Thrombocytapheresis
Using Polymerous Containers�, Order of Ministry
of Health from 10.02.1988 No. 91 �On Obligatory
Testing of Donors for HIV�). The adoption of Law of
Ukraine �On Personal Data Protection� requires
amendments to the registration forms for donors.
Obtaining of specific plasma as raw materials for
plasma products stipulates the reviewing of methods
(order) of donor immunization or introduction of
other technologies of diagnostics of specific
antibodies due to natural or artificial immunity.

Blood and blood components procurement,
storage conditions and transportation are regulated
by 23 documents adopted at different periods.
Among them 3 regulatory acts are under 5 years,
7 documents � from 5 to 10 years, 6 acts � from
10 to 15 years, 3 acts � 15�20 years and 4 acts �
20�30 years: Order of USSR Ministry of Health from
09.11.1988 No. 06-14 / 39 Instruction � Platelets
Procurement from a Single Donor by Intermittent
Thrombocytapheresis�; Order of USSR Ministry of
Health from 12.07.1989 No. 408 �On Measures on
Reduction of Incidence Level of Hepatitis in the
Country�; Order of USSR Ministry of Health from
10.06.1985 No. 770 «On Consummation of Trade
Standard OST 42-21-85 �Steril ization and
Disinfection of Goods for Medical Purposes.
Methods, means and conditions�; Order of USSR
Ministry of Health from 30.08.1984 No. 06-14/10
�Instruction on Procurement of Preserved Donor
Blood�. During last 20 years new technologies using
appropriate equipment were implemented in blood
service establishments: hardware apheresis of
plasma and blood cells including stem cells from
the peripheral circulatory system, formation of pools
of platelets from whole blood units, virus inactivation
in blood components for transfusion, formation of
cold chain during storage and transportation of
blood and blood components etc. New technologies
with introduction of new technological equipment
require a certain mechanism of legalization and
procedure of their usage in blood service
establishments, that is why it is necessary to develop
regulatory documentation. There is no regulatory
documentation concerning plasma for fractionation,
blood components for perinatal use and use in
children, cold chain conditions for blood product
transportation and usage of autologous blood
according to the requirements and
recommendations of WHO and Council of Europe.

Laboratory support (clinical, biochemical,
immunological bacteriological tests) is regulated by
10 legal and regulatory documents: 1 Law of Ukraine,
4 Orders of Ministry of Health of Ukraine, 1 Order of
State Committee on Issues of Technical Regulation
and Consumer Policy, 3 Orders of USSR Ministry of

Health and 3 Guidelines of Ministry of Health of Ukraine
and NAMS of Ukraine. They are aged: 1 document �
up to 5 years; 4 � from 5 to 10 years; 1 � from 10 to
15 years; 1 � from 15 to 20 years and 1 � from 20 to
25 years and 2 � over 25 years: Order of USSR Ministry
of Health from 07.09.1990 No. 05-14/28 �Instruction
on Preparation of Standard Sera and Antirhesus
Reagent�; Order of USSR Ministry of Health from
23.04.1985 No. 545 �On Further Improvement of
Quality Control of Clinical Laboratory Trials�; Order of
USSR Ministry of Health from 30.08.1984
No. 06-14/10 which approved the �Instruction on
Procurement of Preserved Donor Blood.�

Laboratory trials in developed countries are run
using hardware approach, especially where the error
is worth a human life. Technologies of immune
hematological trials and organization of internal
quality control system remain obsolete. It is
necessary to develop documentation for creation
of external quality assessment system with the
determination of appropriate reference laboratories
by Ministry of Health of Ukraine in order to
investigate transfusion complications and reactions.
Regulatory framework of sterility control taking into
account new technologies of blood procurement,
blood components manufacturing and new methods
for sterility research needs changes.

Regulations of donor blood testing for
transfusion-transmissible infections are determined
by 22 legal and regulatory documents: 3 Laws of
Ukraine, 1 Decree of the President of Ukraine;
4 Resolutions of the Cabinet of Ministers of Ukraine;
9 Orders of Ministry of Health of Ukraine;
2 Resolutions of Head Health Officer of Ukraine;
2 Orders of USSR Ministry of Health and 1 Order of
Ministry of Health of Ukrainian SSR. By term of
adoption documents were distributed as follows:
up to 5 years � 3 acts; from 5 to 10 years � 4 acts;
from 10 to 15 years � 8 acts; from 15 to 20 years �
3 acts; from 20 to 25 or more � 4 documents
including 1 Law of Ukraine 1992, Order of USSR
Ministry of Health from 12.07.1989 No. 408 �On
Measures on Reduction of Incidence Level of
Hepatitis in the Country�; Order of USSR Ministry
of Health from 10.02.1988 No. 91 �On Obligatory
Donor Blood Testing for HIV�; Order of USSR
Ministry of Health from 15.06.1987 No. 426-DSP
�On Task Performance in Fight against AIDS in
Ukrainian SSR.� In 2013 there was adopted a new
Procedure of donor blood screening which needs
the next step � creating the regulatory framework
concerning organization of intra-laboratory quality
control and continuous involvement of laboratories
in external quality assessment system.

Organization of transfusion assistance and
information analysis of blood service establishments
are regulated by 14 legal documents: 1 Law of
Ukraine and 1 Decree of the President,
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2 Resolutions of the Cabinet of Ministers of Ukraine
and 10 Orders of Ministry of Health of Ukraine.
Distribution by term of adoption looks as follows:
up to 5 years � 2 documents; 5�10 years � 5
documents; 10�15 years � 5 documents; 15�25
years � 1 Resolution of the Cabinet of Ministers of
Ukraine and 1 Law of Ukraine �On State Statistics�;
more than 25 years � Order of USSR Ministry of
Health from 23.05.1985 No. 700. Basic statistical
reporting forms were approved in 2003. In 2010
Order of Ministry of Health approved a new
nomenclature of blood components, which require
introduction of new technologies (hardware
plasmapheresis, leuko filtration of blood and its
components, virus inactivation of blood
components, pooled platelets from preserved
blood, etc.) requiring appropriate amendments to
the accounting and reporting forms. Future changes
in the model of national healthcare system will set
conditions for a formation of blood service status
at legislative and state level that will stimulate
systemic changes in blood service structure and
financial and legal relations in national health care
system, especially when administering health
insurance system. According to Order of Ministry
of Health from 28.10.2002 No. 385 blood
transfusion establishments have three names, their
functions are not defined by the Regulations and
the structure and staff need changes. Nowadays
blood service management at the state level
according to Decree of the President from
08.04.2011 No. 4441/2011 has decentralized
structure with different levels of subordination
without a defined development strategy.

Organization of quality control of preserved blood
and blood components is regulated by 12 legal
documents: 3 Laws of Ukraine, 4 Orders of Ministry
of Health of Ukraine, 1 interdepartmental order and
4 Guidelines of Ministry of Health and NAMS of
Ukraine. Among them 4 documents are under 5
years; 5 documents � from 5 to 10 years; 1 � from
10 to 15 years; 2 � from 15 to 20 years. Quality
control of blood components is virtually a control
of stability and standards of manufacturing process
of blood components production, including all
stages of blood service activities starting from
medical examination of a donor to clinical use of
blood components. As of today the main stages of
procurement technologies do not exclude
subjective approaches that affect the quality of the
final product. Implementation of a quality system
will guarantee the safety and clinical efficacy of
transfusion environments. Quality management
system requires the adoption of a state strategy
and mechanism for implementation of quality
system according to the Recommendations of WHO
and Council of Europe. Legal framework should
include the following sections: principles of quality

management, quality assurance, personnel,
premises and equipment, documentation,
collection, testing and processing, storage and
distribution, self-verification, quality control of final
products. Taking into consideration the importance
of blood components usage in health care
establishments, it is necessary to develop new
promising methods for quality assessment of blood
components. For obtaining reliable results of quality
control indicators it is necessary to adopt
standardized methods and procedures, and quality
assessment criteria must be installed and approved.

Considerable proportion of legal and regulatory
acts (30) regulate general issues of activity
arrangements of blood service establishments,
formation of stuff and logistic resources, definition
of internal regulations and system of labour
protection, financial, economic and legal relations
of blood service establishments. Among them there
are 3 documents up to 5 years; 4 � from 5 to 10
years; 14 � from 10 to 15 years; 8 � from 15 to 20
years.

In the section �Clinical Transfusiology� regulatory
framework requires some additional revision and
adoption of new documents relating to the usage
of blood, blood components and products based
on principles of evidence-based medicine.
Calculation and procedure for investigation of
reactions and complications related to transfusion
of blood products are not defined at the state level.
Creation of haemovigilance system at regional and
national levels requires using of information
technologies.

Conclusions
1. The largest number of legal and regulatory

acts (35) was adopted during 1998�2002,
in subsequent periods declining tendency was
recorded; 2003�2007 � 25 documents; 2008�2012 �
19 documents. Almost 50% of legal and regulatory
acts are documents of direct effect on functions of
blood service establishments.

2. Legal framework of blood service of Ukraine
concerning donor selection, procurement,
transportation and issue of blood components
requires harmonization with Recommendations and
Resolutions of Council of Europe and WHO.

3. Immunological trials of donors and recipients
need revising and determining minimum standards
for blood service establishments and health care
establishments.

4. Creation of a quality system and support and
development of its effectiveness in every blood
service establishment requires regulatory
framework based on Recommendations of WHO and
Council of Europe and achievements of USA, Japan,
European countries and others.

5. Formation of a new section of clinical
transfusion �Blood components for perinatal
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ÍÎÐÌÀÒÈÂÍÎ-ÏÐÀÂÎÂÀ ÁÀÇÀ ÑËÓÆÁÈ ÊÐÎÂ² ÓÊÐÀ¯ÍÈ
À.Ì. ×óãð³ºâ
Æèòîìèðñüêèé îáëàñíèé öåíòð êðîâ³, Óêðà¿íà

Ìåòà: âèçíà÷èòè ñòàí íîðìàòèâíî-ïðàâîâî¿ áàçè, ùî ðåãëàìåíòóº ðîáîòó çàêëàä³â ñëóæáè êðîâ³ Óêðà¿íè
ñòàíîì íà 01.01.2013 ð.

Ìàòåð³àëè ³ ìåòîäè. Âèâ÷àëèñÿ ÷èíí³ äîêóìåíòè, ÿêèìè ðåãëàìåíòîâàíî ä³ÿëüí³ñòü ñëóæáè êðîâ³
â Óêðà¿í³.

Ðåçóëüòàòè. Âñòàíîâëåíî, ùî ä³ÿëüí³ñòü çàêëàä³â ñëóæáè êðîâ³ Óêðà¿íè ðåãóëþþòü 107 íîðìàòèâíî-
ïðàâîâèõ àêò³â, ó òîìó ÷èñë³ 15 çàêîí³â Óêðà¿íè, 2 óêàçè Ïðåçèäåíòà Óêðà¿íè, 16 ïîñòàíîâ Êàá³íåòó Ì³í³ñòð³â
Óêðà¿íè, 37 íàêàç³â ÌÎÇ Óêðà¿íè, 14 ì³æâ³äîì÷èõ íàêàç³â, 9 íàêàç³â ÌÎÇ ÑÐÑÐ òà ÓÐÑÐ, 1 ïîñòàíîâà
Äåðæêîì³òåòó ³ç ñòàíäàðò³â ÑÐÑÐ òà 10 ìåòîäè÷íèõ ðåêîìåíäàö³é ÌÎÇ ³ ÍÀÌÍ Óêðà¿íè. Ìàþòü òåðì³í äàâíîñò³
äî 5 ðîê³â 19 àêò³â, â³ä 5�10 ðîê³â � 25 àêò³â, â³ä 10 äî 15 ðîê³â � 35 àêò³â, â³ä 15 äî 20 ðîê³â � 13 àêò³â, â³ä 20
äî 25 ðîê³â � 8 àêò³â ³ â³ê 25�40 ðîê³â ìàþòü 7 íîðìàòèâíî-ïðàâîâèõ àêòè.

Âèñíîâêè. Íîðìàòèâíà áàçà ñëóæáè êðîâ³ Óêðà¿íè ïîòðåáóº ãàðìîí³çàö³¿ ç Ðåêîìåíäàö³ÿìè ³ ðåçîëþö³ÿìè
ÂÎÎÇ ³ Ðàäè ªâðîïè, ç Êåð³âíèöòâîì ïî âèãîòîâëåííþ, âèêîðèñòàííþ ³ çàáåçïå÷åííþ ÿêîñò³ êîìïîíåíò³â êðîâ³.

ÊËÞ×ÎÂ² ÑËÎÂÀ: íîðìàòèâíî-ïðàâîâà áàçà, ñëóæáà êðîâ³, ñòàòèñòè÷í³ ôîðìè çâ³òíîñò³, ñèñòåìà
haemovigilance, çàêîíîäàâñòâî ªâðîïåéñüêîãî Ñîþçó.

ÍÎÐÌÀÒÈÂÍÎ-ÏÐÀÂÎÂÀß ÁÀÇÀ ÑËÓÆÁÛ ÊÐÎÂÈ ÓÊÐÀÈÍÛ
À.Í. ×óãðèåâ
Æèòîìèðñêèé îáëàñòíîé öåíòð êðîâè, Óêðàèíà

Öåëü: îïðåäåëèòü ñîñòîÿíèå íîðìàòèâíî-ïðàâîâîé áàçû, ðåãëàìåíòèðóþùåé ðàáîòó ó÷ðåæäåíèé ñëóæáû
êðîâè Óêðàèíû ïî ñîñòîÿíèþ íà 01.01.2013 ã.

Ìàòåðèàëû è ìåòîäû. Èçó÷åíû äåéñòâóþùèå äîêóìåíòû, êîòîðûìè ðåãëàìåíòèðîâàíà äåÿòåëüíîñòü
ñëóæáû êðîâè â Óêðàèíå.

Ðåçóëüòàòû. Óñòàíîâëåíî, ÷òî äåÿòåëüíîñòü ó÷ðåæäåíèé ñëóæáû êðîâè Óêðàèíû ðåãóëèðóþò 107
íîðìàòèâíî-ïðàâîâûõ àêòîâ, â òîì ÷èñëå 15 çàêîíîâ Óêðàèíû, 2 óêàçà Ïðåçèäåíòà Óêðàèíû, 16 ïîñòàíîâëåíèé
Êàáèíåòà Ìèíèñòðîâ Óêðàèíû, 37 ïðèêàçîâ ÌÇ Óêðàèíû 14 ìåæâåäîìñòâåííûõ ïðèêàçîâ, 9 ïðèêàçîâ ÌÇ ÑÑÑÐ
òà ÓÑÑÐ, 1 ïîñòàíîâëåíèå Ãîñêîìèòåòà ïî ñòàíäàðòàì ÑÑÑÐ è 10 ìåòîäè÷åñêèõ ðåêîìåíäàöèé ÌÇ è ÍÀÌÍ
Óêðàèíû. Èìåþò ñðîê äàâíîñòè äî 5 ëåò 19 àêòîâ, îò 5�10 ëåò � 25 àêòîâ, îò 10 äî 15 ëåò � 35 àêòîâ, îò 15 äî
20 ëåò � 13 àêòîâ, îò 20 äî 25 ëåò � 8 àêòîâ è âîçðàñò 25�40 ëåò èìåþò 7 íîðìàòèâíî-ïðàâîâûõ àêòîâ.

Âûâîäû. Íîðìàòèâíàÿ áàçà ñëóæáû êðîâè Óêðàèíû òðåáóåò ãàðìîíèçàöèè ñ Ðåêîìåíäàöèÿìè
è ðåçîëþöèÿìè ÂÎÇ è Ñîâåòà Åâðîïû, ñ Ðóêîâîäñòâîì ïî èçãîòîâëåíèþ,  èñïîëüçîâàíèþ è îáåñïå÷åíèþ
êà÷åñòâà êîìïîíåíòîâ êðîâè.
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application and use for infants and younger children�
will help to standardize transfusion tactics in perinatal
centers and children�s hospitals and departments.

6. Transfusion of blood and blood components
requires standardization of accounting storage

conditions and creating haemovigilance system with
issuing national recommendations or guidelines for
clinical transfusion and relevant orders of Ministry
of Health of Ukraine.
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