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STANDARDS OF WORLD HEALTH
ORGANIZATION IN HEALTH CARE

Abstract. Healthcare is a fundamental human right and one of the main condi-
tions for prosperity and development. Given the importance of high-level health-
care, there is an objective need for the establishment and operation of a separate
organization responsible for regulatory and normative activities in this area. As
a result, a specialized agency was established within the United Nations — the
World Health Organization (WHO). The areas of activity of this organization
are the adoption of norms, standards, programs, etc. in the field of healthcare. A
significant set of these documents are standards that set the boundaries within
which to develop a particular area of healthcare. The presence of a wide range of
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standards, as well as the lack of their proper reflection in the scientific literature
necessitates their further study.

Therefore, the scientific article defines the role of the World Health Organiza-
tion in the field of healthcare, as well as examines the history of this organization.
The degree of reflection of research topics in the scientific literature is deter-
mined. The results of the WHO activity are analyzed, and also the organizational
structure through which there is a realization of its functions is defined. Thus, it
is determined that as of 2020 WHO has 194 member-states, and its activities are
carried out through 6 regional offices.

In addition, the article identifies the main standards adopted by the WHO
in terms of healthcare, namely: Standards of good pharmacy practice, the WHO
international standards for osteopathy, GCP standards — good clinical practice,
GMP — good manufacture practice, GLP — good laboratory practice, and Stan-
dards for organ, tissue and cell transplantation, immunization and Standards for
orthosis and prosthetics. We have considered the features of each of them, as well
as areas of application. In addition, an important feature of these standards is the
voluntary nature of their application in the practice of healthcare in member-
countries, as well as their definition not of specific areas of their application, but
only a kind of framework in which this process should take place.

Keywords: WHO, Standards of good pharmacy practice, International Stan-
dards for osteopathy, GCP Standard, GMP Standard, GLP Standard, organ, tis-
sue and cell transplantation Standards, immunization Standard, Standards of
orthosis and prosthetics.

CTAHIAPTH BCECBITHHOI OPTAHI3AIIII OXOPOHU
37I0POB’4 Y COEPI OXOPOHH 3/10POB’4

AHoranig. Bucsitiieno, 1mo oxopoHa 3/[0pOB’sl € OCHOBOTIOJIOKHUM TTPAaBOM
JIFOJINHM 1 OJTHIE€IO 3 TOJIOBHUX YMOB TIPOIIBITaHHS Ta PO3BUTKY. BpaxoBytoun 3Ha-
yeHHs 3a6e3edeHHsT OXOPOHU 3/I0POB’Sl Ha BUCOKOMY PiBHi, BUHUKA€E 00’ €KTHBHA
HEeOOXIiTHICTh y CTBOPEHHI Ta QYHKITIOHYBaHHI BiIOKpEMJIEHOT OpraHisaitii, Bifimo-
BiZIAJIBHOI 32 PETYJIITOPHY Ta HOPMATUBHY [iSUIbHICTD y faHill cepi. Bixrak, Oy-
JIO CTBOPEHO CIIelializoBaHy ycTaHOBY B ckiiazi Opranisaiiii 00’ € THaHNX HaIliil —
Bceecsithio opranizartito oxoponu 310pos’st (BOOJ3). Hanpamamu mpisabHOCTI
1€l opraxiszariii €: MPUWHATTS HOPMATUBIB, CTAHAAPTIB, TPOrpaM TOIIO y cdepi
OXOPOHM 3/I0POB’s. Baromuii KOMILTEKC 3-TTOMIXK JIaHUX JOKYMEHTIB CKJIQ/Ial0Th
CTaH/IAPTH, 3 JIOMTOMOTOIO STKUX BCTAHOBJITIOIOTHCS MEXKi, B IKUX MA€ PO3BUBATHCDH
TOM Y THIIWH HATIPSIM OXOPOHU 3/10pOB’sl. HasgBHICTD MMPOKOTO TIepestiky cTaH-
JIapTiB, & TAKOJK BiJICYTHICTH X HAJIESKHOTO BiZIOOpaKeHHsI Y HAYKOBIi JliTepaTypi
3YMOBJTIOIOTHCST HEOOXITHICTIO IX TIOAAIBIIIOTO BUBUEHHSI.

PosrasinyTo posib BeecBiTHBOT opraisaiiii 0XOpoHU 3710pOB’st y cpepi 0XOpoHT
3/I0POB’ST, @ TAKOK JIOCJII/KEHO iCTOPIIo i1 BAHWKHEHHST. BU3HayeHo CTyIiHb Bijlo-
OpakeHHST TEMATUKHU JIOCTIPKEHHST Y HayKOBill siteparypi. [IpoanamizoBano pe-
3yasraTh misibHoCTi BOO3, a TakoX BU3HAYEHO OPTraHi3aIliitHy CTPYKTYPY, uepe3
AKy BiOyBaeTbes peaisaitid i ¢pynkuiil. Beranosieno, mo cranom xa 2020 pik 10
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ckiany BOOJ3 Bxoauts 194 kpainu-usienu, a ii AisJIbHICTD 3MIHCHIOETBCS Yepes 6
perioHaIbHIX GIOPO.

Busnaueno ocnoBHi ctanzaptH, siki npuitiati BOO3 B yactuni oxopoHu
37I0pOB’sl, a caMe: CTaH/IapTU HAJIEeKHOI allTeYHOl MPAKTUKU, MiXKHAPO/IHI CTaH-
naptu BOOJ3 no octeonarii, Ctranpaptu GCP — HasmeXHO1 KIIHIYHOT TPaKTH-
ki, GMP — Hanexuoi Bupo6unydoi npakruxu, GLP — HamexHoi 1abopaTopHOI
NPAaKTUKH, @ TAKOXK CTaHJaPTU TPaHCILJIaHTallil OpraHiB, TKAHUH Ta KJIITHUH, IMY-
Hi3allil Ta cTaHIAPTH OPTE3yBaHHS Ta MPOTE3yBaHHs. PO3IIITHYTO 0COOJUBOC-
Ti KOJKHOTO 3 HUX, & TAKOK HAllpsIMU 3acTocyBaHHs. [lopyy i3 11uM, BajJInBoIO
PHCOIO TIMX CTAHIAPTIB € T0OPOBIIBHUI XapaKTep iX 3aCTOCYBaHHS Y TPAKTHUIL
(dbynxiionyBanus cdep 0XopoHU 30POB’S KpaiH-uJeHiB, & TAKOX BU3HAUCHHS
HUMU He KOHKPETHUX HAIIPSIMiB iX 3aCTOCYBaHHSI, a JIUIIe CBOEPIIHUX PAMOK, B
SAKUX TIed TPoIec Mae BiOyBaTHCA.

KmouoBi ciaoBa: BOOJ3, cranzapt HaJeKHOI allTeYyHOI MPAKTUKU, MiXK-
HapofHi crangapTu 1o ocreornarii, Crangaptr GCP, Crangapr GMP, Crangapt
GLP, crangapTtu TpaHCIIaHTaIlii OpraHiB, TKAHWH Ta KJITHH, CTAaHAAPT iMyHi3a-
11ii, cTaH/apTU OPTE3yBaHHS Ta ITPOTE3yBaAHHS.

CTAHJIAPTBI BCEMUPHOI OPTAHU3AITUU
31PABOOXPAHEHUA B COEPE 3/IPABOOXPAHEHN

Annoranusi. OcBelieHo, MO 37PaBOOXpPaHEHME SIBJISETCS OCHOBOIIOJIArao-
UM IIpaBOM Ye€JIOBEKa W OJHUM N3 OCHOBHbIX yCJIOBI/Iﬁ IIponBeTaHuA 1 pa3BU-
THsI. YYUTBIBAs 3HAYEHUe 0OeCTIedeHnsT OXPAHbI 37I0POBbST Ha BBICOKOM YPOBHE,
BO3HHUKAET 0OBEKTUBHAS HEOOXOAUMOCTD B CO3/IAaHUU U (DYHKIIMOHUPOBAHUK 060-
COOJIEHHON OpPraHU3aIUI, OTBETCTBEHHOI 32 PETYJISTOPHYIO U HOPMATUBHYO J1e51-
TEeJBHOCTH B anHOM cepe. CrrenoBatesbHO, ObLIO CO3/IaHO CIIEMATM3NPOBAHHOE
yupeskerre B coctaBe Opranusanun o0beInHEHHBIX HAIMiT — BeeMupHyio opra-
Huzanuio 3apaBooxpanenus (BO3). Hampasiaenusmu nesite TbHOCTH JAHHOT Opra-
HU3AIUN SBJISIETCS IPUHATHE HOPMATUBOB, CTAHIAPTOB, TIPOTPAaMM | T. /. B chepe
3/[paBOOXpaHeHns. DBoJbImoit KOMIIEKC Cpein IAaHHBIX TOKYMEHTOB COCTABIISIOT
CTaHIAPTBI, C TIOMOIIHIO KOTOPBIX YCTAHABIUBAIOTCS TIPEEITBI, B KOTOPBIX TOJKHO
pasBUBATHCA TO WJIM WHOE HaTpaBJieHNe 37paBooxpaHenns. Hammame mmpokoro
TIEePEYHs CTAHAPTOB, a TAK)KE OTCYTCTBHE UX TOJIZKHOTO OTPAsKEHUS B HAYIHOM JTH-
Teparype 00yCIOBIeHO HEOOXOAMMOCTBIO UX JATbHEHIIEr0 N3y IeHNUSI.

Paccmorpena posib BecemupHoi opranusaiiuu 3jpaBooxXpaHeHus B cepe
3/IpaBOOXPAHEHMS, a TAKKe MCCIeIOBAHA MCTOPHS BOSHUKHOBEHUS JAHHON OpTa-
Huzaruu. OrnpesesieHa CTereHb OTOOPAKEHNUS] TEMATUKY MCCIE0BAHIS B HAY Y-
HO¥ smTepaType. [IpoanammanpoBanbl pe3yabratsl Aesteabaoctn BO3, a Takke
oTIpefiesieHa OPTaHU3AIMOHHAS CTPYKTYPA, CIIYCTS KOTOPYIO TIPOUCXOANT Peain-
3anus ee pyaknuii. Onpesesneno, yto mo cocrosuuio Ha 2020 rox B coctaB BO3
BXouT 194 cTpaHbI-ujieHbl, a ee eATebHOCTh OCYIIEeCTBIsgeTCS depe3 6 perno-
HAJIBHBIX OI0PO.

OrmpesiesieHbI OCHOBHBIE CTaHAAPTHI, MpuHAThIe BO3 B wacTu 37paBooxpane-
HHWA, a UMEHHO: CTaHZapPTbl HaI[]Ie)KaH.IefI aIlTeYHOU IIPpaKTUKH, MEX/yHapOJHbIE
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cranzaptel BO3 1o ocreonatun, Cranpaptet GCP — mamiexanieii kKimHude-
ckoit mpaktuku, GMP — namnexaieii mpousBoacTBennoi mpaktuku, GLP —
HaJIeKaIeil 1abopaTopHO MPAaKTUKU, a TaKKe CTaHAAPThl TPAHCIIAHTAIIUN
OpPraHoB, TKaHel U KJIeTOK, UMMYHU3AIMN W CTaHAapPThl OPTE3UPOBAHUS U TIPO-
Te3upoBaHusl. PaccMOTpeHbl 0COOEHHOCTH KaKIOTO U3 HUX, a TaK/Ke HarlpaBJie-
HUS TpUMeHeHus1. PsioM ¢ 3TUM, TOPOYHOUN 4epTOil 3TUX CTaH/IaPTOB SBJISETCS
10OPOBOJIBHBIN XapaKTep UX IPUMEHEHHS B TPAKTHKE (DYHKIIMOHUPOBAHUS chep
3/lpAaBOOXPAHEHMST CTPAH-UYJIEHOB, a TaKyKe OIpeesieHus] MMU He KOHKPETHBIX
HAIMPaBJIECHUI MX TIPUMEHEHHUS, a TOJBKO CBOCOOPA3HBIX PAMOK, B KOTOPBIX 9TOT
TIPOIIECC OJIKEH TTPOUCXONTh.

Kmouesbrie ciioBa: BO3, cranjapthl HajIeKalell aiTedHoi TpakTHKH, MeX-
nyHapojHbie ctanaptel 1o octeonatun, Crangapt GCP, Crangapr GMP, Cran-
napt GLP, crangapTsl TpaHCIIaHTAIIMKM OPTAHOB, TKAHE! 1 KJIETOK, CTAH/IaPT M-

MYHU3allNH, CTAaHAAPTHI OPTE3NPOBAHNA U IPOTE3UPOBAHME.

Formulation of the problem. En-
suring the effectiveness of the health-
care sector is the foundation for the
realization of the rights to its protec-
tion among the entire population of the
planet. Therefore, within each state the
postulates of construction of system of
public healthcare services characte-
ristic of it are defined. However, the
constant development of the interna-
tional relations, with the deepening
of globalization, push the boundaries
of the international cooperation, ad-
ding to its composition and the field
of healthcare. With this in mind, the
World Health Organization was cre-
ated, the preamble of which empha-
sizes that the state’s achievements in
improving healthcare are a value for
all, from individual countries to the
world community as a whole. One of
the activities of this organization is the
coordination of the member-states to
build national healthcare systems by
developing norms, standards and vari-
ous programs. The presence of a signifi-

cant list of standards that determine
the principles of construction of the
components of the healthcare system
determines the relevance of the study,
and the lack of a structured list of the
WHO standards in the domestic scien-
tific literature that operate in the world
further increase the value of this study.

Analysis of the recent research
and publications. In the domestic sci-
entific literature the WHO standards
in the field of healthcare, unfortunate-
ly, are considered only in fragments
and do not receive proper definition.
Thus, Pasivchnyk O. considered the
WHO standards in the field of organ
transplantation, Gala L. the standards
of good pharmacy practice, Lynnyk
S. studied the implementation of the
WHO European strategy for the pre-
vention and control of viral diseases,
and Shafransky V. covered the use of
documents of the World Health Orga-
nization in the development of public
healthcare in Ukraine. At the same
time, such domestic and foreign scien-
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tists as D. Clark, N. Kryzyna, V. Lehan,
7. Chernenko, N. Handel considered
in their works the provisions of certain
international agreements in the field of
healthcare, studied the peculiarities of
the functioning of the national health-
care systems of different countries,
etc. However, the presence of a sector
of unexplored issues necessitates in-
depth study of research topics.

Purpose of the article. In view of
the above, the purpose of this research
is to study the existing standards of the
World Health Organization in the field
of healthcare with the disclosure of
their features and areas of regulation.

Presentation of the main research
material. The WHO is a specialized
agency within the United Nations
whose mission is to ensure that all
peoples achieve the highest possible
level of health. As of the beginning of
2020, the organization has 194 mem-
ber-countries [1]. The most important
document of the WHO — the statute,
which was adopted in 1946, defines
the functions of the organization that
includes the establishment of interna-
tional standards in the production and
circulation of food, medicine, biologi-
cal and other products [2]. An impor-
tant remark is that the regulations of
this organization are not mandatory,
and the direction of their implementa-
tion in a mandatory or recommenda-
tory form is determined directly at the
level of individual member-states of
the organization.

Over the past few years, the WHO’s
healthcare efforts have yielded visible
results and brought the healthcare sec-
tor to the top of the political agenda.
These issues began to be discussed at
political forums, additional financial

resources are directed to this area, and
SO on.

In order to best define the develop-
ment priorities of the healthcare sector
by region and to maintain close links
with the needs of the healthcare systems
of the member-countries, the main ac-
tivities of the World Health Organiza-
tion are carried out through its regional
offices and representative offices. Thus,
there are regional offices for Africa,
America countries, Southeast Asia, the
Eastern Mediterranean, the European
Regional Office and the Office for the
Western Pacific [1].

The Office of the WHO European
Region, which includes 53 countries,
including Ukraine, is located in Co-
penhagen (Denmark) and is headed
by the Regional Director. In addi-
tion, it includes 4 branch offices, as
well as offices located in 30 member-
countries [1]. Numerous documents,
decrees, decisions, declarations of the
specialized medical organization —
WHO, which relate to certain areas of
combating adverse events in the field
of morbidity, as well as improving the
level of medicine around the world
are very important for specific areas
of medicine and undoubtedly form
the basis for thorough research and
practical actions by healthcare system
organizers in the member-countries.
One of the types of such documents
are the WHO standards, the structure
of which can be schematically depic-
ted using Fig. 1.

Starting to analyze the data shown
in Fig.1 it should be noted that this list
is not exhaustive, but at the same time
includes standards that are most widely
used by the WHO member-countries.
Let us consider them in more detail.
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Let us start with the study of the
structure of standards of good phar-
macy practice (GFP), which were de-
veloped by the WHO together with
the International Pharmaceutical Fe-
deration in 1993, with their subsequent
update in 1997 and 2011 [3, p. 88].

The beginning of their use in
Ukraine began with the order of the
Ministry of Health (MOH) No. 455 of
30.05.2013, which recommended their
use in healthcare facilities as a basis
for improving the quality of medical
care, as well as an information base to
form a list of standards of good phar-
macy practice [4]. The purpose of the
good pharmacy practice standards is
to improve the health of people and

help those who have health problems
through the effective and efficient use
of medicines [5].

However, at the same time, phar-
macists, along with other healthcare
professionals and patients, must take
responsibility for the end result of
treatment. In addition, it should be
noted that the GFP standards set only
a certain framework within which each
the WHO member-state develops its
own national standards to provide its
citizens with quality medicines and
related pharmacy products, as well as
professional advice and information.
Their application in the practice of
forming national pharmacy practices is
only of a recommendatory nature.

WHO healthcare standards

Y

1. Good pharmacy practice: quality standards of pharmacy services

Y

2. WHO International standards for osteopathy

Y

3. GCP standard — good clinical practice

4. GMP standard — good manufacture practice, in terms
of manufacturing drugs, medical devices, diagnostic devices, etc.

5. GLP standard — good laboratory practice.

\4

6. Standards for transplantation of organs and/or tissues, cells.

Y

7. International standards for immunization.

8. International standards for orthosis and prosthetics.

Fig. 1. The structure of the WHO standards in the field of healthcare
Source: author’s own development based on [1; 3; 5; 7; 8; 9; 10; 11]
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In addition, given the continuous
development of the pharmaceutical
industry and the desire of the pharma-
ceutical professionals to provide their
services at the highest level, the pro-
cess of improving the pharmaceutical
supply of the population through the
application of good pharmacy prac-
tice is also becoming continuous and
requires proper information to main-
tain its effectiveness. It should be no-
ted that the professional standards of
pharmacy practice in most countries
are developed by professional associa-
tions, which are responsible for their
observance, to ensure the interests of
healthcare, safety and welfare of the
population.

As already mentioned, the WHO
common standards are adapted sepa-
rately to the national standards of its
member-countries. Therefore, we will
analyze the professional standards of
good pharmacy practice in the world
using Table 1.

Thus, from the table we can see that
although the application of standards
of good pharmacy practice differs in
the WHO member-countries, but all
of them have their own characteris-
tics, namely the focus on improving the
quality of pharmaceutical services and
assessing the level of their provision.

In addition, it should be noted that
the evaluation of the effectiveness of
measures taken to implement the GFP
standards is carried out using the fol-
lowing indicators that are defined in a
special WHO project on the develop-
ment and implementation of standards
in pharmacies of the newly indepen-
dent states [5]:

* structure indicators: applied to
pharmaceutical establishments, equip-

ment and persons to assess the neces-
sary elements;

* process indicators: used in the as-
sessment of technical and interpersonal
activities over a period of time;

e return indicators: used in asses-
sing achievements;

* performance indicators: aimed at
assessing the consequences of achieve-
ments and determining their impact on
the final consumer.

The next standard that we study in
the scientific article is the WHO In-
ternational Standard for osteopathy.
The practice of using this area of medi-
cine — osteopathy is relatively new. Its
essence is to be treated with the help
of hands of a doctor-osteopath. Due
to such a primitive direction of treat-
ment, this direction of medicine has
not been recognized for a long time by
the doctors-supporters of the tradi-
tional medicine, which was expressed
in frequent manifestations of underes-
timation of osteopathy, which is wrong.

Taking into account the impor-
tance of a new direction of medicine
and the development of a mechanism
for its implementation in the medical
practice around the world, the WHO
has developed the International Stan-
dards for osteopathy, which defines
the philosophy and characteristics of
this treatment, models of structure-
function relationships within this
approach. In addition, the standards
describe the process of training os-
teopaths-doctors that should last at
least 3.5—4 years and include sections
specified in them. The final element
in the structure of the International
Standards for osteopathy is a descrip-
tion of contraindications to the use of
this area of medicine [6].
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Table 1

Professional standards of good pharmacy practice in different countries

Country Document Institution Assignment of standards
responsible for
development

Great Professional Royal — to assist pharmaceutical workers

Britain standards of Pharmaceutical in providing and controlling the
public healthcare | Society quality of services at the appropri-
practice for ate level on the way to improving
pharmacies the health of citizens.

Ireland Methodical Pharmaceutical — to determine the quality of
manual on Society of pharmacy services by the
pharmaceutical Ireland responsible institution;
practice for measurement

— for pharmaceutical workers as
a guide for self-examination and
identification of areas that need
special attention;

— non-compliance with the
requirements adversely

affects the registration status

of retail pharmacies and the
pharmaceutical business.

Australia Professional Pharmaceutical — for accreditation of pharmacies
standards of Society of by the relevant regulatory authori-
practice Australia ties;

— for pharmacists as a guide for
continuous evaluation of their
activities and achievement of
the desired level of standards of
practice.

Canada Concept of National — for pharmaceutical regulators
standards of Association to specify the standards against
practice of of Pharmacy which their work is evaluated;
the Canadian Regulators — as a source of explanation for
pharmacists the duties of a pharmacist.

Norway Standards of Norwegian — for owners of the pharmaceutical
pharmaceutical Pharmaceutical business to self-monitor the
practice Association quality of the pharmacy services.

*Source: author’s own development based on [3, p. 89]

In addition, it should be noted that ~which often reduces confidence in this
in Ukraine this area of treatment has type of treatment.
not become widespread, which is due Continuing the outlined line of the
to the lack of proper training in this research, consider the GCP Standard,
area and obtaining permits to practice which is called — good clinical practice.
osteopathy by incompetent specialists, Thus, GCP (Good Clinical Practice) is
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an international ethical and scientific
standard for planning and conducting
research with human participation as a
subject, as well as documenting and pre-
senting the results of such research [7].

Compliance of scientific research
with this standard means public com-
pliance with the following [7]:

* the rights of research participants;

« rules for ensuring the safety of its
participants;

* the desire not to cause harm;

* requirements for the reliability of
the research.

These rules were initiated in the
Helsinki Declaration of the Interna-
tional Conference on Harmonization.
Together with GMP (Good Manufac-
ture Practice) and GLP (Good Labo-
ratory Practice), GCP aims to stan-
dardize some aspects of the quality of
healthcare of the population. GCP,
GMP and GLP Standards are consi-
dered the “three whales” of evidence-
based medicine [7]. Adherence to this
Standard serves as a guarantee to the
society that the rights, safety and well-
being of the subjects are protected
and in accordance with the principles
established by the Helsinki Declara-
tion of the World Medical Association
(WMA), and that the clinical trial data
are reliable.

As for the GMP (Good Manufac-
ture Practice) rules, the practice of
their application began in 1969, when
the WHO invited member-countries to
apply the scheme of quality assurance
of drugs in the international trade.
Currently, these rules are used by about
140 countries [8]. Within this system
of rules there is a confirmation at the
request of the participating-countries,
represented by their authorized bodies,

the authorization of placing the drug
on the market in accordance with the
jurisdiction of the applicant-country;
the fact of conducting constant in-
spections and compliance with these
rules at the enterprise-manufacturer
of drugs; verification of submission for
consideration and authorization in the
country undergoing certification [8].

The advantages of this system of
standards include ease of entry and
wide territorial coverage, in contrast to
the disadvantages of the lack of guaran-
tee of the reliability of the control sys-
tem of partners, because the inspection
of inspectors or manufacturers can not
interfere with external participants.

In addition, it should be emphasized
that the WHO does not issue certifi-
cates on its own, but only provides the
interested participants with a format of
possible bilateral cooperation.

As part of the certification of drugs
for the international trade, a country
that exports drugs at the level of its
state does the following (Fig. 2).

All other areas of work not described
in Fig. 2. are related and subordinated
to the main activities.

In turn, the country-importer of
medicines requests certificates and uses
them during the registration of new
drugs, as well as in the post-registra-
tion period to address issues of quality,
packaging, labeling, etc.

Within this block of standards, the
rules of Good Laboratory Practice
(GLP) are also highlighted, the opera-
tion of which is aimed at ensuring the
quality and reliability of research results
[9]. The principles of their implementa-
tion occupy an important place in the
structure of the rules of Good Laborato-
ry Practice. These principles are an ad-
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Actions of the countries-exporting drugs at the state level

Y

1. Medicines registration

> 2. Licensing of manufacturers and wholesale suppliers of medicines

> 3. Production of medicines in accordance with GMP standards.

Y

4. Medicines quality management

\4

5. Independent inspection of enterprises and assessment
of compliance with the GMP standards

Y

6. Issuance of certificates in the prescribed form

Y

7. Investigation of complaints and notifications of relevant authorities
about the existing defects in the quality of drugs and the potential
dangers associated with their use

Fig. 2. Actions of the country-exporter of medicines within
the framework of GMP standards

*Source: author’s own development based on [8]

ministrative concept that includes the
organizational process and conditions
under which it is planned to conduct
laboratory tests, the process of research,
their monitoring, registration and sto-
rage of data, the formation of a report
on research results. The use of the GLP
principles is very important for the na-
tional authorities and agencies, which
are responsible for analyzing the test
results and assessing the toxicity of the
chemical compounds. In addition, these
principles provide for the use of recom-
mended standards for a wide range of
tests and are aimed at their regulation
at a high level, and also applies to a wide
range of chemicals, including cosmetics,
industrial, chemical, etc. [9].

Analyzing the world experience of
using the GLP rules, we can conclude
that it is mostly used in pre-clinical
trials, which are very important in the
field of healthcare. The use of rules
in this direction ensures compliance
with high-quality, reasonable data,
which are determined by other coun-
tries, which ultimately helps to avoid
repeated pre-clinical trials, which in
turn will save time and costs. In each
country of the European Union there
is a laboratory certified according to
the GLP standards, in addition to the
mandatory condition of the National
GLP Control Body, the National GLP
Program, the National GLP Regula-
tory Body.
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In addition to the above, there are
also the WHO standards for transplan-
tation of organs and /or tissues, cells.

The legislation of the WHO trans-
plantation rules was implemented
by the adoption of the Guidelines for
Transplantation in 1991 and was a
kind of reaction of the organization
to human organ trafficking for profit
[10, p. 189]. The adoption of these
principles has influenced the reform of
the field of transplantation and the le-
gal framework for its implementation,
which eventually led to their revision.
Therefore, on May 21, 2010, the World
Health Assembly adopted a resolution
approving a new version of the WHO
Guidelines [10, p. 190].

The updated WHO guidelines for
the transplantation of human cells,
tissues and organs include 11 key
components. Their main purpose is to
provide an orderly structural basis for
the procedure of acquisition and trans-
plantation for medical purposes with
mandatory adherence to the principles
of ethics. In addition, a by-product of
the development of these principles
is the formation of the Global Trans-
plant Database, which should contain
all the information about transplanta-
tion and donation of organs, cells and
tissues within the world [10, p. 191].
The global database consists of four
components that have a permanent
basis: activities and types of practice;
regulatory framework and organiza-
tional structure; vigilance, dangers
and measures; xenotransplantation.
In the near future, it is planned that
the Global Transplant Database will
be a source of information for all those
involved in this issue, including mem-
bers of the public who, understanding
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the value of transplantation, wish to
participate in it.

In addition, the Istanbul Declara-
tion on Transplant Tourism and Organ
Trade, adopted by the Istanbul Sum-
mit in 2008, deserves special attention
when considering this issue. This docu-
ment emphasizes the role of the state
in the development of posthumous
donation, as well as the cessation of
commercialization of organ transplan-
tation, along with the exclusion of the
possibility of selling organs during their
use from living donors [10, p. 192].
In addition, the document describes
the role of promoting medical know-
ledge among the population, as well as
highlighting the humanistic principles
of posthumous donation, which will in-
crease the number of such transplants,
thus reducing the need to involve living
donors for whom such operations pose a
health risk. This document also empha-
sizes the need for a fair distribution of
organs, according to medical factors.

A separate group is formed by the
International Standards for orthosis
and prosthetics, which were developed
by the WHO in partnership with the
International Society for Prosthe-
tics and Orthopedics (ISPO) and the
United States Agency for International
Development (USAID) [11]. The im-
plementation of these standards aims
to support countries in fulfilling their
obligations under the Convention on
the Rights of Persons with Disabilities
and achieving the goals of sustainable
development, including the goals of en-
suring a healthy life and improving the
well-being of all people of all ages [11].

The standards for orthosis and pros-
thetics provide guidance for the deve-
lopment of the national policies, plans




and programs for prosthetic services,
and orthopedics to the highest stan-
dards. These standards are divided into
two documents: standards and imple-
mentation guidelines. Both documents
cover four areas of the healthcare sys-
tem [11]:

* policy (management, financing
and information);

* products (prostheses and ortho-
ses);

« staff (labour force);

* provision of services.

The standards were developed in
consultation with experts from around
the world through a managing group, a
development team and an external re-
view team.

The final element of our study is the
analysis of the WHO immunization
standards, which regulate the creation
of biological reference materials, as
well as the development of guidelines
and recommendations for the produc-
tion and control of the biological assets
and technologies [1]. These standards
are based on the scientific consensus
reached through international consulta-
tions. They help ensure that the WHO
member-states ensure the proper quali-
ty and safety of the biological medicines
and relevant biological diagnostic tests
in all countries of the world.

Ensuring compliance with these
standards involves close cooperation
with the international scientific and
professional communities, regional and
national regulators, manufacturers and
expert laboratories in all countries of
the world. Activities under the WHO
program for the standardization of the
biological products include the deve-
lopment and implementation of manuals
and biological reference materials [1].

Such manuals and reference materi-
als describe the process of production
and testing related to quality control,
biological drugs to ensure the safety
and effectiveness of the products [1].
At the same time, the manuals provide
more general information on topics of
interest to the national regulators and
manufacturers, while the recommenda-
tions contain technical specifications
for the production and quality control
of specific products.

Conclusions from the research.
Summarizing the above, we can con-
clude that the World Health Organiza-
tion is actively involved in ensuring a
high level of healthcare in the world by
providing recommendations and adop-
ting regulations in this area. However, a
characteristic feature of all these docu-
ments is the voluntary direction of their
application by the member-countries
of the organization. One of the areas of
the WHO regulations is the adoption of
standards in the healthcare system. The
most popular of these are Standards of
good pharmacy practice, the WHO In-
ternational Standards for osteopathy,
the so-called “three whales” of evidence-
based medicine — Standards of GCP —
Good Clinical Practice, GMP —
Good Manufacture Practice, GLP —
Good Laboratory Practice, and Stan-
dards of transplantation of organs,
tissues and cells, Immunization and
Standards of orthosis and prosthetics.
The functioning of all the above docu-
ments provides a single goal — to im-
prove the quality of medical services,
as well as to ensure the development of
healthcare in the world by eliminating
duplication of medical research along
with the formation of standards for
various medical procedures. As a result,
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all this makes it possible to maintain an
adequate level of healthcare in all WHO
member-countries, which is extremely
important.
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