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Rezumat

Pentru prima datd, securitatea farmaceutica din Republica
Moldova este abordati sistemic, multidimensional. in articol
se prezintda un concept de sistem al securitatii farmaceutice
din Republica Moldova: scop, clasificare, niveluri, intrari, con-
tinut, iesiri. S-au argumentat directiile principale de asigurare
a securitatii farmaceutice a Republicii Moldova. In baza aces-
tui concept, ulterior, se va realiza o cercetare in patru etape, cu
aplicarea principiilor abordarii sistemice, referitoare la secu-
ritatea farmaceutica a statului.

Cuvinte cheie: farmacie, securitate farmaceutica, asigura-
rea securitatii farmaceutice, abordare sistemica.

Introducere

Conform specificatiei Dictionarului explicativ al limbii ro-
mane (DEX), notiunea de securitate semnifica ,faptul de a fi la
addpost de orice pericol; sentiment de incredere si de liniste pe
care il ddm cuiva, absenta oricarui pericol” [2]. Din acest punct
de vedere, notiunea de securitate farmaceutica ar semnifica
crearea situatiei in care ar fi exclus orice pericol, care ar veni
din partea sistemului farmaceutic sau a activitatii farmaceuti-
ce, In amenintarea sanatatii publice.

In aspect istoric, notiunea de securitate farmaceutica (SF),
a aparut odata cu inceputul dezvoltarii extensive a industriei
farmaceutice mondiale, conditionate nu doar de intentii orien-
tate spre beneficii pentru sanatatea omenirii, ci si de intentii
de a obtine cat mai mult profit in rezultatul acestei ,afaceri
profitabile”.

Actualmente, notiunea de SF se foloseste pentru semnifi-
carea diferitor probleme ce necesita a fi solutionate in diverse
tari:
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Summary

For the first time pharmaceutical security is subject to
examination by the position multidimensional systemic ap-
proach. It developed the concept of pharmaceutical safety
system: order, classification levels, entrances, content outputs.
They argued the main directions of pharmaceutical safety as-
surance of Moldova. Pharmaceutical state security research
will be done in 4 stages with the principles of the systemic ap-
proach.

Keywords: pharmacy, pharmaceutical security, ensuring
pharmaceutical security, systemic approach.

Introduction

According to the Dictionary of the Romanian Language
specification (DEX), concept of security means “the fact of be-
ing sheltered from all danger; sense of confidence and tranquil-
ity that we give someone, the absence of danger” [2]. From this
point of view, the concept of pharmaceutical security (PhS)
would mean creating a situation in which it ruled out any dan-
ger that could come from pharmaceutical or seemed pharma-
ceutical public health threat.

From historical aspects the notion of PhS occurs with early
development of stormy pharmaceutical industry worldwide
conditioned not only by intentions oriented health benefits to
mankind but also by the intention to get as much profit as a
result of this “profitable business”.

Currently, the concept of PhS is used for signifying different
issues that need to be solved in various countries:

® preventing the placing on the pharmaceutical market of

counterfeit medicines, counterfeit inconsistent quality;
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® preintampinarea plasarii pe piata farmaceutica a medi-
camentelor falsificate, contrafacute, de calitate neconfor-
ma;

® asigurarea inofensivitatii medicamentelor prin fortifica-
rea cercetarilor clinice si a farmacovigilentei;

® asigurarea pastrarii conforme a medicamentelor in ca-
drul intreprinderilor farmaceutice;

® minimizarea dependentei tarii de importul medicamen-
telor din alte tari in baza dezvoltarii industriei farmaceu-
tice nationale si altele.

Una dintre definitiile SF, folosite des in mediul farmaceutic,
specifica - ,totalitatea mdsurilor orientate spre depistarea si
prevenirea amenintdrilor potentiale pentru sandtatea popula-
tiei, conditionate de accesibilitatea, calitatea neconformd, fal-
sificarea medicamentelor precum si de utilizarea lor incorectd
sauy/si in scopuri frauduloase” [9]. In unele cazuri, notiunea de
SF se aplica la nivelul intreprinderilor farmaceutice, care fisi
desfasoara activitatea economica in domeniul fabricarii sau/
si distributiei medicamentelor.

Marile corporatii farmaceutice, abordand problema SF, se
orienteazd, in primul rand, la asigurarea securitatii productiei
lor in procesul de transportare pe intregul lant de distributie,
precum si la aplicarea de masuri durabile care ar exclude con-
trafacerea produselor [12].

Dr. conf. in economie A. E. Erasova (2012), considera ca
asigurarea ,securitdtii medicamentoase” este o problema de
importantda majora a oricarui stat [3]. Rezolvarea acestei pro-
bleme presupune crearea conditiilor pentru cresterea econo-
mica, satisfacerea necesitatilor populatiei, formarea rezerve-
lor de stat a materialelor si marfurilor, care includ in sine si o
anumita grupa de medicamente. Dupa parerea autoarei: ,se-
curitatea medicamentoasa” semnifica asigurarea populatiei in
orice moment cu toata nomenclatura de medicamente necesa-
re pentru ocrotirea sanatatii si a unei vieti active [3].

0 abordare ampla a componentelor notiunii de securitate
farmaceutica se regaseste in Rezolutia Asambleii Parlamenta-
re a Consiliului Europei din 29 septembrie 2015 ,Sdndtatea
publica si interesele industriei farmaceutice: cum sd garan-
tdm primatul intereselor sdndtqtii publice?” [8]. In particular,
aceasta rezolutie are ca scop optimizarea interactiunii dintre
industria farmaceutica si actorii din sectorul sanatatii, res-
pectarea normelor etice in activitatea de cercetare-dezvoltare
privind elaborarea de noi medicamente, aplicarea de pedepse
disuasive pentru practicele ilegale, desfasurate de companiile
farmaceutice, cautarea de alternative pentru modelul inovatii-
lor farmaceutice, bazat pe patente, excluderea barierelor arti-
ficiale in promovarea genericelor, sporirea eforturilor privind
asigurarea transparentei etc.

n Republica Moldova, unele aspecte privind asigurarea se-
curitatii farmaceutice, au inceput sa fie abordate la nivel de
tara abia in anul 2015.

La 25 februarie 2015, Comisia Parlamentara Protectie So-
ciald, Sanatate si Familie a Parlamentului Republicii Moldova a
cerut Guvernului sa modifice cadrul normativ in vigoare pen-
tru a asigura la un nivel mai nalt securitatea farmaceutica a
statului si evitarea, pe viitor, a crizelor pe piata medicamentu-
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® ensuring the safety of drugs by strengthening clinical re-
search and pharmacovigilance;

® ensuring consistent retention of drugs within pharmace-
utical companies.

One of the definitions PhS often used in pharmaceutical en-
vironment specific - “all measures aimed at detecting and pre-
venting potential threats to public health, subject to availability,
quality non-compliant, the counterfeiting of medicines and their
use improper and/or fraudulent purposes” [9]. In some cases
the concept of PhS is applied to the pharmaceutical compa-
nies that develop their economic activities in the manufacture
and/or distribution of drugs.

Large corporations pharmaceutical tackling PhS, is fo-
cused primarily on ensuring security in the transportation of
their production on the entire supply chain and on the imple-
mentation of sustainable measures that would exclude coun-
terfeiting [12].

The economist A. E. Erasova (2012), believes that ensuring
“drug safety” is a major concern of any state [3]. Solving this
problem involves creating conditions for economic growth,
meeting the needs of the population, formation of state re-
serves of materials and goods, including itself and a certain
group of medicines. According to the author, “drug safety”
means ensuring to the ppulation at any time throughout the
nomenclature of products needed for health care and an ac-
tive life [3].

A broad approach to security concept, pharmaceutical
components can be found in the Council of Europe Parliamen-
tary Resolution of 29 September 2015, “Public health and the
interests of the pharmaceutical industry: how to guarantee the
primacy of public health interests?” [8]. In particular, this res-
olution aims at optimizing the interaction between industry
and stakeholders in the health sector, compliance with ethical
standards in research and development on the development
of new medicines from penalties deterrent to illegal practices
carried out by pharmaceutical companies looking for alter-
native model pharmaceutical innovations based on patents,
excluding artificial barriers to the promotion of generics in-
creased efforts on ensuring transparency etc.

In Moldova, some aspects of pharmaceutical security be-
gan to be addressed at the country after 2015.

On February 25, 2015 Parliamentary Committee on Social
Protection, Health and Family of the Parliament asked the
Government to amend the legislative framework in place to
ensure a higher security Pharmaceutical state and avoid fu-
ture market crises drug [10] taking into account the lack of
medicines in hospitals, hikes prices for drugs.

According to the press release of the Parliament of 31
March 2015, the Parliamentary Committee on Social Protec-
tion, Health and Family in a meeting with representatives
MSRM, AMDM, APAPF, CC, MPhA and the WHO office in Mol-
dova, “claimed the exclusion of discriminatory legal provisions
for domestic producers of medicines in relation to importers.
This action supports the domestic producers of pharmaceutical
products, which will help ensure greater access of the popula-



lui [10], avandu-se in vedere lipsa medicamentelor in spitale,
majorarile nejustificate a preturilor pentru medicamente si
altele.

Conform comunicatului de presa a Parlamentului Republi-
cii Moldova din 31 martie 2015, Comisia Parlamentara Protec-
tie Sociald, Sanatate si Familie, intr-o sedinta cu participarea
reprezentantilor MSRM, AMDM, APAPF, CC, AFRM si a oficiului
OMS in Republica Moldova, a ,sustinut excluderea unor pre-
vederi legale discriminatorii pentru producdtorii autohtoni de
medicamente, in raport cu importatorii. Aceastd actiune vine in
sustinerea producdtorilor autohtoni de produse farmaceutice,
fapt ce va contribui la asigurarea unui acces mai mare a popu-
latiei la medicamente, crearea locurilor de muncd, dezvoltarea
economicd si securitatea farmaceuticd a tarii” [11].

Cele expuse mai sus denota faptul ca in notiunea de ,secu-
ritate farmaceutica” diferiti autori din diverse tari includ mul-
tiple aspecte: calitatea, eficacitatea si siguranta medicamente-
lor, transportarea si pastrarea lor conforma, accesibilitate si
independenta de import, elaborarea si promovarea lor etica,
utilizarea rationala etc. Totodata, analiza literaturii de speci-
alitate ne permite sa conchidem despre absenta unei analize
complexe de pe pozitiile abordarii sistematice a notiunii de SF
si a factorilor ce influenteaza asigurarea SF a statului.

Scopul prezentei lucrari este abordarea sistemica a secu-
ritatii farmaceutice - baza teoretica si legislativ-normativa a
asigurarii SF a statului si baza metodologica a cercetarilor pri-
vind situatia SF 1n tara.

Priviri generale

Amploarea problemelor ce tin de securitatea farmaceutica
(dimensiunile de volum, continut si profunzime), a atins astazi
un grad extraordinar de acuitate nu numai la nivel de tard, dar
si global. In cazurile in care se abordeazi problemele securitatii
farmaceutice, de cele mai dese ori, se pun in evidenta aspectele
legate de falsificarea si contrafacerea medicamentelor, accesul
populatiei la medicamentele esentiale, precum si asigurarea
relatiilor dintre industria farmaceutica si actorii sistemului
de sanatate pe principii etice, orientate spre beneficii, pentru
sanatatea publica. Alte aspecte, ce tin de SE se abordeaza in-
suficient, fiind puse in discutie in cazuri unitare, foarte rar sau
fiind ignorate, nedepistate, neevaluate. Cauza acestei situatii
este conditionata de absenta unei abordari sistematice a SFE.
Totodata, este indiscutabila importanta asigurarii din partea
statului a securitatii farmaceutice pentru cetatenii sai.

Securitatea farmaceutica - categorie sistemica

Securitatea farmaceutica, fiind o notiune multidimensi-
onala si complexd, contine, in ansamblu, multiple activitati,
procese, entitati, tehnologii, obiective, informatii - toate fiind
legate intre ele prin relatii interpersonale, interfunctionale,
interorganizationale etc. Suplimentar, pentru SF, sunt caracte-
ristice Inca trei aspecte semnificative:

1) multipli si diversi factori determinanti;

2) continuitatea si dinamicitatea tuturor partilor compo-

nente;
3) integritate, avand un scop caracteristic, dar si particula-
ritate, facand parte dintr-un sistem mai complex.
Caracteristicele mentionate sunt specifice sistemelor, deci
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tion to drugs, creating jobs, economic development and phar-
maceutical security of the country” [11]. Also, the literature
review allows us to conclude about lack of complex analysis
from the standpoint of systematic approach to notification of
PhS and PhS factors influencing the state insurance.

The purpose of this paper is to address systemic pharma-
ceutical security - theoretical and legal-normative base ensur-
ing PhS of the State and methodological research on the situa-
tion in the country’ PhS.

General glances

The scale of the security problems related to pharmaceu-
ticals, both as content and volume and depth of today reached
an extraordinary degree of acuity both at home and globally.
Where is addressing security issues pharmaceutical, most of-
ten they reveal aspects of forged and counterfeit medicines,
people’s access to essential medicines and providing linkages
between industry and stakeholders of the healthcare system
on ethical principles aimed at benefits for public health. Other
aspects of PhS is insufficient addresses being discussed in unit
cases rarely or being ignored, undetected, unrated. Because of
this situation it is conditioned by the absence of a systematic
approach to PhS. It is also indisputable importance of ensur-
ing state security for its citizens pharmaceuticals.

Pharmaceutical Security - a systemic category

Pharmaceutical Security is a multi-dimensional concept
and a whole complex contains multiple activities, processes,
entities, technologies, objectives, information - all of which
are linked by interpersonal relations, inter-functional, inter-
organizational etc.

Additionally, the PhS are characteristic three significant
ways:

1) multiple and various determinants;

2) continuity and dynamics of all the parts;

3) integrity, purposeful and characteristic feature, part of a

more complex system.

The characteristics listed are specific systems, and there-
fore PhS is a system, which determines the application indis-
putable need a systemic approach in the research of PhS.

The first and most important feature of any system is the
goal. PhS is logical following formula purpose: providing state
of protection lasting the entire human community and every
citizen of any threat / danger that would result as a result
of the work unsatisfactory / irregular / illegal pharmaceuti-
cal system or parts of components. According to the general
scheme (Figure 1) any system consists of ,inputs”, ,content”
and ,outputs”.

According to the general scheme (Figure 1) any system
consists of ,inputs”, ,content” and ,outputs”.

Inputs > System > Outputs
content
N
Feed-back

Fig. 1 System’ general scheme.
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si SF reprezinta un sistem, fapt ce conditioneaza necesitatea
indiscutabila privind aplicarea abordarii sistemice 1n procesul
de cercetare a SF.

Prima si cea mai importanta caracteristica a oricarui sis-
tem este scopul. Pentru SF, este logica urmatoarea formula a
scopului: ,asigurarea din partea statului a unei protectii dura-
bile a intregii comunitdti umane si a fiecdrui locuitor de orice
amenintare / pericol, ce ar solda ca rezultat al activitdtii ne-
satisfdcdtoare / neconforme / ilegale a sistemului farmaceutic
sau a pdrtilor lui componente”.

Conform schemei generale (Figura 1), orice sistem este
compus din ,intrdri”, ,continut” si ,iesiri”.

Intrari > C.onpnutu} > Iesiri
sistemului

N
Conexiune inversa

Fig. 1 Schema generala a sistemului.

Intrarile 1n sistemul securitatii farmaceutice (SSF), conti-
nutul sistemului si iesirile din sistem sunt expuse in Tabelul 1.

Tabelul 1. Caracteristicele sistemului securitatii farmaceutice.

Partile .
C . Descrierea lor
sistemului
Siguranta medicamentelor si a intregii activitati
Intrare - K K
farmaceutice.
Medicamentul: elaborarea, standardizarea, pro-
ducerea, prepararea, controlul calitdtii, trans-
« portarea, depozitarea, distributia, promovarea,
Componenta - o . L .
’ farmacovigilenta; intreprinderi: laboratoare, uzi-
ne farmaceutice, depozite farmaceutice, farmacii,
organisme statale; personal; informatii; tehnologii.
lesire Acoperirea legislativa a sigurantei medicamentelor

si activitatii farmaceutice.

Comparand caracteristicile sistemului securitatii farmace-
utice cu cele ale sistemului farmaceutic, se evidentiaza urma-
toarele particularitati:

® componentele sistemului farmaceutic sunt aceleasi si

pentru SSF;

¢ deosebirea dintre aceste doud sisteme constd in deose-

birea dintre ,intrari” si ,iesiri”, precum si corelatia dintre
scopuri, dupa cum s-a mentionat mai sus.

Fiind subsistem al sistemului farmaceutic, SSF este si parte
componenta a sistemului medical, care, la randul lui, este sub-
sistem al sistemului de sanatate, toate fiind parti componente
ale sistemului mai superior organizat - cel social.

Continand in componenta sa uzine farmaceutice, care pro-
duc medicamente, SSF este si parte componenta (subsistem) a
sistemului industrial.

0 alta componentd a SSF este personalul, compus in cea mai
mare parte din specialisti farmacisti si laboranti-farmacisti,
care, conform legislatiei in vigoare [10], au dreptul si sunt
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Entries in pharmaceutical safety system (PSS), content and
outputs of the system are given in Table 1 system.

Table 1. Characteristics of pharmaceutical safety system.

System o

elements Description

Inputs Safety of medicines and all pharmaceutical activities.
The drug: the development, standardization, pro-
duction, preparation, quality control, transportation,
storage, distribution, promotion, pharmacovigilance;

Content Business: laboratories, pharmaceutical plants, phar-
maceutical warehouses, pharmacies, state bodies;
personal; information; technology.
Legislative coverage of medicines and pharmaceutical

Outputs

activity.

Comparing pharmaceutical safety system characteristics
to those of the pharmaceutical system highlights the following
features:

® pharmaceutical system components are the same for SSF;

e distinction between these two systems lies in the distinc-

tion between “inputs” and “outputs” and correlation pur-
poses, as mentioned above.

Being subsystem of Pharmacy, SSF is part of the medical
system, which in turn is a subsystem of the health system, all
the higher parts of the system organized - social.

In its composition containing pharmaceutical factories
that produce drugs, SSF is part (subsystem) of the industrial
system.

Another component of the SSF is the staff, composed most-
ly of specialists and pharmacists pharmacists lab- that, under
current legislation [10] have the right and obligation to con-
tinuously improve their professional knowledge. This SSF is
part of the education system.

Pharmaceutical companies - indispensable part of the SSF
are traders who parallel with pharmaceutical carries out eco-
nomic and financial activity, which allows classification of SSF
economic system.

SSF is a system that is using multiple decisions and, above
all, they are regulatory decisions. Thus, this system can be
characterized as managerial one.

Part of SSF are pharmaceutical organizations, including
all pharmaceutical companies, regulatory and control bod-
ies, NGOs, professional, various regional bodies, all with legal
status, organizational structure governed. By this, SSF can be
defined as an organizational system.

One of the major characteristics of SSF is the quality of all
the parts. This allows assessment of SSF as one of total quality.

The role of information resources at the current stage of
development of society and of any system is hard to be over-
estimated. Therefore SSF can be characterized as one of infor-
mation.

The systemic approach involves analyzing SSF levels. If SSF
looms 3 levels: elementary, integrated and globally.



obligati sa-si perfectioneze continuu cunostintele profesio-
nale. Din acest punct de vedere, SSF este parte componenta a
sistemului educational.

Intreprinderile farmaceutice - parte componenti indis-
pensabilad a SSF, sunt agenti economici, care paralel cu activi-
tatea farmaceutica, desfasoara si activitate economico-financi-
ara, fapt ce permite clasificarea SSF la sistemul economic.

SSF este un sistem 1n care se iau multiple decizii si, in pri-
mul rand, acestea sunt decizii de reglementare. Astfel, acest
sistem poate fi caracterizat drept unul managerial.

Parte componentd a SSF sunt organizatiile farmaceutice,
care includ toate Intreprinderile farmaceutice, organele de
reglementare si control, organizatii nonguvernamentale, pro-
fesionale, diverse organisme de nivel regional, toate avand sta-
tut legal, structura organizatorica reglementata. Prin aceasta,
SSF poate fi definit si ca un sistem organizational.

Una dintre caracteristicele de importantd majora a SSF
este calitatea tuturor partilor componente. Acest fapt permite
aprecierea SSF ca unul al calitdtii totale.

Rolul resurselor informationale la etapa actuala de dezvol-
tare a societatii dar si a oricarui sistem este greu de supraa-
preciat. Din aceste considerente, SSF poate fi caracterizat si ca
unul informational.

Conform Clasificatorului activitatilor din economia Moldo-
vei [1], comertul produselor farmaceutice, atat cu ridicata cat
si cu amanuntul (activitatile G 76.46 si G 47.73), sunt activitati
comerciale. Astfel, SSF prin act oficial, este clasificat la siste-
mele comerciale’.

Abordarea sistemica presupune analiza SSF pe niveluri. In
cazul SSF, se intrevad 3 niveluri: elementar, integrat si global.

Nivelul elementar include elemente indivizibile ale sistemu-
lui: medicamentul si informatia ce-l Insoteste, consumatorul
medicamentului, precum si operatiile si functiile indivizibile
ale proceselor ce se desfasoara in cadrul SSE. Acest nivel re-
prezintd temelia intregului sistem, deoarece, calitatea partilor
componente ale nivelului elementar determina, in cea mai
mare masurg, eficienta functionarii sistemului in intregime.

Nivelul integrat presupune organizarea tuturor partilor
componente in subsisteme ce includ nivelul elementar, toate
procesele, produsele si personalul sistemului, toate relatiile
interpersonale, interfunctionale si interorganizationale. Acest
nivel reprezintd baza reglementarilor menite sa asigure aco-
perirea legislativ-normativa a sigurantei medicamentelor si
activitatii farmaceutice, adica - baza ce asigura iesirile din sis-
tem corespunzatoare scopului.

Nivelul global se refera la caracterul international al unor
probleme ale SSE. Acestea sunt conditionate, in cea mai mare
masurd, de dependenta pietei farmaceutice a Republicii Mol-
dova de medicamente din import. La acest nivel se manifesta
reglementirile / recomandirile de nivel international. In pri-
mul rand, acestea sunt regulile de bune practici, regulamentele
si directivele Uniunii Europene cu care s-au armonizat, se ar-
monizeaza si tind sa se armonizeze reglementdrile nationale.
Totodat3, trebuie mentionat faptul ca armonizarea nu poate fi
sutd-la-suta; in procesul de armonizare trebuie sa se tina cont

! Notd: Autorii prezentului articol considerad incorecta clasificarea dome-
niului farmaceutic la cel comercial.
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Elementary level indivisible elements of the system in-
clude: drug and the information that accompanies it, as well
as consumer drug operations and functions of processes tak-
ing place indivisible in SSE. This level is the foundation of the
whole system because the quality components of the elemen-
tary level largely determines the efficiency of the entire sys-
tem operation.

Integrated level involves organizing all of the components
into subsystems including elementary level, all the processes,
products and personnel system, all interpersonal relation-
ships and inter-interoperable. This level represents the basis
of regulations designed to ensure coverage of legislative and
normative safety of medicines and pharmaceutical activity,
-the basis that ensures exits for the purpose.

The overall level relates to the international character of
SSF problems. They are subject to the greatest extent of the
dependence of the pharmaceutical market of Moldova impor-
ted drugs. At this stage occur regulations / recommendations
internationally. First they are good practice rules, regulations
and EU directives that have harmonized harmonize and tend
to harmonize national regulations. It should also be noted that
harmonization cannot be 100%; in the process of harmoniza-
tion must take account of situations existing in different parts
of SSF integrated national level.

Another important aspect of pharmaceutical safety is stat-
ing the relationship SSF national security of the Republic of
Moldova [5]. It should be noted that the National Security Con-
cept of the Republic of Moldova, any references to pharmaceu-
tical security not found. Only some concrete threats such as
drug addiction, the spread of contagious diseases, classified
in “threat of social origin” are mentioned in the Concept. How-
ever, such threats such as the absence of drugs of vital impor-
tance, inaccessibility their economic presence in the pharma-
ceutical market of counterfeit drugs, promoting abuse of drugs
ineffective “security” suspect who really deserve to be part of
the Concept national security have not found reflection in this
important national policy document. Synthesis components of
SSF allowed to highlight three main areas that determine Mol-
dova’s pharmaceutical safety:

I - ensuring effectiveness and safety of medicines of good
quality:

II - Ensuring physical and economic accessibility of medi-
cines;

III - Ensuring good quality of all pharmaceutical services
and the proper functioning of the entire pharmaceutical sys-
tem (Figure 2).

Measures to ensure pharmaceutical safety. Given the
advanced experience and given that determines the main di-
rections SF Moldova was formulated complex of measures,
legislative provision which would allow the gradual strengthe-
ning of pharmaceutical safety (Table 1).

1 Note: The authors of this article considers incorrect classification in the
commercial pharmaceutical industry.



Pharmaceutical security

MJHS 7(1)/2016

'7-?1'.., .

No, 1o,
o,

feacitatea, |

ficakt
o medicamen,

v

Ceessibility dra®”

S
i
“atea medica™®

SECURI-
TATEA
FARMA-
CEUTICA

Fig. 2 Schema conceptuald a asig
Fig. 2 Conceptual diagram

de situatiile existente in diversele parti componente ale SSF la
nivelul integrat national.

Incd un aspect important al securititii farmaceutice este
evidentierea corelatiei SSF cu securitatea nationala a Repu-
blicii Moldova [5]. Trebuie mentionat faptul ca in Conceptia
securitatii nationale a Republicii Moldova, careva referinte la
securitatea farmaceutica nu se regasesc. Doar unele amenintari
concrete, cum ar fi narcomania, raspandirea unor boli con-
tagioase, clasate la ,amenintdrile de origine sociald”, sunt
mentionate in Conceptie. Totodat3, astfel de amenintari cum ar
fi: absenta unor medicamente de importanta vitala, inaccesi-
bilitatea lor economicad, prezenta pe piata farmaceutica a unor
medicamente falsificate, promovarea abuziva a unor medica-
mente ineficiente, cu ,sigurantd” suspectd, care neaparat me-
rita sa fie parte componentd a Conceptiei securitatii nationale,
nu si-au gasit oglindire n acest important document de politici
nationale.

Sinteza partilor componente ale SSF a permis sa evidentiem
urmadtoarele trei directii principale ce determina securitatea
farmaceutica a Republicii Moldova (Figura 2):

I - asigurarea eficacitatii, inofensivitatii si bunei calitati a
medicamentelor;

II - asigurarea accesibilitatii fizice si economice a medica-
mentelor;

[II - asigurarea bunei calitati a tuturor serviciilor farmace-
utice precum si a bunei functionari a intregului sistemul far-
maceutic.

urdrii securitdtii farmaceutice a statului.
of the state pharmaceutical safety.

Table 1. The complex of measures to strengthen security

pharmaceuticals.
I Ensuring the effectiveness and safety of medicines of
" good quality

1.1. Conducting research on the development of ethical drugs tar-
geted at obtaining health benefits;

1.2. Consistent and efficient operation of the authorization proce-
dure to manufacture drugs to domestic enterprises;

1.3. Compliance with the rules of good practice: laboratory (GLP)
in clinical trials (GCP), manufacturing (GMP) of medicines;

1.4. Quality assurance of drug substances and excipients used in
the production of medicines and preparations;

1.5. Consistent and efficient operation of the service, pharmaco-
vigilance;

1.6. Ensuring transparency of R & D in developing new drugs;

1.7. Ensuring the efficiency of the licensing process (expertise, ap-
proval, registration) marketing of drugs;

1.8. Ensure compliance and efficiency of permitting import of
medicines;

1.9. Preventing the placing on the market of pharmaceutical drugs
uncontrolled quality;

1.10. The availability and continuous application of measures to

prevent the placing on the pharmaceutical market of coun-
terfeit medicines;



Masuri de asigurare a securitatii farmaceutice

Tindnd cont de experienta avansatd, precum si avand in ve-
dere directiile principale ce determina SF a Republicii Moldo-
va, a fost formulat complexul de masuri, asigurarea legislativa
ale caror ar permite fortificarea treptata a securitatii farmace-
utice (Tabelul 2).

Tabelul 2. Complexul de masuri pentru fortificarea securitatii
farmaceutice.

L

Asigurarea eficacitatii, inofensivitatii si bunei calitati a
medicamentelor

1.1.

1.2.

1.3.

1.4.

1.5.

1.6.

1.7.

1.8.

1.9.

1.10.

1.11.

Efectuarea cercetdrilor de elaborare a medicamentelor pe prin-
cipii etice orientate la obtinerea beneficiilor pentru sanatate;
Functionarea conforma si eficienta a procedurii de autorizare
a fabricarii medicamentelor la Intreprinderile autohtone;
Respectarea cerintelor regulilor de bune practici: de laborator
(GLP), in studiul clinic (GCP), de fabricare (GMP) a medica-
mentelor;

Asigurarea calitatii substantelor medicamentoase si excipien-
tilor utilizati in producerea si prepararea medicamentelor;
Functionarea conforma si eficienta a serviciului de farma-
covigilenta;

Asigurarea transparentei procesului de cercetare-dezvoltare
in domeniul elaborarii medicamentelor noi;

Asigurarea eficientei procesului de autorizare (expertiza, omo-
logare, inregistrare) de punere pe piatd a medicamentelor;
Asigurarea conformitatii si eficientei procesului de autorizare
a importului de medicamente;

Neadmiterea plasarii pe piata farmaceutica a medicamentelor
nesupuse controlului calitatii;

Disponibilitatea si aplicarea continud a masurilor de prevenire
a plasarii pe piata farmaceuticd a medicamentelor falsificate;
Asigurarea pastrarii conforme (GDP, GSP) si transportarii con-
forme (GTP) a medicamentelor.

II

Asigurarea accesibilitatii fizice si economice a medica-
mentelor

2.1.

2.2.

2.3.

2.4.

2.5.

2.6.

2.7.

Amplasarea uniformd, corespunzatoare normativelor demo-
grafic si geografic a farmaciilor comunitare pe Intreg teritoriul
tarii;
Asigurarea prezentei medicamentelor esentiale, inclusiv a ce-
lor compensate in / la:

eNomenclatorul de stat al medicamentelor;

® Catalogul National al preturilor de producator;

® depozitele farmaceutice;

® farmaciile comunitare;

e institutiile medico-sanitare (conform Formularului far-

macoterapeutic institutional si a protocoalelor clinice

nationale);

Stabilirea responsabilitatilor pentru prezenta / absenta medi-
camentelor esentiale pe piata farmaceutica;

Elaborarea si implementarea conceptului medicamentelor or-
fane;

Asigurarea asistentei cu medicamente a populatiei pe parcur-
sul zilei, iar a asistentei urgente - pe parcursul a 24 de ore;
Asigurarea disponibilitatii totale a informatiei despre pre-
zenta / absenta medicamentelor in farmaciile comunitare / la
depozitele farmaceutice;

Existenta normei privind sortimentul minim obligatoriu de
medicamente 1n farmaciile comunitare si depozitele farmace-
utice;

1.11.

Securitatea farmaceuticd

Ensuring consistent retention (GDP GSP) and transportation
conformity (GTP) of drugs.

Ensure the physical and economic accessibility of medi-

I .
cines

2.1. Uniform location, demographic and geographic norms appro-
priate community pharmacies throughout the country;

2.2. Ensuring the presence of essential drugs including offset /
from:

e State Nomenclature of drugs;

® National Catalogue of producer prices;

® pharmaceutical warehouses;

® community pharmacies;

® healthcare institutions (according to Form pharmaco-
therapeutic institutional and national clinical protocols);

2.3. Establishing responsibilities for the presence/ absence of es-
sential drugs in the pharmaceutical market;

2.4. Developing and implementing the concept of orphan drugs;

2.5. Assisting with population intraday medicines and emergency
assistance - within 24 hours;

2.6. Ensuring total information about the presence/ absence of
medicines in community pharmacies / pharmaceutical de-
posits;

2.7. The existence of the rule on mandatory minimum range of
medicines in community pharmacies and pharmaceutical
warehouses;

2.8. Establishing a rule of law which prohibits unjustified refusal
of delivery drugs to pharmacies warehouse and IMS;

2.9. There was an effective pricing for medicines;

2.10. Ensuring the professional negotiation of producer prices;

2.11. Ensure effective functioning of the mechanism of drug pro-
curement for PMSI needs;

2.12. Ensuring total transparency and exclusion of conflict of inter-
est in the procurement of medicines;

2.13. Continuous expansion of the list of compensated drugs;

214 Creating stimulating mechanisms for ensuring the presence

""" of generics in the pharmaceutical market.

I Ensuring a good quality of pharmaceutical services and
the proper operation of Pharmacy

3.1. Ensuring compliance with essential pharmaceutical services
(correspondence accreditation standards and standard oper-
ating procedures);

3.2. Unfair competition in the pharmaceutical market, banning
monopolies;

3.3. Stimulating the establishment of rules for implementing ad-
vanced pharmacy services;

3.4. Ensuring uninterrupted information/ timely Pharmacy Act;

3.5. Ensuring compliance with legal requirements involved in the
professionalism of pharmaceutical activity;

3.6. Compliance with good pharmacy practice (GPP) and stan-
dards of good practice for dispensing medicines (GDP);

3.7. Strengthen the functionality and efficiency of the Pharmaceu-

tical Inspectorate;
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2.8. Stabilirea unei norme juridice, care interzice refuzul neargu-
mentat al livrarii medicamentelor de la depozitul farmaceutic
catre farmacii si IMS;

2.9. Existenta unui mecanism eficient de formare a preturilor pen-
tru medicamente;

2.10. Asigurarea profesionald a procesului de negociere a preturilor
de producator;

2.11. Asigurarea functiondrii eficiente a mecanismului de achizitii
publice a medicamentelor pentru necesitatile IMSP;

2.12. Asigurarea transparentei totale si excluderea conflictului de
interese din procesul achizitiei publice de medicamente;

2.13. Largirea continud a listei medicamentelor compensate;

2.14. Crearea mecanismelor stimulatorii de asigurare a prezentei
medicamentelor generice pe piata farmaceutica.

III Asigurarea bunei calitati a serviciilor farmaceutice si a
bunei functionari a sistemului farmaceutic

3.1. Asigurarea conformitatii serviciilor farmaceutice esentiale
(corespunderea standardelor de acreditare si procedurilor
operationale standard);

3.2. Combaterea concurentei neloiale pe piata farmaceutica, nead-
miterea monopolismului;

3.3. Stabilirea normelor stimulatorii pentru implementarea servi-
ciilor farmaceutice avansate;

3.4. Asigurarea informationala neintrerupta / oportund a actului
farmaceutic;

3.5. Asigurarea respectarii cerintelor legale privind nivelul profesi-
onalismului specialistilor Incadrati in activitatea farmaceutics;

3.6. Respectarea cerintelor regulilor de buna practica de farmacie
(GPP) si a regulilor de buna practica de distributie a medica-
mentelor (GDP);

3.7. Fortificarea functionalitatii si eficientei activitatii Inspectora-
tului Farmaceutic;

3.8. Reglementarea principiilor utilizarii rationale a medicamen-
telor;

3.9. Eficientizarea conceptului si procedurilor de acreditare a in-
treprinderilor farmaceutice;

3.10. Modificarea procedurii de autorizare (licentiere) a activitatii
farmaceutice si fortificarea ei profesionald;

3.11. Asigurarea respectdrii normelor promovarii etice a medica-
mentelor;

3.12. Asigurarea prevenirii conflictelor de interese si a coruptibi-
litatii in toate procesele, procedurile si functiile cuprinse in
notiunea de activitate farmaceutica;

3.13. Fortificarea procedurilor de nimicire inofensiva a medicamen-
telor cu termen de valabilitate expirat, a celor rebutate si de-
teriorate;

3.14. Exercitarea conforma a profesiei de farmacist si a celei de la-
borant-farmacist;

3.15. Fortificarea rolului organizatiilor profesionale a farmacistilor
in asigurarea bunei calitdti a serviciilor farmaceutice si a bu-
nei functionari a intregului sistem farmaceutic;

3.16. Stabilirea si promovarea principiilor de colaborare ,medic -
farmacist” in folosul pacientului;

3.17 Contributii reale la prevenirea si combaterea narcomaniei si
narcobusinessului;

3.18 Interactiunea dezvoltarii pe toate dimensiunile a conceptului
de farmacie clinica.
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3.8. Regulating the principles of rational use of medicines;

3.9. Efficient concepts and procedures for accreditation of phar-
maceutical companies;

3.10. Amending the procedure for authorization (licensing) of
pharmaceuticals and strengthen her professional activity;

3.11. To ensure the ethical promotion of medicines;

3.12. Ensure the prevention of conflicts of interest and corruption
in all processes, procedures and functions within the concept
of pharmaceutical activity;

3.13. Strengthening the procedures for destruction harmless drugs
with expired, those discarded and damaged;

Consistent pursuit of the profession of pharmacy and phar-

3.14. macists laboratory activities;

Strengthening the role of professional organizations of phar-
macists in ensuring the best quality of pharmaceutical ser-
vices and the proper functioning of the entire pharmaceutical
system;

3.15.

The establishment and promotion of cooperation “doctor -

3.16. pharmacist” for the benefit of the patient;

Real contribution to preventing and combating drug addic-

3.17. tion and drug trafficking;

Interaction of all sizes developing the concept of clinical phar-
macy.

3.18.

Making measures to ensure pharmaceutical safety is the
major addictive and correlates mainly with legislative and
regulatory coverage of all aspects elucidated in Table 1. The
analysis of legislative and regulatory coverage of all compo-
nents can be structured based on SF principles of Pharmacy
has launched for discussion 2013 [7]. Using the five proposed
principles will ensure highlighting all risk factors on phar-
maceutical safety: the principle of legality Pharmacy Act; the
principle of ensuring the quality, effectiveness and safety of
medicines; the principle of guaranteeing public access to phar-
maceutical care quality; balanced regulation of the pharma-
ceutical market principle and the principle of unity between
the medical and pharmaceutical act.

All postulates, principles and measures set out above are
allowed to be developed algorithm pharmaceutical safety re-
search in Moldova (Figure 3).

The content of the algorithm shown in Figure 3 interpreted
from the standpoint of the systemic approach is the basis of
research Methodology SF in Moldova, scheduled for Imple-
mentation During the years 2016 to 2017.

Conclusions

1) To demonstrate the systemic nature of pharmaceutical
safety. The system is distinguished by pharmaceutical safety
purpose inputs and outputs. It highlighted three levels of phar-
maceutical safety system: elementary, integrated and globally.

2) They argued three main areas of pharmaceutical safety
in Moldova: a) the effectiveness, quality and safety of medi-
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Fig. 3 Algoritmul cercetarii securitatii farmaceutice in Republica Moldova.

Fig. 3 Research algorithm on pharmaceutic security in Republic of Moldova.
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Realizarea masurilor de asigurare a securitatii farmaceu-
tice este in dependentd majora si coreleaza preponderent cu
gradul de acoperire legislativ-normativa a tuturor aspectelor
elucidate in Tabelul 2. Procesul de analiza a gradului de aco-
perire legislativ-normativa a tuturor componentelor SF poate
fi structurat in baza principiilor dreptului farmaceutic, lansate
pentru discutii in a. 2013 [7]. Utilizarea celor 5 principii pro-
puse va asigura posibilitatea evidentierii tuturor factorilor de
risc privind securitatea farmaceutica: principiul legalitatii ac-
tului farmaceutic; principiul asigurarii calitatii, eficacitatii si
inofensivitatii medicamentelor; principiul garantarii accesu-
lui populatiei la asistenta farmaceutica de calitate; principiul
reglementdrii echilibrate a pietei farmaceutice si principiul
unitatii intre actul medical si actul farmaceutic.

Toate postulatele, principiile si masurile expuse mai sus au
permis sa fie elaborat algoritmul cercetarii securitatii farma-
ceutice in Republica Moldova (Figura 3).

Continutul algoritmului, prezentat in Figura 3, interpretat
de pe pozitiile abordarii sistemice, reprezinta baza metodo-
logica a cercetdrii SF in Republica Moldova, preconizata spre
realizare pe parcursul anilor 2016-2017.

Concluzii

1) S-a demonstrat caracterul sistemic al securitatii farma-
ceutice. Sistemul securitdtii farmaceutice se deosebeste prin
scop, intrari si iesiri. S-au evidentiat trei niveluri ale sistemu-
lui securitatii farmaceutice: elementar, integrat si global.

2) S-au argumentat trei directii principale ale asigurarii
securitatii farmaceutice in Republica Moldova: a) eficacitatea,
inofensivitatea si buna calitate a medicamentelor; b) accesibi-
litatea fizica si economica a medicamentelor; c) buna calitate a
serviciilor farmaceutice si a functionarii sistemului farmaceutic.

3) S-a trasat metodologia cercetarii securitatii farmaceuti-
ce asigurate In Republica Moldova.
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