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INTRODUCERE

Lucrarea are ca scop studierea raspunderii penale in domeniul farmaceutic in
Romania. Am ales tema lucrdrii de fata intrucat infractiunea in domeniul farmaceutic este
indreptata impotriva celei mai importante valori sociale ocrotite de catre stat prin normele
de drept si anume sanatatea. Misiunea farmacistului este de a ocroti sanatatea, de a ajuta
la redobandirea ei, iar comitand o infractiune in acest domeniu inseamna a actiona in sens
opus misiunii sale profesionale. Pentru realizarea scopului lucrarii, este necesara analiza
conditiilor legale de exercitare a profesiunii de farmacist, a regimului legal general al
medicamentelor si a regimului legal special al drogurilor. Studiul de fatd se referd, in
special, la rdspunderea penald legata de conditiile de exercitare a profesiunii de farmacist.



I. PARTEA GENERALA. RASPUNDEREA JURIDICA

Capitolul 1
Notiunea de raspundere

Fiecare ramura a dreptului cunoaste o forma de raspundere specifica caracterizata
prin conditii specifice de fond si de forma (conditii, mod de stabilire, forme de realizare,
sanctiuni). Exista astfel mai multe forme de raspundere juridica: raspunderea juridica cu
caracter politic (rdspunderea constitutionalda a parlamentului), raspunderea civila,
raspunderea penald, raspunderea administrativd (raspunderea puterii publice),
raspunderea disciplinard, raspunderea internationala.

Conditiile raspunderii juridice sunt: conduita ilicita, vinovatia si legatura cauzala
intre fapta ilicita si prejudiciul produs.

Capitolul 2
Raspunderea penala

Dreptul penal, in totalitate, este structurat in jurul a trei institutii fundamentale:
infractiunea, raspunderea penald si pedeapsa.

Réspunderea penala reprezinta raportul juridic penal de constrangere, nascut ca
urmare a savarsirii unei infractiuni, intre stat, pe de o parte, si infractor, pe de alta parte.
Acesta este un raport complex, al cdrui continut formeaza dreptul statului, ca reprezentant
al societatii, de a trage la raspundere pe infractor, de a-i aplica sanctiunea prevazuta
pentru infractiunea savarsita si de a-l1 constrdnge sd o execute, precum si obligatia
infractorului de a raspunde pentru fapta sa si de a se supune sanctiunii, in vederea
restabilirii ordinii de drept $i restaurdrii autoritatii legii.

Temeiul raspunderii penale este infractiunea - fapta ce reprezintad un grad inalt de
pericol social, sdvarsita cu vinovatie si prevazutd de legea penald. Elementele ei sunt:
obiectul, subiectul, latura obiectiva si cea subiectiva. Executarea sanctiunilor penale are
loc prin punerea efectivd a condamnatului sd infaptuiasca continutul acestor sanctiuni.

Capitolul 3
Reabilitarea si cauzele care inlatura riaspunderea penala

Condamnarea poate avea unele consecinte si dupa executarea pedepsei principale,
restrangadnd capacitatea juridica a fostilor condamnati (decdderi, interdictii si
incapacitati), care insa se pot stinge dupa scurgerea unui interval de timp, prin reabilitare.
Astfel, reabilitarea constituie un stimulent pentru fostii condamnati de a avea o conduita
corespunzatoare cerintelor societatii, doveditd prin aceea cd nu au mai incalcat legea. Prin
reabilitare, fostul condamnat este reintegrat n societate, si din punct de vedere moral, nu
doar juridic. Cauzele care inldtura raspunderea penala sunt: amnistia, gratierea,
prescriptia, lipsa plangerii prealabile, impacarea partilor si retragerea plangerii prealabile.
Aceste cauze sunt generale, deoarece privesc 1n principiu orice infractiune. Unele au efect
numai in baza dispozitiilor din Codul penal, pe cand altele, presupun si interventia
organelor supreme ale puterii de stat, in anumite cazuri (amnistia si gratierea).

II. CONTRIBUTII PERSONALE
RASPUNDEREA PENALA IN DOMENIUL FARMACEUTIC



A.TPOTEZA DE LUCRU

Raspunderea penala Tn domeniul farmaceutic este angajata Tn urma nerespectarii
regimului de exercitare a profesiunii de farmacist si a regimului legal al medicamentelor.
Initial, la inceperea acestui studiu, s-a incercat analizarea ambelor situatii. Pe parcurs
insd, pentru a mentine scopul si functionalitatea lucrarii, s-a considerat limitarea
cercetdrii doar la prima situatie. Prin urmare, obiectivele acestui studiu sunt:

- prezentarea raspunderii juridice in cadrul legislatiei romanesti;

- definirea raspunderii penale si a principiilor care o guverneaza;

- prezentarea cadrului legal de exercitare a profesiunii de farmacist;

- stabilirea normelor legale, adecvate cercetarii propuse, care duc la nasterea
raspunderii penale in domeniul farmaceutic, in special a celor de exercitare a
profesiunii de farmacist;

- analizarea textului acestor norme pentru stabilirea cazurilor in care este angajata
raspunderea penald, ca urmare a nerespectarii regimului legal de exercitare a
profesiunii de farmacist;

- studierea interdictiilor $i a incompatibilitatilor de exercitare a profesiunii de

farmacist;

- identificarea conditiilor §i a cauzelor exercitdrii fara drept a profesiunii de
farmacist;

- analizarea situatiilor din practici de exercitare fara drept a profesiunii de
farmacist;

- identificarea si analizarea deficientelor textului legilor studiate, a problemelor de
aplicabilitate ale acestor norme, a discordantelor intre diferite acte normative care
reglementeazd domeniul farmaceutic, dar §i a neconcordantelor intre prevederile
actelor normative si necesitatile din practica;

- impiedicarea repetarii problemelor examinate, Tn normele viitoare.

Capitolul 4
Probleme in practica farmaceutica

Problemele legislative Tn domeniul farmaceutic romanesc pot clasificate in trei
mari categorii $i anume: probleme care necesitd reglementare, probleme care necesitda
modificari ale normelor in vigoare si probleme de aplicare a normelor in vigoare. Printre
problemele majore din practica in domeniul farmaceutic ce necesitd reglementare se
numard: lipsa definirii exacte a profesiunii de farmacist, a proprietatii asupra unitatilor
farmaceutice si a standardelor de functionare a unitatilor farmaceutice.

Problemele ce necesitd modificari ale legislatiei in vigoare, referitoare la practica
in domeniul farmaceutic, sunt multiple. O parte sunt date de existenta unor norme
contrare in cuprinsul aceleasi legi sau in alte prevederi legale (ca de exemplu art. 634 cu
art. 836 din Legea nr. 95/2006), unele deriva din inexistenta in legislatie a trimiterilor
prevazute (ca de exemplu art.562 din Legea nr. 95/2006), iar altele nu-si au
corespondenta sau reciprocitatea 1n legislatia in vigoare (ca de exemplu art. 563 alin. 1 lit.
a si art. 383 lit. a din Legea nr. 95/2006).

Problemele de aplicare a legislatiei farmaceutice in vigoare sunt date de:
inexistenta unor standarde clare de exercitare a profesiunii de farmacist si de operare a
unitatilor farmaceutice, de modificarile mult prea dese, din ultimul timp, a legislatiei
farmaceutice si de greutatea aplicarii normelor farmaceutice in vigoare privitoare la
controlul acestei activitati.

Lucrarea de fata are ca scop studierea normelor referitoare la raspunderea penala
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in domeniul farmaceutic, cu privire speciald la exercitarea profesiunii de farmacist si
preintampinarea aparitiei problemelor legislative observate si discutate intr-o norma
legala ulterioara.

B. MATERIALE SI METODE

Capitolul 5
Legislatia farmaceutica si metodele juridice

Pentru cercetarea propusda s-au studiat textele de lege privind exercitarea
profesiunii de farmacist, organizarea si functionarea Colegiului Farmacistilor din
Romania, Codul deontologic al farmacistului si Codul penal al Romaniei.

Cercetarea in domeniul legislatiei farmaceutice reclama utilizarea metodologiei
juridice, adicd a metodelor folosite in cercetarea stiintifica in domeniul dreptului. Sunt
prezentate metodele de cercetare juridicd utilizate, cu detalierea metodelor logice,
comparative, istorice si sociologice. Pentru studiul propus s-a aplicat interpretarea
juridica. Ea cuprinde mai multe categorii de metode si anume: interpretarea gramaticala,
teleologic, sistematica, istorica si logica. In general, in lucrarea de fati aceste metode de
interpretare juridica nu au fost folosite izolat, ci s-au utilizat impreuna, fie cate doud sau
mai multe sau toate Tn acelasi timp, pentru stabilirea adevaratului sens si scop ale
normelor studiate.

C. REZULTATE SI DISCUTII
INFRACTIUNI PRIVIND REGIMUL LEGAL AL EXERCITARII PROFESIUNII
DE FARMACIST

Capitolul 6
Exercitarea fara drept a profesiunii de farmacist

Analiza contextului legal de exercitare a profesiunii de farmacist a dus atat la
identificarea conditiilor Tn care se savarseste infractiunea de exercitare fard drept a
profesiunii de farmacist, cat si la observarea cauzelor savarsirii acestei infractiuni.
Conditiile existentei acestei infractiuni sunt legate de sdvarsirea de acte rezervate
profesiunii de farmacist de catre o persoana care nu are aceasta calitate (art. 40 din Legea
nr. 81/1997, art. 78 din Legea nr. 305/2004, art. 634 din Legea nr. 95/2006 si art. 281 din
Codul penal).

Situatiile din practica de exercitare fara drept a profesiunii de farmacist sunt:

- eliberarea din drogherii a altor medicamente decat cele fara prescriptie medicala;

- functionarea farmaciei sau a depozitului de medicamente fara farmacist;

- exercitarea profesiunii de farmacist de catre o persoana care nu are aceasta calitate.

Cele mai frecvente situatii de exercitare fard drept a profesiunii de farmacist,
intdlnite in practicd, sunt cele in care asistentii de farmacie, in drogherii, Tncalca
prevederile legale de eliberare a medicamentelor din grupa A.

Persoanele vinovate de complicitate la infractiunea de exercitare fara drept a
profesiunii de farmacist sunt, cel mai frecvent, chiar farmacisti.

Cauzele exercitarii fara drept a profesiunii de farmacist sunt:

- lipsa definirii exacte, Intr-un act normativ, a profesiunii de farmacist si a celei de
asistent de farmacie, a atributiilor, indatoririlor si competentelor profesionale ale
acestora;

- lipsa prevederilor legale, clare, privind farmacistul stagiar;

- organizarea si functionarea necorespunzatoare a Inspectiei de Farmacie, in privinta
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controlului respectarii conditiilor legale si a sanctiunilor legale aplicabile;

- ineficienta activitatii Colegiul Farmacistilor din Romania 1n privinta respectdrii, de
catre farmacisti, a Codului deontologic al farmacistului;

- lipsa constiintei profesionale n cazul unor farmacisti.

Considerand caracteristicile ce definesc profesiunea si valorile sociale aparate de
stat, se poate deduce importanta respectdrii prevederilor legale privitoare la exercitarea
profesiunii de farmacist, pentru cd infractiunea de exercitare ilegalda a profesiunii de
farmacist, de catre o persoana care nu are aceasta calitate sau de orice altd persoand, 1n
alte conditii decat cele legale, poate duce, nu doar la periclitarea valorilor sociale pe care
le apard legea prin incriminarea unei astfel de fapte, dar si la compromiterea prestigiului
profesiunii ce sta la baza autonomiei exercitarii profesiunii de farmacist si a privilegiului
de auto-reglementare.

Capitolul 7
Interdictii de exercitare a profesiunii de farmacist

Pedeapsa interzicerii exercitarii profesiunii de farmacist a fost prevazuta succesiv
de art. 5 din Legea nr. 81/1997, art. 10 din Legea nr. 305/2004 si art. 562 din Legea nr.
95/2006. Aceasta pedeapsa poate fi aplicatd farmacistului de catre organizatia
profesionald ca sanctiune disciplinara sau de cdtre instanta de judecata ca urmare a
condamnarii definitive pentru sdvarsirea cu intentie a unei infractiuni contra umanitatii
sau vietii in Tmprejurari legate de exercitarea profesiunii de farmacist, ca pedeapsa
complementara (potrivit art. 53 pct. 2 lit. a, art. 64 lit. c, art. 65 si art. 66 din Codul penal)
pentru orice infractiune pentru care pedeapsa principala aplicata este de minim doi ani, ca
pedeapsa accesorie (potrivit art. 64 lit. ¢ si art. 71 lit. b din Codul penal) in cazul oricarei
condamnari privative de libertate, ca masura de siguranta (art. 111, 112, 115 din Codul
penal) pentru orice infractiune chiar daca nu s-a aplicat nici o pedeapsa sau ca urmare a
contestdrii In instanta a deciziilor luate de organizatia profesionala.

Aplicarea pedepsei interzicerii exercitdrii profesiunii farmacistului, aflat in una
din situatiile prezentate in lucrare, este pe deplin justificatd deoarece fapta acestuia
prezintd un pericol social crescut, periclitind valorile sociale si ordinea de drept,
actionand in sens opus scopului Tnsusi al farmacistului, de ocrotire a sandtdtii si vietii
omului.

Capitolul 8
Incompatibilitati cu exercitarea profesiunii de farmacist

succesiv de art. 6 alin. 1 si 2 al Legii nr. 81/1997, art. 11 alin. 1 al Legii nr. 305/2004 si
art. 563 alin. 1 al Legii nr. 95/2006.

In legislatia actuald, conform in art. 563 alin. 1 al Legii nr. 95/2006, exercitarea
profesiunii de farmacist este incompatibild cu: profesia de medic, oricare ocupatie de
naturd a aduce atingere demnitdtii profesiei de farmacist sau bunelor moravuri, iar
conform Codului deontologic al farmacistului, cu starea de sanatate fizica sau psihica
necorespunzatoare, pentru exercitarea profesiei de farmacist.

Incompatibilitatea Intre exercitarea profesiunii de farmacist si cea de medic,
prevazutd de Legea nr. 95/2006 ar trebui reformulata astfel ncat sa stabileascd norme
coerente pentru necesitdtile din practicd. Desi nu este prevazut in Legea nr. 95/2006 si
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nici nu a fost prevazut in legile precedente, cel mai frecvent caz de incompatibilitate
ramane, in continuare, acela 1n care o persoana care exercitd profesiunea de medic are, in
acelasi timp, calitatea de proprietar al unei unitdti farmaceutice. Pentru a preveni
incélcarea dreptului pacientului de a-si alege farmacia, ar trebui modificate prevederile

Incompatibilitatea cu orice altd profesiune sau ocupatie de naturd a aduce atingere
demnitatii profesiunii de farmacist sau bunelor moravuri, prevazuta de art. 563 alin. 1 lit.
b al Legii nr. 95/2006, este justificata si se datoreazd unor trasaturi ce deriva din aceste
profesiuni sau ocupatii, care ar prejudicia relatia cu pacientul, fie prin scaderea increderii
pacientului in farmacist, fie printr-o atitudine contrard ocrotirii sanatatii.

Incompatibilitatea exercitarii profesiunii de farmacist cu starea de sandtate fizica
sau psihica necorespunzatoare a farmacistului pentru exercitarea profesiunii, prevazuta de
art. 563 alin. 1 lit. ¢ al Legii nr. 95/2006 deriva, in acest caz, pe de o parte, din faptul ca o
stare necorespunzatoare a sdnatatii pentru persoana in cauzd duce la neindeplinirea
prevederilor legale pentru valabilitatea Certificatului de membru al Colegiului
Farmacistilor din Romania (art. 564 alin. 3 lit. b al Legii nr. 95/2006) si a conditiilor
legale de exercitare a profesiunii (art. 560 alin. 1 lit. ¢ al Legii nr. 95/2006), iar pe de alta
parte, o stare necorespunzatoare a sandtdtii pune sub semnul intrebarii capacitatea
farmacistului de a-si exercita corect profesiunea in folosul pacientilor. O problema, in
acest sens, este reprezentatd de lipsa, in legislatia In vigoare, a unei proceduri de lucru
pentru sesizarea expertilor, pentru expertizarea propriu-zisa i pentru emiterea deciziei de
suspendare sau retragere a dreptului de a exercita profesiunea de farmacist pentru
farmacistul in cauza.

- lipsa unor prevederi legale speciale privind proprietatea asupra unitatilor
farmaceutice;

- functionarea necorespunzdtoare a organelor specializate ale Ministerului Sanatatii si
ale organizatiilor profesionale implicate, in privinta controlului respectarii conditiilor
legale si a sanctiunilor legale aplicabile;

- deficiente 1n respectarea eticii profesionale medicale si farmaceutice.

Prevederile art. 37 lit. c, e si f din Codul deontologic al farmacistului, ar trebui
reformulate sau abrogate, pentru a fi Tn acord cu legislatia farmaceutica actuala.

ITII. CONCLUZII FINALE

Lucrarea de fata are ca scop studierea normelor referitoare la raspunderea penala
in domeniul farmaceutic, cu privire speciala asupra exercitarii profesiunii de farmacist.

Ipoteza de lucru o constituie problemele legislative in domeniul farmaceutic, care
pot clasificate in trei mari categorii: probleme care necesita reglementare, probleme care
necesitd modificari ale normelor 1n vigoare si probleme de aplicare a normelor in vigoare.

Pentru cercetarea propusd s-au studiat textele legale si reglementare urmatoare:
Legea nr. 81/1997 privind exercitarea profesiunii de farmacist, Infiintarea, organizarea si
functionarea Colegiului Farmacistilor din Roménia, Legea nr. 305/2004 privind
exercitarea profesiunii de farmacist, precum si organizarea si functionarea Colegiului
Farmacistilor din Romania, Legea nr. 95/2006 privind reforma in domeniul sanatatii,
Titlul XIV Exercitarea profesiunii de farmacist, organizarea si functionarea Colegiului
Farmacistilor din Romania, Codul deontologic al farmacistului si Codul penal.

Cercetarea in domeniul legislatiei farmaceutice reclama utilizarea metodologiei
juridice, din care s-au utilizat in special metodele interpretdrii juridice si metoda
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comparativa. Aceste metode s-au aplicat asupra prevederilor legale referitoare la
exercitarea fara drept a profesiunii de farmacist, interzicerea exercitarii profesiunii de
Situatiile din practicd de exercitare fard drept a profesiunii de farmacist sunt:
eliberarea din drogherii a altor medicamente decit cele fard prescriptie medicala;
functionarea farmaciei sau a depozitului de medicamente fard farmacist; exercitarea
profesiunii de farmacist de catre o persoana care nu are aceasta calitate. Cauzele
exercitarii fara drept a profesiunii de farmacist sunt: lipsa definirii exacte intr-un act
normativ a profesiunii de farmacist si a celei de asistent de farmacie, a atributiilor,
indatoririlor si competentelor profesionale ale acestora; lipsa prevederilor legale clare
privind farmacistul in stagiu; organizarea si functionarea necorespunzatoare a inspectiei
de farmacie, in privinta controlului respectarii conditiilor legale si a sanctiunilor legale
aplicabile; ineficienta activitatii Colegiul Farmacistilor, In privinta respectdrii, de catre
farmacisti, a Codului deontologic; lipsa constiintei profesionale in cazul unor farmacisti.
Pedeapsa interzicerii exercitarii profesiunii de farmacist poate fi aplicata
farmacistului de catre organizatia profesionala ca sanctiune disciplinard sau de catre
instanta de judecatd. Ea este obligatoriu de aplicat de catre instantd, in cazul condamnarii
definitive pentru savarsirea cu intentie a unei infractiuni contra umanitatii sau vietii in
imprejurari legate de exercitarea profesiunii de farmacist. Ca pedeapsa complementara,
ea se poate aplica pentru orice infractiune pentru care pedeapsa principald aplicata este de
minim doi ani. Ca masura de sigurantd, ea se poate aplica cu rol preventiv, chiar daca
incd nu existd o condamnare a farmacistului, dar acesta este incapabil, nepregatit etc.,
punand in pericol societatea sau existand un risc important de a savarsi fapte penale.
Aplicarea pedepsei interzicerii exercitarii profesiunii farmacistului aflat in una din
situatiile prezentate in lucrare este pe deplin justificatd deoarece fapta acestuia prezinta
un pericol social crescut, periclitand valorile sociale si ordinea de drept, actionand in sens
opus scopului insusi al farmacistului, de ocrotire a sdnatatii si vietii omului.
privind proprietatea asupra unitdtilor farmaceutice; functionarea necorespunzditoare a
organelor specializate ale Ministerului Sdnatatii si ale organizatiilor profesionale
implicate, in privinta controlului respectarii conditiilor legale si a sanctiunilor legale
aplicabile; deficiente in respectarea eticii profesionale medicale i farmaceutice.
Legislatia din domeniul farmaceutic romanesc nu este indeajuns de bine studiata,
structurata si aplicata, este deficitard pentru anumite probleme, inadecvata pentru altele si
incoerentd. Pentru o buna desfasurare a activitdtilor farmaceutice i pentru diminuarea
pericolului acestora pentru sanatatea publica, este necesar atat ca legislatia din domeniul
farmaceutic sd fie cunoscutd si aplicatd corect, cit §i ca aceastd legislatie sa fie
armonioasa si adaptata la nevoile sistemului actual de sdnatate.
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incompatibility.

INTRODUCTION

The paper studies the criminal liability in the pharmaceutical domain in

Romania. We have chosen this topic because the criminal offense in the
pharmaceutical domain is directed against the most important social value protected by
the state through its laws — the health. The pharmacist’s mission is to protect the health,
to help in regaining it, but committing a criminal offense in this domain means to act
against his own professional mission. In order to accomplish the purpose of this paper,
it is necessary to analyze the legal conditions of the practice of pharmacy, the general
drugs regulations and the special narcotics regulations. The present study refers in
particular to the criminal liability derived from the conditions of the practice of
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pharmacy.

I. THE GENERAL PART. JURIDICAL LIABILITY

Chapter 1
The concept of liability

Every law field has its own particular kind of liability characterised by specific
conditions of substance and form (conditions, modes of establishing, forms of
achievement, mod, and sanctions). Thus, there are more forms of juridical liability:
political liability (constitutional responsibility of the parliament), civil liability,
criminal liability, administrative liability (liability of public power), disciplinary,
international responsibility. The juridical liability’s conditions are: unlawful conduct,
guilt and the causal link between unlawful act and the damage caused.

Chapter 2
The criminal liability

Criminal law, overall, is structured around three fundamental institutions:
criminal offense, criminal liability and punishment. Criminal liability represents the
criminal justice constraint report, born as a result of criminal offense, between the state,
on one hand, and the offender, on the other hand. This is a comprehensive report,
whose contents form the state law, as the society’s representative, to hold the offender
accountable, to apply penalties for the offense and to compel him to execute it, and also
the delinquent’s obligation to be liable for the offense and to subject himself to
sanction, in order to reinstate law and order and to restore the law’s authority.

The principle of criminal liability is the criminal offense — the act that has a
high degree of social danger, committed with guilt and established by the criminal law.
Its elements are: the object, the subject, objective and subjective side. The enforcement
of criminal sanctions is done by committing the defendant to accomplish the actual
content of these sanctions.

Chapter 3
The rehabilitation and the causes that dismiss the criminal liability

The conviction may have some consequences after the execution of the main
sentences, restricting the legal capacity of former convicts (forfeitures, interdictions
and inabilities), but which may cease after a time through rehabilitation. Thus,
rehabilitation is an incentive for former convicts to have the appropriate conduct
required by society, proven by their compliance with the law. Through rehabilitation,
the former convict is reintegrated into society, not only morally, but also legally. The
causes that dismiss the criminal liability are: the amnesty, the pardon, the prescription,
no prior complaint, the reconciliation of the parts and the withdrawal of the prior
complaint. These causes are general, because in principle they relate to any offense.
Some are effective only under the provisions of Criminal Code, while others, in some
cases (amnesty or pardon), imply the intervention of the supreme organs of the state
power.

II. PERSONAL CONTRIBUTIONS
CRIMINAL LIABILITY IN THE PHARMACEUTICAL DOMAIN
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A. THE WORKING HYPOTHESIS

The criminal liability in the pharmaceutical domain is engaged due to the
violation of the laws that govern the practice of pharmacy and the regulations of the
drugs. Initially, at the start of this study, we tried to analyze both cases. In time,
however, to maintain the order and the functionality of the paper we considered to limit
our research to the first situation. Therefore, the objectives of this study are:

- the presentation of juridical liability under Romanian law;

- the definition of criminal liability and the principles that govern it;

- the presentation of the legal framework of pharmacy practice;

- the establishment of legal norms, appropriate for the proposed research, the
ones leading to the initiation of the criminal liability in the pharmaceutical
domain, especially those of exercising the pharmacist profession;

- the analysis of the text of these laws to determine where the criminal liability is
engaged as a result of failure to follow the legal rules that govern the
pharmacist profession;

- the study of the interdictions and incompatibilities of practicing pharmacy;

- the identification of the conditions and the causes that lead to the illegal
practice of pharmacy;

- the analysis of actual situations of illegal practice of pharmacy;

- the identification and the analysis of the deficiencies of the text of the studied
laws, the problems in the application of these laws, the discordances between
the different laws governing the pharmaceutical domain, but also the
divergence between the legal provisions and the requirements in practice;

- the prevention of the recurrence of the examined problems in the future
standards.

Chapter 4
Problems in the pharmaceutical practice

The Romanian pharmaceutical legislative problems can be classified into three
categories: problems that need to be legislated, problems that require changes to the
laws in force and problems in the application of the laws in force. Among the major
issues in the practice of pharmacy that require regulation is the absence of a precise
definition of the pharmacy profession, of pharmaceutical units’ ownership and of
pharmaceutical units’ standards of operation.

The problems that require changes to the existing legislation related to the
practice of pharmacy are multiple. Some are given by the existence of contrary rules in
the text of the same law or in other legal provisions (e.g. art. 634 with art. 836 of the
Law no. 95/2006), some from the lack in the legislation of the references provided (e.g.
art. 562 of the Law no. 95/2006), and others do not have correspondence or reciprocity
in the existing legislation (e.g. art. 563 par. 1 let. a and art. 383 let. a of the Law no.
95/2006).

The problems in the application of the laws in force are due to: the lack of clear
standards for pharmacy practice and the operation of the pharmaceutical units, too
frequent pharmaceutical law changes in the last few years, and difficulties in the
control of this activity regarding the application of the laws in force.

The aim of this paper is to study the norms that engage the criminal liability in
the pharmaceutical domain, with special regards to pharmacy practice, and to prevent
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the legal problems observed and discussed to arise in a subsequent legal norm.
B. MATERIALS AND METHODS

Chapter 5
The pharmaceutical legislation and the juridical methods

For the proposed research we studied the law texts regarding the pharmacist
profession, the organization and the functioning of the Romanian College of
Pharmacists, the Code of Ethics and the Criminal Code of Romania.

The research of the laws governing the pharmaceutical domain requires the use
of juridical methodology, ie the methods used in the law field of scientific research. We
have presented the juridical research methods used, detailing the logical, comparative,
historical and sociological methods. For the study proposed we have applied the
juridical interpretation. It includes several categories of methods: grammatical
interpretation, teleological, systematical, historical and logical. In general, in the
present paper, these methods of juridical interpretation were not used in isolation, but
were used together, two or more, or all at once, to establish the true meaning and
purpose of the norms studied.

C.REZULTATE SIDISCUTII
THE CRIMINAL LIABILITY REGARDING THE LEGAL FRAMEWORK OF
THE PRACTICE OF PHARMACY

Chapter 6
The Illegal Practice of Pharmacy

The analysis of the legal setting for the practice of pharmacy has led to the
identification of the conditions under which the criminal offense of illegal practice of
pharmacy is commited, as well as to the observation of the causes of committing this
criminal offense. The conditions for the existence of this crime are derived from the
committal of acts rezerved for the practice of pharmacy by a person who does not have
this quality (art. 40 of Law no. 81/1997, art. 78 of Law no. 305/2004, art. 634 of Law
no. 95/2006 and art. 281 of the Criminal Code).

The actual situations of illigal practice of pharmacy are:

- the dispensation from the druggist shop of other medicines than those not requiring
a medical prescription;

- the functioning of the pharmacy or the drugs warehouse without a pharmacist;

- the practice of pharmacy by a person who doesn’t have this quality.

The most frequent situations of illegal practice of pharmacy, encountered in
practice, are those in which the pharmacy assistants, in druggist shops, break the
regulations of group A drugs dispensation.

The persons guilty of complicity in the criminal offense of illegal practice of
pharmacy are most frequently pharmacists.

The causes of the illegal practice of pharmacy are:

- the lack of a precise definition, in a legislative measure, of the profession of
pharmacy and of the pharmacy assistant, their attributions, duties and professional
competencies;

- the lack of clear legal provisions for the pharmacist intern;

- the inadequate organising and functioning of the Pharmacy Inspection in
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monitoring the compliance with the legal requirements and the legal penalties
applicable;

- the inefficiency of the activity of the Romanian College of Pharmacists regarding
the compliance by the pharmacists with the Pharmacist Code of Ethics;

- the lack of professional conscience for some pharmacists.

Considering the characteristics that define the profession and the societal values
protected by the state, we can deduce the importance of respecting the legal provisions
related to the practice of pharmacy, because the criminal offense of illegal practice of
pharmacy by a person who doesn’t have the quality or by any other person other than
the one satisfying the statutory requirements, may lead not only to the endangerment of
the social values that the law protects by criminalizing such acts, but also to the
compromise of the prestige of the profession which is the basis for its autonomy and
self regulation.

Chapter 7
Interdictions of practicing pharmacy

The penalty of the interdiction of practicing pharmacy has been set successively
by art. 5 of Law no. 81/1997, art. 10 of Law no. 305/2004 and art. 562 of Law no.
95/2006. This penalty may be imposed to the pharmacist by the professional
organization as a disciplinary sanction or by the court following the final conviction for
wilfully committing a crime against humanity or life in circumstances relating to the
practice of pharmacy, as a complementary sentence (according to art . 53 par. 2 let. a,
art. 64 let. c, art. 65 and art. 66 of the Criminal Code) for any offense for which the
principal penalty imposed is at least two years, as an accessory sentence (according to
art. 64 let. c and art. 71 let. b of the Criminal Code) for any offense for which the
penalty imposed was any length of detention time, a safety measure (art. 111, 112 and
115 of the Criminal Code) for any offense even if no penalty was applied or following
the challenge in court of the decisions of the professional organization.

Applying the penalty of the interdiction of practicing pharmacy to the
pharmacist, found in one of the situations presented in the paper, is fully justified
because his act has a high social danger, threatening social values and legal order,
acting in the opposite purpose of the pharmacist himself, to protect health and human
life.

Chapter 8
The incompatibilities of practicing pharmacy

The incompatibilities of practicing pharmacy were set successively by art. 6
par. 1 and 2 of Law no. 81/1997, art. 11 par. 1 of Law no. 305/2004 and art. 563 par. 1
of Law no. 95/2006.

Today, according to art. 563 par. 1 of Law no. 95/2006, the practice of
pharmacy is incompatible with: the practice of medicine, any occupation that can harm
the dignity of the pharmacist profession or the morality, and, according to the
Pharmacist's Code of Ethics, with inadequate physical or mental health for practicing
pharmacy.

The incompatibility between the practice of pharmacy and the practice of
medicine, provided by Law. 95/2006, should be reformulated so as to establish
consistent rules for the needs of practice. Although not required by Law no. 95/2006
and has not been provided in previous laws, the most common case of incompatibility
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still remains one in which a person has engaged in the profession of medicine, while
being the owner of a pharmaceutical unit. To prevent infringement to the patient right
to choose the pharmacy, the provisions should be modified in the sense of
acknowledging this incompatibility.

The incompatibility with any other profession or occupation liable to harm the
dignity of the profession of pharmacy or morality, provided by art. 563 par. 1 let. b of
Law no. 95/2006, is justified and is due to features derived from these professions or
occupations, which would harm the relationship with the patient, either by lowering the
patient's confidence in the pharmacist, either through an attitude contrary to fostering
the health.

The incompatibility of practicing pharmacy with the pharmacist’s inadequate
physical or mental health, provided by art. 563 par. 1 let. ¢ of the Law. 95/2006 arises,
in this case, on one hand, from the fact that a poor state of health of the person in
question leads to failure in satisfying the legal conditions for the validity of the College
of Pharmacists of Romania membership certificate (art. 564 par. 3 let. b of Law no.
95/2006) and the conditions of exercising the profession (art. 560 par. 1 let. b of Law
no. 95/2006), and on the other hand, a poor state of health challenges the ability of the
pharmacist to exercise correctly the profession for the benefit of the patients. A
problem in this regard is the lack, in the present law, of a working procedure for
referral to proper experts, to expertise and to issue the decision to suspend or withdraw
the right to exercise the profession of pharmacy for the pharmacist in question.

The causes of the incompatibilities are:

- the lack of specific legal provisions on the ownership of pharmaceutical units;
the poor functioning of the specialized institutions of the Ministry of Health and of
the professional organizations involved in the monitoring of compliance with legal
requirements and the legal applicable penalties;

- deficiencies in medical and pharmaceutical compliance with professional ethics.

The provisions of art. 37 let. ¢, e and f of the Pharmacist Code of Ethics should
be reformulated or repealed, to be consistent with current pharmaceutical legislation.

II1. FINAL CONCLUSIONS

This paper studies the norms on criminal liability in the pharmaceutical domain,
with special regard to the practice of pharmacy.

The working hypothesis is the legal issues in pharmaceutical domain, which
can be classified into three broad categories: problems that need to be legislated,
problems that require changes to the laws in force and problems in the application of
the laws in force.

For the proposed research we have studied the following legal and regulatory
texts: Law no. 81/1997 on the practice of pharmacy, establishment, organization and
functioning of the Romanian College of Pharmacists, Law no. 305/2004 on the practice
of pharmacy, and the organization and functioning of the Romanian College of
Pharmacists, Law no. 95/2006 on healthcare reform, Title XIV on the practice of
pharmacy, organization and functioning of the Romanian College of Pharmacists, the
Pharmacist Code of Ethics and the Criminal Code.

The research of the pharmaceutical legislation requires the use of the legal
methodology, of which the methods of legal interpretation and the comparative method
were especially applied. These methods were applied to the legal provisions concerning
the illegal practice of pharmacy, the interdictions to practice pharmacy and to the
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incompatibilities with the practice of pharmacy.

The actual situations of illegal practice of pharmacy are: the dispensation from
the druggist shop of other medicines than those not requiring a medical prescription,
the functioning of the pharmacy or the drugs warehouse without a pharmacist, the
practice of pharmacy by a person who doesn’t have this quality. The causes of the
illegal practice of pharmacy are: the lack of a precise definition, in a legislative
measure, of the profession of pharmacy and of the pharmacy assistant, their
attributions, duties and professional competencies, the lack of clear legal provisions for
the pharmacist intern, the inadequate organising and functioning of the Pharmacy
Inspection in monitoring the compliance with the legal requirements and the legal
penalties applicable, the inefficiency of the activity of the Romanian College of
Pharmacists regarding the compliance by the pharmacists with the Pharmacist Code of
Ethics, the lack of professional conscience for some pharmacists.

The penalty of the interdiction to practice pharmacy may be imposed to the
pharmacist by the professional organization as a disciplinary sanction or by the court. It
is mandatory to be applied by the court for final convictions for intentionally
committing a crime against humanity or life in circumstances relating to the practice of
pharmacy. As a complementary sentence, it is applicable to any offense for which the
principal penalty imposed is at least two years. As a safety measure, it can be applied
with a preventive role, although the pharmacist is not yet convicted, but he is
incapable, unprepared, etc., endangering the society or if there is a significant risk of
committing criminal acts.

Applying the penalty of the interdiction to practice pharmacy to the pharmacist,
found in one of the situations presented in the paper, is fully justified because his act
has a high social danger, threatening social values and legal order, acting in the
opposite purpose of the pharmacist himself, to protect health and human life.

The causes of the incompatibilities are: the lack of specific legal provisions on
the ownership of pharmaceutical units, the poor functioning of the specialized
institutions of the Ministry of Health and of the professional organizations involved in
the monitoring of compliance with legal requirements and the legal applicable
penalties, deficiencies in the medical and pharmaceutical compliance with professional
ethics.

Romanian pharmaceutical legislation is not sufficiently well studied, structured
and implemented, is insufficient for some problems, inappropriate and inconsistent for
others. For a good conduct of pharmaceutical activities and to reduce their threat to the
public health, it is necessary that the pharmaceutical law to be known and applied
correctly and that such legislation is harmonized and adapted to the current health
system needs.
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