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Introducere

Scopul lucrarii este realizarea unui proiect de codificare a legislatiei farmaceutice din Romania.
Obiectivele lucrarii sunt initierea modernizarii legislatiei farmaceutice din Romania, promovarea
cercetarii unitare asupra intregii legislatii, al carei rezultat, modelul de codificare, sa fie un instrument
usor utilizabil pentru legiuitorul interesat, dar si un material util pentru viitoarele cercetari in domeniu.

Pentru realizarea codificarii urmeaza sa se desfasoare urmatoarele activitati: cercetarea legislatiei
romanesti in comparatie cu normele europene si alte legislatii nationale de specialitate din Uniunea
Europeana, dar si din perspectiva istorica, identificarea normelor care pot fi introduse in cuprinsul
codului, ordonarea acestora din punct de vedere logic si cronologic, redactarea unui text clar si
coerent al materialului.

PARTEA I: STADIUL ACTUAL AL CUNOASTERII

1.Notiuni de drept aplicabile in domeniul farmaceutic
1.1 Metodele stiintelor juridice in cercetarea legislatiei farmaceutice

Fiecare stiintda sau ramura de cunoastere, cum este si legislatia farmaceutica, poate fi
descoperita, analizata, investigatd, cunoscutd cu ajutorul unor procedee, mijloace care se numesc
metode. Ele sunt operatiuni, demersuri intelectuale prin care se realizeaza fie o adancire a cunoasterii
problemelor fie o sintezd, 0 generalizare a acestora (1). Cercetarea stiintifica juridicd nu se poate
realiza folosind exclusiv o metoda. Orice metoda s-ar alege, va fi necesar si aportul altora, in functie de
scopul special urmarit de cercetator. Metodele juridice aplicabile in cercetarea legislatiei farmaceutice
sunt: metoda logica, metoda comparativa, metoda istorica, metoda sociologica, metoda prospectiva.
1.2 Tehnica sistematizarii actelor normative
Sistematizarea constituie o activitate superioard in domeniul elaborarii actelor normative. Aceasta
activitate este supusa ea insasi prevederilor unei legi privind normele de tehnica legislativa. Formele de
sistematizare legislativa sunt: incorporarea (insiruirea actelor normative in raport cu anumite criterii) i
codificarea, ca forma superioara de sistematizare a legiferarii. Ea reda intr-un singur act (norma) toate
normele juridice dintr-o ramura, cat mai unitar, complet si cuprinzator. Ca forta juridica, un cod are
puterea unei legi, dar nu este o lege obisnuitd, ci un act legislativ special, unic, cu o organizare si
structura unica in care normele juridice se succed intr-o logica bine gandita.(1)

PARTEA a ll-a : CERCETARI PERSONALE

Ipoteza de lucru
2.Probleme ale legislatiei farmaceutice roménesti
2.1. Aplicarea in practica a legislatiei farmaceutice din Roménia

Farmacistii au probleme in practica, in legatura cu punerea in aplicare a legislatiei in domeniul
farmaceutic, in unele situatii ca spre exemplu:
1. Exigenta Legii nr. 339/2004 (2) privind regimul produselor stupefiante privind incadrarea
clasificarii pentru medicamentele care contin codeina in combinatie cu alte substante active, nu a fost
urmata de aceeasi exigentd in prevederile ordinelor ministrului sanatatii din anii 2004-2008 (3,4), de
Nomenclatorul de medicamente oficial, publicat pe site-ul Agentiei Nationale a Medicamentului,(5)
care incadreaza aceste medicamente la regimul de eliberare fara prescriptie medicala, cu toate ca
normele metodologice de aplicare nu prevad aceasta situatie (6).
2. Pacientul are dreptul de a primi un produs de calitate si dreptul de a fi consiliat corect de cétre
farmacist, in contextul particularitatilor sale individuale in legatura cu utilizarea medicamentului (7).
Respectarea dreptului pacientului de a fi consiliat nu este prevazuta distinct in legea drepturilor
pacientului si nu este cuantificatd in legislatia romana privind desfasurarea activitatii farmacistului, in
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ciuda faptului ca Rezolutia ResAp(2001)2 a Consiliului Europei recomanda autoritatilor nationale acest
lucru.(8) De aceea, este dificil de stabilit in practica, in lipsa unor prevederi legale, raspunderea
farmacistului privind calitatea furnizarii de sfaturi profesionale.
3. Din anul 2004 existd oficializate, prin ordin al ministrului sanatatii, Reguli de buna practica
farmaceutica (9), referitoare la activitatea profesionald din farmacie. Pana in anul 2008 nu au existat
prevazute sanctiuni pentru nerespectarea lor, iar din anul 2008, exista doud prevederi paralele, in legi
diferite referitoare la acest aspect.
4. In anul 2008 a fost adoptati Legea nr. 266 a farmaciei. In textul legii au aparut norme contradictorii
referitoare la derularea procesului de autorizare a farmaciilor comunitare, de sanctionare a faptelor de
incalcare a legii.(10)
2.2. Stadiul legiferirii in domeniul farmaceutic

In Legea nr. 266 a farmaciei, lege ordinari, necuprinsi in legea sanitatii, farmacia de spital nu
a fost legiferata. Infiintarea, fixarea atributiilor si organizarea ierarhica a inspectiei de farmacie, nu sunt
reglementate unitar in Romania, la nivel de lege. Drepturile pacientului in furnizarea de servicii
farmaceutice nu sunt specificate in Legea nr. 46/2003 privind drepturile pacientului, existand o lipsa de
acoperire a domeniului farmaceutic in acesta privinta.(11)
2.3. Complexitatea legislativa in domeniul farmaceutic

In Legea nr.95/2006 privind reforma sanatitii sunt incorporate unele legi din domeniul
activitatii farmaceutice si anume Titlul XVII intitulat ,Medicamentul” si Titlul XIV intitulat
"Exercitarea profesiei de farmacist. Organizarea si functionarea Colegiului Farmacistilor din Romania”
(12). Tn perioada 2006-2008 Legea nr.95/2006 a suferit numeroase modificiri si completiri, in
incercarea de perfectionare a textului, de armonizare continud cu prevederile legislatiei
europene.(13,14) Exisa legi 1n vigoare, care nu au fost cuprinse in aceasta succesiune, cum sunt legea
privind farmacia si drogheria,(10) legea privind exercitarea profesiei de asistent medical, care cuprinde
si profesia de asistent de farmacie,(15) legea drepturilor pacientului sau legislatia medicamentelor cu
regim special. Exista paralelisme, repetitii si prevederi contradictorii in diferite legi.

Materiale si metode

3. Legislatia farmaceutica si metodele stiintelor juridice

3.1. Materiale

Legislatia in vigoare in Roméania

Materialele principale de lucru din acest domeniu, utilizate pentru cercetare sunt urmatoarele:

1. Legeanr. 266/2008 a farmaciei;

2. Ordonanta de urgenta nr. 144/2008 privind exercitarea profesiei de asistent medical generalist, a

profesiei de moasd si a profesiei de asistent medical, precum §i organizarea si functionarea

Ordinului Asistentilor Medicali Generalisti, Moaselor si Asistentilor Medicali din Roménia;

Legea nr. 95/2006 privind reforma in domeniul sanatatii, cu modificarile si completarile ulterioare;

4. Ordinul ministrului sanatatii nr. 74/2009 pentru modificarea si completarea Ordinului ministrului
sanatatii publice nr. 1.803/2008 privind stabilirea preturilor produselor medicamentoase de uz uman
de care beneficiaza asiguratii, cu sau fara contributie personald, pe baza de prescriptie medicala,
precum si bolnavii inclusi in programele nationale de sanatate, n sistemul de asigurari sociale de
sanatate;

5. Ordinul ministrului sanatatii nr. 924/2005 privind modificarea Ordinului ministrului sanatatii si
familiei nr. 612/2002 pentru aprobarea Normelor privind modul de calcul al preturilor la
medicamentele de uz uman (abrogat);

6. Ordinul ministrului sanatatii nr. 612/2002 pentru aprobarea Normelor privind modul de calcul al
preturilor la medicamentele de uz uman (abrogat);

7. Ordinul ministrului sanatatii nr. 580/2002 pentru aprobarea Regulamentului privind activitatea de
supraveghere a produselor medicamentoase de uz uman (abrogat).
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Se utilizeaza ca material de lucru si legislatiile din alte domenii:

1. Legeanr. 7/2004 privind Codul de conduita a functionarilor publici;

2. Legeanr. 24/2000 privind normele de tehnica legislativa pentru elaborarea actelor normative;

3. Legeanr. 188/1999, privind Statutul functionarilor publici;

4. Codul Penal al Romaniei.

Documente europene

Materialele utilizate sunt:

1. Directiva 2005/36/CE a Parlamentului European si a Consiliului privind recunoasterea calificarilor
profesionale;

2. Directiva 83/2001/CE a Parlamentului European si a Consiliului instituind un cod comunitar
privind medicamentul de uz uman, modificata si completata prin Directiva 2004/24/CE si Directiva
2004/27/CE;

3. Recomandarea Rec(2006)7 a Comitetului de Ministri a statelor membre asupra gestionarii
sigurantei pacientilor;

4. Rezolutia ResAP(2001)2 a Consiliului asupra rolului farmacistului in cadrul securitatii sanitare;

5. Carta farmaciei europene

Legislatii farmaceutice nationale

S-a luat ca model de analiza si comparatie legislatia franceza, performanta sistemului legislativ
francez fiind de notorietate internationala, iar Codul Sanatatii Publice este usor accesibil, on-line.(16)

Legislatia farmaceutica din Polonia este publicatd intr-un material unitar, intr-o limba de circulatie

internationala, limba engleza.(17) Polonia, ca parcurs istoric post comunist seamana cu al Romaniei.

S-au utilizat:

1. Codul Sanatatii Publice din Franta, editia on-line de pe site-ul Guvernului Francez;

2. Legea Farmaceutica din Polonia, de pe site-ul Inspectiei Farmaceutice din Polonia.

3.2. Metodele stiintelor juridice in cercetarea legislatiei farmaceutice

Primele carti in domeniul legislatiei farmaceutice in istoria recentd au apdrut in anul 2001 si 2007.

Autoarea acestora, prof.dr. Ofelia Crisan a aratat, pentru prima data ca, in cadrul cercetarii legislatiei

farmaceutice, se utilizeaza aceleasi metode ca si In cazul stiintelor juridice (7,18) “Prin continut,

legislatia farmaceutica apartine stiintei dreptului, iar prin destinatie, stiintei farmacistilor” spunea
autoarea in cartea ,,Profesiunea de farmacist - probleme de legislatie”. Metodele cercetarii juridice sunt
cele amintite mai sus.

3.3. Aplicarea metodologiei in studiul legislatiei farmaceutice

Cercetarea de fatd isi propune sa realizeze imbunatatirea, perfectionarea legislatiei farmaceutice n

vigoare, prin realizarea unui model de cod legislativ in domeniul farmaceutic. Pentru elaborarea

acestuia, s-au stabilit etapele de lucru care sunt prezentate in continuare:
Stabilirea unui model structural schematic al codificarii legislatiei farmaceutice
Normele legislative in domeniul farmaceutic pot fi ordonate logic pe baza elementelor esentiale

ale activitatii farmaceutice, care se constituie intr-o triada, reprezentata de: farmacist, medicamentul si
circulatia acestuia si pacientul.
Proceduri de lucru urmate pentru elaborarea modelului de cod legislativ

Se stabileste urmatoarea procedura de lucru: propunerea structurii textului pentru legiferarea
unui anumit domeniu de activitate, pe baza cercetarii legislatiei domeniului respectiv; analiza textului
legislativ existent; elaborarea textului codului farmaceutic.

Rezultate si discutii
Capitolul 4: Medicamentul
4.1. Definitii
Se propune ordonarea logicd a definitiilor termenilor utilizati in lege, eliminarea repetitiilor,
clarificarea definitiilor unor termeni, comasarea in textul propus a definitiilor situate in capitole diferite
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ale legii in vigoare si adaugarea unor definitii ca cea a medicamentului biologic, a procedurii nationale
de autorizare a medicamentelor, a farmacovigilentei, clarificarea definitiei distributiei angro.
4. Medicamentul fabricat industrial
Autorizarea de punere pe piata
In cercetarea efectuata asupra textului Legii nr.95/2006 privitor la autorizarea de punere pe piati prin
procedura nationalda au fost identificate probleme ca: lipsa de succesiune logica a textului, existenta
unor sintagme preluate prin traducere textuald a directivei, referitoare la situatii generale, lipsite de
precizie, lipsa legiferarii unor situatii prevazute de completarile directivei europene privind
medicamentul, lipsa de claritate a unor texte, lipsa de exigenta a unor prevederi ca obligatia Agentiei
Nationale a Medicamentului referitoare de a efectua inspectii la sediile solicitantilor autorizatiilor de
punere pe piata sau la cresterea responsabilitatii acestora de a asigura continuitatea punerii pe piata.
Clasificarea medicamentelor

Formularea legii in vigoare, Legea nr. 95/2006, art. 780, are urmatoarele neclaritati sau lipsuri,

pentru care au fost propuse dispozitii noi in textul codului :

e unitatea unde se elibereazd medicamente care se supun regimului de eliberare cu prescriptie

medicald speciala sau restrictiva si cine are raspunderea eliberdrii;

e cuvantul “reinnoieste” nu este potrivit contextului, deorece presupune ca prescriptia medicala s-

a innoit, apoi s-a reinnoit, dupa care este retinuta sau nu in farmacie, in functie de situatie;

e nu este explicat termenul de prescriptie medicala restrictiva;

e lipsa prevederilor unor situatii de exceptie la respectarea clasificarii medicamentelor.

In practica farmaceutica exista situatii speciale care reclami eliberarea medicamentelor clasificate a
fi eliberate cu prescriptic medicald, prin derogare de la aceasta reguld, prevazute de altfel in Codul
Deontologic al Farmacistului.(20,21)

Fabricatia si importul medicamentelor

Desi titlul capitolul legii in vigoare este ,,Fabricatie si import”, textul se refera numai la fabricatie si la
importul de medicamente din tari terte. Importul medicamentelor se efectueaza insa si din tarile Uniunii
Europene, dupa cum precizeazd Ordinul Ministrului Sanitatii nr.918/2006.(22) Tn textul codului se
propune termenul de autorizatie de fabricatie/import, care este definit oficial, in momentul de fatd de o
reglementare administrativa. (23) S-au constatat o serie de probleme la textul legii in vigoare privind :
preluarea prin traducere si in consecinta lipsa de precizie a textului dispozitiilor, lipsa de fermitate a
unor dispozitii, lipsa de coerenta cu reglementarea inferioara in legatura cu statutul de persoana juridica
sau persoana fizica a titularului autorizatiei de fabricatie. S-au propus Imbunatatiri prin comasarea
textului, clarificare, cresterea preciziei. Se propune un articol nou al codului farmaceutic privind
obligatia fabricantului de a anunta Agentia Nationala a Medicamentului, cu cel putin cu 6 luni Inainte
de intentia de a suspenda sau inceta fabricatia/importul unui medicament, in cazul medicamentelor la
care nu existd alternative disponibile pe piatd, si cu 2 luni 1nainte in cazurile in care aceste variante
sunt disponibile, in interesul pacientilor. Se propune eliminarea prevederii excesive a legii roméane
privind eliberarea §i retragerea atestatului de persoanad calificatd pentru persoana responsabild in
fabricatia medicamentelor.

Publicitatea

A fost introdus in textul propus un aliniat referitor la interdictia publicitatii referitoare la indicatii
terapeutice pentru anumite boli grave, preluat din Directiva 83/2001/CE,(24) neprevazut in legea
romand. Formularea de la art. 804 alin. (1), al legii in vigoare, privind competenta si actualizarea
pregatirii profesionale a reprezentantilor medicali nu este suficient de precisa, Intrucat poate permite
unei persoane fara pregatire profesionald in domeniu sa profeseze ca reprezentant medical, profesiune
care presupune cunostinte de inalt nivel profesional si stiintific si respectarea eticii profesionale
(corectitudinea prezentarii, transmiterea efectelor adverse semnalate). De aceea, se propune in textul
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codului conditia ca reprezentantul medical sa aiba anumite conditii de calificare in domeniul
invatamantului superior medical sau farmaceutic.

Oferirea si primirea de avantaje de orice naturd pentru stimularea prescrierii sau distribuirii anumitor
medicamente este interzisa de legea in vigoare. De altfel si reglementarile interne ale asociatiilor
profesionale din domeniul sanitar au dispozitii in acest sens. Astfel, Codul deontologic al farmacistului
prevede ca ,,, farmacistul se va abtine de la orice intelegere in scop material sau de alta natura care ar
avea drept rezultat incalcarea dreptului pacientului;”(20) iar Codul deontologic al medicului prevede
ca: ,,Medicul nu poate face reclama unor medicamente sau bunuri medicale de consum” si ca” Este
contrara eticii intelegerea dintre doi medici, intre medic si farmacist sau intre medic §i un cadru
auxiliar pentru obtinerea de avantaje materiale.” (24). Se propun dispozitii referitoare la asigurarea
transparentei activitatilor privind promovarea medicamentelor.

Farmacovigilenta

Tn textul codului propus s-a realizat definirea activititii de farmacovigilenta si s-a introdus, ca noutate,
definirea obiectivelor si activititilor prin care se realizeaza farmacovigilenta. In Reglementarea
nr.19/2006, emisa in aplicarea Directivei 83/2001/CE, se prevede ca in Romania trebuie sa functioneze
un sistem national de farmacovigilentd, coordonat de Compartimentul de farmacovigilenta din
Departamentul de evaluare-autorizare al Agentiei Nationale a Medicamentului, care functioneaza ca si
Centru National de Farmacovigilenta.(26) Acesta mentine legatura cu medicii din teritoriu prin
unitatile teritoriale de inspectie ale Agentiei Nationale a Medicamentului (27) Se propune in textul
codului farmaceutic largirea sistemului national de farmacovigilentd cu: centrele judetene de
farmacovigilenta, cu personalul sanitar care are atributii in prescrierea, eliberarea sau administrarea
medicamentelor.

Pretul medicamentelor

Pind in momentul de fata, stabilirea adaosului comercial la medicamente nu a beneficiat in
Romania de o fundamentare stiintificd sau de o evaluare a cuantificarii activitdtilor pentru care se
stabileste acesta. In ultimii 10 ani, adaosul comercial la nivelul farmaciei a scizut, cu aproximativ 35%
iar adaosul in aria distributiei angro a crescut cu aproximativ 50%. ( 28,29,30). Criterii de evaluare a
serviciilor au fost propuse de farmacisti, unul din acestea fiind realizarea fisei de consiliere a
pacientului, care sa cuprinda inscrise activitatile prestate de farmacist, la fiecare eliberare a
medicamentelor, unui pacient. (31) In textul codului farmaceutic se propune cadrul pentru o noui
abordare a stabilirii preturilor la medicamente, prin propunerea introducerii serviciilor farmaceutice n
compunerea pretului medicamentelor.

Distributia angro

Distributia angro si en detail au trecut din iunie 2008 sub autoritatea si controlul Agentiei
Nationale a Medicamentului. Pana atunci, autorizarea farmaciilor si a drogheriilor se realiza de catre
Ministerul Sanatatii Publice, conform Ordinului nr. 626/2001 al Ministrului Sanétatii, cu modificarile
ulterioare, emis in aplicarea Ordonantei de Urgenta nr. 152/1999 (32,33). Dar, ” Legislatia secundara
elaborata in baza Ordonantei de urgenta a Guvernului nr. 152/1999, aprobata cu modificari si
completari prin Legea nr. 336/2002, cu modificarile si completarile ulterioare, ramdne in vigoare in
masura in care nu contravine prezentului titlu.”’(12). Aceasta inseamna, ca Ordinul nr. 626/2001, a
fost abrogat. Cu toate acestea, in practica, Ministerul Sanatatii Publice a continuat activitatea de
autorizare a farmaciilor din Romania, pana la intrarea in vigoare a Legii nr. 266/2008, n luna ianuarie
2009. Aceastd lege prevede, in textul ei abrogarea Ordinului nr.626/2001, astfel ca acest ordin a fost
abrogat de doua ori, la momente diferite.
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4.3 Medicamentul preparat in farmacie

S-a introdus in codul propus, in cadrul capitolului ,,Medicamentul” un capitol dedicat
medicamentului preparat in farmacie, reglementat numai administrativ. (34) Se propun dispozitii de
lege pentru preparea medicamentului in farmacie numai cu substante de calitate certificata si elaborarea
Nomenclatorul Produselor Oficinale.
4.4 Eliberarea medicamentelor: Farmacia

Au fost elaborate, Inaintate si sustinute, mai multe proiecte de lege, ultimul proiect fiind
elaborat de filiala Cluj a Colegiului Farmacistilor din Romania ,in cadrul programului ,,Parteneriat cu
societatea civila”(35), finantat de Camera Deputatilor. Initiativa parlamentara realizata in anul 2005 nu
s-a finalizat (36) n primii trei ani ai legislaturii 2004-2008 a Parlamentului, subiectul constituind si
tema unor dezbateri publice, cea mai cunoscuta (mediatizatd) avand loc in anul 2005 (37).
De-a lungul timpului s-au conturat doud curente de opinie, in sustinerea, cu argumente, a abordarii
acestor aspecte ale unei viitoare legiferari, anume: teza modelului denumit generic ,etic” si teza
modelului denumit generic ,,mercantil”. Aceste curente de opinie au fost identificate si dezbatute de
catre farmacisti, in Europa (38). Scopul legiferarii farmaciei trebuie sa tind cont de respectarea
urmatoarelor principii: asigurarea accesului nediscriminatoriu la medicamente a pacientilor (prin
asigurarea intrarii in posesia medicamentului in timp util, asigurarea unei 1inalte calitati a
medicamentului, o politica de preturi rezonabild) si a unei unei Inalte sigurante a pacientului in
legatura cu utilizarea corectd si rationalda a medicamentelor (standarde finalte ale serviciilor
farmaceutice, continuitate in supravegherea pacientului privind utilizarea corecta a medicamentelor)
(39).

Introducerea enumerarii activittilor specifice farmaciei, care compun asistenta farmaceutica, in
Legea nr. 266/2008, constituie un progres legislativ, fata de legislatia anterioara, dar si fata de legislatia
Frantei si a Poloniei. Legiuitorul a adaugat asistentei farmaceutice eliberarea medicamentelor de uz
veterinar, care nu este o componenta a asistentei farmaceutice a populatiei si care vine in contradictie
cu Legea nr.160/1998, modificata, completata si republicata (40) in care se prevede ca activitatea de
eliberare a medicamentelor veterinare este exclusivitatea medicilor veterinari, ca o componenta a
liberei practici a acestora. Elementul de noutate al propunerii codului, in privinta farmaciei, este acela
ca, iIntr-o sectiune distincta, defineste drepturile pacientului in ce priveste asistenta farmaceutica.
Acesta constituie firul conducator al constructiei legii farmaciei,din cadrul codului, in sectiunea
,Drepturile pacientului in asistenta farmaceutica”:

Se introduce in textul codului articolul urmator:

“Art. 126. - (1) Pentru a proteja dreptul pacientilor la calitatea asistentei farmaceutice, personalul de
specialitate al farmaciei este obligat sa furnizeze servicii farmaceutice de informare si consiliere,
atit la eliberarea medicamentelor §i altor produse de sandtate, cdt §i in alte cazuri, la solicitarea
pacientului.
(2) Furnizarea serviciilor previzute la alin. (1) reprezinta o obligatie de interes public, care trebuie
cuantificatd si remuneratd corespunzdtor.
(3) Lista serviciilor farmaceutice si contravaloarea acestora se stabileste prin ordinul ministrului
sanatatii publice.
(4) Sistemul de remunerare a personalului de specialitate al farmaciei trebuie stabilit in functie de
serviciile profesionale acordate pacientilor si nu in functie de volumul vanzarilor.”
4.5 Raspundere si sanctiuni

Existd o serie de paralelisme, neconcordante, repetitii si incadrari gresite in stabilirea
sanctiunilor in Legea nr.95/2006 si Legea nr.266/2008 privind activitatile cu medicamentul. Se
propune, In Codul Farmaceutic, extinderea ariei faptelor penale pe care inspectorii farmacisti le
constatd cu fapte ca: participarea personalului necalificat la activitati rezervate prin lege farmacistului
sau a asistentului de farmacie, lipsa autorizatiei de functionare valide, nerespectarea deciziei Agentiei
Nationale a Medicamentului de a modifica, retrage reclama la medicamente sau publicitatea la

77



medicamente fard autorizatie de punere pe piatd, impiedicarea exercitdtii activitatii de inspectie,
utilizarea insemnelor oficiale ale farmaciei de catre alte unitati.

Capitolul 5: Exercitarea profesiilor farmaceutice

5.1 Exercitarea profesiei de farmacist
Se propune, in textul codului, definirea a profesiunii de farmacist. La enumerarea activitatilor

complementare pe care farmacistul le poate exercita se impun observatii: colaborarea cu medicul n
vederea stabilirii $i monitorizarii tratamentului, farmacovigilenta reprezinta un sistem de actiuni care se
desfasoara in mod obligatoriu de catre toti profesionistii din sistemul sanitar, acestea fiind obligatii
profesionale si nu activitati complementare; activitatile de administratie sanitard nu sunt domenii in
care farmacistul exercita profesia de farmacist, conform definitiei acesteia. Alin. (2) al art. 559 al Legii
nr. 95/2006 privind textul juramantului nu a fost preluat in codul farmaceutic pentru ca juramantul
profesional, traditional pentru profesionistii acestui domeniu, se depune la absolvirea studiilor si are o
valoare morala.
5.2. Organizarea profesiei: Colegiul Farmacistilor din Romania

Conform legii actuale, certificatul de membru al Colegiului Farmacistilor din Romania, reprezinta
o autorizatic care permite practicarea profesiei de farmacist, pe cand inscrierea in organizatia
profesionald,este in esentd accesul in profesie. Nu se prevede nicio norma referitoare la procedura de
inscriere ca membru al Colegiului Farmacistilor din Romania, care trebuie legiferata, aspecte
imbunatatite in textul codului farmaceutic. Unele aspecte deficitare din legislatia actuald privind
organizarea profesiei: lipsa prevederii privind respectarea criteriului democratic in organizarea
colegiului, necesitatea organizarii de adunari generale, in prezenta unei majoritati, cvorum greu de
realizat, organizarea Consiliului National, necorespunzitoare pentru ca se adauga in structura lui
farmacisti reprezentanti ai unor ministere si ai Ministerului Sanatatii este abuziva. Singurul control
care trebuie realizat asupra unei structuri reprezentative a Colegiului Farmacistilor este cel al propriilor
membri. Prevederile de la “CAPITOLUL IV: Rolul, atributiile si drepturile autoritatii de stat, art.630-
633,din Legea nr.95/2006, nu au fost preluate Tn textul codului farmaceutic, deoarece interventia
statului in organizarea si functionarea Colegiului Farmacistilor, este abuziva.
5.3. Raspundere si sanctiuni

Legea nu prevede toate situatiile prin care se comite infractiunea de exercitare fara drept a
profesiei de farmacist. Aceasta nu inseamna numai exercitarea profesiei de farmacist de catre o
persoana care nu are titlul de calificare in farmacie, dar, conform prevederilor Codului Penal (41) si:
exercitarea profesiei de farmacist de catre o persoana care are titlul de calificare in farmacie, dar nu este
inscrisa in Colegiul Farmacistilor; exercitarea profesiei de catre o persoana careia i-a fost interzis
dreptul de a exercita profasia, pe durata interdictiei; exercitarea profesiei de farmacist intr-0 unitate
farmaceutica care functioneaza fara autorizatie de functionare.

Capitolul 6: Supraveghere si control - Inspectia Nationala de Farmacie
Se propune un text de lege pentru stabilirea infiintarii, atributiilor si organizarii ierarhice a
Inspectei Nationale de Farmacie. Se propune ca Inspectia Nationald de Farmacie sa-si desfasoare
activitatea conform unor principii, specifice dreptului administrativ: principiul deconcentrarii,
principiul subsidiaritatii, principiul prevenirii, principiul cooperdrii, principiul permanentei si
continuitatii.(42) Se introduc in textul codului farmaceutic prevederi privind o corectd dimensionare a
acestui serviciu, pentru a acoperi n teritoriu activitatea de supraveghere a activitatii farmaceutice.
O sectiune speciald a acestui titlu se referd la inspectorul de farmacie. In conformitate cu legislatia
in vigoare, inspectorul de farmacie este functionar public (43). Principiile care guverneaza activitatea
inspectorului, supusa respectarii unor reguli de buna practica sunt asemanatoare celor care guverneaza

88



activitatea autoritatilor publice si a unor principii prevazute de Legea nr. 7/2004, utilizata ca model

.....

Capitolul 7. Structura Codului farmaceutic (proiect)

Structura proiectiei codului a fost stabilita in prealabil, in conformitate cu domeniile activitatii
farmaceutice: circulatia medicamentului, exercitarea profesiilor farmaceutice, supravegherea
activitatii(45). Rezultatul cercetarii, proiectul codului farmaceutic cuprinde:
1TITLUL I: MEDICAMENTUL

0 CAPITOLUL I: DELIMITARI CONCEPTUALE ( I articol)
o CAPITOLUL Il: DOMENIU DE APLICARE( 3 articole)
o CAPITOLUL IlI: Medicamentul fabricat industrial

a)

b)
c)

d)
e)
f)
9)

Sectiunea I: Autorizarea de punere pe piatd - Conditii generale, Proceduri, Obligatiile
detinatorului autorizatiei, Procedura de recunoastere mutuala si procedura
descentralizata, Dispozitii speciale aplicabile unor medicamente homeopate, Prevederi
speciale aplicabile medicamentelor din plante medicinale cu utilizare traditionala (30
articole);

Sectiunea a II- a: Clasificarea medicamentelor ( 6 articole);

Sectiunea a Ill- a: Fabricatie si import: Atributiile  Agentiei Nationale a
Medicamentului, Obligatiile  detinatorului autorizatiei de fabricatie, Atributiile
persoanei calificate( 11 articole);

Sectiunea a IV- a: Publicitate si informare ( 12 articole);

Sectiunea a V- a: Farmacovigilenta ( 10 articole);

Sectiunea a VI- a: Preturi ( 5 articole);

Sectiunea a VII- a: Distributia angro a medicamentelor ( 14 articole);

o CAPITOLUL al IV-lea: Prepararea medicamentelor in farmacie( 5 articole);
o0 CAPITOLUL al V- lea: Eliberarea medicamentelor

a)

b)
c)

Sectiunea I: Farmacia: Definirea farmaciei, Drepturile pacientului 1n asistenta
farmaceuticd, Infiintarea, organizarea si functionarea farmaciei, Personalul farmaciei,
Farmacia comunitara, Farmacia de spital ( 31 articole);

Sectiunea II: Drogheria( 13 articole);

Sectiunea III: Farmacia sociala ( 2 articole)

CAPITOLUL al Vl-lea: Eliminarea medicamentelor( 3 articole)
0 CAPITOLUL al VII- lea: Raspundere si sanctiuni( 11 articole)

2. TITLUL I

Exercitarea profesiilor farmaceutice

o0 CAPITOLUL I. Exercitarea profesiunii de farmacist

a) Sectiunea I: Dispozitii generale( 8 articole)
b) Sectiunea 2. Interdictii, incompatibilitati si control (4 articole)

0 CAPITOLUL II Colegiul Farmacistilor din Romania

a) Sectiunea 1. Dispozitii generale ( 2articole)

b) Sectiunea 2. Inscrierea ca membru in Colegiul Farmacistilor din Romania(3
articole)

c) Sectiunea 3. Drepturile si obligatiile membrilor( 2articole)

d) Sectiunea 4. Organizare si functionare ( 16 articole)

e) Sectiunea 5. Proceduri si sanctiuni ( 4 articole)

o0 CAPITOLULIII: Exercitarea profesiei de asistent de farmacie ( 3articole)
3. TITLUL III: Supraveghere si control
0 CAPITOLUL I: Inspectia de Farmacie - Dispozitii generale ( 3 articole)
0 CAPITOLUL II. Organizarea si atributiile Inspectiei Nationale de Farmacie( 7 articole)
o CAPITOLUL HI: Inspectorul de farmacie ( 9 articole)
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Concluzii ;

10.

11.

12.

13.

Scopul cercetarii efectuate in cadrul lucrarii de doctorat este realizarea unei sistematizari a
legislatiei farmaceutice din Romania, intr-un cod farmaceutic, care poate fi un model de legiferare
pentru un viitor Cod al sanatatii publice din Romania.

Metodele cercetarii In domeniul juridic se aplica si in domeniul cercetarii legislatiei farmaceutice:
metoda logica, metoda comparativa, metoda istorica, metoda sociologica, metoda prospectiva , etc.
Procesul de elaborare a legislatiei, in Romania, in formele ei cele mai complexe, trebuie sa
respecte regulile de tehnica legislativa, prevazute de lege.

Existd unele deficiente in practica farmaceutica, generate de probleme ale legislatiei ca:
neconcordanta unor texte de lege cu reglementdrile in aplicare, contradictorialitatea intre diferite
texte legislative, lipsa dispozitiilor de lege pentru fixarea standardelor wunor activitati de
specialitate.

Exista aspecte inca nelegiferate ca infiintarea prin lege a unei inspectii farmaceutice unitare,
stabilirea drepturilor pacientului in furnizarea de asistentd farmaceutice, infiintarea si organizarea
farmaciei de spital.

In efectuarea cercetirii a fost utilizat ca material de lucru legislatia farmaceuticd roméaneasca, ca
suport principal pentru constructia codului farmaceutic, iar ca materiale de comparatie directive
europene in domeniul activitatii farmaceutice, pentru aprecierea armonizarii normelor romanesti cu
acestea. Ca materiale de comparatie au fost utilizate si legislatiile nationale a doua tari europene,
Franta si Polonia. Ele constituie modele pentru realizarea codificarii.

Ca metode de lucru, in cercetarea legislatiei farmaceutice se folosesc metodele specifice cercetarii
in domeniul juridic: metoda comparativa, metoda istorica, metoda logica, metoda sociologica si
metoda prospectiva. Pentru elaborarea textului in modelul de cod farmaceutic s-a apelat la
principiile legiferarii si la normele de tehnica legislativa prevazute de legislatia n vigoare.
Procedura de lucru aleasa pentru elaborarea textelor este urmatoarea: propunerea structurii textului,
adica identificarea principalelor aspecte din practica farmaceutica care se propun pentru legiferare
in cadrul codului, analiza critica a textului legislativ existent si elaborarea, in cazul identificarii
unor aspecte perfectibile, a unor texte de lege noi.

Pentru medicamentul fabricat industrial s-a analizat legislatia in vigoare si s-au identificat
deficiente ca: lipsa de precizie a textului dispozitiilor, lipsa de exigenta a unor prevederi,
supraincarcarea textului legii cu norme care pot fi reglementate administrativ, lipsa de coerenta,
prevederi excesive, care depasesc prevederile directivelor europene, lipsa de concordanta cu alte
legi, lipsa legiferarii unor aspecte importante din activitatea de farmacovigilenta, publicitate,
preturi, clasificarea medicamentelor; se propun dispozitii pentru imbunatatirea textului legii.

Se propune o noua viziune a constructiei legii privind eliberarea medicamentului, care porneste de
la principiul respectarii drepturilor pacientului.

La sectiunea “Réspunderi si sanctiuni” se constatd deficiente ale legilor in vigoare, in ceea ce
priveste incadrarea gresita a raspunderii pentru unele fapte care incalca conditiile stabilite de lege
la circulatia medicamentului. Se propune extinderea cazurilor de raspundere penala.

In cadrul conditiilor generale ale proiectului de cod, privitor la exercitarea profesiei de farmacist
este propusd definirea profesiei,procedura de inscriere ca membru a farmacistului. Se propune
modificarea componentei Consiliului National al Colegiului Farmacistilor din Romania, se elimina
din textul propus articolul referitor la rolul si atributiile autoritatii de stat.

Se propune, in capitolul 8, legiferarea activitatii de supraveghere prin propunerea de infiintare a
Inspectiei de Farmacie. Se porneste de la principiile de drept administrativ in functionarea
administratiei publice si a functionarilor publici. Se pune accentul pe descentralizarea acestei
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10.
11.
12.
13.

14.

15.

16.

17.

18.

19.

activitati, in scopul cresterii eficientei acesteia. Se prevede un capitol special dedicat farmacistului
inspector: principii in desfagurarea activitatii, conditii de acces la aceastd functie publica. Se
prevede pentru prima datd desfasurarea activitatii de inspectie in conformitate cu reguli de buna
practica, adoptate printr-un act normativ.

14. Rezultatul activitatii de cercetare este codul farmaceutic, care se propune ca model de sistematizare

a legislatiei farmaceutice. El cuprinde trei titluri si 229 articole de lege.
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Introduction

The purpose of this paper is to come up with a codification draft for the Pharmaceutical law in
Romania. Our goals are to initiate the modernization of Pharmaceutical legislation in Romania,
promote unified research of the entire legislation which would result in a codification model, an easy to
use tool for the interested lawmaker, as well as a solid basis for future research in the field.

The following activities must be performed in order to achieve this codification: the research of
Romanian legislation by comparison with European laws and other specialized national legislations in
the European Union, as well as from a historical perspective; the identification of laws which can be
introduced in the code, their logical and chronological sequence; the elaboration of a clear and coherent
code.

PART I: THE CURRENT STAGE OF KNOWLEDGE

1. Law Concepts Applicable to the Pharmaceutical Field
1.1 The Legal Science Methods of Researching Pharmaceutical Law

Each science or branch of knowledge, such as pharmaceutical legislation, can be discovered,
analyzed, investigated, or known through procedures and means collectively known as methods. These
are intellectual operations and approaches through which the knowledge of issues can be deepened,
synthesized or broadened (1). Legal science research cannot be performed through a single method.
Whatever method is chosen, other methods will become necessary, in accordance with the special
purpose of the researcher. In the research of pharmaceutical legislation, the following legal methods are
applicable: the logical method, the comparative method, the historical method, the sociological method,
and the prospective method.
1.2 The Technique of Legal Documents Systematization
Systematization is a superior activity in the field of the elaboration of legal documents. Systematization
in itself is subject to the provisions of a law regarding the regulations of legislative technique.
Legislative systematization can be: the incorporation (sequencing of legal documents in accordance
with certain criteria) and codification, the latter being a superior form of incorporation systematization.
The latter incorporates in one single document (a regulation) all the legal regulations of a branch, in a
unified, complete and comprehensive manner. In terms of legal force, a code has the same application
as a law, but it is more than an ordinary law; it is a special, unique legislative document with a unique
organization and structure, in which the legal regulations are sequenced in a well-thought logic.(1)

PART Il: PERSONAL RESEARCH

The Starting Hypothesis
2. Issues of the Romanian Pharmaceutical Legislation
2.1. The Practical Application of Pharmaceutical Legislation in Romania

In certain situations similar to the ones described below, pharmacists encounter practical
problems related to the implementation of pharmaceutical legislation:
1. The requirements of Law no. 339/2004 (2) regarding the status of narcotic drugs and the status of
drugs containing codeine in combination with other active ingredients were not followed by similar
requirements in the provisions issued by the Minister of Health during 2004-2008 (3,4) or in the
Official Nomenclature of Drugs published on the website of the National Medicines Agency (5), which
provides that these drugs may be sold over-the-counter, despite the fact that methodological regulations
for their implementation provide otherwise (6).
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2. The patient has the right to receive a quality product and be correctly advised by the pharmacist
about the individual issues related to the use of a drug (7). Compliance with the right of patient to be
counseled is not specifically provided for in the law regarding the rights of the patient and is not
quantified in the Romanian legislation regulating the occupation of pharmacist, despite the fact that
Resolution ResAp(2001)2 of the European Council made recommendations to this effect to the national
authorities. Due to the lack of legal provisions, it is difficult to establish the pharmacist’s practical
liability regarding the provision of professional advice.
3. Good Pharmaceutical Practices (9) have been implemented in 2004 by order of the Minister of
Health, which regulate the professional activities of pharmacists. However, the law had provided no
sanctions for the failure to comply with these practices until 2008; as of 2008, there are two parallel
provisions in different laws applicable to this field.
4. Law no. 266 regarding pharmacies was adopted in 2008. The law contains contradictory provisions
regarding the authorization process for community pharmacies and criminal offences.(10)
2.2. The Stage of Law Implementation in the Pharmaceutical Field

Law no. 266 regarding pharmacies, an ordinary law which is not part of the Healthcare Law,
failed to regulate hospital pharmacies. The setup, scope, and hierarchical organization of pharmacy
inspections are not regulated in a unified single legal document in Romania. The rights of the pharmacy
patient are not specified in Law no. 46/2003 regarding the rights of the patient; this branch of the
pharmaceutical field is not covered in the legislation.(11)
2.3. The Legislative Complexity of the Pharmaceutical Field

Law no. 95/2006 regarding the Healthcare Reform includes certain laws regarding
pharmaceutical activities, namely Title XVII, titled “Drugs” and Title XIV, titled “The Occupation of
Pharmacist. The Organization and Activities of the College of Pharmacists of Romania” (12). During
2006-2008, Law no. 95/2006 was subject to many amendments and additions aiming to improve the
text and continuously harmonize it with the provisions of EU legislation in the field (13,14). Certain
laws which are in force have not been included in this sequence, such as the Law regarding pharmacies
and drugstores (10), the Law regarding the occupation of medical assistant, which includes the
occupation of pharmaceutical assistant (15), the Law regarding the rights of the patient, and the
legislation dealing with drugs which have special status. The different laws contain similarities,
repetitions and contradictory provisions.

Materials and Methods

3. The Pharmaceutical Legislation and the Methods of Legal Science

3.1. Materials

Romanian Legislation In Force

The main working materials of this field which can be used for research are as follows:

1. Law no. 266/2008 regarding pharmacies;

2. Emergency Ordinance no. 144/2008 regarding the occupation of general medical assistant, the
occupation of midwife, and the occupation of medical assistant, as well as the organization and
activities of the Order of General Medical Assistants, Midwives and Medical Assistants in
Romania;

Law no. 95/2006 regarding the healthcare reform, with amendments and additions;

4. Order of the Minister of Health no. 74/2009 for the amendment and additions to Order of the
Minister of Public Health no. 1.803/2008 regarding price fixing for under-the-counter human
usage drugs for insured persons with or without personal health insurance contributions, as well
as for patients included in national health programs included in the health insurance system;

5. Order of the Minister of Health no. 924/2005 regarding the amendment of Order of the Minister
of Health and Family no. 612/2002 for the approval of the Rules of price calculation for human
usage drugs (repealed);

w
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6. Order of the Minister of Health no. 612/2002 for the approval of Rules of price calculation for
human usage drugs (repealed);

7. Order of the Minister of Health no. 580/2002 for the approval of the Regulation regarding the
supervision activities of human usage drugs (repealed).

Legislation covering other fields is also used as working material:

1. 1Law no. 7/2004 regarding the Code of Conduct of Public Servants;

2. Law no. 24/2000 regarding the rules of legislative technique for the elaboration of legal
documents;

3. Law no. 188/1999 regarding the Status of Public Servants;

4. Romania’s Criminal Code.

European Documents
The following materials are used:
1. Directive 2005/36/EC of the European Parliament and the Council regarding the recognition of
professional qualifications;
2. Directive 83/2001/EC of the European Parliament and the Council establishing a community
code for the human usage drugs, with amendments and additions included in Directive
2004/24/EC and Directive 2004/27/EC;
3. Recommendation Rec(2006)7 of the Committee of Ministers of the Member States for the
management of patient safety;
4. Resolution ResAP(2001)2 of the Council regarding the role of pharmacists in the field of health
security;
5. The European Pharmacy Charter
National Pharmaceutical Legislation
French legislation was used as an analysis and comparison model due to the international
recognition of its performances; the French Public Health Code is easily accessible online.(16) The
Polish pharmaceutical legislation is published in a unified manner in English.(17) Moreover, Poland’s
historical post-communist past is similar to Romania’s.
The following were used:
1. The online edition of the French Public Health Code, available on the website of the French
Government;
2. The Polish Pharmaceutical Law, available on the website of the Polish General Pharmaceutical
Inspectorate.
3.2. The Legal Science Methods of Researching Pharmaceutical Law
The first books in the field of pharmaceutical legislation in recent history were published in 2001 and
2007. Their author, Professor PhD Ofelia Crisan, showed for the first time that the same methods that
are used in legal sciences are applicable to the research of pharmaceutical legislation (7,18) “Through
its content, pharmaceutical legislation belongs to the science of law, and through its destination it
belongs to the pharmaceutical science” is a quote by this author, from her book “The Occupation of
Pharmacist — Legislative Issues”. The methods used in legal research have been briefly presented
above.
3.3. Methodology Implementation in the Research of Pharmaceutical Law
This research aims to improve the existing pharmaceutical legislation in force through the elaboration
of a model for a pharmaceutical legislative code. For this purpose, we established the following
working stages:
Establishing a structural scheme for the codification of pharmaceutical legislation.

The legislative provisions in the pharmaceutical field can be logically sequenced based on the
basics of pharmaceutical activity, namely the following triad: the pharmacist, the drug and its
circulation, and the patient.
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Working procedures for the elaboration of the model of legislative code

The following working procedure was established: a proposal for the structure of the text to be
used for the legislative regulation of a field of activity based on the research of the existing legislation
in that field; the analysis of the existing legislative documents; the elaboration of the
pharmaceutical code.

Results and Discussion
Chapter 4: Drugs
4.1. Definitions

We propose the logical sequencing of the definitions of the terms used in the law, the
elimination of repetitions, the clarification of the definitions of certain terms, the merger of definitions
included in different chapters of the law in force in the single proposed document, and the addition of
definitions, such as the definition of biological drugs, of the national procedure for the authorization of
drugs, of pharmacovigilance, and of wholesale distribution.
5. Industrially Manufactured Drugs
The Marketing Authorization
The following issues were identified during the analysis of Law no. 95/2006 regarding the marketing
authorization through a national procedure: a lack of logical sequence in the text, sentences obtained
through a literal translation of the Directive which apply to general, non-specific situations, a lack of
regulation for situations provided for in the additions to the European Directive regarding drugs, a lack
of clarity, no requirements for certain fields, such as the obligation of the National Medicines Agency
to perform inspections at the headquarters of applicants for the marketing authorizations or to increase
the responsibilities of the latter to insure a continuous marketing.
The Classification of Drugs

Article 780 of the law in force, Law no. 95/2006, has the following problems and gaps, for

which new provisions were made in the code:

e the pharmacies which can issue special or restrictive prescription drugs and the individual

responsible for the issue thereof;

e the term “renew” is not fit in the context because it suggests that a new prescription was made,

then renewed, after which it is kept by the pharmacy or not, depending on the situation;

e the term “restrictive prescription” is not explained,

e there are no provisions for exceptions to compliance with the drugs classification.

There are special situations in pharmaceutical practice when prescription drugs may be issued over
the counter by exemption from this rule, which are provided for in the Deontological Code of the
Pharmacist.(20,21)

The Manufacture and Importation of Drugs

Although the title of the chapter in question is “Manufacturing and Importation”, the text only covers
the manufacturing and importation of drugs from third countries. However, drugs are also imported
from Member States of the European Union, as provided for in the Order of the Minister of Health no.
918/2006 (22). The code proposes the term “manufacturing/importation authorization”, which is
officially defined at this time by an administrative regulation (23). There are several issues in the
existing law, related to: literal translations which lead to non-specific and imprecise provisions, a lack
of coherence with the implementation regulation related to the status of the manufacturing
authorization holder as a legal or natural person. We proposed improvements through mergers of the
text, clarifications, and specific provisions. We also propose a new Article of the Pharmaceutical Code,
which would cover the manufacturer’s obligation to notify the National Medicines Agency at least six
months before deciding to suspend or cease the manufacture/importation of any drug for which there
are no current alternatives on the market, and at least two months before in the case of drugs for which
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there are current alternatives on the market, for the benefit of patients. We also propose the elimination
of the excessive provision of the Romanian law regarding the issue and termination of the certification
of qualified manufacturers.

Publicity

We also included a paragraph regarding the interdiction of publicity for therapeutic indications for
certain serious conditions, adopted from Directive 83/2001/EC,(24) which is not provided for in the
Romanian legislation. Article 804(1) of the law in force, which describes the competence and needs for
updates of the professional training of medical representatives is not precise enough, because it can
allow persons without medical training to act as a medical representative, an occupation which entails
high professional knowledge in the field and compliance with the medical ethics (accuracy of
presentation and of the existing side effects). This is why we propose that the medical representatives
have certain qualifications in the field of medical or pharmaceutical specific knowledge.

Offering or accepting advantages of any nature in order to prescribe or distribute any drug is forbidden
by the existing legislation. The internal regulations of professional associations in the field of
healthcare make similar provisions. Thus, the Deontological Code of the Pharmacist provides that “the
pharmacist shall abstain from making any agreement of a material or another nature which may result
in a breach of the patient’s rights” (20) and the Deontological Code of the Doctor of Medicine
provides that: “Doctors of medicine are not allowed to advertise any drugs or medical goods” and that
“The agreement between two doctors of medicine, between a doctor of medicine and a pharmacist, or
between a doctor of medicine and auxiliary staff for the purpose of obtaining material advantages is
against the ethics of this profession” (24). We propose provisions regarding the assurance of
transparency in the field of drug advertising.

The Pharmacovigilance

We included in the proposal for the code a definition of pharmacovigilance and the first-time definition
of goals and activities used to assure it. Regulation no. 19/2006, issued for the implementation of
Directive 83/2001/EC, provides that Romania must have a national pharmacovigilance system
coordinated by the National Medicines Agency as the National Pharmacovigilance Center.(26) The
latter must collaborate with the medical practitioners through its territorial inspection units (27). We
propose the enlargement of the national pharmacovigilance system by: County Pharmacovigilance
Centers; medical practitioners with responsibilities related to the prescription, issue or usage of drugs.

The Pricing of Drugs

Up until now, VAT for drugs was not established based on any scientific method or assessment
of the activities which involve VAT in Romania. In the last 10 years, pharmacy VAT has decreased by
approximately 35%, while wholesale VAT has increased by approximately 50%. ( 28,29,30).
Pharmacists have proposed criteria for the assessment of services for patients, among which the patient
counseling file, which would include all the activities performed by the pharmacist when issuing drugs
for a patient. (31) We propose a framework for a new approach to the pricing of drugs by including
pharmaceutical services in the overall charge.

Wholesale Distribution

In June 2008, wholesale and retail distribution became the responsibility of the National
Medicines Agency. Until then, pharmacies and drugstores were authorized by the Ministry of Public
Health, in accordance with Order no. 626/2001 of the Minister of Health, with amendments, issued for
the implementation of Emergency Ordinance 152/1999 (32,33). However, “Secondary legislation
elaborated based on the Government’s Emergency Ordinance no. 152/1999, approved with
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amendments and additions by Law no. 336/2002, with amendments and additions, remains in force to
the extent that it does not breach this Title.”’(12). In other words, Order no. 626/2001 was repealed.
Nevertheless, in practice, the Ministry of Public Health continued to authorize the pharmacies in
Romania until Law no. 266/2008 entered into force in January 2009. The Law also provides for the
abrogation of Order no. 626/2001, thus leading to the fact that the Order was repealed twice, at
different times.

4.3 Pharmacy Prepared Drugs

We included in the proposed document, in the chapter “Drugs”, a subchapter on pharmacy
prepared drugs, which are regulated only administratively (34). We propose provisions for the
preparation of drugs in pharmacies solely from substances whose quality was officially certified along
with the elaboration of the Nomenclature of Officinal Products.
4.4 Prescription Drugs — The Pharmacy

Several law proposals were elaborated, submitted and proposed. The latest such proposal was
elaborated by the Cluj branch of The College of Pharmacists of Romania, as part of the “Partnership
with the Civil Society” project financed by the Chamber of Representatives. The Parliamentary
initiative of 2005 was not finalized (36) in the first three years of this Parliament’s legislature (2004-
2008) and it was also subjected to public debate, of which the best-known (and most prominent in the
media) took place in 2005 (37).
Over time, two trends have emerged in the approach to these issues of a potential legal regulation.
These are: the generically named “ethical model” and the generically named “mercantile model”. Both
trends were identified and discussed by European pharmacists (38). The goal of legally regulating
pharmaceutical issues must take into account the following principles: assuring non-discriminatory
access to drugs for patients (through assuring that patients can have access to drugs in good time, that
the quality of the drugs is adequate, and that the prices are reasonable) and assuring a high level of
safety for the patient in regards to the correct and rational use of drugs (high standards of
pharmaceutical services, continuous supervision of the patient’s correct use of the drugs) (39).
The introduction of all activities specific to pharmacies in a list containing “pharmaceutical assistance”
in Law no. 266/2008, is a legislative progress from the previous legislation and also from the French
and Polish legislation in the field. The lawmakers included the issue of veterinary drugs in the
pharmaceutical assistance, which is obviously unrelated to human usage drugs and does not comply
with Law no. 160/1998, published with amendments and additions (40), which states that the issue of
veterinary drugs is exclusively the responsibility of veterinary doctors, as part of their unrestricted
practice. The new part of our proposal is that the rights of the patient related to the pharmaceutical
assistance are defined in a separate section. This is the main theme of the Pharmacy Law, in the “Rights
of the Patient in Pharmaceutical Assistance” section:

The following Article must be introduced in the Code:

“Article 126. - (1) To protect the right of the patient to the quality of pharmaceutical assistance, the
specialized personnel of the pharmacy must provide information and counseling services for both
the issue of drugs and other healthcare products and other cases, at the patient’s request.
(2) The provision of services provided for under Paragraph (1) is a public interest obligation, which
must be quantified and paid accordingly.
(3) The list of pharmaceutical services and their price is established by Order of the Minister of
Public Health.
(4) The pay system for the pharmacy’s specialized personnel must be established in accordance with
the professional services provided to the patients and not in accordance with the volume of sales.”
4.5 Liability and Sanctions

There are several similarities, repetitions, contradictory provisions, and wrong classifications in
the sections of Law no. 95/2006 and Law no. 266/2008 dealing with sanctions. We propose the
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extension of the sphere of criminal offences that can be established by pharmaceutical inspectors to
offences such as: the participation of unqualified personnel to activities which are legally the
responsibility of the pharmacist or the pharmaceutical assistant, non-compliance with the decision of
the National Medicines Agency to modify or withdraw advertisements for drugs or to banish
advertisements for drugs without a marketing authorization, impending the inspection, and use of the
official status of the pharmacy by other entities.

Chapter 5: The Occupation of Pharmacist

5.1. The Occupation of Pharmacist
We propose the inclusion of the definition of pharmacist in the code. The following issues can

be found when listing the complementary activities of the pharmacist: the collaboration with the doctor
of medicine in order to establish and monitor treatment; pharmacovigilance, a system of actions which
must be performed by all professionals involved in the healthcare system as a professional
responsibility and not as complementary activities; healthcare management is not a field in which the
pharmacist performs its occupation in accordance with its definition. Article 559(2) of Law no. 95/2006
regarding the text of the oath was not included in the pharmaceutical code because the professional
oath which is traditionally taken by medical practitioners is usually taken when graduating from
medical school and has a moral importance.
5.2. The Professional Organization: The College of Pharmacists of Romania

In accordance with existing legislation, the membership certificate issued by The College of
Pharmacists of Romania is an authorization which allows one to perform the occupation of pharmacist;
it does not represent membership in a professional organization and there is no provision related to the
membership procedure for the College of Pharmacists. This procedure must be regulated and related
issues can be improved in our proposed pharmaceutical code. The following issues have been identified
as requiring improvements in the existing legislation: there is no provision related to compliance with
the democratic criterion for the organization of the College; general meetings requiring a majority must
be organized, quorum is difficult to achieve; the organization of the National Council is unfit and
abusive, because it includes pharmacists who are representing different Ministries and the Ministry of
Health. The very members of the College of Pharmacists should be the only ones maintaining control
over the representative structure thereof. The provisions of Articles 630-633 of CHAPTER IV The
Role, Responsibilities, and Rights of the State Authority were not included in the code, because we
consider that state intervention in the organization and activities of the College of Pharmacists is an
abusive measure.
5.3. Liability and Sanctions

The Law does not include all the situations when the offense of performing the occupation of
pharmacist illegally is committed. Besides meaning that the occupation of pharmacist is performed by
an individual who does not hold a degree in pharmacy, in accordance with the Criminal Code, it also
means that (41): the occupation of pharmacist is performed by an individual with a degree in pharmacy
who is not a member of the College of Pharmacists; the occupation of pharmacist is performed by an
individual whose right to practice has been suspended, for the duration of the suspension; the
occupation of pharmacist is performed in a pharmacy that has not received proper authorization.

Chapter 6: Supervision and Control — The General Pharmaceutical Inspectorate

We propose that a legal document be elaborated which would contain details on the setup,
responsibilities and hierarchical organization of The General Pharmaceutical Inspectorate. We propose
that The General Pharmaceutical Inspectorate performs its activities in accordance with principles
which are specific to administrative law: the principle of decentralization, the principle of subsidiarity,
the principle of prevention, the principle of cooperation, the principle of permanence, and the principle
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of continuity. (42) Provisions related to the correct size of this service should be included in the code in
order to cover the onsite supervision activities:

A special section of this Title deals with the Pharmaceutical Inspector. In accordance with existing
legislation, the Pharmaceutical Inspector is a public servant. (43). The principles according to which
the Inspector’s activity is regulated are similar to the good practice regulations for public authorities
and other principles provided for in Law no. 7/2004, which was used as a model for the establishment
of principles outlining the Pharmaceutical Inspector’s activity.(44).

Chapter 7. The Structure of the Pharmaceutical Code (A Draft)

The structure of the code was established first, in accordance with the fields making up the
pharmaceutical activities: the drug circulation, the performance of the pharmaceutical occupation,
supervision (45). The result of our research, the draft of the pharmaceutical code, look as follows:
1TITLE I: DRUGS

0 CHAPTER I: CONCEPTUAL DELIMITATIONS (1 Article)
o CHAPTER II: SCOPE (3 Articles)
0 CHAPTER IlI: Industrially Manufactured Drugs
a) Section I: Marketing Authorization — General Conditions Procedures Obligations of the
Authorization Holder The Mutual Recognition Procedure and the Decentralized
Procedure Special Provisions Applicable to Homeopathic Drugs Special Provisions
Applicable to Drugs Made of Medicinal Plants with Traditional Usage (30 Articles);
b) Section II: Drugs Classification (6 Articles);
c) Section IlI: Manufacturing and Importation: The Responsibilities of the National
Medicines Agency, the Obligations of the Authorization Holder, the Attributions of the
Qualified Person (11 Articles);
d) Section IV: Publicity and Information (12 Articles);
e) Section V: The Pharmacovigilance (10 Articles);
f) Section VI: Pricing (5 Articles);
g) Section VII: Wholesale Distribution of Drugs (14 Articles);
0 CHAPTER IV: The Preparation of Drugs in the Pharmacy (5 Articles);
0 CHAPTER V: Issuing Drugs
a) Section I: The Pharmacy: Definition of the Pharmacy, The Patient’s Rights in the
Pharmaceutical Assistance, The Setup, Organization, and Activities of the Pharmacy,
The Pharmacy Staff, The Community Pharmacy, The Hospital Pharmacy (31 Articles);
b) Section Il: The Drugstore (13 Articles);
c) Section Ill: The Social Pharmacy (2 Articles)
CHAPTER VI: Elimination of Drugs (3 Articles)
o0 CHAPTER VII: Liability and Sanctions (11 Articles)
2. TITLE II: The Performance of the Occupation of Pharmacist
0 CHAPTER I. The Performance of the Occupation of Pharmacist
a) Section I: General Provisions (8 Articles)
b) Section 2. Interdictions, Incompatibilities and Control (4 Articles)
0 CHAPTER Il The College of Pharmacists of Romania
a) Section 1. General Provisions (2 Articles)
b) Section 2. Becoming a Member of The College of Pharmacists of Romania (3
Acrticles)
c) Section 3. The Rights and Obligations of Members (2 Articles)
d) Section a 4. Organization and Activities (16 Articles)
e) Section 5. Procedures and Sanctions (4 Articles)
o CHAPTER IlI: The Performance of the Occupation of Pharmaceutical Assistant (3
Acrticles)
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3. TITLE HI: Supervision and Control

o0 CHAPTER I: The Pharmaceutical Inspectorate — General Provisions (3 Articles)

o0 CHAPTER Il. The Organization and Responsibilities of The General Pharmaceutical
Inspectorate (7 Articles)

0 CHAPTER III: The Pharmacy Inspector (9 Articles)

Conclusions:

1.

10.

11.

The purpose of the research we performed in our PhD thesis was to systematize the
pharmaceutical legislation of Romania in a code which can become a model for a future
Healthcare Code of Romania.

The methods used in legal research apply to pharmaceutical legislation research: the logical
method, the comparative method, the historical method, the sociological method, the
prospective method, etc.

The law elaboration process in Romania must comply with the legislative technique rules
provided for in the existing legislation, even for the most complex stages of the process.
Pharmaceutical practice is encountering certain challenges related to legislative issues such as:
differences between certain legal documents and regulations in force, contradictions between
different legal documents, and gaps in legal provisions related to the establishment of standards
for specialized activities.

Certain issues have not yet been legally regulated, such as the organization of a unified
pharmacy inspection, the establishment of the patient’s rights, or the setup and organization of
hospital pharmacies.

We used the Romanian pharmaceutical legislation as the basis of our research and the
elaboration of the pharmaceutical code; as basis for comparison and in order to analyze the
harmonization of Romanian and EU legal documents, we used European Directives from the
field of pharmaceutical law. We also used the national legislations of two European countries,
France and Poland, as basis for comparison. The latter can be used as models for the elaboration
of the code.

The work methods used in the research of pharmaceutical legislation are the methods specific to
the research of the legal field: the logical method, the comparative method, the historical
method, the sociological method, and the prospective method. In order to elaborate the
pharmaceutical code model, we used the legal regulation principles and the legislative
technique rules provided for in the existing legislation in force.

The working procedure that we chose for the elaboration of the model is as follows: proposing a
text structure, namely identifying the main issues of pharmaceutical practice which shall be
regulated by the code; a critical analysis of the existing legislation; and the elaboration of new
legal documents, if points of improvement are identified in the prior step.

For the industrially manufactured drugs, we analyzed the existing legislation in force and
identified issues such as: a lack of precision in the legal documents, a lack of specific
requirements, the arbitrary inclusion of rules that can be regulated administratively in the legal
documents, a lack of coherence, excessive provisions that impose requirements not included in
the EU Directives, a lack of concordance with the other existing legal documents, the fact that
important issues related to pharmacovigilance, publicity, pricing, and drug classification are not
regulated; we have suggested improvements of the existing law.

We propose a new vision of the law regulating the issue of drugs, based on the principle of
compliance with the patient’s rights.

We have identified issues in the existing legislation under the section “Liability and Sanctions”,
mainly related to the wrong inclusion of liability for breaches of the law in the field of drug
circulation. We propose that criminal liability be extended.
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12. We propose that the definition of the profession and the procedure to become a member of the
College of Pharmacists be included in the general provisions of the code. We propose that the
membership of The College of Pharmacists of Romania be changed so that the Article related to
the role and responsibilities of the State Authority is excluded from the code.

13. In Chapter 8, we propose that supervision activities be legally regulated through the setup of the
Pharmacy Inspectorate, based on the principles of administrative law for the activities of public
administration and public servants. We have focused on the decentralization of this activity, in
order to increase its efficiency. We have provided for a special chapter on the Pharmacy
Inspector: the principles of the Inspector’s activity and the access requirements for this public
position. We have proposed for the first time that the Pharmacy Inspection take place in
accordance with rules of good practice, adopted through a legal document.

14. The result of our research is the pharmaceutical code, a systematization tool for the
pharmaceutical legislation. The Code is made up of three Titles and 229 Articles.
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