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1. DATE DE IDENTIFICARE A TITULARULUI DIPLOMEI
INFORMATION IDENTIFYING THE HOLDER OF THE DIPLOMA

Numele de familie din certificatul de nastere Nume de familie dupa casatorie (daca este cazul)
Family name(s) of the birth certificate Family name(s) (after marriage) (if applicable)

I.la | | 1.1b | |
Initiala (initialele) prenumelui (prenumelor) tatilui / mamei Prenumele
Initial(s) of father's / mother's first name(s) First name(s)

12a | | 12b | |
Data nasterii (anul/luna/ziua) Locul nasterii(Localitatea, judetul / sectorul, Tara)
Date of birth (vear/month/day) Place of birth

s | [ ] b | |
Numar matricol Codul numeric personal (CNP) Anul inmatricularii
Student enrolment number Personal identification number Year of enrolment

1.4 | | 1.5 |

2. INFORMATII PRIVIND CALIFICAREA
INFORMATION IDENTIFYING THE QUALIFICATION

Denumirea calificarii si titlul acordat
Name of qualification and title awarded

SPECIALIST IN FARMACOVIGILENTA, MASTER
2.1
PHARMACOVIGILANCE SPECIALIST, MASTER
Domeniul de studii Programul de studii
Field of study Programme of study
294 FARMACIE 29h FARMACOVIGILENTA: MONITORIZAREA SIGURANTEI MEDICAMENTELOR
' PHARMACY ’ PHARMACOVIGILANCE: MONITORING DRUG SAFETY
Numele si statutul institutiei de invatamant superior care Facultatea care organizeaza examenul de finalizare a
elibereaza diploma (in limba roména) studiilor(in limba romana)
Name and status of awarding institution Faculty administering the final examination
UNIVERSITATEA DE MEDICINA SI FARMACIE "TULIU
2.3a | HATIEGANU" DIN CLUJ-NAPOCAS 23b FACULTATEA DE FARMACIE
’ ’ FACULTY OF PHARMACY
universitate de stat acreditata / accredited state university
Numele si statutul institutiei de invatamant superior care a asigurat
scolarizarea (dac diferd de 2.3a, in limba roméand) Facultatea care a asigurat scolarizarea (daca difera de 2.3b)
Name and status of institution administering studies (if different from Faculty administering studies (if different from 2.3b)
2.3a)
24a | - 24b | -
Limba (limbile) de studiu / examinare
Language(s) of instruction / examination
,5 | ROMANA
' ROMANIAN




3.1

3.3

3. INFORMATII PRIVIND NIVELUL CALIFICARII
INFORMATION ON THE LEVEL OF THE QUALIFICATION
Nivelul calificarii Durata oficiald a programului de studii si numarul de credite de studii

Level of qualification transferabile (conform ECTS/SECT)
Official length of the programme of study and number of ECTS/SECT credits

MASTER; 7 EQF/CEC 32 2 semestre; 60 credite ECTS/SECT
MASTER DEGREE; 7 EQF/CEC ’ 2 semesters; 60 ECTS/SECT credits

Conditiile de admitere
Admission requirement(s)

DIPLOMA DE LICENTA+EXAMEN DE ADMITERE
LICENSE DIPLOMA+ ADMISSION EXAMINATION

4.1

4.2

4. INFORMATII PRIVIND CURRICULUMUL SI REZULTATELE OBTINUTE
INFORMATION ON THE CURRICULUM AND RESULTS GAINED

Forma de invatamant
Mode of study

CU FRECVENTA
FULL-TIME STUDY

Competentele asigurate prin programul de studii
Learning outcomes of the study programme

Competente de specialitate:

- Detectarea reactiilor adverse si a interactiunilor medicamentoase cu semnificatie clinica in practica medicald/ farmaceutica

- Evaluarea si raportarea reactiilor adverse / a Rapoartelor Individuale de Caz privind Siguranta

- Evaluarea problemelor de siguranta ale medicamentului in contextul profilului farmacocinetic si farmacodinamic al acestuia

- Comunicarea unor potentiale probleme de siguranta

- Evaluarea raportului beneficiu-risc pentru produsele medicamentoase existente pe piata

- Aplicarea reglementarilor legislative in domeniul farmacovigilentei de la nivel national si european si a prevederilor Ghidurilor de Buna Practica de
Farmacovigilenta

- Realizarea si managementul activitatilor de farmacovigilentd in cadrul unui Detindtor de Autorizatie de Punere pe Piata sau al unei autoritati
competente

- Asigurarea calitatii in cadrul unui sistem de farmacovigilenta al unui Detinator de Autorizatie de Punere pe Piata sau al unei autoritati competente

- Expertiza 1n functionarea sistemului european de farmacovigilenta

- Analiza, interpretarea si aplicarea metodelor de cercetare in cadrul studiilor clinice si farmacoepidemiologice

Competente transversale:

- Elaborarea si sustinerea de proiecte pe o tema data, individual si n echipd, in vederea evaludrii si rezolvarii unor probleme concrete in domeniul
farmacovigilentei

- Indeplinirea in mod riguros, eficient, responsabil si la termen a sarcinilor profesionale; identificarea realistd a obiectivelor care trebuie indeplinite, a
resurselor disponibile, a etapelor si timpilor de lucru, precum si a termenelor de realizare i a riscurilor aferente

- Elaborarea, tehnoredactarea si sustinerea in limba romana sau intr-o limba de circulatie internationala de proiecte si lucrari de specialitate pe teme
actuale in domeniu, utilizand diverse surse si instrumente electronice de informare si documentare

- Exercitarea rolurilor specifice de farmacovigilenta in echipa medicala si in relatie cu autoritatile competente in domeniu

Professional skills:

- Detection of adverse reactions and of clinical significant drug interactions in medical / pharmaceutical practice

- Evaluation and reporting of adverse reactions / Individual Safety Case Reports

- Evaluation of drug safety in the context of its pharmacokinetic and pharmacodynamic profile

- Communication of potential safety issues

- Evaluation of the benefit-risk ratio for existing medicinal products on the market

- Enforcing regulatory requirements in the field of pharmacovigilance at national and European level and the Good PharmacoVigilance Practice
(GVP) Guidelines

- Performing and managing pharmacovigilance activities within a Marketing Authorization Holder or within a Competent Authority

- Quality assurance in a pharmacovigilance system of a Marketing Authorization Holder or Competent Authority

- Expertise on European Pharmacovigilance System

- Analysis, interpretation and application of reserach methods in clincal and pharmacoepidemiological studies

Transversal skills:

- Develop and defend projects on a given subject of interest, individually or working in a team, in order to assess and address specific issues in the
field of pharmacovigilance

- Accomplishment of professional duties thoroughly, efficiently, responsibly and on schedule; realistic identification of the objectives to be achieved, o,
theavailable resources, of the milestones and working time, as well as of the deadlines and the risks

- Design and presentation of research projects and papers in Romanian language or in an international language, using various sources and
electronic tools for information and documentation

- Performance of pharmacovigilance specific roles within a medical team and in relation with competent authorities




Detaliile programului absolvit, calificativele / notele / creditele ECTS/SECT obtinute
(conform Registrului matricol al facultatii, volumul nr. /
Programme details and the individual grades / marks /number of ECTS/SECT obtained

(according to Faculty/Department Student Records, volume no. / )
Total ore 2 Nr.
43 Nr. Denmlrea disciplinei Sem No. of hours Nota credlte‘
No | Subject Grade | No of
C | S L | P credits
IAn 1 (anul universitar 2021-2022)
st Year (academic year 2021-2022)
1 Evaluarea reactiilor adverse si a rapoartelor individuale de caz 1 14 0 28 0 5
Detection and Management of Adverse Drug Reactions
P Farmacodinamia si farmacocinetica medicamentului 1 28 0 0 0 5
Pharmacodynamics and Pharmacokinetics of Medicines
Patologic medicala. [atrogenoze
3 Pathology. latrogenic diseases 1 14 0 28 0 3
Reactii adverse. Aspecte clinice
4 Clinical Aspects of Adverse Drug Reactions 1 14 0 28 0 5
Siguranta medicamentelor in sarcina si alaptare
5 Medicines Safety in Pregnancy and Lactation 1 14 0 0 0 4
Sisteme de Farmacovigilenta si Managementul Riscului
6 Pharmacovigilance and Risk Management Systems 1 28 0 28 0 6
Elaborarea, sustinerea si promovarea lucrarii de disertatie *
7 Elaboration, support and promotion of the dissertation work 2 0 0 56 0 10
Etica si integritate academica
8 Ethics and Academic Integrity 2 14 0 0 0 4
9 IDnteraCUunl m-edlcamentoase 5 28 0 4 0 5
rug Interactions
Legislatie europeana privind farmacovigilenta
10 European Legislation In Pharmacovigilance 2 14 0 0 0 4
11 Metodologia cercetarii in farmacovigilenta si farmacoepidemiologie D) 14 0 28 0 4
Research Methodology in Pharmacovigilance and Pharmacoepidemiology
12 f)ractllcé de spgglalltate 5 0 0 118 0 4
ractical Training
Reactii adverse pe organe si sisteme
13 Adverse Drug Reactions by System Organ Classes 2 28 0 42 0 5
Supradozarile medicamentoase si farmacodependenta
14 Medicines Overdose and Addiction 2 14 0 0 0 4
P t dia; 4 *
romovat e medi: . Total credite/ Total ECTS/SECT credits:
Pass,average grade per academic year
Promovat: N ' ) . Total credite:
Pass: Media _arltme.tlca a anilor de studii: Total ECTS/SECT credits:
The arithmetic mean of the study years:
Sistemul de notare, si, daca sunt disponibile, informatii privind distributia statistic a notelor
Grading scheme and, if available, grade distribution guidance
Notarea unei discipline se face pe o scali de 1a 10 1a 1, notele acordate fiind numere intregi;
nota minima de promovare este 5, iar nota maxima este 10.
Media minimi de promovare a anilor de studii pentru promotia 2022
domeniul de studii FARMACIE
programul de studii/specializarea FARMACOVIGILENTA: MONITORIZAREA SIGURANTEI MEDICAMENTELOR,
este , iar media maxima este ,
44 titularul fiind clasat pe locul  dintr-un total de absolventi.
' Grades are integer numbers and are given on a scale from 10 (the highest grade) to 1 (the lowest grade);
The lowest passing grade is 5.
The passing overall average grades for the class of 2022
field of study PHARMACY,
study programme/specialization in PHARMACOVIGILANCE: MONITORING DRUG SAFETY
are: lowest average: (out of 10) and highest average: (out of 10).
The degree holder is ranked out of graduates.
3




5. INFORMATII SUPLIMENTARE
ADDITIONAL INFORMATION

Informatii suplimentare Alte surse pentru obtinerea mai multor informatii
Additional information Further information sources
400023 Cluj-Napoca str.Victor Babes nr.8
5.1 5.2 1 400023 Cluj-Napoca 8 Victor Babes St.
Tel./Fax: +40 264 597256/597257

www.umfcluj.ro

6. INFORMATII PRIVIND DREPTURILE CONFERITE DE CALIFICARE SI DE TITLU (daca este cazul)
INFORMATION ON THE FUNCTION OF THE QUALIFICATION AND DEGREE (if applicable)

Posibilitati de continuare a studiilor (dupa promovarea examenului de finalizare)
Acces to further study (after passing the final examination)

Studii universitare de doctorat
6.1 . .
Doctoral academic studies
Statutul profesional(daca este cazul)
Professional status(if applicable)
6.2 Dreptul de a ocupa posturi de studii superioare de master in sectorul de stat si privat.
' The holder of the master’s degree has the right to occupy position within the state and private sector.
7. LEGALITATEA SUPLIMENTULUI
CERTIFICATION OF THE SUPPLEMENT
Functia Semnatura Functia Semnatura
Position Signature Position Signature
Rector Secretar sef universitate
71 Rector 72 University Registrar
Decan Secretar sef facultate
73 Dean 74 Faculty Registrar
Nr. si data eliberarii 2 Stampila sau sigiliul oficial
No., dated. Official stamp or seal
............. [
Acest document contine un numir de 5 pagini. 7'
This document consists of 5 pages.
7.5 7.6 L.S.

1) Denumirea ministerului si a institutiei de nvatamant superior care a asigurat scolarizarea si care elibereaza suplimentul la diploma.
Name of ministry and institution administering studies and provided diploma supplement

2)Se completeaza de catre institutia de Tnvatamant superior care elibereaza diploma. Aceasta trebuie sa verifice legalitatea tuturor Tnscrisurilor de pe diploma si de pe suplimentul la diploma.

To be filled in by the awarding institution that must check the legality of all information provided in the diploma and the diploma supplement.

3)Se va mentiona numarul total de ore din care: numarul total de ore de curs (C); numarul total de ore de seminar (S); numarul total de ore de lucréri practice (LP);numérul total de ore de proiect (P); etc.
It shall be mentioned the total hours of which total hours for courses (C), seminars (S), practical courses (LP), projects (P).

4)Media anuala cu doua zecimale, fara rotunjire.
Average grade per academic year, with two decimals and without rounding off.

5)Media aritmetica a anilor de studii, cu doud zecimale, fara rotunijire.
The arithmetic mean of the study years with two decimals and without rounding off.

6)Se va completa de catre institutia care a asigurat scolarizarea titularului.
To be filled in by the institution administering studies.

Suplimentul la diploma se va redacta pe format A4 (fata verso), se va numerota si se va stampila pe fiecare pagina pe coltul din dreapta jos (L.S.), cu acelasi specimen de la 7.6.

Diploma supplement shall be printed on both sides of an A4 paper format and shall be numbered and stamped on each page on the right bottom corner (L.S.), with the same specimen from 7.6.

Punctul 4.3 Detalii privind programul absolvit (conform Registrului matricol al facultatii, volumul nr. .../...) va fi completat cu durata corespunzétoare programului de studii universitare de master sau cu durata profesiilor reglementate.
The point 4.3 Programme details and the individual grades/marks/ECTS/SECT credits obtained (according to Faculty Student Records, volume no. /) will be completed with the appropriate duration of university master's program or with
the duration of regulated professions

L.S.




8. INFORMATII PRIVIND SISTEMUL NATIONAL DE INVATAMANT
INFORMATION ON THE NATIONAL EDUCATION SYSTEM

* - baccalaureate entrance only
A age
3 Formare continud - Continuing Professional Training
— 32
[ 2% ; . . '
a0 Ciclul 111 — Studii universitare de doctorat
Phi studies
— 24/
25 Ciclul 11 = Studii universitare de masterat
Master studies
L 2%/ :
23 Ciclul I — Studii universitare de licenti 1":;‘;‘”‘“‘“'
Bachelor studies noouniversitss -
(*] {#) Posy secondary
anhaion
18/ T T ) ) T D
[ o1 i T -
19 | Invitaméntul secundar superior « Invilaméntul secundar supenor - Invitaméntul secundar supenor - Invaganintal
Upper secondary education Upper secondary education Upper secondary education p?;::ﬂ:;{
14/ {Creneral education) (Technical} M, o, thenbgieal, spors, pardagagical) afuetion
[ 15
invigamantul sccundar inferior (gimnazal) - Lower secondary education
1
11 Invatiméntul primar - Primary education
— 6
Educatia timpune (0 - 6 ani) - Early education (from 0 to 6 years)
L 0

EDUCATION SYSTEM IN ROMANIA

PREZENTARE GENERALA A SISTEMULUI NATIONAL DE INVATAMANT SUPERIOR
Overview of the national higher education system

Accesul in nvatamantul superior se bazeaza pe diploma de bacalaureat (obtinuta la sfarsitul invatamantului secundar superior), iar accesul la
programe de master se bazeaza pe diploma obtinuta dupa finalizarea studiilor de licenta (BA/BSc/BEng).
Access to higher education is based on the baccalaureate diploma (obtained at the end of upper secondary education), and access to master
programmes is based on the bachelor degree (BA / BSc / BEng).
Studiile universitare de licenta (BA/BSc/BEng) presupun 180 - 240 de puncte de credit, calculate in conformitate cu sistemul european de credite
transferabile (ECTS/SECT) si se finalizeaza prin nivelul 6 din cadrul european al calificarilor pentru invatare pe tot parcursul vietii (EQF/CEC).
Bachelor studies (BA / BSc / BEng) presuppose 180-240 credit points, calculated in accordance with the European Credit Transfer System
(ECTS/SECT), and ends with the level 6 from the European Qualifications Framework for lifelong learning (EQF/CEC).
Studiile universitare de master (MA/MSc/MENg) presupun 60 - 120 puncte de credit, calculate Tn conformitate cu sistemul european de credite
transferabile (ECTS/SECT) si se finalizeaza prin nivelul 7 din EQF/CEC.
Master studies (MA/MSc/MENQ) presuppose 60 - 120 credit points, calculated in accordance with the European Credit Transfer System
(ECTS/SECT), and ends with the level 7 EQF/CEC
Pentru profesii reglementate prin norme, recomandari sau bune practici europene, studiile universitare de licenta si masterat pot fi oferite
comasat,intr-un program unitar de studii universitare cu o durata cuprinsa intre 5 si 6 ani, la Tnvatamantul cu frecventa, diplomele obtinute fiind
echivalente diplomei de master (in urmatoarele domenii de studiu: Medicina - 360 de ECTS/SECT, Medicina dentara - 360 de ECTS/SECT,
Farmacie - 300 ECTS/SECT, Medicina Veterinara - 360 ECTS/SECT, Arhitectura - 360 ECTS/SECT, Arhitectura de interior - 300 ECTS/SECT,
Design de produs - 300 ECTS/SECT).
For professions regulated by European norms, regulations or good practices, bachelor (BA/BSc/BEng) and master studies (MA/MSc/MENg) can
be provided as part of a 5 to 6 year full-time programme of study,thus diplomas are recognised as master’'s degree certificates (the following fields
of study are considered: Medicine - 360 ECTS/SECT, Dentistry - 360 ECTS/SECT, Pharmacy - 300 ECTS/SECT, Veterinary Medicine - 360
ECTS/SECT, Architecture - 360 ECTS/SECT, Architecture of inside - 300 ECTS/SECT, Design of product - 300 ECTS/SECT).
Studiile universitare de doctorat conduc la o teza de doctorat, iar candidatii care finalizeaza primesc diploma de doctor. Studiile universitare de
doctorat permit dobandirea unei calificari de nivelul 8 din EQF/CEC.
PhD studies result in a doctoral research thesis, while successful candidates are awarded a PhD diploma. Doctoral studies allow obtaining a
qualification at level 8 EQF/CEC
Sistemul de Tnvatamant superior romanesc este un sistem deschis. Toate universitatile din Romania folosesc Sistemul European de Credite
Transferabile (ECTS/SECT).
The Romanian higher education system is an open system. All Romanian universities use the European Credit Transfer System (ECTS/SECT).
Programele de studii universitare pot fi organizate, dupa caz, conform reglementarilor legale in vigoare, la urméatoarele forme de Tnvatamant: cu
frecventa, cu frecventa redusa si la distanta.
University programs can be organized, as appropriate, according to legal regulations, at the following forms of education: full time, part time and
distantly.
De asemenea, universitatile ofera programe de formare profesionala continud, pe baza cererilor de pe piata muncii.
Universities also provide continuing professional training programmes based on the market demands

*In conformitate cu modificarile introduse n sistemul de Tnv&tamant superior de Legea nr. 1/2011
According to the changes brought to the higher education system by Law no. 1/2011






