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Abstract 

The concept of quality standard is a modern notion, frequently used in specialty 
literature [1, 2, 3] to identify reference points, minimum requirements that need to be 
respected by the pharmacist, the supplier of pharmaceutical services. 

The presentation of the method of implementing quality standards in the 
pharmaceutical activity, performed in this paper, has followed a quantitative (of the number 
of pharmacies) and qualitative (of the evaluation criterias) exposure. The introduction of 
these regulations in pharmacies was evaluated by special evaluation teams and it has been 
ascertained that, in general, the implementation of the quality management system was 
initiated and is under development. 

The research undertaken has demonstrated that the quality concept application in 
the evaluated pharmacies in Bucharest represents an important step that endorses the 
ensurance of organisational competitiveness, the modeling of practices dependent on the 
actual tendencies, in an effective and efficient manner. 

 
Rezumat 

Conceptul  standard de calitate este o noţiune modernă, frecvent folosită în 
literatura de specialitate [1, 2, 3] pentru a identifica puncte de referinţă, cerinţe minime, 
care trebuie respectate de către farmacist, furnizorul de servicii farmaceutice. 

Prezentarea modului de implementare a standardelor de calitate în activitatea 
farmaceutică, realizată în această lucrare, a urmărit o expunere cantitativă (a numărului de 
farmacii) şi calitativă (a criteriilor de evaluare). Introducerea acestor norme în farmacii a 
fost evaluată de echipe specializate în acest domeniu şi s-a constatat că, în general, sistemul 
de management al calităţii a început să fie implementat. 

Demersul întreprins a demonstrat că aplicarea conceptului calităţii în farmaciile 
evaluate din Bucureşti reprezintă un pas important care vizează asigurarea competitivităţii 
organizaţionale, modelarea practicilor dependent de tendinţele actuale, eficace şi eficient. 
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Introduction 

The Good Pharmacy Practice Guidelines (GPP) approved through 
the Order of the Health Minister no. 75/2010 [8] are fundamental 
instruments for carrying on the pharmacist profession. 
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The specific standards that regulate the Good Pharmacy Practice 
activity are useful by being applied to the pharmaceutical profession on a 
national level [4, 5]. The proposed guidelines recommend a set of objectives 
which are in the interes of the patients and the professionals involved in 
providing pharmaceutical care [12]. 

Each professional association is responsible for time allocation and 
the appropriate resource training, aimed towards successfully implementing 
these standards, in community and hospital pharmacies. 

In 1992, FIP (The International Pharmaceutical Federation) has 
presented standards for pharmaceutical services, under the title of „Good 
pharmacy practice in the community and hospital pharmacies” [11]. 
According to the European model, the National Pharmacists College of 
Romania has suggested standard procedures (towards a main activity or 
towards multiple subactivities) that can be adapted, filled in, developed and 
applied to each pharmacy, by the chief pharmacist [12]. 

The quality of pharmaceutical care depends on a good professional 
practice, which is developed, in time. 

The human factor (the pharmacist) is the main element of growing 
therapeutic efficiency [1], thus forming and adapting it professionally 
involves the accumulation of practical and legislative knowledge, referring 
to sickness prevention/health maintenance, managing the various 
pathologies. 

These standard procedures and the implementation and evaluation 
methodology thusly represent a guarantee for carrying out a high quality 
pharmaceutical activity. 

The evaluation of Good Pharmacy Practice (GPP) Guidelines, within 
the pharmaceutical units (pharmacies), is undertaken in accordance to an 
Evaluation grid. 

The GPP certificate, handed out after inspection, is valid for one 
calendaristic year from the moment the pharmaceutical unit has been 
evaluated and is a mandatory document for concluding Contracts with the 
Social Health Insurance Companies in regards to providing 
compensated/free drugs [13]. 

The evaluation grid was used to assess both the premise’s conditions 
that should be accomplished (exterior signalling, timetable, area, drug and 
employee circuit), standard work procedure compliance, as well as the 
employed specialty personnel (training for GPP compliance discussion, drug 
delivery method, preserving/archiving prescriptions, the existence of a 
complaint notebook). 
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In the case in which the minimum score is not accomplished (22 
points) [10] by not fulfilling certain conditions stipulated in the Good 
Pharmacy Practice Guidelines, the pharmacies will be reinspected to check 
for the implementation of the corrective measures which have been 
recommended by the evaluating pharmacists. 

At the end of the inspection, a written statement of the investigation 
of how the GPP guidelines are met is filled out in duplicate, in which, if 
needed, the chief-pharmacist’s objections are included. 

In this paper we aimed to analyse, in a survey developed in 
Bucharest, Romania, the method of applying good pharmacy practice 
guidelines. We identified the level of quality standard implementation and 
assessed if these are fulfilled by the evaluated pharmacies. 

 
Materials and Methods 

The materials used were evaluation grids (762) and written 
statements gathered by the Bucharest College of Pharmacists from the 
evaluation teams, in March-April 2013. The evaluation grids were based on 
33 questions grouped under 8 main evaluation criteria for the 
pharmaceutical care units. The evaluation subjects were in regard to the 
following aspects of the acting legislation: exterior signalling, mandatory 
display, the existence of a pharmaceutical license, space organisation, drug 
and personnel circuit, specialty personnel, the implementation of good 
pharmacy practice guidelines, the activity of prescription drug preparation 
as well as stipulations regarding the release of drugs and other health 
products to the population. The method used for data processing was 
descriptive analysis. 

 
Results and Discussion 

The quantitative analyses of the 762 written statements describe how 
the pharmacies are distributed throughout the 6 districts of Bucharest 
(Figure 1). 
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Figure 1. 

Distribution of pharmacies in the 6 districts in Bucharest, Romania 
 
According to Figure 1, the following findings for the evaluated 

pharmacies in Bucharest can be ascertained: 199 units are located in in the 
2nd District, and 68 units in the 5th District. 

The maximum score that can be reached, according to the 
Pharmaceutical College Decision [10], was established to be 30 points. In 
order for the current year’s GPP Certificate to be validated, 22 points were 
required to be obtained. The pharmacies that did not carry on prescription 
drug preparation activities, could receive a maximum of 27 points. 

Figure 2 shows the pharmacies grouped according to the achieved 
score – 30 points, between 27 and 29, and 22-26 respectively. 

 

 
Figure 2. 

Distribution of pharmacies after the obtained score 
 
It has been established that 22% of the pharmacies achieved 

maximum score (30 points), while 1% pharmacies achieved 22 points. 
We further analysed pharmacies after their compounding activity. 
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Figure 3. 

Distribution of pharmacies by medicine preparation activities 
 
It has been noted that 66% of the pharmacies gave up the drug 

preparation activities. 34% of the analysed pharmacies have compounding 
activities. 

Other deficiencies were related to: traceability, the existence of 
substance records, magistral preparations and elaborations, as well as the 
correct appliance of labelling and preserving guidelines. 

 
Figure 4. 

Percentage of defficiencies in evaluated pharmacies 
 
It can be ascertained that the majority of the pharmacies that 

undertook prescription drug preparation respect the 5 criterias previously 
mentioned. Substance, packaging and final preparation traceability was 
ensured in over 85% of the cases, while 76% of the pharmacies had 
registries for substance, magistral preparation and elaboration evidence. 

It has been found that some pharmacies had issues regarding the lack 
of confidentiality space (12%), a plan of personnel training and evaluation 
(12%), the lack of existence of a separate area for drug receival (7%), of 
clear boundaries for the storage area and the chief pharmacist’s office (7%), 
as well as for the lack of work and cleaning charts (5%). 
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Figure 5. 

Other defficiencies identified at pharmacies 
88% of the pharmacies had an "easy to identify and pacient-

accessible" confidentiality space and a personnel training and evaluation 
plan for the current year. 

The delimitation of the receival and storage areas, and the chief 
pharmacist’s office was adequate in 93% of the cases. 

95% of the pharmacies had up-to-date work and cleaning charts and 
written statements for completed control operations. 

Over 95% of the evaluated health care professionals knew and 
followe the prescription drug release method. 

 
Conclusions 
The study led to the following conclusions. 76% of the pharmacies 

achieved scores between 27 and 30. 
Prescription drug preparation activity takes place in Bucharest in a 

percentage of 34% from the analysed pharmacies. Prescription drug 
preparation is one of the activities that define the pharmacist profession 
according to the 95/2006 Law regarding sanitary field reform, Title XIV and 
Deontological Code [6, 7].  By order of the Health Minister no. 344/2010 
[9] this activity became optional. Its nonexistence may represent a deficit. 

Other noted issues were: lack of a confidentiality area (12%), not 
delimiting the drug receival and storage area and the chief pharmacist’s 
office (7% of the cases). Only 5% of health care professionals responded 
incompletely at questions regarding prescription drug releasing methods. 

The study revealed that most of the pharmacies in Bucharest 
implemented and comply with the Good Practice Guidelines forseen in 
standard operating procedures. This allows the increasing of the level of 
transparency in pharmaceutical activities and for the flexibility of the 
efficient pacient-oriented services. 



FARMACIA, 2014, Vol. 62, 6 

 

1088 

 
 References 

1. Carată A., Management, Marketing şi Legislaţie farmaceutică, vol I, Management în 
domeniul farmaceutic. Ed. Didactică şi Pedagogică, Bucureşti 2008; p.167-176 (303 p.). 

2. Erdogan O.N., Erdogan M.S., Gunay O., Erkus S., Ulus T., Community pharmacists' 
perception of their clinical pharmacy service function. A study from Turkey. Farmacia, 
2012; 60(5): 749-758. 

3. Fang Y., Yang S., Zhou S., Jiang M., Liu J., Community pharmacy practice in China: past, 
present and future. Int. J. Clin. Pharm., 2013 Aug; 35(4): 520-528. 

4. Gokcekus L., Toklu H.Z., Demirdamar R., Gumusel B., Dispensing practice in the 
community pharmacies in the Turkish Republic of Northern Cyprus. Int. J. Clin. Pharm., 
2012 Apr; 34(2): 312-324. 

5. Opincaru C., Gălăţescu E.M., Imri E., Managementul calităţii serviciilor în unităţile 
sanitare. Ed. CNI-Coresi, 2004; (234 p.). 

6. Richard R.M.E, Winfield A.J., Pharmaceutical Practice, second edition. Churchill 
Livingstone, Harcourt Publishers Limited 2000; p.1-11 (523 p.). 

7. Soroceanu V., Tăerel A.E., Management şi marketing farmaceutic. Ed. Tehnoplast 
Company S.R.L., Bucureşti, 2011; (198 p.). 

8. Tăerel A.E., Soroceanu V., Rais C., Trends in the evolution of the Annual Classified list of 
medicines between 1989-2012. Farmacia, 2013; 61(5): 948-956. 

9. Wijesinghe P.R., Jayakody R.L., Seneviratne R., An assessment of the compliance with 
good pharmacy practice in an urban and rural district in Sri Lanka. Pharmacoepidemiol. 
Drug. Saf., 2007 Feb; 16(2): 197-206. 

10. xxx – World Health Organization (1997) Report of a WHO consultative group on the role 
of the pharmacist: preparing the future pharmacist. Geneva, WHO (unpublished document 
WHO/PHARM/97/599). 

11. xxx – Legea 95/2006 privind reforma în domeniul sănătății, Titlul XIV Exercitarea profesiei 
de farmacist. Organizarea şi funcţionarea Colegiului Farmaciştilor din România, publicată 
în M.Of. nr. 372 din 28.04.2006. 

12. xxx – Codul Deontologic al farmacistului, din 15 iunie 2009, M.Of. 490 din 15.07. 2009; 
13. xxx – Ordinul Ministrului Sănătății nr.75/2010 pentru aprobarea Regulilor de bună practică 

farmaceutică a fost publicat în Monitorul Oficial al României, Partea I, Nr. 91, din 
10.02.2010. 

14. xxx – Ordinul Ministrului Sănătăţii nr. 344/2010 pentru modificarea Normelor privind 
înfiinţarea, organizarea şi funcţionarea farmaciilor şi drogheriilor, aprobate prin Ordinul 
ministrului sănătăţii nr. 962/2009 a fost publicat ţn Monitorul Oficial al Romaniei, Partea I, 
Nr. 264, din 22.04.2010. 

15. xxx – Decizia nr.1/2011 privind aprobarea procedurilor de evaluare a farmaciilor cu privire 
la respectare Regulilor de bună practică farmaceutică, art. 14, M.Of. al României Partea I 
nr.170 din 10.03.2011, cu modificările și completările ulterioare. 

16. xxx – WHO Technical Report Series, no. 961, annex 8, Joint FIP/WHO guidelines on good 
pharmacy practice: standards for quality of pharmacy services, 2011; p.310-323. 

17. xxx – Legislaţie şi modele de proceduri pentru aplicarea în farmacie a regulilor de bună 
practică farmaceutică, volum elaborat sub egida Colegiului Farmaciştilor din România, 
2011; 241p. 

18. xxx – HGR nr. 117/2013 pentru aprobarea Contractului-cadru privind condițiile acordării 
asistenței medicale în cadrul sistemului de asigurări sociale de sănătate pentru anii 2013-
2014, M.Of. al României Partea I nr. 166 din 28.03.2013. 

__________________________________ 
Manuscript received: December 2013                                                                                

 


