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STADIUL ACTUAL AL CUNOA STERII

Regulile de Bua Practi@ de Fabricae, ca parte a sistemului de Asigurarea Gilit
garanteaz ca produsele sunt fabricagecontrolate in mod consecvent dugtandarde de calitate
adecvate utilizrii lor si cerute prin autorizéa de punere pe gisau specificga produsului.

Regulile de Bua Practié@ de Fabricae (R.B.P.F.) se aplic atat produsului, casi
Controlului Calititii si au in vedere:

1. Definirea claii a procesului de fabriga si revizuirea lui sistematicin acord cu experig¢a
dobandit, astfel incat&fie asigurat reproductibilitatea tuturor caracteristicilor prsdilui.

2. Validarea etapelor critice ale procesului de fadpiecsi a schimlarilor semnificative ale
acestuia.

3. Asigurarea tuturor mijloacelor necesare pentrucaptia R.B.P.F.:

personal calificagi instruit corespunator;

- localsi spaii adecvate;

- echipament, instafia si servicii de intr@nere adecvate;

- ambalaje, etichetg alte materiale corespuftpare pentru produsele finite, intermediare
si vrac;

- procedurisi instrugiuni aprobate;

- depozitarssi transport corespuginare.

Redactarea clasi fara ambiguititi a instrugiunilor si procedurilor.

Instruirea operatorilor pentru respectarea céragirocedurilor.

inregistrarea manualsau cu instrumente de Tinregistrare a tuturorlt@elor din toate

etapele procesului de fabrieg evideniindu-se respectarea rigurégasa formulei si

o0k
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procedurii, astfel incat produsul tolut si corespund calitativ si cantitativ specificailor;
abaterile semnificative trebuie inregistrate ratleti analizate.

7. Documentele de fabriga si de distribdie trebuie & oglindeass fidel istoricul complet al
unei serii; acestea trebuig fie pastratesi sa fie exprimate intr-o forihclari si accesibid.

8. Distributia produselor trebuieasfie facuta in condiii care ¢ nu prejudicieze calitatea
acestora.

9. Existena unui sistem eficient de retragere, in caz degitate, a origrei serii de produs.

10. Examinarea reclangidor, investigarea cauzelor, defectelor de caditgit luarea nasurilor
corespunitoare pentru produsul necorespitoz reclamat, cai pentru prevenirea rept
deficientei.

Posesorul unei autorigade fabricaie a produselor cosmetice trebuieia toate msurile astfel
Tncat produgia si se execute in cele mai bune coindie igieri, cu tehnologii performante care
sa asigure eficietd, consum redus de utiii, protegia mediuluisi personalului.

Cu ajutorul tehnicilor moderne de managementutaalidiagrama afiniitilor, diagrama de
relaii, diagrama arbore, diagrama matriéealdiagrama #geati, diagrama alternativelor
(decizionad) si analiza in componeinprincipali, numitesi cele "7 noi instrumente de calitate” se
permite un control mai eficient al calii produselor. Aceste instrumente noi au atoarele
particularitii:

- trateaZ datele verbale, prin care se exprimproblemele; instrumentele clasice sunt
centrate pe tratarea datelor numerice;

- merg paa la sursele problemelor, in speciditre cele ascunse, care ekis$h stare
latent; cele clasice permit, mai ales, tratarea cauzglarente;

- identifica Tn mod exhaustiv mijloacele, pentru a le sgbe@ si aplica pe cele care
raspund cel mai bine ansamblului dimensiunilor protde pe cand instrumentele
clasice sunt adecvate problemelor unidimensionale;

- planifica si standardizeaz agiunile viitoare, preventiv, in funie de posibiliitile
aleatorii; instrumentele tragbnale sunt dedicate @agnilor corective.

Spre deosebire de instrumentele clasice, instrugteenhoderne ale managementului
calitatii pun accentul peprevenirea prospectii a problemelor ce pot ama in procesul
tehnologic de preparare a produselor cosmetidermato-cosmetice.

Apariia acestor noi instrumente ale calit permite un control mai eficient al caiiii
produselor.

n acest sens, aceste tehnici sunt mijloace cuseapet atinge cele 5 obiective:

- abordarea multidimensioriah situaiei;
- eliminarea inspeatei aposteriori;
- asigurarea unei circuiaeficiente a informgei;
- acceptarea schimibi;
- anticiparea viitorului.
Punerea in aplicare a diagramelor managementultitéain 3 faze distincte, permite:



FAZA 1: Identificarea sensului latent al inforfigh care se afl la origine, determinarea
problemei de rezolvai a cauzelor apaiei problemei.

FAZA 2. Ciutaressi determinarea celor mai pertinente slu

FAZA 3. Planificarea punerii in aplicare a gdlor, tinand cont de termenele critice de
elementele aleatorii posibile.

Scopul diagramelor managementului caliteste vizualizarea aspectelor latente ale
realitatii palpabile, pornind de la infornjaverbale, transformate in date calitative. Acagpein
accentul pe creativitate, mai mult decat pe coniiate, pe Tmbuitatire strategid, mai mult
decat pe ameliorarea pas cu pas. Sunt complemeptoe 7 instrumente clasice ale
managementului caliii, care se ocupde modul in care apar problemele, nu de exiatien.

Diagramele managementului cafit se apli@ in toate sectoarele de activitate industrial
si de servicii, fiind adaptate pentru domeniile cdee apel la creativitate, fiind utile la
implementarea proiectelor.

CONTRIBU TII PERSONALE

Intr-un context concurgial mereu mai agresiyi mai nesigur, caracterizat priargirea
viziunii Tn ceea ce priwte calitategi abordareatiintifica a acesteia, lucrarea dedfai-a propus
eficientizarea preparii si asigugrii calitatii produselor cosmeticgl dermato-cosmetice, intr-o
unitate industrial de produse cosmetice, prin aplicarea ReguliloBudeei Practié de Fabricae
(R.B.P.F.), specifice domeniului medicamentului.

Pentru a damane lider pe aceasipiaa si pentru a se putea lupta cu marile firme
multingionale din domeniu,compania Farmec din Cluj-Napimehuia 4 giseasgé o soluie de
avangard, care & ridice calitatea produselor fabricate, @disi implementeze R.B.P.F.
(specifice domeniului medicamentelgrin cazul produselor cosmetice.

Pentru aceasta, s-actit o evaluare a sgei de fabricge a produselor cosmeticg
dermato-cosmetice din compania Farmec, in anul ,20@inte de modernizare. Evaluarea
principalelor aspecte ale prodigt s-a ficut utilizand grila R.B.P.F.: managementul caiiit
localuri si echipamente, personalul, documeiata produgia, controlul califtii produselor,
reclamaii si autoinspega. Au fost afitate deficiegele si necesitatea proieqii si realizarii unui
nou flux de fabricge.

S-a realizat, apoi, proiectarea unui flux de fadgrecin concordagi cu R.B.P.F. Ca
material de studiu, aturi de R.B.P.F., s-a utilizat ,Ghidul privind paipiile de bui practia de
fabricaie pentru produsele cosmetice” elaborat de comp@areecsi aprobat prin Standardul
european EN I1SO 22716:2007. Cercetarea aintrradaptarea Regulilor de BairPractié de
Fabricaie, pentru produsele cosmetigé dermato-cosmetice ale companiei Farmec, adup
criteriile cunoscute: local, echipamente, persodatbumentgae, produgie, control, reclamd,
autoinspega si managementul calitii. Pentru a ifelege diferetele dintre un flux de fabrigie
obisnuit si unul care are implementate prevederile R.B.Raf.,inclus prevederi aledislgiei in
vigoare care reglementeazondiiile ce trebuie respectate la fabricaggepunerea pe pia a produselor
cosmetice de uz uman, precwn liniile directoare ale Autoritii de control de produ® a
produselor cosmetice ce cuprind reconiindestinate intreprinderilor de produse cosmeéiice
vederea preveniriisi eliminarii deficientelor in materie de calitate. Figei ntreprinderi,



independent de finmea sa, 1i revine sarcind adapteze aceste linii directoare la specifiibé
proprii, respectand securitatea personalgilaimediului.

Aplicarea acestor linii directoare se bazege angajamentul conducesi implica
punerea la dispogé a mijloacelor adaptate mai ales la nivelul peadolui, localurilorsi al
materialelor. Responsabilitatea asigiircalitatii in cadrul companiei 1i revine Departamentului
de Asigurare a Cafitii, subordonat nemijlocit Directorului General @nspaniei.

Organizarea spidor de fabricaie a produselor cosmetice a uinih crearea unor zone de
produgie, de depozitare, de control al cilitsi zone anexe.

Aducerea n s¢i@ de cosmetice a unui personal calificat, cu respbiliiti individuale
clare, a contribuit la stabilireg meninerea unui sistem corespuiar de Asigurare a Cadifii.
Personalul cheie este format daful de sete si seful Controlului Caliditii.

Operaiile de produge urmeaz proceduri clar definite, in conformitate cu pipite
R.B.P.F., pentru a se fitre produse de calitatea cerut

Controlul Calititii se ocu@d de prelevarea probelor, testarea produselor, tackc
specificaiilor, precumsi de organizarea, documetitasi procedurile de eliberare a produselor
cosmetice.

in vederea rezofiii reclamaiilor, existi un responsabil cu reclagite si un responsabil
Cu retragerea de pe piaa produselor necorespuitaare.

Autoinspegile sunt realizate, Tn mod independesit riguros, de &tre persoane
competente din companie sau din afara companiéel dacat 4 se verifice situga reah
existend si sa se propua agiunile corective necesare.

S-a aplicat, mai departe, o meiatk evaluare a implemeni R.B.P.F. in cadrul seei
de fabricae a produselor cosmeticg dermato-cosmetice din compania Farmec. Metoda de
evaluare, stabilit de ctre Agenia Naionakh a Medicamentului, este o metoabiectia,
concred, de evaluare a activiii unui flux de fabricg@e si repreziné un instrument de lucru care
permite o apreciere obiecli\general si pariala a se@ei de fabricéie, identificand aspectele
mai pyin performante din activitatea acestgiaoferind, astfel, posibilitatea coraédi lor.
Rezultatul evalarii permite o apreciere cantitafiwi calitativa a implementrii Regulilor de
Buni Practi@ de Fabricgie in compania Farmec, atat pe ansamblugi g se@uni.

Rezultatul obinut indica o implementare performant Regulilor de Bui Practi@ de
Fabricaie.

intre dou inspedii periodice, se pot aprecia obiectiv domeniilectire activitatea se
desfisoaia normal si domeniile in care aceasta s-a deteriorat, put&edinterveni in mod
operativ.

Metoda de evaluare utilizapoate servi ca instrument de lugrin autoinspeg (sarcina
responsabilului cu Managementul cali).

Dupa realizarea noului flux de fabrigasi evaluarea implemeii R.B.P.F., in vederea
optimizarii posibilitatilor de asigurare a caliii produselor cosmeticgi dermato-cosmetice, n

7



compania Farmec din Cluj-Napoca, s-au aplicat teimoderne ale managementului calit S-

a utilizat diagrama afinitilor, ca metod de grup, pentrudentificarea punctelor critice care
pot afecta calitatea produselor cosmeticelermato-cosmetice. Au fost identificate riscue d
ordin reglementar, precusnriscuri legate de pia, de organizare, de aprovizionare, de praglus
de activitatea de prodtie.

Diagrama relgilor a fost aplicat pentruevaluarea cauzelorcare pot duce la apaa
riscurilor asupra calitii produselor cosmeticg dermato-cosmetice. Prin munca in edhigp-au
identificat urnatoarele riscuri privind calitatea: lipsa conforait cu specificagia, probleme
legate de formularea produsului, nimmare de devié in proces, ambalaje necorespatoare,
reclamaii, contaminare. Pentru fiecare din aceste puncikce s-a urmirit prin diagrama
relaiilor, identificarea cauzelor primordiale, in vedarelimirarii lor.

Prin diagrama arbors-au evaluamodalititile de asigurare a califitii produselor.
Unele dintre activitti sunt legate de sistemul de asigurare aa@ldal companiei, iar altele de
activitati specifice, precum respectarea cggior legalesi a prevederilor dosarelor de inregistrare
ale produselor, optimizarea adecvat procesului tehnologic, respectarea stractparametrilor
din procesul tehnologic, analiza produselor in qeeta de valabilitatgi aplicarea agunilor
preventivesi corective.

Cu ajutorul_diagramei matriceaseau stabiliactivitatile si responsabilitatile diferitelor
departamente din companie in vederea elimierorilor si a cauzelor de risc.

Stabilirea planului concret de asigurare a calidtii produselor cosmeticesi dermato-
cosmetices-a realizat prin aplicarea diagramei PERdre permite uratirea activititilor critice
si respectarea termenelor planificate pentru fieesagi, evaluand astfel contrilga individuak
a diferitelor fung@iuni din organizée la respectarea termenelor stabilite.

Cu ajutorul_diagramei Gangta vizualizat grafic distributia Tn timp a activitatilor din
proiectul de realizare a cailiti unui produs cosmetic.
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CURRENT STAGE OF KNOWLEDGE

The rules of Good Manufacturing Practice, as paQuality Assurance System, ensure
that products are manufactured and controlled doogrto quality standards that are appropriate
for their use, stipulated in the product specifmat and authorization Holder. Good
Manufacturing Practice rules apply to both prodaurad quality control and mention:

1. Clear definition of the manufacturing process aystesmatic review according to
gained experience so as to ensure reproductibiligfl product features

2. Validation of critical steps of the manufacturingopess and its significant
changes.

3. Ensuring all necessary means to implement the rofe&ood Manufacturing
Practice:

- gualified and properly trained personal,
- appropriate location and spaces;
- proper equipment, facilities and maintenance sesyic

- packaging,labels and other materials suitable ifastied, intermediate and bulk
products;

- approved procedures and instructions;
- proper storage and transport.
4, Writing clearly and unambiguously procedures arsdructions.

5. Training operators to comply with proper procedures
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6. Manual entry or with the help of recording instrurtge of all results from all

stages of manufacturing, emphasizing the rigoroamptiance with formula and

procedure, so that the resulting product can meatityy and quantity specifications,

significant deviations should be recorded and amalyn detail.

7. Manufacturing and distribution documentssimaccurately reflect the full history
of a series, they must be kept and written in arc@d accessible form.

8. Distribution of products should be madhder certain conditions that are not
detrimental to their quality.

9. The existence of an effective withdrawgstem, if necessary,of any series of
product.

10. Handling complaints, investigating $as, quality defects and taking appropriate
measures against the improper product that is tfecbof complaint, and prevent recurrence of
the deficiency.

The holder of a permit to manufacture cosmetic pct&l must take all measures so that the
production is running in best hygienic conditiongith advanced technologies that ensure
efficiency, low consumption of utilities and protien of the environment and personnel.

By applying the new tools of quality managemeffindy diagram, relations diagram, tree
diagram, matrix diagram, arrow diagram, diagramatiernatives (decisions) and principal
components analysis, called the “7 new tools oflitiat has been obtained a more effective
control of quality of the cosmetic and dermato-cesm products.These new tools have the
following features:

- handle the word data, expressing problems; cldssisauments are focused on
dealing with numerical data;

- go to the source of issues, particularly those dngdhat are latent; the classical
ones allow mainly dealing with apparent causes;

- identify means exhaustively, in order to select andlement those that respond
best to the whole scale of the problem, while atadsnstruments are appropriate for
dimensional problems;

- plan and standardize future actions preventivelycoating to random
possibilities; traditional instruments are dedidatie corrective action.

Unlike traditional instruments, modern tools of biyamanagement focus on prospective
prevention of problems that may arise in the preagspreparation of cosmetic and dermato-
cosmetic products.

The emergence of these new tools of quality coraitolvs better quality control of products. In
this respect, these techniques are the means i®vadhe five objectives:

- multidimensional approach of the situation;

- removal of aposteriori inspection;
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- ensuring efficient movement of information;
- acceptance of change;
- prediction of future.
Implementation of quality management tools in thdiestinct phases ensures:

PHASE 1: Identifying latent meaning of the informat which is at the root of the problem,

determining the problem that needs solving as asthe causes of the problem.

PHASE 2: Seeking and determining the most relesakitions.

PHASE 3: Planning the implementation of solutiotaking into account the critical deadlines

and possible uncertainties.

The purpose of quality management tools is thealigation of latent aspects of palpable reality,
starting from verbal information, transformed inaalitative data. They focus on creativity

rather than conformity, strategic improvement ratiii@n step by step improvement. They are
complementary to the “7 classical instruments”’ofldgy management, which deal with the

appearance of problems, not their existence.

These tools of quality management apply in alt@scof industries and services and are
tailored for fields that appeal to creativity, fgiuseful in project implementation.

PERSONAL CONTRIBUTIONS

In a more aggressively competitive and always uagercontext, characterized by
widening vision in terms of quality and its scidiatiapproach, this paper has proposed
streamlining the preparation and quality assurarfi@@smetic and dermato-cosmetic products,in
an industrial unit of cosmetics,through the amilem of Good Manufacturing Practice Rules
(GMP), specific to medicine manufacturing.

To remain a leader on this market and to be ablégtd with the big multinational
companies, Farmec Company in Cluj-Napoca had td &ncutting edge solution that will
improve the quality of manufactured products, tigloumplementation of Good Manufacturing
Practice Rules (specific to drugs manufacturing)fmsmetics as well.

To do this,it was made an assessment of the maunufag department of cosmetics and
dermato-cosmetics at Farmec Company in 2006,bedpgrading. Evaluation of the main
aspects of the production was performed using GMdP guality management, premises and
equipment, personnel, documentation, productioalityucontrol, complaints and selfinspection.
There were shown the shortcomings and the nee@dmm and achieve a new manufacturing
flow.

Then, a manufacturing flow was designed accordin@¥P Rules. "The guide on the principles
of good manufacturing practice of cosmetic producteveloped by Farmec Company and
approved by European standard EN ISO 22716:2007used as study material. Research has
studied how to apply the main objectives of thedRwf Good Manufacturing Practice: quality
management, premises and equipment, personnelmegmtation, production, quality control,
complaints and selfinspection in the Farmec Compan
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To understand the differences between a normal faetwning flow and one that has

implemented the GMP Rules, | inserted a provisibthe legislation governing conditions to be
met in manufacturing and marketing cosmetic pragldot human use and guidelines of the
Authority that controls the production of cosmgiroducts which contain recommendations for
cosmetics companies to prevent and eliminate stroitgs in terms of quality.

Each company, regardless of its size, has the ttasddapt these guidelines to their specific
characteristics, through personnel security andremmental compliance.

The application of these guidelines is based onag@ment commitment and involves the
provision of means adapted especially to the s@#mises and rolling. Responsibility for
quality assurance lies with the quality assuranepadment of the company, directly
subordinated to the CEO. The arrangements for idygapation of cosmetic products are seeking
to create production areas, storage areas, qualdagptrol areas and annex areas.
Bringing qualified staff in the cosmetics departewith clear individual responsibilities,
helped to establish and maintain an appropriatéesyf quality assurance. Key personnel
consists of the chief of department and head ofitgueontrol.

Production operations follow clearly defined proaess, in accordance with the GMP principles
to obtain required product quality.

Quality control deals with sampling, product tegtirwriting specifications, as well as the
organization, documentation and procedures formgstosmetics.

To resolve complaints, there is a person in chafgeomplaints and a person responsible for
withdrawing defective products from the market.

Selfinspections are conducted independently androigly by competent persons in the
company or outside the company, in order to vehfyreal situation and to propose appropriate
corrective actions.

Then it was applied a method to evaluate the impteation of GMP Rules in the production
department of cosmetic and dermato-cosmetic preddstsessment method, established by the
National Drug Agency (ANM), is an objective con&emmethod of assessment of the
manufacturing flow activity and is a tool that a#® objective, both general and partial
assessment of the manufacturing department, igemgifless successful activites and thus
offering the possibility of their correction. Thesult of the review enables a quantitative and
gualitative assessment of the implementation ofd3@lanufacturing Practice Rules in Farmec
Company, both overall and in each department.

This result indicates an efficient implementatidrihe Rules of Good Manufacturing Practice.

Between regular inspections there can be objegtastessed the areas where work is carried out
normally and the damaged areas, quick interverieng possible as well..

Evaluation method used can serve as a workingaisol in selfinspections (tasks of the person
responsible for quality management).
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After creating the new manufacturing flow and eatilng GMP implementation, in order to
optimize opportunities for quality cosmetic and rdato-cosmetics in Farmec Company were
applied modern tools of quality management. Affimdiagramwas used as a group method to
identify critical points that can affect the quglibf cosmetics and dermato-cosmetics. There
were identified regulatory risks and risks relatedhe market, organization, supply, product and
production activity.

Relations diagramvas applied to assess the causes that can lems#tsaegarding the quality of
cosmetics and dermato-cosmetics. The followingsrisggarding quality have been identified
through teamwork : non-compliance with specificatiproblems with product formulation, large
number of deviations in process, improper packagoognplaints, contamination. For each of
these critical points the main causes were ideatithrough relations chart in order to eliminate
them.

The tree diagranevaluated the ways to ensure the quality of tmedycts. Some activities are
related to quality assurance system of the compandy others to specific activities such as
compliance with legal requirements and provisiofispmduct registration dossiers, proper
optimization of the technological process, striss@rvance of technological process parameters,
analysis of products during the validity intervaidaapplication of preventive and corrective
actions.

With matrix diagramthe activities and responsibilities of various dépants of the company
were established in order to eliminate errors anges of risk.

Setting specific quality assurance plan of cosmaatit dermato-cosmetic products was achieved
by applying Pert chrg allowing the critical activities and the timafme planned for each stage to
be watched, thus evaluating the individual contidou of the various functions within the
organization to meet the deadlines.

Gantt chart was used to graphically view the dstiion of project activities over time to
achieve a cosmetic product quality.
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