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Legislation backround:Legislation backround:
Medicines Act No 140/1998 Medicines Act No 140/1998 -- Medicinal Products and Medicinal Products and 

Medical DevicesMedical Devices

SubSub--laws:laws:
Registration of Medicinal ProductsRegistration of Medicinal Products
Pharmaceutical and TosicologicalPharmaceutical and Tosicological--Pharmacological TestingPharmacological Testing
Good manufacture and Wholesale PracticeGood manufacture and Wholesale Practice
Good Pharmacy PracticeGood Pharmacy Practice
Clinical Trials and GCPClinical Trials and GCP
Good Laboratory practiceGood Laboratory practice
Advertising Law No 220/1996 and amendmendsAdvertising Law No 220/1996 and amendmends
Testing Law No 30/1968 and amendmendsTesting Law No 30/1968 and amendmends
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DRUG LAWDRUG LAW
D e f i n i t i o n sD e f i n i t i o n s
Manipulation with the Medicinal Products and  Medical DevicesManipulation with the Medicinal Products and  Medical Devices

general provisionsgeneral provisions
l i c e n c i ngl i c e n c i ng

T  e  s  t  i  n  gT  e  s  t  i  n  g
pharmaceutical and toxicologicalpharmaceutical and toxicological--pharmacological testingpharmacological testing
c l i n i c a l   trialsc l i n i c a l   trials

Marketing of the medicinal products and medical devicesMarketing of the medicinal products and medical devices
r e g i s t r a t i o n (MA)r e g i s t r a t i o n (MA)
labeling/ informationlabeling/ information
medical devices approvalmedical devices approval
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DRUG LAWDRUG LAW

M a n u f a c t u r i n gM a n u f a c t u r i n g

Wholesale distributionWholesale distribution

Pharmaceutical CarePharmaceutical Care

S u p e r v i s i n gS u p e r v i s i n g

Veterinary MedicinesVeterinary Medicines

Regutary AuthoritiesRegutary Authorities
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MANIPULATION WITH DRUGS AND MEDICAL MANIPULATION WITH DRUGS AND MEDICAL 
DEVICESDEVICES

G e n e r a l   P r o v i s i o n sG e n e r a l   P r o v i s i o n s
Natural Person  Natural Person  -- appropriate qualificationappropriate qualification
Legal Person Legal Person -- qualified personqualified person

L i c e n c i n gL i c e n c i n g
Application for the manufacture/wholesale to the MoHApplication for the manufacture/wholesale to the MoH
Application for the pharmaceutical care to the  regional Application for the pharmaceutical care to the  regional 
authoritiesauthorities
PrePre--requisits :requisits :

positive opinion of the SIDCpositive opinion of the SIDC
positive opinion of the professional associationspositive opinion of the professional associations
adequate premisses and equipmentsadequate premisses and equipments

V a r i a t i o n sV a r i a t i o n s

W i t h d r a wW i t h d r a w
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TESTINGTESTING
Approximation of the Directive 75/318/EEC with Approximation of the Directive 75/318/EEC with 

amendmentsamendments

P h a r m a c e u t i c a l   t e s t i n gP h a r m a c e u t i c a l   t e s t i n g
quality of the products, active ingrediences, excipientsquality of the products, active ingrediences, excipients
testing laboratories authorisationtesting laboratories authorisation
SIDC opinion/bindingSIDC opinion/binding

T o x i c o l o g i c a l  T o x i c o l o g i c a l  -- pharmacological testingpharmacological testing
potential toxicity of the productpotential toxicity of the product
pharmacological propertiespharmacological properties
testing laboratories authorisationtesting laboratories authorisation
SIDC opinion/bindingSIDC opinion/binding



77

TESTINGTESTING
Approximation of the Directive 75/318/EEC with Approximation of the Directive 75/318/EEC with 

amendmentsamendments

Good  Laboratory  Practice  Good  Laboratory  Practice  -- mandatorymandatory

SubSub--law regulation :law regulation :
Pharmaceutical and ToxicologicalPharmaceutical and Toxicological--pharmacological Testingpharmacological Testing
Aproximation of the Anex Part 2 and 3 to Directive 75/318/EECAproximation of the Anex Part 2 and 3 to Directive 75/318/EEC
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CLINICAL TRIALSCLINICAL TRIALS
Approsimation the Annex Part 420 Directive Approsimation the Annex Part 420 Directive 

75/318/EEC75/318/EEC
General   RequirementsGeneral   Requirements

Conduct   of   TrialsConduct   of   Trials

Investigator / AuthorisationInvestigator / Authorisation

Good   Clinical   Practice / mandatoryGood   Clinical   Practice / mandatory

Definition  Definition  -- Phase   I Phase   I -- IVIV

Approval   Process   Approval   Process   -- SIDC SIDC 
-- documentationdocumentation

Obligations  :   sponsorObligations  :   sponsor
investigatorinvestigator

Sub Sub -- law  regulation : law  regulation : 

Clinical Trials and Good Clinical PracticeClinical Trials and Good Clinical Practice
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AMMENDMENT OF THE MEDICINAL AMMENDMENT OF THE MEDICINAL 
ACT 2000ACT 2000

Definition of the Medical Devices Definition of the Medical Devices -- extendedextended
Notification procedure for IV phase of the clinical trialsNotification procedure for IV phase of the clinical trials
Definition and responsibility of the monitorDefinition and responsibility of the monitor
Classification of the OTC productsClassification of the OTC products
Novelisation of the application formNovelisation of the application form
Harmonisation of the requirements for the documentationHarmonisation of the requirements for the documentation
Generic registrationGeneric registration
Data exclusivityData exclusivity
Definition "essentially similar"Definition "essentially similar"
VariationsVariations
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AMMENDMENT OF THE MEDICINAL AMMENDMENT OF THE MEDICINAL 
ACT 2001ACT 2001

More detailed definition of the MDMore detailed definition of the MD
State Institute for Drug Control is the licensing authority for State Institute for Drug Control is the licensing authority for MAMA
Acceptance of the EU Assessment ReportAcceptance of the EU Assessment Report
TSE requirementsTSE requirements
Data exclusivity Data exclusivity -- 10 years "high tech"10 years "high tech"
PrePre--condition MAcondition MA
Variations:Variations:

90 days "type I"90 days "type I"
30 days "type II"30 days "type II"

Labelling exemptionsLabelling exemptions
MA exemptionsMA exemptions
Pharmacovigilance Pharmacovigilance -- new provisionsnew provisions
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REGISTRATION REGISTRATION -- MARKETING  AUTHORISATIONMARKETING  AUTHORISATION
Approximation of the Directive 65/65/EEC with Approximation of the Directive 65/65/EEC with 

amendments and 92/26/EECamendments and 92/26/EEC

No product may be placed o the market unless MA has been No product may be placed o the market unless MA has been 
issuedissued

Exemptions from the registrationExemptions from the registration

ApplicationApplication

Format similar with Article 4 and 4a of the Directive 65/65/EECFormat similar with Article 4 and 4a of the Directive 65/65/EEC
S a m p l e sS a m p l e s
GMP, GLP, GCP compliance declarationGMP, GLP, GCP compliance declaration
Assessment ReportsAssessment Reports
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REGISTRATION REGISTRATION -- MARKETING  AUTHORISATIONMARKETING  AUTHORISATION
Approximation of the Directive 65/65/EEC with Approximation of the Directive 65/65/EEC with 

amendments and 92/26/EECamendments and 92/26/EEC

SIDC SIDC 
evaluation processevaluation process
final opinion/bindingfinal opinion/binding
time limit 180 daystime limit 180 days

90 prolongation90 prolongation
210 days issuing of the MA210 days issuing of the MA

Withdraw of MAWithdraw of MA

SubSub--law regulation :law regulation :

Registration of the medicinal productsRegistration of the medicinal products
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REGISTRATION PROCEDUREREGISTRATION PROCEDURE

P r e v i o u s :  Applicant 
 

SIDC external assessors 
 

internal assessors 
 

coordinators 
 

binding final opinion 
 

180 days      
 

MoH 
 

30 days     
 

Marketing Authorisation 
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REGISTRATION PROCEDUREREGISTRATION PROCEDURE

C u r r e n t   s i t u a t i o n : 
 

Applicant 
 

SIDC external assessors 
 

internal assessors 
 

coordinators 
 

assessment report 
 

Marketing Authorisation 
 

210 days 
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APPLICATION FOR MARKETING APPLICATION FOR MARKETING 
AUTHORISATIONAUTHORISATION

Name (identification) of the applicantName (identification) of the applicant
Manufacturing locationManufacturing location
Brand nameBrand name
Qualitative and Quantitative content of the productQualitative and Quantitative content of the product
Manufacturing procedureManufacturing procedure
Expire dateExpire date
Theapeutic indicationTheapeutic indication
Pharmaceutical TestingPharmaceutical Testing
PrePre--clinical and clinical Testingclinical and clinical Testing
SPCSPC
Samples of the packagingSamples of the packaging
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APPLICATION FOR MARKETING APPLICATION FOR MARKETING 
AUTHORISATIONAUTHORISATION

PILPIL
Manufacturing AuthorisationManufacturing Authorisation
Marketing Authorisation (if any)Marketing Authorisation (if any)
SamplesSamples
GMP, GLP and GCP declarationGMP, GLP and GCP declaration

Generics ApplicationGenerics Application
Data ExlusivityData Exlusivity
Essencial Similarity Essencial Similarity 
New CompositionNew Composition
New IndicationNew Indication

Patent Protection evidencePatent Protection evidence
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LABELIG / INFORMATIONLABELIG / INFORMATION
Approximation of the Directive 92/27/EECApproximation of the Directive 92/27/EEC

Outer packaging Outer packaging -- Article 2Article 2

Immediate packaging Immediate packaging -- Article 3Article 3

Additional information Additional information -- Article 5Article 5

U s e r   Pa c k a g e   L e a f l e tU s e r   Pa c k a g e   L e a f l e t

according the Article 7according the Article 7

local language/mandatorylocal language/mandatory

multilingual multilingual -- essencially similaressencially similar

S u m m a r y  of  Product CharacteristicsS u m m a r y  of  Product Characteristics
Article 4a of the Directive 65/65/EECArticle 4a of the Directive 65/65/EEC
local language / mandatorylocal language / mandatory
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GENERIC REGISTRATIONGENERIC REGISTRATION
Approximation of the Directive 65/65/EEC Article 4Approximation of the Directive 65/65/EEC Article 4

A b r i d g e d   p r o c e d u r eA b r i d g e d   p r o c e d u r e

Results of the pharmacologicalResults of the pharmacological--toxicological tests and results of toxicological tests and results of 
clinical trials shall not be required if can be demostratedclinical trials shall not be required if can be demostrated
product is essentially similar/registered in SR consent by product is essentially similar/registered in SR consent by 
holderholder
well established” productwell established” product
product is essentially similar/6 years marketedproduct is essentially similar/6 years marketed

D i f f e r e n t   t h e r a p e u t i c a l   u s e  D i f f e r e n t   t h e r a p e u t i c a l   u s e  -- full  dossier   full  dossier   

New  combination New  combination -- pharmacological pharmacological -- toxicological and clinical toxicological and clinical 
data for  combinationdata for  combination
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VARIATION / RENEWALVARIATION / RENEWAL

V a r i a t i o n sV a r i a t i o n s

Obligation of the MA holderObligation of the MA holder
ensure, that the properties of the medicinal product registered ensure, that the properties of the medicinal product registered are in are in 
accordance with the documentation submitted with the applicationaccordance with the documentation submitted with the application for the for the 
registrationregistration

Holder has to apply for any intended variation concerning the reHolder has to apply for any intended variation concerning the registered productgistered product

O f f i c i a l   f o r m   O f f i c i a l   f o r m   

Definition of the variations which has to be approvedDefinition of the variations which has to be approved

R e n e w a lR e n e w a l

MA is valid 5 yearsMA is valid 5 years

three months before expire date three months before expire date 
declaration that no changes date on pharmacovigilancedeclaration that no changes date on pharmacovigilance
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MANUFACTURING  OF  MEDICINAL  MANUFACTURING  OF  MEDICINAL  
PRODUCTSPRODUCTS

Approximation Directive 91/356/EECApproximation Directive 91/356/EEC

R e q u i r e m e n t s : R e q u i r e m e n t s : 
premises and equipments with GMP compliancepremises and equipments with GMP compliance
testing laboratoriestesting laboratories
qualified persons for :    manufactoringqualified persons for :    manufactoring

registrationregistration
quality assurancequality assurance

GMP definition / GMP mandatoryGMP definition / GMP mandatory

O b l i g a t i o n sO b l i g a t i o n s
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WHOLESALE DISTRIBUTIONWHOLESALE DISTRIBUTION
Approximation of the Directive 92/25/EECApproximation of the Directive 92/25/EEC

R e q u i r e m e n t s :R e q u i r e m e n t s :
premises and equipments with GWP compliancepremises and equipments with GWP compliance
qualified personqualified person

Limitation for licenceLimitation for licence

Good wholesale distribution practiceGood wholesale distribution practice

O b l i g a t i o n sO b l i g a t i o n s

SubSub--law regulations :law regulations :

Good Manufacturing Practice and Good wholesale PracticeGood Manufacturing Practice and Good wholesale Practice
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PHARMACEUTICAL CAREPHARMACEUTICAL CARE

D e f i n i t i o nD e f i n i t i o n

Community Pharmacies/outletsCommunity Pharmacies/outlets
Hospital PharmaciesHospital Pharmacies
Outlets for Medical DevicesOutlets for Medical Devices

Licencing for pharmaceutical care in the community pharmacyLicencing for pharmaceutical care in the community pharmacy
only natural persononly natural person
pharmacist with qualificationpharmacist with qualification
one pharmacy/outletone pharmacy/outlet

Good Pharmacy Practice Good Pharmacy Practice -- mandatorymandatory

O b l i g a t i o n sO b l i g a t i o n s

Licencing for hospital pharmacies M o HLicencing for hospital pharmacies M o H

PrePre--requisitsrequisits
-- binding opinion of SIDCbinding opinion of SIDC

SubSub--law regulation :law regulation :
Good Pharmacy PracticeGood Pharmacy Practice
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REGULATORY AUTHORITIES  / SUPERVISINGREGULATORY AUTHORITIES  / SUPERVISING

Ministry of HealthMinistry of Health
licencing the licencing the manufacturersmanufacturers

wholesalerswholesalers
hospital pharmacieshospital pharmacies

appeal processappeal process
supervisionsupervision

R e g i o na l   A u t h o r i t i e sR e g i o na l   A u t h o r i t i e s

supervisionsupervision
licencing the community pharmacies and outlets of Medical licencing the community pharmacies and outlets of Medical 
DevicesDevices
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REGULATORY AUTHORITIES  / SUPERVISINGREGULATORY AUTHORITIES  / SUPERVISING

S t a t e   I n s t i t u t e   f o r    D r u g   C o n t r o lS t a t e   I n s t i t u t e   f o r    D r u g   C o n t r o l

Marketing AuthorisatonMarketing Authorisaton
Supervision :Supervision : manufacturemanufacture

wholesalewholesale
pharmaciespharmacies

Opinion: licencingOpinion: licencing
Medical Devices Medical Devices -- Competent AuthorityCompetent Authority
Clinical Trials ApprovalClinical Trials Approval
Laboratory ControlLaboratory Control
ADR monitoringADR monitoring
Control of AdvertisingControl of Advertising
Inspection :Inspection : GMPGMP

GLPGLP
GCPGCP

AuthorisationAuthorisation
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ADVERTISING OF MEDICAL PRODUCTSADVERTISING OF MEDICAL PRODUCTS
Approximation of the Directive 92/28EEC Amendment Approximation of the Directive 92/28EEC Amendment 

the Advertising Lawthe Advertising Law
D e f i n i t i o nD e f i n i t i o n

Rx and OTC in reimbursement list not allowedRx and OTC in reimbursement list not allowed

Only Holder of the MAOnly Holder of the MA

C o n t e n t   of  the   a d v e r t i s i n gC o n t e n t   of  the   a d v e r t i s i n g

Shall not be misleadingShall not be misleading
SPC complianceSPC compliance
Shall not containt material whichShall not containt material which
oo suggests that the medicinal product is foodstuff or cosmeticssuggests that the medicinal product is foodstuff or cosmetics
oo refers to recomendation by scientists.....refers to recomendation by scientists.....
oo suggests that the safety or efficacy is due to the fact that it suggests that the safety or efficacy is due to the fact that it isis

natural e.t.c.natural e.t.c.
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ADVERTISING OF MEDICAL PRODUCTSADVERTISING OF MEDICAL PRODUCTS

M o n i t o r i n g   of   a d v e r t i s i n gM o n i t o r i n g   of   a d v e r t i s i n g

S I D CS I D C
monitoringmonitoring
withdrawwithdraw
punishmentpunishment

no preno pre--approval procedureapproval procedure
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HEALTH CARE BIOTECHNOLOGYHEALTH CARE BIOTECHNOLOGY

Health Care Biotechnological ProductsHealth Care Biotechnological Products
defined as the Medicinal Productsdefined as the Medicinal Products
registration and granting  of the MA according the registration and granting  of the MA according the 
Medicinal ActMedicinal Act
GMP is strictly requiredGMP is strictly required
patent protection according the Law 527/1990patent protection according the Law 527/1990
SPCSPC
GLP requirementsGLP requirements
genericsgenerics


