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ABSTRACT

Introduction The rights of patients should be
sufficiently protected even when an appropriate
authorised medicine does not exist or is unavailable on
the market. The Resolution, which was adopted by the
Committee of Ministers of the Council of Europe in
2011, aims at harmonising quality and safety standards
for pharmacy preparation of medicinal products in
Europe.

Two pillars of EU regulation and the exceptions
to them The system of regulation of medicinal
products is built upon two pillars: the marketing
authorisation of the medicinal product and the licence
for manufacturing and wholesale. This article provides
insight into the recent interpretation of the European
Court of Justice concerning the scope of European Union
(EU) regulation of medicinal products and the
circumstances in which the EU regulation does not
apply: pharmacy preparations, specialties and the
compassionate use of medicines, including
manufacturing licence.

EU regulation and the Resolution concerning
pharmacy preparation Pharmacy preparations are
allowed under certain strict conditions according to EU
regulations. However, pharmacies specialised in
preparation and distributing medicinal products to local
pharmacies do not fulfil these strict conditions in EU
regulation. Apart from the legal context, relevant
standards for safety and quality assurance are needed in
Europe in order to protect patients’ rights and to avoid
risks from pharmacy preparations.

Discussion and conclusions The Council of Europe
Resolution provides a means of establishing standards
for safety and quality assurance for pharmacy
preparations through Good Manufacturing Practice
Guidelines. The Resolution is available to authorities and
pharmacists in order to prevent incidents with medicines
prepared in pharmacies which may threaten patients’
safety. The authors conclude that pharmacy practices
have changed over time in Europe and this may imply a
reason for a reform of EU regulation on medicinal
products.

INTRODUCTION

The preparation of medicines in pharmacies is
important in order to accommodate individual
patients’ needs in Europe. This is, in particular, the
case if an appropriate authorised medicine does not
exist or is unavailable on the market. European
Union (EU) regulation determines under which
conditions a marketing authorisation is required in

order to place a medicinal product on the market
and under which conditions a manufacturing and
wholesale licence is required. However, it allows
some exemptions such as for pharmacy prepara-
tions. Some aspects of pharmacy preparations,
notably the standards for quality assurance and
safety, are not harmonised throughout Europe and
therefore fall under the competencies of individual
member states.

The Committee of Experts on Quality and Safety
Standards in  Pharmaceutical Practices and
Pharmaceutical Care, hereafter, the Committee of
Experts, carried out a survey in 2008-2009 among
the state parties to the Convention on the
Elaboration of a European Pharmacopoeia. This
was coordinated by the European Directorate for
the Quality of Medicines & HealthCare of the
Council of Europe. The survey results showed a
wide variety between the respondent countries in
the quality assurance and standards for medicinal
products made in pharmacies. In addition, it
demonstrated a gap in standards for quality assur-
ance between medicines prepared in pharmacies
and those prepared by the pharmaceutical indus-
try.! The results were discussed among experts
from the health authorities and from the field at a
workshop in 2009. They aimed to identify criteria
and key elements of standards for pharmacy prep-
aration in Europe.” Subsequently, the Committee of
Experts proposed a draft resolution for harmonis-
ing quality and safety standards for pharmacy prep-
aration of medicinal products in Europe. This led
to the adoption of Resolution CM/Res AP(2011)1°
(hereafter: the Resolution) by the Committee of
Ministers of the Council of Europe in 2011 and
the committee recommended that member states
should amend their legislation in line with the pro-
visions of the Resolution.> The Resolution was put
at the disposal of the authorities and pharmacists in
order to prevent incidents with medicines prepared
in pharmacies which may threaten patients’ safety.
The Committee of Experts has evaluated the effect
of the Resolution in 2013-2014."

Here, we outline the pillars of EU regulation of
medicinal products including the circumstances in
which the EU regulation does not apply. It provides
insight into the recent interpretation of the European
Court of Justice (ECJ) concerning the scope of EU
regulation of medicinal products and the exceptions
to it. Moreover, the article emphasises that relevant
standards for safety and quality assurance, such as
the ones provided in the Resolution, are needed in
Europe in order to protect patient rights and to
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avoid risks to patients associated with pharmacy preparations.
Finally, we assess whether change to pharmacy practice over time,
as well as recent case law, provide reason for the reform of EU
regulation on medicinal products.

THE TWO PILLARS OF EU REGULATION AND THE
EXCEPTIONS TO THEM

The two pillars of regulation

The system of regulation of medicinal products is built upon
two pillars: the marketing authorisation of the medicinal
product and the licence for manufacturing and wholesale.

In the EU, medicinal products are regulated by Directive
2001/83/EC° and Regulation (EC) No 726/2004.° The
Directive establishes in article 6 (1) that no medicinal product
may be placed on the market of a member state unless a market-
ing authorisation has been issued by the competent authorities
of that member state or of the European Commission (EC).
Regulation (EC) No 726/2004 lays down the procedure for
obtaining a marketing authorisation for certain types of medi-
cinal products (article 3 Regulation (EC) No 726/2004). Every
marketing authorisation issued through this procedure is valid
throughout the entire EU. In addition, Directive 2001/83/EC
states the marketing authorisation procedures for medicinal pro-
ducts that are not addressed in Regulation (EC) No 726/2004.
Those products may obtain national approval in one or more
member states.”

The Directive also establishes that manufacturing of the medi-
cinal products is subject to the holding of a licence issued by the
member states (article 40 (1) Directive 2001/83/EC). Moreover,
the Directive also states that the wholesale distribution and
storage are covered by an authorisation granted by the member
state in accordance with this Directive (article 77 (1) Directive
2001/83/EC).

The two pillars only apply in cases where the Directive 2001/
83/EC itself is applicable. The Directive applies to any medicinal
product that is prepared industrially or manufactured by a
method involving an industrial process as determined by article
2 (1) of Directive 2001/83/EC. Products that do not fulfil the
conditions of article 2 are not subject to the provisions of the
Directive. The meaning of article 2 will be explained in more
detail below on the basis of case law of the ECJ: Abcur AB
versus Apoteket.

Exceptions to the two pillars of directive 2001/83/EC

The current Directive 2001/83/EC contains a number of excep-
tions as regards the above-mentioned pillars. The most import-
ant exceptions, as far as they are relevant in relation to the
Resolution are: pharmacy preparations, specialties, compassion-
ate use programme and manufacturing licence exception. These
are all referred to as exceptions although their scope and legal
nature differs.

Pharmacy preparations
Article 3 of Directive 2001/83/EC states, among other things
that the Directive shall not apply to:

Magistral Formula, that is any medicinal product prepared in a
pharmacy in accordance with a prescription for an individual
patient; and to,

Officinal Formula that is any medicinal product which is pre-
pared in a pharmacy in accordance with the prescriptions of a
pharmacopoeia and is intended to be supplied directly to the
patients served by the pharmacy in question.

Both definitions contain multiple cumulative requirements.
The exceptions only apply if all of the requirements are fulfilled.
In that case, neither the marketing authorisation nor the manu-
facturing and wholesale licences, as established in the Directive,
are required. The exception for these requirements is also
applicable in the case of the preparation of a medicinal product
for which an alternative medicinal product with a marketing
authorisation is available on the market. A recent judgement of
the ECJ elucidated the requirements.

Abcur AB versus Apoteket

In the case Abcur AB versus Apoteket,® Apoteket, a Swedish
state-owned company which had the exclusive right to sell medi-
cines to the public until July 2009, produced and sold two medi-
cines (Noradrenalin APL and Metadon APL) without having
marketing authorisations for those products. Abcur produced and
sold two comparable medicines (Noradrenalin Abcur and
Metadon Abcur) for which the company had obtained marketing
authorisations. Abcur had put in a claim for compensation for
economic loss against Apoteket, because of the promotion of
unauthorised medicinal products by Apoteket. The Swedish court
suspended the case in order to request a ruling from the ECJ on
the meaning of specific provisions of Directive 2001/83/EC.

The ECJ first clarified the scope of Directive 2001/83/EC as
determined in article 2. The Directive applies to medicinal pro-
ducts for human use intended to be placed on the market in
member states and either prepared industrially or manufactured
by a method involving an industrial process. According to the
EC]J, a medicinal product manufactured by a method involving
an industrial process is characterised through a sequence of
operations. These can be either mechanical or chemical, and are
intended for the production of large amounts of a standardised
product. This implies that Directive 2001/83/EC may apply in
the case of standardised production of large amounts of a medi-
cinal product intended for storage or wholesale activities, and in
the case of production on a large scale or in series of magistral
formulae in batches.

The ECJ ruling then focused on the exceptions where
Directive 2001/83/EC does not apply to preparations by phar-
macies. For the exceptions in relation to magistral formulae as
included in article 3 point 1, the EC]J identified three cumulative
requirements in the provision. First, the medicinal product
needs to be prepared in a pharmacy. Second, it needs to be pre-
pared in accordance with a medical prescription. Finally, the
prescription needs to be for an individual patient. According to
the EC]J, the requirements should be interpreted strictly which
means that the medicinal product should be prepared in accord-
ance with a medical prescription that needs to be issued by a
physician for a specific patient in advance, that is before the
medicinal product is prepared for that patient.

The exception for officinal formulae in article 3 point 2 also
contains three cumulative requirements. First, the medicinal pro-
ducts must be prepared in a pharmacy. Second, the medicinal
products should be prepared in accordance with the prescrip-
tions of a pharmacopoeia. Finally, the medicinal products
should be intended to be supplied directly to the patients served
by the pharmacy in question. The latter means, as the EC] clari-
fied, that a medicinal product must be supplied directly by the
pharmacy which prepared it to the patients supplied by that
same pharmacy. Consequently, the exception of article 3 point 2
does not allow pharmacies to supply officinal formulae to other
pharmacies.

The EC]J provided a strict interpretation of the exceptions to
the Directive 2001/83/EC, thereby limiting the opportunity for
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pharmacy preparations, but it did not rule on the facts of the
specific case before the Swedish court. Therefore, it was up to
the Swedish court to ascertain whether the conditions for appli-
cation of article 2 and article 3, points 1 or 2 of Directive 2001/
83/EC were satisfied. Furthermore, it should be borne in mind
that if Directive 2001/83/EC is not applicable, then this allows
for member states to establish national regulations in the matter.
These regulations may, for example, include that national
authorisations are required for pharmacy preparations.

Novartis versus Apozyt

Another interesting ECJ case in relation to pharmacy prepara-
tions is Nowartis versus Apozyt.” Novartis holds the marketing
authorisation for the medicinal product Lucentis (ranibizumab)
for the treatment of the ‘wet’ type of age-related macular degen-
eration (ARMD), a common form of age-related loss of vision.
The recommended dose for Lucentis is a single injection of
0.5 mg into the eye. The procedure should be carried out under
aseptic conditions. The syringe and the vial are approved for
single use only. However, the prefilled syringe contains more
than the recommended dose. Therefore when preparing the
injection, the physician must expel the excess volume.
Meanwhile, Avastin (bevacizumab) is a cancer medicine available
as a concentrate that is made up into a solution for infusion
(drip into a vein) of Roche Pharma AG, which is not a party to
the main proceedings. However, Avastin has been used to treat
ARMD off-label already before the marketing authorisation of
Lucentis. For reasons related to cost, the off-label use of Avastin
has been continued thereafter.

Apozyt is a company that fills syringes with Lucentis and
Avastin. These syringes, which contain the exact amount needed
for one injection, are dispensed to pharmacies. Apozyt’s pro-
ducts are much cheaper because they can fill more syringes with
the content of one vial of Lucentis or Avastin. In a court case
between Novartis and Apozyt in Germany, the German court
referred questions to the ECJ about the interpretation of EU
regulations.

It is interesting that the ECJ did not assess, to what extent the
products of Apozyt were allowed under the exceptions for phar-
macies preparations. The ECJ considered that Apozyt did not
need a marketing authorisation for filling syringes for injection
with the medicines of Lucentis and Avastin as long as they met
the following conditions: The filling of the syringes should not
result in any modification of the medicinal product; the filling
occurs only on the basis of individual prescriptions; and the
injection is administered by the physician who prescribed the
medicine. Under those circumstances, the activities could not be
equated with a new placing on the market of a medicinal
product as included in the first pillar of EU regulation described
above.

This verdict of the EC] clarified the need of a marketing
authorisation. The case also related to the need for a manufac-
turing licence, but that will be discussed in Manufacturing
licence.

Specialties

Member states may, according to article 5 (1) of Directive 2001/
83, exclude medicinal products from the provisions of the
Directive. Medicinal products provided on the basis of article 5
(1) are also known as specialties. They may include medicinal
products imported from other countries or medicinal products
manufactured for a specific patient. However, article 5 (1) con-
tains a number of requirements. First, the exception should be
in accordance with the legislation in force in the member state.

Second, the exception should be intended to fulfil special needs.
Moreover, the medicinal products should be supplied in
response to a bona fide unsolicited order, formulated in accord-
ance with the specifications of an authorised healthcare profes-
sional and for use by his or her individual patients under the
professionals’ direct personal responsibility. Consequently, these
specialties are medicines that are prescribed on a named-patient
basis by a healthcare professional. The ECJ has once again clari-
fied the meaning of the provision and also outlined the scope of
the exception for specialties.

European Commission versus the Republic of Poland

The medicines act in Poland stated that no marketing authorisa-
tion was required for medicinal products imported from other
member states if those medicinal products contained the same
active ingredient, the same concentration and the same dosage
form but had a lower price than the medicinal products
authorised in Poland. In the case the European Commission
versus the Republic of Poland,'® the EC held the position that
the policy of Poland was contradictory to the requirement for a
marketing authorisation in article 6 (1) of Directive 2001/83/
EC, while Poland argued that the provision in their national law
was based on the aforementioned exception provided in article
5 (1) of the Directive.

The verdict of the ECJ stated that the substantive rule was
that a medicinal product may only be placed on the market if a
marketing authorisation has been issued. The exceptions should
be interpreted restrictively and the application must remain
exceptional in order to preserve the practical effect of the mar-
keting authorisation procedure.

The ECJ subsequently explained the meaning of a ‘special
need’ and a ‘bona fide unsolicited order’ in article 5 (1). Special
needs ‘applies only to individual situations justified by medical
considerations and presupposes that the medicinal product is
necessary to meet the needs of the patient’.!* A ‘bona fide unsoli-
cited order’ means ‘the medicinal product must have been pre-
scribed by the doctor as a result of an actual examination of his
patients and on the basis of purely therapeutic considerations’.'?

Furthermore, as the ECJ reasoned, the exception for special-
ties ‘can only concern situations in which the doctor considers
that the state of health of his individual patients requires that a
medicinal product be administered for which there is no
authorised equivalent on the national market or which is
unavailable on that market’."® Special needs do not exist in
cases where there are already authorised medicinal products
available on the national market with the same active substances,
the same dosage and the same form. It is interesting that finan-
cial considerations did not amount to a special need.

For pharmacy practice, it should be borne in mind that the
exception for specialties does not apply to cases where an
authorised medicinal product with the same active ingredient,
the same concentration and the same presentation form, is avail-
able. The exception can only be justified by the special needs of
the patient and not by financial considerations.

Compassionate use programme

The third exception concerns the compassionate use programme,
which is established in article 83 of Regulation (EC) No 726/
2004. It constitutes an exception from the prohibition to market
medicinal products without a marketing authorisation as in
article 6 of Directive 2001/83/EC. Member states may, for com-
passionate reasons, make a medicinal product available for
human use to a group of patients with a chronic or seriously
debilitating disease, or whose disease is considered to be life-
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threatening, and who cannot be treated satisfactorily by an
authorised medicinal product. The medicinal product should
have access to the centralised marketing authorisation procedure
in Regulation (EC) No 726/2004. This exemption can only apply
to medicinal products that are the subject of an application for a
centralised marketing authorisation at the European Medicines
Agency or that are undergoing clinical trials. Member states are
not obliged to implement the compassionate use option pro-
gramme in their national laws. However, if they decide to do so,
then they have to comply with the requirements of article 83 of
Regulation (EC) No 726/2004.

Manufacturing licence

The last exception concerns a manufacturing licence. Article 40
(2) Directive 2001/83/EC states that a manufacturing licence is
not required for preparation, dividing up, changes in packaging
or presentation where these processes are carried out, solely for
retail supply, by pharmacists in dispensing pharmacies or by
persons legally authorised in the member states to carry out
such processes. This exception for pharmacies applies regardless
of the availability of equivalent authorised medicinal products.

The case of Novartis versus Apozyt is also relevant here
because, besides the need for a marketing authorisation dis-
cussed above there was also the question of whether a manufac-
turing licence was required for Apozyt. The German
government argued that such an authorisation would not be
required since it had established an exception under the afore-
mentioned specialties provision. However, as discussed earlier,
that exception only applies in cases where no equivalent
product is available. This condition had not been fulfilled in the
case of Apozyt’s product based on Lucentis, while it may apply
in regard to Avastin.

Neither is a manufacturing licence required for the prepar-
ation of syringes with Lucentis so long as these processes are
carried out, solely for retail supply, by pharmacists in dispensing
pharmacies. Whether those conditions are fulfilled is for the
national courts to decide. Consequentially, the acceptability of
the activities carried out by Apozyt is largely dependent upon
national legislation relating to the profession of the pharmacist,
the implementation of the specialties regulation and the require-
ments concerning pharmacy preparations in the practice of the
member states.

THE EU REGULATION ON MEDICINAL PRODUCTS AND THE
RESOLUTION CONCERNING PHARMACY PREPARATION

In the EU, as explained above, medicinal products are regulated
by Directive 2001/83/EC and Regulation (EC) No 726/2004.
This EU legislation offers some space for pharmacy preparations,
but only under certain strict conditions as defined in these regula-
tions. Pharmacies specialised in preparation may not, however,
always fulfil these strict conditions.

In the case that Directive 2001/83/EC does not require a mar-
keting authorisation for the medicinal product, member states
are allowed to establish national regulations for pharmacy pre-
parations. These regulations may, for example, stipulate that
national authorisations are required for pharmacy preparations.
For pharmacy preparations, which are outside the scope of
Directive 2001/83/EC, the Resolution provides guidance to the
member states.

The Resolution, which is adopted by 36 member states, pro-
vides a means of establishing standards for safety and quality
assurance for pharmacy preparations. The Resolution is not
legally binding, but expresses the wish of the member states to
have the option of centralised pharmacy preparation and to

standardise the safety and quality standards for pharmacy pre-
parations. It helps pharmacists to determine what adequate stan-
dards of quality are. Before preparation, a risk assessment should
always be carried out by the pharmacist in order to define the
level of the quality assurance system which should be applied to
the preparation process of the medicinal product. The
Resolution recommends that the Good Manufacturing Practice
Guidelines'* ' are used as a reference for an appropriate quality
system for ‘high-risk preparations’, and that the PIC/S GPP
Guide'® be used for ‘low-risk preparations’. The Resolution also
discusses multiple other elements that may be incorporated into a
safety and quality assurance system for pharmacy preparations.
These include: a product dossier containing product-specific
quality properties and site-specific manufacturing conditions; cri-
teria for a marketing authorisation; labelling; compliance with
pharmacopoeial requirements; authorisation for pharmacies or
licences for companies making preparations for pharmacies;
transparency and safety; communication and information to
patients; and distribution of pharmacy preparations.

The centralisation and specialisation of pharmacy preparation
has occurred in multiple member states, whereas, at the same
time, an increasing number of pharmacies lack the facilities and
competence to fulfil the quality standards for the preparation
of medicinal products. Some pharmacies may have discontin-
ued the preparation of magistral and officinal medicinal pro-
ducts and, instead, use the services of pharmacies specialised in
pharmacy preparation. Specialised pharmacies are usually in a
better position than pharmacies that prepare medicinal pro-
ducts on a small scale. They are better able to invest in quality
assurance and safety standards such as those related to person-
nel, premises and equipment. Member states have, indeed,
established national regulations with regard to specialised phar-
macies and have taken the safety and quality assurance ele-
ments of the Resolution into account. This is presented in a
separate article.*

DISCUSSION AND CONCLUSIONS
The system of European regulation of medicinal products has
two pillars: the marketing authorisation of the medicinal
product and the manufacturing licence. The EU legislation on
medicinal products—Directive 2001/83/EC and Regulation No
(EC) 726/2004—provides a number of exceptions through
which the EU legislation or specific provisions, for example, the
requirement for a marketing authorisation, do not apply. The
ECJ has provided an interpretation of the legislation which
established that a wide scope of products is subject to the EU
legislation, while, in turn, restricting the products subject to the
exceptions. Their interpretation of Directive 2001/83/EC limits
the space for pharmacy preparations. It is questionable whether
this interpretation takes into account the fact that the magistral
formula and officinal formula are not available for multiple
patients whose pharmacy has stopped pharmacy preparation.
These non-preparing pharmacies subcontract this activity to
pharmacies specialised in pharmacy preparation and dispensing.
The limited space for pharmacy preparations raises the ques-
tion of whether the EU legislation Directive 2001/83/EC needs
to be amended. Given that the ECJ restricts the products subject
to the exceptions in the EU legislation, it is important to con-
sider whether healthcare and the rights of patients are suffi-
ciently guaranteed in cases where patient needs cannot be
fulfilled by an authorised medicinal product manufactured by
the pharmaceutical industry. Today, pharmacies may decide to
make use of the services offered by pharmacies specialised in
preparation to fulfil special patient needs. Pharmacies specialised
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in pharmacy preparation also fulfil an important role in the
supply of medicinal products, for example, when the availability
of an industrial product with a marketing authorisation has
been interrupted or stopped altogether. However, the supply of
medicinal products by specialised pharmacies to local pharma-
cies is not allowed on the basis of article 3 of Directive 2001/
83/EC as has been demonstrated in the Abcur v Apoteket case.
The exception of article 5 of that Directive with regard to ‘spe-
cialties’ might be an option to allow pharmacies specialised in
the preparation of medicinal products to dispense their pro-
ducts, but, this is only if the conditions of article 5 are fulfilled.
Whether article S is a real option that fits in with EU legislation
needs further evaluation. If none of these exceptions apply, then
the two pillar system of Directive 2001/83/EC is fully applic-
able. That means that a marketing authorisation of the medi-
cinal product and a manufacturing licence for the pharmacy are
required.

If the conditions in the definition of pharmacies’ preparations
in Directive 2001/83/EC are fulfilled, then the Directive does
not apply and member states may establish national regulations
for pharmacy preparations. The national regulations may be
based on the standards for safety and quality assurance referred
to in the Resolution including the situation in which there is
external supply of medicinal products by specialised pharmacies

What this paper adds?

What is already known on this subject?

» The European Union (EU) regulation determines under which
conditions a marketing authorisation is required in order to
place a medicinal product on the market and under which
conditions a manufacturing and wholesale licence is
required. However, EU regulation allows some exemptions
such as for pharmacy preparations.

» Itis common practice throughout member states to allow
pharmacy preparations for the treatment of patients for
which no licensed medicinal product is available on the
market. Since 2011, the member states of the Council of
Europe are recommended to use the Council of Europe
Resolution on quality and safety standards for pharmacy
preparations for the special needs of patients.

What this study adds?

» The article outlines the pillars of European Union (EU)
regulation of medicinal products including the circumstances
in which the EU regulation does not apply. It also provides
insight into the recent interpretation of the European Court
of Justice (ECJ) concerning the scope of EU regulation of
medicinal products and the exceptions to it.

» Relevant standards for safety and quality assurance, such as
the ones provided in the Resolution, are needed in Europe in
order to protect patient rights and to avoid risks associated
with pharmacy preparations.

» In the case Abcur AB versus Apoteket, the ECJ provided a
strict interpretation of the exceptions to the Directive 2001/
83/EC, thereby limiting the opportunity for pharmacy
preparations. If the practices concerning pharmacy
preparation in European countries do not fit within current
EU legislation, then there may be a real problem for
individual patient care.

to dispensing pharmacies. This may reduce the risk to patients
associated with pharmacy preparation.

Previous research shows that there is large variation in the stan-
dards and policies regarding pharmacy preparations within
Europe.' However, it is common practice throughout member
states to allow pharmacy preparations for the treatment of
patients for which no licensed medicinal product is available on
the market.* Further evaluation is required to see whether the
pharmacy preparations and the related national policies are in
line with current EU legislation and the Resolution, and the con-
sequences thereof.

If the practices concerning pharmacy preparation in European
countries do not fit within current EU legislation, then there
may be a real problem for individual patient care. We feel that
there should be sufficient space for the preparation of medicines
in pharmacies in order to accommodate individual patients’
needs in Europe, provided that an authorised medicine does not
exist or is unavailable on the market. Pharmacy preparations
should be able to fulfil all special patient needs, including the
needs of patients belonging to a pharmacy that has stopped
preparation and that has subcontracted the pharmacy prepar-
ation to a pharmacy specialised in preparation. However, this
subcontracting is, in our opinion, only in the interest of the
patient under the condition that the pharmacy specialised in prep-
aration fulfils all the safety and quality assurance elements men-
tioned in the Resolution.
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PE3HOME

BneedeHue: Npasama Ha nauyueHmume mpsibea 0a 6b0am docmambyHO 3aujumeHu, OopuU Ko2amo He
cbujecmesysa nodxo0sauWo pa3peweHo 1ekapcmeo Uiy mo e HedocmbIHO Ha rnasapa. Pesonoyus, npuema om
Cbeema Ha Esponielickusi cbto3 rnpes 2011 e., uma 3a uern xapMOHU3UpaHe Ha cmaHOapmume 3a Ka4ecmeo u
besonacHoCm rpu arnme4YyHomo fpu2omesiHe Ha fiekapcmeeHu rnpodykmu e Eepona.

Heama cmwbnba Ha peaynayusima Ha EC u usksiroyeHussima om msix

Cucmemama 3a peeayrnupaHe Ha fiekapcmeeHume rpodykmu e udgpadeHa 8bpxy 08a cmbriba: paspelieHue
3a yrnompeba Ha fiekapcmeeHusi MpodyKkm U JIUUEH3 3a Mpou3eo0cmeo U mbpeosusi Ha edpo. Tazu cmamusi
Oasa npedcmasa 3a HeomdasHawHOMO mbJrikyeaHe Ha Cbd Ha Egporelickusi cbto3 OmMHOCHO obxeama
Ha peeynupaHemo Ha riekapcmeeHume npodykmu Ha Eeponelickus cbo3 (EC) u obcmosimenicmeama,
npu koumo PeznameHmbm Ha EC He ce npunaza: anme4yHO npusomeeHu npodykmu, crieyuanumemu u
cwcmpalamenHama yriompeba Ha fiekapcmea, ekr4Ysawa U uyeH3 3a npoussodcmeo.

Peznamenma Ha EC u Pezonroyusima omHOCHO anme4YyHo npuzomeeHume npodykmu

AnmeyHo rnipuezomeeHume npodykmu ce pa3pewasam rpu ornpedeneHu cmpoau ycriogusi CbafiacHo
peanameHmume Ha EC. Bbripeku moea anmekume, crieyuanusupaHu 8 pueomesHemo U pasnpocmpaHeHuemo
Ha JfiekapcmeeHu rnpodyKmu 3a HacerieHUemo, He 0maosapsim Ha me3u cmpoeu yCriogusi 8 pearnameHma Ha
EC. OceeH pecynamopHusi KoHmekcm, 8 Egpona ca Heobxodumu cbomeemHu cmaHOapmu 3a besoracHocm u
ocuzypsisaHe Ha ka4ecmeomo, 3a 0a ce 3awumsam rfpasama Ha nayueHmume u 0a ce usbeaHam puckoseme
0m anmey4yHo fpu2omeeHuUme rnpoodyKmu.

Huckycus u 3aknroyeHusi: Pezomoyusima Ha Cbeema Ha EC npedocmassi cpedcmeo 3a ycmaHoesigaHe
Ha cmaHOapmu 3a 6e30rmacHOCM U ocu2ypsieaHe Ha Ka4ecmeomo Ha armeyHo rpu2omeeHume rpodyKkmu 4ypes
Hacoku 3a dobpa ripoussodcmeeHa rnpakmuka. T e docmubriHa 3a peaynamopHume efiacmu u chapmayesmume
C uen npedomepamsisaHe Ha UHUUOEHMU C Jiekapcmea, fpu20meeHU 8 arnmekume, Koumo moz2am 0a
3acmpawam 6e3ornacHocmma Ha rnayueHmume. Asmopume 3ak/odasam, Ye anmeqYHuUme rnpakmuku ca
ce MpoMeHuUnu ¢ me4YyeHue Ha epememo 8 Eeporia u mosa moxe Oa 6b0e npuvuHa 3a pehopMupaHe Ha
peaynauusima e EC omHOCHO fiekapcmeeHume rpooyKmu.

ABSTRACT

Introduction:The rights of patients should be sufficiently protected even when an appropriate authorised
medicine does not exist or is unavailable on the market. The Resolution, which was adopted by the Committee
of Ministers of the Council of Europe in 2011, aims at harmonising quality and safety standards for pharmacy
preparation of medicinal products in Europe.

Two pillars of EU regulation and the exceptions to them

The system of regulation of medicinal products is built upon two pillars: the marketing authorisation of the
medicinal product and the licence for manufacturing and wholesale. This article provides insight into the recent
interpretation of the European Court of Justice concerning the scope of European Union (EU) regulation of
medicinal products and the circumstances in which the EU requlation does not apply: pharmacy preparations,
specialties and the compassionate use of medicines, including manufacturing licence.

EU regulation and the Resolution concerning pharmacy preparation

Pharmacy preparations are allowed under certain strict conditions according to EU regulations. However,
pharmacies specialised in preparation and distributing medicinal products to local pharmacies do not fulfil these
strict conditions in EU regulation. Apart from the legal context, relevant standards for safety and quality assurance
are needed in Europe in order to protect patients’ rights and to avoid risks from pharmacy preparations.

Discussion and conclusions: The Council of Europe Resolution provides a means of establishing standards
for safety and quality assurance for pharmacy preparations through Good Manufacturing Practice Guidelines.
The Resolution is available to authorities and pharmacists in order to prevent incidents with medicines prepared
in pharmacies which may threaten patients’ safety. The authors conclude that pharmacy practices have changed
over time in Europe and this may imply a reason for a reform of EU regulation on medicinal products.
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Cveema na Eepona

BbBEJEHUE

[IpuroTBsHEeTO HA JEKApCTBA B ANTEKUTE € BAXKEH
MTOJIXOT 32 OCHTYPSIBAHETO HA WHAWBUIYaTHUTE HYX-
1M Ha BcekH maiueHTt B EBpona. ToBa nmo-crennaiHo e
CITyYasiT, aKo MOJXO/SIIO Pa3peIeHo JIEKapCTBO HE Ch-
LIECTBYBa WU € HEIOCTHITHO Ha Ma3apa. PeramMenT Ha
EBponeiickus cpro3 (EC) onpenens mpy KaKBH YCIOBHS
Ce M3WCKBa pa3pelieHne 3a ynorpeda, 3a Aa JOCTUTHE
JIEKApCTBEH MPOMYKT JIO Ta3apa W MPU KaKBH YCIOBHS
ce M3UCKBA JIMLICH3 3a MPOM3BOJACTBO M THProOBHS Ha
enpo. Toit obade mo3BossiBa HsikoM OOJEKUEHUs (OC-
BOOOXKIaBaHE OT M3HMCKBAHMUS) — HAIPUMEP alTeuHOTO
MIPUTOTBSIHE HA JICKAPCTBEHU MPOMYKTH. HsIKOW TexHH
aCTIeKTH, TO-CTIEIHAIHO CTAHJAPTHUTE 32 OCUTYpSBAHE
Ha Ka4eCcTBO M 0OE30IaCHOCT, HE Ca XapMOHHU3UPAHH B
sua EBpona u cieoBaTesHo monajar B KOMIIETEHIIH-
UTE Ha OTJCITHUTE AbPKaBU-UICHKH.

KomuTeThT Ha eKCIiepTUTE 1O CTaHAAPTHTE 3a Ka-
YECTBO U 0E30ITaCHOCT BBB (hapMaIleBTHIHUTE MTPAKTH-
KA ¥ (apMaleBTUIHNTE TPIKH, HAPUYAH IMMO-HATATHK
,»KOMHTETHT Ha €KCIIEpTUTE ", U3BBPIIIN IIPOYUYBAHE TIPE3
2008-2009 r. cpen abppxaBuTe — cTpanu no KonseHum-
sita 3a pa3paborBane Ha EBpomelickara ¢apmakories.
Toga Gemre koopauHUpaHo OT EBpomneiickus AMpeKTo-
par 3a KauecTBO Ha JIeKapCTBaTa ¥ 3/IPaBEOIa3BaHETO
kbM ChBeta Ha EBpomna. Pesynrarure ot mpoydBaHeTo
MOKa3BaT TOIIMO Pa3HO00pa3ue/pasIvuKu MEKIY CTpa-
HUTE PECIIOH/ICHTH B OCHT'YPSBAaHETO Ha Ka4yeCTBOTO M
CTaH/IAPTHTE 3a JICKAPCTBEHU TPOAYKTH, MPUTOTBEHH
B anTekuTe. B nombiHeHue, Tol Mmokasza nponycKUTe B
CTaHJAPTUTE 32 OCUTYPSIBaHE Ha KAY€CTBOTO MEXTY Jie-
KapcTBara, IPUTOTBEHU B allTEKHUTE, M T€3H, IPUTOTBE-
HU OT (apmaneBTHuyHara uaayctpus (1). Pesynrarure
0s1xa 00CB/ICHN CpeJl eKCIIEPTH OT 3APABHUTE BIIACTH U
ot obnactTta Ha cemuHap npe3 2009 r. Te umaxa 3a 1en
WACHTU(QHUINPAaHE HA KPUTEPUUTE U KITIOYOBHUTE elie-
MEHTH Ha CTaHJapTHTe 3a (PapMaIleBTH9HA ITOIr0TOBKA
3a MMPUTOTBSIHE HA JIEKapCTBA B allTeYHH yclioBUs B EB-
pona (2). BrocnencTBue eKCEpTHUAT KOMHUTET MPEa-
JIOKM TIPOEKT Ha PE3OJIIOLMsI 32 XapMOHHU3UpaHe Ha
CTaHJAPTUTE 3a Ka9e€CTBO M O€30MMacHOCT MPH MPHUTOT-
BSHETO Ha JICKAPCTBEHU MPOIYKTH B allTEYHH YCIIOBHS
B EBpona. Toa nosezae 1o npuemanero Ha Pesomonus
CM/Res AP (2011)1 (3) (mo-momy: Pesomorusita) ot
Komurera na munuctpure Ha CbBeta Ha EBpona mpe3
2011 . ¥ KOMUTETHT MIPENopbya Ha IbP>KaBUTE WICHKH
Jla I3MEHSIT CBOETO 3aKOHO/IATEJICTBO B CHOTBETCTBHE C
pasmopenoute Ha PesomrorusTa (3). Ts Oeme mpemoc-
TaBeHa Ha Pa3IOJIOKEHUE Ha BIACTUTE U (papMaIleBTH-
Te, C LIeJI MPEAOTBPATSABaHE HA MHIUJCHTH C JIEKapCTBe-
HY NIPOAYKTH, IPUTOTBEHH B allTEKUTE, KOUTO MOTAT Jia
3acTpamar 0e301acHOCTTa Ha ManueHTuTe. KoMUTeThT

Ha EKCTIEPTHUTE HAIPaBH OlEHKa Ha eheKTa OT pe3oIo-
musita ipes 2013-2014 . (4).

Tyk odepraBame cTHI00BeTe Ha perynamnus Ha EC
Ha JICKAPCTBEHUTE MPOMYKTH, BKIIOUHTEIHO OOCTOS-
TEJICTBATa, IPH KOUTO peramMeHTsT Ha EC He ce mpuita-
ra. Toii naBa mpecTaBa 3a HEOTAABHAIIHOTO THIIKyBaHE
Ha Cpya Ha eBponeiickute obmHocTd (CEO) oTHOCHO
obxBara Ha perynupaHero or EC Ha JeKapCTBCHHTE
MPOJYKTH U U3KITFOUeHHsATa OT Hero. OCBEeH TOBa CTaTH-
sTa HaOJsra Ha (hakTa, ue B EBporia ca HeoOXOMUMH Chb-
OTBETHH CTaHAAPTH 32 OCUTypsiBaHE Ha OE30MacHOCTTa
1 Ka4eCTBOTO Karo Te3W, MpenBuieHn B Pesomronusira,
3a j1a ObJIaT 3alIMTEeHY [IpaBara Ha MAIlMeHTUTE U Ja Ce
M30erHar pUCKOBETE 32 MAIMEHTUTE, CBbP3aHH C anTed-
HOTO NPUTOTBsiHE. M Hakpas, OleHsABaME JalH MPOMS-
HAaTa B alTeyHaTa MPAKTHKA C TCUCHHUE Ha BPEMETO, KaK-
TO M CKOpOIIIHATa ChJieOHa TPaKTHKa, IaBaT OCHOBAHNE
3a pedopmara Ha pernameHta Ha EC oTHOCHO jekap-
CTBEHHTE MPOYKTH.

JABATA CTbhJIBA HA PET'YJIALIUA B EC
N NB3KIIOYEHUATA 3A TAX

Jeama cmvnoa na pezynayusn

Cucremara 3a peryivupaHne Ha JISKapCTBEHUTE IPO-
JIYKTH C€ OCHOBaBa Ha J[Ba CTHJIOA: Pa3pelICHUETO 3a
yrnorpeda Ha JIEKAPCTBEHUsI MPOAYKT M JIMICH3a 32
TIPOM3BONICTBO U THProBus Ha enpo. B EC mekapctse-
HUTE TIPOAYKTH ce perymupar ot Jupexrusa 2001/83/
EO (5) u Permament (EO) Ne 726/2004 (6). {upexTrBa
yCTaHOBsBA B wieH 6, maparpad 1, 4e HUTO eIuH Je-
KapCTBEH MPOJYKT HE MOXKe Jia ObJie MyCcKaH Ha Ia3a-
pa Ha JIbpKaBa WICHKA, OCBEH aKO pa3pelIeHHETO 32
ynoTpeba He € U3/1a/IeHO OT KOMITIETeHTHUTE OpPTraHd Ha
Tas3W JIbp)KaBa 4WieHKa WM Ha EBpomnelickara KOMUCHS
(EO). Pernament (EO) Ne 726/2004 onpenens mpote-
Jypara 3a MoJydyaBaHe Ha pas3pelieHHe 3a yrnorpeda ¢
OTIpEICTICHN BUAOBE JICKAPCTBEHU MPOMYKTH (WICH 3,
Permament (EO) Ne 726/2004). Besiko pasperienne 3a
ynoTpeba, n3IaaeHo upe3 Tasu MpoIeaypa, € BalHl-
Ho B 1ienmust EC. Ocgen ToBa JlupexruBa 2001/83/EO
MOCOYBa MPOLIEAYPHUTE 3a U3/aBaHE Ha pa3pellcHUe 3a
yrorpeba Ha JIeKapCTBEHH MPOAYKTH, KOUTO HE ca pas-
mieaanu B Permament (EO) Ne 726/2004. Tesu npojy-
KTH MOTaT JIa ToJTy4aT HAaIMOHAITHO OI00pEeHHe B eIHa
WA TIOBEYE TbPKaBH WieHKH (7).

JlupexTrBaTa CHIIO Taka YCTAHOBSBA, Y€ IMPOM3-
BOJICTBOTO HA JIEKAPCTBEHU MPOAYKTH € MpPEAMET Ha
MPUTEKABAHETO HA JIMLCH3, M3IAJICH OT Jbp)KaBHUTE
ynenku (wieH 40, maparpad 1 or dupextusa 2001/83/
EO). OcBen ToBa AMpEKTHBATa CHINO Taka IOCOYBA,
4e THPrOBUS/TUCTPHOYIMSI HA €Ip0 M ChXPAHEHUETO
ca 00XBaHaTH OT pa3pelleHue, AafeHO OT IbpKaBaTa
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YJICHKA B ChOTBETCTBHE C HACTOSIIATA NPEKTUBA (WICH
77 (1) Jupexrusa 2001/83/EO).

JlBara cTbs0a ce mpuiiarar caMmo B CIIy4auTe, Kora-
TO ¢ mpuioxumMa camara Jlupexrusa 2001/83/EO. [lu-
PEKTUBATA Ce MpHiiara 3a BCEKU JICKAPCTBEH MPOIYKT,
KOMTO € MPUTOTBEH ITPOMHIIIIIEHO MITH € TIPOM3BEJICH 110
METOI, BKJIFOUBAII] IIPOMUIILIEH MPOIIEC, KaKTO € OIpe-
nerneHo B wieH 2, naparpad 1 ot Hupektusa 2001/83/
EO. IlpoaykTHte, KOUTO HE OTTOBApAT Ha yCIOBUSATA HA
4JIeH 2, He ca MPeIMET Ha Pa3nopeIOnTe Ha JJUPEKTHBA-
Ta. 3HAYCHNETO Ha WieH 2 11e 0bae 00SICHeHO MO-TI0/-
PpOOHO TO-110Ty BB3 OCHOBA Ha ChJieOHaTa MpaKTHKa Ha
Cobna na EC: Abcur AB cpemty Apoteket.

H3knwuenusn om oeama cmwinba na [{upekmuea
2001/83/EO

Hacrosiara Jlupexrusa 2001/83/EO chabpxa pe-
JIAIA U3KITIOYCHUS TI0 OTHOIICHNE Ha TOPECIIOMEHATH-
Te CTHIOOBE. Hali-BakKHHTE W3KIIOYECHUS, JOKOJIKOTO
Te ca MPWJIOKHMH II0 OTHOIIEHHE Ha Pesomroumsra,
ca: anTe4yHW Tpenapard, CIeHAIUTETH, JEKapCTBEHH
MPOJYKTH B MPOrpaMu 3a ChCTpajaTeliHa yrnoTpeda u
M3KITFOUCHHE 32 JIMICH3 33 MPOU3BOACTBO. Benukm Te
ce Hapu4aT M3KIIOYEHMS, BBIIPEKH Y€ TEXHHUAT 00XBaT
U [IPaBHA CHIIHOCT CE pa3jIMyaBar.

Anmeuno npuzomesane Ha iekapcmeeHu npooy-
Kmu

Unen 3 ot Jupexrura 2001/83/EO mnacu, Hapesn ¢
JPYTH HEllla, 4e IUPEKTUBATa HE Ce MpHJIara 3a:

e MarucTpanHa perenTypa, ToBa € BCEKH JeKap-
CTBEH NPOJYKT, IPUTOTBEH B alTeKa B CHOTBETCTBHE C
MpeAnrcana perenTa 3a KOHKPETeH MalueHT; U KbM

e dapMakoneiiHa pelentypa, KosiTo € BCEKH Jie-
KapCTBEH MPOAYKT, KOMTO € NMPUTOTBEH B allT€Ka B Ch-
OTBETCTBHE C TPEAIMCAHUATA HA a (apMakones u €
NpeHa3HadeH Ja Ce JIOCTaBs AMPEKTHO Ha MAIlMeHTH,
00CIy’KBaHU OT BBIIPOCHATA arTeKa.

W nere neuHULMKM CHIBPKAT MHOKECTBO Ky-
MYJIaTUBHU W3WUCKBAaHUA. W3ximroueHusTa ce Ipujiarat
caMO aKoO ca M3NBIHEHW BCHUYKHM H3HCKBaHMA. B TO3M
CITydJaif He ce M3MCKBAT HATO pa3pelieHne 3a yrnorpeoda,
HHTO JIMLICH3HU 3a TPOM3BOJICTBO M THPrOBUS HA €/Ipo,
YCTAaHOBEHH B JUPEKTHBara. V3KIIOYEHHETO 3a Te3H
WU3UCKBAHUS € IIPUIOKUMO U B ClIydall HAa IIPUTOTBSIHE
Ha JIGKapCTBEH MPOAYKT, 32 KOMTO Ha Iazapa ce mpel-
Jiara anTepHaTHBEH JICKAPCTBEH MPOJYKT C pa3pelieHue
3a yrorpeba. HeornaBHamrHo pemrenue Ha Cpaa Ha EC
U3SICHU M3UCKBAHMATA.

Abcur AB cpeuy Apoteket

[To nenmoto Abcur AB cperry Apoteket, 8 Apoteket,
IIBCICKa IbpiKaBHA KOMITaHUA, KOATO UMalllC U3KITHYN-
TEITHOTO IPABO JIa MPOAABA JICKAPCTBA HA HACEIICHUETO
o o 2009 r, npousBexaa U MpPoAaBa IBE JIEKap-

crBa (Noradrenalin APL u Metadon APL), 6e3 na uma
paspeleHus 3a ynorpeda 3a ChbOTBETHUTE MPOTYKTH.
Abcur pou3Beaa W MpoaaBa JBE CPaBHUMH JIEKap-
ctBa (Noradrenalin Abcur m Metadon Abcur), 3a kon-
TO KOMITAHHSTA € MOJTyYryIa pa3perieHus 3a yrnorpeoda.
Abcur e mozan uck 3a 00e3LIeTeHNE 328 HKOHOMHYECKa
3ary0a cpenry Apoteket, mopaau nomyssipu3upaHeTo Ha
JIEKapCTBEHH MPOIYKTH 0e3 pa3pelieHue 3a yrnorpeda
ot Apoteket. [IIBeICKHAT CBI € COPSIT ASITOTO, 3a Ja T0-
rcka pemienre ot Cpaa Ha EC 0THOCHO 3HaY€HHETO Ha
cniequduanm paznopendou Ha Jupexrusa 2001/83/EO.

Coabt Ha EC bpBO n3sicHu 00xBaTa Ha J{upexTrBa
2001/83/EQ, xakTo e onpe/eiieHo B wieH 2. Jlupekru-
Bara ce Mpuiara 3a JISKapCTBEHHU MPOIYKTH 32 XyMaHHa
ynotpeba, ipeHa3HaYeHn 1a ObJaT MMyCHATH Ha I1a3a-
pa B AbpKaBUTE WICHKH ¥ MPOU3BEICHN TIPOMUIIICHO
WA TIPOW3BEICHU TI0 METOJI, BKJIFOYBAII] MPOMUIILICH
mporiec. Cropen Cona ma EC nexapcTBeHHSIT mpo-
JIYKT, MIPOU3BEIICH MO0 METOJ, BKJIFOYBAIL MIPOMHUIILICH
MIpOIIeC, Ce XapaKTepu3upa Ype3 MOCIEeIOBATEIHOCT OT
orreparun. Te Morar 1a ObIaT KaKTO MEXaHWYHH, TaKa
Y XMMHUYECKU W ca TpeTHa3Ha4YeHH 3a MPOU3BOJCTBO-
TO HA TOJIEMH KOJHMYECTBA CTAHIAPTU3UPAH TPOIYKT.
Toea npemnonara, ye Jupexkrusa 2001/83/EOQ moxe
Jla ce Ipuiara B cIydail Ha CTaHAapTHU3UPaHO MpPOU3-
BOJICTBO Ha TOJIEMH KOJIMYECTBA JIEKAPCTBEH MPOIYKT,
MpeHa3HaYeH 32 CKJIaIUpaHe I ThPTOBHS Ha €pO, 1
B CJIy4ail Ha TIPOU3BOJICTBO B TOJISIM Maiad WiTH B CepHs
MarucTpaJIHU PELENTYPH 110 MapTUJIH.

ToraBa pemenrero Ha Cohaa Ha EC ce dokycu-
pa BBbPXy H3KIOUEHHATa, cropen kouto Jlupekrusa
2001/83/EO He ce mpuiiara 3a anTeqyHo MPUTOTBSHE Ha
JIEKAPCTBEHU MPOIYKTH. 32 U3KITFOYSHHUSATA IO OTHOIIIEe-
HUC Ha MarucTpasHuTe ()OPMYJIH, BKIFOUCHU B YJICH 3,
touka 1, CEO onpenenu Tpu KyMyjlaTHUBHH HM3HMCKBa-
Hus B pasnopendara. [IbpBo, JIEKapCTBEHUSAT MPOLYKT
TpsiOBa /1a ObJie MPUTOTBEH B anTeka. Bropo, TpsoBa na
Ce MOJITOTBY B CHOTBETCTBHE C MEIUITMHCKO TIPeIITIca-
Hue. U Hakpas, penentara TpsOBa J1a ObJ/ie 32 OT/eNeH
nareHT. Cnopex CEO wusnckBaHusita TpsiOBa na ce
TBIKYBaT CTPUKTHO, KOETO O3HauaBa, 4e JIeKapCTBEHH-
ST TIPOJYKT TPsiOBa J1a C€ MPHUIOTBS B CHOTBETCTBHE C
MEIWIIMHCKO TIPEANICaHne, KOeTO TPsSOBa ga Obae m3-
JIaJIeHO OT JIeKap 3a KOHKPETEeH IMAIeHT pelBapuTe-
HO, T.€. TIPEAM JICKAPCTBEHUSIT MPOMYKT Ja ObJie TpH-
TOTBEH 3a TO3U MAaIUCHT.

WzkirouenneTo 3a oduipannute Gopmyin B WieH
3, TO4Ka 2 ChIIO CHIBPKA TPH KyMYJIATHBHU U3UCKBa-
Hus. [IppBO, IekapcTBeHNTE TPOAYKTH TpsiOBa /a ce
MIPUTOTBAT B anTeka. BTopo, JiekapCTBEeHUTE MPOAYKTH
Tpsi0Ba Ja C€ MPUTOTBAT B CHOTBETCTBHE C TIPE/IITUCAHU-
sta Ha (hapmakoresTa. M Hakpas, IeKapCTBEHUTE MPO-
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IYKTH TpsiOBa fa ObJIaT peiHa3HaYeH! Ja Ce JOCTaBSIT
JMPEKTHO Ha MalUeHTHTE, 0OCTYKBaHU OT BBIIPOCHATA
anreka. [locnenHoTo o3HauaBa, KakTo pazsacHU ChbIbT
Ha EC, ue nexkapcTBeHHST NPOAYKT TpsiOBa ja ce noc-
TaBsl JIMPEKTHO OT alTeKaTa, KOsITO TO € MPUTOTBHIIA, Ha
MaIMeHTHTe, 00CIY»KBaHH OT chinara anteka. Cienoa-
TEJTHO U3KJIFOYCHUETO Ha WIeH 3, TOYKa 2 He MO3BOJI-
Ba Ha aNTeKHUTe Ja JOCTaBAT ouumanHu GopMyiu Ha
JPYTH anTeKu.

CoapT Ha EBporieiickuTte 00ITHOCTH OCUTYPH CTPO-
TO THIKYBaHe Ha M3KItodeHnsATa oT Jnpextuna 2001/83/
EO, karto mo T03M HaYMH OTPaHWUYN BH3MOXKHOCTTA 32
IIPUTOTBSIHE HA JICKAPCTBEHU MPOIYKTH B allTE€YHU YC-
JIOBUSI, HO HE CE NMPOM3HECE OTHOCHO (DaKTHUTE MO KOH-
KpEeTHHsI CiTydail mpen mBencKus cbhia. CieaoBaTernHo
IIBEJICKUAT ChJI TPSIOBA J1a IPOBEPH JIANN Ca H3ITbIIHEHH
YCJIOBUSITA 3a IIpUJIaraHe Ha 4jieH 2 U WwieH 3, TOUkH |
i 2 ot Jupexrusa 2001/83/EO. OcBen ToBa TpsiOBa
na ce uma rpensun, de ako Jupexrusa 2001/83/EO He
¢ MPUJIOKKMMa, TOBA MO3BOJISIBA HA IBPKABUTE WICHKH
Jla YCTaHOBSIT HAI[IOHAHU Pa3opea0H IO ChbOTBETHUSI
BBIIpOcC. Te3n pasnopendy Morar Jia BKIIOYBAT HApH-
Mep HeOOXOAMMOCT OT HAIIMOHATHO pa3pelieHue 3a arl-
TEUHO MPUTOTBSIHE Ha JIEKAPCTBEHH TIPOIYKTH.

Novartis cpeuy Apozyt

Hpyr untepecen ciyyait Ha Cpaa Ha EC mo ort-
HOIIIGHHWE Ha anTeyHuTe npenaparu ¢ Novartis cperry
Apozyt. 9 Novartis mpuTexasa pa3pericHue 3a yruoTpe-
0a Ha JekapcTBeHHs MPOAyKT Lucentis (paHnOm3yma)
3a JleueHne Ha ,,MOKBP THIT Bb3PACTOBO 3aBUCHMAaTa
MakyiHa jgererepaius (ARMD), gecto cpemana ¢op-
Ma Ha 3ary0a Ha 3peHHe, CBbp3aHa ¢ Bb3pactra. [Ipeno-
phuMTenHAaTa /1032 32 Lucentis € eIHOKpaTHa WHKEKIINS
ot 0,5 mg B okoto. [Iporiemypara TpsiOBa 11a ce H3BHPIII-
Ba TIpU acenTW4YHU ycioBus. CIIpUHIIOBKATa U (IaKo-
HBT ca 0100peHH caMo 3a eqHOKparHa ynorpeoa. [Ipen-
BapUTEIHO HaIlbJIHEHATa CIPHHIOBKA 00ade ChIbpiKa
roBeue OT Mpernopbuanara 103a. CiemoBaTenHo, Koraro
MOJITOTBSl MHIKEKIIUATA, JIEKapsT TPsiOBa J1a U3XBBPIH
M3UITHAS 00eM. MexayBpeMeHHO Avastin (OeBarm-
3yMal) € JIeKapcTBO IMPOTHUB PaK, KOETO Ce Tpejyiara
KaTo KOHIIEHTPAT, MPUTOTBEH 3a MH(Y3HOHEH Pa3TBOP
(karkoBO BB BeHara) Ha Roche Pharma AG, koiito He
€ CTpaHa B IVIaBHOTO NPOW3BOACTBO. Avastin obaue e
Ooun n3non3Bad 3a jedenne Ha ARMD m3BbH eTukera
ole TIpeAr paspemieHneTo 3a ymorpeda Ha Lucentis.
[lo ¢pmHaHCOBM TpUuMHK yrioTpedara Ha Avastin U3BbH
eTUKeTa € TIPOIBIDKEHA H CIIe]] TOBA.

Apozyt e KOMIaHUsl, KOSITO ITBJIHA CIIPUHIIOBKH C
Lucentis 1 Avastin. Te3u CIpHHIIOBKH, KOUTO ChIBP-
JKaT TOYHOTO KOJIMIECTBO, HEOOXOTUMO 3a €/THA MHIKEK-
s, ce pasmasar B anrekute. lIpogykrure Ha Apozyt

ca MHOTO TI0-€BTHHH, 3aI[0TO MOT'aT Jia HAITBJIHAT I10-
BEYE CIPUHIIOBKH ChC ChIBPIKAHUETO HA SIUH (pJIaKOH
Lucentis mmu Avastin. B cpre6n0 nmemmo mexay Novartis
n Apozyt B [ epmaHns repMaHCKUST HEMCKHU ChJI OTIpa-
BU BbIipocu 10 Cbaa Ha EC 0THOCHO ThJIKYBaHETO Ha
pasnopeadute Ha EC.

Wntepecnoto e, ye CpapT Ha EC He e HampaBui
OIIEHKa JI0 KaKBa CTEIEH ¢a Pa3pelICHU IPOAYKTHTE Ha
Apozyt ChIITacHO M3KITIOYCHUATA 32 IPUTOTBIHE Ha Jie-
KapCTBEHH ITPOIYKTH B anrTedHu ycious. ChabT Ha EB-
porieiickuTe OOITHOCTH cUeTe, 4e Apozyt He ce HyX/Iae
OT pa3pellicHre 3a MyCKaHe Ha Ia3apa 3a IIbJIHEHE Ha
CIPUHIIOBKY 3a MHXKEKIIUM C JiekapcTBaTa Ha Lucentis
u Avastin, cTUra Jia OTTOBapsT Ha CJICAHUTE YCIIOBHUS:
[IpTHEHETO HA CHPWHIIOBKUTE HE TPsOBA 1@ BOAW IO
Moau(UKaIUs Ha JIEKAPCTBEHUSI TPOAYKT; ITBIHEHETO
CTaBa caMO Bb3 OCHOBA Ha WHIWBUIYaJTHH TMPEAIUCa-
HUS; ¥ MHXKEKIUATA Ce Tpujiara OT JIeKaps, MPeucat
JiekapcTBoTO. [lpu Te3m 0OCTOATENCTBA JCHHOCTUTE
He Morar ja ObJaT MpHpaBHEHH Ha HOBO ITyCKaHe Ha
rmasapa Ha JIEKapCTBEH IMPOMAYKT, KAKTO € BKITFOYEHO B
IBpPBUS CTHIO Ha pertamenTa Ha EC, ommcan mo-rope.

Tasu npuchna vHa Craa Ha EC u3sicHu HeoOxomu-
MOCTTa OT paspelicHue 3a ynorpebda. CiydasT ChIo
€ CBbp3aH ¢ HEOOXOAUMOCTTA OT JIMIICH3 3a ITPOU3BOJI-
CTBO, HO TOBa Ile Ob/Ie OOCHICHO B JIUIICH3 3a MPOU3-
BOJICTBO.

Cneyuanumemu

JIbprkaBUTE WICHKA MOTaT, ChIVIACHO WICH 5, ma-
parpad 1 ot dupexrusa 2001/83, na u3kimtodar jgekap-
CTBEHHUTE MTPOIYKTH OT pasnope0nTe Ha TUPEKTHBATA.
JlexapcTBeHHUTE TIPOMYKTH, MPEIOCTABEHH BH3 OCHOBA
Ha wieH 5, maparpad 1, ca W3BECTHH CBHIO KaTo CIie-
nuanuTeTd. Te Morar aa BKIIFOYBAT JICKAPCTBEHH IPO-
JIyKTH, BHECEHH OT JIDYTM CTPAHU, WM JICKAPCTBEHH
MIPOJIYKTH, TIPOM3BEICHN 32 KOHKPETCH ManueHT. UieH
5, maparpad 1 obaue chabpka pemuiia W3UCKBAHUS.
[IspBO, M3KITIOYEHUETO TPSIOBA 11a ObJIC B CHOTBETCTBHE
C JIEHCTBAIIIOTO 3aKOHOAATEIICTBO B AbprKaBaTa YIeHKa.
Bropo, uskinroueHneTo TpsOBa na Obje MpeqHa3Haue-
HO 32 YJIOBJICTBOPSIBAHE HA CrielUaiHN HY¥ 1. OCBeH
TOBA JICKAPCTBEHUTE MTPOLYKTH TPsiOBa Ja ce JIOCTaBsIT
B OTTOBOp Ha JOOpPOCHBECTHA HETOMCKAaHA IMOPHUKa,
(opMmynrpaHa B CHOTBETCTBHE ChC CIICITU(PHKAITUNTE
Ha OTOPU3HUPAH MEIUITMHCKHU CIIEUAIIUCT U 33 U303~
BaHE OT HETOBUTE OT/ICITHY MALIMCHTH TIOJI PSIKaTa JIHY-
Ha OTTOBOPHOCT Ha MEUIIMHCKUTE crieruanuctu. Crie-
JTOBATEIHO TE3U CIELHAIUTETH Ca JIEKapCTBa, KOUTO CE
MIPEANMCBAT HAa OMpE/IeieH MalWeHT OT MEAWIIUHCKH
cnenquanuct. CEO 0THOBO U3CHU 3HAYEHUETO Ha pa3-
ropeadaTa U ChIIO Taka o4epTa 00XBaTa Ha M3KITHOUE-
HUETO 32 CIICIUATHOCTH.
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3axkoHbT 3a JekapcTBara B Ilomnma 3asBu, e He ce
M3MCKBA pa3pelieHne 3a ynorpeda Ha JeKapCTBEHH ITPO-
IYKTH, BHECEHH OT JAPYTH ABP)KaBH UWIEHKH, aKO TE3H
JIEKApCTBEHU MPOIYKTH ChIbPIKAT €IHA M ChI[a AKTHUB-
Ha CHCTaBKa, ChIIAaTa KOHLEHTPALUS M €AHA U ChILa
JekapcTBeHa (opma, HO MMar MO-HUCKA LIeHa, OTKOJ-
KoTO pasperienure B [lonmma nexapcTBeHN TPOTYKTH.
B cnyuas Epomnelickara xomucus cperty Pemy6mimka
[Tomma (10) EK 3acTbnu mo3umnusTa, 4e MOJUTHKATa
Ha [lomma mpoTrBOpeYr Ha W3MCKBAHETO 3a paspellie-
HUE 3a THProBUs B WwieH 6, maparpad 1 ot dupexrusa
2001/83/EO, mokaro [lomnma TBepay, Ye pasnopenadara
B HAI[MOHAJIHOTO UM 3aKOHOJIATEJICTBO C€ OCHOBaBa Ha
TOPECIOMEHATOTO M3KIIIOYEeHHUE, TPEABUICHO B YJICH 5,
maparpad 1 oT mupekTuBara.

B npucsnara mva CEO ce mocouBa, 4ye OCHOBHO-
TO TPABUJIO €, Y€ JIEKAPCTBEH MPOAYKT MOXKe Aa Obe
ITyCHAaT Ha Ia3apa caMoO aKo € M3/Ja/IeHO pa3pelleHue
3a ymorpeba. M3kmodenusiTa TpsOBa aa ce THIKyBar
OTPaHUYHUTEITHO, a 3asSBICHUETO TPSOBA /1a OCTaHE B U3-
KITIOUEHHE, 32 JIa Ce€ 3ala3d MPAaKTUIECKUAT ePeKT OT
IpoLexypara 3a pa3pelaBate 3a ynorpeoa.

Briocneacrsue ChabT 0OSICHU 3HAYEHUETO Ha ,,CIIe-
nuajiHa HyX1a“ u ,,J00pOChBECTHA HEIIOHMCKaHA I0-
pbuka‘“ B wieH 5, naparpad 1. Crenuansu HyXIH ,,ce
MpujIarat camo 3a OTACTHH CHUTyalnd, 00OCHOBaHU OT
MEIMIIMHCKA ChOOpaKEHUsI, U C€ Tpe/ronara, 4e Jie-
KapCTBEHUAT MPOIAYKT € He0OXOnuM, 3a 1a OTTOBOPH Ha
Hyxute Ha maiuenrta’ (11). ,,JloOpockBecTHa Heno-
WCKaHa MOphYKa* 03Ha4aBa ,,IEKAPCTBEHUAT MPOIYKT
TpsiOBa Ja ¢ OWJI TpeANrCcaH OT JIKapsl B pe3yiTaT Ha
JEMCTBUTEJICH TIPEeriie/l Ha MAIeHTUTE My U Bb3 OCHO-
Ba Ha YMCTO TEPANeBTUYHU ChoOparkeHHs * (12).

OcgeH ToBa, KakTo pasuckBa CEO, H3KIIOUEHHETO
3a CHElMaINTETH ,,MOXKe Jia C& OTHAcS caMo 3a CUTY-
alvy, TIpU KOWUTO JIEKApST CUNTA, Y€ 3PaBOCIOBHOTO
CHCTOSTHHE Ha OTJIETHUTE MY MAIlMEeHTH M3MCKBA J1a ce
rpujiara JIEKapCTBEH MPOIYKT, 32 KOHUTO HsIMa OJ00peH
€KBUBAJICHT Ha HAI[MOHAITHUS M1a3ap WK € HEIOCTHIICH
Ha To3u mazap” (13). CnenuanHu HYXIU HE ChIIECT-
BYBaT B CIIy4auTe, KOTaTo Ha HAllMOHAIHUS Ta3ap Bede
“Ma pas3pelieH JIeKapCTBEHH IMPOIYKTH ChC CHIIUTE
AKTHBHU BEIIECTBA, €IHa ¥ ChINa JO3UPOBKA U ChINATa
(opma. MuTepecHo e, ye PUHAHCOBUTE CHOOPAKEHHUS
HE CHajar KbM CIeLHaIHa HyXK/a.

3a anTeuHara pakTHKa TpsOBa J1a ce uMa MpeaBu,
4e M3KIIIOUYEHHUETO 3a CHEelMalIUTeTH He ce Mpujara 3a
CIydauTe, KOraTo € HaJMIIe pa3pelieH JeKapCTBEH Ipo-
IYKT ChC ChIlaTa aKTHBHA ChCTaBKa, ChIaTa KOHIICH-
Tpanus U chiiara (opma Ha mpencrassHe. M3kimode-

HHUETO MOXe /1a Objie ONpaBJaHO CaMo OT CIICLUATHHUTE
HYX/IM Ha TIAIIUEHTA, a He OT (PMHAHCOBU CHOOPaKEHHSI.

Ilpozpama 3a cocmpadamenno usnonzeane

TperoTo M3KITIOUEHHE Ce OTHACS JI0 MIporpamMara 3a
ChCTpajiaTesiHa yrnorpeda, KOsIToO € YCTaHOBEHA B WICH
83 ot Permament (EO) Ne 726/2004. Tosa npezncrasiisi-
Ba M3KJIIOYEHHUE OT 3a0paHara 3a IycKaHe Ha na3apa Ha
JIEKapCTBEHH TIPOIYKTH 0e3 paspelleHune 3a yrnorpeoa,
KaKTO € IocoueHo B WwieH 6 ot Jlupexruna 2001/83/EQ.
[o chcTpagaTeTHl MPUYUHA TbPYKaBUTE WICHKHA MOTaT
Jla TIPEJI0CTABSIT JIEKAPCTBEH MPOAYKT 32 XyMaHHA yIIo-
Tpeba Ha rpyna NalnueHTH ¢ XPOHUYHO WA CEPHO3HO
WHBaJIUAN3UPAILIO 3a00JIsIBAHE WM YMETO 3a00JsiBaHe
Ce CYMTa 3a KUBOTO3aCTPAIIaBaIll0 U KOMTO HE MOTar
na ObIar JIeKyBaHW 33/I0BOJIUTENTHO OT paspelieH Jie-
KapCcTBEH MPOAYKT. JlekapcTBEHHAT TPOIYKT TpsOBa
Jla ©Ma JOCTHII JIO LEHTpaM3upaHara Mporenypa 3a
npuaoOMBaHe Ha paspelleHue 3a ymnorpeda B Peria-
MmeHt (EO) Ne 726/2004. ToBa ocBOOOXIaBaHE MOXKE
Jla ce TpuIIara caMo 3a JIEKApCTBEHH MPOIYKTH, KOUTO
ca TIpeaMeT Ha 3asBJICHHE 3a IIEHTpaM3UpaHara mpo-
Hemypa 3a MpuaoOMBaHe Ha paspelleHre 3a ynoTpeda
B EBporieiickaTa areHius 1o JieKapcTBara WIH KOUTO
ca B MpOlEC HAa KIMHUYHUA W3NUTBaHUs. J[bpikaBUTE
YJICHKW HE ca 33/IbJDKEHH Jla TIpUiiarar rmporpamara 3a
ChCTpajiaTesTHa yrmoTpeda B HAIMOHATHUTE CH 3aKOHH.
Axo 00ade pemar Jia To HalpaBsT, Te TpsOBa Ja cras-
Bar m3uckBaHuATa Ha wieH 83 ot Permament (EO) Ne
726/2004.

Juyens 3a npouszeoocmeo

[TocnemHOTO W3KITIOYEHHE C€ OTHACS N0 JIMIIEH3
3a mpomsBoncTBo. Uien 40, maparpad 2 ot Jdupek-
tuBa 2001/83/EO miacu, 4ye He ce M3MCKBA JIMIIEH3 3a
ITPOM3BOJICTBO 3a MPHUTOTBSIHE, pa3/icisiHe, IPOMCHH B
OIaKOBKaTa WJIM TPECTaBsIHETO, KOTaTto Te3W Mpolie-
CH CE M3BBPIIBAT SJMHCTBEHO 32 JIOCTaBKa Ha JPeOHO
OT (hapMareBTH B PasNpeNeNUTEIHN aNTeKH WA OT
JIUIA, 3aKOHHO YITBTHOMOIIEHH B JBPYKABUTE YICHKH
Jla M3BBPIIBTA TaKKBa TMporecy. ToBa M3KITIOUEHHE 32
anTeKuTe Ce Mpuiiara HEe3aBUCHUMO OT HAJMYUETO Ha
CKBHBAJICHTHU pAa3pEIICHN JICKAPCTBEHU TPOIYKTH.
Cnyuast Novartis cpenry Apozyt ChIIIO € OT 3HaUCHUE
TyK, Thi KaTo OCBEH HEOOXOIMMOCTTa OT pa3pelieHue
ynoTpebda, 00ChACHO TMO-TOpe, UMAIlle U BBIIPOC Jaju
3a Apozyt ce W3MCKBa JIMIICH3 3a MPOU3BOACTBO. [ep-
MaHCKOTO MPaBUTEICTBO TBBP/IU, Y€ TAKOBA pa3peliie-
HHUE HSAMa Jla € HeOoOXOAWMO, Thil KaTto € YCTaHOBWIIO
M3KITIOYEHHE ChIVIACHO TOpeclioMeHarara pasropenda
3a cnernmanuTeTuTe. Kakro Oemie 0O0CHIACHO IO-paHo,
TOBa M3KJIIOYEHUE Ce MpHjIara camMo B CIIy4auTe, KOraro
HSIMa HaJM4YeH €KBUBAJICHTEH MPOMYKT. ToBa ycioBue
He ¢ OMJIO M3ITHITHEHO B CITydasi Ha POAyKTa Ha Apozyt,
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0asupan Ha Lucentis, BBIIPEKH ue MOXKeE Ja Ce Mmpuiiara
I10 OTHOIIICHUE Ha Avastin.

He ce wu3uckBa JMIeH3 M 3a MPOM3BOACTBO HA
CTIpHHIOBKY ¢ Lucentis, cTura Te3u mporecu Jia ce u3-
BBPIIBAT €IWHCTBEHO 3a TOCTaBKa Ha IpeOHO OT dap-
MAIICBTH B PA3IpE/ICIIUTEHU anTeku. HarponaiHuTe
CH/IMJIMIIA PEIIaBar ik TE3U YCJIOBHS Ca U3IbJIHE-
Hu. ClefoBaTeIHO MPHEMIIMBOCTTA Ha JICHHOCTHTE,
U3BBPIIBAHU OT Apozyt, 10 TOJIsIMA CTEIICH 3aBUCH OT
HAIMOHAITHOTO 3aKOHOJIATEJICTBO, CBBP3aHO C Mpode-
cusTa Ha (apMarieBTa, IPUIIAraHeTo Ha perliaMeHTa 3a
CMCIUATHOCTUTE U U3UCKBAHHUATA OTHOCHO alTEYHOTO
MIPUTOTBSIHE Ha JISKAPCTBEHU MPOIYKTH B IMPaKTHKATa
HAa JIbPKABUTE WICHKH.

PEITTAMEHTDBHT HA EC 3A
JIEKAPCTBEHUMTE ITPOAYKTHU
N PE3OJIIONUATA OTHOCHO
IHOATI'OTOBKA HA AIITEKA

B EC, kakto ¢ 00sSCHEHO I10-Tope, JeKapCTBEHUTE
npoayktu ce perymupar ot Jupexrusa 2001/83/EO u
Permament (EO) Ne 726/2004. ToBa 3aKOHOIATEICTBO
Ha EC mpenyara u3BecTHO IPOCTPAHCTBO 3a alTEIHO
MIPUTOTBSIHE HA JICKAPCTBEHU TPOAYKTH, HO CaMo TpH
OIIPE/ICNIEHH CTPOTH YCIIOBUS, OIPE/ICIICHH B TE3U pe-
[IAMEHTH. ANTEKHUTE, CTICIHAIN3UPAHH B IPUTOTBSIHE-
TO, 0Oade He BUHATH MOTaT Jla M3ITBIHIBAT TE3U CTPOTH
YCIIOBHSL.

B cnyuaii, ue Jupexrusa 2001/83/EO ne u3ncksa
paspenieHue 3a ynorpeda Ha JISKAPCTBEHUS! MPOAYKT,
JTbPYKABUTE WICHKH UMAT TIPABO Ja YCTAHOBSIT HAIHO-
HAJHU Pa3ropenon 3a JeKapCTBEHUTE MPOXYKTH, TIPHU-
TOTBEHH B arnTeka. Te3u pa3mopenon Morar HalmpuMmep
Jla TIPEeJIBIKIAT HEOOXOAMMOCT OT HAI[OHAITHH pa3pe-
LIEHHS 32 alTeYHO IIPUTOTBSIHE Ha JIEKAPCTBEHHU TPOJLY-
KTH. 3@ anTeyHO NMPUTOTBEHU MPOIYKTH, KOUTO Ca H3-
BbH oOxBara Ha Jlupextusa 2001/83/EO, Pezonronmsita
MIPEIOCTaBsI HACOKH 32 JbP)KABUTE UJICHKH.

Pezomonusita, mpuera or 36 AbpKaBU UJICHKH,
MIPEIOCTaBsl CPEACTBO 32 YCTAaHOBSBAHE Ha CTaHIAp-
TH 3a 0€30IaCHOCT M OCHUTYpSIBAHE Ha KAayeCTBOTO Ha
JICKapCTBEHHUTE MPOAYKTH, IPUTOTBCHU B AlTEYHU YC-
noBusL. PezomronusTa He e mpaBHO 00BBp3BAIla, HO H3-
pazsiBa )KeIaHUeTO Ha AbP)KaBUTE WICHKH Jla UMAaT Bb3-
MOYXHOCT 32 HEHTPAJIM3UPAHO alTeuyHO MPHUTOTBSIHE U
Jla YeTHaKBAT CTaHAapTHTE 3a 0€30MaCHOCT U Ka4eCTBO
Ha anTeyHuTe npenaparu. [lomara Ha papmanesrute aa
OIIPE/ICIISAT KAKBH Ca aJIeKBaTHUTE CTAHJAPTH 32 Ka4eCT-
Bo. [Ipenu mpuroTssiHe hapMarieBTHT BUHATH TPAOBa /1a
M3BBPIIIBA OIEHKA HAa PUCKA, 32 JIa OMpEeNd HUBOTO
Ha CHCTEeMara 3a OCUTypsiBaHE Ha KaueCTBOTO, KOETO
TpsAOBa Ja ce MPWJIOKU KbM IpOIleca Ha MPHUTOTBSHE

Ha JIEKapCTBEHHS TPOAYKT. Pe3omonusaTa npenoprysa
Hacoxkwure 3a no6pa nponsBoacTBeHa npakTuka 14 15
Jla Ce M3MOJI3BAT KaTo OTIIPaBHA TOYKA 32 MOIXOSINA
CHCTEMa 3a KauecCTBO 3a ,,BUCOKOPHUCKOBH IIpermaparu’
n na ce m3non3sa PIC/S GPP Guidel6 3a ,,HucKoprCKO-
BU miperapaty’. Pezomonusita 00ChKaa 1 MHOKECTBO
JIPYTH €JIeMEHTH, KOUTO MOTaT Jia ObJaT BKIFOUCHH B
cucremara 3a 0e30MaCHOCT U OCHI'YPSIBAHE Ha KaueCT-
BOTO Ha JICKAPCTBEHUTE MPOMYKTH, MPUTOTBEHU B afl-
TEUYHW ycioBUsA. Te BKIIIOUBAT: MPOMYKTOBO IIOCHE,
CHIBPXKAIIO CHENMM(OUYHN 32 TPOAYKTa KadeCTBEHU
CBOWCTBa W CIEU(PUYHH 32 00EKTa MPOM3BOICTBEHU
YCIIOBUSI; KPUTEPUU 3a pa3pellieHue 3a yrnorpeda; eTu-
KETHpaHe; Cria3BaHe Ha (papMaKoNeHHUTE N3NCKBAHHUS;
paspelieHre 3a anTekd WX JUICH3U 32 KOMITAHHH,
KOWTO TIPaBST Tpenapard 3a anTeKH; MpO3padyHOCT |
0e30macHOCT; KOMYHHKAIUS W HHPOpMAIH Ha TaIly-
SHTUTE U pa3npOCTPAHEHUE HA alITEYHH MPETIapaTH.

Lentpanuzanusara u crenuaiuzanusaTa Ha Qap-
MAIEBTUYHOTO aNTEYHO MPUTOTBSHE Ca HACTHIIWIA B
MHOKECTBO JBPKaBH WICHKH, KaTO B CBHIIOTO BpeMe
BCe TTOBEYE aNTeKH HAMAT HeoOXomuMmara arnaparypa u
KOMIIETEHTHOCT JIa M3ITBJIHAT CTAHJAPTHUTE 33 KA9€CTBO
Ha TIPUTOTBSIHETO Ha JICKAPCTBEHW MPOAYKTH. Hsikom
anTeKy MOXKE JIa ca MPEYyCTaHOBUIM MPUTOTBSIHETO HA
MaruCTPaJHU U O(PUIIMAIHYU JICKAPCTBESHH MPOIAYKTH U
BMECTO TOBA JIa M3IOJI3BAT YCIYTHTE Ha alTeKH, CIie-
[UATM3UPAaHN B allTEYHOTO TPUTOTBsIHE. Criernain3u-
paHuTe anTeKu OOMKHOBEHO ca B IMO-A00pa MO3HIUS OT
anTeKUTe, KOUTO MPUTOTBAT JICKAPCTBEHU MPOIYKTH B
Marrbk Mamad. Te ca mo-crocoOHM Jla MHBECTUPAT B
CTaHJAPTHU 32 OCUTYPSIBAHE HA KAUECTBO U 0€3011aCHOCT
KaTo Te3W, CBbP3aHU C IEPCOHAja, IMOMEIICHUSITAa W
o0opyaBaHeTo. B 1eficTBUTETHOCT IbpKABUTE YWICHKU
ca yCTaHOBWJIM HAIIMOHAHU Pa3nopen0u 1Mo OTHOIIe-
HUC Ha CIEeIUATN3UPAHUTE alITEKH U Ca B3EJIH IPEIIBUJT
€JIEMEHTHUTE 3a 0e30MaCHOCT U KaueCTBO Ha PE30JIIOIH-
ata. ToBa € IpeCTaBeHO B OT/IETHA CTAaThs (4).

JUCKYCHUS U 3BAKJTIOYEHU A

Cucremara 3a €BpONEHUCKO peryJupaHe Ha JieKap-
CTBEHUTE MPOAYKTH MMa JiBa CThjI0A: pa3pelicHue 3a
yrnotpeda Ha JICKapCTBEHUS TPOIYKT U JIUIICH3 32 MPO-
n3BOACTBO. 3akoHoxarenctBoro Ha EC oTHOCHO ne-
kapctBeHuTe npoayktu — upexrusa 2001/83 / EO u
Pernmament Ne (EO) 726/2004 — npeaBmkia penuiia ms-
KITFOUCHHS, TIPH KOUTO 3aKoHOoAaTencTBOTO Ha EC mim
cienuduuHN pasnopendu, HapuUMep M3UCKBAaHETO 3a
paspeiiieHue 3a ynorpeda, He ce npuiarar. CEO maze
THJIKYBaHE Ha 3aKOHOJATEJICTBOTO, B KOETO yCTAHOBS-
Ba, Y€ MHOXECTBO MPOIYKTH Ca MPEJAMET Ha Peryaupa-
HE, KaTo OT CBOSI CTPaHA OIPaHNYABA ChIECTBYBAHETO
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UM, ¥ 0CTa CIIy4yad, KOUTO ca MPEIMET Ha H3KIIode-
Hust. TweikyBanero na Jupexrtusa 2001/83/EO orpa-
HUYaBa MPOCTPAHCTBOTO 32 alTEYHO MPHUTOTBSIHE Ha
JIeKapCTBEHH MPOAYKTH. He e curypHo nanm ToBa Thil-
KyBaHe OTuuTa (PaKTa, 4e MarucTpaTHUTEe HOPMYITH U
ounmanauTe GOpMyIH HE ca HAJIMIHU 38 MHOXKECTBO
MalUEeHTH, YUATO alTeKa € NpeyCTaHOBHJIA alTeYHOTO
npuroTBsiHe. Te3n anTeku, KOUTO He PUTOTBST JeKap-
CTBEHH BEIIECTBA, Bb3JIarar Tasu ACHHOCT Ha TOIU3-
IIBJIHUATEIIM Ha alTeKH, CTeIHaIu3upaHd B PUTOTBS-
HETO U OTILyCKAHETO Ha alTeKH.

Orpanu4eHoTO NPOCTPAHCTBO 32 ANTEYHO MPHUIOT-
BEHHM NPOIYKTH MOBIWra BBIIPOCA JANU JUPEKTUBA-
Ta Ha 3akoHomarenctBoto Ha EC 2001/83/EO tpsbsa
na Opne m3meHena. Karo ce mma mpeasun, ye CEO
OrpaHHyaBa IPOAYKTUTE, IPEIMET Ha H3KIIOUEHMATA
B 3aKkoHozAaTencTBoTo Ha EC, € BakHO Aa ce MpeLeHn
JIaJii 371paBeoIa3BaHEeTo M MpaBaTa Ha MAalMEHTUTE ca
JOCTAaThYHO FapaHTHPaHU B CIIyYaHuTe, KOraTo HyKIH-
Te Ha MalMeHTa He Morar 1a ObJaT YAOBICTBOPCHHU OT
paspelieH JIeKapcTBEH MPOIYKT, POU3BeNeH oT dap-
MaleBTUYHaTa MHAycTpus. JlHec anmrTekure Morar na
pelIaT 1a N3M0JI3BaT YCIYTUTe, PelaraHy OT arTeKU-
Te, CleLUaTU3UPaHU B IIPUTOTBSIHETO Ha JICKAPCTBEHU
MIPOIYKTH, 32 J1a OTTOBOPST Ha CIICLMAIHUTE HYXKTH Ha
MalUEeHTUTE. ATITEKUTE, CHICLUATIM3UPAHH B IPUTOTBSI-
HETO Ha JICKAPCTBEHH MPOJYKTH B AlTCYHU YCIOBHSI,
M3IBJIHABAT BaXKHA POJIS U B OCUTYPSIBAHETO Ha JIEKap-
CTBEHM HPOAYKTHU, HAIIPUMEP KOraTto HAJIMYHOCTTA Ha
WHIyCTpHUAJICH MPOIYKT C pa3pelleHue 3a ynorpeda e
MpeKbcHaTa WM HabJIHO crpsHa. JlocTaBkara Ha Je-
KapCTBEHH MPOIYKTH OT CICHHATN3UPAHH alTeKH 10
MECTHHUTE aNTeKu odave He € pas3pelieHa Bh3 OCHOBA
Ha wieH 3 ot Jupekrusa 2001/83/EO, kakTo € mokasa-
HO 10 nienoto Abcur cpenry Apoteket. M3kimoueHnero
Ha 4IEH 5 OT HocoYeHaTa AMPEKTHBA 10 OTHOIICHHUE Ha
,»CIICITUATUTETUTE  MOXKE Jla ObJIe OIIMs 3a pa3peria-
BaHE Ha aNTEeKHUTE, CICIUAIU3UPAHN B MPUTOTBSIHETO
Ha JIEKapCTBEHU NPOILYKTH, Aa OTIyCKaT CBOUTE IIPO-
JOyKTH, HO TOBAa € CaMO aKO Ca M3IIBJIHEHH YCIOBHATA
Ha uieH 5. Jlanu wieH 5 e peajieH BapuaHT, KOUTO ce
BITMCBA B 3aKkoHoAarencTBoto Ha EC, ce Hyxnae ot 1o-
IIBJTHATEITHA OLIEHKA. AKO HUTO €IHO OT Te3U U3KITFoUe-
HUSI HE Ce TIpUiiara, ToraBa CHCTeMara OT JiBa CThJI0a Ha
Hupextusa 2001/83/EO e HambiaHO mpritokuma. ToBa
03Ha4yaBa, Y€ Cce W3UCKBA pa3pelleHue 3a ynorpeda Ha
JIEKapCTBEHMS MPOIYKT M JIMIIEH3 32 MPOU3BOACTBO Ha
anreKara.

AKO yCIIOBHSITA B ICPUHULIMSATA HA alITEYHOTO TPH-
roreane B Jupexrua 2001/83/EO ca m3mbiaHeHH, TO-
rasa JlupexTuBara He ce Ipujiara 1 IbpyKaBUTe YICHKH
MOr'aT J1a YCTaHOBSIT HALMOHAIHH pas3nopendu 3a ar-

TeuHHTe Tpenapard. HanyoHnanHuTe pasmnopendu Mo-
raT Jia ce OCHOBaBaT Ha CTaHAApTHTE 32 0€30IaCHOCT U
OCHUTYypsIBaHE Ha Ka4eCTBOTO, TOCOYEHH B Pesomronusi-
Ta, BKJIIOYUTEIHO CUTYAIUSITa, IPU KOSITO MMa BHHIITHA
JOCTaBKM Ha JIEKAPCTBEHH MPOMYKTH OT CIICIIHATU3H-
paHU anTeKw 10 OTIyCKAIlUTe anTeku. ToBa Moxe jaa
HaMaly pUCKa 3a MalUeHTUTE, CBbP3aHU C alTEeYHOTO
MIPUTOTBSHE.

[penuirau U3cneBaHus OKA3BaT, Y€ MMa roJIeMU
pa3NHYMs B CTAaHAPTUTE U MTOJIUTHKHUTE TI0 OTHOIIICHNE
Ha anTeyHOTO MPHUTOTBSIHE Ha JIEKAPCTBEHU MPOAYKTH
B EBpona (1). Bemnpeku ToBa € oOWyaiiHa TpaKTHKa
BbB BCUUKU JABPXKABU WICHKHU Ja pa3peliaBar alnTeqyHo
MIPUTOTBSIHE Ha JIEKAPCTBEHHU MPOAYKTH 32 JIeUCHHE Ha
MAIMEeHTH, 32 KOMTO Ha Ta3apa He ce Ipejiara JHUIeH-
3mWpaH JIeKapcTBeH MponykT (4). HeobxonnMma € mormsi-
HUTEJHA OIIeHKa, 33 J]a C€ YCTAHOBH JajH alTEeYHOTO
IIPUTOTBSIHE Y CBHP3aHUTE C HETO HAIIMOHAIHH MOJTUTH-
KH Ca B CbOTBETCTBHE C ICHCTBALIIOTO 3aKOHOAATEIICTBO
Ha EC u Pe3omonusta 1 mocneacTsusaTa oT TSX.

AKO TIPaKTUKHUTE 0 OTHOIICHHE HA TIPUTOTBSHETO
Ha JIEKapCTBEHU TMPOAYKTH B allTEKHd B €BPOTICHCKUTE
CTpaHH HE Ce€ BIMCBAT B JEHCTBAIOTO 3aKOHOMATEIN-
crBo Ha EC, ToraBa Moxe 1a uma peajeH mpolnem 3a
WHIUBHIyaJTHUTE TPYIKH 3a manueHTute. Cmsarame, ue
Tpsi0Ba Ja MMa JOCTATHYHO MSCTO 32 MPHUTOTBSHE HA
JIeKapCTBa B allTEKHTE, 32 Ja CE OTTOBOPU HA HYXKJUTE
Ha OTJIETHUTE TTallMeHTH B EBpona, pu yciioBue ue He
CBIIECTBYBa Pa3peIIeHO JIEKAPCTBO WK € HEOCTHITHO
Ha rasapa. ANTEeUHHUTE Mpenapar TpsaOBa 1a MoraT 1a
3a70BOJISIT BCUYKU CICUHMAIHM HYKAW Ha TMAHUeHTa,
BKJIFOYUTENTHO HY)KIWUTE Ha MalMeHTUTe, TpPHHAJJIe-
KAl KbM anTeKa, KOsITO € CIpsiia MPUTOTBSIHETO Ha
JIEKapCTBEHH TPOAYKTH U TO € BB3IIOXKHIA Ha TTOH3-
ITBITHUTEIN — aIlTeKa, CIeIHaTU3upaHa B IPUTOTBSIHE Ha
nekapcTBeHH npoxnyktd. Cropen Hac obade ToBa MoO-
IV3IIBITHEHUE € caMO B MHTEPEC Ha MalueHTa Mpu yc-
JIOBHE, Y€ anTeKara, Crielaln3upana B IPUTOTBSIHE HA
JIEKapCTBEHH TPOIYKTH, M3ITBJIHABA BCHUKA €JIEMEHTH
3a 0e30ITaCHOCT ¥ Ka9eCTBO, TOCOUeHH B Pe3omonusiTa.

Kakve e npunocvm na nacmoaujomo u3cineosa-
Hne?

Kaxeo e seue uzsecmno no masu mema?

e PermamentsT Ha EC ompeznens mpu KakBW yc-
JIOBUS ce M3MCKBA pa3pelleHne 3a yrnorpeda, 3a jia ce
ITyCHE JIEKAPCTBEH MPOIYKT HA Ma3apa U MpH KaKkBU ycC-
JIOBUS C€ U3UCKBA JIMIEH3 32 POU3BOJICTBO U THPrOBHS
Ha enpo. Permamentst Ha EC 0bave orycka HIKOU 13-
KIIFOYCHMA, KaTO HaIllpuMEpP 3a allTCYHO IMPUTOTBCHUTE
MIPOITYKTH.
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e UecTa npakTHKa B bP)KaBUTE YWICHKH € Ja pas-
peuraBar anTeyHO HNPUTOTBEHHU HNPOAYKTU 3a JICUCHUC
Ha ManueHTH, 3a KOUTO Ha I1asapa HiMa HaJIUM4YCH JIU-
IeH3upan JyiekapctBeH npoaykr. Ot 2011 1. Ha aBpxKa-
pute wieHku Ha EC ce npenopbuBa ga uznoi3par Pe-
3omonus Ha CbBeta Ha EBpoma OTHOCHO cTaHmapTuTe
3a KaueCTBO M OE30IMaCHOCT Ha alTeYHO IMPUTOTBEHUTE
MPOAYKTH 3a CHICHUAIIHUTE HYKAW Ha MMAITUCHTUTE.

Kaxve e npunocvm na nacmosaujomo uscieogate?

e CrarusTa ouepTaBa CTHJIOOBETE Ha peTyIIaIis Ha
nexapcTBeHuTe npoaykTu B EC, BKITIOUNTETHO 00CTOS-
TEJICTBATA, TP KOUTO periaMeHTHT Ha EC He ce mpuia-
ra. Ts chIo Taka JaBa MpeaCcTaBa 3a HEOTJABHAIIIHOTO
ThikyBaHe Ha CEO oTHOCHO 00XBaTa Ha PEryaIupaHeTo
Ha EC Ha yekapCTBEHHTE MPOMYKTH M M3KIIIOYEHUSTA
oT Hero.ChOTBETHHUTE CTaHAAPTH 3a Oe30MacHOCT U
OCHTYpsIBaHE Ha Ka4eCTBOTO, KaTo TE3H, IPEABHUICHN B
Pesomtonusita, ca HeoOxomumu B EBpora, 3a na ce 3a-
LIUTAT TIpaBara Ha MAlMEHTUTE ¥ JIa Ce W30ETHaT puUC-
KOBCTEC, CBbP3aHH C alITCUHO IMPUTOTBCHUTC MPOAYKTH.

e [1o nenoro Abcur AB cpemry Apoteket CEO mipe-
JIOCTaBU CTPHUKTHO THIIKyBaHE HA M3KIIOUEHHATA, OI-
ncanu B Jupexrusa 2001/83/EO, xaro mo 1031 HauMH
OTpaHUYU Bh3MOKHOCTTA 32 alTECYHH Iperaparu. AKO
IIPAKTUKUTE 10 OTHOIICHUE Ha MTOJrOTOBKATA Ha alITeKH
B €BPOINEMCKUTE CTPAHU HE CE€ BIIUCBAT B AEUCTBAILIOTO
3akoHomarencTBo Ha EC, ToraBa Moke 1a mMa peajieH
po0IeM 3a HHANBUAYAITHUTE TPIIKH 32 TIAIIMEHTHUTE.

bnazooapnocmu: ABropute OnarofapAr Ha jerne-
raturte ot ctpanure ot CbBeTa Ha EBpomna.

Corpynaumm HPAS nonrorsu prronmca. JL, VNH,
SW, MHS u CN ro npepa3niefaxa KpUTHIHO. Bernaku
ABTOPH J1a7l0Xa OKOHYATEITHO OI00pEHHUE 32 OPUTHHAI-
HUSI PBKOIIMC U HEroBara rnpepadoTeHa Bepcusl.

Kongnuxmu na unmepecu: Hsima nexinapupanu.

IIpou3sxo0 u napmuvopcka npogepka: He e nopb-
YaHO; BBTPEIHA TapTHHOPCKA MPOBEPKA.
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