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1. Identifikacia SUKL

Nazov: Statny uUstav pre kontrolu liegiv
Sidlo: Kvetna 11, 825 05 Bratislava 26
Rezort: Ministerstvo zdravotnictva SR
Veduci sluZzobného uradu a riaditel’ PharmDr. Jdn Mazag
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1. Identification of SIDC

Name: State Institute for Drug Control

Registered Office: Kvetna 11, 825 05 Bratislava 26

Government department: The Ministry of Health of the SR
Head of Office and Director: PharmDr. Jan Mazag
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2. Poslanie a strednodoby vyhl'ad SUKL

Postavenie Statneho Ustavu pre kontrolu lieciv je definované
v materiali MZ SR do roku 2010: Stratégia liekovej politiky do
roku 2010, Material Ministerstva zdravotnictva SR pod ¢islom:
OF / 2310/ 2004.

V materiali st uréené tlohy Statneho Ustavu pre kontrolu lie¢iv
ako sucast zameru Statnej liekovej politiky. Prioritné Glohy su
v oblasti registracie liekov a zdravotnickych pomdcok (ZP), po-
stregistracnej kontroly liekov a ZP a inpekcie. SUKL je rozpoé-
tovou organizéciou Ministerstva zdravotnictva a jeho ulohy su
definované v zdkone o lieku a zdravotnickych pomdckach.

Hlavné oblasti ¢innosti vyplyvajlice zo zakona su:

— zabezpecenie Statneho dozoru,

—vykondvanie inSpekcii vietkych farmaceutickych ¢innosti v
zmysle spravnej vyrobnej praxe, spravnej velkodistribuénej
praxe, spravnej laboratdrnej praxe, spravnej klinickej pra-
xe, spravnej lekdrenskej praxe na tzemi SR.

Medzi hlavné Glohy SUKL patri tie7 dozor nad kvalitou, bez-
pecnostou a ucinnostou lie€iv a liekov, vydavanie rozhodnuti
o registracii humannych liekov, vydavanie povoleni na ¢innost
s uréenymi latkami, registracia zdravotnickych pomocok ako aj
dalSie ¢innosti vyplyvajlce z platnej legislativy. Aby sme mohli
spInit dlohy vyplyvajlce zo zakona a z vladneho materialu, su-
stredili sme sa v roku 2008 na:

a) zmeny v systéme riadenia prace:
—vyuzivanie elektronizacie pri sledovani vybavovania Zia-
dosti o registracie liekov
—jasné urCenie kompetencii medzi zodpovednymi pracov-
nikmi v sekcidch registracie, inSpekcie, postregistracnej
kontroly a kontroly kvality liekov
—sledovanie plnenia pridelenych uloh medzi zodpovednymi
pracovnikmi
b) pripravu pre dalsiu elektronizaciu a automatizaciu ¢innosti
pri prijimani Ziadosti o registracie liekov
c) sprehladnenie konani pri &innosti SUKL
d) zdokonalovanie transparentnosti pri vydavani rozhodnuti
e) rozvijanie dialdgu so vsetkymi ucastnikmi liekového retazca
(vyrobcovia, distributéri, lekdrnici, lekari, profesijne lekarske
zdruZenia a pacienti)

V zésade sme v roku 2008 cCelili zmenam v kvalitativnej ob-
lasti nadej Cinnosti. V oblasti registracie sme zdsadne od-
stranili terminy vybavovania Ziadosti po stanovenom termi-
ne. Uskutocnili sme zmeny v organizacii prace tak, aby sme
mohli zvladnut zvySeny pocet Ziadosti (z 9.000 v roku 2007

= ' na 12.000 v roku 2008). SUKL u? dnes pdsobi ako referenény

2. Mission and mid-term outlook of SIDC

The position of the State Institute for Drug Control is de-
fined in the document of the MH of the SR till the year 2010:
Strategy of Drug Policy till 2010, the Document of the Ministry of
Health of the SR under the number: OF / 2310/ 2004.

The document defines tasks of the State Institute for Drug Con-
trol as part of the state drug policy intention. Priority areas are in
the area of registration of medicinal products and medical devices
(MD), post-registration control of medicinal products and MD and
inspection. The SIDC is budgetary organization of the Ministry of
Health and its tasks are defined in the Act on Medicines and Medi-
cal Devices.

Main areas of activity resulting from the Act are following:

—ensuring state surveillance,

— performance of inspections of all pharmaceutical activities in
terms of good manufacturing practice, good wholesale distri-
bution practice, good laboratory practice, good clinical prac-
tice and good pharmacy practice on the territory of the SR.

Main tasks of the SIDC encompass also the surveillance over the
quality, safety and efficacy of medicines and medicinal products,
issuing of decisions on registrations of human medicines, issu-
ing licenses for activities with specified substances, registration
of medical devices, as well as other activities resulting from valid
legislation. In order we are able to perform tasks resulting from
the act and from the governmental document, we have focused
in 2008 on the following:

a) changes in the work management system:
— using electronization at monitoring of handling applications
for medicines registration
— clear definition of competences among responsible employ-
ees in the sections of registration, inspection, post-registra-
tion control and medicine quality control
— monitoring of fulfilment of assigned tasks among responsible
employees
b) preparation for further electronization and automation of ac-
tivity at accepting applications for medicines registration
c) making proceedings at activities of SIDC more transparent
d) improving transparency at issuing decisions
e) cultivating dialogue with all stakeholders of medicines chain
(manufacturers, distributors, pharmacists, physicians, profes-
sional physician association and patients)

Basically, we have faced changes in qualitative area our activity in
2008. In the area of registration, we have fundamentally removed
dates of processing complaints after defined deadline. We have
carried out changes in work organization to be able to cope with
increased number of applications (from 9,000 in 2007 to 12,000
in 2008). The SIDC acts already nowadays as reference institute at

' g & 5
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Gstav pri hodnoteni liekov v krajinach EU i pre tradi¢né rast-
linné lieky. V oblasti postregistracnej kontroly liekov pracov-
nici riesili zvySeny pocet hodnoteni bezpecnosti liekov, hla-
senia neziaducich ucinkov a povolovania klinickych stadii. Pri
inspekcnej Cinnosti sme v roku 2008 uskutocnili inSpekcie vo
vyrobe, velkodistriblcii, na transfuziologickych zariadeniach
a v lekdrenskej starostlivosti. Vysledkom tychto insSpekcii je
zabezpecenie pozadovanej kvality na jednotlivych zdravotnic-
kych zariadeniach. Na Useku zdravotnickych pomacok sme sa
venovali registracii a postregistracnej kontrole zdravotnickych
pomocok. V sucasnosti je dostupnd databaza registrovanych
zdravotnickych pomécok (www.sukl.sk). Vsetky uvedené Cin-
nosti su podporované aktivitou pracovnikov sekcie kontroly
kvality (chemickd, mikrobiologicka a biologicka kontrola liekov)
a pracovnikov sekcie vnutornej a ekonomickej. Hlavné ulo-
hy v roku 2009 su v oblasti kvalitativnych zmien na jednotli-
vych Usekoch. Prakticky to znamena: plnenie zakladnych dloh
vo vsetkych vecnych sekciach s dérazom na kvalitu posudkov
v zmysle novych poziadaviek v ramci krajin EU:

a) vybavovanie Ziadosti na Useku registracie

b) sledovanie a riesenie postregistracnej kontroly liekov

c) posudzovanie a povolovanie klinickych skisok

d) planovanie a uskutocnenie inspekcii na Usekoch farmacie
e) vybavovanie registracie zdravotnickych pomocok a dozor
nad trhom.

Popri plneni zakladnych uloh sme si v roku 2009 definovali aj

prioritné oblasti ¢innosti:

a) pediatria

b) inovativne lieky

c) bezpednost a posudzovanie neZiaducich Ucinkov liekov

d) dalsie zapojenie do ¢innosti v ramci EU pri delbe préce pri
posudzovani a odbornom hodnoteni liekov hlavne s priamym
dopadom na SR - oblast transparencie

e) elektronizacie ¢innosti a podobne.

Rok 2009 bude pre pracovnikov SUKL néroény. Prakticky vo
vsetkych oblastiach sa zvysuju poziadavky na Cinnost (pocet le-
karni sa zvysil v roku 2008 o 20%, pocet Ziadosti o registraciu
o viac ako 30%, pozZiadavky na in$pekénl Einnost sa zvysuju
v stvislosti s globalizaciou vyroby v ramci EU ale aj mimo EU,...).
Preto nové dlohy kladené na SUKL si budi vyZadovat v roku
2009 zvysené naroky na ¢innost vietkych pracovnikov SUKL
a rovnako aj prehodnotenie a posilnenie postavenia Ustavu
v ramci liekovej politiky v Slovenskej republike.

PharmDr. Jan Mazag
VsU a riaditel

assessment of medicines in the EU countries also for traditional
herbal drugs. In the area of post-registration medicine control,
employees dealt with increased number of medicines safety as-
sessments, reports of adverse effects and permitting clinical stud-
ies. At inspection activity, we have performed inspections in man-
ufacturing, wholesale distribution, on transfusion facilities and in
pharmaceutical care in 2008. The result of these inspections in
ensuring required quality in individual health care facilities. On
the Section of Medical Devices, we have engaged in registration
and post-registration control of medical devices. Nowadays the
database of registered medical devices is accessible (www.sukl.
sk). All mentioned activities are supported by activity of employ-
ees of the Quality Control Section (chemical, microbiological and
biological control of medicines) and employees of the Administra-
tive and Economic Sections. Main tasks in 2009 are in the area of
qualitative changes on individual sections. In practice, it means:
fulfilling basic tasks on all subject-matter sections with emphasis
on quality of assessment reports in terms of new requirements
within the EU countries:

a) handling applications on the Registration Section

b) monitoring and solving post-registration control of medicines
c) assessing and permitting clinical trials

d) planning and performing inspection on pharmacy sections

e) handling registration of medical devices and market surveil-
lance

Alongside performing basic tasks, we have defined also priority

areas of activity in 2009:

a) paediatrics

b) advanced medicinal products

c) safety and assessing adverse effects of medicines

d) further engagement in activities within the EU at division of
work at assessing and expert assessment of medicines in par-
ticular with direct effect on the SR —transparency area

e) electronization of activities and similar.

The year 2009 will be demanding for employees of the SIDC. Re-
quirements for activity increase practically in all areas (number
of pharmacies have increased in 2008 by 20%, number of ap-
plications for registration by more than 30%, requirements for
inspection activity are increasing in relation to globalization of
manufacturing within the EU as well as outside the EU,...).
Therefore, new tasks put on the SIDC will require in 2009 in-
creased demands for activity of all employees of the SIDC and
also reviewing and strengthening position of the Institute’s with-
in drug policy in the Slovak Republic.

PharmDr. Jan Mazag
head of service office and director
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3. Kontrakt SUKL s Ministerstvom
zdravotnictva SR a jeho plnenie

Vldda SR svojim uznesenim €. 1370 zo dna 18.12.2002 ulozila
ministrom a predsedom Ustrednych organov uzatvarat kontrakty
s rozpoctovymi a prispevkovymi organizaciami v zriadovatelske]
pOsobnosti ich rezortu. Na zaklade tohto uznesenia uzatvorilo
Ministerstvo zdravotnictva SR so Statnym Ustavom pre kontro-
lu lieciv kontrakt na rok 2008. Vyhodnotenie plnenia kontraktu
bude uskutocnené podla pokynov Ministerstva zdravotnictva SR
v roku 2009.

4. Cinnosti / produkty Gstavu

4.1 Utvar koordinacie s EU

PIni ulohy v oblastiach:

—implementécia slovenskej a EU legislativy, priprava ndvrhov
a analyza dopadov novych pravnych Upray,

— koordinacia aktivit SUKL v ramci siete liekovych agentur EU,

— odbornd a administrativna podpora ¢innosti Komisie pre lieky,

— dozor nad reklamou liekov,

— poskytovanie internych pravnych stanovisk suvisiacich s re-
gistraciou liekov, resp. inych na poZiadanie,

— poskytovanie informacii stvisiacich s registraciou liekov
tretim strandm.

Vzhladom k novej organizdcii bolo v prvom roku cinnosti

znacné usilie venované:

— identifikovaniu priorit SUKL a Gtvaru v jednotlivych oblastiach
¢innosti

— zavedeniu mechanizmov komunikacie v rdmci SUKL a s MZ SR
na podporu plnenia tloh Gtvaru

—analyze existujucich ¢innosti s cielom zistit potreby a moz-
nosti ich zlepsenia.

Na medzinarodnej spolupraci SUKL sa aktivne podielame pra-
cou v pracovnych skupinach: Koordina¢na skupina (CMDh),
Pracovna skupina pri EMEA pre spolupracu s organizaciami
pacientov (CHMP PCWP), Staly vybor pre humanne lieky (Stan-
ding Committee) a Farmaceuticky vybor pri Eurépskej komisii
a EMACOLEX (spolupraca pravnikov liekovych agentur).

Nasu expertnu Cinnost si vyziadal aj Globalny fond pre boj
s AIDS, tuberkuldzou a malariou, podielali sme sa na tvorbe
Standardnej politiky kvality liekov organizacie.

3. Contract of SIDC with the Ministry
of Health of the SR and its fulfilment

The Government of the SR has assigned by its Resolution No.
1370 dated 18.12.2002 to ministers and heads of central bodies
to conclude contracts with budgetary and contribution organi-
zations within founding competence of their department. On
the basis of this resolution, the Ministry of Health of the SR has
concluded contract with the State Institute for Control of Drugs
for the year 2008. Evaluation of contract fulfilment will be per-
formed pursuant to instructions of the Ministry of Health of the
SR in the year 2009.

4. Activities/products of the Institute
4.1 Department of Coordination with EU

It performs tasks in following areas:

— implementation of Slovak and EU legislation, preparation of pro-
posals and analysis of effects of new legal regulations,

—coordination of the SIDC’s activities within the network of EU
medicinal products agencies,

— expert and administrative support of the activity of the Com-
mittee for Medicines,

—surveillance over medicines advertising,

— provision of internal legal opinions relating to registration of
medicines or other on demand,

— provision of information relating to registration of medicines
to third parties.

According to new organization, significant effort was dedicat-

ed in the first half of activity to the following:

—identification of the SIDC’s priorities and the department in
individual areas of activity

—implementation of communication mechanisms within the
SIDC and with the MH of the SR for the support of performing
tasks of the department

—analysis of existing activities aimed at finding needs and pos-
sibilities of their improvement.

We are actively participating on the international cooperation
of the SIDC by work in the following work groups: Coordination
Group (CMDh), Work Group at the EMEA for Cooperation with
Organizations of Patients (CHMP PCWP), the Standing Commit-
tee for Human Medicines and the Pharmaceutical Committee at
the European Commission and EMACOLEX (cooperation of law-
yers of medicinal products agencies).

Also the Global Fund for Fight with AIDS, Tuberculosis and Malaria
demanded our expert activity, we have participated on develop-
ment of standard policy of medicines quality of the organization.

8 | Statny tstav pre kontrolu lie¢iv
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Aktivne sme sa podielali na priprave novely zakona ¢. 140/1998
Z.z. o liekoch a ZP a poskytli sme viacero dielCich navrhov na
zlepSenie existujlcej pravnej Upravy. Konecny navrh bol na za-
klade rozhodnutia MZ SR nakoniec zuizeny na okruhy urgentnej
transpozicie novych pravnych Gprav EU. SUKL pribudli Glohy
v oblasti reguldcie inovativnych liekov, stvisiace s implementa-
ciou Nariadenia EP a Rady €. 1394/2007 o liekoch na inovativnu
liecbu a v oblasti zdravotnickych pomocok.

Metodicky sme viedli pInenie tloh SUKL vyplyvajucich z Naria-
denia EP a Rady ¢. 1902/2006 o liekoch na pediatrické pouzitie,
v rdmci ktorych statny Ustav prijal a spracoval Udaje o vysled-
koch pediatrickych stadii v sulade s ¢lankom 45 Nariadenia
k 4500 liekom od 500 drzitelov. Aktivne sme sa podielali na dis-
kusii k Nariadeniu EP a Rady ¢. 1234/2008 o preskiimani zmien
podmienok v povoleni na uvedenie na trh humannych a veteri-
narnych liekov.

Z iniciativy SUKL boli zavedené pravidelné mitingy s MZ SR,
ktorych sa v roku 2008 uskutocnilo 11 a boli zamerané pre-
dovsetkym na rieSenie otazok suvisiacich s navrhmi legis-
lativy a koordinaciou povinnosti SR v EU v oblasti liekov
a zdravotnickych pomaocok.

Povinnosti §tatneho Ustavu v EU spolupraci vyplyvaju predo-
véetkym z pravnych tprav EU a SR, ktoré st v oblasti regula-
cie liekov harmonizované a ustanovuju spolocné postupy na
Urovni Spolocenstva, ktoré sa tykaju registracie liekov, dohla-
du nad kvalitou lieku a farmakobdelosti ako aj oblasti inSpek-
cie spravnych praxi. Zapojenim do spoluprace v ramci siete
liekovych agentur EU, ¢ uZ v ramci vedeckého hodnotenia
alebo pri tvorbe metodickych pokynov, statny ustav ziskava
vyhodu Setrenia zdrojov ziskanim vysledkov inych liekovych
agentur, avsak ma sucasne aj povinnost do tejto spoluprace
tieZ prispievat.

V sucasnosti Utvar koordinuje vymenu informacii medzi 30
reprezentantami Slovenskej republiky, z ¢oho 7 je externych,
ktori s zapojeni do EU spoluprace v 36 rdznych vyboroch
a pracovnych skupinach EU, a to predovietkym pri Eurdpskej
liekovej agenture (EMEA), Eurdpskej komisii (Riaditelstvo pre
priemysel a podnikanie) a Rade Eurdpy.

Cinnost v oblasti EU spoluprace bola v roku 2008 realizovana
na zaklade Priorit pre rok 2008, dohodnutych v ramci SUKL na
zaklade analyzy uloh a personalnych a finanénych zdrojov.

Zaviedli sme novy mechanizmus komunikdcie, a to pravidel-
nd poradu ,EU spolupraca” raz mesacne. Na porade jednot-
livi reprezentanti informuju o aktudlnych dlohdch statneho
Ustavu a jednotlivych reprezentantov vyplyvajucich z posled-

We have actively participated on preparation of amendment of
the Act No. 140/1998 Coll. on Medicinal Products and Medical
Devices and we have provided several partial proposals for im-
proving existing legal regulation. Final bill was finally reduced,
based on the decision of the MH of the SR, to the fields of urgent
transposition of new legal regulations of the EU. The SIDC was
additionally assigned with tasks in the field of advance medicinal
products regulation, relating to implementation of the Regulation
of the EP and the Council No. 1394/2007 on Advanced Therapy
Medicinal Products and in the field of medical devices.

We have methodically administered performance of the SIDC’s
tasks resulting from the Regulation of the EP and the Council
No. 1902/2006 on Medicinal Products for Paediatric Use, within
which the State Institute has received and processed data on re-
sults of paediatric studies in compliance with the article 45 of the
Directive to 4,500 medicines from 500 holders. We have actively
participated on discussion to the Regulation of the EP and of the
Council No. 1234/2008 Coll. Concerning the Examination of Vari-
ations to the Terms of Marketing Authorisations for Medicinal
Products for Human Use and Veterinary Medicinal Products.

Regular meeting with the MH of the SR were initiated based on
the SIDC’s initiative, there was 11 such meetings in 2008 and they
were focused in particular on solving issues relating to proposals
of legislations and coordination of obligations of the SR in the EU
in the area of medicinal products and medical devices.

Obligations of the State Institute in the EU cooperation result in
particular from legal regulations of the EU and the SR, which are
harmonized in the area of medicines regulations and lay down
common procedures on the level of the Community, relating to
registration of medicines, surveillance over medicines quality and
pharmocoviligance as well as in the area of inspection of good
practices. By involving in the cooperation within the network of
medicinal products agencies, whether within scientific assess-
ment or at development of methodical instructions, the State
Institute gains the advantage of resources saving by obtaining re-
sults of other medicinal products agencies, however at the same
time, it has also an obligation to contribute to this cooperation.

Nowadays, the Institute coordinates exchange of information
among 30 representatives of the Slovak Republic, of it 7 being
external, which are involved in the EU cooperation in 36 various
committees and work groups of the EU, in particular at the Euro-
pean Medicines Agency (EMEA), European Commission (Direc-
torate for Industry and Business) and the European Council.

Activity in the EU cooperation area was realized in 2008 based
on the Priorities for 2008, agreed within the SIDC on the basis of
analysis of tasks and personnel and financial resources.

We have implemented new communication mechanism, specifi-
cally regular meeting “EU cooperation” once per month. Individ-
ual representatives inform on the meeting about current tasks of
the State Institute and individual representatives resulting from
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Vyrocna sprava 2008

ného zasadnutia. Mnohé z tychto Uloh st komplexné a tyka-
ju sa viacerych organiza¢nych tsekov SUKL. Manaiment tloh
a kontrola ich plnenia su sledované operativnou poradou ria-
ditefa SUKL, rep. jednotlivymi veducimi Usekov. Podla potre-
by organizujeme tematické mitingy, v uplynulom obdobi napr.
k elektronickému poddvaniu Ziadosti alebo Nariadeniu o zme-
nach.

Nase aktivity genativne ovplyvnilo skratenie prostriedkov na
zahranicné sluzobné cesty od jula 2008 zo strany MZ SR, ked-
Ze zasiahlo aj do plnenia uloh vyplyvajucich napr. zo smerni-
ce 2001/83/ES o kdde spolocenstva, ktory sa tyka humannych
liekov.

Komisia pre lieky

V roku 2008 sa uskutocnilo 10 zasadnuti Komisie pre lieky (KpL).
V rdmci transparencie rokovania Komisie su na internetovej
stranke SUKL pravidelne zverejiiované programy a zapisy zasad-
nutia ako aj tlacové spravy bezprostredne po rokovani KpL.

the last meeting. Many of these tasks are complex and relate to
several organizational units of the SIDC. Management of tasks
and control of their fulfilment are monitored by operative meet-
ing of the SIDC’s director, or by individual heads of sections. We
are organizing thematic meetings as needed, in last period e.g.
to electronic submission of applications or to the Regulation on
Changes.

Our activities were influenced by curtailing resources for foreign
official trips from the July 2008 from the side of the MH of the
SR, since it has affected also performance of tasks resulting e.g.
from the Directive No. 2001/83/ES on the Community Code Re-
lating to Medicinal Products for Human Use.

Committee for Medicines

There was 10 meetings of the Committee for Medicines (CM) in
the year 2008.

Within transparency of the meetings of the Committee, pro-
grams and minutes of meetings as well as press releases are
published on the internet web site of the SIDC immediately
upon meeting of the CM.

Komisia v roku 2008 prerokovala nasledujuce typy Ziadosti:

CMDh referraly / CMDh referrals

z toho SK bola CMS v 27 procedurach, 2 stanoviska SK boli negativne, z toho jedno viedlo k CHMP referralu
CMS in 27 procedures, 2 opinions of SK were negative, of it one led to CHMP referrals

MRP Ziadosti / MRP applications
DCP Ziadosti / DCP applications
CP Ziadosti / CP applications

Ndarodné registracie — Ziadosti o novu registraciu:

generického lieku / generic medicine
bibliograficku Ziadost / bibliographic application
indikaciu lieku / new indication of medicine

rozsirenie radu lieku, o novu liekovi formu/ silu
extension of the medicinal product line,
by new medicine form/ strength

zmenu sposobu vydaja
change of dispensation method

zmenu informacie o lieku
change of information about medicine

2008 2007
59 55
2
6
3
7 20
11
9
14 17
6 14
241 369
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Komisia poskytuje tiez SUKL na poziadanie stanoviskd k vieobec-
nym otazkam tykajucim sa registracie liekov, v roku 2008 to bol
viacero otdzok ku klasifikacii liekov podla spésobu vydaja.

Dozor nad reklamou liekov v roku 2008:

Pocet zaevidovanych hlaseni
Number of registered reports

Pocet zacatych konani o poruseni
Number of initiated proceedings on violation

Pocet vydanych rozhodnuti o zakaze reklamy
Number of issued decisions on ban on advertising

Pocet zastavenych konani
Number of arrested proceedings

UloZené pokuty
Imposed penalties

Na zaklade analyzy innosti sme pripravili novy Standardny pra-
covny postup pre vykondvanie dozoru nad reklamou liekov, s cie-
[om posilnenia objektivnosti a konzistencie rozhodovania a $tan-
dardizécie postupu, podrobnejSieho formulovania kritérii pre
opatrenia a urcenie vysky pokut pre rozne typy porusenia zako-
na ¢. 147/2001 Z. z. o reklame a 0 zmene a doplneni niektorych
zakonov v zneni neskorsich predpisov. Sti¢astou rozhodovacieho
procesu bude konzultdcia s novovytvorenym Poradnym zbo-
rom pre reklamu. Novy SPP bude G¢inny od zagiatku roku 2009.

4.2 Manaiment riadenia kvality

Medzindrodna spolupraca pokracovala v rdmci benchmarkingu s
Eurdpskou agenturou pre lieky. Na zéklade hodnotenia priebehu
a vysledkov BEMA | (postidenie implementacie systému kvality
jednotlivych eurdpskych liekovych agentdr podfa ISO 9004, 1SO
19011 rozsireny o Specifické kapitoly PERF IIl ) bolo v ramci EMEA
dohodnuté trojrocné periodické hodnotenie kazdej agentury.
Podla planu prebiehala priprava pre BEMA II. Podla poZiadavky
EMEA bol vypracovany BEMA Il profil Ustavu a bola zabezpecend
aktivna Ucast na tréningovom seminari pre BEMA Il. Hodno-
tenie Slovenskej republiky (SUKL + USKVBL Nitra) sa uskutoéni
v marci 2009.

Pokracovalo sa v aktivitach spojenych s Twiningovymi projektmi
s Tureckom v oblasti SLP a zdravotnickych pomdcok. SUKL akre-

The Committee also provides opinions to general issues relating
to medicines registration to the SIDC on request, in 2008, it con-
cerned several questions to classification of medicines according
to dispensation method.

2008 2007
1424 1379
11 12
7 1
7
930 000 SKK

Based on activity analysis, we have prepared new standard op-
erating procedure for performing surveillance over medicine
advertising, aimed at strengthening objectivity and consistency
of decision making and procedure standardization, more de-
tailed formulation of criteria for measure and determination
of penalty amount for various types of violation of the Act No.
147/2001 Coll. on Advertising and on Amendment and Supple-
mentation of Certain Acts as amended by later regulations.
Consultation with newly created Advisory Committed for Ad-
vertising will be part of the decision process. New standard op-
erating procedure will be effective from the beginning of 2009.

4.2 Quality Management

International cooperation continued within benchmarking with
the European Medicines Agency. On the basis of the evaluation
of the course and results of the BEMA | (assessment of quality
system implementation of particular European medicines agen-
cies according to ISO 9004, ISO 19011 extended by specific chap-
ters of PERF Ill), three-year periodical evaluation of each agency
has been agreed within the EMEA. The preparation for BEMA ||
proceeded according to the plan. Following the EMEA require-
ment, the BEMA |l profile of the Institute was elaborated and ac-
tive participation on training seminar for BEMA Il was arranged.
Evaluation of the Slovak Republic (SIDC + USKVBL Nitra) will take
place in March 2009.

The SIDC continued in activities connected with the Twinning
projects with Turkey in the field of good pharmacy practice and

> J
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ditovany eurdpskou komisiou ako ,Mandate Body“ posobil
prostrednictvom svojich expertov v Turecku, kde bola vykonava-
na odborna poradenska ako aj lektorska ¢innost.

Cinnost bola zamerana na implementaciu systému kvality pod-
[a STN EN ISO 9000:2000 a STN EN 1SO/17025 v laboratdriach
a plneni napravnych opatreni vyplyvajlcich z BEMA I. auditu,
a z preskimania manaimentom, pripravy a vyhodnotenie
prieskumu spokojnosti klienta. Vysledky z prieskumu spokojnosti
klienta st uvedené na webovej stranke Ustavu.

Bol pripraveny a sledovany plan aktualizacie dokumentov. Na-
priek tomu, ze MRK vyvijal Usilie pre dodrzanie planu tento sa
nepodarilo splnit. Manazéri kvality boli systematicky upozor-
novani na plan aktualizacie dokumentov. Zamestnancom, kto-
ri neovladali pracu v systéme EISOD bola podavana inStruktaz.
Aktualizované dokumenty boli v pripade neznalosti autorov
vkladané do programu a upravované. Na zaklade zmien v do-
kumentoch ako aj v pohybe zamestnancov boli vietky Udaje
v programe EISOD preverené a bola aktualizovana databaza
zamestnancov, databaza dokumentov a pristupu zamestnancov
k dokumentom.

Suhrn vydanych (nové, novelizované) riadenych dokumentov
v roku 2008 a celkovy pocet

Riadeny dokument (RD)

Prirucky kvality / Quality Manuals
Organizacné smernice (OS) / Internal Directives (ID)
Metodické pokyny / Methodical guidelines

Interné metodické pokyny (IMP)
Internal methodical guidelines (IMD)

Standardné pracovné postupy (SPP)
Standard Operating Procedures (SOPs)

Celkovy pocet riadenych dokumentov
Total number of controlled documents

V priebehu roka sa uskutocnili 3 zasadnutia manazérov kvality,
na ktorych bol prejednavany postup a implementacia systémov
kvality. Okrem plnenia prijatych uloh boli s manazérmi kvality
diskutované poziadavky a ulohy vyplyvajlce z benchmarkingu
BEMAII.

Manazéri kvality podavali spravy z kazdého vykonavaného audi-
tu na ich organizacnom useku podla planu. Kazdy polrok sa vy-
hodnocovala droven plnenia ich povinnosti.

Interné audity boli vykonané na Sekcii inSpekcie, Sekcii registra-
cie a KL 1- KLS.

=
&4

medical devices. The SIDC, accredited by the European Commis-
sion as the “Mandate Body”, acted through its experts in Turkey,
where expert consultancy and lecture activity was performed.

The activity was focused on the implementation of the qual-
ity system according to the STN EN 1SO 9000:2000 and the STN
EN ISO/17025 in laboratories and on performance of corrective
measures resulting from the BEMA I. audit, from management
review, preparation and evaluation of client satisfaction survey.
Results of the client satisfaction survey are presented at the
website of the Institute.

Plan of updating documents was prepared and monitored. De-
spite that the MRK has exerted effort for meeting the plan, this
was not fulfilled. Quality managers were systematically alerted
to document updating plan. Employees not mastering work in
the EISOD system were instructed. Updated documents were in-
serted in the program and modified in case of discrepancies of
authors. Based on changes in documents as well as in fluctuation
of employees, all data in the EISOD software have been revised
and the database of employees, database of documents and the
access of employees to documents have been updated.

Summary of issued (new, updated) controlled documents in
2008 and total number there of

Vydané v roku 2008 Celkovy pocet RD
2 3
20 36
3 20
3 11
103 625

695

During the year, 3 meetings of quality managers took place,
where the procedure and implementation of quality systems
have been discussed. Besides the performance of adopted tasks,
requirements and tasks resulting from the benchmarking of the
BEMA Il were discussed with the quality managers.

Quality managers submitted reports on each performed audit at
their organizational section according to the plan. The level of
performance of their duties has been evaluated each half-year.

Internal audits were carried out at the Inspection Section, Regis-
tration Section and CL1—-CL 5.

\ 12 | Statny ustav pre kontrolu liediv




Annual Report 2008

V stcasnosti sa eviduje 9 laboratorii, ktoré maju povolenie vyko-
navat farmaceutické skusanie a toxikologicko-farmakologické sku-
Sanie. V roku 2008 bolo do evidencie prijaté 1 nové laboratdrium
a 1 laboratérium bolo vyradené z dévodu nepodania Ziadosti
o0 obnovu povolenia. Ich prehlad sa po kazdej zmene aktualizuje
na webovej stranke Ustavu. V pripade vacsich zmien sa uverejnu-
je v Casopise Lékarnik.

V ramci dozoru nad tymito laboratériami, boli vykonané inspek-
cie podla planu. Prehlad je uvedeny v tabulke.

At the present time, 9 laboratories with permission to perform
pharmaceutical and toxicological-pharmacological testing are
registered. During 2008, 1 new laboratory was included in the
register and 1 laboratory was excluded due to failure to file an
application for renewal of permission. List of laboratories is
updated upon each change on the Institute’s web site. In case
of more extensive changes, it is published in the “Lekarnik”
magazine.

Within surveillance over these laboratories, inspections were per-
formed according to the plan. Overview is given in the table.

InSpekcie vykonané v ramci dozoru alebo na zaklade Ziadosti o obnovenie autorizacie

1/08 Modra Planéta, spol s.r. o
2/08 BEL/NOVAMANN

3/08 EKOLAB, s.r. o KoSice
4/08 ELs.r.0.Sp. N. Ves

5./08 MIKRO-K Komarno

6/08 RUVZ so sidlom v Presove / RUVZ with registered office in Presov

7/08 NsP Sv. Jakuba, n.o. Bardejov
8/08 Modra Planéta spol s. r. 0 2x

InSpekcie SLP vykonané v spolupraci so Slovenskou narodnou akreditacnou sluzbou

MIKRO-K s.r.o. Komarno

SZU — Laboratérium environmentalnej imunolégie / Laboratory of Environmental Immunology

Hameln-rds. a.s., Modra, sekcia biologického vyskumu / Hameln-rds. a.s., Modra, section of biological research

4.3 Sekcia vnutorna

Na zaklade planu kontrolnej ¢innosti na rok 2008 schvéleného
prikazom VSU a riaditela ¢. 1/2008 bolo vykonanych 9 kontrol-
nych akcii. Jedna planovana kontrolna uloha ,Kontrola vyuzi-
vania priestorov na Kvetnej ul.“ nebola vykonand z dévodu, Ze
je neaktualna, nakolko VSU a riaditel prijal opatrenie, 7e nevy-
uZité priestory experimentalneho zverinca sa budu vyuzivat na
administrativne uUcely pre zamestnancov sekcie ekonomickej
a prevadzkovej, ktori sa prestahuju z prenajatych priestorov vy-
sunutého pracoviska na Spitalskej ul. v Bratislave.

Okrem vykonanych kontrol v zmysle Planu kontrolnej ¢innosti,
VSU a riaditel vydal poverenie ¢.1/2008 na vykonanie mimo-
riadnej kontroly dochadzky a poverenie ¢. 3/2008 na vykonanie
mimoriadnej kontroly zmliv o zavazkovych pravnych vztahoch
SUKL.

4.3 Administration Section

Based on the control activity plan for the year 2008 passed by the
order of the head of service office and the director No. 1/2008, 9
control events were performed. One planned control task “Control
of Premises Utilization on Kvetna street” was not carried out, due to
the fact that it is not topical, since the head of service office and the
director has adopted measure that vacant premises of experimental
menagerie will be used for administrative purposes for employees of
the Economic and Operation Section, which will move from rented
premises of distant workplace on Spitalska street in Bratislava.
Besides performed controls in terms of the Control Activity Plan, the
head of service office and the director has issued the Authorization
No. 1/2008 for Performing Extraordinary Control of Attendance and
the Authorization No. 3/2008 for Performing Extraordinary Control
of Agreements on Contractual Legal Relations of the SIDC.

D
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Opatrenia na odstranenie zistenych nedostatkov zistené kontro-
lami boli spInené, resp. maju trvaly charakter.

V roku 2008 boli zo strany nadriadeného organu Ministerstva
zdravotnictva SR vykonané 3 kontroly.

Na zéklade vysledkov kontrol vykonanych nadriadenym orga-
nom bol vydany prikaz €. 5 na odstranenie zistenych nedostatkov
z naslednej financnej kontroly. Opatrenia boli splnené, resp.
maju trvaly charakter. Sprava o ich splneni bola podanad v stano-
venej lehote MZ SR.

Ku kontrole dodrziavania zékona ¢. 152/1998 Z. z., a 211/2000 Z.
z. bol vydany prikaz ¢. 3 na odstranenie zistenych nedostatkov.
Opatrenia boli splnené, resp. maju trvaly charakter. Sprava o spl-
neni opatreni bola podand MZ SR v stanovenej lehote.

Vybavovanie peticii a staZnosti:

V roku 2008 boli v zmysle zdkona ¢. 152/1998 Z. z. o stai-
nostiach v centrélnej evidencii staznosti zaevidované 3 stai-
nosti. V jednom pripade sa stainost ukdzala ako opodstat-
nena. Bolo zahajené spravne konanie a udelenda pokuta.
V porovnani s rokom 2007 bolo zaevidovanych o 17 staznosti
menej.

Referat pre styk s verejnostou zabezpeloval plnenie uloh
vyplyvajucich z postavenia referdtu ako tlacového organu ve-
duceho sluzobného dradu a riaditela a priebezne vykonaval
monitoring médii. Koordinoval komunikdciu Ustavu s média-
mi. Zastupca referatu sa pravidelne zucastioval odbornych
stretnuti a taktiez sa podiefal na medzinarodnych projek-
toch v oblasti prislichajucich zdravotnickych tém, resp. tém
z liekovej oblasti.

V ramci referdtu pre styk s verejnostou bolo vybavenych 191
Ziadosti o informaciu podanych zo strany printovych a elektro-
nickych médii.

V spolupraci s ostatnymi sekciami Ustavu sa podielal na rea-
lizcii vyrocnej spravy o Cinnosti Ustavu. Koordinoval Cinnosti
pri preklade a zabezpecoval prace suvisiace s vydanim anglickej
verzie vyrocnej spravy Annual Report. V spolupraci s oddele-
nim informatiky pravidelne aktualizoval internetové a intrane-
tové stranky Ustavu aj na zaklade poziadaviek odbornych sek-
cii. Dalej monitoroval internetové stranky délezitych institucif
v oblasti liekovej politiky a legislativy.

Koordinoval spolupracu medzi SUKL a externymi firmami na ak-
tualizacii novej webstranky.

Cinnost referatu pre poskytovanie informacii bola zabezpe-
Covand v sutlade so zdkonom €¢.211/2000 Z. z. o slobodnom
pristupe k informdacidm v zneni neskorsich predpisov ako aj
MP ¢. 5/2003 na evidenciu a vybavovanie agendy tykajucej sa
vSetkych Ziadosti o poskytnutie informacie formou telefonic-
kou, elektronickou alebo pisomnou. Za rok 2008 bolo prijatych
a vybavenych 396 Ziadosti o poskytnutie informacie.

Measures for remedy of found imperfections found by controls
were fulfilled or have permanent nature.

In 2008, 3 controls were performed from the side of superordinated
Ministry of the Health of the SR.

Based on results of controls performed by superordinated body, the
order No. 5 for Remedy of Found Imperfections from Subsequent
Financial Control was issued. Measures were performed or they
have permanent nature. Report on their performance was submit-
ted in defined deadline to the MH of the SR.

The Order No. 3 for Remedy of Found Imperfections was issued to
control of observing the Act No. 152/1998 Coll. and 211/2000 Coll.
Measures were performed or they have permanent nature. Report
on performance of measures was submitted in defined deadline to
the MH of the SR.

Handling of petitions and complaints:

In 2008, 3 complaints were registered in the central registry of
complaints in terms of the Act No. 152/1998 Coll. on Complaints.
In one case, complaint showed to be substantiated. The admin-
istrative proceeding was initiated and the penalty was imposed.
Number of registered complaints was less by 17 complaints in
comparison to the year 2007.

PR & Communication Department was ensuring performing of
tasks resulting from the position of the department as the press
body of the head of service office and the director and contin ous-
ly performed monitoring of media. The department coordinated
the communication of the SIDC with media. The representative
of the department regularly participated on expert meetings and
also participated on international projects in the area of relating
to medical themes or themes from medicines area.

There were 191 applications for information filed from the side
of print and electronic media handled within the PR & Commu-
nication Department.

In cooperation with other sections of the Institute, the department
participated on realization of the annual report on the activity of
the Institute. It has coordinated activities connected with transla-
tion and ensured works related to the publishing of English ver-
sion of the Annual Report. In cooperation with the IT department,
the department regularly updated internet and intranet sites of
the Institute also on the basis of requirements of expert sections.
Furthermore, the department was monitoring internet websites
of important institutions in the field of medicines policy and leg-
islation. The department coordinated cooperation between the
SIDC and external companies on updating of new website.

The activity of the Department for Provision of Information was
ensured in compliance with the Act No. 211/2000 Coll. on Free
Access to Information as amended by later regulations as well
as Methodical Guideline No. 5/2003 for Recording and Handling
Agenda Relating to All Requests for Provision of Information by
Phone, Electronic or Written Form. There were 396 requests for
information registered and handled during 2008.
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Ziadosti 0 poskytnutie informacie boli zamerané zo strany dr-
Zitefov rozhodnuti o registraciu lieku najma na informacie ty-
kajuce sa registracie generickych liekov, patentovej ochrany
a zo strany verejnosti boli informacie zamerané na nedostup-
nost liekov v lekarnach, spravne uzivanie liekov, vyskyt neziadu-
cich ucinkov, internetovy predaj, ucinok rastlinnych pripravkov,
nakup liekov z tzv. tretich krajin a iné.

V zmysle interného planu Skoleni a semindrov bola zorganizo-
vana prednaska k problematike pouZivania portalu pravnych
predpisov najma pri medzirezortnom pripomienkovom konani
pracovnickou Ministerstva spravodlivosti SR.

Hlavné oblasti ¢innosti Referatu pre spolupréacu s EU su koor-
dinacia prenosu aktudlnych informécii a tloh SUKL, ktoré vy-
plyvaju zo zapojenia SUKL do EU $truktir na dseku humannej
farmacie (Clenstvo v poradnych orgédnoch Eurdpskej komisie
a EMEA), zastipenie SUKL v medzinarodnych organizaciach
(PIC/Scheme-Pharmaceutical Inspection Scheme, EDQM - Eu-
ropean Directorate for the Quality of Medicines, OECD pre
Spravnu laboratérnu prax, WHO, a iné):

— aktualizacia nominacii zastupcov SUKL a ich alternatorov
v ramci jednotlivych poradnych organov EMEA a Eurdpskej
komisie

— koordinacia ¢innosti zastupcov SUKL v poradnych organoch
EMEA, EK, EDQM, PIC/S Scheme, WHO, OECD a eurdpskych
asocidcii v oblasti humannej farméacie

—technicka realizacia zahrani¢nych pracovnych ciest (dalej iba
ZPC) nominovanych zamestnancov SUKL a externych zastup-
cov (vid Tabulka — Pocet ucastnikov na jednotlivych ZPC za
rok 2008 a Priloha Zoznam ZPC 2008)

Pocet ucastnikov na jednotlivych ZPC /

Podla poctu Ucastnikov / By number of participants

Transfery Bratislava-Vieden-Bratislava / Transfers Bratislava-Vienna-Bratislava

EK (Eurdpska komisia) / EC (European Commission)

EMEA (Eurdpska liekova agentura) / EMEA (European Medicines Agency)

PIC/S Scheme, Pharmaceutical Inspection Convention
PIC/S Scheme, Pharmaceutical Inspection Convention

OECD, Chemicky vybor a Pracovna skupina pre chemikalie, PPP

Requests for provision of information were focused from the
side of holders of decisions on medicine registration in particular
to information relating to registration of generic medicines, pat-
ent protection and from the side of the public, the information
was focused on inaccessibility of medicines in pharmacies, cor-
rect dosing of medicines, occurrence of adverse effect, internet
sale, effect of herbal preparations, purchase of medicines from
so-called third countries and other.

In terms of internal plan of trainings and seminars, the lecture
on the issue of using the portal of legal regulations in particular
at inter-department remarking proceedings by the employee of
the Ministry of Justice of the SR was organized.

Main areas of activity of the Department for Coordination with
EU are coordination of transfer of current information and tasks
of the SIDC, resulting from the involvement of the SIDC into the
EU structures in the field of human pharmacy (membership in
advisory bodies of the European Commission and the EMEA),
the SIDC representation in international organizations (PIC/
Scheme — Pharmaceutical Inspection Scheme, EDQM - Euro-
pean Directorate for the Quality of Medicines, OECD for Good
Laboratory Practice, WHO, etc.):

- updating of nominations of the SIDC representatives and their
alternates within the particular advisory bodies of the EMEA
and the European Commission

- coordination of activities of the SIDC representatives in the advi-
sory bodies of the EMEA, EC, EDQM, PIC/S Scheme, WHO, OECD
and European associations in the field of human pharmacy

- technical realization of the foreign official trips (hereinafter only
FOT) of nominated SIDC employees and external representa-
tives (see the Table — Number of Participants on Individual FOT
for 2008 and the Annexe the List of Foreign Official Trips)

174
161

105

OECD, Chemical Committee and Work Group for Chemicals, PPP

EDQM (Eurdpske oddelenie pre kvalitu lieciv),Rada Eurépy

EDQM (European Department for Quality of Medicines), European Council

Ucast na konferencidch, workshopoch a odbornych tréningoch

19

Participation on conferences, workshops and expert trainings

DIA

Meetingy spadajuce pod krajiny predsedajice EU, HMA
Meetings falling under countries presiding EU, HMA

Twinning project - Turecko / Twinning project - Turkey

15

11
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Metroldgia - kvalita meradiel a meracich zariadeni pouzivanych
na sekcii posudzovania kvality liekov bola zabezpecovana predo-
vsetkym v sulade s poziadavkami zakona ¢. 142/2000 Z. z. v zneni
neskorsich predpisov a s ostatnymi nadvazujucimi legislativnymi
normami Slovenskej republiky v oblasti metroldgie, ako aj podla
poziadaviek noriem STN EN ISO na preukazanie prevadzkovania
systému kvality v tejto oblasti a dokumentov pre zabezpecenie
kvality EDQM pre OMCL.

Bol aktualizovany zakladny riadeny dokument - OS 36/2007 Sys-
tém riadenia meradiel a revidovany interny metodicky pokyn
IMP 202/2008 Uréovanie neist6t merani.

Revizia ostatnych riadenych dokumentov je rozpracovana.

Na zéklade dohody uzavretej medzi SUKL a SNAS boli vykonané
2 inSpekcie SLP.

V oddeleni informatiky boli vykonané dva interné audity druhej
Urovne podla STN EN 1SO 9001.

V oddeleniach sekcie posudzovania kvality liekov bolo vykona-
nych celkovo 7 internych auditov druhej trovne.Bola spracovana
nova revizia prirucky kvality SPKL.

Struktura riadenych dokumentov, z toho v$ak najma $tandard-
nych pracovnych postupov zavedenych a pouzivanych v SPKL
bola revidovana s cielom dosiahnutia SirSej miery ich pouZziva-
nia a odstranenia duplicitnej prace. V sUcasnosti prebieha ich
rozsiahla revizia.

Uskutocnili sa dve interné skolenia veducich pracovnikov sek-
cie, ktorych predmetom bola norma STN EN ISO/IEC ,Vseobec-
né poziadavky na kompetentnost skisobnych a kalibracnych
laboratérii“.

Metroldg Ustavu sa pravidelne zucastioval na zasadaniach Ko-
misie pre certifikované referenéné materidly, ktord je porad-
nym organom riaditela Slovenského metrologického Ustavu.

V ramci dohody o spolupraci medzi UNMS SR a SUKL sa met-
rolég Ustavu zlcastrioval na ,Twinning Project TR/2004/1B/
EC/06, Strengthening the ministries of health, environment
and forests, and agriculture and rural affairs to harmonise and
implement legislation in the field of Good laboratory practice
for non-clinical health and environmental protection” pre Tu-
recko, ktory bol v mdji 2008 Uspesne ukonceny.

Oddelenie pravne

Na Usek referdtu pre spravne konanie bolo v roku 2008 pridele-
nych 67 pripadov na zacatie spravneho konania. Z uvedeného
poctu bolo zacaté spravne konanie v 54 pripadoch. V 1 pripade
zaCatého spravneho konania bolo vydané rozhodnutie o zasta-
veni spravneho konania. V uvedenom obdobi bolo vydanych 48
rozhodnuti, ktorymi boli udelené pokuty fyzickym i pravnickym
osobam za porusenie zakona ¢. 140/1998 Z.z. o liekoch a zdra-
votnickych poméckach v Gplnom zneni a zakona ¢. 139/1998
Z.z.0 omamnych latkach, psychotropnych latkach a pripravkoch

Metrology - quality of measuring instruments and measuring equip-
ment being used by Section of Medicines Quality Assessment has
been ensured in particular in compliance with the requirements of
Act No. 142/2000 Coll. as amended by later regulations and with
other related legislative regulations of the Slovak Republic in the
field of metrology as well as in compliance with the STN I1SO stan-
dards for proving operation of the quality system in this area and
documents for quality assurance EDQM for OMCL.

Basic controlled document — OS 36/2007 System of Measur-
ing Devices Management was updated and internal methodical
guideline IMP 2002/2008 Determination of Measurements Un-
certainties was revised.

Revision of other controlled documents is under progress.

On the basis of agreement concluded between the SIDC and the
SNAS, two good pharmacy practice inspections were performed.

At the IT Department, two internal audits of second level accord-
ing to STN EN ISO 9001 were performed. In total 7 internal audits
of second level were performed in departments of the Section of
Medicines Quality Assessment were carried out.New review of
quality manual of the Section of Medicines Quality Assessment
was drawn up.

Structure of controlled documents, in particular of standard oper-
ating procedures implemented and used in the Section of Medi-
cines Quality Assessment was reviewed with the aim of achieving
broader scope of their use and getting rid of duplicate work. At
the present time, extensive revision of them is under progress.
Two internal trainings of section managers took place, which
subject was the standard STN EN ISO/IEC “General Requirement
for Competency of Testing and Calibration Laboratories”.

Metrologist of the institute regularly participated on the meetings
of the Commission for Certified Reference Materials, which is the
advisory body of the director of the Slovak Metrological Institute.
Within the agreement on cooperation agreement the UNMS SR (Of-
fice for Standards, Metrology and Testing) and the SIDC, the metrol-
ogist of the Institute participated on the “Twinning Project TR/2004/
IB/EC/06, Strengthening the ministries of health, environment and
forests, and agriculture and rural affairs to harmonize and imple-
ment legislation in the field of Good laboratory practice for non-
clinical health and environmental protection for Turkey, which
was successfully completed in May 2008.

Legal Department

In 2008, 67 motions for initiating administrative proceeding were
assigned to the department for administrative proceedings. Ad-
ministrative proceeding was initiated in 54 cases of the given
number. In 1 case of initiated administrative proceeding, the de-
cision on suspension of administrative proceeding was issued. In
mentioned period, 48 decisions were issued, whereby penalties
to natural and legal persons were imposed for breaching the Act
No. 140/1998 Coll. on Medicines and Medical Devices as amended
by later regulations and the Act No. 139/1998 Coll. on Intoxicat-
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v Uplnom znenia dalSich platnych pravnych predpisov v celkovej
vyske 2,46 mil. Sk. Zdovodu vecnej prislusnosti bol 1 spis odstu-
peny na vybavenie na Ministerstvo zdravotnictva SR a 2 spisy
na vybavenie na Ministerstvo hospodarstava SR.V 1 pripade ne-
zaplatenia pokuty bol podany navrh na vykon exekucie. V spo-
lupraci s referatom drogovych prekurzorov bol rieseny 1 pripad
v ramci odvolacieho konania, kde zasadala osobitna odvolacia
komisia.10 spisov sa nachadza na MZ SR z dévodu odvolacieho
konania.

K 31. 12. 2008 vyska zaplatenych sankcii v podobe udelenych
pokut Cinila 1,55 mil. Sk. K tomuto datumu ostalo na pravnom
oddeleni 10 pripadov ndvrhov na zacatie spravneho konania,
ktoré boli postiipené na vybavenie pravnemu oddeleniu z od-
delenia spravnej lekarenskej praxe ku koncu roka 2008.

Zintenzivnila sa spolupraca s oddelenim spravnej lekarenskej
praxe vcitane jej externych pracovisk - kontrolnych laboratorii
a tieZ so sekciou registracie.

V priebehu roku 2008 boli priebezne poskytované pravne
rady a podavanie informacii roznym fyzickym a pravnickym
osobam za dodrziavania podmienok ustanovenych zakonom
0 slobodnom poskytovani informacii. V sledovanom obdobi
bola priebezne vybavovana koreSpondencia, tykajlca sa prav-
neho Useku.

V ramci pocitaCového spracovania registracnej dokumentdcie
oddelenie informatiky uzko spolupracovalo so sekciou regis-
tracie. Vyhotovovalo identifikacné listy, ktoré si neoddelitel-
nou stcastou kazdého rozhodnutia o registracii a rozhodnutia
o0 zmene v registracii humanneho lieku. Pridelovalo kddy SUKL
pre registrované lieky. Priebezne bola dopliiana databaza re-
gistrovanych liekov naplfianim karty rozhodnutia a karty lieku
potrebnymi ddajmi.

Bolo vykonavané poradenstvo prislusnému pracovisku Ustavu
pri udrzbe a doplnovani databazy firiem (vyrobcov, drzitelov...),
pri tvorbe zoznamu liekovych foriem, pri tvorbe zoznamu
Gcinnych a pomocnych latok a pri Gdrzbe ATC skupin v sulade
s WHO podkladmi.

Pracovnici oddelenia sa zUcastnovali pracovnych stretnuti fir-
my MCR a pracovnikov SUKL, tykajlcich sa dalsieho vyvoja
informacného systému o liekoch a zdravotnickych pomackach
a priebezne vykonavali skoliacu, poradensku a konzultacnu ¢in-
nost pre pracovnikov SUKL.

Pracovnik oddelenia sa nadalej priebezne zaoberal skenovanim
pracovnej dokumentacie (elektronicky archiv oddelenia).
Priebezne boli vykonavané prace spojené s udrziavanim a ob-
novovanim internetovej stranky SUKL.

Spolupraca medzi SUKL a tvorcami AISLP nadalej pretrvavala
formou vzajomnej vymeny dat.

Na zéklade zmluvy, uzavretej medzi SUKL a tvorcami programu
NOBEL bolo vykondvané pravidelné dodavanie pozadovanych
vystupov z informacného systému o liekoch.

Poruchy mensieho rozsahu na uvedenej technike boli odstra-

ing Agents, Psychotropic Substances and Preparations as amended
by later regulations and another valid legal regulations in the total
amount of SKK 2,46 millions. Due to the reason of subject-matter
competence, 1 file was passed on to handling to the Ministry of
Health of the SR and 2 files for handling to the Ministry of Economy
of the SR. In 1 case of failure to pay a penalty, motion for execution
of distrainment was filed. 1 case was solved in cooperation with the
Department of Drug Precursors within appellate proceeding, where
special appellate commission held a session. 10 files is located on
the Ministry of Health of the SR due to appellate proceeding.

The amount of paid sanctions in the form of imposed penalties
amounted to SKK 1,55 millions as of 31.12.2008. As of this date,
10 cases of motions for initiating administrative proceeding re-
mained, which were passed on for handling to the Legal Depart-
ment from the Department of Good Pharmacy Practice as of the
end of 2008.

Cooperation with the Department of Good Pharmacy Practice in-
cluding its external sites - control laboratories and also with the
Registration Section has intensified.

During 2008, legal advices and information were continuously pro-
vided to various natural and legal persons under the observance
of terms and conditions laid down by the Act on Free Access to In-
formation. Correspondence relating to the Legal Department was
continuously processed in the observed period.

The IT department was closely cooperating with the registration
section in processing of registration documentation. Identification
letters, which are an inseparably part of each registration decision
and variation decision of human medicines, were completed. In
addition, SIDC codes for human medicines were assigned. The da-
tabase of registered products was continuously updated with data
in the decision card and data in medicine card which was needed.
There was an advisory service provided for the appropriate depart-
ment of institute according to maintenance and data added into da-
tabase of pharmaceutical companies (producers, stakeholders...),
creating of list of drug forms, list of active and supplementary sub-
stances, and ATC group service according to WHO documents.
Employees of IT department also took a part on meetings with
MCR company members about the further development of the
information system of human medicines and medical devices and
in the same time they were performing educational, advisory and
consultation services for SIDC employees.

The IT employees continuously worked on scanning documents
(electronic archive), as well as maintained and updated SIDC web-
site.

Cooperation between SIDC and creators of AISLP continued in bi-
lateral exchanging of data.

Based on contract between SIDC and NOBEL programme creators,
regular delivery of required results from the medicine information
system were provided.

Minor IT failures were resolved internally. In case of larger failures,
maintenance was managed through external service companies.
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nované vlastnymi silami. Pri vyskyte poruch vacsieho rozsahu
zaistovalo servis u vybranych servisnych firiem.

Bola realizovana spolupraca pri nakupe vypoctovej techniky
)a spotrebného materidlu a poskytovana odborna pomoc uzivate-
[om vypoctovej techniky pri préci s nainstalovanymi programami

Technici- programatori Ustavu pracovali na tvorbe niektorych
jednoduchych programov pre interntd potrebu Ustavu.

Oddelenie drogovych prekurzorov bolo v ramci zmeny organi-
zaénej $trukttry SUKL od augusta 2008 zaclenené do sekcie vnu-
tornej, oddelenie pravne, ako referat drogovych prekurzorov.
Cinnost referatu drogovych prekurzorov bola v roku 2008
zamerand na uplatnovanie komunitarnej legislativy Eurodp-
skej unie pre drogové prekurzory v podmienkach Sloven-
skej republiky. Referat drogovych prekurzorov v tejto Cin-
nosti Uzko spolupracoval s prislusnymi organmi MH SR, MV
SR a Colného riaditelstva SR, ktoré si kompetentné konat
v stlade so zakonom ¢. 331/2005 Z. z. o orgénoch Statnej spra-
vy vo veciach drogovych prekurzorov a o zmene a doplneni
niektorych zakonov.

Referat drogovych prekurzorov sa podielal na spracovani Spravy
o implementacii legislativy EU o drogovych prekurzorov za Sloven-
sku republiku, ktora ma byt predloZena Medzinarodnému uradu
na kontrolu omamnych latok.

Referat spolupracoval aj na priprave a priebehu pracovného stret-
nutia so zastupcami organizdcii, ktori su signatarmi dobrovolnej
spoluprace na monitorovanie neurcenych latok v ramci dobrovol-
ného monitorovacieho zoznamu Eurdpskej unie.

SUKL v stlade so zakonom ¢&. 331/2005 Z. z. o organoch §tat-
nej spravy vo veciach drogovych prekurzorov a o zmene
a doplneni niektorych zakonov“ pripravil oznam, ktory bol
uverejneny vo Vestniku Ministerstva hospodarstva ¢. 4/2008
a tyka sa drzitelov rozhodnuti ktorym bolo vydané povolenie/
registracia na zaobchadzanie s drogovymi prekurzormi, ktori
st povinni v trojro¢nych intervaloch preukazovat, Ze nadalej
spiiaji podmienky, za ktorych im bolo rozhodnutie vydané.
V stlade so zmenou narodnej meny a prechodom na euro od
1. januara 2009 v SR, pripravil referat drogovych prekurzo-
rov ,,0znam o plateni spravnych poplatkov pri podani Ziadosti
0 zmenu v rozhodnuti o povoleni/registracii na zaobchadzanie
s urenymi latkami vydanom Ministerstvom zdravotnictva SR
v stlade so zakonom ¢. 219/2003 Z. z. o zaobchadzani s che-
mickymi latkami, ktoré moino zneuZit na nezakonni vyrobu
omamnych latok a psychotropnych latok, pri podani Ziados-
i na zaobchadzanie s urcenymi latkami predkladanych SUKL
a Ziadosti o vyznacenie zmeny v rozhodnuti o povoleni/osobit-
nom povoleni/registracii vydanom SUKL v stlade so zakonom
¢. 331/2005 Z. z.” Tento oznam bol uverejneny na internetovej
stranke SUKL v decembri 2008.

V priebehu roku 2008 boli zamietnuté 3 Ziadosti o vydanie roz-
hodnutia na zaobchddzanie s drogovymi prekurzormi, z toho
jedna zZiadost bola zamietnutd aj v druhostupriovom konani.

The IT department assisted in cooperation in process of IT and
consumer goods purchases and also professional advisory services
with newly installed programmes.

Technicians/programmers of institute worked on creating basic
programmes for internal use.

The Department of Drug Precursors was incorporated within
change of the organizational structure of the SIDC from the August
2008 into the Administrative Section, Legal Department, as the De-
partment of Drug Precursors.

The activity of the Department of Drug Precursors was focused in
2008 on enforcement of the community legislation of the Euro-
pean Union for drug precursors in conditions of the Slovak repub-
lic. The Department of Drug Precursors closely cooperated in this
activity with the relevant bodies of the Ministry of Economy of the
SR, Ministry of Interior of the SR and the Customs Directorate of
the SR, which are competent bodies to act in compliance with the
Act No. 331/2005 Coll. on the State Administration Bodies in the
matters of drug precursors and on amendment and supplement
of certain acts.

The Department of Drug Precursors cooperated on drawing up the
Report on Implementation of the EU Legislation on Drug Precur-
sors for the Slovak Republic, which should be submitted to the In-
ternational Office for Control of Intoxicating Substances.

The Department has cooperated also on preparation and course of
work meeting with representatives of organizations being signato-
ries of voluntary cooperation for monitoring undefined substances
within voluntary monitoring list of the European Union.

The SIDC in compliance with the Act No. 331/2005 Coll. on Bodies
of Central State Administration in matters of drug precursors and
on amendment and supplementation of certain acts prepared no-
tice published in the Official Bulletin of the Ministry of Economy
No. 4/2008 and relates to holders of decisions, to which permit/
registration for manipulation with drug precursors was issued, and
which are obliged to prove in three-years intervals, that they contin-
ue to meet conditions under which a decision was issued to them.

In compliance with the change of national currency and transition
to Euro since January 1, 2009 in the SR, the Department of Drug
Precursors has prepared the “Notice on paying administrative fees
at filing application for alteration in the decision on permission/
registration for manipulating with defined substances issued by
the Ministry of Health of the SR in compliance with the Act No.
219/2003 Coll. on Manipulation with Chemical Substances, which
can be misused for illegal production of intoxicating agents and
psychotropic substances, at filing application for manipulating
with defined substances submitted to the SIDC and applications
on indicating alteration in the decision on permission/special per-
mission/registration issued by the SIDC in compliance with the Act
No. 331/2005 Coll.” This notice was published on the SIDC’s web
site in December 2008.

During 2008, 3 applications for issuing the decision for manipula-
tion with drug precursors were rejected, of it one application was
rejected also in second-level proceeding.
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Decisions relating to drug precursors:

Druh rozhodnutia Pocet rozhodnuti  Spravny poplatok (SKK) Spolu (SKK)

osobitné povolenia a povolenia
special permissions and permissions

registracie / registrations
zmeny / alterations
zru$enia / cancellations

SPOLU / Total
4.4 Sekcia registracie

Cinnost sekcie registrdcie sa sustredila predovsetkym na nasle-

dujlce aktivity:

e pripravné kroky v organizacii oddeleni veduce k zavedeniu te-
rapeutickych pilierov

e persondlnu stabilizaciu sekcie a systematické vzdelavanie pra-
covnikov

e vyrovnavanie sa s ¢asovym sklzom pri vybavovani Ziadosti
o registraciu

o prehibenie posudzovatelskej ¢innosti: posiliovanie tlohy SUKL
ako referencného clenského Statu v Ziadostiach o registraciu
a nadvazujucich Ziadostiach

o prehibenie kvality prace poradnych organov — Komisie pre lieky
a Subkomisie pre fytofarmakda a homeopatikd

Zamestnanci sekcie sa aktivne zUcastrovali spoluprace v ramci sie-
te liekovych agenttr EU vo viacerych vyboroch a pracovnych skupi-
nach (Herbal Medicinal Product Committee, Notice to Applicants,
QRD/PIM, Name review group, TIGes, EWP,).

Pre zefektivnenie manaZmentu sekcie registracie bol po organizac-
nej Struktire zmeneny spdsob riadenia sekcie z dvojstupriového na
jednostupriovy manazment, kedy veduci oddeleni rovnakym dielom
prispievaju k vedeniu sekcie, vykondvaju ¢innosti v kompetencii ve-
duceho sekcie a priamo sa zodpovedaju VSU a riaditelovi.

Oddelenie prijmu registracnej dokumentdcie

Oddelenie prijmu registracnej dokumentacie zabezpecovalo
véetky vstupné, podporné administrativne, evidencné a distri-
bucné procesy pre sekciu registracie.

Cinnosti oddelenia:

¢ prijem Ziadosti tykajucich sa liekov (Ziadosti o nové registracie,
predizenia, prevody, zmeny, zrudenia)

¢ pridelovanie variabilnych symbolov Ziadostiam za ucelom evi-
dencie a kontroly spravnych poplatkov

¢ kontrola spravnych poplatkov

326 1000,0 326 000,0

9 1000,0 9000,0
136 500,0 68 000,0
148 0 0
619 403 000,0

4.4 Registration Section

The activity of the Registration Section was focused in particu-

lar on following actions:

e preparations steps in organization of departments leading to
implementation of therapeutic pillars

¢ personnel stabilization of the section and systematic education
of personnel

e coping with time delay at handling applications for registration

¢ deepening of the assessment activity: strengthening of the
SIDC’s tasks as reference member country in applications for
registration and follow-up applications

¢ deepening work quality of advisory bodies — the Committee
for Medicines and Sub-committee for Phytopharmaceuticals
and Homeopathics

Section employees actively participated in cooperation within the
EU medicines agencies network in several committees and work
groups (Herbal Medicinal Product Committee, Notice to Appli-
cants, QRD/PIM, Name Review Group, TIGes, EWP).

In order to make management of the Registration Section more
effective, the manner of managing the section was changed in
the organizational structure from two-level to one-level man-
agement, when heads of departments contribute to manage-
ment of the section by equal share, they perform activities in
competence of section’s head and directly report to the head of
service office and the director.

Department of Registration Documentation Receipt

Department of Registration Documentation Receipt ensured all
initial, supporting administrative, registration and distributing
processes for the Registration Section.

Activities of the department:

* acceptance of applications relating to medicines (applications for
new registrations, prolongations, transfers, alterations, cancella-
tions)

e assigning variable symbols to applications for the purposes of
registration and control of administrative fees
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¢ evidencia Ziadosti v pocitatovom systéme

e prvotna kontrola kompletnosti dokumentacie pri vSetkych ty-
poch Ziadosti

e distribucia dokumentacie spracovatelom

e archivacia a sprdva registracnych dokumentacii a rozhodnuti

e archivacia a sprava registracnych dokumentacii na elektronic-
kych médiach

¢ koordindcia pridelovania dokumentacie spracovatelom

e spravoplatiiovanie rozhodnuti

e uchovavanie a spravovanie zloziek liekov

¢ evidencia splnomocneni zastupcov spolocnosti

Na oddeleni bolo v roku 2008 prijatych 12 636 Ziadosti tykaju-

cich sa registracii liekov.

Zefektivnil sa prijem dokumentacie prerozdelenim ¢innosti a roz-

Sirenim uradnych hodin Ustretovo voci klientom. Skvalitnovala

sa praca pri evidencii Ziadosti v elektronickom systéme a zefek-

tivnil sa postup uskladriovania a evidencie dokumentacie v ex-

ternom sklade. Oddelenie sa aktivne podielalo na vyvoji systému

pridelovania elektronickych variabilnych symbolov a v Uizkej spo-

lupraci zabezpecovalo aplikaciu poziadaviek oddeleni narodnych

a europskych procedur v sulade s eurdpskou legislativou.

Oddelenie ndrodnych registrdcii

Cinnost oddelenia bola zamerand na:

¢ koordinaciu narodnych registracii, zmien, predlzeni a prevodov

registracii;

e organizaciu konzultacii, schvalovania SPC, PIL a oznacenia oba-

lov vo formate QRD;

e harmonizdciu registracii liekov so stavom v inych ¢lenskych sta-

toch EU;

* implementaciu novych ustanoveni zakona o liekoch a zdravot-

nickych pomockach;

* metodické usmernenie Ziadatelov pri implementacii ustanove-
ni zakona o liekoch a zdravotnickych pomdckach;

e postupnu pripravu oddelenia narodnych registracii na prechod

na ¢innost v terapeutickych pilieroch.

e control of administrative fees

e registration of applications in the computer system

e primary control of the documentation completeness in all
types of applications

e distribution of documentation to processors

e archiving and administration of registration documentation
and decisions

e archiving and administration of registration documentation on
electronic media

¢ coordination of documentation allocation to the processers

e putting the decisions into validity

¢ keeping and handling the medicines files

e registration of authorizations of companies representatives

Department has received 12,636 applications concerning the
medicines registrations in 2008.

Receipt of documentation was made more effective by reallocat-
ing activities and extending office hours accommodating clients.
Work at registration of applications in the electronic system was
improving and procedure of storing and registering documen-
tation in external storeroom was made more effective. The de-
partment actively participated on development of the system of
electronic variable symbols assignment and it ensured in close
cooperation implementation of requirements of the Depart-
ment of National and European Procedures in compliance with
European legislation.

Department of National Registrations

Activity of department was focused on:

e coordination of national registrations, alterations, extensions

and transfers of registrations;

e organization of consultations, approval of SPC, PIL and marking

of packages in the QRD format;

¢ harmonization of medicines registrations with the status in

other member states of the EU;

¢ implementation of new provisions of the Act on Medicines and

Medical Devices;

» methodical guideline of applicants at implementation of provi-
sions of the Act on Medicines and Medical Devices;

e gradual preparation of the Department of National Registrations
for changeover to activity in therapeutic pillars.
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Extent of activities of the Department of National Registrations:

zostatok

Storno 2008 k 1.1.2009
Typ Ziadosti Prijaté 2008 Vybavené 2008
nové registracie / new registrations 78 80 52 280
predizenia / prolongations 227 439 35 408
transfery / transfers 97 128 3 42
zmeny / alterations 1182 1668 52 757
zmeny |A / alterations IA 1966 2242 26 247
zmeny IB / alterations IB 988 1189 21 199
sprievodny list / accompanying letter 125 125 5 2
notifikacia 61(3) / notification 61(3) 85 75 0 16
zru$enie / cancellations 190 180 7 19
celkom / total 4938 6126 200 1970

Oddelenie EU procedur

Cinnost oddelenia bola prioritne zamerana na vybavovanie
Ziadosti podanych postupom vzajomného uzndvania a decen-
tralizovanym postupom, so Standardnymi aktivitami v Ulohe
dotknutého clenského $tatu a zintenzivnenim Cinnosti v Ulohe
referencného ¢lenského statu.

V rdmci standardnych cinnosti boli na oddeleni vykondvané

nasledovné aktivity:

¢ koordinovanie Ziadosti o registracie, zmeny, predlzZenia a pre-
vody v ulohe RMS a CMS

e kontrola spravnosti prekladov SPC, PIL a oznacovania obalov
v stlade s QRD u liekov registrovanych centralizovanou pro-
cedurou (CP)

e spolupraca s Eurdpskou liekovou agenturou pri rieSeni arbit-
raznych procedur

o prehibenie spravodajskych aktivit v ramci HMPC pre rastlinné
drogy v spolupraci s externymi odbornikmi

e rozvijanie spoluprace s externymi posudzovatelmi v oblasti po-
sudzovania bioekvivalencie a biodostupnosti

* metodické usmernenie Ziadatelov pri zavadzani upravenych
postupov a poZiadaviek

e vypracovavanie poziadaviek na Upravu a aktualizaciu databa-
zy MCR a kontrola pri ich realizacii

V stlade s povodnym planom bolo zahdjenych 16 Ziadosti o re-
gistraciu decentralizovanym postupom s SK ako referenénym
¢lenskym Stdtom, pricom 4 z nich boli v roku 2008 aj pozitivne
ukoncéené. Popri tom bolo s SK ako referenénym clenskym $ta-
tom zahajenych 15 Ziadosti o zmeny, z toho 13 bolo pozitivne
ukoncenych.

Department of EU Procedures

The activity of the department was focused mainly to processing
applications submitted by the mutual recognition procedure and
decentralized procedure, with standard activities in the role of
concerned member state and to intensifying activities in the role
of reference member state.

Following activities were performed at the department within

standard activities:

e coordination of applications for registration, alterations, prolon-
gations and transfers in the role of RMS and CMS

e control of accuracy of translations of SPC, PIL and marking of
packages in compliance with QRD for medicines registered by
centralized procedure (CP)

e cooperation with the European Medicines Agency at solution
of arbitration procedures

¢ deepening reporting activities within the HMPC for herbal
drugs in cooperation with external experts

¢ developing cooperation with external assessors in the field of
assessing bio-equivalence and bio-accessibility

* methodical guideline of applicants at implementation of modi-
fied procedures and requirements

e drawing up requirements for modification and updating of the
MCR database and control at their realization

In compliance with original plan, 16 applications for registration
by decentralized procedure with Slovakia as reference member
state was initiated, while 4 of them were positively completed
in 2008. Besides that, 15 applications for alteration were initi-
ated with Slovakia as reference member state, 13 of them were
positively completed.
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Na trovni HMPC sa SUKL aktivne zapajal do Gloh uréenych to-
muto Vyboru, priom rovnako ako v roku 2007 poziadal opat
o Ulohu spravodajcu (rapporteura) pre vypracovanie monogra-
fie a hodnotiacej spravy ku konkrétnej droge (Taraxaci folium).

On the MHPC level, the SIDC actively participated in the tasks des-
ignated to this Committee, while equally like in 2007, it has again
asked for the role of rapporteur for elaborating of monograph and
assessment report to the specific drug (Taraxaci folium).

Extent of activities of the Department of EU Procedures: SR as RMS

Typ Ziadosti Prijaté 2008
DCP registracie / DCP registrations 16
zmeny / alterations 15
celkom / total 31

zostatok
Storno 2008 k 1.1.2009
Vybavené 2008
4 0 12
13 0 2
17 0 14

Extent of activities of the Department of EU Procedures: SR ako CMS

Typ Ziadosti

Prijaté 2008
DCP registracie / DCP registrations 839
MRP registracie / MRP registrations 243
predizenia / prolongations 192
transfery / transfers 69
zmeny / alterations 1585
zmeny IA / alterations IA 2973
zmeny IB / alterations IB 1584
notifikacia 61(3) / notification 61(3) 33
zruenie / cancellations 149
celkom / total 7667

4.5 Sekcia posudzovania kvality
liekov

V ramci spoluprace ¢lenskych krajin EU v oblasti eurdpskej le-
gislativy posudzovatel SPKL — expert nominovany do QWP —
pokracoval v pripomienkovani ndvrhu nového nariadenia EK
0 zmenach v registrdcii. Na rokovani QWP mal prezentdciu k to-
muto nariadeniu, je clenom malej pracovnej medzinarodnej sku-
piny vytvorenej na dopracovanie pokynu k tomuto nariadeniu.
Veduci odd. bioldgie v spolupréci s ved. sekcie pripomienkovali
zdkon €. 140/1998 Z.z. ohladom § 41 a uzndvania certifikitov
k vakcinam a liekom z fudskej krvi a z fudskej plazmy v Slovenskej
republike.

zostatok
Storno 2008 k 1.1.2009
Vybavené 2008

352 57 1171
264 11 158
84 7 248

66 0 11
828 136 1333

2 406 119 1234
1040 105 918
10 2 20
144 2 4
5194 439 5097

4.5 Section of Medicines Quality
Assessment

Within the cooperation of the EU member states in the field of
European legislation, the assessor of the Section of Medicines
Quality Assessment — expert nominated into QWP — continu-
ed in remarking the proposal of new directive of the European
Commission on alterations in registration. He had presentation
to this directive on the meeting of the QWP, he is member of
small international work group created for completing instruc-
tion to this directive.

The head of biology department, in cooperation with the sec-
tion head, have remarked the Act No. 140/1998 Coll. regarding
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Veduci sekcie v spolupraci s veducou kontrolnych laboratorii
pripomienkovali Vyhlasku ¢. 198/2001 o spravnej lekarenskej
praxi.

V roku 2008 bolo vybavenych 138 Ziadosti o registraciu a 1 638
Ziadosti 0 zmenu typu IB alebo typu Il (tabulka ¢. 2) narodnou
procedlrou. Bol zaregistrovany prvy tradicny rastlinny liek,
v novej indikacnej skupine 92, Doppelherz Energovital Tonik K,
perorélny roztok.

Po spracovani sklzu vo vybavovani Ziadosti o registraciu lieku
a zmien v registracii sa SPKL zacala Coraz viac zapajat do posud-
zovani Ziadosti o registraciu z pozicie RMS. V roku 2008 bolo vy-
bavenych 12 Ziadosti o registraciu, vSetky DCP.

Posudzovatelia sa koncentrovali tiez na vybavenie predloZenych
aktualizovanych dokumentacii (UP). Spolu bolo posudenych 129
dokumentdcii.

V dosledku nesplnenia poziadaviek na SVP a nespravne
predloZenie vysledkov stabilit, Ziadosti o registraciu zaslané
z HOMEO Nitra neboli vybavované.

Jednou z dolezitych Cinnosti Ustavu je spolupraca s Eurdpskou
liekopisnou komisiou Rady Eurdpy, v ktorej ma Slovenska repub-
lika prostrednictvom SUKL ako kompetentnej autority ¢lenské
zastupenie v zmysle Dohovoru RE €. 50. Liekopisné oddele-
nie pokracovalo v prekladoch novych a dpravach zmenenych
c¢lankov z Ph. Eur. 6. vydanie a doplnkov 6.1 — 6.4. Za rok 2008
bolo prelozenych a skontrolovanych 722 liekopisnych monografii
a 104 kontrolnych metdéd. Oddelenie vykonavalo poradensku
¢innost pre internych a externych Ziadatelov. Liekopisnému
oddeleniu boli udelené prava na zaradovanie do MCR databazy
medzinarodnych nechranenych nazvov a slovenskych nazvov
lieciva pomocnych latok, liekovych foriem a ich skratiek pre nové
liekové formy. Zoznam slovenskych nazvov liekovych foriem bol
aktualizovany a zosuladeny s eurdpskou databazou EDQM.

Mesacne sa vykondvala kontrola ndazvov liekov sirét na
poziadanie zastupcu SR v komisii pri EMEA. Pripomienkoval
sa navrh k liekopisnému clanku pre kyslik 93 % na poziadanie
vyrobcu. Bol vypracovany zoznam liekov pripravovanych
v lekarnach. Boli priebezne vypracovavané dotazniky zasielané
z EDQM. V oblasti kontroly kvality liekov na trhu k 31.12.2008
bolo zanalyzovanych 223 vzoriek liekov a postidenych 576 cer-
tifikatov k sarziam liekov na trhu a vzoriek dodanych na labo-
ratornu analyzu (tabulka ¢. 1).

OMCL riesilo 7 reklamacii 6 klinickych staZnosti. Analyzovalo sa
111 vzoriek na objednavku skuskou na bakteridlne endotoxiny.

V ramci medzinarodnej spoluprace pri kontrole centralne regis-
trovanych liekov na eurépskom trhu sa Slovensko vzdalo analyzy

§ 41 and acknowledging certificates to vaccines and medicines from
human blood and human plasma in the Slovak Republic.

The section head, in cooperation with the head of control labo-
ratories, have remarked the Ordinance No. 198/2001 Coll. on
Good Pharmacy Practice.

In 2008, 138 applications for registration and 1 638 applicati-
ons for alteration of IB type or Il type (Table No. 2) by national
procedure were handled. First traditional herbal medicine was
registered, in new indication group 92, Doppelherz Energovital
Tonik K, oral solution.

After processing delay at handling applications for medicines re-
gistration and alterations in registration, the Section of Medici-
nes Quality Assessment started to more and more participate in
assessing applications for registration from the RMS position. In
2008, 12 applications for registration were handled, all of them
were DCP.

Assessors focused also in handling submitted updated documen-
tations (UP). In total, 129 documentations were assessed.

In consequence of not performing requirements for good manu-
facturing practice and incorrect submission of stabilities results,
applications for registration sent from HOMEO Nitra were not
processed.

One of important activities of the Institute is the cooperation
with the European Pharmacopoeia Commission of the European
Council, in which the Slovak Republic has, through the SIDC as
a competent authority, member representation in terms of the
Agreement of the European Council No. 50. The Pharmacopoeia
Department continued in translations of new articles and adjust-
ment of the modified ones of Ph. Eur. 6th edition and annexes
6.1 - 6.4. During 2008, 722 of pharmacopoeia monographs and
104 control methods were translated and checked. The depart-
ment performed advisory activity for internal and external appli-
cants. The Pharmacopoeia Department was granted with rights
forinclusion into the MCR database of international unprotected
names and Slovak names of medicines and auxiliary substances,
medicines forms and their abbreviations for new medicines
forms. The list of Slovak names of medicines forms was updated
and harmonized with the EDQM European database.

Control of orphan medicines names was performed monthly on
the request of the representative of the SR in the EMEA Com-
mittee. Proposal for pharmacopoeia article for 93% oxygen was
remarked on the producer’s request. List of medicines being pre-
pared in pharmacies was drawn up. Questionnaires sent from the
EDQM were processed from time to time.

In the area of quality control of the medicines on the market as of
31.12.2008, 223 medicines samples were analyzed and 576 cer-
tificates to batches of medicines on the market and samples deliv-
ered for the laboratory analysis (Table No. 1) were assessed.

The OMCL dealt with 7 complaints and 6 clinical complaints. 111
samples were analyses on order by test to bacterial endotoxins.

Within international cooperation at control of centrally reg-
istered medicines on the European market, Slovakia gave up
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lieku PROCORALAN a CORLENTOR tbl flm, nakolko liecivo je za-
radené medzi genotoxické.

Sekcia preverovala svoje zrucnosti v ramci 4 PTS stadii: PTS
Stadie (PTS090 a PTS099 a PTS 101) organizované EDQM v
Strasbourgu a Studiou organizovanou firmou LGC Nemecko na
overenie disolucného testu. V studii PTS090 (Disolucny test) boli
ziskané vynikajuce vysledky, z-score —0,04. Sekcia sa zucastnila
MSS 035 studie kontroly liekov na trhu, tablety s lisinoprilom.

V minulom roku sa OMCL tieZ zapojilo do SUP 002 Studie
— identifikacia a pripadne stanovenie neznameho lieciva
v neznamych tabletach. Vysledky identity boli odoslané do
EDQM a Caka sa na vyhodnotenie vysledkov z EDQM.

Do schémy eurdpskej spoluprace Collaborative studies (CS)
Eurdpskeho liekopisu, ktora je prostriedkom na ustanovovanie
kvality (potencie) a deklarovanie substancie ako referencného
materialu Ph. Eur., sa OMCL v roku 2008 prihlasilo, ale tato Studia
nebola zo strany usporiadatela zacata.

V laboratéridch SPKL boli kvalifikované nasledovné zariade-
nia: systém HPLC — Varian, HPLC — Shimadzu, 3 disolucné
testery a UV/VIS spektrofotometer — Cary 50.

Na oddeleni chémie vypracovali databazu na evidenciu reagen-
tov.

SPKL pre rychlejSiu manipulaciu so skusobnymi predpismi
(registracné dokumentacie) zaviedla skenovanie zloZenia lieku,
Specifikacii lieku a metdd skusania lieku.

OMCL vykonalo proces verejného obstaravania za Ucelom
nakupu HPLC systému na odd. farmakogndzie. Nakup sa vsak
nerealizoval, nakolko neboli pridelené sltbené financné pros-
triedky.

OMCL v uplynulom roku dokoncilo aktualizaciu Prirucky kvality
podla novej EN ISO 17 025:2005 normy. Vo velkej miere revi-
dovalo SPP.

Statny Ustav bol podrobeny auditu z Kanady za tG¢elom pod-
pisania medzistatnej zmluvy (MRA). Z vysledkov auditu vy-
plynulo, Ze laboratérne vysledky mézu byt uznavané Kanadou,
okrem skusky sterility. Pre opatovné spustenie skusok sterility
je potrebné prebudovat systém Cistych priestorov v laboratériu
s laminarnym boxom.

12.3.2008 prebehlo Skolenie zamestnancov o praci s cytosta-
tikami a jedmi (Skolitel: MUDr. Kristidnova a Dr. Krizanova,
0vz).

Jeden zamestnanec sekcie (PharmDr. Strbova) spolupracoval
v pracovnej skupine pre Systém vcasného varovania pred novy-
mi syntetickymi drogami pri Narodnom monitorujicom centre
pre drogy.

Na sekcii prebiehalo 3 tyzdrové zaskolovanie praktikanta —
vysokoskolaka, do laboratérnej techniky pri kontrole liekov.

analysis of the PROCORALAN and CORLENTOR tbl fim medicine,
since the medicine is included into genotoxic ones.

The section verified its skills within 4 PTS studies: PTS studies
(PTS090 and PTS099 and PTS 101) organized by the EDQM in
Strasbourg and study organized by LGC Germany company for
verifying dissolution test.

The study PTS090 (Dissolution Test), achieved excellent result,
z-score -0,04. The section participated on MSS 035 study of con-
trol of medicines on the market, tablets with lisinopril.

The OMCL participated in the last year also on SUP 002 study —
identification and possible determination of unknown medicinal
product in unknown tablets. Identity results were sent to the EDQM
and evaluation of results from the EDQM is awaited.

The OMCL has registered in 2008 into the scheme of European
cooperation Collaborative studies (CS) of the European phar-
macopoeia, which is the mean of the quality (potency) deter-
mination and declaration of the substance as reference material
Ph. Eur., however, this study was not started from the side of its
organizer.

Following devices were qualified on the laboratories of the Sec-
tion of Medicines Quality Assessment: HPLC — Varian system,
HPLC — Shimadzu, 3 dissolution testers and UV/VIS spectropho-
tometer — Cary 50.

Database for registration of reagents was drawn up on the De-
partment of Chemistry.

With the aim of quicker manipulation with testing regulations
(registration documentations), the Section of Medicines Qual-
ity Assessment implemented scanning of medicine composition,
specifications of medicine and methods of testing a medicine.
The OMCL carried out the process of public procuring for the
purpose of purchasing HPLC system on the Pharmacognosis De-
partment. However, the purchase was not realized, because pro-
mised financial resources have not been allocated.

In the last year, the OMCL has completed updating of the Quality
Manual according to new EN 1SO 17 025:2005 standard. It has
revised standard operating procedure in the substantial extent.

The State Institute was subjected to the audit from Canada for
the purpose of signing international agreement (MRA). Based on
the audit, laboratory results can be recognized by Canada, save
sterility test. For retesting sterility, it is necessary to rebuild the
system of clean premises in the laboratory with laminar box.

0On 12.3.2008, employee training on work with cytostatic agents
and poisons took place (trainer: MUDr. Kristidnova and Dr.
Krizanova, UVZ).

One employee of the section (PharmDr. Strbova) cooperated in
the working group for the System of Rapid Alert Against New
Synthetic Drugs at the National Monitoring Centre for Drugs.

Three-weeks training of trainee — university student, into labo-
ratory technology at medicines control took place on the sec-
tion. The section cooperated at case with medicines with the
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Sekcia spolupracovala pri kauze s liekmi s obsahom heparinu
znecistenym presulfonizovanym chondroitinsulfatom. Zo spra-
covanych 223 vzoriek (tab.1) bolo 6 nevyhovujucich.

sipc O

content of heparin contaminated by over-sulphonized chondroi-
tin-sulphate. 6 samples out of 223 processed (Table 1) was non-
compliant.

Table No. 1

Pocet vzoriek

k registracii zahrani¢nej
to foreign registration

k registracii domacej
to domestic registration

kontrola trhu: import
market control: import

na objednavku / ordered

ku klinickej staznosti
to clinical complaint

k reklamacii / to reclamation
interné skusanie / internal testing
PTS/MSS/CS

CAP

iné / other

nevyhovujuce / non-complying
SPOLU / TOTAL

Celkovy pocet vzoriek za SPKL:

Total number of samples per Section

of Medicines Quality Assessment:

Finanéna hodnota: / Financial value:

* 56 vzoriek bolo posudenych ako certifikat
** 1-Lactovag, vag supp, nizky celkovy pocet Lactobacillus sp.

Oddelenie
farmakognozie
Oddelenie bioldgie
4 5/56 C*
111 2
2 1
1 2
16 =
= 0/0/0
1
1 * %k —
134 68
279
247 370,86 €

* 56 samples were assessed as certificate
** 1-Lactovag, vag supp, low overall number of Lactobacil-

- liek ukrajinského vyrobcu Lekxim u nds neregistrovany -

analyza vykonana na poZiadanie EL s.r.0., SpiSska Nova Ves

Oddelenie chémie

42

4/1/0

17

77

lus sp. — medicine of Ukrainian manufacturer Lekxim not
registered in our country — analysis carried out on request of

EL s.r.0., SpiSska Nova Ves
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Table No. 2

Oddelenie biolégie Oddelenie Oddelenie chémie
Pocet vzoriek farmakognozie
e e oS s s omo
na zmeny / to alterations 173 429 1036
s corcnes HoSk e B/403°" &8 21
UP 14 115
iné / other 1 - -
stanoviska / opinions 21 - -
dotazniky, stanoviska, AnnualReporty pre EDQM
questionnaires, opinions, Annual Reports for 16 - -
EDQM
pripomienkovanie / remarking 36 - -
nevyhovujuce / non-complying 35 (32 cert., 3 - 15
SPOLU / TOTAL 664 586 1261

Celkovy pocet posudkov za SPKL:
Total number of Assessment Reports per Sec- 2511
tion of Medicines Quality Assessment:

Finanéna hodnota: / Financial value: 293 469,30 €
**AC - 41 1 certifikitov importovanych liekov, z toho 403 sys-  **AC—411 certificates of imported medicines, out of it 403 sys-

tematickd kontrola certifikatov a krvnych derivétova 8 certifika- ~ tematic controls of certificates and blood derivates and 8 certifi-
tov liekov dovezenych z tretich krajin. cates of medicines imported from third countries.
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Table No. 3

Nevyhovujuce vzorky /

Nazov lieku Saria

MICROSER 8 mg tbl
MICROSER 8 mg tbl

EFRIN

S. / batch 244102

$./ batch 07/01096

AJATIN ProFarma tinktura

AJATIN ProFarma tincture =/laaten 22661107

AJATIN ProFarma tinktura

AJATIN ProFarma tincture e lmislh AEELADD

CALCITONINE-
RATHIOPHARM 200
nasal spray

3./ batch A003

4.6 Sekcia inSpekcie

Sekcia inSpekcie zabezpecovala ¢innost v zmysle zakona
140/1998 Z.z. v zneni neskorsich predpisov. TaZiskovou
¢innostou bol statny dozor nad zabezpecenim kvality liekov
vo vyrobe, velkodistribucii a priprave transfuznych liekov.
InSpektori vykonavali inSpekcie (vstupné, priebeiné, cielené)
zamerané na kontrolu materidlneho, priestorového a per-
sonalneho vybavenia a dodrzZiavania zasad spravnej vyrob-
nej praxe, spravnej velkodistribucnej praxe a spravnej praxe
pripravy transfuznych liekov. Dal$ou klticovou ¢Einnostou bol
postregistracny dozor nad kvalitou liekov .

Pocet drzitelov Rozhodnutia MZ SR o povoleni na zaobchadza-
nie s liekmi a zdravotnickymi poméckami k 31. 12. 2008 je uve-
deny v nasledovnej tabulke Vyrobcovia liekov, Velkodistributori
a Transfuziologické zariadenia:

PRODOTTI FORMENTI S

Unimed Pharma s.r.o.

Drzitel’ Zavada

vzhlad tablety
appearance of tablet

pH

TALIANSKO / ITALY

poloviéné mnozstvo lieciva,
nedostatocny uzito¢ny objem,
primdrny obal
half content of medicinal product,
insufficient effective volume, primary
packaging

Profarma-Produkt

polovi¢né mnozstvo lieciva,
nedostatocny uZitoc¢ny objem,
primarny obal
half content of medicinal product,
insufficient effective volume, primary
packaging

Profarma CR

rovhorodost davkovania, hmotnost
naplne

homogeneity of dosing, weight of
content

Rathiopharm SRN

4.6 Inspection Section

The Inspection Section has ensured activity in terms of the Act
No. 140/1998 Coll. as amended by later regulations. Core activi-
ty was the state surveillance over ensuring medicines quality at
manufacturing, wholesale distribution and preparation of trans-
fusion medicines. Inspectors have performed inspections (entry,
running, targeted), focused on the inspection of material, space
and personnel equipment and the compliance with the principles
of good manufacturing practice, good wholesale distribution
practice and good practice of transfusion medicines preparation.
Post-registration surveillance over medicines quality was another
key activity.

Number of holders of the Decisions of the MH of the SR on per-
mission for manipulation with medicines and medical devices as
of 31.12.2008 is given in the following table Manufacturers of
Medicines, Wholesale Distributors and Transfusion Facilities:
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Zariadenie / Poéet /
Vyrobcovia liekov / Medicines manufacturers 34
Velkodistributori liekov a zdravotnickych pomécok 128
Wholesale distributors of medicines and medical devices

Transfuziologické zariadenia / Transfusion facilities 33
Celkovy pocet zariadeni / Total number of facilities 195
Pocet statnych inspektorov / Number of state inspectors 4
Pocet inSpektorov v tréningu / Number of inspectors in training 4

K 01.9.2008 nadobudla platnost novéa organizatna Struktira
sekcie inspekcie, na zaklade ktorej doSlo k reorganizacii
c¢innosti jednotlivych oddeleni sekcie. Od 01.11.2008 mé Sek-
cia inSpekcie dve samostatné oddelenia, oddelenie spravnej
vyrobnej a spravnej velkodistribuénej praxe a oddelenie
spravnej praxe pripravy.

Oblast lekdrenstva a vykon in$pekcii bol dislokovany na samo-
statné oddelenie spravnej lekarenskej praxe.

Vykonané inspekcie v roku 2008.

As of 01.09.2008, new organizational structure of the Inspection
Section entered into force, based on which individual departments
of the section were reorganized. Since 01.11.2008, the Inspection
Section has two separate departments, the Department of Good
Manufacturing and Wholesale Distribution Practice and the De-
partment of Good Practice of Preparation.

The field of pharmacies and performance of inspections was
dislocated to separate Department of Good Pharmacy Practice.

Performed inspections in 2008.

Vyroba / Transfuziologické
Zahranicie Velkodistribucia zariadenia
Typ insSpekcie Tuzemsko Spolu
vstupné / entry 9 0 12 6 27
nasledné / follow-up 1 0 5 2 8
priebezné / running 17 0 13 10 40
cielené / targeted 1 0 2 0 3
spolu / total 28 0 32 18 78

Vystupnymi dokumentmi inSpekcii su posudky na materialne,
priestorové a personalne vybavenie v zmysle zdkona ¢.
140/1998 Z. z. v zneni neskorsich predpisov — pocet vydanych
21, Posudky v zmysle zdkona €. 139/1998 Z. z. - pocet vydanych
5 a Stanoviska v zmysle zakona ¢. 331/2005 Z. z. - pocet vy-
danych 5, certifikdty SVP — pocet vydanych 12 , potvrdenie
o dodrZiavani zasad spravnej praxe pripravy transfuznych
liekov — pocet vydanych 5 a potvrdenie o dodrZiavani zésad
spravnej distribucnej praxe — pocet vydanych 6 a taktiez Spravy
z inSpekcii.

Za oblast velkodistribucie liekov a zdravotnickych pomé-
cok bol podany na MZ SR jeden navrh na zacatie spravneho
konania vo veci uloZenia pokuty za poruSovanie ustano-

Outcome documents of inspections are assessment reports to
material, space and personnel equipment in terms of the Act
No. 140/1998 Coll. as amended by later regulations - number
of issued reports 21, Assessment Reports in terms of the Act
No. 139/1998 Coll. — number of issued reports 5 and Opinions
in terms of the Act No. 331/2005 Coll. — number of issued opin-
ions 5, certificates of good manufacturing practice — number
of issued certificates 12, certificates on observing principles of
good practice of transfusion medicines preparation - number of
issued certificates 5 and certificates on observing principles of
good distribution practice — number of issued certificate 6 and
also Reports from Inspections.

In the field of wholesale distribution of medicines and medical
devices, one motion was filed to the MH of the SR for initiating
administrative proceeding in the matter of imposing a penalty for
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veni zakona ¢. 140/1998 Z. z. v zneni neskorsich predpisov.
V oblasti transfuziologickych zariadeni boli podané na MZ SR
dva ndvrhy na zacatie spravneho konania vo veci uloZenia po-
kuty za porusovanie ustanoveni zakona ¢. 140/1998 Z. z. v zneni
neskorsich predpisov a jeden navrh na pozastavenie Cinnosti.
Za oblast vyroby bol podany jeden navrh na pozastavenie
¢innosti.

Oddelenie spravnej vyrobnej praxe a spravnej velkodistri-
bucnejpraxe vykondvalo vstupné, nasledné, priebezné acielené
inspekcie u vyrobcov liekov a lieCiv a u velkodistributorov liekov
a zdravotnickych pomaocok.

Rozsah inspekcii :

—Vstupné - na zaklade Ziadosti, za UcCelom vydania Po-
sudku v zmysle zakona ¢. 140/1998 Z. z., Posudku
v zmysle zakona ¢. 139/1998 Z. z., Stanoviska v zmysle
zakona ¢. 331/2005 Z. z., v rémci ktorych bolo posud-
zované materidlne, priestorové a personalne vybavenie
Ziadatelov z doévodu vzniku novej spolocnosti, pripadne
z doévodu zmeny miesta vykonu Ccinnosti alebo zmeny
v dispozi¢nom riesSeni

— Nasledné — kontrola vykonania napravnych opatreni, uloZe-
nych pri predchddzajucej inSpekcii

— Priebezné inspekcie — kontrola dodrZiavania zasad spravnej
vyrobnej praxe, spravnej velkodistribucnej praxe a spravnej
praxe pripravy transfuznych liekov

— Cielené — na zaklade podnetu

V marci 2008 bol vykonany narodnou kanadskou autoritou au-
dit na SUKL v ramci MRA.

Oddelenie spravnej praxe pripravy vykondvalo vstupné,
priebezné a nasledné insSpekcie v zdravotnickych zariade-
niach — na transfuziologickych pracoviskach v zmysle zdkona
¢. 140/1998 Z .z. v zneni neskorsich predpisov.

Statistika :

e PocCet transfuziologickych zariadeni s platnim Rozhodnutim MZ
SR o povoleni ¢innosti Pripravy transfiznych liekov — 33

* Pocet odberov celej krvi— 154 179

e Pocet aferéznych odberov -3 776

Rozsah inspekcii :

e Vstupné inSpekcie — vykonavané za ucelom vydania POSUD-
KU SUKL na materialne, priestorové a personalne vybavenie
v zmysle zakona €. 140/1998 Z. z. v zneni neskorsich pred-
pisov.

e Priebezné inSpekcie — vykondvané za ucelom dodrZiavania
spravnej praxe pripravy transfiznych liekov

¢ Nasledné inSpekcie — vykonavané za ucelom kontroly vyko-
nania napravnych opatreni, uloZzenych pri predchadzajlcej
inspekcii

breaching provisions of the Act No. 140/1998 Coll. as amended
by later regulations. In the field of transfusion facilities, two mo-
tions were filed to the MH of the SR for initiating administrative
proceeding in the matter of imposing a penalty for breaching pro-
visions of the Act No. 140/1998 Coll. as amended by later regula-
tions and one motion for suspending activity. In the field of manu-
facturing, one motion for suspending activity was filed.

The Department of Good Manufacturing Practice and Good
Wholesale Distribution Practice was performing entry, follow-
up, running and targeted inspection at manufacturers of medi-
cines and medicinal products and at wholesale distributors of
medicines and medical devices.

Extent of inspections:

—Entry inspections — based on application, for the purpose
of issuing the Assessment Report in terms of the Act No.
140/1998 Coll., the Assessment Report in terms of the Act
No. 139/1998 Coll., the Opinion in terms of the Act No.
331/2005 Coll., within which material, space and person-
nel equipment of applicants were assessed due to founding
a new company or due to change of place of business conduct
or change in disposition design

— Follow—up inspections — control of performing remedy mea-
sures, imposed at previous inspection

— Running inspections — control of observing principles of good
manufacturing practice, good wholesale distribution practice
and good practice of transfusion medicines preparation

— Targeted inspections — based on motion

In March 2008, audit was carried out at the SIDC by national
Canadian authority within MRA.

The Department of Good Preparation Practice was perform-
ing entry, running and follow-up inspection in health facilities
— at transfusion sites in terms of the Act No. 140/1998 Coll. as
amended by later regulations.

Statistics:

¢ Number of transfusion facilities with valid Decision of the MH
of the SR on permitting activity of Transfusion Medicines Prep-
aration - 33

¢ Number of blood collections — 154 179

¢ Number of afferent collections — 3,776

Extent of inspections:

e Entry inspection - performed for the purpose of issuing the
ASSESSMENT REPORT of the SIDC for material, space and per-
sonnel equipment in terms of the Act No. 140/1998 Coll. as
amended by later regulations.

¢ Running inspections — performed for the purpose of observing
good practice of transfusion medicines preparation

¢ Follow-up inspections — performed for the purpose of control of
performing remedy measures, imposed at previous inspection
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Postregistracna kontrola kvality liekov

Cinnost postregistracnej kontroly kvality liekov bola zame-
rana na kontrolu dovezenych liekov na uzemie Slovenskej re-
publiky, prijimanie a odosielanie informacii o nevyhovujucej
kvalite liekov. Problémy s kvalitou liekov riesilo vedenie Ustavu
na operativnych poradach a nasledne boli prerokovavané aj na
zasadaniach ,Zboru pre kvalitu lieciv.”

Zaznamenali sme 42 pripadov nekvality liekov. 14 liekov bolo
stiahnutych zo vsetkych urovni distriblcie, vratane lekarni
anemocnic. Do ¢innosti postregistracnej kontroly patri aj prijem
medzinarodnych hlaseni,RAPID ALERT“—rychle stiahnutie lieku
z distribuénej siete v ramci organizacii EMEA, PIC/S a WHO.
Pocas roku 2008 bolo prijatych 134 oznamov z medzinarod-
nych liekovych agentur z toho 2 oznamy sa dotykali stiahnu-
tia liekov v Slovenskej republike. Postregistracna kontrola sa
aktivne zUcastnila vzorkovania centralne registrovaného lieku
AZILEC tbl v spolupraci s EDQM Strassburg, Francuzsko.

V stlade s planom vzorkovania bolo z distribucnej siete odo-
bratych 70 vzoriek a 38 referencnych materidlov.

V roku 2008 bolo v spolupraci so sekciou bezpecnosti lieciv
a so sekciou registracie posudenych 131, Korekénych planov pre
odlisnosti v baleni a v pribalovej informécii.”

Na stranke www.sukl.sk okrem oznameni a upozorneni boli
uverejnené aj ,Spravy o kvalite lieciv* ¢.55 - 57.

O liekoch stiahnutych z trhu boli uverejnené informacie aj
v Casopisoch ,Zdravotnicke noviny” a ,Lekarnik”.

Prehlad prijatych a spracovanych analytickych certifikatov
a vzoriek tvori prilohu €. 3.

4.7 Sekcia bezpecnosti liekov
a klinického skusania

Oddelenie bezpecnosti liekov

Oddelenie je zamerané na rutinni farmakovigilanciu, nad-
stavbovu farmakovigilanciu, detekciu a spracovanie signalov,
iniciacii zmien v registracii a rieSenie krizovych situdcii vo far-
makovigilancii. Sii¢astou je tiez spracovanie hldseni neziaducich
ucinkov transfuznych liekov.

Okrem tejto zakladnej Cinnosti spolupracuje s oddelenim re-
gistracie pri hodnoteni systémov farmakovigilancie farmaceutic-
kych firiem, posudzovani Ziadosti o zmeny II. typu zameranych
na bezpecnost lieku alebo iné informécie okrem zmien indikécii,
posudzovani Ziadosti o prvé prediZenie registracie a pri opako-
vanom predizeni registracie. S oddelenim postregistraénej kon-
troly spolupracuje pri posudzovani Ziadosti o korekéné plany
a pri klinickych staznostiach. S vndtornou sekciou spo-
lupracuje pri poskytovani informdcii na zaklade Ziadosti

Post-registration control of medicines quality

The activity of post-registration control of medicines quality was
focused on the control of medicines imported to the territory
of the Slovak Republic, reception and sending of information on
defective quality of medicinal products. Problems with medi-
cines quality were solved by management of the Institute on
operative meetings and then they were discussed also on the
meetings of the “Committee for Medicines Quality.”

We have recorded 42 cases of bad quality of medicines. 14
medicines were withdrawn on all levels of distribution, including
pharmacies and hospitals. Also reception of “RAPID ALERT” re-
ports — quick withdrawal of medicine from distribution network
within EMEA, PIC/S and WHO organizations belong to activity
of the post-registration control. During 2008, 134 reports from
international medicines agencies were received, of it 2 reports
related to withdrawing medicines in the Slovak Republic. Post-
registration control actively participated on sampling of centrally
registered medicine AZILEC tbl in cooperation with the EDQM
Strasbourg, France.

In compliance with sampling plan, 70 samples and 38 ref-
erence materials were collected from the distribution
network.

In 2008, 131 “Correction Plans for Variations in Packaging and
Enclosed Information” were assessed in cooperation with the
Section of Medicines Safety and the Registration Section.
Besides notices and warnings, also “Reports on Medicines Quality”
No. 55-57 were published on the web site www.sukl.sk.
Information about withdrawn medicines were published also in
magazines “Zdravotnicke noviny” and “Lekarnik”.

Overview of received and processed analytical certificates and
samples forms the Annexe No. 3.

4.7 Section of Medicines Safety
and Clinical Trials

Department of Medicines Safety

The department is focused of routine pharmacovigilance, ad-
vanced pharmacovigilance, detection and processing of signals,
initiation of alterations in registration and solving crisis situations
in pharmacovigilance. Processing of reports of adverse effects of
transfusion medicines is also part of it.

Besides this basic activity, the department cooperates with the
Registration Department at assessment of pharmacovigilance
systems of pharmaceutical companies, assessing applications for
alterations of Il. type focused on medicine safety or other infor-
mation save changes of indications, assessing applications for first
prolongation of registration and at repeated prolongation of reg-
istration. The department cooperates with the Post-registration
Control Department at assessing applications for correction plans
and in case of clinical complains. It cooperates with the Adminis-
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o informaciu. V oblasti dohladu nad reklamou liekov poskytuje
odborné stanoviska.

V ramci rutinnej farmakovigilancie sme sa zameralo na zdoko-
nalenie systému elektronického prenosu hlaseni o neziaducich
Ucinkoch liekov, na zadavanie hlaseni do databanky Eudravigi-
lance a vyvoj aplikacie narodnej databazy eSkaDra. Nova apli-
kacia, ktorej vyvoj je z dévodu kapacitnych moznosti vyvojovej
firmy pomaly, bude komplexne zabezpedovat vsetky poZiadavky,
ktoré sa vyzaduju na prenos informacii vratane moznosti analyzy
a tvorby prehladov. S jednotlivymi partnermi zodpovednymi za
farmakovigilanciu vo farmaceutickych spoloc¢nostiach sme po-
stupne nadvazovali spojenie a testovali prenos udajov.

K 31.12.2008 je uzatvorenych 45 formularov dohody o vza-
jomnej vymene ICSR medzi SUKL a drfitelmi registraénych
rozhodnuti. Hlasenia sa posudzuju a upravuju do elektronickej
formy a v pripade zavainej reakcie sa zasielaju do databanky
Eudravigilance. V pripade zavainej alebo neocakavanej reakcie
sa zasielaju aj drzitelovi rozhodnutia o registracii lieku v elek-
tronickej alebo v pisomnej forme na predpisanom type tlaciva.

Celkovy pocet zaregistrovanych hlaseni zo Slovenska od zdra-
votnickych pracovnikov a MAH v papierovej alebo elektronickej
forme za rok 2008 bolo 851 (z toho zavaznych 270).

Celkovy pocet prijatych hldseni v elektronickej forme z EU
anon-EU: 4777 Z toho 138 hldseni bolo z izemia SR. V papierovej
forme prislo 6929.

Na laboratérnu kontrolu vzoriek liekov v suvislosti s vyskytom
neziaducich ucinkov (tzv. klinické staznosti) sa poslalo 10 vzoriek.
Do konca roka bolo spracovanych 8. Ani v jednom pripade sme
nezistili chyby v kvalite liekov, ktora by mohla byt pri¢inou
neZiaduceho ucinku.

Sprav z periodickych rozborov bezpecnosti liekov (PSUR) prislo
v roku 2008 celkovo 1231. Tieto predstavuju informacie o
bezpecnosti, ktoré sa zasielaju na SUKL mimo dokumentacie
podévanej spolu so Ziadostou o registraciu. V roku 2008 sme
sa zapojili aj do spolo¢ného projektu EU ,PSUR Work sharing®,
kde ndm bola schvalend zodpovednost za 7 lieciv. V tomto pro-
jekte sme ako referencny Stat vypracovali a ukondili jedno hod-
notenie a poslali komentare na 4 lieciva, posudzované inymi
krajinami.

Komisia pre bezpeénost liekov a predsednictvo komisie sa stret-
li 9-krat. Okrem Ucasti na hodnoteni signalov sa vyjadrovala
k volnopredajnosti 4 liekov.

Sucastou ¢innosti oddelenia je aj posudzovanie Zziadosti
0 zmeny udajov Il. Typu v sthrne charakteristickych vlastnosti
a v pisomnej informéacii pre pouzivatelov. Takychto Ziadosti
sme posudili 226.

trative Section at provision of information based on requests for
information. It provides expert opinions in the field of surveillance
over medicines advertising.

In the field of routine pharmacovigilance, we have focused on
improvement of the system of electronic transfer of reports on
adverse effects of medicines, for entering reports into the Eudrav-
igilance database and development of applications of the eSkaDra
national database. New application, which development is slow
due to capacity possibilities of development company, will com-
plexly ensure all requirements required for information transfer
including possibility of analysis and creation of overviews. We
have gradually established contact with individual partners re-
sponsible for pharmacovigilance in pharmaceutical companies
and we have tested data transfer.

As of 31.12.2008, 45 forms of agreement on mutual exchange of
ICSR between the SIDC and holders of registration decisions were
concluded. Reports are assessed and modified into electronic
form and in case of serious reaction, they are sent to the Eurovigi-
lance database. In case of serious or unexpected reaction, they
are sent also to the holder of the decision on medicine registra-
tion in electronic or written form on prescribed type of form.

Total number of registered reports from Slovakia from health
care personnel and MAH in paper or electronic form for 2008
was 851 (of it 270 were serious).

Total number of received reports in electronic form from the EU
and non-EU: 4,777. Of it, 138 reports were from the territory of
the SR. 6,929 reports were received in paper form.

10 samples were sent to laboratory control of medicine samples
in relation to occurrence of adverse effects (so-called clinical
complaints). Till the end of the year, 8 samples were processed.
In any case, we have not found defects in medicines quality lead-
ing to adverse effect.

In 2008, in total 1,231 reports from periodic analyses of medi-
cines safety (PSUR) were received. These represent information
on safety, being sent to the SIDC outside of documentation sub-
mitted together with application for registration. In 2008, we have
participated also in the EU common project “PSUR Work Sharing”,
where responsibility for 7 medicinal products was approved to us.
We have drawn up and completed one assessment in this project
as reference state and sent remarks to 4 medicinal products being
assessed by other countries.

The Committee for Medicines Safety and the Committee Board
met 9 times. Besides participation in evaluation of signals, it has
expressed to selling on free market in case of 4 medicines.

Also assessment of applications for alteration of Il. type data in
summary of characteristic attributes and in written information
for users is part of the department’s activity. We have assessed
226 such applications.
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Daliia aktivita spocivala v posudzovani #iadosti o predizenie,
hlavne prvych Ziadosti o prediZenie v narodnej procedure reg-
istracie. Pripravili sme 228 posudkov farmakovigilancie, ktoré
boli doplnené tiez o kontrolu textov suhrnov charakteristickych
vlastnosti a pribalovych informacii. Nenaplnili sme vsak vSetky
poziadavky, lebo 38 ich zostalo este nevybavenych. Oproti roku
2007 je to vzostup o 70 (+ 44,3 %). Podielali sme sa tieZ na spra-
covani Ziadosti o opakované prediZenie registracie v narodnej
procedure registracii.

Pharmacovigilance Working Party sa stretdva 11-krat rocne
a prerokovava aktualne problémy bezpecnosti liekov, navrhuje
aktivity na znizenie rizika a vyjadruje sa k navrhovanym doku-
mentom. V rdmci tejto spoluprace sme pripravili podklady pre
46 neurgentnych Ziadosti o informacie, 5 alertov a 34 dalSich
informdcii.

Zucastiiujeme sa pravidelne na stretnutiach pracovnej skupiny
TIG (Telematic Implementation Group) organizovanych EMEA
v Londyne sa stretava za Uc¢elom oboznamovania sa s postupmi
a pracami v eurdpskej databanke NUL Eudravigilance. Stretnutia
st organizované stvrtrocne. Sledovanie a pripomienkovanie eu-
ropske;j legislativy tykajlcej sa danej oblasti.

Oddelenie klinického skusania

V oblasti klinického skusania lieCiv a zdravotnickych pomdcok
a spravnej klinickej praxe SUKL zabezpetuje posudzovanie Ziadosti
o klinické skusanie, vydava namietky a rozhodnutia o povolovani
klinického skusania, dohliada nad jeho vykonavanim, schvaluje
pracoviskd, a vykonava inSpekciu spravnej klinickej praxe.

Cinnost Oddelenia klinického sktsania (obsadenie 1 vysoko-
Skolsky a 1 stredoskolsky pracovnik) spociva:

¢ v kontrole splnenia poziadaviek na podanie Ziadosti o klinické
skusanie, ktoré su stanovené zakonom ¢. 140/1998 Z.z. a vo
vol X Eudralex,
e v posudeni planov klinického skusania vzhfadom na splnenie
poZziadaviek, zabezpecujlcich ochranu prav a bezpecnosti oséb
zUCastnujucich sa klinického skusania - t.j. dobrovolnikov a pa-
cientovnajednejstrane, (informovanysuhlas, kompletnyavyho-
vujlci protokol, monitorovanie Studie zo strany Ziadatela atd'.),
ako i skusajucich a firiem na strane druhej (dodanie komplet-
nych informacii o pripravku, vhodnosti pripravku na klinické
skusanie, dodrzanie terminov vykonania Studii a odovzdania
sprav atd.), schvalenie vhodného pracoviska a zodpovedného
skusajuceho,
v povoleni len takych $tudii, ktoré spifiajui legislativne poziadavky,
poziadavky na ochranu prav osdb v klinickom skusani, ako aj
poziadavky stanovené v dokumentoch Eurdpskej Unie (Direktivy,
Guidance, Note to guidance, Helsinska deklaracia). Hodnotenie
neintervencného klinického skisania liekov vratane postmarke-

Another activity resided in assessing applications for prolonga-
tion, in particular applications for prolongation in the national reg-
istration procedure. We have prepared 228 assessment reports
of pharmacovigilance, which were complemented also by control
of summary texts of characteristic attributes and package leaflet
information. However, we had not fulfilled all requirements, be-
cause 38 of them are still not processed. In comparison to the
year 2007, it represents an increase by 70 (+ 44.3 %). We have
participated also on processing of applications for repeated pro-
longation of registration in national registration procedure.

The Pharmacovigilance Working Party meets 11 times per year
and discusses current problems of medicines safety, proposes ac-
tivities for decreasing the risk and expresses to proposed docu-
ments. Within this cooperation, we have prepared materials for
46 non-urgent applications for information, 5 alerts and 34 other
information.

We regularly participate on meetings of the TIG (Telematic Im-
plementation Group) work group organized by the EMEA in Lon-
don in order to become acquainted with procedures and works
in the NUL Eudravigilance European database. Meetings are
held quarterly. Monitoring and remarking European Legislation
relating to given area.

Department of Clinical Trials

In the field of clinical trials of medicinal products and medical de-
vices and good clinical practice, the SIDC ensures assessment of
applications for clinical trials, issues objections and decisions on
permitting clinical trials, supervises its performance, approves
sites and performs inspection of good clinical practice.

The activity of Clinical Trials Department (staffed by 1 univer-
sity and 1 secondary school employee) consists in:

e control of fulfilling requirements for submitting application for
clinical trials, being laid down by the Act No. 140/1998 Coll.
and in the vol. X of Eudralex

¢ in assessing clinical trials plans in regard to fulfilling require-
ments ensuring protection of rights and safety of persons
participating on clinical trials - i.e. volunteers and patients on
one side (informed consent, complete and compliant protocol,
monitoring the study from the applicant’s side etc.) as well as
investigators and companies on the other side (delivering com-
plete information about preparation, suitability of preparation
for clinical trials, observing deadlines of performing studies
and handing over reports etc.), approval of suitable site and
responsible investigator,

¢ in permitting only such studies, meeting legislation require-
ments, requirements for protection of person’s rights in clini-
cal trials, as well as requirements set forth in documents of the
European Union (Directives, Guidances, Notes to Guidance,
Helsinki Declaration). Assessment of non-intervention clinical
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tingovych &tudii nie je v kompetencii SUKL. Etické aspekty klinic-
kého skusania na zdravych alebo chorych subjektoch posudzuju
etické komisie,

e v medzinarodnej spolupraci v oblasti klinického skisania lieCiv,
predovsetkym vyuZivanim databanky klinickych Stadii EudraCT
a databanky neziaducich Gcinkov Eudravigilance (modul pre klin-
ické studie),

e v priebeznom posudeni zmien a doplnkov v planoch klinického
skusania, ako aj rocnych hlaseni o priebehu klinického skusania

ev sledovani bezpecnosti skimanych produktov prostrednict-
vom sledovania vyskytu zavaznych a neocakavanych neziaducich
udalosti a reakcii (SUSAR), vyskytujucich sa v priebehu klinickych
$tadi, ktoré maju povinnost hlasit zodpovedni skisajuci. V pripade
potreby rozhoduje o ich rieseni,

e v kontrole zaverecnych sprav z klinickych studii so zamera-
nim na dodrZiavanie schvaleného protokolu, spravnost
a validitu vysledkov, a kontrolu Uplnosti Gdajov a dokumen-
tacie zdverecnych sprav,

¢ v inspekcii SKP u skusajluceho alebo u zadavatela. V roku 2008
z dovodu odchodu inSpektora SKP z pracoviska a zlyhania troch
vyberovych konani bola tato aktivita utimena.

¢ vinformacnej a edukacnej ¢innosti v oblasti klinického skisania
a Spravnej klinickej praxe,

e v spolupraci pri tvorbe legislativy a metodickych pokynov
v oblasti klinického skisania lieciv a zdravotnickych pomdcok
a Spravnej klinickej praxe,

e Spolupraca krajin v ramci Clinical trial facilitation group a In-
spectors Group a inych spolo¢nych aktivit bola z nedostatku
pracovnikov utimena.

Tieto Ulohy sa plnia v spolupraci s externymi posudzovatelmi
a Komisiou pre lieky.

trials including post-marketing studies is not within the SIDC’s
competence. Ethical aspects of clinical trials on healthy or dis-
eased subjects are assessed by ethical commissions.

e in international cooperation in the field of clinical trials of
medicines, in particular by using the database of clinical stud-
ies EudraCT and the database of adverse effects Eudraviligance
(module for clinical studies).

e in continuous assessment of changes and amendments of
clinical trials plans, as well as annual reports on clinical trials
course

¢ in monitoring safety of tested products by means of monitor-
ing occurrence of serious and unexpected adverse effects and
reactions (SUSAR), occurring during clinical studies course,
which should be reported by responsible investigators. In case
of need, it decides on its solution,

¢ in control of final reports from clinical studies focused on ob-
serving approved protocol, correctness and validity of results,
and control of data completeness and final reports documen-
tation,

¢ in inspection of good clinical practice at investigator or assign-
or. In 2008, this activity was reduced due to leaving of good
clinical practice inspector from the job and failure of three se-
lection procedures.

¢ in information and education activity in the field of clinical tri-
als and the Good Clinical Practice,

¢ in cooperation at development of legislation and methodical in-
structions in the field of clinical trials of medicines and medical
devices and the Good Clinical Practice.

e Cooperation of countries within the Clinical Trial Facilitation
Group and Inspectors Group and other common activities was
reduced due to lack of employees.

These tasks are being performed in cooperation with external
assessors and the Committee for Medicines.
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Prehlad aktivit a porovnanie s predchddzajucim
obdobim:

Aktivita /

Ziadost a schvalenie klinického skusania
Application and approval for clinical trial

Schvalenie klinického skusania
Approval of clinical trials

Namietky/zamietnutie klinického skusania
Objections/rejection of clinical trial

Ziadost o schvalenie dodatku protokolu
Application for approving of amendment to protocol

Ziadost/oznamenie zmien v Broztre pre skusajuceho
Application/notification on changes in Investigator’s
Brochure

Ziadost o schvalenie nového centra
Application on approving of a new study centre

Dodanie suhlasu etickej komisie
Submission of agreement of ethical committee

Oznamenie zaciatku klinického skdsania
Notice on beginning of clinical trial

Oznamenie ukoncenia klinického skusania
Notice on completion of clinical trial

Roc¢né hlasenie o priebehu KS
Annual report on clinical trial course

HIdsenie neZiaducej udalosti zo Slovenskych pracovisk
Report on adverse events from Slovak trial sites

Vlastna aktivita / Own activity
Iné / Other

Ziadosti o KS zdravotnickych pomécok
Application for clinical trials of medical devices

Spolu / Total

Mesaény priemer / Monthly average

Ostatné /

Oznamenie neziaducej udalosti zo zahranicia
Notice on adverse event from abroad

Zasadanie Komisie pre lieky
Meetings of the Committee for Medicines

InSpekcie / Inspections

Overview of activities and comparison to previous
period:

Pocet 2006 Pocet 2007 Pocet 2008
151 154 159
128 131 138

2 10 5
242 231 266
151 176 253

19 38 38
135 70 66
38 60 52
87 113 136
103 83 143
301 140 35
69 1 0
387 857 911
3 2 2
1816 2660 2204
151,3 172,2 183,7
5856 3141 3257
11 11 11
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4.8 Sekcia zdravotnickych pomécok

Sekcia zdravotnickych pomécok SUKL ako kompetentna au-
torita pre zdravotnicke pomocky (dalej len ,ZP*“) v Slovenskej
republike pini dlohy vyplyvajice zo zédkona ¢.140/1998 Z.z.
v zneni neskorsich predpisov, zdkona ¢.264/1999 Z.z. v zneni
neskorsich predpisov a nariadeni vlady (¢.569/2001 Z.z.,
¢.570/2001 Z.z. a 572/2001 Z.z. v zneni neskorsich predpisov)
a v SirSom kontexte spolupracuje s organmi Eurdpskej komisie
ako zéstupca clenského statu v oblasti ZP.

Oddelenie registracie a evidovanych zdravotnickych pomo-
cok vykonava registraciu a evidenciu vSetkych zdravotnickych
pomocok pred ich uvedenim na trh alebo do prevadzky v Slo-
venskej republike, registraciu vyrobcov ZP alebo ich splnomoc-
nencov so sidlom v Slovenskej republike a evidenciu vyrobcov
alebo ich splnomocnencov so sidlom v inom ¢lenskom Stéte.
Vzhfadom na volny pohyb tovaru v ramci krajin Eurdpskej unie
bola prevaina vacsina evidencii ZP vykonand na zaklade EC/
CE-certifikdtov vyrobcov, ktoré boli vystavené notifikovany-
mi osobami v niektorom z Elenskych $tatov EU. Registracie
a evidencie ZP triedy I. boli prijaté na zaklade ES vyhlasenia
o zhode, ktoré vydal vyrobca. Na sekcii sa podarilo eliminovat
komplikdcie v procese registracie a evidencie zdravotnickych
pomocok prave rozdielnym pomenovanim identického pro-
cesu na ,registraciu” a ,evidenciu®, ¢o sa nam spolu s kdédo-
vanim ZP podarilo presadit aj do novely zakona ¢.140/1998
Z.z. Stale naliehavejSou sa javi potreba samostatného zakona
o zdravotnickych pomdckach, novelizacia zakona ¢. 140/1998
Z. z., alebo novy zakon o liekoch a ZP.

Opat bol zaznamenany nérast niektorych ukazovatelov (pocet
novych registracii / evidencii je sice mensi o 23, pocet spra-
covanych kddov stipol o 1637). Okrem registracie/evidencie
novych vyrobcov a ZP iSlo najmad o predlZovanie platnosti
na zaklade novych CE-certifikatov, o rozSirovanie radu regis-
trovanych / evidovanych ZP a o zmenu nazvu vyrobcu alebo
ohlasovatela, ¢o je Cinnost ¢asovo velmi naroénd. Podarilo
sa nam Uspesne spustit do prevadzky novu databazu regis-
trovanych a evidovanych ZP, ktorej vyhladavaciu modifikaciu
sme Uspesne spristupnili na webstranke ustavu. Od spuste-
nia sa kontinualne vykonava doplfianie a oprava tdajov novej
databdzy (trieda ZP, popis, Ucel, certifikdty a ich datum plat-
nosti) aj pri starsich Ziadostiach o registraciu/evidenciu, ktoré
boli zadavané davnejsie. Okrem toho sa vykonalo zjednotenie
a aktualizacia vyrobcov a ich skratiek. Uvedena databdza regis-
trovanych/evidovanych ZP je tyzdenne aktualizovana.

Sekcia ZP priebeine spolupracuje s MZ SR v procese kategorizacie
ZP. Pre zdravotné poistovne sa vykondva najma overovanie plne-
nia pravnych noriem pri udeleni vynimky na uhradu ZP zdravot-
nymi poistoviiami nad ramec kategorizatného zoznamu.

4.8 Section of Medical Devices

The Section of Medical Devices of the SIDC as the competent au-
thority for medical devices (hereinafter referred to as “MD”) in the
Slovak Republic, performs tasks resulting from the Act No.140/1998
Coll. as amended by later regulations, the Act No. 264/1999 Coll.
as amended by later regulations and the Government Ordinances
(No. 569/2001 Coll., No. 570/2001 Coll. and No. 572/2001 Coll. as
amended by later regulations) and in a broader context, it cooper-
ates with the European Commission bodies as a representative of
the member state in the field of medical devices.

The Department of Registration and Registered Medical Devices
performs registration and records of all medical devices prior to
their launching on the market or putting into operation in the
Slovak Republic, registration of medical devices manufacturers
or their representatives with registered office in the Slovak Re-
public and records of manufacturers or their representatives
with registered office in other member country. With regard to
free movement of goods within the European Union countries,
most of MD registrations have been performed on the basis of
EC/CE certificates of manufacturers issued by the notified persons
in some member state of the EU. MD registrations and records
of class I. were accepted on the basis of the EC declaration on
conformity issued by the manufacturer. We have succeeded in
eliminating complications in the process and registration and re-
cording of medical devices on the section just by different naming
of identical process to “registration” and “recording”, and we also
succeeded in implementing this, together with coding of medi-
cal devices, into the amendment of the Act No. 140/1998 Coll.
The need of separate act on medical devices, amending the Act
No. 140/1998 Coll. or new act on medicines and medical devices
appears to be more and more urgent.

Again, increase of some indicators was noticed (even the number
of new registrations/ recordings is lower by 23, number of pro-
cessed codes increased by 1,637). Besides registration/recording
of new manufacturers and MD, the department deals in particular
with prolongation of validity on the basis of new CE certificates,
extension of line of the registered/recorded medical devices and
the change in the name of manufacturer or reporting person, what
is a very time-consuming activity. We have succeeded in success-
fully launching new database of registered and recorded MD into
operation, and its search modification was successfully made ac-
cessible on the Institute’s web site. From the launch, adding and
correction of new database data is continuously carried out (class
of MD, description, purpose, certificates and their date of validity)
also for older applications for registration/recording, which were
submitted longer time ago. Besides that, uniting and updating
of manufacturers and their abbreviations was carried out. Men-
tioned database of registered/recorded MD is updated weekly.

The Section of Medical Devices continuously cooperates with the
MH of the SR in the categorization process of MD. For the needs of
health insurance companies, in particular verification of the com-
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V ramci MPK sme pripomienkovali znenie zdkona ¢.140/1998
Z.z v zneni neskorsich predpisov a zucastrovali sa opakovanych
stretnuti na tuto tému s pracovnikmi Odboru farmacie MZ SR.

Pracovnici oddelenia bezpecnosti zdravotnickych pomocok
spracovavali hldsenia vyrobcov, kompetentnych autorit EU, po-
radnych organov EU, distribitorov, nemocnic, nemocniénych
lekarni a lekdrov o neziaducich Gcinkoch ZP a sledovali priebeh
ich riesenia. Mnozstvo hlaseni neziaducich ucinkov stuplo o 20
hldseni oproti minulému roku. Pracovnici oddelenia riesili via-
cero pripadov stiahnuti ZP z trhu Slovenskej republiky.

V priebehu roka 2008 bolo prijaté jedno ozndmenie o zacati kli-
nického skusania ZP, ktorého vykonanie je koordinované so sek-
ciou bezpecnosti a klinického skusania.

Sekcia ZP zacala v roku 2008 aktivne kontrolovat ZP uvedené na
trhuv SR, v prvej faze sme sa zamerali na kontrolu oznacovania ZP,
podarilo sa ndm dokladne skontrolovat zloZenie autolekarniciek
u vSetkych vyrobcov, ktori tuto supravu ZP a lieku uvadzaju na
trh v SR. Nasou zdsluhou je kvalita zloZenia autolekarniciek
a oznacovania jednotlivych jej komponentov na omnoho
vyssej urovni, ako pred rokom. Rezervu vidime v kontrole ZP aj
v nezdravotnickych zariadeniach a v adekvatnom personalnom
a financnom posilneni sekcie.

Nakolko vznikd mnozstvo novych pracovnych skupin v ramci EK
a vyzaduje sa aktivna spolupraca kazdej ¢lenskej krajiny, kde SR
doteraz nebola aktivne zasttpena, je potrebné personalne tento
problém doriesit.

InSpektori sekcie ZP dalej v roku 2008 vykonavali vstupné aj opa-
kované insSpekcie velkodistribucnych spolocnosti vyplyvajuce zo
zakona ¢.140/1998 Z.z. priom pocet vstupnych inspekcii a tym aj
pocet vydanych posudkov sa oproti minulému roku strojndasobil.
Veduci sekcie sa pravidelne ztcastroval zasadnuti Zboru pre kvali-
tu lieCiv a ZP a zasadani Kategorizacnej rady pre ZP pri MZ SR.

pliance with the legislation norms for granting exceptions on the
reimbursement of medical devices by health insurance compa-
nies exceeding the categorization list scope is performed.
Within inter-department remarking procedure, we have re-
marked the wording of the Act No. 140/1998 Coll. as amended
by later regulations and have participated on repeated meetings
to this issue with employees of the Pharmaceutics Department
of the MH of the SR.

Employees of the Department of Medical Devices Safety pro-
cessed notifications of manufacturers, competent authorities of
the EU, advisory bodies of the EU, distributors, hospitals, hos-
pital pharmacies and physicians on adverse effects of MD and
monitored the process of their solving. The number of adverse
effects reports increased by 20 notifications compared to pre-
vious year. Employees of the department were solving several
cases of withdrawing a medical device from the market of the
Slovak Republic.

During the year 2008, one announcement on the starting of
clinical trial of MD was received, performing of which is coordi-
nated with the Section of Medicine Safety and Clinical Trials.

In 2008, the Section of Medical Devices begun to actively control
MD launched on the market in the SR, in first phase, we have
focused on control of MD marking, we have succeeded in thor-
oughly checking composition of car first-aid kits at all manufac-
turers, which launched this set of medical device and medicine
on the market in the SR. The quality of car first-aid kit composi-
tion and marking of its individual components is on much higher
level then before a year, thanks to our merit. We see a reserve in
control of MD also in non-health care facilities and in adequate
personnel and financial strengthening of the section.

Whereas many new working groups arise within the EC, and ac-
tive participation of each member country is required, in which
SR is not actively represented for the time being, it is necessary
to solve this problem by personnel measures.

Moreover, inspectors of the Section of Medical Devices have per-
formed in 2008 entry as well as repeated inspections of wholesale
distribution companies resulting from the Act No. 140/1998 Coll.,
while the number of entry inspections and therefore also number
of issued assessment reports tripled compared to last year.

The head of the section regularly participated on the meetings
of the Committee for Medicines and MD Quality and meetings
of the Categorization Council for MD at the MH of the SR.
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Prehlad o ¢innosti sekcie ZP za rok 2008 /

pocet prijatych formularov na registraciu / evidenciu ZP

number of received forms for the registration/recording of MD 1367
nové pridelené kody / new codes assigned 2769
aktualizované kddy / updated codes 3893
spracované kédy spolu / processed coded total 6 662
hldsenie neZiaducich ucinkov ZP / notifications on adverse effects of MD 547
klinické staznosti / clinical complaints 0
posudky na povolenie velkodistribuc¢nej ¢innosti 12
assessment reports for the permission of wholesale distribution activity

vstupné inspekcie velkodistribu¢nych firiem / entry inspections of wholesale distribution companies 13
opakované inspekcie velkodistribuc¢nych firiem / repeated inspections of wholesale distribution companies 5
oznamenie o zacati klinického skasania ZP / announcement on starting of clinical trials of MD 1

4.9 Oddelenie spravnej lekarenskej praxe

K 1.9.2008 bolo zo sekcie inSpekcie vyclenené oddelenie
spravnej lekdrenskej praxe, ktoré priamo spadd pod veduceho
sluzobného uradu a riaditela. K uvedenému diu presli kom-
petencie ohladom inspekénej Cinnosti v distribucnych orga-
nizaciach pod sekciu inSpekcie.

Hlavnym zameranim cinnosti oddelenia spravnej lekaren-
skej praxe bola inSpekéna ¢innost, odber vzoriek a kontrol-
no-analytickda cinnost. Vykonavané boli vstupné inspekcie
na zaklade Ziadosti klienta, priebezné inSpekcie vyplyvajluce
z povinnosti Statneho dozoru a cielené indpekcie.

Pocet jednotlivych zariadeni k 31.12.2008 je uvedeny
v nasledovnej tabulke:

Kontrolné laboratorium (KL) KL1/

Iné zariadenia / Other facilities 15
Lekdrne / Pharmacies 355
Pobocky / Branch offices 28
Spolu: lekarne a pobocky 383
Total: pharmacies and branch offices
Nemocnicné lekarne

. . 16
Hospital pharmacies
Optiky / Opticians 155
Pestovatelia maku / Poppy producers 14
Vydajne / Dispensaries 42
Zachranna sluzba - Ziadatel 0

Rescue service - applicant

KL2/
Bratislava Topolcany

4.9 Department of Good Pharmacy Practice

The Department of Good Pharmacy Practice was detached from
the Inspection Section as of 1.9.2008, and it is directly report-
ing to the head of service office and the director. Competences
regarding inspection activity in distributions organization were
transferred as of given date under the Inspection Section.

Main focus of the activity of the Department of Good Pharmacy
Practice was inspection activity, collection of samples and con-
trol and analytical activity. Entry inspections based of client’s ap-
plication, running inspections resulting from obligations of state
surveillance and targeted inspections were performed.

Number of particular facilities as of 31.12.2008 is given
in the following table:

KL3/ KL ‘l] / KL5/ Spolu
Zvolen Zilina Kosice

10 11 9 8 53
285 235 329 353 1557
40 28 37 25 158
325 263 366 378 1715
16 12 14 15 73
101 87 116 115 574
33 3 2 6 58
27 34 40 61 204
4 2 3 1 10
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In$pekéna Einnost bola vykonavana v zariadeniach poskytu-
jucich lekarensku starostlivost (verejné lekarne a ich pobocky,
nemocnicné lekarne), vo vydajniach zdravotnickych pomdcok
a vydajniach ortopedicko-protetickych zdravotnickych pomo-
cok, v distribucnych organizaciach, v ocnych optikach, v inych
zariadeniach (pestovatelia maku siateho, stanice rychlej zdra-
votnej pomoci, stanice rychlej lekarskej pomoci, hospic, psy-
chiatricka nemocnica, autorizované laboratéria za Ucelom ob-
novenia povolenia na farmaceutické skusanie Cistenej vody)
a v hematologicko-transfiznych pracoviskdch v sucinnosti so
sekciou inSpekcie.

Celkovy pocet inSpekcii: /Total number of inspections:

Celkovy pocet vykonanych odberov vzoriek: / Total number of performed samples collections:

NajcastejSie zistené nedostatky pri priebeinych inSpekciach
boli neuplnd zriadovacia dokumentacia, nelplnd zaznamova
dokumentdcia, nedostatok odborného personalu, neplatné
povolenia na omamné latky a drogové prekurzory, nedodrziava
sa interval metrologického overenia vah a zavaii, nie je
zabezpecenad kontrola Cistenej vody v zmysle platnej vyhlasky,
resp. sa Cistena voda v lekdrni nepripravuje, vstupnej kontrole
lieCiv sa nevenuje dostatoénd pozornost, teplomery a vlhko-
mery nie su kalibrované, odborni pracovnici nie su oznaceni
identifikacnymi kartami, nevykonava sa individudlna priprava
liekov, pre prijem liekov sa nevyuziva vchod do lekdrne na to
uréeny a lieky sa skladuju na chodbach, v umyvarnach, prip.
v galenickych laboratériach.

Cielené inSpekcie boli vykonavané na zdklade podnetov resp.
staznosti od pacientov a obcanov, podnetov zo Slovenskej
lekarnickej komory a podnetov zo samospravnych krajov.

Na zdklade nedostatkov zistenych pri inSpekciach boli podané
navrhy na zacatie spravneho konania.

Kontrolné Pocet navrhov

laboratérium (KL)

KL 1 Bratislava

CL 1 Bratislava ?
KL 2 Topolcany ’3
CL 2 Topolcany

KL 3 Zvolen 5
CL 3 Zvolen

KL 4 Zilina .
CL 4 Zilina

KL 5 KosSice 7
CL 5 Kosice

&
& suHrN/ TOTAL 50

Inspection activity was performed in facilities providing pharmacy
care (public pharmacies and their branches, hospital pharmacies),
in dispensaries of medical devices and dispensaries of orthopae-
dical-prosthetical medical devices, in distribution organizations,
in opticians, in other facilities (poppy producers, rescue health
service stations, stations of emergency medical service, hospices,
psychiatric hospitals, authorized laboratories for the purpose of
renewing permission for pharmaceutical testing of purified water)
and in haematological-transfusion sites in cooperation with the
Inspection Section.

795
319

Most frequently found shortcomings at running inspections were
incomplete founding documentation, incomplete record docu-
mentation, lack of professional personnel, invalid permission for
narcotic substances and drug precursors, interval of metrological
verification of weighing machines and weights is not observed,
control of purified water is not ensured in terms of valid ordinance,
or purified water is not prepared in the pharmacy, insufficient at-
tention is given to entry control of medicinal product, thermome-
ters and hygrometers are not calibrated, expert personnel is not la-
belled by identification cards, individual preparation of medicines
is not carried out, entry into pharmacy designated for receipt of
medicines is not used for receipt of medicines and medicines are
stored in corridors, wash-rooms or galenical laboratories.

Targeted inspection were carried based on motions or complaints
for patients and citizens, motions from the Slovak Chamber of

Pharmacists and motions from self-governing regions.

Motions for initiating administrative proceeding were filed based
on shortcomings found during inspections.

Pocet uhradenych

navrhov
Celkova suma Celkova suma
670 000,- Sk 5 320 000,- Sk
22 239,93 € 10622, 05 €
920 000,- Sk 10 230 000,- Sk
30538,41 € 7 634,60 €
180 000,- Sk ) 40 000,- Sk
5974,91 € 1327,76 €
430 000,- Sk 3 250 000,- Sk
14 273,39 € 8 298,48 €
640 000,- Sk 3 180 000,- Sk
21244,11 € 5974,91 €
2 840 000,- Sk 23 1 020 000,- Sk
94 270,75 € 33 857,80 €
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NajcastejSie boli podané navrhy za nedodrzanie § 36 ods.
2 pism. a) a b) z. ¢. 140/1998 Z. z. — systém zabezpecovania
kvality, povinnost prevadzkovat lekaren podla zdkona, vy-
daj preexspirovanych liekov, nespravne davkovanie lieku,
nevybavenie novych povoleni na omamné a psychotropné
latky a drogové prekurzory v dosledku zmeny odborného za-
stupcu, nesplnenie poziadavky na materidlne vybavenie
v zmysle platnych predpisov, vydaj liekov, ktoré su viazané
na lekarsky predpis, bez lekarskeho predpisu a distribuciu liekov
bez upovedomenia drzitela rozhodnutia o registracii.

Prehlad inSpekcii a odberov vzoriek je uvedeny v prilohe €. 1.

Kontrola vzoriek z ndhodného odberu - bola zamerana na sle-
dovanie kvality ndhodne odobratych vzoriek liekov pripravenych
v lekdrnach a cCistenej vody po stranke fyzikalno-chemickej
a mikrobiologicke;.

NajcastejSie zistené nedostatky nelplny Stitok — nedostatocné
oznacenie, nevyhovujuce celkové mnozstvo vzorky, nezodpove-
dajlci obsah ucinnej latky, nevyhovujica kvalita Cistenej vody
(konduktivita, aménium, mikrobiologicka Cistota) a nevyhovuju-
ca mikrobiologicka Cistota liekov pripravenych v lekdrnach.

Vlyhodnotenie kontrolno - analytickej ¢innosti je uvedené v pri-
lohdch ¢.2a3.

5. Rozpocet ustavu

Nadvdzne na schvédleny rozpocet Ministerstvo zdravotnic-
tva SR rozpisalo Ustavu prostrednictvom informacného sys-
tému Statnej pokladnice be#né vydavky na rok 2008 v ob-
jeme 125 000 tis. Sk, z toho mzdy a platy 50 287 ftis. Sk,
poistné a prispevky do poistovni 17 575 tis. Sk, tovary a sluzby
55 888 tis. Sk a bezné transfery 1 250 tis. Sk. V priebehu roka
2008 sa uskutocnili viaceré Upravy rozpoctu, pricom ku koncu
r. 2008 bol aktualny rozpocet beznych vydavkov 129 795 tis. Sk.
Kapitalové vydavky na rok 2008 ustavu k 1. 1. 2008 rozpisané
neboli. Po Upravach vykonanych rozpoctovymi opatreniami zo
strany MF SR bol rozpocet kapitalovych vydavkov k 31.12.2008
v objeme 2 145 tis. Sk.

Motions for breaching § 36 par. 2 letter a) and b) of the Act No.
140/1998 Coll. — system of quality assurance, obligation to op-
erate a pharmacy pursuant to the law, dispensation of expired
medicines, improper dosing of a medicine, not arranging new
permission for intoxicating agents and psychotropic substances
and drug precursors in consequence of expert representative
change, failure to observe the requirement for material equip-
ment in terms of valid regulations, dispensation of medicines
bound to medical prescription, without medical prescription
and distribution of medicines without notifying the holder of
decision on registration were filed most frequently.

The overview of inspections and collections of samples is given
in the Annexe No. 1

Control of samples from random sample collection — was fo-
cused on monitoring of physical-chemical and microbiological
quality of randomly taken samples of medicines prepared in
pharmacies and purified water.

Most frequently found shortcomings were incomplete label — in-
sufficient marking, defective total amount of sample, non-conform-
ing content of effective substance, defective quality of purified wa-
ter (conductivity, ammonia, microbiological purity) and defective
microbiological purity of medicines prepared in pharmacies.

Evaluation of control and analytical activity is given in the An-
nexes No. 2 and 3.

5. Budget of SIDC

In connection to approved budget, the Ministry of Health of
the SR has itemized common expenses for the year 2008 in the
volume of 125,000 thousands SKK to the Institute through the
information system of the State Treasury, of it wages and salaries
50,287 thousands SKK, insurance premium and contributions to
insurance companies 17,575 thousands SKK, commodities and
services 55,888 thousands SKK and common transfers 1,250
thousands SKK. During the year 2008, several adjustments of
budget were realized, while the actual budget of common ex-
penses as of the end of 2008 was 129,795 thousands SKK.
Capital expenses of the Institute for the year 2008 were not
itemized as of 01.01.2008. After adjustments performed by bud-
get measures from the side of the MF of the SR, the budget of
capital expenses as of 31.12.2008 was in the volume of 2,145
thousands SKK.

P
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Podla predbeinych tdajov z Informaéného systému Statnej
pokladnice zabezpecil Statny Ustav pre kontrolu liediv
k 31.12.2008 nasledovné plnenie rozpoctu:

According to the preliminary data from the information system
of the State Treasury, the State Institute for Drug Control en-
sured following performance of the budget as of 31.12.2008: in
SKK ths.

Cerpanie
Povodny Aktualny rozpoctu
rozpocet rozpocet k31.12.2008
k1.1.2008 k31.12.2008
% plnenia
Ekonomicka klasifikacia
200 Nedariové prijmy
200 Non-taxable revenues 12 000 10300 10603 102,54
600 Bezné vydavky / 600 Common expenses 125 000 129 795 129 754 99,97
ztoho: / of it:
610 Mzdy, platy / 610 Wages, salaries 50 287 50 787 50787 100,00
620 Poistné a prispevok do poistovni
620 Insurance premium and contributions 17 575 17 176 17 176 100,00
to insurance companies
630 Tovary a sluzby
630 Commodities and services S coless a0/ SELEE
640 Bezné transfery / 640 Common transfers 1250 1144 1144 100,00
700 Kapl'talove vydavky 0 2145 2133 99,44
700 Capital expenses
ztoho: / of it:
Rekonstrukcia KL KoSice
Reconstruction of CL Kosice 0 g2 e hiise
Stavebné Upravy zverinca
Building modification of menagerie 2 = s LTI
Termostat / Theromostat 0 60 60 100,00
Pristroj na meranie mhlblc.ny?h. z'on 0 35 35 100,00
Apparatus for measuring inhibition zones
Prijmy Revenu

Na rok 2008 bol Ustavu rozpisany rozpocet prijmov v ob-
jeme 12 000 tis. Sk, ktory bol upraveny na 10 300 tis. Sk.
K 31.12.2008 Ustav dosiahol prijmy v celkovej vyske 10 603 tis. Sk,
o je v porovnani s upravenym rozpisom viac o 303 tis. Sk. Ide
o prijmy za poskytovanie sluzieb, ako napr. inSpekcie lekarni,
atesty liekov, vody a pokuty. Ich struktira bola nasledovna:

The budget of revenues itemized for the Institute for the year
2008 was in the volume of 12,000 thousands SKK, which was
adjusted to 10,300 thousands SKK. As of 31.12.2008, revenues
of the Institute revenues amounted in total to 10,603 thousands
SKK, being more by 303 thousand SKK compared to adjusted
itemization. It involves revenues for provision of services, e.g.
inspections of pharmacies, attests of medicines, water and pen-
alties. Structure of revenues is following:
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Rozpoctované nedanové prijmy spolu: /
z toho: / of it:
za poskytované sluzby / for provided services

pokuty / penalties

ostatné (dobropisy, refundacie, iné) / other (credit notes, refunding, other)

Okrem tychto rozpoctovanych prijmov dosiahol SUKL aj dalsie
prijmy v celkovom objeme 157 882 tis. Sk. Ide o prijmy z regis-
tracii, ktoré nie su rozpoctované. Ziadatelia o registracie platia
spravny poplatok, ktory sa cez dafiovy urad odvadza do Statneho
rozpoctu. Strukttra tychto prijmov bola nasledovn:

Prijmy z registracii spolu: /
z toho: / of it:

vydanie rozhodnutia o registracii / issuing of decision on registration

prediZenie platnosti registracie / prolongation of registration validity

zmena registracie / alteration of registration
MRP
ostatné / other

Prijmy Ustavu spolu / Revenues of the Institute total

Bezné vydavky

Cerpanie beznych vydavkov sa v r. 2008 realizovalo v stlade
s rozpoctom, ktory bol podla posledného rozpoctového opatre-
nia MZ SR upraveny na 129 795 tis. Sk. Mierne nedocerpanie
rozpoCtu o 41 tis. Sk bolo z dévodu zuctovania refundacii
zahrani¢nych pracovnych ciest a dobropisu za plyn, ktoré prisli
v zévere roka a uz ich nebolo mozné vyuzit, ako aj nizsich po-
platkov v informa¢nom systéme Statnej pokladnice, nez bol
predpoklad.

K 31.12.2008 Ustav nevykazoval Ziadne neuhradené zavazky voci
svojim dodavatelom.

Kapitdlové vydavky

Kapitalové vydavky boli ¢erpané v sulade s postupne uvoltio-
vanymi limitmi zo strany Ministerstva zdravotnictva SR na
investicné akcie: Rekonstrukcia KL KoSice, Stavebné Upravy
zverinca, obstaranie pristroja na meranie inhibi¢nych zén
a termostatu. Celkovy rozpocet kapitdlovych vydavkov na r.
2008 bol nedocerpany o 12 tis. Sk z dévodu nizsej faktiry za
rekonstrukéné prace KL KoSice.

10 603 000 Sk

7 906 000 Sk
1925 000 Sk
772 000 Sk

Besides these budgeted revenues, the SIDC achieved also an-
other revenues in the total volume of 157,882 thousands SKK. It
concerns revenues from registrations, which are not budgeted.
Applicants for registration are paying administrative fee, which
is paid to the state budget through the tax office. Structure of
these revenues was following:

pocet / 157 882 000 Sk
858 64 350 000 Sk

412 20 600 000 Sk

2747 54 940 000 Sk

271 16 260 000 Sk

180 1732 000 Sk

168 485 000 Sk

Common expenses

Drawing of common expenses in 2008 was realized according to
the budget, which was adjusted by the last budget measure of
the MH of the SR to 129,795 thousands SKK. Small under-draw-
ing of the budget by 41 thousands SKK was caused by settling
refunding of foreign official trips and credit note for gas, which
were received in the end of the year and could not be used, as
well as lower fees in the information system of State Treasury
then assumption.

As of 31.12.2008, the Institute has not registered any unpaid ob-
ligations towards its suppliers.

Capital expenses

Capital expenses were drawn in compliance with gradually re-
leased limits from the side of the Ministry of Health of the SR for
investment projects: Reconstruction of CL KoSice, Building Modi-
fications of Menagerie, Acquisition of Apparatus for Measuring
Inhibitions Zones and thermostat. Total budget of capital expen-
ditures for the year 2008 was under-drawn by 12 thousands SKK
due to lower invoice for reconstruction works of CL KoSice.
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6. Personalne otazky

Persondlna situacia v Statnom Ustave pre kontrolu lie¢iv bola
obmedzena niekolkymi faktormi. V roku 2007 sme po vyhladani
rezerv zniZili poCty zamestnancov tak, aby nebol ohrozeny vykon
¢innosti taZiskovych sekcii a dosiahli sme pocdet zamestnan-
cov 113. Nadriadeny organ nam pre rok 2008 rozpisal zavazny
ukazovatel 203 pracovnych miest Vzhfadom na stéle narastajice
kompetencie vyplyvajuce z novelizacii zakonov a narastajucej
potreby zmien aj s ohfadom na legislativu EU sa SUKL neustale
bori s nedostatkom poctu zamestnancov. Preto zniZenie stavu
zamestnancov a k tomu prislichajice znizenie mzdovych pros-
triedkov ndm neumoznuje plnit vietky tlohy na SUKL kladené.

V priebehu roka 2008 sme znizZili pocet zamestnancov z orga-
nizacnych dévodov o0 8, aby sme dosiahli predpisany stav. Zaroven
sme poziadali nadriadeny organ v suvislosti s narastom uloh
o prehodnotenie poCtu zamestnancov a zvysenie pracovnych
pozicii najma na Usek inSpekénej ¢innosti o 15 pracovnych pozicii
na rok 2009 a k tomu prislusné zvysenie rozpoctu na mzdové,
materialne a technické vybavenie.

Pocet a struktira zamestnancov SUKL:

Na rok 2008 bol pre SUKL stanoveny pocet zamestnancov

6. Personnel issues

Personnel situation in the State Institute for Drug Control was
limited by several factors. In 2007, upon finding out reserves, we
have decreased number of employees so that performance of
core sections activity was not endangered and we have reached
the headcount of 113. Superordinate body allocated binding in-
dicator of 203 job position to the Institute for 2008. According
to permanent increase of competencies resulting from amend-
ments of acts and increasing need of changes also with respect
to the EU legislation, the SIDC permanently encounter with the
lack in number of employees. Therefore decrease of the head-
count and decrease of wage resources appertaining to this, does
not enable us to perform all tasks assigned to the SIDC.

During 2008, we have decreased the headcount due to organi-
zational reasons by 8, in order to achieve prescribed number. At
the same time, we have asked superordinate body for review-
ing the headcount and increasing job positions in relation to in-
crease of tasks in particular to the Inspection Activity Section
by 15 job positions for 2009 and appertaining increase of the
budget for wage, material and technical equipment.

Number and structure of SIDC employees:

203
z toho: / of it
pocet zamestnancov v Ss / number of employees with secondary education 91
pocet zamestnancov vo Vz / number of employees with university education 112

Pohyb zamestnancov ovplyvnilo opatrenie MZ SR, ktorym nam
oproti predchddzajucemu roku vyrazne znizil pocet zamest-
nancov. Na zaklade toho sme prijali opatrenia, ktoré viedli
k organizatnym zmenam a nasledne k ukonceniu pracovného
pomeru z dévodov organizacnych zmien v pocte 8 zamestnancov.

Fluktudcia zamestnancov

$tatna sluzba / civil service
verejny zaujem / public interest

spolu / total

Celkova fluktudcia zamestnancov v roku 2008 bola cca 27%. Toto
percento bolo ovplyvnené prave znizenym rozpisom stavu pra-
covnych miest od nadriadeného organu. Napriek organizaénym
zmenam je percento fluktudcie nizsie ako v predchadzajucich
rokoch. Tato skutoénost je odzrkadlenim stabilizacie zamest-
nancov zo strany manaZmentu Ustavu, ktory sa snazil a snazi

” 0 vytvéranie priaznivej pracovnej klimy.

_&&

Fluctuation of employees was influenced by the measure of the
MH of the SR, which has substantially decreased the headcount
compared to the previous year. Based on that, we have adopted
measures leading to organizational changes and subsequently to
termination of employment relationship due to organizational
changes with 8 employees.

Employees fluctuation
9 11
15 22
24 33

Overall fluctuation of employees was approx. 27% in 2008. This
percentage was influenced just by decreased allocation of job
positions from the superordinate body. Despite organizational
changes, the fluctuation percentage is lower than in the previ-
ous years. This fact is reflection of stabilization of employees
from the side of the Institute’s management, which pursued and
is pursuing creation of favourable work climate.
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Priemernd mzda vratane mimorozpoctovych
prostriedkov

§tatna sluzba / civil service
verejny zaujem / public interest

spolu / total

Vyberové konania (dalej len VK) sa realizovali podla sluzobného
predpisu MZ SR €. 1/2006, ktorym sa ur¢uju podrobnosti o reali-
zacii vyberovych konani.

Celkom bolo v roku 2008 vypisanych 7 VK na obsadenie 7 volnych
Statnozamestnanenckych miest. Celkom sa prihlasilo do VK 18
uchadzacov. Z prihlaseného poctu sa 12 uchddzacov zucastnilo
a z toho 7 uchadzacov bolo Uspesnych, ktori boli vymenovani do
Statnej sluzby.

Vzdeldvanie zamestnancov

Tak ako kazdorocne bol v sluzobnom Urade zostaveny Plan vzdela-
vania Statnych zamestnancov na rok 2008, kde sa vzdelavali formou
internych seminarov. Zamestnanci sa doskoluju i externou formou.
Bola zabezpecena vyucba anglického jazyka vo vlastnych
priestoroch. Kurz AJ prebiehal v 4 skupinach, do ktorych boli
zaradeni zamestnanci v zavislosti od doterajsej Urovne znalos-
ti jazyka a v zavislosti od potreby znalosti AJ pre vykon prace,
do ktorej su zaradeni. Celkom bolo zaradenych do kurzu AJ 54
zamestnancov.

Vzhladom na nepriaznivu situaciu a Usporné opatrenia v beznych
vydavkoch, kurz AJ prebiehal iba v I. polroku 2008.

7. Ciele a prehlad ich plnenia

Zintenzivninili sme zapojenie Statneho Ustavu do spoluprace
siete eurdpskych liekovych agentur, s prioritnym zameranim na
proceduru vzajomného uznavania, decentralizovanu proceduru
a aktivitu v koordinacnej skupine. Aktivne sme sa zapojili do
prace Koordinacnej skupiny, CMDh a Vyboru pre rastlinné lieky,
HMPC ako koordindtori pri priprave dokumentov, raportéri
a delegati v inych pracovnych skupinach (CHMP Pracovna
skupina pre spolupracu organizaciami pacientov a spotrebitelov,
PCWP).

Pokracovali sme v praci na racionalnej implementdcii
poZiadaviek zakona ¢. 342/2006 Z.z. (novela zakona o liekoch)
v oblasti registracie liekov, osobitne v otazkach patentov.

Zefektivnili sme administrativu prijmu registracnej doku-
mentacie a jej dalSi tok k posudzovatelom internym aj
externym. Elektronické pridelovanie evidencnych Cisel a auto-

priemerna mzda / average salary
priemerna mzda / average salary

priemerna mzda / average salary

27 189,- Sk
16 787,- Sk
21 418,- Sk

Selection procedures (hereinafter referred to as SP) were realized
according to service directive of the MH of the SR No. 1/2006
laying down details on realization of selection procedures.

In 2008, there were 7 selection procedures for occupation of
7 free civil service posts announced. In total 18 applicants reg-
istered in the SP. Of out registered number, 12 applicants par-
ticipated and of it, 7 applicants were successful, and were ap-
pointed into civil service.

Training of employees

Like every year, Training Plan of state employees for the year
2008 was drawn up at the service office, where they were
trained in the form of internal seminars. Employees are trained
in external form, too.

Education of English language in the own premises was ensured.
The English language course took place in 4 groups, where em-
ployees were categorized depending on present level of lan-
guage command and the in dependence of need of the English
language command for the performing the job, where they were
assigned to. In total 54 employees were included in the course
of English language.

Due to unfavourable situation and economy measures in com-
mon expenses, English language course took place only in the
1st half of 2008.

7. Goals and overview of their fulfilment

We have intensified participation of the State Institute in coopera-
tion of the European medicines agencies network, with the prior-
ity focus on mutual recognition procedure, decentralized procedure
and activity in the coordination group. We actively participated in
the work of the Coordination Group, the CMDh and the Committee
for Herbal Medicines, the HMPC as coordinators in the preparation
of documents, rapporteurs and delegates in other working groups
(CHMP Work Group for Cooperation with the Organizations of Pa-
tients and Customers, PCWP).

We have continued in the work on the rational implementation of
the requirements of the Act No. 342/2006 Coll. (amendment of the
Act on Medicines) in the field of medicines registration, especially in
the patent issue.

We improved effectiveness of administration of registration docu-
mentation reception and its further flow to internal and external as-
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matizacia platieb su v testovacej faze pred zavedenim. Zostava-
juci Casovy sklz vo vybavovani Ziadosti bol vyrazne znizeny.
Kvalitné postupy pri posudzovani Ziadosti v SR v stlade s EU
procedurami sme zabezpecovali Skolenim, kontrolou a indi-
vidualnym vedenim novych pracovnikov.

Podporili sme ¢innost Komisie pre humaénne lieky tak, aby
mohla poskytovat kvalitné stanoviska pre narodné rozhodnu-
tia o registracii lieku v ndroénom ¢asovom rezime EU proceddr.
Zaviedli sme systém peer review, systematicky pre CMDh refer-
raly.

V ramci prehlbovania kvality prace sme identifikovali potrebu
reorganizacie sekcie registracie, sekcie posudzovania kvality
liekov a sekcie inSpekcie. Pripravili sme a prediskutovali s pra-
covnikmi mozné modely.

Prehlad o plneni uzneseni prijatych poradnym organom vedu-
ceho sluzobného Uradu a riaditela — operativne a gremialne
porady v programe TASKMAN (Priloha ¢. 7).

8. Hlavné skupiny uzivatelov vystupov
SUKL

Externymi zdkaznikmi SUKL su:

a) pacienti,

b) pravnické osoby (farmaceuticki vyrobcovia, vyrobcovia zdra-
votnickych pomécok, distribdtori liekov a zdravotnickych
pomacok),

c) fyzické osoby (lekarne, vydajne zdravotnickych pomdcok),

d) Ziadatelia o klinické skusanie,

e) ostatni (napr. Ziadatelia o informdciu, Ziadatelia o autori-
zaciu).

Sluzby, ktoré SUKL pre svojich zdkaznikov poskytuje si:

¢ vyddvanie rozhodnuti o registracii liekov

¢ vyddvanie posudkov na materidlne, priestorové a personalne
vybavenie Ziadatela o povolenie na zaobchadzanie s liekmi

¢ vedenie evidencie vyrobcov zdravotnickych pomocok a zoznam
ZP uvedenych na trh v SR

¢ vyddvanie povolenia na klinické skusanie

e realizacia vstupnych insSpekcii pre lekdrne a vydajne zdravot-
nickych pomdcok

Vystupy SUKL st uréené a vyuzivané MZ SR a $irokym okru-
hom uzivatefov najmd z radov farmaceutickych vyrobcoy,
velkodistribucnych firiem na lieky a zdravotnicke pomocky,
majitelov verejnych a nemocnicnych lekarni, ofnych optik,

"IJ vydajni zdravotnickych pomdcok ako aj Sirokej verejnosti.

sessors. Electronic assigning of registration numbers and payment
automation are in the test phase before implementation. Remain-
ing backlog in applications handling was significantly decreased. We
were ensuring quality procedures of applications assessment in the
SR in compliance with the EU procedures by training, control and
individual guidance of new workers.

We have supported the activity of Commission for Human Medi-
cines so that it could provide quality assessment reports for national
decisions on registration of medicines in demanding time regime of
the EU procedures. We introduced the peer review system, system-
atically for CMDh referrals.

Within the deepening of work quality, we have identified the need of
reorganization of the Registration Section, the Section of Medicines
Quality Assessment and the Inspection Section. We have prepared
and discussed possible models with employees.

Overview of performance of resolutions passed by the advisory
body of the head of service office and the director — operative and
board meetings in the TASKMAN program (the Annexe No. 7).

8. Main groups of users of SIDC outcomes

External clients of the SIDC are following:

a) patients

b) legal persons (pharmaceutical manufacturers, medical devi-
ces manufacturers, distributors of medicines and medical de-
vices)

c) natural persons (pharmacies, dispensaries of medical devices)

d) applicants for clinical trials

e) other (e.g. applicants for information, applicants for autho-
rization).

Services provided to the clients by the SIDC are following:

¢ issuing of decisions on registration of medicines

e issuing of assessment reports on material, space and person-
nel equipment of the applicant for permission on handling
with medicinal products

¢ keeping a register of medical devices manufacturers and a the
list of MD launched on the market in the SR

e issuing of permissions for clinical trials

¢ realization of entry inspections for pharmacies and dispensa-
ries of medical devices

The SIDC’s outputs are designed for and used by the Ministry
of Health of the SR and wide range of users, especially phar-
maceutical manufacturers, wholesale distribution companies of
medicines and medical devices, owners of public and hospital
pharmacies, opticians and dispensaries of medical devices, as
well as the general public.
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Odborné poradenské sluzby a konzultacie v oblasti registracie
liekov a zdravotnickych pomdcok, otazok tykajucich sa sloven-
ského liekopisu a farmaceutického kddexu a dalSie odborné
sluzby poskytuju jednotlivé odborné sekcie a oddelenia Usta-
vu.

Edi¢na Cinnost spocivala v hodnotenom roku kvartalnym vyda-
vanim ,,Spravy o kvalite lieCiv“, ktoré su vydavané pre potreby
Sirokej odbornej zdravotnickej verejnosti. Informujui o nevy-
hovujucich pripravkoch a o opatreniach, ktoré z toho vyplyva-
ju, pripadne o pripravkoch, ktoré su nasledne uvolnené do
liecebného poufzitia.

Elektronickl formu vystupu predstavuje databdza registro-
vanych liekov, ktorej uZivatelmi o.i. je MZ SR a zdravotné
poistovne. DielCie vystupy z uvedenej databazy sa poskytuju
Ziadatelom o registraciu liekov a MF SR pre potrebu cenotvor-
by liekov.

9. Zverejnenie vyrocnej spravy

Zverejnenie vyrocnej spravy sa realizuje dvomi spésobmi, a to
pisomnou formou v jazyku slovenskom a anglickom, ktoré su
dorucované zriadovatelovi, t.j. MZ SR, Slovenskej zdravotnicke]
univerzite, a dalSim domacim a zahranicnym zainteresovanym
institucidm. Druhy spOsob je zverejnenie na internetovej stranke
SUKL — www.sukl.sk .

The expert advisory services and consultations in the field of
registration of medicines and medical devices, issues relating to
the Slovak pharmacopoeia and pharmaceutical code and other
expert services are provided by the particular expert sections
and departments of the Institute.

The editorial activity in the evaluated year was represented
by quarterly publishing of the ,Report on Medicines Quality”,
which are published for the needs of expert medical public. The
reports inform about non-compliant preparations and measures
resulting from it, or about preparations consequently released
for medical use.Electronic form of output is represented by the
database of registered medicines being used especially by the
Ministry of Health SR and health insurance companies. Partial
outcomes from mentioned database are provided to applicants
for medicines registration and the MF of the SR for the purposes
of medicines price making.

9. Publishing of the Annual Report

Publication of the Annual Report is realized by two manners,
namely in written form in the Slovak and the English languages,
which are delivered to the founder, i.e. the MH of the SR, the
Slovak Medical University and to the other domestic and for-
eign institutions being stakeholders. The second manner is the
publishing on the SIDC’s webpage — www.sukl.sk.
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PRILOHY /

Priloha €. 1 / Annexe No. 1

PREDNASKOVA A PUBLIKACNA CINNOST / LECTURE AND PUBLICATION ACTIVITIES

SIDLIKOVA 1.

SIDLIKOVA 1.

SIDLIKOVA 1.

SIDLIKOVA 1.

FRTALOVA K.

RASKOVA J.

JOZEFINI L.

BADUROVA R.

BAKOVA M.

BERCIK I.

NADASKA M.

DROZDOVA D.

JAGELKOVA J.

MANAZMENT RIADENIA KVALITY /

Lektorskeé aktivity v ramci Twinning projektu v Turecku

Medzinadrodna spolupraca SR v rdmci OECD a EU.
Zaznamova dokumentacia v SLP. Archivécia. Porov-
névanie SLP a akreditacia laboratéria, SZU, Modra,
Tematicky kurz ¢. 1 1058, 21.-23. 05. 2008

PocitaCovy systém, validacia systému, validacia
softvéru. Ukladanie a uchovavanie dokumentacie

a materidlov. Vedenie studii, posudzovanie odchylok,
SzU, Bratislava, Tematicky kurz €. 1 1059, 11.06 —
13.06. 2008

Pocitacové systémy, Plan Studie, Zaverecna sprava,
zaznamy. Archivécia, SZU, Bratislava,

Mimoriadny integrovany kurz ¢. 1 4090, 10.11. -
12.11.2008

SEKCIA INSPEKCIE /
Validdcie pri vyrobe API
Inspekcia vyroby tradi¢nych rastlinnych liekov
InSpekcia pevnych liekovych foriem, nové

poznatky zo semindra v Singapure

Nové technoldgie pripravy transfuznych
liekov a ako ich in$pektovat

EUDRA GMP, centralna databdza Certifikatov
GMP v EU“.

QA - zabezpecenie kvality a kontrola v kontexte
GUIDE GMP a Annexy (EMEA)

Pracovna skupina pre inSpekcie v EMEA

Problematika inspekcii distribucie liekov

InSpekcia SVP — interaktivny tréning

Inspection of traditional herbal medicines
manufacturing

Inspection of solid medicines forms, new
knowledge from seminar in Singapore

New technologies of transfusion medicines
preparation and how to inspect them

EUDRA GMP, central database of GMP
Certificates in EU”.

QA - quality assurance and control in context of
GUIDE GMP and Annexy (EMEA)

Work group for inspections in the EMEA

Issue of medicines distribution inspections

Lecturing activities within the Twinning project in Turkey

International cooperation of SR within the OECD
and the EU. Registration documentation in the good
pharmacy practice. Archiving. Comparing good
pharmacy practice and accreditation of laboratory, SZU,
Modra, Thematic course No. 1 1058, 21. - 23. 05. 2008

Computer system, system validation, software
validation. Saving and storing documentation and
materials. Conducting studies, evaluating deviations,
$zU, Bratislava, Thematic course No. 1 1059, 11.06 —
13.06. 2008

Computer Systems, Study Plan, Final Report, Records.
Archiving, SZU, Bratislava, Extraordinary integrated
course No. 14090, 10.11. - 12.11.2008

Validations at APl manufacturing

28.01.-01. 02. 2008, Modra- Harmonia,
Pracovisko SZU Bratislava
Workplace of SZU Bratislava

Good manufacturing practice inspection —
interactive training
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JAGELKOVA J. InSpekcia SVP v medzindrodnom time — rozdiely

BADUROVA R.

MICHALOVA L.

KISONOVA K.:

medzi jednotlivymi Statmi EU.

Informacie o pracovnej skupine ,Enforcement

Officers” group

Vzajomna spolupraca medzi SUKL a Colnou
spravou

ODDELENIE SPRAVNEJ LEKARENSKEJ PRAXE /

Zriadovacia a zdznamova dokumentacia
v nemocnicnej lekarni, XVII. pracovné dni
nemocnicnych lekarnikov, Bratislava, 05.11.2008

SEKCIA POSUDZOVANIA KVALITY LIEKOV /

Mikrobiologicka kvalita transfuznych pripravkoy,

CEMICKAZ.: Bratislava, SZU 14.2.2008 a 10.12.2008
MARTINCOVA R : l;laoFrS:(\{ ;:.g?zclor:)o;enie kvality liekov, Bratislava,

) Analyza liekopisného ¢lanku 2.9.40 Davkova
BENKOVA M.: rovnorodosvt'ljednodévkovy'lch liekov,

Bratislava, SUKL — SPKL, 25.6.2008

BEROVA P, ;alfgzi(\)/gliekoch, Bratislava, SUKL — SPKL,
R L g:g;s;r(;a\ocga generik, Bratislava, SUKL — SPKL,
R B \Sls:ifé;i(;a:r;%lggckych metdd, Bratislava, SUKL -
MLYNAROVA M., :gllz{’n\z/é(;’;asgggym $tadiam, Bratislava, SUKL -
VITIAA :gkly% é(;H 8 - 10, Bratislava, SUKL — SPKL,
I RET s \S/gtKvLc’)TT;;(;viéky a paty v SPP, Bratislava, SUKL —
NAVOJOVA V., Pomocné latky, Bratislava, SUKL - SPKL, 31.7.2008
NOVAKOVA L Posudzovanie biologickych liekov, Bratislava, SUKL

—SPKL, 28.5.2008

Information about , Enforcement Officers” work

Good manufacturing practice inspection
in international team — differences among
individual countries of the EU.

12.11.2008

Mutual cooperation between the SIDC and the
Customs Administration

Founding and registration documentation in the
hospital pharmacy, XVII. working days of hospital
pharmacists, Bratislava, 05.11.2008

Microbiological quality of transfusion preparations,
Bratislava, SZU 14.2.2008 and 10.12.2008

Standards for assessment of medicines quality,
Bratislava, FaFUK, 25.9.2008

Analysis of pharmacopoeia article 2.9.40 Dosing
homogeneity of one-dose medicines, Bratislava,
SIDC - Section of Medicines Quality Assessment,
25.6.2008

Dyestuffs in medicines, Bratislava, SIDC — Section of
Medicines Quality Assessment, 31.7.2008

Registration of generic medicines, Bratislava, SIDC —
Section of Medicines Quality Assessment, 23.04.2008

Impurities, genotoxic impurities and metal
catalysts, Bratislava, SIDC — Section
of Medicines Quality Assessment, 11.06.2008

Validation of analytical methods, Bratislava, SIDC —
Section of Medicines Quality Assessment, 30.04.2008

Instructions to stability studies, Bratislava, SIDCL
— Section of Medicines Quality Assessment,
26.11.2008

Instructions ICH 8-10, Bratislava, SIDC — Section of
Medicines Quality Assessment, 30.01.2008

Creating header and footer in standard operating
procedure, Bratislava, SIDC — Section of Medlicines
Quality Assessment, 04.01.2008

Auxiliary substances, Bratislava, SIDC — Section of
Medicines Quality Assessment, 31.07.2008

Assessment of biological medicines, Bratislava,
SIDC — Section of Medicines Quality Assessment,
28.05.2008

>
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POTUCKOVA L.

POTUCKOVA L.,

SZOCSOVA H.,

VRABEL M.:

SLAVIK M.

SLAVIK M.

SOFKOVA M.

GIBALAP,,

FUNDARKOVA S.,

MAGALOVA T.

KAMENSKA R.,
HARCAROVA A.

GIBALAP,
MAGALOVA T,
FUNDARKOVA S.

Vyrocna sprava 2008

Nové nariadenie o zmendach No. 1234/2008,
Bratislava, SUKL, 18.12.2008

Posudzovanie bioekvivalencie, Bratislava, SUKL —
SPKL, 24.9.2008

Specifikacie lieku, Bratislava, SUKL — SPKL,
28.5.2008

Farmaceuticky vyvoj, Bratislava, SUKL — SPKL,
30.1.2008

SEKCIA ZDRAVOTNICKYCH POMOCOK /

Prezentacia: Cinnost sekcie zdravotnickych
pomacok (pre tureckd delegdciu v ramci twinningu
s UNMS), 7.4.2008 v SUKL

Prezentacia: Uloha SUKL pri uvadzani ZP na trh
a do prevadzky v SR (pre Studentky Studijného
odboru Zdravotnicke pomécky na SZU)

Prezentacia: Uloha SUKL pri uvadzani ZP na trh a
do prevadzky v SR (pre Studentov farmaceutickej
fakulty UK, ktori boli v SUKL na exkurzi), 15. 03.
2008

New directive on changes No. 1234/2008,
Bratislava, SIDC, 18.12.2008

Po Assessing bio-equivalency, Bratislava, SIDC

— Section of Medicines Quality Assessment,
24.09.2008 sudzovanie bioekvivalencie, Bratislava,
SUKL - SPKL, 24.9.2008

Specifications of medicine, Bratislava, SIDC
— Section of Medicines Quality Assessment,
28.05.2008

Pharmaceutical development, Bratislava, SIDC
— Section of Medicines Quality Assessment,
30.01.2008

Presentation: Activity of medical devices section
(for Turkey delegation within the twinning with
the Office for Standards, Metrology and Testing),
7.4.2008 in SIDC

Presentation: Role of the SIDC at launching
medical devices on the market and into operation
in the SR (for students of Medical Devices field of
study on SZU)

Presentation: Role of the SIDC at launching
medical devices on the market and into operation
in the SR (for students of the Pharmaceutical
Faculty of Comenius University, which were on
excursion at the SIDC), 15. 03. 2008

SEKCIA BEZPECNOSTI LIEKOV A KLINICKEHO SKUSANIA

Harmonizacia textov SPC a implementacia zmien.
Kurz komunikdcie pri riziku liekov V.

Aktualne problémy farmakovigilancie, metabolicky
syndrém, 22..5.2008, FU LFUK, Bratislava

Hlasenie neziaducich ucinkov liekov v roku 2007.
Kurz komunikdcie pri riziku liekov V.

Aktualne problémy farmakovigilancie, metabolicky
syndrém, 22..5.2008, FU LFUK, Bratislava

Vplyv zmien SPC na bezpeénost lieku.

Kurz komunikacie pri riziku liekov VI. - Aktualne
problémy farmakovigilancie nesteroidovych
antiflogistik, analgetik, 10.12.2008, FU LFUK,
Bratislava

Harmonization of SPC texts and implementation
of changes. Course of communication at

risk of medicines V. Current problems of
pharmacovigilance, metabolic syndrome,
22.5.2008, FU LFUK, Bratislava

Reporting of adverse effects of medicines in 2007.
Course of communication at risk of medicines V.
Current problems of pharmacovigilance, metabolic
syndrome, 22.5.2008, FU LFUK, Bratislava

Influence of SPC changes to a medicine safety.
Course of communication at risk of medicines VI.
- Current problems of pharmacovigilance of non-
steroidal antiphlogistics, analgesics, 10.12.2008,
FU LFUK, Bratislava

>>
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Ketoprofen and local application.

Course of communication at risk of medicines VI. -
Current problems of pharmacovigilance

of non-steroidal antiphlogistics, analgesics,
10.12.2008, FU LFUK, Bratislava

Overview of legislation changes in the

NSAIDs group. Course of communication at

risk of medicines VI. - Current problems of
pharmacovigilance of non-steroidal antiphlogistics,
analgesics, 10.12.2008, FU LFUK, Bratislava

Analysis of SPC and PIL medicines with the
content of ketoprofen for local use.Course of
communication at risk of medicines VI. - Current
problems of pharmacovigilance of non-steroidal
antiphlogistics, analgesics, 10.12.2008, FU LFUK,

Current legislation and institutional ensuring of
good clinical practice in the SR. Course — Clinical
trials and good clinical practice 1.5ZU 9.10.2008

Undesirable events at clinical trials of medicines.
Course — Clinical trials and good clinical practice |.

Thematic course — “Good Laboratory Practice”;
UVZ 57U Modra-Harménia (21.05.2008 -
23.05.2008) Lectures: “Tested and Reference

Substances”; “Testing Systems”; “Requirements of
Good Pharmacy Practice for Reagents, Instruments

Thematic course — “Good Laboratory Practice”;
UVZ SZU Modra-Harménia (11.06.2008 -
13.06.2008) Lectures: “Good Pharmacy Practice
and Suppliers of Services and Goods*; , Devices,
equipment, reagents (validation, calibration,
qualification)”; ,Master Schedule”

Integrated extraordinary course — “Good
Laboratory Practice for Chemical Laboratories”;
Faculty of Health Specialization Studies,
Department of Pharmaceutical Control and

Annual Report 2008

>>

Ketoprofen a lokdlne pouzitie.
KAMENSKA R., Kurz k,omunlkame p.rl .r|2|kL.1 liekov VI.. - Ak,tualne
HARCAROVA A problémy farmakovigilancie nesteroidovych

’ antiflogistik, analgetik, 10.12.2008, FU LFUK,

Bratislava

Prehlad legislativnych zmien v skupine NSAIDs.
MAGALOVAT, Kurz komunikécie pri riziku liekov VI. - Aktudlne
GIBALA P, problémy farmakovigilancie nesteroidovych
KAMENSKA R. antiflogistik, analgetik, 10.12.2008, FU LFUK,

Bratislava

Analyza SPC a PIL liekov s obsahom ketoprofénu
FUNDARKOVA S., na lokdlne pouZitie.Kurz komunikacie pri riziku
KAMENSKA R., liekov VI. - Aktudlne problémy farmakovigilancie
GIBALA P. nesteroidovych antiflogistik, analgetik, 10.12.2008,

FU LFUK, Bratislava :

Bratislava

Aktudlna legislativa a instituciondrne zabezpecenie
GIBALAP. SKP v SR. Kurz — Klinické skdganie a SKP 1. SZU

9.10.2008
GIBALA P Neziaduce udalosti pri klinickom skusani liekov.

Kurz — Klinické skusanie a SKP 1. SZU 21.11.2008 70 21.11.2008

SEKCIA VNUTORNA /

Tématicky kurz — ,Spravna laboratdrna prax“; UVZ

SZU Modra-Harménia (21.05.2008 — 23.05.2008)
TARABKOVA E. Prednasky: ,Testované a referenéné latky*;

,, Testovacie systémy“; ,Poziadavky SLP na

reagencie, pristroje a metddy and Methods”

Tématicky kurz — ,Spravna laboratdrna prax“; UVZ

SZU Modra-Harménia (11.06.2008 — 13.06.2008)
TARABKOVA E. Prednasky: ,SLP a dodavatelia sluzieb a tovaru®;

,, Pristroje, zariadenia, reagencie (validacia,

kalibracia, kvalifikacia)“; ,Master Schdule”

Integrovany mimoriadny kurz — ,Spravna

laboratdrna prax pre chemické laboratéria“;

Fakulta zdravotnickych Specializacnych studii,
TARABKOVA E. Katedra farmaceutickej kontroly a zabezpecovania

kvality liekov Slovenskej zdravotnickej univerzity
(10.11.2008 —11.11.2008) Prednasky: ,Pristroje;
Jlestované a referencné latky“; , Fyzikdlne a
chemické testovacie systémy“

Ensuring Medicines Quality of the Slovak Health
University (10.11.2008 - 11.11.2008)

Lectures: “Devices”; “Tested and Reference
Substances”; “Physical and Chemical Trials Systems”

>>
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Integrovany mimoriadny kurz — ,Spravna

Katedra farmaceutickej kontroly a zabezpecovania
kvality liekov Slovenske] zdravotnickej univerzity
(19.11.2008, 26.11.2008, 03.12.2008, 10.12.2008)

,Priprava standardnych pracovnych postupov”;

Interny seminar SUKL uréeny pre zamestnancov

,Kalibracia a validdcia I. ¢ast”; 29.10.2008

Ucast zamestnancov Useku metroldgie na
firemnom seminari Mettler Toledo, spol. s r. 0. na
tému ,Spravna prax vazenia“

>>
laboratdrna prax
Fakulta zdravotni
TARABKOVA E.
Pracovné diskusie (Workshops):
,Priprava planu studie”;
,, Priprava zaverecnej spravy”;
,Program zabezpecenia kvality
TARABKOVA E. sekcie in$pekcie:
TARABKOVA E.

Priloha €. 2 / Annexe No. 2

pre chemické laboratoria“;
ckych Specializacnych studii,

Integrated extraordinary course — “Good
Laboratory Practice for Chemical Laboratories”;
Faculty of Health Specialization Studies, Department
of Pharmaceutical Control and Ensuring Medicines
Quality of the Slovak Health University (19.11.2008,
26.11.2008, 03.12.2008, 10.12.2008)

Workshops:

“Preparation of Standard Operating Procedures”;
“Preparation of Study Plan”;

“Preparation of Final Report”;

“Program of Quality Assurance”

Internal seminar of the SIDC intended for

employees of the Inspection Section:

“Calibration and Validation I. part”; 29.10.2008

Participation of the Metrology Section employee
on company seminar Mettler Toledo, spol. s r. 0. on
the theme ,Correct Practice of Weighting“

ZAHRANICNE PRACOVNE CESTY / FOREIGN OFFICIAL TRIPS

8.-10.1.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. Kuzelova

9.-10.1.2008,

Londyn/ Anglicko, London/ England
HMPC

Mgr. P. Potucek

10.-11.1.2008,

Londyn/ Anglicko, London/ England
SAG Diabetes/ Endocrinology

Doc. L. Kostalova

14.-15.1.2008,

Brdo/ Slovinsko, Brdo/ Slovenia
HMA

PharmDr. J. Mazag

14.-15.1.2008,

Londyn/ Anglicko, London/ England
CHMP EWP

PharmDr. A. Adameova

15.-16.1.2008,

Brusel/ Belgicko, Brussels/ Belgium
Standing Committee

PharmDr. D. Stard

20.-22.1.2008,

Londyn/ Anglicko, London/ England
PIC/ S Quality risk Management
Ing. R. Ovadekova

20.-26.1.2008,

Ankara/ Turecko, Ankara/ Turkey
Twinningovy projekt/ Twinning project
MUDr. P. Gibala

21.-22.1.2008,

Londyn/ Anglicko, London/ England
CMD (h)

PharmDr. V. FedeleSova

21.-23.1.2008,

Londyn/ Anglicko, London/ England
CMD (h)

PharmDr. D. Stara

21.-23.1.2008,

Londyn/ Anglicko, London/ England
CHMP Pharmacovigilance

RNDr. T. Magélova

21.-24.1.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

23.-25.1.2008,

Londyn/ Anglicko, London/ England
AESGP

Ing. M. Nagy

30.1.-1.2.2008,

Brusel/ Belgicko,Brussels/ Belgium
EGA conference

PharmDr. D. Stard

3.-5.2.2008,

Londyn/ Anglicko, London/ England
MMD training a Eudranet TIG

Ing. K. BISak

4.-6.2.2008,

London/ England, Londyn/ Anglicko
COMP

RNDr. M. KuZelova

4.-7.2.2008,

Londyn/ Anglicko, London/ England
GMP Inspectors

Ing. M. Nadaska

5.-7.2.2008, Strasburg/ Francuzsko,
Strasbourg/France Zasadanie exper-
tov pre vakciny a séra, Conference
of Experts for Vaccines and Serum
Doc. RNDr. M. Bukovsky

>>
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15.-18.1.2008,

Londyn/ Anglicko, London/ England
PDCO

Doc. K. Kralinsky

12.-15.2.2008,

Londyn/ Anglicko, London/ England
PDCO

Doc. K. Kralinsky

12.2.-1.3.2008,

Rim / Taliansko, Rome/ Italy
Master in Scientific and regulatory
Assessment Mgr. P. Potucek

18.-20.2.2008,

Londyn/ Anglicko, London/ England
CMD (h)

PharmDr. D. Stara

18.-20.2.2008,

Londyn/ Anglicko, London/ England
CHMP Pharmacovigilance

MUDr. P. Gibala

18.-21.2.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

20.-22.2.2008,

Londyn/ Anglicko, London/ England
TIGes

PharmDr. Z. Nouzovsky

24.-26.2.2008,

Brdo/ Slovinsko, Brdo/ Slovenia
CA

MUDr. M. Slavik

24.-27.2.2008,

Ankara/ Turecko, Ankara/ Turkey
Twinning projekt

PharmDr. J. Mazag

26.-27.2.2008,

Londyn/ Anglicko, London/ England
Qwp

RNDr. L. Pottckova

27.-28.2.2008,

Londyn/ Anglicko, London/ England
Scientific Committees

PharmDr. D. Stara

23.-24.1.2008,

Londyn/ Anglicko, London/ England
AESGP

PharmDr. Stara

1.-5.3.2008,

Barcelona/ Spanielsko, Barcelona/
Spain DIA 20 th Annual EuroMeeting
PharmDr. D. Stard

3.-5.3.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. Kuzelova

4.-6.3.2008,
Londyn/ Anglicko, London/ England
HMPC Plenary, Ing. M. Nagy

5.-6.3.2008,

Londyn/ Anglicko, London/ England
HMPC Plenary

Mgr. P. Potucek

5.-6.3.2008,

Londyn/ Anglicko, London/ England
Eudravigilance TIG

RNDr. R. Kamenska

5.-6.3.2008,

Londyn/ Anglicko, London/ England
Management Board

PharmDr. J. Mazag

6.-8.3.2008,

Londyn/ Anglicko, London/ England
Quality of Documents

Ing.M. Pollakova

8.-12.3.2008,
Nice/ Francuizsko, Nice/ France

CNS Assessors meeting a ECNP Consen-

sus meeting MUDr. L. Vavrusova

10.-12.3.2008, Strasburg/ Franctzsko,
Strasbourg/ France 130. Zasadnutie
Eurdpskej liekopisnej komisie, 130
Meeting of European Pharmacopoeia
Committee PharmDr. R. Martincova

11.-12.3.2008,

Londyn/ Anglicko, London/ England
PDCO

Doc. K. Kralinsky

10.-23.2.2008,

Ankara, Istanbul/ Turecko

Ankara, Istanbul/ Turkey,

Twinning project

PharmDr. I. Sidlikova
16.-19.3.2008,

Londyn/ Anglicko, London/ England

CHMP Pharmacovigilance
RNDr. T. Magalova

16.-19.3.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

16.-29.3.2008,
Ankara/ Turecko, Ankara/ Turkey

Twinningovy projekt/ Twinning project

PharmbDr. I. Sidlikova

17.-18.3.2008,

Londyn/ Anglicko, London/ England
CMD ( h)

PharmDr. P. Ochodnicky

17.-19.3.2008,

Londyn/ Anglicko, London/ England
CMD (h)

PharmDr. D. Stara

21.-23.4.2008,

Londyn/ Anglicko, London/ England
CHMP Pharmacovigilance

RNDr. T. Magalova

21.-23.4.2008,
Londyn/ Anglicko, London/ England
CMD (h) PharmDr. D. Stara

21.-24.4.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

26.-28.3.2008, Brno/ CR, Brno/ Czech
Republic, Kurz-balenie, skladovanie a

distribucia liekov, Training — packaging,

storing and distribution of medicines
Mgr. K. Frtalova

26.-28.3.2008, Brno/ CR, Brno/ Czech
Republic, Training — packaging, storing
and distribution of medicines Kurz-
balenie, skladovanie a distribucia
liekov RNDr. D. Drozdova
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28.-29.3.2008,

Rim/ Taliansko, Rome/ Italy
Workshop

PharmDr. J. Mazag

30.3.-2.4.2008,

Ankara/ Turecko, Ankara/ Turkey
Twinningovy projekt, Twinning project
PharmDr. J. Mazag

1.-2.4.2008,

Londyn/ Anglicko, London/ England
Requirements gathering for eCTD
Version 4.0 PharmDr. Z. Nouzovsky

2.-3.4.2008,

Brusel/Belgicko, Brussels/ Belgium
Standing Committee

PharmDr. D. Stara

2.-3.4.2008,

Londyn/ Anglicko, London/ England
EUDRA GMP Meeting

Mgr. M. Bakova

2.-5.4.2008,

Ankara/ Turecko, Ankara/ Turkey
Twinningovy projekt

MUDr. P. Gibala

6.-8.4.2008,

Brdo/ Slovinsko, Brdo/ Slovenia
HMA

PharmDr. J. Mazag

6.-8.4.2008,

Londyn/ Anglicko, London/ England
EWP

PharmDr. A. Adameova

7.-9.4.2008,

Frascati/ Taliansko, Frascati/ Italy
Meeting of the WG on GLP
PharmDr. I. Sidlikova

7.-9.4.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. Kuzelova

8.-11.4.2008,
Londyn/ Anglicko, London/ England
PDCO Doc. K. Kralinsky

20.-23.4.2008,

Ankara/ Turecko, Ankara/ Turkey
Twinningovy projekt, Twinning project
MUDr. P. Gibala

23.-24.4.2008,

Londyn/ Anglicko, London/ England
PhVWP Assessors’ Training

RNDr. T. Magalova

23.-24.4.2008,

Londyn/ Anglicko, London/ England
PhVWP Assessors’ Training

MUDr. P. Gibala

27.-30.4.2008,

Dublin/ irsko, Dublin/ Ireland
HMA WG of Enforcement Officers
Ing. R. Ovadekova

27.-30.4.2008,

Dublin/ irsko, Dublin/ Ireland
HMA WG of Enforcement Officers
Mgr. M. Bakova

4.-7.5.2008,

Istanbul/ Turecko, Istanbul/ Turkey
Twinningovy projekt

Ing. E. Tardbkova

4.-7.5.2008,

Istanbul/ Turecko, Istanbul/ Turkey
Twinningovy projekt

PharmbDr. I. Sidlikova

5.-7.5.2008,

Londyn/ Anglicko, London/ England
HMPC WG

Ing. M. Nagy

7.-8.5.2008,

Londyn/ Anglicko, London/ England
HMPC

Mgr. P. Potucek

7.-13.5.2008,

Ankara/ Turecko, Ankara/ Turkey
Twinningovy projekt

Ing. E. Tarabkova

7.-13.5.2008,

Ankara/ Turecko, Ankara/ Turkey
Twinningovy projekt

PharmDr. I. Sidlikova

8.-16.5.2008,

Rim / Taliansko, Rome / Italy
Master in Scientific and regulatory
Assessment Mgr. Peter Potucek

12.-14.5.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. KuZelova

14.-16.5.2008,
Dansko, Denmark
Emacolex

Mgr. E. Siminskd

19.5.-1.6.2008,

Rim / Taliansko, Rome / Italy

Master in Scientific and regulatory
Assessment Mgr. Peter Potucek

19.-22.5.2008,

Londyn/ Anglicko, London/ England
GMP/ GDP Inspectors WG

Ing. M. Nadaska

20.5.2008,

Brusel/ Belgicko, Brussels/ Belgium
Pharmaceutical Committee
PharmDr. D. Stara

20.-21.5.2008,

Londyn/ Anglicko, London/ England
Eudranet TIG

Ing. K. BISak

21.-23.5.2008,

Zeneva/ Svajdiarsko, Geneva/ Switzer-
land, Global Fund Quality Assurance
Policy review PharmDr. D. Stara

25.-27.5.2008,

Bled/ Slovinsko, Bled/ Slovenia
Informal COMP

RNDr. M. KuZelova

26.-30.5.2008,

Krakow/ Polsko, Krakow/ Poland
PIC/ S Committee meeting a Seminar
Ing. M. Nadaska

26.-30.5.2008,

Krakow/ Pol'sko, Krakow/ Poland
PIC/ S Committee meeting a Seminar
RNDr. D. Drozdova
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26.-28.5.2008,

Londyn/ Anglicko, London/ England
CMD (h)

PharmDr. D. Stara

26.-29.5.2008,

Londyn/ Anglicko, London/ England
CHMP Pharmacovigilance

MUDr. P. Gibala

26.-30.5.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

27.-28.5.2008,

Brusel/ Belgicko, Brussels/ Belgium
MDEG

MUDr. M. Slavik

1.-4.6.2008,

Londyn/ Anglicko, London/ England
PDCO

Doc. K. Kralinsky

2.-3.6.2008,

Brusel/ Belgicko, Brussels/ Belgium
Standing Committee

PharmDr. D. Stara

2.-5.6.2008, Strasburg/ Franctizsko
Strasbourg/ France,

OMCL Annual meeting

Mgr. M. Mlynarova

2.-6.6.2008,

Strasburg/ Francuzsko, Strasbourg/
France, OMCL Annual meeting
PharmDr. Z. Cemicka

4.-5.6.2008,

Londyn/ Anglicko, London/ England
Joint PCWP/ HCP WG meeting
PharmDr. D. Stara

4.-6.6.2008,

Bonn/ Nemecko, Bonn/ Germany
HMPWG

PharmDr. A. LiS¢akova

4.-6.6.2008,

Langen/ Nemecko, Langen/ Germany

WGCP
Ing. B. Bilancikova

9.-10.6.2008, Budapest/ Madarsko,
Budapest/ Hungary

PPRI

PharmDr. J. Mazag

9.-11.6.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. KuZelova

9.-11.6.2008,

Londyn/ Anglicko, London/ England
Quality of Documents

Ing. M. Polldkova

9.-11.6.2008, Kranjska gora/ Slovin-
sko, Kranjska gora/ Slovenia
Informal CMD(h)/ CHMP meeting
PharmDr. D. Stara

9.-12.6.2008,

Londyn/ Anglicko, London/ England
QWP

RNDr. L. Pottickova

11.-12.6.2008,

Londyn/ Anglicko, London/ England
Eudravigilance TIG

MUDr. R. Kamenska

11.-12.6.2008,

Londyn/ Anglicko, London/ England
Management Board

PharmbDr. J. Mazag

12.-13.6.2008,

PariZ/ Francuzsko, Paris/ France
Pharmacokinetic Assessors meeting
PharmDr. Ochodnicky

12.-13.6.2008,

Pariz/ Francuzsko, Paris/ France
Pharmacokinetic Assessors meeting
PharmDr. Ciznar

22.-25.6.2008,

Londyn/ Anglicko, London/ England
CHMP Pharmacovigilance

MUDr. P. Gibala

23.-24.6.2008,

Londyn/ Anglicko, London/ England
CMD (h)

PharmDr. D. Stara

23.-25.6.2008,

Strasburg/ Franctizsko 131. zasadanie
Eurdpskej liekopisnej komisie PharmDr.
R. Martincova

23.-26.6.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

24.-26.6.2008,

Londyn/ Anglicko, London/ England
TIGes

PharmDr. Z. Nouzovsky

25.6.2008,

Londyn/ Anglicko, London/ England
Joined NCA/ EMEA Pandemic Work-
shop MUDr. P. Gibala

25.06.2008,

Londyn/ Anglicko, London/ England
Joined NCA/ EMEA Pandemic Work-
shop PharmDr. D. Stara

1.-4.7.2008,

Londyn/ Anglicko, London/ England
PDCO

Doc. K. Kralinsky

2.-3.7.2008,

Londyn/ Anglicko, London/ England
HMPC

PharmDr. P. Potucek

2.-4.7.2008,

PariZ/ Francuzsko, Paris/ France
Competent Authorities

MUDr. M. Slavik

6.-8.7.2008,

Londyn/ Anglicko, London/ England
EWP

PharmDr. A. Adameova

7.-9.7.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. Kuzelova

9.-11.7.2008,

Pariz/ Francuzsko, Paris/ France
HMA

PharmDr. J. Mazag

sipc O
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21.-23.7.2008,

Londyn/ Anglicko, London/ England
CHMP Pharmacovigilance

MUDr. P. Gibala

21.-24.7.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

2.-4.9.2008,

Londyn/ Anglicko, London/ England
HMPC

Ing. M. Nagy

2.-3.9.2008,

Londyn/ Anglicko, London/ England
Eudravigilance TIG

MUDr. R. Kamenska

8.-10.9.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. KuZelova

9.-11.9.2008,

Londyn/ Anglicko, London/ England
TIGes

PharmDr. Z. Nouzovsky

9.-11.9.2008, Strasburg/ Franctzsko
Strasbourg/ France, Komisia pre
vakciny a séra, Commission for Vac-
cines and Serums, RNDr. M. Bukovsky

10.-11.9.2008,

Londyn/ Anglicko, London/ England
EudraGMP database

RNDr. M. Bakova

15.-16.9.2008,

Londyn/ Anglicko, London/ England
QRD

Ing. M. Pollakova

22.-23.9.2008,

Londyn/ Anglicko, London/ England
EUDRANET TIG

Ing. K. BISak

22.-24.9.2008,

Londyn/ Anglicko, London/ England
Pharmacovigilance

MUDr. P. Gibala

22.-24.9.2008,

Londyn/ Anglicko, London/ England
CMD (h)

PharmDr. D. Stara

22.-25.9.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

28.-30.9.2008,

Pariz/ Francuzsko, Paris/ France
HMA WGEO

Ing. R. Badurova

29.9.-2.10.2008,

Londyn/ Anglicko, London/ England
QWP

RNDr. L. Pottckova

30.9.-3.10.2008,

Londyn/ Anglicko, London/ England
GMP/GDP working group

Ing. M. Nadaska

1.-2.10.2008,

Londyn/ Anglicko, London/ England
Management Board

PharmbDr. J. Mazag

4.-6.10.2008,

PariZ/ Francuzsko, Paris/ France
COMP Informal

RNDr. M. KuZelova

7.-8.10.2008,

Londyn/ Anglicko , London/ England
COMP

doc. M. Kuzelova

8.-10.10.2008,

Pariz/ Francuizsko, Paris/ France
Emacolex

Mgr. E. Siminska

13.-15.10.2008,

Londyn/ Anglicko , London/ England
EWP

doc.J. Kyselovic¢

19.-22.10.2008,

Londyn/ Anglicko, London/ England
Pharmacovigilance

MUDr. P. Gibala

19.-22.10.2008,

Londyn/ Anglicko, London/ England
CMD(h)

PharmDr. D. Stara

20.-23.10.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

22.-23.10.2008, Strasburg/ Franctizsko
Strasbourg/ France, Reflection Group
on Shelf -life Extension

Mgr. M. Mlynarova

22.-24.10.2008,

Brno/ CR, Brno/ Czech Republic
Sterilna vyroba a priprava

Ing. M. Nadaska

22.-24.10.2008,

Brno/ CR, Brno/ Czech Republic
Sterilna vyroba a priprava
PharmDr. I. Bercik

26.-27.10.2008,

Pariz/ Francuzsko, Paris/ France
OECD Sympdzium on PPP
PharmbDr. J. Mazag

26.-28.10.2008,

Rim/ Taliansko, Rome/ Italy

Master in Scientific and regulatory As-
sessment PharmDr. P. Potucek

29.10.2008,

Brusel/ Belgicko, Brussels/ Belgium
Notice to Applicants

PharmDr. Z. Nouzovsky

3.-5.11.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. Kuzelova

3.-6.11.2008,

Londyn/ Anglicko, London/ England
HMPC

Ing. M. Nagy

5.-7.11.2008,

Viederi/ Rakusko, Vienna/ Austria,
MRP/ DCP Session

Mgr. M. Mlynarova
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5.-7.11.2008,

Pariz/ Francuizsko, Paris/ France
43. Joint Meeting OECD
PharmDr. I. Sidlikova

5.-7.11.2008,

Pariz/ Francuzsko, Paris/ France
HMA

PharmDr. J. Mazag

10.-14.11.2008,

Zeneva/ Svajtiarsko, Geneva/ Switzer-
land, PICS Committee

meeting Ing. M. Nadaska

17.-19.11.2008,

Londyn/ Anglicko, London/ England
CMD(h)

PharmDr. D. Stara

17.-19.11.2008,

Londyn/ Anglicko, London/ England
Pharmacovigilance

MUDr. P. Gibala

17.-20.11.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmDr. J. Mazag

20.-22.11.2008,

Londyn/ Anglicko, London/ England
Workshop on Paediatric Regulation
Ing. E. Palkdciova

24.-25.11.2008,

Londyn/ Anglicko, London/ England
QRD

Ing. M. Pollakova

24.-27.11.2008,

Londyn/ Anglicko, London/ England
GMP/GDP working group

Ing. M. Nadaska

24.-27.11.2008, Strasburg/ Franctiz-
sko, Strasbourg/ France,

Liekopisna komisia, Pharmacopoeia
Commission, PharmDr. R. Martincova

1.-4.12.2008,

Londyn/ Anglicko, London/ England
QWP

RNDr. L. Potuckova

2.-5.12.2008,

Bazilej/ Svajciarsko, Basel/ Switzer-
land, 2 th PIC/S Expert Circle

Ing. M. Nadaska

3.-4.12.2008,

Praha/ CR, Prague/ Czech Republic
Seminar, Seminar

RNDr. R. Bakova

3.-4.12.2008,

Praha/ CR, Prague/ Czech Republic
Seminar, Seminar

Ing. R. Badurova

3.-4.12.2008,

Londyn/ Anglicko, London/ England
BEMA Seminar

PharmDr. I. Sidlikova

3.-5.12.2008,

Londyn/ Anglicko, London/ England
TIGes

PharmDr. Z. Nouzovsky

8.-11.12.2008,

Londyn/ Anglicko, London/ England
COMP

RNDr. M. KuZelova

10.-11.12.2008,

Londyn/ Anglicko, London/ England
Management Board

PharmDr. J. Mazag

15.-16.12.2008,

Londyn/ Anglicko, London/ England
EUDRANET TIG

Ing. K. BISak

15.-17.12.2008,

Londyn/ Anglicko, London/ England
CMD (h)

PharmDr. D. Stara

15.-17.12.2008,

Londyn/ Anglicko, London/ England
Pharmacovigilance

MUDr. P. Gibala

15.-18.12.2008,

Londyn/ Anglicko, London/ England
CHMP Plenary

PharmbDr. J. Mazag

16.-17.12.2008,

Londyn/ Anglicko, London/ England
PSUR Training

RNDr. T. Magalova
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Priloha €. 3 / Annex No. 3

PREHLAD ANALYTICKYCH CERTIFIKATOV

A VZORIEK

OVERVIEW OF ANALYTICAL CERTIFICATES
AND SAMPLES

Celkovy pocet prijatych analyt. certifikitov 452, celkovy  Total number of analytical certificates submitted 452. Total
pocet prijatych Ziadosti o registraciu a o zmenuvregistracii ~ number of samples accepted for laboratory testing 543.
214, celkovy pocet prijatych vzoriek na lab. skusanie 543,  Total number of registrations and amendments in registra-
celkovy poclet zaevidovanych PTS, CS — medzindrodnych  tion submitted 214. Number of samples for EDQM 5.

testov 5.

Analytické certifikaty

Dovazané lieky / Import medicines
Domaci vyr. / Domestic Producers

CELKOM / TOTAL

Vzorky hodnotené lab. skiSanim
Dovazané lieky / Imported medicines
Vzorky hodnotené lab. skiSanim

VIR, LEKARNE / MIS*, Pharmacies

IMUNA PHARM HOLDING a.s. / IMUNA PHARM s.e.

ZENTIVA a.s.

CHIRANAT. INJECTA a.s.

VULM a.s.

KLINICKA STAZNOST / ADR**

VYCHOD.LATKY / Starting Substances
REKLAMACIE / Complaints

BIOTIKA s.r.0. / BIOTIKA Ltd.

ELs.ro.S.N.Ves / EL Ltd.

KLIN. SARZA / Clinical Trials

INE PODNIKY / Other Companies on Request
Centrum drog. zavisl. / Center of Drug Dependences
ATESTY / Attests

EDQM - PTS, CS testy / EDQM - PTS, CS Testing
INTERNE SKUS. / Internal Testing

CELKOM / TOTAL

vyhovujtce nevyhovujtce rozpracované  Celkom

498 23 87 608

0 0 0] 0

498 23 87 608
vyhovujuce nevyhovuijtce rozpracované  Celkom
93 1 18 112
vyhovujtce nevyhovuijtce rozpracované  Celkom

443 31 27 501

0 0 0 0

0 0] 0] 0

0 0 0] 0

0 0 0] 0

20 0 1 21

0 0 0] 0

2 3 0] 5

0 0 3 3

0 0 0 0

0] 0 0] 0

5 1 5 11

0 0 0 0

1 0 0] 1

8 0 0] 8

12 0 0 12

491 35 36 562




Annual Report 2008 S I D C

Priloha €. 4 / Annexe No. 4

PREHLAD INSPEKCIi A ODBEROV VZORIEK Overview of inspections and samples collections
NA ODDELENi SPRAVNEJ LEKARENSKEJ PRAXE on the Department of Good Pharmacy
ZA ROK 2008 Practice for the year 2008
Zdravotnicke zariadenia InSpekcie Pocet

Vstupné indpekcie - zak. ¢. 139/98, 140/98 a 331/05 Z. z.

Entry inspections — Act No. 139/98, 140/98 and 331/05 Coll. &)
Vstupné inSpekcie - zak. ¢. 140/98 Z. z. 5
Entry inspections — Act No. 140/98 Coll.
Vstupné indpekcie - zak. ¢. 331/05 Z.z. 5
Entry inspections — Act No. 331/05 Coll.
Verejné lekarne Cielené inspekcie 21
Public pharmacies Targeted inspections
Priebezné inSpekcie
o . 362
Running inspections
Odl?er vzoriek 300
Collection of samples
Nasledné inspekcie - zak. ¢. 139/98,140/98, 331/05 Z. z. 1
Follow-up inspections — Act No. 139/98, 140/98 and 331/05 Coll.
Vstupné inspekcie - zak. ¢. 139/98, 140/98 a 331/05 Z. z. 17
Entry inspections — Act No. 139/98, 140/98 and 331/05 Coll.
Cielené inspekcie 0
Poboctky verejnych lekarni Targeted inspections
Branches of public pharmacies Priebesné inipekcie 2
Running inspections
Odber vzoriek 7
Collection of samples
Vstupné indpekcie -zak. ¢. 139/98, 140/98 a 331/05 Z. z. 5
Entry inspections — Act No. 139/98, 140/98 and 331/05 Coll.
Cielené inspekcie 0
Nemocnicné lekarne Targeted inspections
Hospital pharmacies Priebeiné in$pekcie 0
Running inspections
Odber vzoriek 1
Collection of samples
>>
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Vydajne zdravotnickych
pomacok

Dispensaries of medical
devices

Vydajne ortopedicko-protetic
kych zdravotnickych pomdcok
Dispensaries of orthopaedical-
prosthetical medical devices

Distribucné organizacie
Distribution organizations

0Ocné optiky
Opticians

Iné zariadenia
Other facilities

Pestovatelia maku siateho
Poppy producers

SPOLU
TOTAL

Vyrocna sprava 2008

Vstupné inSpekcie - zak. ¢.140/98

Entry inspections — Act No. 140/98 Coll. =
Priebezné inspekcie 27
Running inspections
Cielené inSpekcie
. . 0
Targeted inspections
Nasledné insSpekcie 1
Follow-up inspections
Vstupné inSpekcie - zak. ¢. 140/98 Z. z. 1
Entry inspections — Act No. 140/98 Coll.
Cielené inSpekcie 1
Targeted inspections
Odber vzoriek (PANACEA) 1
Collection of samples (PANACEA)
Vstupné inSpekcie - zak. ¢. 140/98 Z. z. 94
Entry inspections — Act No. 140/98 Coll.
Vstupné inSpekcie - zak. ¢. 140/98 Z. z. 9
Entry inspections — Act No. 140/98 Coll.
Vstupné inspekcie - zak. ¢.139/98 a ¢. 331/057Z. z. -
zachranny zdravotny systém, hospic, NsP 5
Entry inspections — Act No. 139/98, and No. 331/05 Coll. — rescue health system,
hospice, hospitals with polyclinics
Priebezné inSpekcie 1
Running inspections
Cielené inspekcie - predajna ZDRAV. POTREBY 1
Targeted inspections — MEDICAL DEVICES shop
Vstupné inSpekcie
. . 13
Entry inspections
Inspeklee 795
Inspections
Odber vzoriek 319

Collection of samples

&L
&P
<
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Priloha €. 5 / Annexe No. 5
Vyhodnotenie kontrolnej ¢innosti

na oddeleni spravnej lekarenskej praxe
na Useku chemickej kontroly za rok 2008

Kontrola

Evaluation of control activity on the Department
of Good Pharmacy Practice on the Section
of Chemical Control for the year 2008

Kontrola vzoriek na objednavku - Gétované / Control of samples on order - charged

Zasobovacie organizacie / Supplying organizations
Dorea s.r.o. Poprad
Nemocnica Kosice-Saca / Hospital Kosice-Saca

Galvex s.r.o. B.Bystrica

Nemocnicné lekarne / Hospital pharmacies
Cistend voda / Purified water

LieCiva a pomocné latky
Medicines and auxiliary substances

Infdzne roztoky / Infusion solutions

Verejné lekarne / Public pharmacies

Cistena voda / Purified water

N&ahodna kontrola vzoriek - neuétované / Random control of samples — non-charged

Nemocnicné lekarne / Hospital pharmacies
Cistena voda / Purified water

Lieky pripravené v lekarni

Medicines prepared in pharmacy

Verejné lekarne / Public pharmacies
Cistena voda / Purified water

Ocné lieky pripravené v lekarni
Eye medicaments prepared in pharmacy

Lieky pripravené v lekarni
Medlicines prepared in pharmacy

HAMELN rds a.s. Modra

Iné rozbory / Other analyses

Iné vzorky / Other samples

Spolu / Total

Percentd / Percentage

Celkovy pocet vzoriek Vyhovuje Nevyhovuje
3 3 0
1 1 0
25 24 1
58 51 7
0 0 0
10 10 0
343 305 38
21 17 4
51 51 0
269 204 65
2 2 0
748 686 62
20 20 0
38 37 1
1589 1411 178
88,8 % 11,2 %
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Priloha €. 6 / Annexe No. 6

Vyhodnotenie kontrolnej Cinnosti Evaluation of control activity on the Department
na oddeleni spravnej lekarenskej praxe of Good Pharmacy Practice on the Section
na useku mikrobiologickej kontroly za rok 2008 of Micro-biological Control for the year 2008
Kontrola Celkovy pocet vzoriek Vyhovuje Nevyhovuje

Kontrola vzoriek na objednavku - étované / Control of samples on order - charged
Zasobovacie organizacie / Supplying organizations
Dorea s.r.0. Poprad 2 2 0

Nemocnica Kosice-Saca / Hospital Kosice—Saca 1 1 0

Nemocniéné lekarne / Hospital pharmacies
Cistena voda / Purified water 57 22 2

LieCiva a pomocné latky
Medicines and auxiliary substances

Infuzne roztoky / Infusion solutions 8 8 0

Verejné lekarne / Public pharmacies

Cistend voda / Purified water 276 265 11

N&hodna kontrola vzoriek - neuétované / Random control of samples — non-charged
Nemocniéné lekarne / Hospital pharmacies
Cistena voda / Purified water 34 31 3

Lieky pripravené v lekarni

Medicines prepared in pharmacy 24 24 0
Verejné lekarne / Random control of samples — non-charged

Cistena voda / Purified water 465 375 90
Lleky. prlpravenev Ie!<arn| a4 236 8
Medicines prepared in pharmacy

HAMELN rds a.s. Modra 15 15 0]
Iné rozbory / Other analyses

Iné vzorky / Other samples 181 181 0
SUKL-KL 2 Topol€any / SIDC-CL 2 Topol¢any 8 8 0
Spolu / Total 1315 1201 114
Percenta / Percentage 91,3 % 8,7%
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Priloha é. 7 / Annexe No. 7

TASKMAN
Rocnd sprdva r. 2008

V priebehu roka 2008 bolo prijatych: 150 uzneseni

V priebehu roka 2008 bolo v dlhodobom plneni: 12 uzneseni
s terminom do 31.12.2008

V priebehu roka 2008 bolo v kratkodobom plIneni: 138 uzneseni.
V priebehu roka 2008 bolo 1 uznesenie zrusené

Prehlad za r. 2008 /

prijaté uznesenia / passed resolutions
kratkodobé uznesenia / short-term resolutions
dlhodobé uznesenia / long-term resolutions

zrusené uznesenia / cancelled resolutions

2008

160—
140—
120
100—
80 —
60
40 —

20 -

TASKMAN

Annual Report 2008

Number of passed resolutions during 2008: 150 resolutions.

Number of resolutions in long-term performance during 2008:

12 resolutions with deadline till 31.12.2008.

Number of resolutions in short-term performance during 2008:

138 resolutions.
1 resolution was cancelled during 2008.

150
137
12

sipc O

kratkodobé dlohodobé
uznesenia uznesenia

zrusené
uznesenia

prijaté
uznesenia

adopted  short-term long-term  cancelled
resolutions resolutions resolutions resolutions
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Spracovany pocet pridelenych tloh za r. 2008 na zamestnanca

Zoznam uloh / List of tasks r. 2008 / y. 2008 Zoznam uloh / List of tasks r. 2008 / y. 2008
Gibala 10 Ndadaska 16
AstaloSova 3 Nouzovsky 8
Demovicova 29 Paulik 13
Drozdova 1 Potucek 5
Fajkus 1 Rybar 25
Frtalova 1 Siminska 3
Havrila 2 Slavik 13
Jagelkova 1 Stard 26
KiSofova 8 Sidlikova 9
Kopcova 2 Tarabkova 1
Laukova 1 Varinska 7
Madelova 1 Vedej 10
Magalova 1 Vilimova 12
Mlynarova 15
o
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Prehlad splnenych uzneseni za r. 2008

Prehlad uzneseni rok 2008
Overview of resolutions year 2008
splnené uznesenia / performed resolutions 137
zruSené uznesenia / cancelled resolutions 1
priebezné uznesenia do konca r. 2008 10
running resolutions till the end of the year 2008

nesplnenych uzneseni / non-performed resolutions 2
prijaté uznesenia / passed resolutions 150
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28/ 20.02. 10.03. odd. EU procedr/ 27.03. 1.4.08
2008 2008 2008 hlavny radca 2008 Dr. Sulejova
oddelenie
2 29/ 20.02. 10.03. farmakogndzie 1 27.03. 2 2 1 1 1.4.08
' 2008 2008 2008 g 2008 Dr. Janoskova
hlavny radca
30/  20.02. 10.03 odd. spravne] 27.03 1.4.08
3 008 2008 2008 'ekdrenskejpraxe/ 1. %5000 1 1 1 U Vi Ottinger
hlavny radca
4 2 0 LEHLS, SEk(I:(I\?aFI)OI?:sz/. 1 (IS, 5 2 1 1 In ]-S(’;(;’eGégiské
' 2008 2008 2008 . ) 2008 &
hlavny radca
5 84/  09.050. 19.05. Sekcia vnatorna / 1 11.06. 1 1 1 1 Mgr. Ujhelyova
' 2008 2008 2008 hlavny radca 2008 16. 6. 08
6 147/ 18.09. 15.10. Sekcia ZP / 1 30.10. 6 4 1 1 Mgr. Dedkova
' 2008 2008 2008 hlavny radca 2008 1.11.08
. 148/ 1809, 1510, °dd'sfl,r'Fr’:‘/X‘; , 3010 . . . ng Badurovs,
2008 2008 2008 AT LT 2008 PhD. 1. 11. 08
hl. radca- ved.odd.
Spolu 7 18 12 7 7

64 | Statny tstav pre kontrolu lieciv

=
&9

_gp&
<«




Annual Report 2008 S I D C

S = g g T8 o 2 S g N R g $ o
ge |28 | £8| §£3% S Se |8, 85|83 =3
L3 |S2y| SE 598 sl 33 |8 £l 88| 8 £%
5% |255| 38 SESTE 5| 28 |os|[s5|3E| 8 g 2
58 |58°| v3 S S| ss|&8|og(dgl2 s 8
s 2 |a 8 S >3 & S &S | S ° o s S| 2 v £
= g8 5 S =| 8 s 252 2 ] °
28/ 2002 10.03, Department of EU 27.03. 1.4.08
1. procedures/ Chief 1 1 1 1 C
2008 2008 2008 . 2008 Dr. Sulejovd
Councillor
5 29/ 2002, 10.03. DeP ’;‘Zx;‘t’%zlss , 7.0 ; ; ; 1.4.08
’ 2008 2008 2008 p i 2008 Dr. Janoskova
Councillor
5 30/ 2002 10.03. D:ﬁgf';”:;;‘:’; CG;’C‘;‘/’ , 2703 ; ; ; 1.4.08
2008 2008 2008 G G 2008 Magr. Ottinger
4 83/ 09.05.  19.05. Section of Assessing 1 11.06. 5 P 1 1 in 1S6t're6¢:‘2§skd
’ 2008 2008 2008 Medlicines Quality/ 2008 g.
5 84/ 09.050.  19.05. Administrative Section/ 1 11.06. 1 1 1 1 Magr. Ujhelyovd
’ 2008 2008 2008 Chief Councillor 2008 16. 6. 08
6 147/ 18.09. 15.10. ZP Section/ 1 30.10. 6 4 1 1 Mgr. Dedkovad
’ 2008 2008 2008 Chief Councillor 2008 1.11.08
Department of Good
, 148 1809 1510 Practice ot)::::;,:_‘?vr:f , w0 , | Ing. Badurovd,
’ 2008 2008 2008 2008 PhD. 1. 11. 08

Councillor — Head
of Department

Priloha &.9 / Annexe No. 9

NUMBER OF HANDLED APPLICATIONS
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Vyrocna sprava 2008

Priloha €. 10 / Annexe No. 10

Podiel anatomickych skupin na ukoncenych
registracnych rozhodnutiach
liekov v roku 2008

Registracia
M| 26139 %\

L[70]10,4%.
112413,6%

G|15]22%—
D[2]03%

C|173| 25,8;

B|11|1,6%

Priloha €. 11 / Annexe No. 11

Podiel anatomickych skupin na zmenach
v registracnych rozhodnutiach
liekov v roku 2008

Zmena
M | 5,0%
L|53 %\ o

J19,0%

H|1,4%
~
G|50%— \

D|38%

cl1172%"
!

B|50%

Share of anatomical groups
on completed registration decisions
of medicines in 2008

Registration

/N | 266 39,6 %

R19]1,3%
“—5S|9/09%
\v|9|1,3%
A|57]85%

I

Share of anatomical groups on alterations

in registration decisions
of medicines in 2008

Variations

/N|25,7%

P|03%

\/
%,RME%

»

~S|1,6%
N
V|48%
A|11,4%

2
£
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Priloha €. 12 / Annexe No. 12

Pocet liekov zaregistrovanych v roku 2008 Share of medicines registered in the year 2008
podla anatomickych skupin by anatomical groups

1487
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900

600 —

300 —

__ Sucet z Eurépske / Summation of European B sucet z Narodné / Summation of National

Priloh €. 13 / Annexe No. 13

Pocet posutdenych Ziadosti v roku 2008 podla Number of assessed applications in 2008
fazy klinického hodnotenia by phase of clinical assessment
Pocet Ziadosti o klinické skusanie liekov Number of applications for clinical trials
of medicines
I1L/1V.
S 350 - =
S I oo,
2 m
~ 100 4 1./l
101
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1997 1999 2001 2003 2005 2007
Rok / Year
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