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2.1

PASKAIDROJUMA RAKSTS

IEVADS UN PRIEKSVESTURE

Farmacijas likumdo$ana nesen ir tikusi parskatita. Saja konteksta Padome un Eiropas
Parlaments ir piepémusi Eiropas Parlamenta un Padomes 2004. gada 31. marta
Regulu (EK) Nr. 726/2004 (), ar ko nosaka cilvékiem paredz€to un veterinaro zalu
registrésanas un uzraudzibas Kopienas procediiras un izveido Eiropas zalu agentiiru'
(EMEA, turpmak saukta ,,Agenttira”). Ar to atce] Regulu (EEK) Nr. 2309/93/EK.

Ka noteikts Regulas 67.panta 3. punkta, agenttiras ienémumus veido Kopienas
ieguldijums un maksas, ko maksa uznémumi par Kopienas tirdzniecibas atlauju
iegfisanu un saglabasanu un par citiem Agentiiras sniegtajiem pakalpojumiem?®.

Ir atzits, ka pasreiz€ja maksu shéma, kas noteikta Padomes Regula (EK) Nr. 297/95
par maksam, kas maksdjamas Agentiirai’, netick nemti véra ne Agentiiras jaunie
uzdevumi, ne arl pasreiz€jo uzdevumu izmainas, kas ieviestas ar parskatitajiem
tiesibu aktiem. Tadg] ta ir jagroza.

Sa priekslikuma izstrades laika Komisija lidza EMEA sniegt pladu atbalstu,
pamatojoties uz pieredzi, kas iegiita, piemé&rojot pasreizgjo sistemu. Turklat laika no
2004. gada jiilija 11dz septembrim notika publiskas konsultacijas, lai tiktu nemti véra
iesaistito pusu, seviski farmacijas nozares, viedokli (skat. 2.4. iedalu).
PAMATOJUMS

Merki

Komisija sava priekslikuma vélas sasniegt tris galvenos mérkus:

—  pielagot pasreiz€jo maksu shému parskatitajiem tiesibu aktiem un jaunajiem
pienakumiem, kas uzlikti Agentiirai, nemot véra pieredzi ar pasreiz€jo sisteému;

— nodros$inat saméru starp maksu apméru un agentliras patiesi sniegta
pakalpojuma raksturu;

— samazinat finansialo spiedienu uz pieteicEjiem, nemazinot Agentiiras sp&ju
veikt tas uzdevumus.

OV L 136, 30.4.2004., 1. 1Ipp.

Regula (EK) Nr. 726/2004, 67. panta 3. punkts.

Padomes 1995. gada 10. februara Regula (EK) Nr. 297/95, OV L 035 15.2.1995., 1. Ipp., kas grozita ar
Padomes 1998. gada 14. decembra Regulu (EK) Nr.2743/98, OV L 345 19.12.98., 3. 1pp., un ar
Komisijas 2003. gada 18. marta Regulu (EK) Nr. 494/2003, OV L 73 19.3.2003., 6. Ipp.
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2.2

2.3

Pieredze, kas iegiita, piemérojot pasreizéjo sistemu

EMEA ir iesniegusi Komisijai izsmelo§u pareizgjas sistémas darbibas analizi’. Tika
nemtas veéra arl nakotnes perspektivas, pieméram, ES paplasinasanas sekas vai
farmacijas likumdoSanas parskatiSanas ietekme. Sis analizes rezultata radas skaidrs
secinajums, ka vispar€jie principi, ka arT maksu visparéja struktiira ir patiesi lavusi
agentlrai pildit tas uzdevumus kops 1995. gada. Tadel tie ir jasaglaba. Tomér
vairakiem svarigiem jautadjumiem V€l aizvien ir nepiecieSama turpmaka optimizacija.

Pirmkart, p&cregistracijas uzraudziba veido aizvien lielaku dalu EMEA izmaksu, kas
saistitas ar medikamentu parvaldi visa to apgrozibas cikla laika. Tas ir 1pasi svarigi
jaunam zalém, kas veido Agentiiras ,,pamata darbibu” un kam biezi vien ir
vajadzigas ipaSas riska parvaldibas stratégijas, ka arl speciali izstradatas zalu
lietoSanas izraisito blakusparadibu uzraudzibas programmas. Sadas izmaksas
attiecigas maksas, pieméram, gada maksa, pienacigi nesedz.

Turklat Agentiiras ienakumi ir loti atkarigi no sakotngjo maksu samaksas, kas
saistitas ar jaunajiem pieteikumiem. Lai gan 1998. gada tika ieviesta gada maksa,
Sada atkariba ve&l joprojam ir bitiska, kas var kavét EMEA sp&ju veikt ilgtermina,
daudzgadu uzdevumus, ietekméjot tas finansialo stabilitati.

Veterinaro zalu joma pieredze liecina, ka pakalpojumu izmaksas, kas radusas saistiba
ar So produktu novertéSanu, ir tikpat lielas, ka izmaksas, kas saistitas ar cilvékiem
paredzétam zalém. Tomér tam ir jabiit lidzsvara ar dzivnieku veselibas tirgus

specifisko raksturu un ar to saistitajiem jautagjumiem. ST specifika priekslikuma ir

janem veéra.

Visbeidzot, Padomes Regula (EK) Nr. 297/95 ar grozijumiem lauj EMEA valdei un
izpilddirektoram skaidri noteiktos apstaklos but elastigiem, pielagojot atseviskas
maksas konkrétai pieteikuma un attieciga produkta situacijai. Turklat maksu
gradacija ir lavusi labak atspogulot realo zinatnes ieguldijjuma un sniegto
pakalpojumu limeni. Nemot véra iepriekSmin€to samériguma principu, S$ads
elastigums var€tu ar laiku attiekties ar1 uz cita veida maksam.

Parskatitas farmacijas likumdoSanas ietekme

Farmacijas likumdoSanas parskatiSsana tieSi ietekm& Agentiiras misiju un
pienakumus. Regula (EK) Nr. 726/2004 noteikti jauni uzdevumi, ka arT jau esoSo
uzdevumu izmainas.

P&cregistracijas uzraudziba ir butiski pastiprinata. Pieméram, Agentiirai ir jaregistré
atbilsto§i Kopienas procediiram izsniegto zalu tirdzniecibas atlauju statuss,

kontrolgjot, kad un kur dalibvalstis produkti tiek faktiski tirgoti vai arT to tirdznieciba

tiek partraukta’. Turklat Agentiirai ir japarvalda tirdzniecibas atlauju dokumentacijas

Eiropas Komisijas zinojums par Eiropas zalu vértéSanas agentiras finanséSanu, EMEA valde,
2004. gada marts.
Regula (EK) Nr. 726/2004, 13. panta 4. punkts un 38. panta 4. punkts.
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un dazadu tiesibu aktos noteikto datu bazu uzturéSana®. Visbeidzot, ir pastavigi
javerts registréto zalu risku un labumu samérs’.

Regula (EK) Nr. 726/2004 paredz&ti jauna veida zinatniskie pakalpojumi, ko sniedz
EMEA, pieméram, tradicionalo augu izcelsmes zalu novértéSana®, vai pieteikumu
izskatiSana sadarbiba ar Pasaules Veselibas organizaciju par tadam zalem, kas
paredzétas vienigi tirgum arpus Kopienas’. Tadé| ir jarada jauna veida maksas, ne
tikai par Siem pakalpojumiem, bet art par tiem, kas nav nemti véra Padomes Regulas
(EK) Nr. 297/95 pedgja parskatiSana, pieméram, konsultacijas par paligvielam, ko
izmanto medicinas iericés'’, vai plazmas pamatlietu un vakcinu antigénu pamatlietu
sertifikacija''.

Regulas (EK) Nr. 726/2004 jauniec nosacljumi par nepatentétiem (gencriskiem)
medikamentiem un lidzigam biologiskam zalém'’ ari paredz noteikt attiecigas
maksas. Sai zina ir paredzéts, ka lidzigu biologisku zalu novérteSanas vidgjas
izmaksas, kaut ar1 zemakas neka pilna apjoma atseviSkai dokumentacijai, bis
ievérojami augstakas neka standarta nepatentétam (genériskam) zalem.

Visbeidzot, parskatitajos tiesibu aktos ir noteikts, ka Kopienai ir japienem noteikumi,
ar ko nosaka apstaklus, kados mazie un vid€jie uznémumi var maksat samazinatas
maksas, atlikt maksas maksajumus vai sanemt administrativo palidzi“bu”. Tadgjadi
situacijas ar mazajiem un vidéjiem uznémumiem ir jaizskata atseviski, t.i., arpus Saja
priekslikuma ietverto jautajumu loka.

Arégjas konsultacijas

Ir notikuSas konsultacijas ar iesaistitajam pusém, konkréti ar farmaceitisko
priekSlikuma projektu un sanéma astopas atsauksmes no nozares apvienibam,
regulatoriem, ka ar1 atseviskiem uznémumiem. Dazas no tam, seviski no nozares
apvienibam, radas plasaku, ieks$€ju konsultaciju rezultata. Atsauksmes tika riipigi
nemtas véra, uzlabojot Komisijas projektu.

Lielaka dala respondentu atzinigi noveértgja prieksSlikumu, iesp&ju komentét, ka ari
skaidri atbalstija izklastitos mérkus un galvenos principus. Ipasi tika uzsvérts
proporcionalitates princips starp maksam, tam atbilstoSajiem pakalpojumiem un
saistitajam izmaksam.

LV

Regula (EK) Nr. 726/2004, 57. panta 1. punkta d) apakSpunkts un 57. panta 1. punkta 1) apakSpunkts.
Regula (EK) Nr. 726/2004, 16. panta 2. punkts un 41. panta 4. punkts.

Regula (EK) Nr. 726/2004, 62. panta 1. punkts.

Regula (EK) Nr. 726/2004, 58. pants.

Saskana ar Padomes Direkttvu Nr. 93/42/EEK, ar grozijumiem.

Ka definéts Direktiva Nr.2003/63/EK, I pielikuma III dalas 1.1. un 1.2. iedala.

Direktiva 2001/83/EK, kas grozita ar Direktivu 2004/27/EK, 10. panta 4. punkts.

Regula (EK) Nr. 726/2004, 70. panta 2. punkts.
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31

3.2

33

PRIEKSLIKUMA IZKLASTS

Pasreizéjo maksu salidzinajums ar priekslikumu, ieskaitot atsauces uz attiecigajiem
punktiem, ir ieklauts Paskaidrojuma raksta.

Nemot vera iepriekSminétos apsvérumus, maksu galvena struktiira un pamatprincipi
nav mainijusies. Turklat, nemot véra palielinajumu, kas tika ieviests jau 2003. gada
marta, lielaka dala maksu ir saglabatas pasreizgja Iimeni vai nedaudz samazinatas.

Gada maksa

Ka mingéts 2.2. iedala, izmaksas, kas saistitas ar p&cregistracijas uzraudzibu, Sobrid
netiek pienacigi segtas. Ja nekas netiks darits, §1 neatbilstiba var palielinaties,
stajoties speka parskatitajiem tiesibu aktiem un Agentliras jaunajiem pienakumiem.
Likums pieprasa, lai pasakumi, kas saistiti ar zalu lietoSanas izraisito blakusparadibu
un tirgus uzraudzibu, sagemtu pienacigu valsts finans€jumu, kas ir sam@rojams ar
uzticétajiem uzdevumiem'*, tau ar §adu finans&jumu var nepietikt, lai pilniba segtu
2.3. iedala aprakstitas administrativas izmaksas, piem&ram, saistiba ar tirdzniecibas
atlauju dokumentacijas un dazadu datu bazu atjauninasanu. Turklat EMFEA finansialo
stabilitati ietekm& tas atkariba no sakuma maksam, kas saistitas ar jauniem
pieteikumiem. So iemeslu dél piedava par 10% palielinat gada maksu gan cilvékiem
paredz€to, gan veterinaro zalu sektora.

Cilvekiem paredzétas zales

Lielaka dala maksu par pakalpojumiem, kas saistiti ar cilvékiem paredzétam zaleém,
ir palikuSas nemainigas. Papildus gada maksas palielinasanai (skat. 3.1. iedalu), ir
ieteikts:

— samazinat maksu par nepatenttiem (genériskiem) medikamentiem, lai labak
atspogulotu tirdzniecibas atlauju pieteikumu veérteéSanas faktiskas izmaksas;

— saskanot papildu maksas, maksas par Il veida izmainam, ka ar1 maksas, kas
saistitas ar attiecigo zalu papildu noformgjuma pieteikumiem;

— samazinat maksas par [A veida izmainam, lai labak atspogulotu sniegta
pakalpojuma administrativo raksturu.

Veterinaras zales

Nemot véra dzivnieku veselibas tirgus specifisko raksturu un komercialo un
reglament&joso vidi, kura attistas attiecigie uznémumi, tiek piedavats visas maksas,
kas saistitas ar veterinarajam zalém, atstat nemainigas, iznemot gada maksu (skat.
3.1. iedalu), ka arT maksu par IA veida izmainam, kas iepriekSmin&to apsveérumu d¢l
ir samazinata.

Regula (EK) Nr. 726/2004, 67. panta 4. punkts.
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3.4

3.5

Zinatniskie pakalpojumi

Ir noteiktas jauna veida maksas par plasu zinatnisko pakalpojumu loku, ko sniedz
Agentiira. Tas ir saistitas ar (skat. 2.3 iedalu):

— atzinumiem par tradicionalam augu izcelsmes zaleém,;

— tadu pieteikumu izskatiSanu sadarbiba ar Pasaules Veselibas organizaciju, kas
iesniegti par zalém, kas paredzetas tikai tirgum arpus Kopienas;

— Komiteju konsultacijam par paligvielam, ieskaitot asins derivatus, ko izmanto
medicinas ierices;

— plazmas pamatlietu un vakcinu antigénu pamatlietu novért€Sanu un
sertifikaciju.

Pieredze, ko EMEA ir guvusi ar Siem pakalpojumiem, liecina, ka to rezultata var
notikt bitisku zinatnisku, administrativu un finansialu resursu mobilizacija. Tas ir
sikak atspogulots priekslikuma par maksu apmériem.

Citi nosacijumi

Ka jau ir noteikts Padomes Regula (EK) Nr.297/95, EMEA valdei un
izpilddirektoram ir pieSkirta iev@rojama briviba, ka praktiski istenot So regulu.
Konkréeti, iesp€ja sagatavot detaliz€tus sarakstus ar samazinatam maksam par
atseviSkiem pakalpojumiem precizi noteiktos apstaklos ir attiecinata ari uz citam
maksu kategorijam.

Ka minéts 2.3 iedala, [idzigam biologiskam zalém ir noteikta Ipasa maksa. Maksas
aprékinatas, pamatojoties uz So zalu komplekso dabu, planotajam izmaksam par
dokumentacijas novertéSanu, ka ari §1 jauna un strauji augosa tirgus ipaso statusu.

Attieciba uz terminu un nokavétu maksajumu, laika periods, kura maksas ir
jasamaksa, ir pagarinats no 30 Iidz 45 dienam. Turklat ir piedavats specials
maksajuma atlikSanas noteikums pieteikumiem attieciba uz zalém, kas tiek
izmantotas cilvékiem pandémiju gadijumos (pieméram, pandémiskas gripas
vakcinam).

Visbeidzot, ir ieviests indeksacijas noteikums, lai varétu viegli pielagot maksas
inflacijas izmainam.
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(EUR) Pasreiz PriekSlikums | Starpiba | Atsauce
Cilvekiem paredz.

Pilna maksa pamatmaksa. 232000 232000 0% 3(1)(a) p.

papildu stipr/zalu forma 23200 23200 0% 3(1)(a) p.

papildu noformé&jums 5800 5800 0% 3(1)(a) p-

Samazinata maksa pamatmaksa 116000 genérisks 90000 -22% 3(1)(b) p.

bio-lidzigs 150000 JAUNS 3(1)(b) p.

papildu stipr/zalu forma 23200 9000 -61% 3(1)(b) p.

papildu noformé&jums 5800 5800 0% 3(1)(b) p.

Papildu maksa jauns stipr/zalu forma u.c. 58000 maks. 69600 20% 3(1)(c) p-

jauns noformé&jums 11600 5800 -50% 3(1)(c) p.

| veida izmainas 5800 1A 2500 -57% 3(2)(a) p.

1B 5800 0% 3(2)(a) p.

Il veida izmainas 69600 maks. 69600 0% 3(2)(b) p.

Atjaunosana 11600 11600 0% 3(3) p.

Parbaude 17400 maks. 17400 0% 3(4) p.

Nodosana 5800 5800 0% 3(5) p.

Gada maksa 75600 maks. 83200 10% 3(6) p.

Lietas izskatiSana 58000 58000 0% 4. p.

Zinatniska kons. 69600 maks. 69600 0% 8(1) p.

Zinatniski pakalpojumi maks. 232000 JAUNS 8(2) p.

Administrativi pakalpojumi 5800 maks. 5800 0% 8(3) p.

Veterinarija

Pilna maksa pamatmaksa 116000 116000 0% 5(1)(a) p.

papildu stipr/zalu forma 11600 11600 0% 5(1)(a) p.

papildu noforméjums 5800 5800 0% 5(1)(a) p.

Pilna maksa vakcinas vakcinas 58000 | imunologis 58000 0% 5(1)(a) p.

papildu stipr/forma/nofor 5800 5800 0% 5(1)(a) p.

Samazinata maksa pamatmaksa 58000 genérisks 58000 0% 5(1)(b) p.

bio-Iidzigs 98000 JAUNS 5(1)(b) p.

papildu stipr/zalu forma 11600 11600 0% 5(1)(b) p.

papildu noforméjums 5800 5800 0% 5(1)(b) p.

Samaz. maksa vakcinas vakcinas 29000 | imunologis 29000 0% 5(1)(b) p.

papildu stipr/forma/nofor 5800 5800 0% 5(1)(b) p.

Papildu maksa Jauns stipr/forma u.c.. 29000 maks. 29000 0% 5(1)c p.

jauns noformé&jums 5800 5800 0% 5(1)c p.

vakcinas 5800 (vakcinas 5800 0% 5(1)c p.

I veida izmainas 5800 “A 2500 57% | 5(2)(a@) p.

1B 5800 0% 5(2)(a) p.

Il veida izmainas 34800 maks. 34800 0% 5(2)(b) p.

vakcinas 5800 5800 0% 5(2)(b) p.

AtjaunosSana 5800 5800 0% 5(3) p.

Parbaude 17400 maks. 17400 0% 5(4) p.

Nodosana 5800 5800 0% 5(5) p.

Gada maksa 25200 maks. 27700 10% 5(6) p.

Lietas izskatiSana 34800 34800 0% 6. p.

MRL maksa pamatmaksa 58000 58000 0% 7.p.

grozit/papildinat eso$o 17400 17400 0% 7.p.

klTniskie pét 17400 17400 0% 7.p.

Zinatniska kons. 34800 maks. 34800 0% 8(1) p.

Zinatniski pakalpojumi maks. 116000 JAUNS 8(2) p.

Administrativi pakalpojumi 5800 maks. 5800 0% 8(3) p.

7

LV



LV

2005/0023 (CNS)
Priekslikums

PADOMES REGULAI

ar ko groza Regulu (EK) Nr. 297/95 par maksam, kas maksajamas Eiropas zalu

agentiirai

EIROPAS SAVIENIBAS PADOME,

nemot véra Eiropas Kopienas dibinasanas ligumu,

nemot vera Padomes 1995. gada 10. februara Regulu (EK) Nr.297/95 par maksam, kas
maksajamas Eiropas zalu novértésanas agentiirai '°, un jo Ipasi tas 12. pantu,

nemot véra Komisijas priekslikumu'®,

nemot véra Eiropas Parlamenta atzinumu'’,

ta ka

(1

2)

€)

Eiropas Parlamenta un Padomes 2004. gada 31. marta Regulas (EK) Nr. 726/2004, ar
ko nosaka cilvékiem paredz&to un veterinaro zalu registréSanas un uzraudzibas
Kopienas procediiras un izveido Eiropas zilu agentiru'®, 67.panta 3.punkta
paredzets, ka Eiropas zalu agentiiras (turpmak saukta ,,Agentiira”) ienakumus veido
Kopienas ieguldijums un maksas, ko maksa uzpémumi par Kopienas tirdzniecibas
atlauju iegliSanu un saglabasanu un par citiem Agentiiras sniegtajiem pakalpojumiem.

Regula (EK) Nr.726/2004 Agentirai paredzéti ari jauni uzdevumi. Turklat ari
pasreizgjie uzdevumi ir mainiti, ievérojot grozijumus Eiropas Parlamenta un Padomes
2001. gada 6. novembra Direktiva 2001/83/EK par Kopienas kodeksu, kas attiecas uz
cilvékiem paredzétaim zalém'’, un Eiropas Parlamenta un Padomes 2001. gada
6. novzeombra Direktiva 2001/82/EK par Kopienas kodeksu, kas attiecas uz veterinaram
zalem™.

Nemot veéra kops 1995.gada giito pieredzi, ir lietderigi saglabat So maksu
pamatprincipus un vispargjo struktiiru, ka ari galvenos darbibas un proceduras

20

OV L 35, 15.2.1995., 1. lpp. Regula jaunakie grozijumi izdariti ar Komisijas Regulu (EK) Nr. 494/2003
(OV L 173,19.3.2003. 6. Ipp.).
ovCl..., [...1, [---] lpp.

ovCl..][...1,[...] Ipp.
OV L 136, 30.4.2004., 1. Ipp.

OV L 311, 28.11.2001., 67.1pp. Direktiva jaunakie grozijumi izdariti ar Direktivu 2004/27/EK
(OV L 136, 30.4.2004., 34. lpp.).

OV L 311, 28.11.2001., 1.1pp. Direktiva jaunakie grozijumi izdariti ar Direktivu 2004/28/EK
(OV L 136, 30.4.2004., 58. Ipp.
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(4)

)

(6)

(7

()

)

(10)

(In

noteikumus, kas noteikti Regula (EK) Nr. 297/95; jo pasSi Agentiiras noteikto maksu
Iimena aprékins japamato ar faktiski nodroSinata pakalpojuma principu un tam jabiit
saistitam ar konkrétam zalém. JanodroSina ari sameérigums starp maksam un ar katra
pieteikuma novertéjumu saistitam izmaksam, ka arT pieprasita pakalpojuma sniegSanu.

Regula (EK) Nr. 726/2004 paredz&ti noteikumi jauniem pécregistracijas uzraudzibas
pasakumiem, kas javeic Agentiirai. Sajos uzdevumos ietilpst atbilstosi Kopienas
procediiram atlauto zalu faktiskas tirdzniecibas parraudziba, tirdzniecibas atlauju
dokumentacijas un dazadu agentiras parvalditu datu bazu uzturé$ana, ka arT pastaviga
at]lauto medikamentu riska un ieguvumu saméra kontrole. Turklat jamazina Agentiiras
atkariba no maksam, kas saistitas ar jauniem pieteikumiem. Tadél gada maksa
japalielina par 10%, lai pielagotos §Tm izmainam.

Jarada jaunas maksu kategorijas, lai aptvertu jaunus, specifiskus uzdevumus, ko tagad
nodroS§ina Agentura, pieméram, attieciba uz jauniem zinatnisko atzinumu veidiem, kas
saistiti ar medikamentu.

Agentiiras valdei, pamatojoties uz izpilddirektora priekSlikumu un labvéligu Komisijas
atzinumu, jabit kompetencei precizét noteikumus, kas vajadzigi, lai piem@rotu So
regulu. Jo 1pasi valdei janosaka detaliz€ta klasifikacija un samazinatu maksu cenrazi
atseviSkiem pakalpojumiem, kad atbilstosas maksas Iimenis ir noteikts ka
maksimalais.

Izpilddirektoram jasaglaba ari kompetence izpémuma gadijumos lemt par maksu
samazinasanu, jo 1pasi attieciba uz atseviskiem gadijumiem, kas saistiti ar Tpasam
zalém un ja samazinasana ir vajadziga neatlickamu sabiedribas vai dzivnieku veselibas
iemeslu de€l. Turklat izpilddirektoram jabiit iesp&jai lemt par atbrivojumiem no maksas
nomaksas pienakuma retu slimibu arst€Sanai un maznozimigakas dzivnieku sugas
ietekmé&joSu slimibu arstéSanai paredz€tu zalu gadijuma, un par dzivnieku sugu
papildinaSanu gadijuma, ja noteikts maksimali pielaujamais atliekvielu daudzums
atbilsto$i procedurai, kas izklastita Padomes 1990. gada 26. jiinija Regula (EEK)
Nr. 2377/90, ar ko nosaka Kopienas procediiru veterinaro zalu maksimali pielaujamo
atlicku daudzumu noteik3anai dzivnieku izcelsmes produktos®'.

Saskana ar Regulas (EK) Nr. 726/2004 70. panta 2. punktu Sai regulai nav jaaptver
apstakli, kados mazie un vidgjie uznp€émumi var maksat samazinatas maksas, atlikt
maksajumus vai sanemt administrativo palidzibu.

Lai maksas vargtu nekavgjoties ieklaut budzeta, janosaka, ka tas maksajamas, sakot no
apstiprinaSanas dienas, paredzot maksajuma terminu zinama dienu skaita ietvaros.

Japaredz noteikumi zinojumiem par §Is regulas TstenoSanu p&c tam, kad iegita
pieredze, un, ja nepiecieSams, maksu Iimena parskatiSanai.

Ir lietderigi ieklaut indeksacijas mehanismu, lai automatiski korig€tu maksas saistiba
ar oficiala inflacijas limena raditajiem.
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(12)

(13)

Konsekvences labad §1 regula japieméro vienlaikus ar Regulas (EK) Nr. 726/2004
pilnigu stasanos spéka. Ta nav japiemero spéka esoSiem pieteikumiem, par ko nav
izlemts tas piemeroSanas bridi.

Tadge] attiecigi jagroza Regula (EK) Nr. 297/95,

IR PIENEMUSI SO REGULU.

1. pants

Regulu (EK) Nr. 297/95 groza sadi:

1)
2)

Regulas 1. panta otraja dala ,,ECU” aizstaj ar ,,EUR”.

Regulas 3. pantu groza $adi:

a)

panta nosaukuma tekstu ,,Regula (EEK) Nr.2309/93” aizstaj ar ,Eiropas
Parlamenta un Padomes Regula (EK) Nr. 726/2004*

* OV L 136, 30.4.2004., 1. lpp.”;

b)

minéta panta 1. punktu groza $adi:

i)

ii)

minéta punkta a) apakSpunktu groza sadi:

ta pirmo dalu aizstaj ar $adu:

»lirdzniecibas atlaujas pieteikumam, kam pievieno pilnigu
dokumentaciju, pieméro pilnu maksu EUR 232 000 apméra. Mingta
maksa attiecas uz vienu stiprumu, kas saistits ar vienu zalu formu
un vienu noform&jumu.”

otras dalas otro teikumu aizstaj ar sadu:

»Mingtais palielinajums attiecas uz vienu papildu stiprumu vai zalu
formu un vienu noform&jumu.”

minéta punkta b) un c) apakSpunktus aizstaj ar sadiem:

,b) Samazinata maksa

Samazinatu maksu EUR 90 000 apméra pieméro tirdzniecibas
atlauju pieteikumiem saskana ar Eiropas Parlamenta un Padomes
Direktivas 2001/83/EK 10. panta 1. punktu, 10. panta 3. punktu un
10.c pantu®*. Min&ta maksa attiecas uz vienu stiprumu, kas saistits
ar vienu zalu formu un vienu noform&jumu.

Ipasu samazinatu maksu EUR 150000 apméra pieméro
tirdzniecibas atlauju pieteikumiem saskand ar Direktivas
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2001/83/EK 10. panta 4. punktu. Minéta maksa attiecas uz vienu
stiprumu, kas saistits ar vienu zalu formu un vienu noform&umu.

Par katru papildu stiprumu vai zalu formu, par ko pieteikumu
iesniedz kopa ar sakotngjo atlaujas pieteikumu, pirmaja un otraja
dala minétas samazinatas maksas palielina par EUR 9 000.
Mingétais palielinajums attiecas uz vienu papildu stiprumu vai zalu
formu un vienu noform&jumu.

Par katru viena un ta paSa stipruma un zalu formas papildu
noform&jumu, par ko pieteikumu iesniedz kopa ar sakotn€jo
atlaujas pieteikumu, pirmaja un otraja dala mingtas samazinatas
maksas palielina par EUR 5 800.

Papildu maksa

Papildu maksu EUR 69 600 apméra pieméro katrai jau pieskirtas
tirdzniecibas atlaujas papildu attiecinasanai Komisijas Regulas
(EK) Nr. 1085/2003*** II pielikuma izpratng.

AtsevisSkos papildu attiecinaSanas gadijumos pieméro samazinatu
papildu maksu apméra no EUR 17 400 lidz EUR 52 200. Minétos
papildu attiecinaSanas gadijumus ieklauj saraksta, ko izveido
saskana ar 11. panta 2. punktu.

Par katru vienas un tas paSas papildu attiecinasanas gadijuma
papildu noformg&umu, par ko pieteikumu iesniedz kopa ar
sakotngjo atlaujas pieteikumu, papildu maksu un samazinatu
papildu maksu palielina par EUR 5 800.

** OV L 311, 28.11.2001., 67. Ipp.

% OV L 159, 27.06.2003., 24. Ipp.”

c)  minéta panta 2. punktu groza $adi:

i

mingta punkta a) apakSpunkta pirmo dalu aizstaj ar $adu:

»Maksu par I veida izmainam pieméro nelielam izmainam tirdzniecibas
atlauja, atbilsto§i Regulas (EK) Nr. 1085/2003 3.panta 2. punkta
definicijai. Maksa par IA veida izmaipam ir EUR 2 500. Maksa par IB
veida izmainam ir EUR 5 800.”

min&ta punkta b) apakSpunkta pirmo dalu aizstaj ar sadu:

,Maksu par II veida izmainam EUR 69 600 apméra piemeéro nozimigam
izmainam tirdzniecibas atlauja, atbilstoSi Regulas (EK) Nr. 1085/2003
3. panta 3. punkta definicijai.
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3)

“4)

Samazinatu maksu par II veida izmainam apméra no EUR 17 400 lidz
EUR 52 200 pieméro atseviskam izmainam. Minétas izmainas ieklauj
saraksta, ko izveido saskana ar 11. panta 2. punktu.”

d)  minéta panta 4. punktu papildina ar $adu dalu:

,Parbaudes maksa ir atSkiriga, atbilstosi parbaudes apjomam un raksturam un
pamatojoties uz nosacijumiem, kas formuléti saskana ar 11. panta 2. punktu.”

€) minéta panta 6. punktu aizstaj ar sadu:
,,0. Gada maksa

Gada maksu EUR 83 200 apméra piem&ro katrai zalu tirdzniecibas atlaujai.
Minéta maksa attiecas uz visiem attiecigd medikamenta atlautajiem
noform&jumiem.

Atseviskiem zalu veidiem piem@ro samazinatu gada maksu apméra no
EUR 20 800 Iidz EUR 62 400. Mingtas zales ieklauj saraksta, ko izveido
saskana ar 11. panta 2. punktu.”

Regulas 4. pantu aizstaj ar sadu:
4. pants

Cilvekiem paredzetas zales, uz kuram attiecas Direktiva 2001/83/EK noteiktas
procediiras

Lietas izskatiSanas maksa

Lietas izskatiSanas maksu EUR 58 000 apméra pieméro gadijuma, ja tirdzniecibas
atlaujas pieteicgjs vai esoSas tirdzniecibas atlaujas paSnieks uzsak procediiras, kas
noteiktas Direktivas 2001/83/EK 30. panta 1. punkta un 31. panta.

Ja pirmaja dala min&tas procediiras ietver vairak neka vienu tirdzniecibas atlaujas
pieteicgju vai esoSas tirdzniecibas atlaujas ipaSnieku, attiecigos pieteic€jus vai
Ipasniekus var apvienot grupa, kam pieméro vienu kopigu lietas izskatiSanas maksu.

Tomér, ja 81 procediira attiecas uz vairak neka 10 dazadiem pieteic€jiem vai
Tpasniekiem, min€to maksu iekas€, piemérojot vienotas likmes maksu.”

Regulas 5. pantu groza $adi:

a)  panta nosaukuma tekstu ,,Regula (EEK) Nr. 2309/93” aizstaj ar “Regula (EK)
Nr. 726/2004”;

b)  minéta panta 1. punktu groza $adi:
1)  minéta punkta a) apakSpunktu groza sadi:
— ta pirmo dalu aizstaj ar $adu:

,lirdzniecibas atlaujas pieteikumam, kam pievieno pilnigu
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dokumentaciju, pieméro pilnu maksu EUR 116 000 apmeéra. Mingta
maksa attiecas uz vienu stiprumu, kas saistits ar vienu zalu formu
un vienu noform&jumu.”

— otras dalas otro teikumu aizstaj ar sadu:

»Mingtais palielinajums attiecas uz vienu papildu stiprumu vai zalu
formu un vienu noform&jumu.”

— ceturtaja dala “vakcinas” aizstaj ar “imunologiskas veterinaras
zales”

minéta punkta b) apakSpunktu aizstaj ar §adu:

»Samazinatu maksu EUR 58 000 apméra pieméro tirdzniecibas atlauju
pieteikumiem saskana ar Eiropas Parlamenta un Padomes Direktivas
2001/82/EK 13. panta 1. punktu, 13. panta 3. punktu un 13.c pantu**.
Minéta maksa attiecas uz vienu stiprumu, kas saistits ar vienu zalu formu
un vienu noformgjumu.

IpaSu samazinatu maksu EUR 98 000 apméra pieméro tirdzniecibas
atlauju pieteikumiem saskana ar Direktivas 2001/82/EK 13. panta
4. punktu. Minéta maksa attiecas uz vienu stiprumu, kas saistits ar vienu
zalu formu un vienu noformé&jumu.

Par katru papildu stiprumu vai zalu formu, par ko pieteikumu iesniedz
kopa ar sakotngjo atlaujas pieteikumu, pirmaja un otraja dala minétas
samazinatas maksas palielina par EUR 11 600. Minétais palielinajums
attiecas uz vienu papildu stiprumu vai zalu formu un vienu noform&jumu.

Par katru viena un ta pasa stipruma un zalu formas papildu noform&jumu,
par ko pieteikumu iesniedz kopa ar sakotngjo atlaujas pieteikumu,
pirmaja un otraja dala minétas samazinatas maksas palielina par
EUR 5 800.

Imunologisku veterinaro zalu gadijuma maksu samazina lidz
EUR 29 000, par katru papildu stiprumu un/vai zalu formu un/vai

noform&jumu maksu palielina par EUR 5 800.

S1b) apaks$punkta nolikiem mérksugu skaits nav svarigs.

k% OV L 311, 28.11.2001., 1. Ipp.”

iii)

mingta punkta c¢) apakSpunktu aizstaj ar sadu:
»C) Papildu maksa
Papildu maksu EUR 29 600 apm@ra pieméro katrai jau pieskirtas

tirdzniecibas atlaujas papildu attiecinasanai Komisijas Regulas (EK)
Nr. 1085/2003 II pielikuma izpratng.
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c)

d)

AtseviSkos papildu attiecinasanas gadijumos piemé&ro samazinatu papildu
maksu apméra no EUR 7200 Iidz EUR 21 700. Min&tos papildu
attiecinasanas gadijumus ieklauj saraksta, ko izveido saskana ar 11. panta
2. punktu.

Par katru vienas un tas pasas papildu attiecinaSanas gadijuma papildu
noform&jumu, par ko pieteikumu iesniedz kopa ar sakotngjo atlaujas
pieteikumu, papildu maksu un samazinatu papildu maksu palielina par
EUR 5 800.”

minéta panta 2. punktu groza $adi:
1)  mingta punkta a) apakSpunkta pirmo dalu aizstaj ar Sadu:

,»Maksu par I veida izmainam pieméro nelielam izmainam tirdzniecibas
atlauja, atbilstosi Regulas (EK) Nr. 1085/2003 3. panta 2. punkta
definicijai. Maksa par IA veida izmainam ir EUR 2 500. Maksa par IB
veida izmainam ir EUR 5 800.”

11)  min&ta punkta b) apakSpunktu aizstaj ar Sadu:
,»Maksu par Il veida izmainam EUR 34 800 apméra pieméro

nozimigam izmainam tirdzniecibas atlauja, atbilstosi Regulas (EK)
Nr. 1085/2003 3. panta 3. punkta definicijai.

Samazinatu maksu par Il veida izmainam apméra no EUR 8 700
lidz EUR 26 100 piem@ro atseviskam izmainam. Minétas izmainas
ieklauj saraksta, ko izveido saskapa ar 11.panta 2.punktu.”

Imunologisku veterinaro zalu gadijuma §1 maksa ir EUR 5 800.
Gadijuma, ja ievie§ viena un ta pasa veida izmainas, tad pirmaja,
otraja un treSaja dala minéta maksa attiecas uz visiem atlautajiem
stiprumiem, zalu formam un noform&jumiem.

minéta panta 4. punktu papildina ar §adu dalu:

»Parbaudes maksa ir atSkiriga, atbilstoSi parbaudes apjomam un raksturam un
pamatojoties uz nosacijumiem, kas formuléti saskana ar 11. panta 2. punktu.”

minéta panta 6. punktu aizstaj ar sadu:
,0. Gada maksa

Gada maksu EUR 27 700 apméra piem&ro katrai zalu tirdzniecibas atlaujai.
Mingta maksa attiecas uz visiem attiecigd medikamenta atlautajiem
noform&jumiem.

Atseviskiem zalu veidiem pieméro samazinatu gada maksu apméra no

EUR 6 900 Iidz EUR 20 800. Mingtas zales ieklauj saraksta, ko izveido
saskana ar 11. panta 2. punktu.”
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)

(6)

(7

Regulas 6. pantu aizstaj ar sadu:

,,0. pants

Veterinaras zales, uz kuram attiecas Direktiva 2001/82/EK noteiktas procediiras
Lietas izskatiSanas maksa

Lietas izskatiSanas maksu EUR 34 800 apméra pieméro gadijuma, ja tirdzniecibas
atlaujas pieteic€js vai esosas tirdzniecibas atlaujas Ipasnieks uzsak procediras, kas
noteiktas Direktivas 2001/82/EK 34. panta 1. punkta un 35. panta.

Ja pirmaja dala min&tas procediiras ietver vairak neka vienu tirdzniecibas atlaujas
pieteic€ju vai esoSas tirdzniecibas atlaujas ipasnieku, attiecigos pieteic€jus vai
ipasSniekus var apvienot grupa, kam pieméro vienu kopigu lietas izskatiSanas maksu.
Tomer, ja $1 procediira attiecas uz vairak neka 10 dazadiem pieteicgjiem vai
1pasniekiem, minéto maksu iekas€, piemerojot vienotas likmes maksu.”

Regulas 7. pantu groza $adi:

a)  panta nosaukuma ,,veterinarajam zaleém” tiek aizstats ar “veterinarajam zalém
saskana ar Padomes Regula (EEK) Nr. 2377/90 noteiktajam procediiram™****

*HdxkQOV L 224, 18.8.1990., 1. Ipp.”

b)  minéta panta 1. punkta otro dalu aizstaj ar Sadu:

,»Papildu maksu EUR 17 400 apméra pieméro katram pieteikumam attieciba uz
esosa maksimali pielaujama atliekvielu daudzuma groziSanu, atbilstosi viena
no Regulas (EEK) Nr. 2377/90 pielikumiem ieklautajam.”

c)  panta 2. punktu svitro.

Regulas 8. pantu aizstaj ar Sadu:

»8. pants

Dazadas maksas

1. Zindtnisko konsultaciju maksa

Zinatnisko konsultaciju maksa tiek piemérota, ja tiek iesniegts pieteikums par
zinatniskajam konsultacijam attieciba uz dazadu izméginajumu un parbauzu
veikSanu, kas vajadzigas, lai pieraditu zalu kvalitati, droSumu un efektivitati.
Attieciba uz cilvékiem paredz&tam zalém min&ta maksa ir EUR 69 600.

Attieciba uz veterinarajam zalém minéta maksa ir EUR 34 800.

Samazinatu zinatnisko konsultaciju maksu apméra no EUR 17 400 lidz EUR 52 200

pieméro konkrétam zinatniskajam konsultacijam attieciba uz cilvékiem paredzetam
zalem.
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®)

Samazinatu zinatnisko konsultaciju maksu apméra no EUR 8 700 lidz EUR 26 100
pieméro konkr&tam zinatniskajam konsultacijam attieciba uz veterinarajam zalém.

Ceturtaja un piektaja dala minétas zinatniskas konsultacijas ieklauj saraksta, ko
izveido saskana ar 11. panta 2. punktu.

2. Maksa par zinatniskajiem pakalpojumiem, kas nav ietverti 3. lidz 7. pantda vai
8. panta 1. punkta

Zinatnisko pakalpojumu maksu pieméro, ja iesniegts pieteikums zinatniskajam
konsultacijam vai zinatniskas komitejas atzinumam, kas nav ietverts 3. lidz 7. panta
vai 8. panta 1.punkta. Tas ietver jebkuru tradicionalo augu izcelsmes zalu
novértéSanu, jebkuru atzinumu par eksperimentali lietojamiem medikamentiem,
jebkuras konsultacijas par paligvielam, ieskaitot asins derivatus, ko izmanto
medicinas ierices, un jebkuru plazmas pamatlietu un vakcinas antigéna pamatlietu
1zverteésanu.

Attieciba uz cilveékiem paredz&tam zalém §1 maksa ir EUR 232 000.
Attieciba uz veterinarajam zalém $1 maksa ir EUR 116 000.

3. panta noteikumus piem&ro jebkuram zinatniskam atzinumam attieciba uz tadu
cilvékiem paredzeétu zalu novertéSanu, kas paredzetas tikai tirgum arpus Kopienas,
saskana ar Regulas (EK) Nr. 726/2004 58. pantu.

Samazinatu zinatnisko pakalpojumu maksu apméra no EUR 2 500 Iidz EUR 200 000
pieméro atseviSkiem zinatniskiem atzinumiem vai pakalpojumiem, kas saistiti ar
cilvékiem paredz&tam zaleém.

Samazinatu zinatnisko pakalpojumu maksu apméra no EUR 2 500 lidz EUR 100 000
pieméro atseviSkiem zinatniskiem atzinumiem vai pakalpojumiem, kas saistiti ar
veterinarajam zalém.

Piektaja un sestaja dala min€tos zinatniskos atzinumus vai pakalpojumus ieklauj
saraksta, ko izveido saskana ar 11. panta 2. punktu.

3. Maksa par administrativajiem pakalpojumiem

Maksu apméra no EUR 100 lidz EUR 5800 pieméro administrativajiem
pakalpojumiem, ja dokumentus vai sertifikatus izdod arpus to pakalpojumu ietvara,
uz kuriem attiecas cita maksa, kas paredzeta Saja regula, vai ja pieteikums ir noraidits
pec saistitds dokumentacijas administrativas apstiprinaSanas slédziena vai ja
japarbauda informacija, ko pieprasa paral€las izplatiSanas gadijuma.

Pakalpojumu un maksu klasifikaciju ieklauj saraksta, ko izveido saskana ar 11. panta
2. punktu.”

Regulas 9. panta otro dalu aizstaj ar sadu:
,» Var pieskirt pilnigu vai dal&ju atbrivojumu no $aja regula noteikto maksu nomaksas,

jo 1pasi retu slimibu arstéSanai un maznozimigakas dzivnieku sugas ietekmgjosu
slimibu arstéSanai paredzetu zalu gadijuma vai lai attiecinatu pasreiz€jo maksimali
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€))

(10)

pielaujamo atliekvielu daudzumu uz papildu dzivnieku sugam, vai zalém, kas
pieejamas eksperimentalai lietoSanai.

Siki nosacijumi pilnigu vai dal&ju atbrivojumu piemérosanai tiek noteikti atbilstosi
11. panta 2. punktam.

Maksa, kas maksajama par atzinumu attieciba uz eksperimentalai lietoSanai
paredz€tam zaleém, tiek aprékinata no maksas, kas maksajama par tadu pasu zalu
tirdzniecibas atlaujas pieteikumu, ja So pieteikumu iesniedz tas pats pieteicgjs.”

Regulas 10. pantu aizstaj ar $adu:
»10. pants
Maksasanas diena un maksajuma atlikSana

1. Maksas maksajamas atbilstosa pieteikuma administrativas apstiprinaSanas diena,
ja vien 1pasSos noteikumos neparedz citadi. Tas ir maksajamas 45 dienu laika p&c
datuma, kad pieteic€jam pazinots par administrativo apstiprinaSanu. Maksajumu
valiita ir EUR.

Gada maksa jamaksa pirmaja un katra nakamaja gadadiena pe&c pazinojuma par
lémumu attieciba uz tirdzniecibas atlauju. Ta maksajama 45 dienu laika péc
maksasanai paredzeta datuma. Gada maksa attiecas uz ieprieks€jo gadu.

Parbaudes maksa maksajama 45 dienu laika pec datuma, kura veikta parbaude.

2. Maksajumu par tirdzniecibas atlaujas pieteikumu attieciba uz zalém, kas jaizmanto
cilveku pandémijas gadijuma, var atlikt lidz laikam, kad min€to pandémijas situaciju
pienaciga veida atzist vai nu Pasaules Veselibas organizacija vai Kopiena Eiropas
Parlamenta un Padomes Lémuma 2119/98/EK ietvaros****** Sida maksajuma
atlikSana neparsniedz piecus gadus.

3. Ja saskana ar So regulu maksajama maksa joprojam nav samaksata noteiktaja
maksaSanas termina, neierobezojot agentiiras iespéjas ierosinat tiesvedibu, kas tai
pieskirtas ar Regulas (EK) Nr.726/2004 71. pantu, izpilddirektors var izlemt
nesniegt pieprasitos pakalpojumus vai apturét visus uzsaktos pakalpojumus un
procediiras, 1idz tiek samaksata attiecigd maksa, ieskaitot atbilstoSos procentus, kas
paredzeti Komisijas Regulas (EK, Euratom) Nr. 2342/2002 86. panta**###**,

Fadckxk OV L 268, 3.10.1998., 1. Ipp.
*adkkxk* OV L 357,31.12.2002., 1. Ipp.”
Regulas 11. panta 2. punktu aizstaj ar §adu:

,»2. Neierobezojot Regulas (EK) Nr. 726/2004 noteikumus, Agentiiras valde péc
izpilddirektora ierosindjuma un p&c Komisijas labvéliga atzinuma var precizet
jebkurus noteikumus, kas vajadzigi, lai piemérotu So regulu.”
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Regulas 12. pantu groza sadi:

a) otraja dala tekstu “Regulas (EEK) Nr. 2309/93 73. panta” aizstaj ar “Regulas
(EK) Nr. 726/2004 87. panta 2. punkta, iznemot atjauninasanu, kas paredzeta §1
panta piektaja dala.”

b)  treSo un ceturto dalu aizstaj ar sadu:

,»Piecu gadu laika péc §is regulas stasanas speka Komisija Padomei iesniedz parskatu
par tas 1stenoSanu.

Jebkura maksu parskatiSana ir pamatota ar Agentiiras izmaksu izvert€Sanu un
pamatojoties uz atbilstigam dalibvalstis sniegto pakalpojumu izmaksam. Minétas
izmaksas aprékina atbilstoSi visparpienemtajam = starptautiskajam  izmaksu
aprékinasanas metodém.”

c) pievieno $adu piekto dalu:
»dakot ar katra gada 1. aprili Komisija parskata maksas, atsaucoties uz inflacijas

Iimeni, kas publicéts Eiropas Savienibas Oficialaja Véstnest, un tas Korigg.”

2. pants
Parejas posms

So regulu nepieméro derigiem pieteikumiem, par kuriem nav izlemts lidz 2005. gada

20. novembrim.

3. pants
Spéka stasanas

St regula stajas speka [tresaja] diena pec publicgsanas Eiropas Savienibas Oficialaja Veéstnes.

To pieméro no 2005. gada 20. novembra.

St regula uzliek saistibas kopuma un ir tieSi piemérojama visas dalibvalstis.

Briselg, [...]

Padomes varda —
prieksséedetajs

[..]
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FINANSU PARSKATS LIKUMDOSANAS NOLUKOS

Policy area(s): Internal Market (Article 95 TEC).

Activit(y/ies): The activities of the European Medicines Agency are included in the
following policies:

- Improving the protection of public health across the Community;

- Maintaining a reliable and independent source of scientific advice and information on
medicinal products;

- Supporting the achievement of the internal market for the pharmaceutical sector.

Title of action: PROPOSAL FOR A COUNCIL REGULATION AMENDING COUNCIL
REGULATION (EC) No 297/95 ON FEES PAYABLE TO THE EUROPEAN
MEDICINES AGENCY (EMEA)

1. BUDGET LINE(S) + HEADING(S)

02.040201 — European Agency for the Evaluation of Medicinal Products — Subsidy
under Titles 1 and 2

02.040202 — European Agency for the Evaluation of Medicinal Products — Subsidy
under Title 3

2. OVERALL FIGURES
2.1. Total allocation for action (Part B): € million for commitment
2.2, Period of application:

The proposed Regulation should apply from 20 November 2005. The overall impact on revenues
has been calculated for 2005-2010 and indicates a rough increase of the gross revenues of the
Agency from 2 to 4 million euro per year. Nevertheless, additional costs resulting from the new
tasks provided to the Agency by Regulation (EC) No 726/2004 have not yet been fully assessed.
As a consequence, the effect on the level of subsidy from the UE budget can only be evaluated in
a further stage.

The detailed results of the calculation of revenues are provided in Section 10: Annex of the
Legislative Financial Statement.
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2.3. Overall multiannual estimate of expenditure:

(a) Schedule of commitment appropriations/payment appropriations (financial intervention)
(see point 6.1.1)

€ million (to three decimal places)

[n+5
and
subs.
Years]

Year | [nt+1] | [nt2] | [n+3] | [nt+4] Total

[n]

Commitments

Payments

(b) Technical and administrative assistance and support expenditure(see point 6.1.2)

Commitments

Payments

Subtotal a+b

Commitments

Payments

(c) Overall financial impact of human resources and other administrative expenditure
(see points 7.2 and 7.3)

Commitments/
payments

TOTAL a+b+c

Commitments

Payments

24. Compatibility with financial programming and financial perspective
[X] Proposal is compatible with existing financial programming.

Proposal will entail reprogramming of the relevant heading in the financial
perspective.

Proposal may require application of the provisions of the Interinstitutional
Agreement.

LV 20 LV



LV

2.5. Financial impact on revenue:

[X] Proposal has no financial implications (involves technical aspects regarding
implementation of a measure)

OR
Proposal has financial impact — the effect on revenue is as follows:

(NB All details and observations relating to the method of calculating the effect on
revenue should be shown in a separate annex.)

(€ million to one decimal place)

Prior to Situation following action
action
Budget line Revenue [Year [Year |[n+1]|[n+2]| [n+3] |[n+4]|[n+5]
n-1 ] Il]
a) Revenue in absolute terms
b) Change in revenue A

(Please specify each budget line involved, adding the appropriate number of rows to the
table if there is an effect on more than one budget line.)

3. BUDGET CHARACTERISTICS
Type of expenditure New EFTA Contributions Heading in
contribution | form applicant financial
countries perspective
Non-comp Non-diff NO YES NO No 3 (1a)
4. LEGAL BASIS

As laid down in Article 67(3) of Regulation (EC) No 726/2004, the Agency's revenue shall consist
of a contribution from the Community and fees paid by undertakings for obtaining and
maintaining Community marketing authorisations and for other services provided by the Agency .

The current amounts and structure of the fees are laid down in Council Regulation (EC) No
297/95, of 10 February 1995, on fees payable to the European Agency for the Evaluation of
Medicinal Products. There is hence a clear legal basis for Community action.

2 For further information, see separate explanatory note.
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5. DESCRIPTION AND GROUNDS

Details of the context of the proposal are given in the Explanatory Memorandum.
5.1. Need for Community intervention *

5.1.1.  Objectives pursued

(For more details, see Section 2 of the Explanatory Memorandum.)

The main objectives of the proposal are:

- To adapt the existing fee scheme to the revised pharmaceutical legislation and the new
responsibilities conferred to the EMEA, taking in consideration the experience with the current
system,;

- To ensure proportionality between the amount of the fees and the nature of the service actually
provided by the Agency;

- To alleviate the financial pressure put on applicants, without undermining the Agency’s ability to
perform its tasks.

The proposal’s objectives contribute to the three strategic goals of the Community framework for
the authorisation, supervision and surveillance of medicinal products, and the establishment of the
European Medicines Agency, i.e.:

- Protecting public health across the Community;

- Maintaining a reliable and independent source of scientific advice and information on medicinal
products;

- Supporting the achievement of the internal market for the pharmaceutical sector.
5.1.2.  Measures taken in connection with ex ante evaluation

(For more details, see the Impact Assessment and Sections 2.3 & 2.4 of the Explanatory
Memorandum.)

Firstly, an Impact Assessment, which accompanies this Financial Statement, was conducted on the
Commission’s proposal. It primarily draws on experience with the existing EU pharmaceutical
market and regulatory framework, experience with the current fees scheme, extensive consultation
with stakeholders (in particular industry associations, see below), and feedback from the EMEA.

Secondly, the Commission launched in July 2004 an external consultation on its draft proposal,
and received numerous contributions from industry associations, regulators, and individual
companies. Some of them, especially the ones from industry associations, were the result of wider,
internal consultation. Contributions were carefully taken in consideration for the refinement of the
Commission’s draft.

3 For further information, see separate explanatory note.
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5.1.3. Measures taken following ex post evaluation
(For more details, see Section 2.2 of the Explanatory Memorandum)

The EMEA has provided the Commission with an in-depth analysis of the operation of the current
fee system™. Such analysis has led to three main conclusions:

- The general principles, as well as the overall structure of the fees, have indeed enabled the
Agency to fulfill its mission since 1995; they should therefore be maintained. Thus, most of the
fees should not be changed.

- In order to adequately cover post-marketing costs and to reduce the Agency’s revenues
dependence on the payment of initial fees related to new applications, it appears necessary to
increase the annual fee.

- In order to ensure flexibility and to better reflect the actual level of scientific input and service
provided, the use of graduated fees should be extended.

5.2. Action envisaged and budget intervention arrangements

Achievement of the objectives and expected results can easily be measured, for instance in terms
of:

-Number of medicinal products subject to a scientific evaluation by the EMEA;
-Number of products granted a Community marketing authorisation and placed on the market;
-Number of scientific advices given for products in the development phase;

-Number of requests for post-marketing studies, pharmacovigilance plans and risk management
systems, and the delivery against those plans;

-Number of variations applications and line extensions applications submitted to the Agency;
-Number of arbitration and Community referrals made to the EMEA;

etc.

5.3. Methods of implementation

Centralised Management, indirectly by delegation to a body set up by the Communities as referred
to in art. 185 of the Financial Regulation (EMEA)

2 Report to the European Commission on financing the European Agency for the Evaluation of Medicinal

Products, EMEA Management Board, March 2004.
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6. FINANCIAL IMPACT

6.1. Total financial impact on Part B - (over the entire programming period)

(The method of calculating the total amounts set out in the table below must be explained by the

breakdown in Table 6.2. )

6.1.1. Financial intervention
Commitments (in € million to three decimal places)
Breakdown [Year [n+1] [n+2] [n+3] [n+4] [n+5 Total
n] and
subs.
Years]
Action 1
Action 2
etc.
TOTAL
6.1.2. Technical and administrative assistance, support expenditure and IT expenditure
(commitment appropriations)
[Year [n+1] [n+2] [n+3] [n+4] [n+5 Total
n] and
subs.
years]
1) Technical and
administrative assistance
a) Technical assistance
offices
b) Other technical and

administrative assistance:

- intra muros:

- extra muros:

of which for construction
and maintenance of
computerised management
systems

Subtotal 1
2) Support expenditure
a) Studies
b) Meetings of experts

¢) Information and
publications
Subtotal 2

TOTAL

24
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6.2.
period)25

Calculation of costs by measure envisaged in Part B (over the entire programming

(Where there is more than one action, give sufficient detail of the specific measures to be taken for
each one to allow the volume and costs of the outputs to be estimated.)

Commitments (in € million to three decimal places)

Breakdown Type Number of Average unit Total cost
of outputs outputs cost
(projects, files ) (total for years
(total for years 1...n)
1...n)
1 2 3 4=(2X3)
Action 1
- Measure 1
- Measure 2
Action 2
- Measure 1
- Measure 2
- Measure 3
elc.
TOTAL COST
If necessary explain the method of calculation
7. IMPACT ON STAFF AND ADMINISTRATIVE EXPENDITURE
7.1. Impact on human resources
Staffto be a ss1gn.ed. to managemer.lt. of the Description of tasks deriving from the
action using existing and/or additional action
Types of post resources Total
Number of Number of
permanent posts temporary posts
A
Officials B If necessary, a fuller description of the
temporary staff
C tasks may be annexed.

Other human resources

Total

25

For further information, see separate explanatory note.
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7.2. Overall financial impact of human resources

Type of human resources

Amount (€) Method of calculation *

Officials
Temporary staff

Other human resources

(specify budget line)

Total

The amounts are total expenditure for twelve months.

7.3. Other administrative expenditure deriving from the action

Budget line

(number and heading)

Amount € Method of calculation

Overall allocation (Title A7)

A0701 — Missions

A07030 — Meetings

A07031 — Compulsory committees '
A07032 — Non-compulsory committees '
A07040 — Conferences

A0705 — Studies and consultations

Other expenditure (specify)

Information systems (A-5001/A-4300)

Other expenditure - Part A (specify)

Total

The amounts are total expenditure for twelve months.

! Specify the type of committee and the group to which it belongs.

L Annual total (7.2 +7.3)
I1. Duration of action

I11. Total cost of action (I x II)

€
years
€

(In the estimate of human and administrative resources required for the action, DGs/Services must
take into account the decisions taken by the Commission in its orientation/APS debate and when
adopting the preliminary draft budget (PDB). This means that DGs must show that human
resources can be covered by the indicative pre-allocation made when the PDB was adopted.

Exceptional cases (i.e. those where the action concerned could not be foreseen when the PDB was
being prepared) will have to be referred to the Commission for a decision on whether and how (by
means of an amendment of the indicative pre-allocation, an ad hoc redeployment exercise, a
supplementary/amending budget or a letter of amendment to the draft budget) implementation of
the proposed action can be accommodated.)
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8. FOLLOW-UP AND EVALUATION
8.1. Follow-up arrangements

Most of the effects of the proposal lend themselves to direct, quantitative measurement.
Furthermore, Articles 67 to 70 of Regulation (EC) No 726/2004 lay down financial provisions for
the annual preparation, execution, monitoring and reporting of the EMEA budget, including
revenues from fees paid by undertakings. Consequently, adequate monitoring data (such as the set
of indicators listed in Section 5.3) will be collected in the context of the implementation of these
Articles.

8.2 Arrangements and schedule for the planned evaluation

It is foreseen that within five years of the entry into force of the Regulation, the Commission will
present a report on its implementation. Future reviews will be based on an evaluation of the
Agency’s costs and on the basis of the related costs of the services provided for by the Member
States, and calculated in accordance with generally accepted international costing methods.

Besides, the Agency will provide annually an extensive analysis of the application of this
Regulation, through its Annual Report.

9. ANTI-FRAUD MEASURES

The European Medicines Agency has specific budgetary control mechanisms and procedures. The
Management Board, which comprises representatives of the Member States, the Commission and
the European Parliament, adopts the budget (Article 66(f) of Regulation (EC) No 726/2004), as
well as the internal financial provisions (Article 66(g)). The European Court of Auditors examines
the execution of the budget each year (Article 68.3).

Regarding fraud, corruption and other unlawful activities, the provisions of Regulation (EC) No
1073/1999 of the European Parliament and of the Council of 25 May 1999 concerning
investigations conducted by the European Anti-Fraud Office (OLAF) apply to the EMEA without
restriction. Besides, a decision concerning co-operation with the OLAF was already adopted on 1
June 1999 (EMEA/D/15007/99).

Finally, the Quality Management System applied by the Agency supports a continuous review,
whose objective is to ensure that the correct procedures are followed and that these procedures and
policies are pertinent and efficient. Several internal audits are undertaken each year as part of this
process.

10. ANNEX: DETAILED CALCULATION OF THE PROPOSAL’S FINANCIAL IMPACT

The Commission’s proposal aims at amending the current legal framework on the fees payable to
the EMEA, as laid down in Council Regulation (EC) No 297/95, as amended, in order to take into
account the new tasks of the Agency, as well as the modifications of existing tasks introduced by
the recent revision of the pharmaceutical legislation.

As laid down in Article 67(3) of Regulation (EC) No 726/2004, the Agency’s revenues consist of
a contribution from the Community, and fees paid by companies. As this proposal introduces new
fees, it is necessary to assess the quantitative impact of this new scheme, in order to further
determine whether or not it would imply a reconsideration of the Community contribution.
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Methodology

Nota Bene: Evidently, the financial impact of Regulation (EC) No 726/2004 as such lies outside
the scope of this Financial Legislative Statement, since it was already addressed in the context of
the global revision of the pharmaceutical legislation®.

The Commission’s proposal introduces, for a limited subset of fee types, changes (either increases
or decreases) in amounts payable to the EMEA (see Table 1).

For these fees where changes are introduced, the numbers of corresponding applications have been
estimated, in collaboration with the EMEA, for the 2006-2010 time peri0d27. This enables to
forecast the financial impact of the fees changes over that period, and to compare it to the
Agency’s total revenues forecast, as provided by the EMEA®,

Results

The results are given in Tables 2-4. For ease of reference and comparison, the estimates for year
2004 are also provided.

The forecast shows that the overall impact of the fees changes:
-represents 2.8 to 3% of the Agency’s annual revenues from fees;
-represents 1.9 to 2.5% of the Agency’s total annual revenues (fees + Community contribution);

Given that the error margin for the revenues forecasts is about 5-10%, and that the calculation
does not take into account inflation, which at present is around 2.1% in the EU, the overall impact
of the fees changes, compared to the Agency’s total revenues, is relatively moderate (less than
2.5%).

However, in absolute numbers, this still represents 2 to 4 millions Euros per year and 9% to 15%
of the general subsidy entered in budget 2005, which cannot be considered entirely negligible.
This should therefore be taken into account in the next budgetary procedures, when reviewing the
Community contribution to the EMEA for the 2005-2010 time period. For that review, the ‘fees’
parameter will also have to be balanced with the costs incurred by the Agency for the
implementation of Regulation (EC) No 726/2004.

26 For more details, see 2001/0252 (COD)

7 As the new Regulation will apply from 20 November 2005, the impact for 2005 is assumed to be negligible.

2 For more details on revenues forecasts, see the ‘Report to the European Commission on financing of the
EMEA’, Management Board of the EMEA, March 2004.
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Table 1: EMEA Fees changes introduced by the Commission’s proposal. Changes are highlighted in bold (4" column)

(in Euros) Current Proposal Dif. Ref.
Human

Full fee base 232000 232000 0% Art. 3(1)(a)
addit. strength/form 23200 23200 0% Art. 3(1)(a)
addit. presentation 5800 5800 0% Art. 3(1)(a)
Reduced fee base 116000 generic 90000 -22% Art. 3(1)(b)
bio-similar 150000 NEW Art. 3(1)(b)
addit. strength/form 23200 9000 -61% Art. 3(1)(b)
addit. presentation 5800 5800 0% Art. 3(1)(b)
Extension fee new strength/form etc. 58000 max 69600 20% Art. 3(1)(c)
new presentation 11600 5800 -50% Art. 3(1)(c)
Type | variation 5800 1A 2500 -57% Art. 3(2)(a)
1B 5800 0% Art. 3(2)(a)
Type Il variation 69600 max 69600 0% Art. 3(2)(b)
Renewal 11600 11600 0% Art. 3(3)
Inspection 17400 max 17400 0% Art. 3(4)
Transfer 5800 5800 0% Art. 3(5)
Annual fee 75600 max 83200 10% Art. 3(6)
Referral 58000 58000 0% Art. 4
Scientific advice 69600 max 69600 0% Art. 8(1)
Scientific services max 232000 NEW Art. 8(2)
Administrative services 5800 max 5800 0% Art. 8(3)

Veterinary
Full fee base 116000 116000 0% Art. 5(1)(a)
addit. strength/form 11600 11600 0% Art. 5(1)(a)
addit. presentation 5800 5800 0% Art. 5(1)(a)
Full fee vaccines vaccines 58000 | immunologicals 58000 0% Art. 5(1)(a)
addit. strength/form/pres. 5800 5800 0% Art. 5(1)(a)
Reduced fee base 58000 generic 58000 0% Art. 5(1)(b)
bio-similar 98000 NEW Art. 5(1)(b)
addit. strength/form 11600 11600 0% Art. 5(1)(b)
addit. presentation 5800 5800 0% Art. 5(1)(b)
Reduced fee vaccines vaccines 29000 | immunologicals 29000 0% Art. 5(1)(b)
addit. strength/form/pres. 5800 5800 0% Art. 5(1)(b)
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Extension fee new strength/form etc. 29000 max 29000 0% Art. 5(1)c
new presentation 5800 5800 0% Art. 5(1)c

vaccines 5800 (vaccines 5800 0% Art. 5(1)c

Type | variation 5800 1A 2500 -57% Art. 5(2)(a)
1B 5800 0% Art. 5(2)(a)

Type Il variation 34800 max 34800 0% Art. 5(2)(b)
vaccines 5800 5800 0% Art. 5(2)(b)

Renewal 5800 5800 0% Art. 5(3)
Inspection 17400 max 17400 0% Art. 5(4)
Transfer 5800 5800 0% Art. 5(5)
Annual fee 25200 max 27700 10% Art. 5(6)
Referral 34800 34800 0% Art. 6
MRL fee base 58000 58000 0% Art. 7
amend/extend existing MRL 17400 17400 0% Art. 7

clinical trials 17400 17400 0% Art. 7

Scientific Advice 34800 max 34800 0% Art. 8(1)
Scientific services max 116000 NEW Art. 8(2)
Administrative services 5800 max 5800 0% Art. 8(3)

LV
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2004 2005 | 2006
Human Current | Proposal Dif. # files # files # financial
files impact
Reduced fee generic 116000 90000 -26000 0 0 3 -78000
biosimilar - 150000 150000 - - 3 450000
addit. 23200 9000 -14200 0 0 0 0
strength/form
Extension fee new 58000 69600 11600 8 10 10 116000
strength/form
etc.
new presentation 11600 5800 -5800 4 5 5 -29000
Type | variation Type IA 5800 2500 -3300 280 300 330 -1089000
Annual fee 75600 83200 7600 214 241 264 2006400
Scientific services Maximum - 232000
VAMF/PMF - 30000 30000 - - 15 450000
Other - 150000 150000 - - 3 450000
Veterinary
Reduced fee biosimilar - 98000 98000 - - 0 0
Type | variation Type IA 5800 2500 -3300 25 30 35 -115500
Annual fee 25200 27700 2500 35 38 42 105000
Scientific services - 116000 116000 - - 0 0
Total Impact 2265900
Total EMEA Revenues from fees 64800000 73700000 80397000
RELATIVE IMPACT (%) 2,8%
Total EMEA Revenue (fees+Community 96619000 108237000 117615000
contribution)
RELATIVE IMPACT (%) 1,9%

Table 2: Financial impact of the proposal for 2005-2006. Financial figures are given in Euros. Estimates for
year 2004 are also provided, for information. As the new Regulation will apply from 20 November 2005, the
impact for 2005 is assumed to be negligible.

Note: Regarding Scientific services for medicinal products for human use, the Commission’s proposal
introduces a wide range of fees amounts (from 2500 Euros to 232 000 Euros), depending on the type of service
actually provided. The calculation is based on the assumption that the fees for certification of Vaccine Antigen
Master Files and Plasma Master Files (VAMF/PMF) will be about 30000 Euros, and that other services will be
charged 150000 Euros on average.
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2007 2008
Human Current | Proposa Dif. | #files financial | # files financial
1 impact impact
Reduced fee generic 116000 90000 -26000 6 -156000 8 -208000
biosimilar - 150000 150000 5 750000 6 900000
addit. 23200 9000 -14200 1 -14200 1 -14200
strength/form
Extension fee new 58000 69600 11600 12 139200 14 162400
strength/form etc.
new presentation 11600 5800 -5800 6 -34800 7 -40600
Type | variation Type IA 5800 2500 -3300 355 -1171500 380 -1254000
Annual fee 75600 83200 7600 280 2128000 307 2333200
Scientific services Maximum - 232000
VAMF/PMF - 30000 30000 20 600000 18 540000
Other - 150000 150000 5 750000 750000
Veterinary
Reduced fee biosimilar - 98000 98000 0 0 0 0
Type | variation Type IA 5800 2500 -3300 40 -132000 46 -151800
Annual fee 25200 27700 2500 47 117500 53 132500
Scientific services - 116000 116000 0 0 0 0
Total Impact 2976200 3149500
Total EMEA Revenues from fees 90416000 99518000
RELATIVE IMPACT (%) 3,3% 3,2%
Total EMEA Revenue (fees+Community 128567000 138446000
contribution)
RELATIVE IMPACT (%) 2,3% 2,3%

Table 3: Financial impact of the proposal for 2007-2008. Financial figures are given in Euros.
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2009 2010
Human Current | Proposal Dif. # files financial | # files financial
impact impact
Reduced fee generic 116000 90000 -26000 10 -260000 12 -312000
biosimilar - 150000 [ 150000 6 900000 7 1050000
addit. 23200 9000 -14200 2 -28400 3 -42600
strength/form
Extension fee new 58000 69600 11600 17 197200 19 220400
strength/form
etc.
new 11600 5800 -5800 8 -46400 9 -52200
presentation
Type | variation Type IA 5800 2500 -3300 410 -1353000 450 -1485000
Annual fee 75600 83200 7600 335 2546000 360 2736000
Scientific services Maximum - 232000
VAMF/PMF - 30000 30000 20 600000 19 570000
Other - 150000 | 150000 7 1050000 1200000
Veterinary
Reduced fee biosimilar - 98000 98000 1 98000 1 98000
Type | variation Type IA 5800 2500 -3300 50 -165000 58 -191400
Annual fee 25200 27700 2500 57 142500 62 155000
Scientific services - 116000 116000 0 0 0 0
Total Impact 3680900 3946200
Total EMEA Revenues from fees 110780000 121455000
RELATIVE IMPACT (%) 3,3% 3,2%
Total EMEA Revenue (fees+Community 149493000 161145000
contribution)
RELATIVE IMPACT (%) 2,5% 2,4%

Table 4: Financial impact of the proposal for 2009-2010. Financial figures are given in Euros.
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