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PEITIAMEHT (EC) 2024/568 HA EBPOIIEVICKMS TAPTIAMEHT M HA CBHBETA
ot 7 ¢eBpyapu 2024 ronuHa

OTHOCHO TAaKCMTe ¥ Hal03UTe, KOMTO ce 3amiamiar Ha EBpomeiicKata areHuusi mo nekapcTsara, 3a

n3Menenue Ha pernamentu (EC) 2017/745 u (EC) 2022/123 Ha Epponeiickus napnameHt u Ha CbBeta 1

3a orMsiHa Ha Permament (EC) Ne 658/2014 na Esponesickust napnament u Ha CoBera u Pernamenr (EO)
Ne 297/95 na CbBera

EBPOITEVICKVAT MTAPJIAMEHT 1 CHBETBT HA EBPOIIEVICKIS ChIO3,

KaTo B3exa mpensuy [JoroBopa 3a GyHKUMOHMpaHeTo Ha EBpomeiickust Cbro3, 1 mo-crietyanto wieH 114 u wien 168, naparpad 4,
Oyksu 6) U B) OT Hero,

KAaTo B3eXa NPEMBII NPEUIOKEHNETO Ha EBpornelickata komucns,

CIIe]l IIpeflaBaHe Ha NIPOEKTa Ha 3aKOHONATENIHMS KT Ha HAIMOHAJIHUTE NapIlaMeHTH,

KATO B3eXa NPefIBNII CTAHOBMIIETO Ha EBponeiickys MKOHOMMYECKH U coumarner Komuter ('),
crient KoHcynTamys ¢ Komurera Ha pervoHute,

B CHOTBETCTBHME C OOMKHOBEHATa 3aKOHOMIATeNHA iporenypa (%),

KaTo MMar IpefBui, ye:

(1)  EspomeiickaTa areHIs 110 JleKapcTBaTa (HapMyuaHa MO-HATAThK ,, ATeHIMSTA ) UTpae KITI0UOBa POIisl B TAPaHTMPAHETO Ha TOBA,
ye Ha masapa Ha Cbr03a ce MycKaT caMo Ge30IIaCHM, BUCOKOKAUECTBEHN U eMKACHM JIEKAPCTBEHN IIPOIYKTH, KaTo 10 TO3U
HAUVH [ONPUHACS 32 Oe3MPENITCTBEHOTO PYHKIMOHMPAHE Ha BHTPELIHNS T1a3ap U OCUIYPsiBA BYCOKM CTAHIAPTI 33 KaUeCTBO
11 6e30MacHOCT Ha JIeKapCTBEHMTE MPOIYKTM 33 XYMaHHa ymoTpeba 1 BeTepUHAPHNUTE JIEKAPCTBEHM TPOIYKTH 1 BUCOKO HUBO
Ha 3aliMTa Ha OOLIECTBEHOTO 3OpaBe M 3OpaBeTO Ha KMBOTHure. [lopamyu ToBa CliemBa [1a e OCUTYPU NOIXOMHSIIO
duHaHCHpaKe, 3a 1a ce OCUIYPY YCTOMUYMBOCTTA Ha IEHOCTTa Ha ATeHUMSITA. 3a Ta3y LN € HeoOXOMMMO [a Ce TapaHTMpa, ue
AreHuysTa pasfonara ¢ IOCTATBYHO PeCypcy, 0cOOCHO OT TaKCM, 3a IpPUBIMYAHE Y 3ala3BaHe HA eKCIEPTHUS OINT,
HEOOXO[MM 33 M3IBIIHEHME HA 3ajaumte M, M 33 QUHAHCHpAHe HAa HeMHWTE HEMHOCTY, KAKTO M 33 YCTOIYMBO
Bb3HArPaXXIeHMe Ha OCHOBHMS MPYHOC HA KOMIIETEHTHNTE OPIaHyM Ha IbPKABUTE YWIEHKM 34 HAYYHUTE OLEHKM, U3BbPILIEHN
OT AreHIMATA.

(2) 06U13Ta LIETT Ha HaCTOSILUMSA PErNIaMEHT € [1a TONpPUHECe 3a OCUTYPSIBAHETO Ha COIIMOHA (bMHaHCOBa OCHOBA 3a JIETHOCTTa Ha
AFCHHI/IHTa, KaTo II0 TO3M HaYMH NONPUHECE 33 OCUTYPABAHETO Ha BUCOKO paBHMILE Ha 3aluTa Ha O6HI€CTB€HOTO 31pase n
3[IpaBeTO Ha KMBOTHUTE. B Hero cremBa ma ce ONPEHENAT OCHOBAHM Ha Pa3XoOmuTEe TaKCM M HAJI03M, KOUTO AreHImATa 11a
c1>61/1pa, KaKTO ¥ OCHOBaHM Ha Pa3xoOuTe Bb3HAIPaKNEHMS 38 KOMIIETEHTHNUTE OPraHy Ha ObpXKaBUTE UICHKU 3a YCIIYTUTE,
KONUTO T€ IPEHOCTABAT 3a M3IBIIHEHMETO Ha HOPMATVBHO YCTaHOBEHWTE 3alauyl Ha Arenimsara. Cremsa ma ChUIECTBYBA
emvHeH 3a Cpro3a pa3Mep Ha Bb3HATrpakKIeHMETO 3a JalleH BUI TaKCa, KOraTo € yMECTHO, HE3aBMCMMO OT Ibp2KaBaTa YJIEHKa
Ha IMpousxon Ha KOMIIETEHTHMS OpraH. OcHoBaHUTE Ha pasxomM TakCK ClienBa Oa OTUYAT OLICHKaTa Ha pasXxomuTe 3a
HEHOCTUTE Ha ATeHLMSATa M Ha MPUHOCA Ha KOMIIETEHTHUTE OPTraH/ Ha IbpP2KAaBUTE WIEHKN B HelfHaTa pa60Ta. OcBeH TOBa
HaCTOAIMAT PEITIaMEHT JMa 3a 1EIT Ia Chb3[1ale €IMHHA paMKa 3a palMOHalIM3MpaHa CUCTEMa Ha TAKCUTE 3a AreHIMATA U 1A
BBBEME PETYIIaTOPHA I'bBKABOCT 10 OTHOLIEHNE Ha KOPEKLIMNTE Ha Ta3n CUCTEMA B 6'])]161116.

(3)  JloxaTo HACTOSIIMAT peINaMEHT ClielBA lla ypeXNa TAKCUTe M HAIO3MTe, KOUTO OMBAT ChOMpaHM OT AreHILMsTa,
KOMIIETEHTHOCTTa OTHOCHO TAKCH, CHOMpAHM OT KOMIIETGHTHWUTE OPraHi, OCTaBa 3a [IbPXKABMTE WICHKM. 3asBUTETATE U
TpUTEKATENNTE HA Pa3peLieHyLst 32 THPIOBIsL He CliefBa 0baye 1a ce TAKCYBAT [IBA [bTH 34 €IHA M ChLIIA JIEITHOCT.

(') OBC140,21.4.2023r., ctp. 85.
(*) Tosnumst Ha EBponesickust maprmament or 12 mexkempu 2023 r. (Bce owe Heny6nukysaHa B OuumarneH BecTHNK) ¥ peieHve Ha CbBera OT
23 auyapu 2024 1.
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(4)  Takcure, KOUTO Ce 3aIUTALIAT HA ATEHIMSITA, ClelBa 1a GbIAT MPONOPLMOHAIHY Ha paboTaTa, M3BbpIIEHA 38 MOYYaBAHETO U
NIOTIBbPKAHETO Ha paspemreHne 3a Thpropus Ha Cbrosa. TakcmTe criefiBa Ha ce OCHOBaBaT Ha IpPO3payHa IIpelieHKa Ha
OLIEHKNTE 1 NPOTHO3UTE HAa ATEHIMATA 0 OTHOIIEHME Ha PabOTHOTO HATOBAPBAHE M CBBHP3AHNUTE C HErO PasXOmM 3a Tasy
paboTa, KaKTO M Ha OLEHKATa Ha PA3XOAMTE 3a YCIyIMTe, MPENOCTABSIHM Ha ATEHUMSTA OT KOMICTCHTHUTE OPIaHM Ha
Ibp2KaBUTe UIIEHKM, OTTOBAPSALIM 3a PETYNIMPAHETO HA JIEKAPCTBEHUTE IPOMYKTH, KOMTO MENCTBAT KaTO JOKNATUMLM U,
KOTaTo € NPUIIOKMMO, KaTo CHIOKIATUMIM, Ha3HAYeHM OT HAayuyHUTe KOMUTeTM Ha AreHumsTa. TakcuTe, Hanosurte u
CTPYKTypaTa Ha TaKCMTE CIIefBa Ia OTYMTAaT BCsSKA OOEKTMBHA MH(OPMALMsSl OTHOCHO PA3XOAMTE MM IHPOMEHHUTE B
perynaTopHaTa pamka.

(5) B cporBercrsue ¢ uneH 67, naparpa¢ 3 or Permament (EO) Ne 726/2004 na Esponerickust naprnament u Ha Cbaera ()
NPUXOINUTE Ha ATEHIMSITA Ce ChCTOST OT BHOCKA OT Cbl03a, BHOCKA OT TPETM CTpaHM, B3eMallyM ydactue B paboTata Ha
AreHumsTa, ¢ Kouto ChIO3bT € CKITF0UMIT MEXKIyHAPOIHN CIOPAa3yMEHNs 33 Ta3u LIeTl, 3aIUIAlaHNTe OT MPEAIpHATUATA TAKCH
3a MONyyaBaHe M IOAIbPXAHE HA paspemleHUs 3a ThProbus, IpemocTabeHy oT Cbro3a, M 3a NPENOCTABEHM YCIYTU OT
KOOPIVHALMOHHATA IPyNa BbB BPb3Ka C M3ITBITHEHNMETO HA 3aJIaunTe i B ChOTBETCTBYE ¢ wieHose 1078, 1071, 107x, 107k
u 107p or [Mupekrusa 2001/83/EO na Esponeiickust maprament u Ha CbBeta (*), Hamosu 3a Ipyru yCIIyrH, MPeHOCTABSIHY
ot Arenuysita, ¥ ¢uHaHcupare or Cbio3a non gopMara Ha Ge3Bb3ME3[HM CPEICTBA 3d yuacTMe B HAYUHOM3CIIEHOBATENCKI
TPOEKTM WM TPOEKTM 3a NMOINOMATaHe B CHOTBETCTBME C (MHAHCOBUTE MpaBMIIa Ha ATEHIMSTAa M C pasnopenbute Ha
CBOTBETHMTE MHCTPYMEHTH 3a MOJKpela Ha nommTukuTe Ha Chio3a.

(6)  Cien nmanmemusra or COVID-19 u nosmiasate 6post Ha MHMLMATHBAUTE B 0O/IACTTa HA 3[PABEONA3BAHETO HA PABHUILETO Ha
Cbio3a, AreHumsra ce cOTbCKBA C NOCTOSIHHO YBENMYaBalo ce pabOTHO HAaTOBapBaHe, KOETO MOXe [a HOBeHe 10
OITBITHUTETHY OIOKETHN HYXOM OT ITIENHA TOYKA HA NEPCOHAn ¥ (MHAHCOBM pecypcit. [{OMBIHUTENHOTO PabOTHO
HATOBapBaHe ClieBa Ia Oble CHIPOBONEHO C IMOOXONIWO (MHAHCHpaHe, KakTO ¢ mpesugeHo B Permament (EO)
Ne 7262004, 3a ma ce rapaHTvpa, Hapel C IPYroTo, 4ye ATreHUMATA MOXKe [1d M3IBIIHSBA CBOWTE 3aIbIKEHMSI U
aHTaXMMEHTH 33 IPO3PaYHOCT.

(7)  Bobhpexu ue MO-roJsIMATa YaCT OT QUHAHCHPAHETO Ul MABA OT TakcW, AreHumsra e mybymuueH opraH. OT ITbPBOCTENEHHO
3HayeHMe e Jla Ce 3aMa3y HelfHaTa MOYTEHOCT M He3aBMCUMOCT, 3a JIa Ce 3amasy OOIIECTBEHOTO IOBEpUE B PerynaTopHara
pamka Ha Cblo3a.

(8)  Takcure, KOMTO Ce 3aIUIAlIAT Ha ATEHIMSITA, OTPA3SIBAT CIIOXKHMUTE OLCHKM, KOUTO Tsl M3BBPIUBA 1 KOUTO Ca HEOOXOIMMY 3a
TONTy4aBaHeTO M MOMIbPKAHETO HA paspelleHnue 3a Thprous Ha Cbroza. Llemecho6pasHo e ma ce MpU3HAE MPUHOCHT OT
KOMIIETEHTHUTE OPraHM Ha AbPXKABUTE WIEHKM, KAKTO M HAIpaBeHMTe OT TAX pasxomu. OcobeHo LenechoOpasHo e ma ce
NIPU3HAAT TOTIE3HUTE B3aMMOMENCTBYSA, MOCTUTHATYM YPe3 MHOTOHALMOHATIHMTE E€KMIIM 33 OUEHKA, M Ja Ce MOJKPENsT
ChBMECTHHUTE yCHIMs Ha Te3u exurm. [lopamm toBa Kommcusita M AreHImsiTa HaOMIONABaT PasBUTMETO M OMPEIEINST
POMEHNTE, KOUTO G1xa Ouiy HeoOXOIMUMM B CTPYKTypaTa Ha Bh3HATPAKIICHMSTA HA IbPXKABUTE UIECHKM.

(9)  Takcure u HanosuTe CrenBa 1a MOKPUBAT PA3XOMMTE 32 HOPMATUBHO YCTAHOBEHMUTE YCIIYTY M IEHHOCTY Ha ATEHIIIATA, KOUTO
He ca MOKPUTU OT BHOCKUTE OT APYIM M3TOUHMIM B Tpuxomute 1. [Ipy onpenensHeTo Ha TaKCUTe M Halo3uTe CreaBa JIa ce
B3eMe IIPEBUI LSUIOTO 3aKOHONATENCTBO Ha Cbi03a, yPEXKMAIIO HEIHOCTMTE HA ATEHIMSITA U TAKCUTE, KOUTO Tsi CHOMpa,

() Permament (EO) Ne 726/2004 na Espomerickus mapnament u Ha CbBera or 31 mapr 2004 I. 3a ycraHOBsiBaHe Ha mpouenypy Ha Cbrosa 3a
paspelaBate 11 KOHTPOI Ha JIEKapCTBEHN NPOIYKTI 3a XyMaHHA yroTpeGa ¥t 3a ch3aBare Ha EBporelicka areHums o nekapersara (OB L 136,
30.4.2004 1., c1p. 1).

(*) Hupextusa 2001/83/EO Ha EBponeiickus napnament 1 Ha CbBera ot 6 Hoemspu 2001 r. 3a yTBbpKNaBaHe Ha Kofekc Ha OOIIHOCTTa OTHOCHO
TIeKapCTBEHM MPOYKTH 3a XyMaHHa yrotpeba (OB L 311, 28.11.2001 r., crp. 67).
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BximrountenHo permamentn (EO) Ne 141/2000 (%), (EO) Ne 726/2004, (EO) Ne 1901/2006 (%), (EO) Ne 1394/2007 (),
(EO) Ne 470/2009 (%), (EC) 2017/745 (), (EC) 2017/746 (%), (EC) 2019/6 (*') n Permament (EC) 2022123 Ha
Esponeiickuss mapmamentr u Ha Cbeera ('), Hupektusa 2001/83/EO, pernamentn (EO) Ne 2141/96 (V), (EO)
Ne 2049/2005 (**), (EO) Ne 1234/2008 (**) n (EC) 2018/782 mna Kommcmsra (°) u PernaMeHT 3a M3IbIIHEHMe
(EC) 2021/1281 na Komucusra (7).

(10)  Cornaco uneH 6, maparpad 1 or Pernament (EO) Ne 726/2004 Bcsiko 3asiBIIeHye 3a IIO/Ty4aBaHe Ha pa3peLleHIie 33 ThPIOBIS

C JIeKapCTBEH MPOIYKT 33 XyMaHHa yIoTpeba ce MpUIpyXaBa OT TAKCA, KOATO Ce 3aIIAIIA Ha ATEHIMSTA 32 PasIIeXaaHe Ha
sassrennero. CoriuacHo wieH 43, maparpad 1 ot Pernament (EC) 2019/6 3asBreHnero 3a paspelieHye 3a TbpIOBUSI IO
LIEHTPaNy3MpaHaTa MpoLenypa C BeTepUHAPEH JIeKApCTBEH IIPOINYKT ce NPMOpyXapa OT TaKca, KOATO e 3aIljalla Ha
AreHLMATa 3a pa3IyexkIaHe Ha 3asBIEHNETO.

(11) B cpotsercraue cbc ChBMecTHATa mekiapauus Ha Esponeiickust naprament, Cbsera Ha EC u Komucysira ot 19 rom 2012 1.

OTHOCHO JELeHTPANM3UPAHNUTe areHIMN, 3a OpTaHMUTe, YNUTO TIPUXOIM CE ChCTOAT OT TAKCU M HAloO3M B HONBIIHEHNE KbM
BHOCKata 0T Cbi03a, TaKCUTE CrlelBa [a ObIAT ONpeNeNsHM B TAKbB pasMep, IIpM KoiiTo Oa ce u3Osrsa ¢opmupaHe Ha
[eQUUMT MY 3HAYUTENTHO HATPYIBAHE HA M3IIMLIBK, M KOTATO TOBA HE € IOCTUIHATO, Te CIIefBa 1a GBIAT MpepasriIeKIaHu.
Topamm ToBa crefBa f1a ce BbBele NPO3PAuHa CUCTEMA 3d MOHMTOPMHI Ha pasxommre. llenta Ha Takasa cucrema 3a
MOHUTOPUHI CJleliBa [1a Obe OTKpMBAHE HA 3HAYMTEIIHM IPOMEHM B Pa3XOIMTe Ha ATeHIMSTA, KOMTO, KATO ce B3eMar
npenBuy BHOCKata Ha CbrO3a M MIPYrMTE IPUXOOM, PasiMUHM OT TAaKCH, OMXa MOITM [ HAJIOXKAT IPOMSIHA B TAKCHTE,

Permament (EO) Ne 141/2000 na Epomeiickusi mapiament u Ha CbBera ot 16 mekemspu 1999 r. 3a nekapcrsara cupauy (OB L 18,
22.1.2000 ., ctp. 1).

Pernament (EO) Ne 1901/2006 Ha Esponeiickus mapmament un Ha Cpeta o 12 mekemspy 2006 I. OTHOCHO NeKapcTBEHMTe NMPOTYKTH 34
nemaTpuuHa ynorpe6a u 3a usmerenne Ha Permament (EVO) Ne 1768/92, [upextusa 2001/20/EO, Mupextusa 2001/83/EO u Permament
(EO) Ne 726/2004 (OB L 378, 27.12.2006 r., ctp. 1).

Permament (EO) Ne 1394/2007 na Espomesickus maprmament u Ha CbBera ot 13 Hoemspy 2007 I. OTHOCHO JEKAPCTBEHMTE HIPOTYKTH 34
MOIIepHa Tepams 1 3a u3MeHeHye Ha [upekrusa 2001/83/EO u Ha Pernament (EO) Ne 726/2004 (OB L 324, 10.12.2007 ., ctp. 121).
Pernament (EO) Ne 470/2009 na Ebponeiickust napnament u Ha Cbsera ot 6 Mait 2009 r. OTHOCHO YCTaHOBsBaHe Ha mpolenypu Ha ObuHoCTTa
3a ONpele/siHe Ha MOMYCTMMITE CTOJHOCTY HA OCTATHYHY KOMIMYECTBA OT (apMAKONIOIMYHO aKTVMBHY CyOCTAHLMM B XPAHV OT JKMBOTMHCKU
TpOM3XOI, 3a oTMsiHA Ha Permament (EMO) Ne 2377/90 na CobBera u 32 n3meHenue Ha [upexrusa 2001/82/EO na Epomelickyis napiaMeHt u
Ha CoBera 1 Ha Permament (EO) Ne 726/2004 Ha Eponeiickis napiament 1 Ha Cpeera (OB L 152, 16.6.2009 ., ctp. 11).

Permament (EC) 2017/745 Ha Esporeiickus maprnament u Ha CbBera oT 5 ampun 2017 r. 3a MENMUMHCKHUTE M3NENNs, 33 M3MCHEHME HA
Hupexrnsa 2001/83/EO, Permament (EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a ormsHa Ha mupektysun 90/385/EMO
v 93/42/EVO na Cpeera (OBL 117, 5.5.2017 ., ctp. 1).

Pernament (EC) 2017746 Ha Esponeiickus napnament 1 Ha Cbsera ot 5 anput 2017 . 32 MEAMUMHCKITE U3MENNS 32 MHBUTPO [IMATHOCTHKA U
3a oT™MsHa Ha [Jupektusa 98/79/EO u Pemenne 2010/227/EC Ha Komuensita (OBL 117, 5.5.2017 r., ctp. 176).

Pernmament (EC) 2019/6 Ha Esponeiickus napnament u Ha Cbera or 11 mekemspy 2018 1. OTHOCHO BeTepMHAPHUTE JIEKAPCTBEHM POIYKTH 1
3a orMsiHa Ha [upexrnsa 2001/82/EO (OB L 4, 7.1.2019 ., ctp. 43).

Permament (EC) 2022/123 Ha Epomeiickust mapnament u Ha CbBera | or 25 sHyapu 2022 r. OTHOCHO 3acuiieHa ponsi Ha Esporieiickara
areHuys Mo JIeKapcTBaTa B TOTOBHOCTTA 33 JIEACTBUSA IIPM KPU3W U YIIPABIIEHMETO Ha KPU3M IO OTHOUIEHME Ha JIEKAPCTBEHMTE IIPOIYKTH U
megmumHckure uagenust (OB L 20, 31.1.2022 r., crp. 1).

Pernament (EO) Ne 2141/96 Ha Komucusta ot 7 HoeMmBpu 1996 I. OTHOCHO pasriexiaHe Ha 3asiBKA 3a MPEXBHPIISHE HA Pa3PeLMTENHO 33
MyCKaHe HA [1a3apa HA JIEKAPCTBEH MPOLYKT OT MPUIOXKHOTO momne Ha Permament (EMO) Ne 2309/93 na Copaera (OB L 286, 8.11.1996 r.,
cTp. 6).

Pernament (EO) Ne 2049/2005 Ha Komucusra ot 15 mekemspu 2005 1. 3a ompeersitero no cunata Ha Permament (EO) Ne 726/2004 Ha
EBpomneiickust napnament u Ha CpbBeTa IpaBMia OTHOCHO IUIALIAHETO HA TaKCM M IIOTY4aBaHETO HA aMUHUCTPATUBHO CHIEACTBUE OT
EBporefickata areHIys 1o JleKapcTBaTa OT CTpaHa Ha MUKPO-, Marky ¥ cpemun npeanpuatus (OB L 329, 16.12.2005 1., ctp. 4).

Pernmament (EO) Ne 12342008 Ha Komucusita or 24 HoemBpu 2008 1. OTHOCHO pasIyIe[IAHETO Ha POMEHNTE B YCIIOBUSATA Ha Pa3pellicHNUsTa
38 TBPIOBISI C NIEKAPCTBEHI POIYKTH 32 XyMAHHA yIOTpeOa i BeTepuHapHu nekapcrsery nponyktyt (OB L 334, 12.12.2008 r., ctp. 7).
Pernamenrt (EC) 2018/782 na Komucusira or 29 mait 2018 r. 3a ycraHosiBate Ha nocouernte B Pernament (EO) Ne 470/2009 Meromonornyuu
TIPUHIIMITN, TPUIOKMMI TI0 OTHOIIEHME Ha OIIEHKATa Ha PYCKa M MPENOpBKNTE 3a ympasnenye Ha pucka (OB L 132, 30.5.2018 ., cTp. 5).
Pernmament 3a m3mbiHenne (EC) 2021/1281 Ha Komucusra or 2 asryct 2021 r. 3a onpenensHe Ha IpaBuia 3a IpUIIaraHeTo Ha PernameHT
(EC) 2019/6 Ha Esponeiickus mapraMert 1 Ha CbBeTa 10 OTHOLIeHMe Ha T00paTa MPaKTHKa B 001acTTa Ha (apMaKOIOTMYHATA OIUTETTHOCT 1
OTHOCHO (JOPMATa, CHIbBPXKAHMETO M PE3IOMETO HAa OCHOBHATA JIOKYMEHTALlMs B CHCTEMaTa 3a (apMaKoIOrMyHa OMTENHOCT 3a BeTepUHAPHM
nekapcrsenn nponyktu (OB L 279, 3.8.2021 1., cp. 15).
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HAJIo3UTe WV Bb3HATPAXKIEHMATA, ONpeeNieHy ChITIACHO HACTOSIIMSA pernameHT. CycTeMaTa 33 MOHMTOPMHI CIIEABA ChIIO
Taka a MOXKe [ia OTKPMBA, Bb3 OCHOBA Ha OOEKTMBHA MH(OPMALIS, KOATO Ia MOXKe [a ObIe NpOBEpeHa, 3HAUNTEITHY
IIPOMEHM B Pa3XONMTE 3a BB3HATPAKIEHMS 3a YCIIYTMTe, NPENOCTaBSIHM HAa ATEHIMATa OT KOMIIETEHTHMTE OpIaHu Ha
ITbPKABUTE YJIEHKH, KOUTO MIMCTBAT KAaTO JOKJIAIYMIM M, KOTaTO € MPUIIOKMMO, CHIOKIIAUMIIM, ¥ OT eKCIIepTHTe, C KOUTO
AreHlmsATa € CKITIOYMITA IOFOBOP 3a yuacTye B paboTaTa Ha eKCIEPTHUTE IPYIM B 0ONAcTTa Ha MEIMIUMHCKMTE VM3IENNS.
Vudopmamsita 3a pasxomute, CBbP3aHa C YCIyTUTE, 32 KOUTO AreHLMSTA IITAIIA Bh3HAPAKICHIS, CIIEMBA 1a MOANeXM Ha
OIUT B ChOTBETCTBHE C wieH 257 ot Pernament (EC, Espatom) 2018/1046 Ha Esponerickus mapriament 1 Ha CbBeta ('5).

(12)  Takcure crieriBa fia ce ChOMpAT Ha 3asBUTEIMTE M IPUTEKATENUTE HA Pa3pellieHNst 32 ThProBYs Ha CIPaBeIiBa OCHOBA, IIPH
KOSITO HauJCIIsIBaHATA TAKCA € [POMOPLIMOHANHA Ha paboTata 1o oueHkara. [lopamy TOBa 3a LenyTe HA HANAraHe Ha HAKOM
TAaKCK CTIE[ MONy4aBaHe Ha paspelleHie 3a ynoTpeba, KOraTo paspelieHn OT IbPXKABUTe WICHKM JeKAPCTBEHN IIPOIYKTH Ca
BKIIIOUEHM B OLIEHKATa, M3BbPIIEHAa OT ATeHLMATA, CJlefBa [a ce OIpeleny eMHMUA 33 TaKCyBaHe, HE3aBMCMMA KaKTO OT
TPOLIEIypaTa, 110 KOSTO € pa3pellleH JIeKapCTBEHUST MPOMIYKT, & MMEHHO chIacHO Permament (EO) Ne 726/2004, Pernament
(EC) 2019/6, unu Oupekrusa 2001/83/EO, Taka u OT HaumHa, MO KOMTO HOMepaTa Ha pa3pelICHMSITA 3a THPIOBUS Ce
OTIPENeNsIT OT HbpXAaBUTE WICHKM i oT Komucysra. Bbhpeky ToBa nekapcTBeHM MPOLMYKTHM 32 XyMaHHA ymorpeOa,
paspeleHy 32 IIyCKaHe Ha Ia3apa CbracHo wieH 126a or dupekrusa 2001/83/EO He crensa ma ce B3eMar IpedBuf Ipy
OTIPENleNSIHETO Ha eNMHMIATA 33 TakcyBaHe.. [0 OTHOIIEHME Ha NEKapCTBeHUTe MPOIYKTM 3a XyMaHHA yroTpeba LenuTe 3a
CIPaBe[UTMBOCT 1 MPOMOPLMOHAIIHOCT CrieNBa fa GbIaT OCTUTHATY Ype3 ONpefelisHe Ha eNYHMIIATA 33 TAKCYBaHE Bb3 OCHOBA
Ha aKTMBHMTE BellecTBa M (apMaleBTMYHATa GOpPMA Ha JIEKAPCTBEHMTE NMPOIYKTH, KOMTO MOMIEXAT HA 3aTBIKUTEIIHO
perucrpupane B 6asara JaHHM, I0COYEHA B wWieH 57, naparpad 1, Bropa ammues, OGyksa 1) ot Permament (EO) Ne 7262004,
Bb3 OCHOBA Ha MHQOpPMALISITA OT CIMChKA Ha BCHUKM JIEKAPCTBEHNM MPOMYKTH 33 XyMaHHa ynorpeba, paspewern B Cbio3a,
TOCOYEH B ulleH 57, maparpad 2, BTOpa anyHesi OT Cbluys pernameHt. [Ipy onpenensHeTo Ha eQMHMIATA 33 TAKCYBaHE IO
OTHOLIEHME Ha XOMEONAaTUYHUTE JIEKAPCTBEHN IIPOIYKTI MM PACTUTENTHUTE JIEKAPCTBEHM MPOIYKTY aKTUBHUTE BELIECTBA HE
CIIefIBa [1a ce B3eMaT IpemBu.

(13) Tlo oTHOIIEHME Ha BeTEPUMHAPHNUTE NIEKAPCTBEHM MPOIYKTHU CIiefBa 1a GBIAT MOCTUTHATH CHIUIMTE LIENM 33 CIPABEIIMBOCT U
NPONOPLMOHAITHOCT Upe3 OnpefierisiHe Ha eIMHMIATA 33 TAKCYBaHE Bb3 OCHOBA Ha MHQOPMALMSTA, ChIbpKalIa ce B 6azata
maHHM Ha CbIO3a OTHOCHO MPOIYKTHTE, NMOCOYEHA B wieH 55, maparpag 1 or Permament (EC) 2019/6, kato Hampumep
aKTMBHMTE BELIeCTBA, (apMaleBTMUHAaTa GOpMa M CIJIATa HAa BETEPMHAPHUTE JIEKAPCTBEHM MPOIYKTH, KOUTO CE B3EMAT
IIpEeMIBUL B MIEHTUPUKATOPA HA MPOMYKTA, [IOCOYEH B Noie 3a HaHHu 3.2 B npuoxenue I koM PernamMeHT 3a u3IbiHeHue
(EC) 2021/16 na Komucnsra ('), KaKTO ¥ B IOCTOSIHHYSA MAEHTUIKATOP, IOCOUEH B 1Oe 3a JaHHHM 3.1 B npunoxenye III
KbM IIOCOUEHMS PEITIAMEHT 32 M3ITbITHEHME.

(14) 3a ma ce B3eMar IpemBMI BCUYKM Pa3pelleHys 3a TbProBusl 3a JIEKAapCTBEHM MPOIYKTY, M3LANEHV HA IpUTeKaTeNnTe Ha
paspelLeHst 3a ThPrOBus, OPOST Ha eIMHMLITE 33 TAKCYBAHE, CHOTBETCTBALLM Ha Te3M PaspelleHus, CIefBa 1a oTunTa 6pos
Ha TbPKABUTE YIIEHKN, B KOMTO BCSKO paspellieHyie 38 ThProBysi € BayIHO.

(15) 3a ma ce oruete pa3HOOOPA3NETO Ha HOPMATMBHO YCTAHOBEHWTE 3amauy Ha ATEHLMSTA ¥ Ha DOKIATUMLMTE M, KOTaTo €
TPUIIOKMUMO, Ha CHIOKIAIUMIINTE, 32 PA3XOIUTE, CBBP3AHM C OLICHKATA HA NIeKapCTBEHMUTE MPOMYKTH 3a XyMaHHa yrnorpeba u
Ha BeTepYHAPHMUTE JIEKAPCTBEHN MPOIYKTH, CIIeABA [a Ce ChOMPAT TAKCH 33 BCSIKA IPOLIENypa. 3a pasXOHuTe, HAMPABEHN OT
AreHuysATa 3a IpyTy TeKyuy IEAHOCTH, KOMTO Ts U3BbPIIBA B PAMKMTE Ha CBOSI MaHIAT M KOMTO KaTo IIAJIO ca OT IoJi3a 3a
IpUTEXATeNNTe HA PaspellieHytst 33 ThPIOBIS, CJeNBa [a ce ChOMpAaT TAKCY Ha TOMMIIHA OCHOBA. Pasxommre, CBbp3aHM C
He3HAUMTENIHM M3MEHEHVs OT TUIl | M C MOJHOBsBaHe, CIelBa a Ce BKJIIOUBAT 3a LiEJMTe HA ONMPOCTSBAHETO B FONMIIHATA
TaKca Bb3 OCHOBA Ha CpefHa OLIEHKa.

(**) Pernament (EC, EBpatom) 2018/1046 na Esponeiickust nmapnament 1 Ha Cosera ot 18 ronu 2018 1. 3a ¢puHaHCOBUTE IIPABITIA, IPUIOKUMU 34

obus Gromker Ha Cbi03a, 3a uaMeHeHye Ha periamertyt (EC) Ne 12962013, (EC) Ne 1301/2013, (EC) Ne 1303/2013, (EC) Ne 1304/2013,
(EC) Ne 1309/2013, (EC) Ne 1316/2013, (EC) Ne 223/2014 u (EC) Ne 2832014 u Ha Pewerne Ne 541/2014/EC u 3a otmsiHa Ha PernameHTt
(EC, EBparom) Ne 966/2012 (OB L 193, 30.7.2018 r., crp. 1).

(**) Permamenr 3a y3mbnaenye (EC) 2021/16 na Komucnsra or 8 stuyapu 2021 1. 3a ompele/isiHe Ha HeOOXOMMMIUTE MepPKH ¥ Ha IPAKTIYECKATa
ypenba OTHOCHO 6asaTa JaHHM 3a BeTePMHAPHUTE JIeKApcTBeHM Npomykt Ha Cbrosa (6asa manHu 3a mpomykrure Ha Cwioza) (OB L 7,
11.1.2021 r., c1p. 1).
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(16)

(19)

(20)

(21)

3a mexkapcTBeHM MPOHYKTH, paspellieHy B CHOTBETCTBME C IIEHTpanM3MpaHaTa mpouefypa, ycraHoseHa B Permament (EO)
Ne 7262004, v ueHTpanusmpanara mpouenypa, ycraHosexa B Permament (EC) 2019/6, Arenumsra cremsa ma csbupa
TOOMIUHA TaKCA, 3a MOKPMBAHE HA PAa3XOHMTe, CBbP3aHM C LSUIOCTHMS HAJ30p CIel MOJIyyaBaHe Ha paspelieHMETO 3a
TBProBUsl M [EHOCTUTE MO MOIIbpKaHe 3a Te3M JIeKapcTBeH NpomyKTu. Tesu MEifHOCTY BKIIOUBAT PETMCTPUpaHe Ha
IeVICTBUTENHUTE MPONAXOM HA JeKapcTBEHWTe IPOIYKTH, pa3pelleHM B ChOTBETCTBME C mpouenypute Ha Cbio3a,
NO[UIbPKAHE HA JIOCMETAa 33 paspelleHysiTa 3a mpomaxG0a M Ha pasimuny Gasy [JAHHM, YIPABISIBAHM OT AreHuMmsTa,
HE3HAUMTEITHN M3MEHEHNS! OT THII | 1 [IOHOBSIBAHE, KAKTO M JAEMHOCTH, TONPYMHACSIIY 32 HEIPEKbCHATO CrlefieHe Ha Gararca
MEXTy T0713aTa ¥ PUCKA OT paspellieHnTe JIeKapCTBeHN MPoyKTH. Te3y IeifHOCTH BKII0YBAT CHIIO TaKa JOCTBI HO 3APaBHU
maHHy or uermst Cho3 ¥ aHATM3 HA Te3M IAHHIL, 33 1A Ce MOMIIOMOTHE B3EMAHETO Ha MO-H00pY pElIeHNs [I0 BpeMe Ha LeNyist
KM3HEH LVKBI1 Ha JIEKAPCTBEHMSA NPOIYKT C BaTIMIHM M HaleXXIHY peanHy JaHHU. [IpuxonuTe OT nocoyeHarta rOAMIIHA TaKca
CIIelBa [1a Ce M3ION3BaT 3a TOAMIIHOTO Bb3HATPAXKMECHNE 33 YCITYTUTE Ha JOKIATUMIMTE U CHIOKIIATUMINTE OT KOMIETEHTHUTE
OpraHy Ha AbP2KaBUTE YIIEHKM 33 CBOTBETHNS MM IPVHOC 32 JEMHOCTHTE 110 HAA30p M MOMIbPXKAHE HA ATEHIMATA.

[To oTHOIIEHNME HA NIEKAPCTBEHMTE MPOMYKTH, paspelieHn B chorBercTaye ¢ Iupextusa 2001/83/EO, u Ha BetepuHapHuTe
JIeKapCTBEHM MPOIYKTH, Pa3pellieHN OT TbpKaBUTe UNeHKM B choTercTsue ¢ Permament (EC) 2019/6, AreHumsita criefisa na
cpOMpa TOmMIIHA Takca 33 (apMaKOJIOIMYHA OMMTENHOCT, CIELMATIHO 32 IEHHOCTUTE MO (PapMaKONOrMuHa OIMTENHOCT,
U3BBPLIBAHM OT ATEHUNATA, KOMTO Ca OT IIO713a 3a NpUTEXAaTelyuTe Ha paspelleHus 3a ThPropus Kato wsmo. Ilocouenute
[IeJHOCTH Ca CBbP3aHM ¢ MHPOPMALIMOHHUTE TEXHONOIMH, MTO-CIIELMATIHO € MONAPbKKaTa Ha Gasata manuu EudraVigilance,
nocoueHa B uneH 24, maparpa¢p 1 ot Permament (EO) Ne 726/2004, 6a3zara manuyu Ha Cbi03a OTHOCHO MPOMYKTHTE,
nocoueHa B unex 55, naparpa¢ 1 or Permament (EC) 2019/6, n Gasara maxu 3a ¢papMaxonornuna Guurentoct Ha Cbio3a,
nocoueHa B wieH /4, maparpad 1 OT ChUMS peraMeHT, ¢ MOHMTOpMHIA Ha M30paHa MEMUMHCKA IIMTEpPAaTypa u
HaBPEMEHHVIS IOCTBI O 3[PaBHM JaHHM 3a uermst Cblo3 M TeXHVS aHaNu3, 3a Ja ce NONNOMOTHE B3eMaHETO Ha pelleHyst
TIpe3 Lenyist XKM3HeH LMKBIT Ha IPOIYKTA 3a JIEKAPCTBEHM HPOIYKTY C BAIIMIHN Y1 HAIeKIHN PealtHy TaHHIL.

Arenumsita, ciefiBa 1a ch0Mpa TaKCH, KOMTO CHOTBETCTBAT Ha YCIYTUTE OT HAYYeH XapakTep, MPEIOCTABSHN OT AreHuusTa B
PaMKMTE Ha HelHMS MaHIAT ¥ KOMTO MOMPVHACAT 33 OLEHKATa, CBbP3aHa C JIEKApCTBEHNTE MPOIYKTH, M 3a MOIIbPKAHETO
Ha pa3pelleHNTe JIeKapCTBEHY IPOIYKTH, BKIIIOUMTENIHO 3a HENPEeKbCHATVS MOHMTOPMHI Ha GayaHca MeX[y Ionsara u
pycka. TakcuTe 3a MHCTIEKIVN CIedBa A Ce ONMPENeNsT HOOTHETHO 3a BCAKA MHCIEKUVs. BesKa oThenHa MHCTeKINs crefBa
[1a BOIM [0 OTHENHA TaKCA. ATeHIMsTa CIe[Ba a ChOMpa Hamo3u 3a OEHOCTM U YCIyTM C aIMUHMUCTPATHMBEH XapakTep,
HANpyUMep M3IABAHETO Ha CepTUQUKATH, KOUTO He ca 0OXBAHATH OT TAKCA, MPENBIIEHA B HACTOSIINSL PEIIAMEHT I B IPYT
npaseH akT Ha Cblosa.

Korato KOHKpETHA Takca € OTMEHEHA M3UAJIO, B HACTOSALIMA PEITIAMEHT CII€fiBa BCE IaK [1a 6'b]18 NpeaBUaCH TCOPETUUHUAT
ITBJIEH pa3Mep Ha Ta3u Takca OT C'b06pa)K€HI/IH 3a ITPO3pavuHOCT U 32 Bb3CTAHOBSBAHE HAa Pa3XOOMTE.

B cpotBercTBie ¢ momutikuTe Ha Chr03a Ce CUMTA 3a LieNechoOPasHO MPEIBIAKIAHETO HA HAMANICHNsI Ha TaKCUTE B TOIKpena
Ha KOHKPETHM CEKTOpM M 3asBUTEN MIIM NPUTEXATely Ha paspelieHus 3a ThProbus, KaTo HalpuMep MUKpPO-, MKy U
cpenry mpennpusitust (MCIT). B nmombiHeHMe KbM ThproBCKMTE CYOEKTM, OpraHM3ALMMTE C HECTONAHCKA Lem U
aKaJIeMUYHUAT CEKTOP MOTAT 1a MIPasT BaxHa pons B pa3pabOTBAHETO HA NeKapCTBeHM MpomyKTy. Takcure obade Morat na
IIPEJICTABIISIBAT ChIIECTBEHA IIPEUKa 3a Te3) CyGeKTH, KOMTO He M3BbPLIBAT MKOHOMMYECKA [eitHOCT. [lopamyt Tasy npudyHa
Te CIIefiBa ChUIO TaKa 1a Ce IOJI3BaT OT HaMaNeHus Ha TaKCUTe, TIPU YCIIOBME Ye He ca NpUTeXKaBaHU MM KOHTPOIMPAHy OT
TBPTOBCKO IIPENIPUSATHE U HE Ca CKITIOUMIIN CIIOPA3yMEHMS C HUKOE ThProBCKO IIPENIPUSTHE 33 CIIOHCOPCTBO VTN yYACTHE B
paspaboTBaHETO HA JIEKApCTBEHMs NPOAYKT, KOMTO OMxa famy Ha THPOBCKOTO IMpPENNPUSTHE [paBa BbPXy KpaitHus
nekapcTBeH MpomyKT. CHINO Taka Ce CYMTA 33 LENeCb0Opa3HO MPEBIKIAHETO HA HAMANEHNsI HA TAKCUTE B OTIOBOP Ha
crietmuuEy OOCTOSTENCTBA, HAIPUMEp JIEKApPCTBEHM MPONYKTH, OTIOBAPSLIA HA NPU3HATY NPUOPUTET B 0ONacTTa Ha
OOLIECTBEHOTO 3[paBe WM 3[PABETO HA 3KMBOTHWUTE, WM BETEPMHAPHM JIEKAPCTBEHN IMPOMNYKTH, NpEIHA3HAUCHM 3a
OTpaHMUeH Ma3ap, Pa3pelieHN B ChoTBeTCTBME ¢ uneH 23 ot Permament (EC) 2019/6.

TMazapbT Ha BeTEPMHAPHY JIEKAPCTBEHN MPOIYKTH € MO-MAITbK U M0-QParMeHTHpPaH OT I1a3apa Ha JIeKapCTBEHM MPOIYKTH 3a
XyMaHHa ymoTpeba. [Topamm ToBa e Ienecb0bpasHO Ia ce MpeBMIM HaMalsBaHe Ha TONMIIHATA TaKca M HA HSKOM
crieMGUUHY TAKCH 33 BETEPMHAPHM JIeKapcTBeHM NpofyKTu. Llenech06pasHo e chlIo Taka [1a ce ST OTONM30 CBbP3AHUTE
C TAX PasXOM 32 KOMIIETEHTHMUTE OpTaHM Ha IbPKaBMUTE UIIEHKM M ATEHIMATA, TaKa ye [1a Ce CIIOMOTHE 3a MOCTUraHe Ha
uenute Ha Permament (EC) 2019/6. Eto 3awo KopekumsTa CpsMo MHGIALMSATA, IPUITOKEHA KbM cymuTe B npuoxenne 11,
orunta caMo 50 IpoLeHTa OT TONMIIHMS [IPOLEHT Ha MHPmauys 3a Kanexgapaure 2021 r. 1 2022 1. u OT IPOrHO3MpaHaTa
vHauns 3a 2023 1.
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(22)  YnpaButenHuST ChBeT Ha ATeHISITA CIefBa a Oble OMPaBOMOLICH [1d MPENOCTABS TOIbIHUTEITHN HAMANeHNMs! Ha TaKCuTe
WM HAarno3uTe Y HAaUIeXKHO 0OOCHOBAHM IPUYMHI 3a 3aLIMTA HA OOIIECTBEHOTO 3[paBe M 3[PABeTO Ha KMBOTHUTE MIM
IpY OCHOBATENIHM TIPMUMHM 3a MONNOMAraHe Ha KOHKPETHM BUIOBE MPOMNYKTM WM 3asiBUTENM. 3a Ia ce OCUTYpu
CHOTBETCTBHE C IIPaBOTO Ha Cbi03a M C Heroute OOLIM MONUTUKY, NPENM [a Ce MPETOCTABST NOMBIHUTENHI HAMATICH s Ha
TaKCUTE, CIeABa 3aIB/KUTENHO [a Ce MONyuM MOJNOXMTENHO cTaHoBuue oT Kommcmsra. OcBeH TOBa B HamJIEXHO
060CHOBAHM MBKITIOUMTENIHYM CITy4ay, 1O HANOXWTENHM MPUUYMHM, CBbP3aHM C OOIICCTBEHOTO 3[paBe MM 3[IPaBeTo Ha
KMBOTHUTE, M3ITBIIHUTENTHUAT OMPEKTOP Ha AreHLMATAa CIIelBa ChIO Ha pasnoyara ¢ Bb3MOXKHOCTTA a HaMaly HAKOM
BUIIOBE TAKCY Bb3 OCHOBA Ha pasINeXJaHe Ha CUTyalysTa BbB BCEKM OT/EIIEH CITyyail.

(23) OO6wonpusHar Qakr e, ye MONOOPEHUAT HOCTBI O MHPOPMALWMS [ONPUHACSA 3a MOBMIIABAHETO Ha OOLIECTBeHATa
OCBETIOMEHOCT, [1aBd Bb3MOKHOCT Ha OOIIECTBEHOCTTA 1 CIIONENM BIKIAHMSTA CY U TIO3BOIISIBA HA KOMIIETEHTHUTE OPTaHU
HAJIEXHO []a B3eMaT [0 BHMMAHME Te3y BILKHaHus. [lopamy ToBa mMpoKara OOMIECTBEHOCT CIIefBAa [ MMa HOCTBI 10
MHQOPMALSATA OTHOCHO MPEIOCTABSHETO OT ATeHINSATA Ha HAMANeHMs MM OCBOOOXKIIABAHNS OT TAKCY U HANIO3M U OTHOCHO
CyMUTE Ha BB3HATPAXMIEHMSITA, MBIUTALIAHY HA KOMICTGHTHUTE OPIaHM HA IbPXKABMTE WIEHKM, C Pa3OMBKA IO [IbpKaBa
wieHKa U 1o peitHoct. Tasu nedopmMars, obave He crensa ga BKIIIOYBA HMKAKBA OBEPUTENHA THPIOBCKA MH(POPMALIMSL
Topany TOBa, KOraTo € YMECTHO, AreHLMsTa CIIe[Ba IPeIBapuTeHo ga npeMaxe tasu uudopmauus. C Permament (EO)
Ne 1049/2001 na Esponeitckusi mapnameHT u Ha CbBeTa (*) ce IaBa Bb3MOXKHO Hali-rONsIMO HIEVCTBME HA IIPAaBOTO Ha
nyOnydeH JOCTBI 0 TOKYMEHTM 1 Ce ONpedessT oOyTe NPYHIMIN ¥ OTPAHMUEHNS 33 TOBA. Bbipexy ToBa ompemerneHy
0OLLeCTBeH I 1 YaCTHY MHTEPECH KAaTo JIMYHNTE JaHHY U [IOBEpUTEIIHATA THPrOBCKA MHQOpMALIS CriefBa ja ObIaT 3aiyreHu
TOCPEICTBOM M3KITIOueHNUs B choTBeTCTBHeE C Pernament (EO) Ne 1049/2001.

(24) C uem ocurypsiBaHe Ha TIbBKABOCT, M INO-CIIELMATIHO MPUCIIOCOOSIBAHE KbM PA3BUTMETO HA HayKaTa UM CIIpaBsiHE C
HEIPeBUIeHN OOCTOSITENCTBA M MEMIUMHCKY HYXXMM, YIPABUTEITHUAT ChBET Ha ATeHLMSTA CIIe[Ba [1a MMa BH3MOXKHOCT [ia
omperernsi mpasuitata 3a paboTa, 3a A YNeCHM NPUIATaHETO HA HACTOSIUMS PEINAMEHT, 10 HAINIeXHO OOOCHOBAHO
NPEIVIOKEHNEe Ha M3IBIHUTENHMS IpekTop. [lo-Crenyanto, ynpaBuTelHUAT ChBET Ha ATCHIMATA CIIeBa 4 MOXe M1a
OIIpeNerIst ITbPBO, AT ¥ KPailHy CPOKOBE 34 IUTAIIAHE, HAUMHY Ha IUIAliaHe, TpauIM, MOTPOOHN KITaCUPUKALMY, CIIMCHLM
C JOIBITHUTENHN HAMAlleHVsl Ha TAKCHTE, IOIPOOHM CyMU B paMKMTe Ha OIpeeNieH AMala3oH; BTOPO, HOCTATHYHO IbBKAB
obur popmar, 3a IPeOCTaBsIHE Ha ATEHIATA HA QMHAHCOBA MHPOPMALMS OT KOMIIETEHTHY OPTaHi Ha IbPXKABUTE UIEHKM
WJIM eKCIEPTUTE, C KOUTO € CKITIOUeH [IOrOBOP 3a yuactie B paboTaTa Ha eKCIepTHUTE IPYIN B 00aCTTa Ha MENMLMHCKUTE
VI3[IETIVS; M TPETO, 3a BCEKM BUJI MHCIIEKLMS, KAKBO PEICTABIISIBA OTIEIHATA MHCIEKLMS. 3 [1a Ce OCUIYPHU ChOTBETCTBUE C
npaBoto Ha Cb03a M CHOTBETHNUTE MONMUTHUKY Ha Cbi03a, IIPETH TPEUIOKEHNETO A Gble MPENCTABEHO NPEN YIpaBUTEITHUS
ChBET Ha ATEHLMATA 33 NpUEMaHe, CTIENBA 3AIBILKUTENHO Na Oble MONyYeHO MONOXMUTENHO CTaHoBuIle OT Komucusra
OTHOCHO IPEIOKEHNETO Ha M3IBITHUTEIHIS TUPEKTOP.

(25)  Hoxknapumuure, ChIOKIATUMUMTE 1 JIMLATA M3IIBIHABALIM APYTM PONIM, CUMTAHM 33 PABHOCTOIHM 3a LIENUTE HA HACTOSALIMS
PEITIaMeHT, Pa3uyTaT 3a CBOMTE OLEHKM Ha HayuyHMTE OLEHKM M PECyPCH Ha KOMIIETEHTHUTE OPTaHy Ha IbPXKABUTE UIIEHKIL.
AreHLMATa OTroBapsl 32 KOOPIMHMPAHETO HA ChUIECTBYBALMTE HAYYHM PECYPCH, HPENOCTABEHM Ha HEHO PasNoNoXeHue OT
ITbP2KaBUTE WIEHKH, B ChOTBETCTBIE C uneH 55 oT Permament (EO) Ne 726/2004.

(26) C ormen Ha ToBa M 3a Ha CE TAPaHTUpA, Ye IbPXKABUTE WIEHKM PA3IONAraT C IOCTAaTPYHO PECYpCH 3a HAyUHMTE OLEHKM,
CBbP3aHM C INIPOLENypuUTe, NMPOBEXIaHM Ha paBHMILETO Ha Cbrosa, AreHumMsATa criefBa Ha IUlalia Bh3HarpakmeHus Ha
IOKIaMuMuMTe ¥ CHIOKIAIUMUMTE, HA3HAUEHM OT IbPXKABUTE UTIEHKM 3a WIEHOBE HAa HAay4HUTE KOMUTETU Ha ATeHUMATA,
WM, KOTaTo € IPMIIOKMMO, Ha NOKIamuMuuTe M CHIOKIIANUMINTE B KOOPIVMHALMOHHATA TPyNa, OCOYeHa B 4ileH 27 OT
Hupekrusa 2001/83/EO, 3a mpegocTaBssHuTe OT TSAX YCIyIM [0 HAyYHA OLEHKA. Pa3MepbT Ha BH3HATPAXICHMETO 33 TE3M
YCIIyTH CIIelIBa Ja Ce OCHOBABA Ha OLICHKA Ha pabOTHOTO HATOBAPBAHE M CIIeNBa Ja Oble B3eT MPEIBHUII TP ONpENENISHETO Ha
pasmepa Ha CbOMpaHNUTE OT ATEHIIMATA TAKCH.

(*) Pernament (EO) Ne 1049/2001 na Eporerickust napiaMent u Ha Cosera ot 30 mait 2001 r. OTHOCHO Iy6IMYHMs OCTBII 10 TOKYMEHTH Ha
EBponeitckust napnamenr, Ha CbBera 1 Ha Kommcusra (OB L 145, 31.5.2001 1., c1p. 43).
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(27)

(28)

(30)

(31)

(32)

B cporBerctBue ¢ monmurukara Ha Cbroza 3a momkperma Ha MCII, kakro e ompemeneHa B [Ipenoprka 2003/361/EO Ha
Komucusra (*'), 3a TsIX Crie[iBa Jja ce TpuIIaraT HaMarneHus Ha Takcute. [locouenuTte HaManeHus TpsibBa 1a ce ONPENeNsT Bb3
OCHOBA Ha HAIUIEKHO OTYMTAHE HA IIaTexxocrnocobHocTTa Ha MCII. 3a a ce OCUIypy ChITIACYBAHOCT HA Te3U HAMAleHMs 3a
MCII ¢ Pernament (EO) Ne 2049/2005, Hacrosiumre HuBa 33 HAMAJISIBAaHE HA TAKCHUTE CIIe MIOJTyYaBaHe HA paspelieHue 3a
ThproBusi cremsa ma Gbmar mpegocraeryn Ha MCIL OcBeH TOBa MMKpPOIpEQIpUATHSITA CIeBa Aa ObIAT 0CBOOOEHM OT
BCMUKM TaKCH CTIef] TIOTy4aBaHe Ha pa3pelleHie 33 ThProBus.

TeHepyyHMTE JEKAPCTBEHM IPOOYKTH 33 XyMaHHA YIOTpeOa 1 IeHEPUUHMTE BETCPUHAPHM JIEKAPCTBEHM MPOMYKTH,
JIeKapCTBEHUTE IMPONYKTH 3a XyMaHHa ymotpe0a M BETEPUMHAPHNUTE JIEKAPCTBEHM IPOMYKTH, PAa3pEleHN CbITIACHO
pasnopenliure, OTHACSLM Ce IO YTBHPIEHOTO JIe4eOHO MPUIIOKEHME, XOMEOATHYHNUTE NIeKapCTBEH! TPOLYKTH 32 XyMaHHA
yrorpe6a M XOMEONMATHYHNUTE BETEPUHAPHN JIEKAPCTBEHM MPOMYKTH, KAKTO M PACTUTEIHWUTE JIEKAPCTBEHM MPONYKTH 3a
XyMaHHa ynotpe6a, crefBa ha MOIIEKAaT HA HamaNeHa TONMINHA Takca 3a ¢apMaKoNOrMyHa OMMTENHOCT, Thil KaTO Te3u
JIeKapCTBEHU NPOLYKTH OOMKHOBEHO MMAT YTBBPHEH Hpoduil Ha Ge3omacHOCT. Bolpeku ToBa B Cilydanre, B KOUTO Te3u
JIeKapCTBEHM MPOAYKTM Ca MPEIMETHT Ha MpoLeypute [0 (apMakoiormuHa OmurenHOCT Ha pasHmitero Ha Cbrosa,
AreHumsiTa criersa 1a c0Mpa ITbIIHATA TaKCa C OIVIEN Ha M3BbPIICHATA JOMBIHUTENHA padoTa.

C 1en u3bsirBaHe Ha HEMPONOPIMOHATHO ATMUHMCTPATHBHO PabOTHO HATOBApBAHE 3a ATEHINMSATA, HAMANICHMSTA Ha TAKCUTE 1
0cBOGOKIABAHUATA OT TAKCH CIIENIBA 1 CE NPUIIATAT Bb3 OCHOBA Ha JIEKIIApalysl OT CTPaHa Ha IIPUTEKATells Ha paspelieHNeTo
38 THPIOBYSI MIIM HA 3asIBUTEIISL, KOITO TBbPIM, Ye MMa IPABO Ha Takasa MsipKa. [IpemocTaBsiHeTo Ha HeBspHA MHQOpMALILS B
TOBA OTHOLICHME CIIeABA [a Oble BH3IPEISITCTBAHO Upe3 MPUIAraHETO Ha CreluQuueH HAIOI, B CIydail ue ATeHIusITa
YCTaHOBM TMPETOCTABSIHETO HA HEBSIpHA MHOPMALISL.

3a na ce OCUTYpU IIPEABUIMMOCT U SICHOTA, pa3MEPDBT Ha TAKCUTE, HAJIO3UTE VI Bb3HATPAXKICHMATA CE€ ONPENEI B €BPO.

PasmepbT Ha TakcuTe, HANO3MTE HA ATEHLMATAa M Bh3HArpaXNEHMATA Ha KOMIIETEHTHUTE OPTaHM Ha IbPKABUTE UIIEHKN
CIIefIBa J1a ce KOPUTHPA, KOTATO € LienechoOpasHo, 3a 1a Ce B3eMaT NPEIBMI 3HAYNTEITHUTE IPOMEH B PA3XOIMTE, YCTAHOBEHU
ype3 MOHUTOPVHT Ha PasXOMMTe, U 33 [1a Ce OTYeTe MHQMALMsITA. 32 LeMUTe Ha OTUMTAHE HA BB3NEICTBUETO HA MHQIALMATA
CTIefBa [1a Ce M3MOI3Ba XaPMOHM3MPAHMAT MHIEKC HA MOTPeOMTENICKUTE LieHN, IyOIMKyBaH OT EBpoCTaT B CHOTBETCTBUE C
Pernamenrt (EC) 2016792 Ha Esporerickust naprmament 1 Ha Cobgera (*2). IIpu mppBata KOpeKLyst mOpamy MHQIALMATA Ha
TAaKCHTe, HATIO3MTE M BB3HArPAXKIEHISITA CTIeNBa [1a Ce B3eMaT IPEMIBMI FOMMIIHNTE HIBA HA MH(IIALMS 32 BCSIKA KaleHIapHa
TOIVHA CIIe]] Beue NMPIIOXKEHATa KbM CyMUTE B IPUIOKEHNMSATA KOPEKLMs CIPSIMO MHIALNATA, 10 M BKITIOUMTENHO 2024 T.
Beue NpMIIOKEHMAT KbM CyMUTE B NPWIOKEHUSTA TpoLeHT Ha mudmaims e 5,9 % 3a 2023 1., KOeTO ChOTBETCTBA HA
IpOrHo3Hata romuHa uHmams 3a 2023 r., u 1,2 % 3a 2024 r. CrenosaTeHO IpY ITbpBaTa KOPEKUMs [OpPamu
vH(IALMITa CIIeMBA [ Ce B3eMe IPEIBMI M KOPEKIMSITa, HeOOXOmMMa C OITel Ha OKOHUATENHNS TOMMIIEH IPOLEHT Ha
nudnamms 32 2023 . m 2024 1.

C men ocurypsiBaHe Ha OBP30TO KOpUTMpAaHE HA CTPYKTypaTa M pasMepa Ha TaKCUTE M Halo3uTe Ha ATEHLMATA U Ha
Bb3HATPaXIEHMATA HA KOMIIETGHTHMTE OpIaHM HAa IbPKABUTE WICHKM KbM 3HAUMTENIHM HPOMEHM B PasXOOMTE MM
npouecute, Ha KommcysTa crempa a ce NMPENOCTaBM IPABOMOLIMETO [a NpueMa aKToBe B ChOTBETCTBME C uileH 290 ot
HoroBopa 3a QyHKLUMOHMPAHETO Ha EBpOMENCKNs Cbi03 1O OTHOLIEHME HA OMpENENSHETO Ha MENHOCTUTE Ha ATeHIMATa,
TIpelIMeT Ha TaKCY 1 HAJIO3U U, KBIETO € YMECTHO, pa3Mepa Ha Bb3HArpaxIeHMeTO Ha KOMIIETEHTHUTE OPraHM Ha [IbpXKaBuUTe
uerkn. ToBa OIpeHeNsHe CliefBa [a Ce M3BPIIM HA OCHOBATA HA OOEKTMBHA MHQOpMALVS OTHOCHO DAa3XOHMTE WM
M3MEHEHMSTA B peryjaTopHara pamka. Tasu mHdopMaums ce IPeNOCTaBsi [JIABHO upe3 CIELMaeH HOKIIAN, IPUET OT
YIPaBUTEITHISL ChBET Ha ATEHLVATA, KOITO CHIbpPXKA 0OOCHOBAHM IPENOPBKY 3a YBE/IMUABAHE MITV HAMAJISBAHE HA Pa3Mepa
Ha TaKCH, HaJI03M WM Bb3HAIPaXMEHNs, 3a M3MEHEHNE Ha NPUIOXEHMSTA, BKIIIOUMTESIHO Bb3 OCHOBA HA NPOMEHM B
HOPMATMBHO YCTAHOBEHWTE 3aJJa4M Ha ATEHLMATA, 33 I0OABSHE HA TAKCU 1 aJJaNTHPaHe Ha CIIeMPUKALIMSTA Ha IefHOCTHTe,
3a KOUTO ATEHILMsITA ChOMpPA TAKCH WIIM HAllo3M, KbM NMPOMEHSILNTE Ce ycroBust U u3nuckBanus. OT ocobeHa BaKHOCT € 10
BpeMe Ha IONTOTBMTENHATa Cy pabora Komycmsra ma mposene MOIXOMSIIM KOHCYITALMM, BKITIOUMTENIHO HA EKCIEPTHO
PaBHILLE, U Te3U KOHCYNTawmy Aa GbIaT NPOBENeHN B ChOTBETCTBIE C IPUHIMIIATE, 3ATI0KEHN B MeXIyMHCTUTYLIMOHATIHOTO
criopasymerne ot 13 ampmn 2016 r. 32 mo-mo6po 3akoHOTBOpUecTBO (). [lo-CrienmarnHo, ¢ Len OCUIypsiBaHe Ha PaBHO
yJacTue Ipy HOArOTOBKATA Ha NeslernpaHuTe akTose, EBponeiickuar napnament 1 ChBeTbT IOIy4aBaT BCUUKM TOKYMEHTH

(*) Mpenopbka 2003/361/EO Ha Komucusra or 6 Mait 2003 1. OTHOCHO OIIpeieNIeHUETO 38 MUKPO-, MAIKH 1 cpentn npernpusitust (OB L 124,

20.5.2003 r., ctp. 36).

(*) Permamenr (EC) 2016/792 Ha EBpomnesickust maprament u Ha Cpera or 11 Mait 2016 r. 3a XapMOHV3MpPAHNTe MHIEKCY Ha IOTPeOUTETICKITE

LICHN U 33 VIHIIEKCA Ha LIEHWTe Ha XWIMIIATA 1 32 OTMsiHA Ha Permament (EO) Ne 2494/95 Ha Coeera (OB L 135, 24.5.2016 ., ctp. 11).

() MeXIyMHCTUTYLIMOHATIHO criopasyMeHye Mexny Espomeiickus maprmament, ChBera Ha EBpomeiickms cbio3 u EBpomeiickata Komucus 3a

110-100po 3akoHoTBOpuectso (OB L 123, 12.5.2016 r., c1p. 1).
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(33)

(34)

€OJHOBPEMEHHO C €KCIEPTUTE OT HObpKaBUTE UIIEHKM, KAaTO TEXHUTE EKCIEPTM IIOJTy4aBaT CUCTEMAaTMYHO [OCTBII 10
3acejaHmATa Ha EKCIEPTHUTE TIpynu Ha KoMucusita, 3aHuMaBaiim ce ¢ TMONTOTOBKaTa Ha HeJIETMpaHnuTe akTOBE. Axko
NnpoMsiHaTa B TAKCUTE OOBEOC OO YBEIMYABAHE Ha [€jla Ha TE3M TAKCM OT CTpaHa Ha AFCHHI/IHT&, clienBa fga ce 06'1>pH€
CIIeMaJIHO BHVMAHME Ha IOOIbPXKAHETO Ha LIETITa 32 OCHOBAHO HAa Pa3XOMNTE, 6aHaHCI/IpaHO, 00EKTHBHO U CIIpaBEOIINBO
pasnpeneneHne Ha TAKCUTE MEXITY ATeHIMATA M KOMIIETEHTHNTE Oprany Ha ObpPKaBUTE YWICHKN.

3a ma ce rapaHTMpa BB3CTAHOBSIBAHETO HA Pa3sXommre, AreHUMSTA CIefBa [ MPETOCTaBs yCIyrw, NMOMamamy B 00XBaTa Ha
BB3TIOXKEHNTE J 3aJlauy, CaMO CIlell ISUIOCTHO MITAllAHe HA CHOTBETHATA TAKCA MM ChOTBETHMS Hanor. B cpoTsercTBue ¢
urieH 71, erBbpta anuues ot denernpan pernament (EC) 2019/715 xa Komucusita (*) mpy u3KIIO4MTENIHN 0OCTOSATENCTBA
obavye e Bb3MOXKHO NajeHa yciyra na Oble mpemocTabeHa Ge3 NPENBAPUTENHO 3aMialllaHe HA TBIXMMATA TaKca MIM
Bb3HArpaxmeHue.

B cvorsercrue ¢ wien 30 or Pernament (EC) 2022/123 Arenmmsita ocurypsisa ot umero Ha Komucusita cekperapmara Ha
eKCIIepTHUTE TPy, ompeneneHy B cpotBercrsue ¢ Pernament (EC) 2017/745. Topamu ToBa wien 106 or Permament
(EC) 2017/745 n urnen 30, 6yksa ¢) or Permament (EC) 2022/123 OTHOCHO 3aMTAlIAHETO HA TAKCH 33 KOHCYNTALN,
NPETOCTaBeH! OT eKCIePTHM IPyMH, CliefiBa Na ObIaT M3MEHeHM, 3a 1 Ce OCUTYPM Bb3MOXKHOCT Ha ATeHIsiTa Ia chOupa
TaKCU 33 NPEJOCTaBAHETO Ha Ta3u yCiyra, ciefl Karo Kommcusara ompemeny Takupa TakCu B CbOTBETCTBUE C Pernmament
(EC) 2017/745.

JIOKOJIKOTO LieJITe Ha HACTOSILNS PErNIaMeHT, a MMEHHO [ Ce OCUTYPM TOIXOMSIO QMHAHCHPAHE 3a AEHHOCTUTE 1 3aaumTe
Ha ATeHLMATa, U3BbPUIBAHM Ha paBHMLIETO Ha Cbl03a, UPe3 YCTAaHOBSBaHe HA OCHOBAHM Ha Pa3XONIMUTE TAKCY M HAJIO3U, KOUTO
Arenumsita a ch6upa, 1 1a ce rapaHTHpa OCHOBAHO Ha PA3XOIMTE Bb3HArPAXKMeHNMe HA KOMIIETEHTHITE OPTaHH Ha [TbPKaBuTe
WIEHKM 33 TeXHUs TPMHOC 33 OCHIUECTBSBAHETO HA Te3M 3a7auy, He MOXe [a Oble NMOCTUIHATA B HOCTATbYHA CTEIleH OT
[Tbp2KaBUTE UIIEHKM, & OPAIM Maiaba Wi pesyiraTa Ha IeiCTBUETO, MOTaT ja Obaar o-1o0pe MOCTUIHATH Ha PABHUILETO
Ha Cpro3a, CbIO3BT MOXKeE [1a IIpMeMe MePKI B CHOTBETCTBIE C NPUHIMIA HA CyOCHAMAPHOCT, YpeleH B uieH 5 ot [loroBopa
3a EBpornerickus cbro3. B CHOTBETCTBYE C IIPMHUMIIA Ha IPONIOPUMOHAIIHOCT, YPENeH B ChUIMA UIIeH, HACTOSIIMAT PerflaMeHT
He HAJIXBbpIIsi HEOOXOIMMOTO 33 IOCTUTAHETO Ha Te3M LET.

3a 1a ce ch3mamar ycrnoBus 3a Gbp30TO IpUIaraHe Ha MPeIBUICHNUTE B HACTOSIINS PEITAMEHT MePKHM, TOI CIIe[iBa [a BIie3e B
cwia B fieHst criep myOnukysaHero My B Oduyuanen secmiur Ha Esponelicrud ceios,

[TPUEXA HACTOSLLUMA PEITIAMEHT:

1.

Ynen 1

Mpenmer u 06xBaT

C Hacrostmst PEITIaMEHT C€ YCTaHOBABAT I1paBNia OTHOCHO:

a) TaKCUTE U HanosuTe, cbOMpaHu oT EBpormelickaTa areHuus Mo JieKapcTBaTa (HapMUaHa MO-HATAThK ,AreHIMATA") 38 JeHOCTUTE
1O OLCHsBaHe, CBbP3aHN C MONyyaBaHe M MOMIbpXKaHe Ha paspewieHne Ha Cbo3a 3a THProBMsl C JIEKAPCTBEHM IPOIYKTH 3a
XyMaHHa ynorpe0a 1 JIeKapcTBEHM IPOIYKTH 3a BeTepUHAPHA yoTpeDa, KAKTO ¥ 3a APYTH YCIyTH, IPENOCTABSIHI OT ATEHLMSATA,
VI 32 3a[Ia4M, M3ITBITHSIBAHM OT Hesl, CbITIACHO IpemBuueHoTo B pernamenty (EO) Ne 726/2004 u (EC) 2019/6;

(*) Henernpan permament (EC) 2019/715 na Kommcusra or 18 mexemspy 2018 r. OTHOCHO PaMKOBMs (MHAHCOB PEITIAMEHT 33 OPIAHWTE,

cp3namenn no cuata Ha JPEC u Horosopa 3a Esparom u nocouenu B uner 70 or Pernament (EC, Epatom) 2018/1046 na Esponeiickus
napnamest 1 Ha Cbeera (OB L 122, 10.5.2019 ., c1p. 1).

ELL http://data.europa.eu/elijreg/2024/568 0
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3.

CbOTBETHUTE Bb3HATPaKIEHM, KOUTO CE 3aIllIalllaT OT ATeHIMATa Ha KOMIIETEHTHUTE Oprany Ha ObpzKaBUTE YJIEHKN 3a YCITYTUTE,
NpenoCTaBAHM OT HOKJIaMUMUUTE M, KOraTo € IPUIIOKMMO, OT CHOOKJIaUMUUTE OT KOMIIETEHTHWUTE OpraHy Ha ObpXKaBUTE
YIIEHKM, MM OT JIMIQ, VSITBIIHABAILN TIPYIU pOIN, CUUTAHN 3a paBHOCTOﬁHM 3a LENMUTE Ha HACTOALINMSA PEITIAMEHT, CBITIACHO
IIOCOYEHOTO B NMPWIOKEHMATA KbM HACTOALINSA PEITIaMEHT; U

MOHUTOPHUHT Ha Pa3XONTe 3a IEIHOCTUTE 1 YCIIYTUTe, MPENOCTABSHM OT ATCHLMSATA, M MOHUTOPHMHI Ha Pa3XOIMTE 38 I0COYCHUTE
B Oyksa 6) Bb3HATPaXICHNSL.

C Hacrosmms PpermaMenT ChIIO €€ YCTAaHOBABAT ITpaBiila OTHOCHO:

pasmepuTe Ha TAKCHTE M HATIO3MTe, MOCOYeHNM B maparpad 1, Oyksa a), OIpemeneHM Bb3 OCHOBA HA OCHOBAHA HA Pa3XOMIMTE
OLICHKa; U

CHOTBETHNTE pasMepy Ha Bb3HATPAXMEHWATA, ocoueHu B maparpad 1, Gyksa 6), ompenencHu Bb3 OCHOBA Ha OCHOBaHa Ha
PasXOfMTe OLIEHKA;

TlexapcTBeHUTe IPOIYKTHU 3a XyMaHHa ymoTpeba, KOMTO ca paspelieHH 3a MycKaHe Ha Ma3apa B COTBETCTBHUE C uneH 126a ot

Hupextusa 2001/83/EO, He nmomexar Ha TAKCUTE 3 NEIHOCTH 10 GapMAKOJIOTNYHA OIUTEITHOCT, IOCOYCHY B IIPYIOKEHNSTA KbM
HACTOSIIUYVSI PEITIAMEHT.

Ynen 2

Omnpepnenenus

3a 1enuTe Ha HACTOSILIMS permaMeHT ce nmpuarat CIIETHNATE ONPENETIEHNA:

1)

3)

4)

,CIMHNIA 32 TAKCYBAHE [0 OTHOLICHME Ha JIEKAPCTBEHI IPOIYKTH 33 XyMaHHa yroTpe6a“ 03HauaBa eVHNLIA, ONpelelieHa upe3
VHUKA/IHA KOMOMHALWSL OT CIIENHMs Ha0Op OT [aHHM, M3BIIEUEHN OT ChXPAHABAHATA OT ATEHIMATA MHPOPMALMS 33 BCUUKM
JIeKapCTBeHU MPOIYKTH, paspeiieHn B Cbi03a, M CHOTBETCTBALA HA 3aTB/IKEHMETO HA NMPUTEXKATEIMTE HA paspellieHNs 3a
THPIOBMS, [IOCOUEHO B wieH 57, maparpad 2, 6yksu 0) u B) or Permament (EO) Ne 726/2004, 3a mpegocrassiHe Ha Takasa
uHpopMalys B 6a3aTa NaHHM, IOCOYEHA B uIleH 57, maparpad 1, BTopa anmHesi, GyKBa 11) OT IOCOUEHMUSI PEITIAMEHT:

) HAMMEHOBAHNMETO HA JIEKAPCTBEHMSI IPOIYKT B CHOTBETCTBME C OIpENENEHNETO, NMpEBUieHo B wieH 1, touka 20 or
Iupekrnsa 2001/83[EO;

0) mpuTexKaTesst Ha Pa3pellieHMe 38 ThPIOBILS;

B) IIbPKABATA UIIEHKA, HA YMSITO TEPUTOPHS € BATMIHO PA3PELICHNETO 33 THPTOBMS;

I) aKTMBHOTO BEIIECTBO WIM KOMOMHALWASTA OT aKTYBHI BELIECTBA, C M3KIIOUCHNE Ha XOMEOIATHYHNTE JIeKAPCTBEHI IIPOLYKTH
WM PACTUTENHNUTE JIEKAPCTBEHM MPONYKTY, KAKTO €4 OINpENeNeHM CHOTBETHO B wieH 1, Touku 5 u 30 or
Iupektnsa 2001/83/EO;

m ¢apMaleBTHYHATA QOpPMa;

LCIMHMIA 33 TAKCYBaHEe [0 OTHOMICHME HA BeTePMHAPHM JIeKAPCTBEHM IPOLYKTH® O3HAuaBa eHMHNIA, OIpelesicHa upes

YHVMKATHaTa KOMOMHALULSL OT CIENHNMTE IOJETa C NAHHM, CHIbPKaump ce B 0azara maHHM Ha Cbi03a OTHOCHO MPONYKTHTE,

Ch3[ANEHa ChITIACHO ileH 55, maparpad 1 ot Permament (EC) 2019/6:

a) IOCTOSIHHUAT MJIeHTVl(l)I/IKaTOp, IIOCOYEH B II0JI€ 3a [IaHHU 31 B npmnoxeﬂue III xpM PermaMeHT 3a MBITBIIHEHME
(EC) 2021/16;

0) MmeHTMQMKATOPBT HA NPOAYKTA, [OCOYEH B mone 3a HaHHM 3.2 B mpwioxenue [l xbm PermameHT 3a M3mbiHeHMe
(EC) 2021/16;

,CPEITHO MPETIpPUATIE” 03HAYABA CPETHO TPEMIPUSTIE IO cMuchTa Ha [Ipenopbka 2003/361/EO;

,MAIIKO IIpEeIIpUsTHE” 03HAYABA MAIIKO IIPEANpUSITHE 10 cMUChia Ha [Ipenopbka 2003/361/EO;

ELL http://data.europa.eu/elijreg/2024/5680j
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5) ,MMKpPOIPENNpuaTHe” 03HAUaBa MYKPOIIPENNpHUATHE M0 cMuChia Ha [Ipenopbka 2003/361/EO;

6) ,M3BBHpENHA CuTyamysi B o0rmacTTa Ha OOLICCTBEHOTO 3OpaBe” O3HAYaBa M3BBHPEOHA CUTyalys B 0ONAcTTa Ha OOLIECTBEHOTO
ampase, npysHata or Komucusta B cbotBercTBue ¢ uieH 23, maparpa¢ 1 or Permament (EC) 2022/2371 Ha EBpomerickus
napraMeHT 1 Ha CobBeta (¥).

Ynen 3

BupoBe Takcu M Hano3u

AreHLMATa MOXKe Ia c1>61/[pa CIICOIHUTE BUIOOBE TAKCU MITM HAJIO3M:

a) TAKCU VM HAJTO3Y 3a MPOLEIyPUTE 3a OLCHKA U YCIYTUTE, CBbP3aHM C JIEKApCTBEHM MPOIYKTH 33 XyMaHHA yNoTpeba, MOCOUeH! B
npuoxenue I;

6) TakcH M HANO3M 3a IPOLENyPUTE 33 OLEHKA U YCIIYTMTE, CBHP3AHM C BETEPMHAPHM JIEKAPCTBEHM MPOMYKTH, MOCOUCHM B
npunoxenue II;

B) TOMMUIHM TAKCYM 33 pa3pelleHy JIeKApCTBEHMTE MPOLYKTM 3a XyMaHHa ymorTpeOa M paspelieHy BETepMHAPHM JIeKapCTBEHM
IPOIyKTH, ocoueHn B npunoxenue III;

I‘) Opyry TaKCU M HAJIO3U 3a JIEKAPCTBEHM NPOOYKTU 3a XyMaHHa yHOTpC6a, BETEpMHAPHU JICKAPCTBEHN ITPOAYKTU M KOHCYJITALlMN
OTHOCHO METIMUMHCKI UBIEINA, TOCOYEHN B IIPUITOKEHME V.

Ynen 4

TombTHUTEITHU TAKCH M HAJIO3U

1. AreHumsta MOXKe [a Cb0Mpa TaKca 3a NMPENOCTABSHUTE OT Hesl HAYYHU YCIYTH, aKO IIOCOYEHMTE YCIYTH He ca 0OXBaHaTy OT
[Ipyra Takca MIIM OT [PYT HAJIOT, IPEIBUICHN B HACTOALIMA PEINIAMEHT MM B IPYT IpapeH akT Ha Cbrosa. PasmepnT Ha TakcaTa 3a
Hay4Ha yCJIyra ce OIpeMeNisl KaTo Ce B3uMa HPENBUI ChOTBETHOTO pabOTHO HaToBapBaHe. MUHMMAITHUAT M MaKCHMAITHUAT pasMep
Ha IOCOYEHNMTE TAKCH 3a HAY4HM YCIYIU M, KOTaTo € IIPMIIOKMMO, CHOTBETHOTO Bb3HarpaXXHeHue 3a JOKIIIUMLMTE U, KOTaTo €
TIPUIIOKMMO, 3a CHIOKITAIUMIINTE, Ca TOCOYEHM B TOUKA 5 OT mpuitoxeHue IV.

2. AreHumsTa MOXe [1a CbOMpa HAJOT 34 AIMMHUCTPATUBHUTE YCIYTH, KOUTO MPENOCTABs 10 MCKAHEe HA TPETa CTPAHa, KO Te3u
yCIyru He ca 00XBAaHaTM OT JPyTa TAaKCa WM OT APYT HAJIOT, IPEIBUIICHI B HACTOSILINS PEITIaMEHT MM B JIPYT IIpaBeH akT Ha Chio3a.
PasMepbT Ha Hainora 3a AIMMHMCTPATMBHM YCIIyIM Ce OMNpeeNsi, KATO ce B3MMa IPEOBMI CbOTBETHOTO PabOTHO HATOBApBAHE.
MUHNMATHUAT M MAKCUMATTHUAT pa3Mep Ha Te3V HaJlo3y € II0COYeH B TOUKa 6.4 ot npunoxenue IV.

3. Takcure M Hajo3uTe, CHOMPAHM CHITACHO maparpa¢u 1 1 2, ce ONpEHeNaT OT YIpaBUTENHMUSI ChBET Ha ATeHUMSTa CIel
TIOJIOKMTENHO CTAHOBMILE OT CTpaHa Ha KommcnsATa B CbOTBETCTBME C IPOLIEAYpaTa, YCTaHOBEHa ChriacHO wieH 8. Ilpumoxmmure
CcyMu ce myOrmKyBar Ha yeOcaiita Ha AreHIMSITA.

4. Tlpu BesikO mpepasriiekIaHe Ha HACTOALMS pernameHT KommcusTa B3eMa MpemBuim BCHUKM TAKCYM M HATIO3M, CHOMPAHM OT
ATeHLMATA B CLOTBETCTBME C HACTOSIIIINS YJIEH.

Ynen 5

M3nnanaHe Ha Bb3HarpaxmeHus Ha KOMIETEHTHUTe OPTaHU Ha [TbPKaBUTe WICHKY 32 NPeNOCTaBsiHe Ha YCIIyTH Ha
AreHuusTa

1. AreHuusaTa M3IUIalia Ha KOMIIETGHTHUTE OPTaHM Ha AbpXKAaBUTE WIEHKY Bh3HATPAXIICHUSITA, [IOCOYEHN B wiieH 1,naparpad 1,
6yksa 0), B CHOTBETCTBIIE C PAa3MEPUTE Ha Bh3HATPAXIICHNSTA, IPEABUICHN B HACTOSIILS PEITIAMEHT.

(*) Pernamenrt (EC) 2022/2371 Ha Esporieiickus napnaMeHT u Ha CbBera o 23 Hoemspyt 2022 . OTHOCHO CEPUO3HNTE TPAHCIPAHIYHI 3aITaxy 3a
3[paBeTo M 32 OTMsiHA Ha Pererne Ne 1082/2013/EC (OB L 314, 6.12.2022 r., cp. 26).
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2. Korarto 3a mameHM Takcu ¥ Hamo3m ce NpwiaraT HamaJIeHMs Ha TakKCuM WIN OCBO60}K]]aBaHC OT TakKCH, CBOTBETHOTO
Bb3HArpaxrieHyue, KOETo Ce 3alyiallia Ha KOMIIETEHTHUTE OpraHu Ha Ibp2KaBUTE YIECHKM B CbOTBETCTBME C HACTOALLMSA PETIIAMEHT, HE
C€ HaMaJlsiBa, OCBEH aKO B HACTOALINS PETIIAMEHT € NMPENBUIEHO OPYTO.

3. Bb3HarpaxpeHMeTo Ha KOMIETEHTHUTE OpraHM Ha IbPXKaBUTE UIEHKM Ce M3IUIalla B ChOTBETCTBME C MUCMEHMs MOTOBOD,
nocoueH B wiieH 62, naparpa¢ 3, mppsa amuHest ot Pernament (EO) Ne 726/2004. Bb3narpaxueHuero ce u3Iiaia B espo. Beyuxu
CBBP3AHM C M3IUIALIAHETO HA IOCOYEHOTO Bb3HATPAXieHMe OAHKOBM TaKCH ce Moemar OT AreHuusra. IlompoGHiure npasma,
CBbP3aHM € M3IUIALIAHETO HA Bh3HATPAKIEHNSATA HA KOMIICTEHTHIUTE OPraHM Ha IbPKABUTE WIEHKM, C€ ONPEeNIsT OT YIPaBUTETHMS
CBBET Ha ATeHIMATA B CbOTBETCTBME C UJIeH 8 OT HACTOSILMS PEITIAMEHT.

Ynen 6

Hamarnienus u pascpousane Ha TaKCUTe M HaJIO3UTe
1. AreHumaAra npunara HaMaJeHyATa W Pa3CPOUBAHETO, IIOCOYEHN B PUITOXKeHMe V.

2. H'bp)KaBI/ITC UIEHKM WM MHCTUTYLIMUTE Ha Cmoaa, KONTO Ca IOVICKAJIN OL€HKA, CTAHOBMIIE MM YCITyTa OT AFCHIH/IHT&, HE
IBII2KaT TaKC UIIN HaJIO3M CBhITIACHO HAaCTOALIMA PErTIaMEHT.

3. bBe3 ma ce 3acsira uneH 5, maparpad 2, KOraTo 3asBUTEIIAT MIM NPUTEXATENAT HA paspellieHye 3a THPrOBMs MOXe IIa ce
BB3NON3BA M OT HaMalleHue, MPENBUIEHO B NpPYT IpaBeH akT Ha Cplo3a, ce Ipuiara caMO TOBa HaMaJleHMe, KOETO € Haii-
OaronpusTHO 3a 3asIBUTEIIS MM PUTEKATENS HA Pa3PELICHIETO 33 ThPIOBILSL

4. Tlo 060CHOBAHO MpEMTIOXKEHME OT CTPaHA HA M3IBIHUTENIHMS IMPEKTOP HA ATEHIMSTA, MO-CHEUMANHO 3a 3alIMTA HA
OO6LIECTBEHOTO 3[paBe WM 3[PABETO Ha XMBOTHMTE, MIIM 3a IOMIIOMaraHe Ha u30paHM 1O HAUIEXXKHO OOOCHOBAHM IPUUMHM
ceunyUHM BUIOBE MPOOYKTYM WM BUIOBE 3asIBUTENM, YIPABUTETHMSAT CbBET HA ATCGHIMSITA MOXe [a IPENOCTABM, CIIel
TOJIOXUTENHO CTaHOBMIIE OT CTpaHa Ha KomMcusTa, IMBIHO MIIM YacTMYHO HaMarleHye Ha IPMIIOXKMMATa TaKca MM Hanor B
CHOTBETCTBME C UileH 8. ATEHINSTA ONOBeCTsBA MyOnu4HO Ha yeGcaiiTa ¢y MHPOPMALATA 3a Te3U HAMACHMS, CIIell KaTo 3aifyn
1sinaTa MHGOPMALVSI C TOBEPUTENIEH THPIOBCKI XaPaKTep.

5. IIpn u3BBHpPENHN OOCTOSTENICTBA 1 HATIOXMUTEITHN [PUUMHIL, CBBP3aHN C OOIIECTBEHOTO 3[IpaBe WIIN 3IPABETO Ha KMBOTHMUTE,
VIBITBITHUTENHMAT AMPEKTOP Ha ATeHLMATAa MOXE [1a NPENOCTaBy, BbB BCEKM OTEIEH CIIyyail, ITbIHO MIIM YaCTMYHO HaMalleHue Ha
Takcure, nocouenu B npunoxenus I, 11, 11T u IV, ¢ uskinouenne Ha Takcure, nocouenu B pasgenn 6, 14 u 15 or npunoxenue I,
pasgem 7 n 10 or mpunoxenne II n paspen 3 or npunoxenne III. Bcako pemenme, B3eTO CBINIACHO HACTOSILMA YileH, ChIbpPkKa
NPUYMHNATE, HA KOMTO Ce OCHOBABA. ATEHLMATA OMNOBECTSABA NyONMMYHO Ha yeOcaiita ¢y MHOpMALMATA 3a Te3U HaMaJleHud,
BKJTIOUMTEITHO [IPYMUMHNTE 33 HAMATICHIATA, CTET KaTO 3aIMui LisUIaTa MHPOPMALMS C IOBEPUTENICH ThPTOBCKY XapakTep.

Ynen 7

IInamaHe Ha TaKCUTE U HAJIO3UTE
1. Takcute U Hanmo3uTe, THIKUMM OT ATEHIIMATA ChITIACHO HACTOSIIMS pernaMeHT, ce 3arianart B €Bpo.

2. Koraro Takcu ¥ Halosu ca JBIKMMU CBITIACHO HACTOSALIMSA PEITIAMEHT, ATEHIMATA M3[IaBa JICKaHe 3a IUIallaHe Ha IaTena,
KaTo I10COYBA IBIIKMMATa CyMa ¥ ONpeNeri KpaiHus CPOK 3a IUIallaHe.

Korato nnarerr MOJTyu! MICKaHE 3a IUTAIIAHE CBITIACHO ITbpBa aJIMHEd, TOM VI3BBpIIBA IIAIIAHETO B PaMKUTE Ha KpaﬁHI/Iﬂ CpoOK 3a
IJ1alllaHe, MMOCOYEH B MCKAHETO.

3. [InanraHeTo Ha TakCuUTE M HAJIO3UTE Ce M3BbpLIBa Ype3 MPEBOM IO IMOCOYCHATA B MICKAHETO 3a IIalllaHe (aHKOBa CMeTKa Ha
AreHumsita. Bomuku GaHKOBU TaKCH, CBbp3aHN C IOCOUYEHOTO IUIAlIaHE, CE IIOEMAT OT IUIaTea.
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4. Cunra ce, ye IIATEUT € U3BHPILNII IUIAIAHETO B PAMKMTE Ha KPailHMA CPOK 3a IUIAlIAHe, TOCOUEH OT ATEHUMATA, CAMO aKO
LANIaTa CyMa e IUTaTeHa B KpaitHus cpok. JlataTa, Ha KOSITO ISUIaTa CyMa Ha IUIAIAHETO € NMOCTBIMIA B GaHKOBaTa CMeTKa Ha
AreHuyATa, PENICTaBIIABa JATaTa, Ha KOATO € M3BbPLIEHO IUIALIAHETO.

Ynen 8

IpaBuia 3a pabora

1. Tlo MoTMBMpaHO MpeMTOKeHNe Ha UBITbIIHUTENTHUS AMPEKTOP M CIIE MONOXKUTENTHO CTaHOBMIIE OT KoMucHATa yipaBUTETHUAT
CBBET Ha ATEHLVSTA YCTAHOBSIBA MpaBuiia 3a paboTa 3a yrecHsBaHe Ha HPWIAraHETO Ha HACTOSLMS PEITIAMEHT, BKITFOUMTEITHO
HAUMHUTE HA IUTALAHE HA TaKCUTe M HAjo3uTe, CHOMPAHM OT AreHLMsTa, MeXaHM3Ma 3a IUIAAHE HA BB3HATPAXMIEHMs Ha
KOMIIETCHTHUTE OpTaHM Ha MIBpPXKABUTE WIEHKM CBITIACHO HACTOSINMS peIIaMEHT, ITBITHO IUIM YaCTMYHO HaManeHyue Ha
IPUITOKMMMUTE TAKCH M HANO3M B ChOTBETCTBNE C WIeH 6, maparpad 4 ¥ ycTaHOBSBaHETO Ha o0y ¢opMaT, OCHOBAH Ha IIPO3payHa
METOIMKA, KOJTO [ ce M3MOJI3Ba OT KOMIIeTEHTHNUTE OpTraHy Ha IbpKaBUTe WICHKY WM eKCIepPTH, ¢ KOUTO € CKITIOUeH JOTOBOp 3a
yuyacTe B paboTata Ha €KCIEpTHMUTE Ipymu B OONAcTTa Ha MEIMUMHCKMTE M3IENMS MPY MPEHOCTaBSHETO Ha AreHuMATa Ha
QuHarcoBaTa MHPOPMALMS B CHOTBETCTBME C wieH 10, maparpad 4.

2. Karo yact ot mpasurata 3a pabora, mocoueHn B maparpad 1, ympaBUTEIHMST ChBET Ha ATEHIMATA OMPENeNsl yCTAHOBSBA U
o6xBara Ha e[IHa OTIE/IHA MHCIIEKINS 33 BCEKM BUI MHCIeKuyst. ToBa BKIIIOUBA, KOTATO € NPUMIIOKNMO, CBOTBETHISI JIEKaPCTBEH
TMPONIYKT, COTBETHIS 0OEKT, CHOTBETHATA EIHOCT M COTBETHMSI MHCIEKIIMOHEH eKMUIL.

3. AreHuusTa ONOBeCTsBa MPaBMIaTa 3a paboTa Ha CBOsI yeOcaitr.

Ynen 9

Cpoxone 3a I1alaHe v MepKu B Cﬂy'-laﬁ Ha HeIUIalaHe

1. Ho 1 smyapu 2025 r. B mpaBusiata 3a paboTa, yCTAHOBEHM B CBOTBETCTBUE C WIEH 8 OT HACTOSIINS PEITIaMEHT, ce II0COYBaT
CpOKOBeTe 3a IUTALaHe Ha TAKCUTE VM HANO3MTe, CHOMPAHM B CHOTBETCTBME C HACTOSLIMS pernaMeHT. HamiexxHO ce orymrar
CPOKOBeTe Ha IPOLIEAYpUTe 3a OLIeHKa, Ipersuuern B pernamenty (EO) Ne 726/2004 u (EC) 2019/6 u B [Iupexrusa 2001/83/EO.

2. KoraTo mialaHeTo Ha TaKca MM HAJIOT, CBOMPAHU OT ATEHUMSTA B COTBETCTBIUE C HACTOSIINS PEITIAMEHT, € POCPOUCHO U
6e3 [1a ce 3acsira PABOMOLIMETO Ha ATEHINSTA [ 3aBefle erI0 3a OCUIYpsiBaHe Ha IIALAHETO ChITACHO wieH /1 ot Pernament (EO)
Ne 7262004, M3mbIHUTENHUAT OMPEKTOP HA ATEHIMSTA MOXe [a pel, de AreHuMsTa HsIMa [a NPENOCTaBsi YCIyTMTe WM MIa
M3BBpILIBA NPOLENYPUTE, 33 KOMTO CE OTHACS ChOTBETHATAa TAaKCa MIIM HANOI, MM Ye ATeHLMATA IIe CIpe BCAKAKBU TEKYLIM MIIM
ObIery yCIyru 1 MpoLefypy, JOKAaTo He Gble MITaTeHa ChOTBETHATA TAKCA MM HAJIOT, BKIIOYMTEITHO ChOTBETHATA JIMXBA, KAKTO €
npeasueHo B uieH 99 ot Permament (EC, Eparom) 2018/1046.

Ynen 10

IIpo3pauHOCT U MOHUTOPUHT
1. AreHumsra nyOnyKyBa Ha caifra Ci pa3mepa Ha TaKCUTe, HATIO3UTE ¥ Bb3HATPAXKICHNETO, TOCOUEHI B IIPUIIOKCHMATA.

2. AreHumATa WM3BBPIIBA MOHMTOPUHT Ha CBOMTE pa3XOIM, a M3IBIHUTENHMAT [MPEKTOP Ha AreHUMATA IIPeNoCTaBs
CBOEBPEMEHHO, KaTO YacT OT TOMMIIHNSA OTUET 3a HeMHOCTTa, IIpefaBaH Ha EBponelickus naprnament, Cbeera, Kommcusra u CvmeTHara
nanara, MogpobHa 1 000CHOBaHA MHPOPMALIAS 33 PA3KOIMTE, KOMTO Lie GbIAT NOKPUTH OT TAKCUTE I HAJIO3MTe, TOMAaly B 00XBata
Ha HACTOSIMS peraaMeHT. [TocoueHata MHOpMALMst BKITIOUBA MHGOPMALMSTA 38 TOKA3ATENNTE, IOCOYEHa B mpuioxenue VI, u
MOXKe [1a BKITIOUBA JIpyTa OTHOCHMA MHQOPMALIMS, HalpuMep MHPOPMALMS, CBbP3aHa C MPAKTUUYECKNUTE acleKT! Ha M3IThITHEHUETO
Ha [EHOCTUTE Ha ATEHIIISITA, M PasOMBKa Ha Pa3XOMMTE 3a MPENXONHATA KaJleHIApHA FOMMHA, KAKTO M MPOTHO3a 3a CIefBallaTa
KaJleHIAPHA TOMMHA. ATEHIMATA ChLIO TAKA CBOEBPEMEHHO IyONMKyBa Iperriell Ha Ta3u MHQOpPMALMsl B TONMIIHMS CH OTYET 3a
IefiHOCTTa.

12/39 ELL http://data.europa.eu/elijreg/2024/568 0



OB L, 14.2.2024 1. BG

3. B cBOs rommiieH OTUeT 3a MEMHOCTTa ATEHIMATA Hy6HI/IKyBa TOOMIIHUTE TIPUXOOM, MOJTYUEHN IO BUIOBE TAKCM M HAJIO3M,
BKITIOUMTEITHO KOTraTo Ca MpefoCTaBeHN HaMaJleHNs 1 0CBO60}K11&B&HV[H, BKITIOUUTEITHO TAKCUTE U HAJIO3UTE, KOUTO Ca IBJIKUMU, HO
BCE OLIC HE Ca IOJTyueH! OT AreHuusTA.

B cBOSI rommuieH OTHET 3a HEHHOCTTa ATEHIMSITA OCBEH TOBA BKIIIOYBA MONPOOHA pa3OMBKA HA BCUYKM CyMH, IUIATEHM Ha
KOMIIETEHTHNUTE OPTaHM Ha TbpKABUTE UIICHKM KATO Bb3HATPAXIECHNS 3a TAXHATA paboTa.

4, KomnerenTHure OpraHu Ha [IbpXaBUTE UIECHKM, OTIOBAPSIUM 3a JIEKAPCTBEHMTE INPONYKTH, WM EKCIEPTUTE, C KOMTO
AreHIMATa € CKITIOUMIA IOTOBOP 34 yuacTie B paboTata Ha eKCIepTHMTE TPYMM B 0OTIACTTA Ha MEIMIMHCKUTE MBMNETHS, MOTAT [
IIPEIOCTABAT Ha ATeHUMATA JOKA3aTelICTBA 3a 3HAUMTEIIHM IIPOMEHM B Pa3XOIMTE 3a YCIIyTUTE, NMPEHOCTaBsHM Ha AreHUmsTa, C
VBKITIOUeHMe Ha edeKTa OT KOPUIMPAHeTO KbM MHMALMATA M PasXOuTe 3a MENHOCTH, KOMTO He MpPENCTABIABAT YCIyra 3a
AreHuusTa.

TakbB By MHQOpMALNMS MOXe [d Ce IPENOCTaBsl BEOHbK HA KaleHIApPHA TONMHA WM IO-PSINKO, KATO HOMBIHEHME KbM
uH$OPMALIATA, PENOCTABSHA B CHOTBETCTBME C mpuoxeHye VI. Tean mokasaTencrsa ce OCHOBABAT HA HAINIEKHO OOOCHOBAHA U
KOHKpeTHa (MHAHCOBA MHPOPMALMSI OTHOCHO €CTECTBOTO M CTENeHTa Ha GMHAHCOBOTO BB3NEICTBUE BHPXY PA3XOMMTE 3 YCIYTH 3a
AreHIMATA. 3a Ta3y LeT KOMIIETEHTHNTE OPraHM Ha IbPXKaBUTE YIEHKN MM eKCIEPTHTE, C KOMTO € CKITI0UeH IOTOBOP 33 yyacTue B
paboTaTa Ha eKCNEPTHUTE IPYIM, MU3MOM3BAT YCTAHOBEHMSI CBINIACHO duileH 8 06wl QopMar, yrlecHsBall CPABHSABAHETO U
KOHCOMMIMpPaHeTo. KOMIIeTEHTHUTe OpraHy Ha IIbpXKaBUTE WIEHKM M eKCIEPTUTE, C KOMTO ATEHLMSTA € CKIIIoYMIIa IOTOBOp 3a
yuacTye B IPOLEMypPUTe Ha eKCIIEPTHIUTE IPYIN B 0OIACTTa Ha MEIMIUMHCKNTE VM3IEINs, MPEOCTABST M0COUeHaTa MH(OPMALIVS BB
dopmara, mpenocTaseH oT AreHUMSTa, 3a€[HO C BCAKAKBA AOMbIHUTENHA MHGOPMALIVs, KOSITO MO3BOJISIBA [IA CE MPOBEPU TOUHOCTTA
Ha IOCOYEHNTE CyMM. ATeHLMsTa Mperiexna u o0o0masa nocodeHara MHGOPMALWS U s U3ION3BA B CHOTBETCTBHUE C maparpad 6
KATO M3TOYHIIK 3a CIELVATHIS JOKITAM, IPeBUICH B IOCOYEHIs naparpag.

5. Unen 257 or Pernament (EC, Espatom) 2018/1046 ce npuiara KbM MHQOpPMALMsTa, NPEIOCTaBeHA HA AreHLMATA B
CBOTBETCTBYE C nIaparpady 3 oT HACTOSLMAS WieH ¥ Iputoxerye VI KbM HACTOSIINS PeryIaMeHT.

6.  Cunrano or 1 suyapu 2025 r. Komucusra ciiefy NpoleHTa Ha MH(IIALMATA, M3MepeH upe3 XapMOHM3UPAHUS MHIEKC Ha
norpebuTenckuTe ueHu, nyonukysax ot EBpocrar cpriacto Pernament (EC) 2016/792, BB Bpb3Ka ¢ pa3mepa Ha TaKCUTE, HAO3UTE
¥ Bb3HATPAXKIEHMSITA, TOCOUCHM B IPUIOKEHUSTA KbM HACTOSIIMS pernaMeHT. To3y MOHMTOPUHT 00XBallja epMOa OT MOCIIeHATA
KOPEKLs CIPSIMO MHQIIALMSATA U CIIEM TOBA Ce M3BBPIIBA Ha TONMIIHA OCHOBA. BCSIKA KOPEKIMS Ha YCTAHOBEHUTE B CHOTBETCTBUE C
HACTOSILMS PEITIAMEHT TAKCH, HANO3M M BB3HATPAXKMIEHNSI, KOATO € B CHOTBETCTBME C MHGMALSTA, Ce IpHMiiara Haii-paHo Ha 1
SHyapy OT KaJleHJapHaTa rofI1Ha, CliefBalla KajleHaapHara rofi1Ha, IIpe3 KOATO € U3BbPIIEH MOHUTOPUHIBT.

7. Haii-pano npe3 siyapu 2026 I. M Ha MHTepBamyM OT TPU TOAMHM Cilefl TOBA MBITBITHUTEITHMAT AMPEKTOP Ha ATreHLMsTa
npefocTaBs Ha Komucnsra crenvanes DOKTaf, IpUeT OT YIPAaBUTENHNS ChBET Ha ATEHINSATA, B KOMTO ce NMOCOYBAT MOTMBUPAHU
TIPENOPBKH, M3IIOKEHM 110 0OEKTVBEH, OCHOBaH Ha (GaKTH 1 IOCTATHUHO MOIPOOEH HAUMH, 3a:

8.) yBelmuaBaHe MM HaMallsBaHE Ha pa3Mepa Ha Takca, HaJlor MM Bb3HarpaKneHue ciiel 3HaYMTENIHa NPOMsHA B CbOTBETHUTE
pasxonu, mocou€eHy, TOKYMEHTNPAHN Y HallTIEZKHO 000CHOBaHM B HOKJ1aga;

0) M3MeHeHMe Ha BCEKM MPYT €NEMEHT OT MPUIIOXKCHMSTA, OTHACSII Ce IO ChOMPAHETO Ha TAKCH M HANO3M OT AreHumsTa,
BKITIOUMTEITHO JOIBITHUTENTHUTE TAKCH U HATIO3M, IOCOUYEHM B UlleH 4;

B) allalTpaHe Ha CHCHI/I(I)I/IKHHI/ISIT& Ha HeﬁHOCTI/ITC, 3a KOUTO AreHumsITa c1)61/1pa TaKCH MM HAllO3U, KbM IIPOMEHSIINTE C€ YCIIOBUA
" VIBUCKBAHMSA;

I‘) yBeNnM4aBaHe, HaMalABaHE MM BbBEXKIAHE Ha TaKCH, HAJIO3M VI Bb3HAIpaKIEHM CIlell IIPOMAHA B HOPMATVBHO YCTaHOBEHUTE
3aJayy Ha AI‘eHIH/IHTa, BOIEUIa 10 3HAUYNTEIIHA IIPOMAHA B HeVtHUTe pasxonn.

8.  TMocouennsr B maparpad 7 crewyarneH JOKIIAM i ChIbPKALINTE CE B HETO IPEMNOPBKI CE OCHOBABAT Ha CIIEHOTO:

a) MOHMTOPVHI Ha MHQPOPMALIMSITA, [I0COYEHA B Iaparpady 2 11 3, i Ha pasxomuTe 3a JeMHOCTITE, HEOOXOMMMY 3 M3ITHITHEHNETO Ha
HOPMATMBHO YCTAaHOBEHITE 3aiauy Ha ATEHIIMSATA C L€/l YCTAHOBSIBAHE HA 3HAUMTEITHY IPOMEHN B Pa3xofHaTa 6asa Ha yCiyrure 1
HeMHOCTUTE Ha ATeHLIMATA; U

6) 00eKTMBHA U nojyexamia Ha IPOBEpKa I/IH(l)OpMaHI/IH, BKJIIOUMUTEITHO KOJIMYECTBEHO OMNPEHEIIAHE, KOETO MPSKO IOOKPEIs
A[IEKBaTHOCTTA HA MPENIOPBUAHNTE KOPEKIINN.
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9.  AreHIusiTa HABPEMEHHO OMOBECTsIBA MTyOIMUHO Ha yeOcaiiTa ci CrelyaHys TOKIal, M0CoueH B maparpad 7.

10. AKko e HeobxomMo, Komrcrsita MOXKe [1a [IOMCKA PasscCHEHNsT IV IOIbIHUTENHA 000CHOBKA Ha CIIELMATIHMS TOKITAL M Ha
Heropute npenopbku. Crel TaKoBa VMCKaHE M3IBITHUTENHMAT OMPEKTOpP Ha ATEHUMATAa CBOEBPEMEHHO MOMTOTBS aKTyanu3upaH
CIHeLManu3upaH I0KIal, B KOATO ca pasIyefaHy BbIPOCUTe, IOBIUTHATY B McKaHeTo Ha Komucusra. To3u akTyanmaupaH crenyaneH
[IOKJIaJI ce IpMeMa B ChOTBETCTBYE ¢ aparpad 7 v ce npegocTass He3abaBHo Ha Komucusra.

11.  TlepnomsT 00 ITHPBUS ClELMANIEH IOKIAM, KAKTO i OOXBAHATHAT OT JOKITAlla [IEPHOLI, IOCOUeH B aparpad 7, morar aa Gbaar
CBKpATeHM BbB BCAKA OT CIIENHUTE CUTYalUIL:

a) M3BBHpEIHA CMTYalMs B OONIACTTA Ha OOIIECTBEHOTO 3IpaBe;

6) mpoMsiHa B HOPMATHMBHO YCTAHOBEHNUTE 3a[Jau)l HAa ATEHIIVSATA;

B) HA/MuMe Ha [IOKA3aTeJICTBA 3a 3HAUMTEIIHY IPOMEHM B Pa3XOMMTe MK B OallaHca Ha IPUXOIMTE I PA3XONUTe Ha ATEHIMATA;

F) HaJim4une Ha HOKa3aTelICTBa 3a 3HAYNUTEITHM IIPOMEHN B pa3XOOUTE 3a OCHOBaHM Ha Pa3XOaMTE Bb3HAIpaXKOCHMS Ha KOMIICTEHTHUTE
Oprany Ha IbpKaBUTE YJIEHKU.

Ynen 11

IIpepasrnexnane

1. Ha Kommcusara ce mpenocraps IIpaBOMOLIMETO Na IIpMeMa NeTIerMpaHy aKToBe B CHOTBETCTBME C wieH 13 3a M3MeHeHMe Ha
TPUITOXKEHISTA, KOTaTO TOBA € OIPABIAHO C OITIEN Ha HSKOE OT CIeIHNUTe 0OCTOSTENCTBA:

a) CcremmaneH IOKal, monmyder ot Kommcnsra B cboTBeTCTBHE C wieH 10, maparpad 7;
6) KOHCTaTawMyTe OT MOHUTOPUHIA HA TIPOLIEHTA Ha MHMALMsTa, TocoueH B wied 10, maparpad 6; um

B) GIOKETHOTO MOK/IA/IBAHE HA ATEHIMSTA.

2. Bcako mpepasmiexpaHe Ha TaKCUTE M HAJIO3MTE M Ha Bh3HArpaKIEHMATA, M3IUIAIAHM Ha KOMIIETEHTHMTE OpraHM Ha
I’bp2KaBUTe UWIEHKM CHOpeN NPEIBUIEHOTO B HACTOSLIMS PEITIaMEHT, ce OCHOBaBa Ha OlleHKaTa Ha KomucuATa Ha pasxommure u
TMPUXOINTE HA ATEHUMSTA U HA OLEHKATa Ha BCUUKM Pa3XOMM 3a YCIYTUTE, MPENOCTABSHNM Ha ATeHLMSTa B PAMKUTE Ha 00XBaTa Ha
HACTOSILMS PEINIAMEHT OT KOMIIETEHTHUTE OPraHM Ha IbPXKaBUTE YIIEHKHM, KATO Ce B3eMa NPEIBUI M BL3IIEHCTBUETO Ha TE3U YCIIyTH
BbPXY YCTOMYMBOCTTAa Ha HEVHOCTTA Ha ATEHLMATA, BKIIIOUMTEIHO YCIYTMTE, IIPENOCTaBAHM Ha ATEHUMATa OT KOMIETEHTHMTE
OpraHy Ha JTbPKABUTE WIEHKH, U CIIPABEIIIMBOTO i OOEKTUBHO pasmpefeNieHye Ha TAKCUTE, HAJIO3UTE M Bh3HATPAKIICHMSTA.

Kommcusta Moxe f1a B3eme NMpefBMI BCSKAKBY IPYTM GaKTOPH, KOMTO OMXa MOINIM M4 OKAXAT ChUIECTBEHO BB3[ENCTBIE BBPXY
pasxomuTe Ha AreHIMSITa, BRIIOUMTENIHO, HO He CaMo, pabOTHOTO HATOBAapBAHE, CBHP3AHO C HEHHATA [EMHOCT, U MOTCHLUVATHNTE
PUCKOBe, CBbP3aHN € KOTebaHMsITa B HEITHUTE IPUXOIM OT TaKCy. TakCuTe U HAlO3MTE Ce ONpENENAT Ha PaBHMILE, KOCTO FApaHTHpa,
4e ATeHIMATa pasMonara ¢ JOCTaThYHO MPUXOIM 3a IOKPUBAHE HA Pa3XOAMTE 3a IIPEIOCTaBAHUTE YCIYTIL.

3. HpI/I BCAKO IIpepasriiekKnaHe Ha NPWIOKEHUATa CYMUTE Ha Bb3HArpaxkKnEHUATA, M3IUIAIIAHM Ha KOMIIETCHTHUTE OpraHu Ha
Ibp2KaBuUTE WICHKM CBITIACHO NMPEABMOCHOTO B HACTOALIMSA PEITIAMEHT, C€ 3alla3BaT KaTO €OMHEH pa3Mep Ha Bb3HAIPaXKOEHUETO,
HE3aBMCUMO OT Ibp2KaBaTa YWICHKA Ha CbOTBETHMA KOMIIETEHTCH OpraH.

Ynen 12

Pa3uer Ha 6]0]])KeTa Ha AreHIMsATa

Korato u3roTsst pasuer Ha IPUXOMUTE M Pa3XOMMTE 3a CIENBAIIATA PMHAHCOBA TONMHA B CHOTBETCTBHE C WieH 67, maparpa 6 ot
Permament (EO) Ne 726/2004, AreHuysita BKIouBa nompobHa MHGOPMALMS 33 NMPUXONMTE OT BCEKM BUI TAKCA M HATOT M 3a
CBOTBETHOTO BB3HATpaXfeHMe. B CHOTBETCTBME C TUIONOTMATA HAa TAKCUTE M HANO3UTE, NMOCOYEHA B wieH 3 OT HaCTOSLIMSA
pernaMeHt, B oCoYeHaTa MHPOPMALMS Ce TIPABU Pa3rpaHMHUeHIe MEXIY CIeTHOTO:

a) JICKapCTBEHM ITPONYKTU 3a XyMaHHa yHOTpe6a V1 KOHCYNTalUy OTHOCHO MEIMIVIHCKI U3HEIINS;
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6) BeTepyMHAPHM JIEKAPCTBEHU TPOLYKTIL;
B) TOMVILIHM TAKCH, IO BUI;

1') Ipyru TaKCU M HAJI03M, 110 BUIOBE.

ATeHIMATa MO3KE [ IIPECTaBy pasOMBKa [0 BYUIOBETE NPOLEAYPY B PUIOKEHME KbM eIMHHUS POrpaMeH IOKYMEHT, U3TOTBEH B
ChOTBETCTBHE C uiteH 32, maparpad 1 ot [Jenernpan permament (EC) 2019/715.

Ynen 13

Yl'lpa)KHﬂBaHe Ha Je1ermpaHeTo

1. TlpaBomommeTo fa mpyeMa HeNerMpann akTose ce NpenocTabs Ha Komucysara npy criasbaHe Ha NpeIBUICHNTE B HACTOSILMA
uJleH yCIIOBUSL.

2. TIpasomolumeTo [a mpyeMa JelernpaHu aKTose, N0coueHo B wieH 11, naparpad 1, ce npemocrasst Ha Kommcusita 3a cpox ot
TeT TONMHM, cunTaHo ot 15 ¢espyapu 2024 r. KomucusiTa M3roTsst LOKIAT OTHOCHO NENETMPAHETO HA MPABOMOLINS HE NO-KBCHO
OT JEBET Mecela MPeIy M3TUYAHETO Ha NETTOMMUIHMA CPOK. [leNnernpaHeTo Ha IIpaBOMOILINA e MPOIBIKaBa MbIIYaIMBO 34 CPOKOBE
C e[IHaKBA NPOIBIKUTEIHOCT, OCBeH ako EBpormeiickusr napnament wiv ChbBETHT He BB3PasaT cpelly MOJOOHO NMPOIbIKaBaHe He
II0-KbCHO OT TPU Mecelia IIPEMM M3TUYAHETO Ha BCEKM CPOK.

3. [enernpaHero Ha IIpaBOMOLS, [I0COYEHO B uiteH 11, naparpad 1, Moxe [1a 6bie OTTEIJIEHO 110 BCAKO BpeMe oT EBporeiickis
napnaMeHT unu oT CbeeTa. C peleHneTo 3a OTTENIsAHE ce MpeKpaTsBa IOCOYEHOTO B HEro Aenernpane Ha npasomouyst. OTTEINIAHeTo
TMOpaxIa [eiiCTBIe B [eHs CIief myOnyKyBaHeTo Ha pewerneto B O¢uyuaner secmnur Ha Esponelicrus ce103 umyt Ha 0-KbCHa 1aTa,
T0COYeHa B pelieHneTo. To He 3acsra NejiCTBUTEIHOCTTA Ha [eNleTipaHuTe aKTOBE, KOMTO Beye ca B CHUIIA.

4. Tlpemu npueMaHeTo Ha nienervpaH akT KomucusTa ce KOHCYNTMpa C €KCIEPTH, ONpeHeNneHy OT BCAKA IbpXKasa 4IEHKA B
CHOTBETCTBME C MPYHINMINTE, 3aTeTHAMM B MeXIyMHCTUTYLMOHAIHOTO cropasyMerne or 13 ampun 2016 r. 3a no-moGpo
3aKOHOTBOPYECTBO.

5. BemHara cren kato mpueMe mernernpas akt, Komycysrta Hotuduumpa akTa eHOBPeMEHHO Ha EBpOMeicKys MapraMeHT U Ha
CbBeta.

6.  [enermpas akr, npuer cornacHo wieH 11, naparpad 1, Bny3a B cusia eOMHCTBEHO aKO HUTO EBPOMECKMST MapraMeHT, HUTO
CbBeTBbT He ca IPEMICTABUIIN Bb3PaXeHNs B CPOK OT 1B Mecella CJell HOTUUIMPAHETO Ha ChUIMS aKT Ha EBporielickust napnaMeHT u
CbBeTa M ako Ipely M3TMYaHETO Ha To3M Cpok ¥ Eppomerickmar mapnamenT, n CbBeThT ca yBemomus KomucnsAra, ye HAMA na
IIPEACTaBAT Bb3paxeHus. [locoueHnaT cpox Moxe Ha ce yIB/IKM C [IBa Mecela 110 MHMUMaTIBa Ha EBpOMeicKIs apiiaMeHT Wiy Ha
Cpaera.

Ynen 14

Wzmenenue Ha Pernament (EC) 2017/745

B uiien 106 or Pernament (EC) 2017745 naparpad 14 ce 3aMeHst CbC CIIEIHOTO:

,14.  Takcure, ycTaHOBEHNM B CHOTBETCTBUE C IIpOLefypara 1o naparpa 13 or HacTosumis wieH, ce OIpeHelisirT 1o Ipo3paueH
HAuMH Bb3 OCHOBA Ha Pa3XoIuTe 3a MpeocTaBeHute ycyru. Takcute, KOMTO ce 3aIlialliar, ce HamasisiBaT B CIlyyail Ha IpoLeaypa 1o
KOHCYITALIVS OTHOCHO KIIVHMYHATA OLICHKA, [PELpyeTa B ChOTBETCTBHME C pasaen 5.1, 6yksa B) oT npunoxenye IX, ¢ yuactuero Ha
TIPOU3BOIMTEN, KOITO € MUKPO-, MATIKO MITM CPEIHO MpPeNnpusTHe Mo cMiuchia Ha [Tpenopbka 2003/361/EO.
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Takcute, CBbP3aHM C KOHCYITALIMNTE, IPEIOCTABSHY OT eKCIIEPTHNUTE TPy, ce 3amtamar Ha EMA cpriacto uner 30, 6yksa €) oT
Pernament (EC) 2022/123 na Esporeiickust naprnament u Ha CbBera (¥).

TaKCI/ITC, CBBP3aHy C KOHCYIITAUNMNUTE, IIPENOCTABAHN OT CIIEIMATIVIBNPAHN Ha60paT0pI/II/I, ce 3amtamar Ha Komucusra.

(*) Permament (EC) 2022/123 Ha Esporeiickust naprmameHT u Ha CbBera or 25 stHyapu 2022 r. OTHOCHO 3aciileHa pojisi Ha
EBpomnerickaTa areHuus1 1o JIeKapcTBaTa B TOTOBHOCTTA 3a MEVCTBMS IPU KPU3M M YIPABIEHMETO Ha KPU3U IO OTHOLIEHME Ha
TeKapcTBeHMTe MPOIyKTH 1 MeamumHckuTe u3genus (OB L 20, 31.1.2022 r., ctp. 1.).

Ynen 15

Vzmenenue Ha Pernament (EC) 2022/123

B usten 30 or Pernament (EC) 2022/123 GykBa €) ce 3aMeHs1 ChC CIIEIHOTO:

,€) Hasara Takcu B ChoTBeTcTBYe C uiieH 106, naparpad 14 ot Permament (EC) 2017745 u rapantupa, 4e eKCIepTUTE MOMyYaBaT
Bb3HAIPaXJeHME U Pa3XOIMTE MM Ce Bb3CTAHOBSABAT B ChOTBETCTBIUE C aKTOBETE 3a M3MbIIHEHNE, IpUeTH OT KoMucusATa chriacHo
urer 106, maparpad 1 ot Permament (EC) 2017/745;“.

Ynen 16

OTMsHa

Pernament (EC) Ne 6582014 na Espomeiickus naprameHT u Ha Cbeta (%) u Pernament (EO) Ne 297/95 Ha Cobeeta (V') ce OTMeHST,
cuyuraHo oT 1 snyapu 2025 r.

Tozosaanusita Ha Permament (EO) Ne 297/95 ce cumrar 3a 030BaBaHst Ha HACTOSILINS PEITIAMEHT U Ce YeTaT ChITIACHO Tabnuiara
Ha ChOTBETCTBMETO B IIpuioxenye VII KbM HACTOSIINS PerTlaMeHT.

Ynen 17
Mpexomuu pasnopenou

Hacrosiuyst pernamMeHT He ce IIpyiIara 10 OTHOLIEHME Ha TONVMIIHNUTE TaKCH, IPOLETypUTe WIN YCIIYTHUTE, 33 KOUTO CYMaTa e CTaHasa
u3nckyema cbriacHo Pernament (EO) Ne 297/95 v Pernament (EC) Ne 6582014 npenut 1 sinyapu 2025 T.

Ynen 18

Briu3saHe B cuiia M JaTa Ha puJiaraHe
Hacrosiuyst pernameHT BIIy3a B CIIIa B [IeHst crief ybrukysareto My B Oduyuanen sectuur ha Egponeiicrus cs103.

[Tpunara ce ot 1 anyapu 2025 .

(*) Permament (EC) Ne 658/2014 Ha Espomelickus mapnament 1 Ha CbBera oT 15 Mait 2014 r. oTHOCHO Takcute, TBIIKUMM Ha EBpomelickara
areHIys 10 JIeKapCTBATA 33 M3BbpILIBAHE HA JEHOCTH 10 (apMAKONOTMYHA ONMTENHOCT IO OTHOUICHNME HA JIEKAPCTBEHUTE NPOIYKTH 3a
xymaHHa ynotpe6a (OB L 189, 27.6.2014 1., ctp. 112).

(*) Pernament (EO) Ne 297/95 na CopBera or 10 ¢eBpyapu 1995 . OTHOCHO TakcuTe, OBIKMMU Ha EBporeiickara areHiys 3a OLEHKa Ha
nexapcrserure nponyktu (OB L 35,15.2.1995 ., c1p. 1).
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Hacrostmmsr PEITIaMenT € 3aIbJIZKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAKO BbB BCMYKM ObpKaBy
YJICHKN.

Cnbcrasero B CtpacOypr Ha 7 despyapu 2024 roguHa.

3a Esponeiicrua napaamenm 3a Cesema
Tpedcedamen Tpedcedamen
R. METSOLA H. LAHBIB
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1.

TIPMITOKEHME I

Takcu, HaO3M M Bb3HATPAKIEHMST 33 NPOLETYPH 32 OLEHKA M YCIIYTH, CBBP3aHH C JIEKAPCTBEHU POXYKTH
3a XyMaHHa ynorpeda

Hayunn KoHCynTalmu, mpegocTaBssHM OT ATeHLMsITa B ChOTBETCTBME C WieH 57, maparpad 1, 6yksa H) or Pernament (EO)
Ne 726/2004

1.1. 3a BCSIKO OT CIIeIHMTE MICKAHMS Ce IIpuilara Takca B pasmep Ha 98 400 EUR:

a) MCKaHe 3a pa3paboTBaHe Ha KAYeCTBOTO U 3a HEKJIMHMYHO I KIIMHIYHO pa3paboTBaHe;

0) wckaHe 3a pa3paboTBaHe Ha KAUeCTBOTO M 3a KIMHMYHO pa3paboTBaHe;

B) JCKaHE 32 HEKIIMHIYHO ¥ KIIMHIYHO pa3paboTBaHe;

I) MCKaHe 33 KBaMMUKALMS HA HOBATOPCKM METOLIM.

Bb3HarpaKneHMeTo Ha BCEKM OT [IBaMaTa KOOPIMHATOPY Ha Hay4HUTe KOHCYnTamu e B pasmep Ha 24 600 EUR.
1.2. 3a BCAKO OT ClienHMTe MCKAHUA Ce Ipuiara Takca B pasmep Ha 73 900 EUR:

a) VCKaHe 33 KIIMHIYHO pa3paboTBaHe;

0) 1cKaHe 3a pa3pabOTBaHe HA KAYeCTBOTO U 33 HEKIIMHUYHO pa3paboTBaHe;

B) WCKaHe 3a pa3paboTBaHe Ha KauecTBOTO ¥ M3CTICNBAHS 32 GMOCKBUBAIIEHTHOCT Ha TeHEPUYHM JIEKAPCTBEHM MPOIYKTHL,
CBITIACHO ompenernenyero B uneH 10, maparpa¢ 2, Oyxsa 6) ot dupekrnsa 2001/83[EO.

Bb3HarpaxneHueTo Ha BCeKM OT ABaMaTa KOOPIMHATOPY Ha HAay4HuUTe KOHCynTauum e B pasmep Ha 18 500 EUR.
1.3. 3a BcsKO OT cremHMTE MCKaHMS ce puiiara Takca B pasmep Ha 51 900 EUR:

a) JCKaHe 3a pa3pabOTBaHe Ha KAaueCTBOTO;

0) MCKaHe 32 HEKIIMHIYHO Pa3paboTBaHe;

B) VCKaHe 33 M3CIEABaHMA 33 OMOEKBUBATIEHTHOCT HA TeHEPUYHU JIEKAPCTBEHU NPOIYKTH, CHINIACHO OMpENeNIeHUETO B
urten 10, maparpa¢ 2, 6yxsa 6) ot [Iupextusa 2001/83/EO.

Bb3HarpaxneHueTo Ha BCeKM OT ABaMaTa KOOPIMHATOPY HA Hay4yHUTe KOHCyTauum e B pasmep Ha 12 300 EUR.
Paspeluieryte 3a THPrOBIS € NIEKAPCTBEH MPOMYKT, onagai B 06xsata Ha Perament (EO) Ne 726/2004

2.1. KoM 3asiBiieHMe 3a paspellleHMe 3a THPIOBMSL C JIEKAPCTBEH IPOOYKT CHIIACHO wieH 8, maparpadp 3 oT
Hupekrusa 2001/83/EO ce mpunara Takca B pasmep Ha 865 200 EUR, Korato 3asBUTENISAT [I0COYBA HOBO AKTHBHO
BeiectBo. [locoueHara Takca NMOKPMBA BCSIKO KOMMYECTBO HA aKTMBHOTO BEIIECTBO, BCUUKM (apMalleBTUUHM GOpMU ¥
BCUYKM TPEACTaBsHNS, TNOJAIeHM B MOCOYEHOTO 3asiBlIeHMe. Bb3HarpakmeHuero Ha [OK/IamuMKa € B pasMep Ha
272200 EUR, Ha cbooknagunka — B pasmep Ha 237 100 EUR u Ha noknangunka Ha Komurera 3a oleHKa Ha puCKa B
obractra Ha gapMakosoriyHara 6murenHoct (PRAC) — B pasmep Ha 25 500 EUR.

2.2. KbM 3asiBleHMe 3a paspelieHMe 3a TbPrOBUs C JIGKAPCTBEH NPOAYKT ChIMACHO wieH 8, maparpad 3 or
Hupekrusa 2001/83[EO ce npusara Takca B pasmep Ha 690 700 EUR, Korato 3asiBUTENIST OCOUBA M3BECTHO AKTHBHO
Bemecto. [locoueHara Takca NMOKPMBA BCSKO KOMMYECTBO HA AKTMBHOTO BEIIECTBO, BCUUKM (apMalleBTMUHN YOpMHU ¥
BCUUKM MPEACTaBAHMA, NOHAaleHM B IOCOYEHOTO 3asBlieHME. Bb3HarpaXiueHMero Ha JOKIIaNuMKa € B pasMep Ha
191 600 EUR, Ha cbooknagunka — B pasmep Ha 179 500 EUR u Ha noxnagunka Ha PRAC — B pasmep Ha
18 600 EUR.

2.3. 3a 3asBNeHNe 3a JIEKAPCTBEH MPOMYKT C YCTAHOBeHAa KOMOMHaiwmst chracHo uneH 106 or [Oupektusa 2001/83/EO ce
npunara Takca B pasmep Ha 571 100 EUR. IlocoueHaTa Takca MOKpMBa BCAKO KONMMYECTBO Ha aKTMBHOTO BELIECTBO,
BCMUKY papMatieBTHYHN GOPMI ¥ BCUUKM MPEHCTABSHNS, [ORAJCHN B MOCOYEHOTO 3asBleHMe. BraHarpaxmeHuero Ha
IoKmnanuuka e B pasmep Ha 177 200 EUR, na cpnoknanuuka — B pasmep Ha 104 000 EUR u Ha moknanumka Ha PRAC
— B pasmep Ha 14 100 EUR.
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2.4.

2.5.

2.6.

2.7.

2.8.

2.9.

3a 3asiBrieHne 3a GMONOTMUEH JIEKAPCTBEH MPOMYKT, KOMTO € monobeH Ha pedepeHTeH JeKapCTBEH MPOIYKT ChITIACHO
wnen 10, naparpad 4 ot [dupektusa 2001/83/EO, ce mpunara Takca B pasmep Ha 732 400 EUR. Iocouenara takca
IOKPYBA BCSKO KOJIMYECTBO HA AKTMBHOTO BELIECTBO, BCUUKM (apMaieBTHUHM (OPMM M BCUUKM [IPEHCTABSHMS,
TIOJIafieHN B TIOCOYEHOTO 3asByleHNe. Bh3HarpaXneHneTo Ha HOKIIanuyKa e B pasmep Ha 296 200 EUR, Ha chIOKIIanumKa
— B pasmep Ha 190 000 EUR u Ha moxnanumka Ha PRAC — B pasmep Ha 24 300 EUR.

3a 3asiBNIeHMe 32 paspelleHne 3a THPIOBMS C JIEKAPCTBEH MPOAYKT chrmacHo wieH 10a or Hupekrusa 2001/83[EO ce
npunara Takca B pasmep Ha 780 900 EUR. IlocoueHaTa Takca NMOKpPMBA BCAKO KOJIMYECTBO Ha aKTMBHOTO BEWIECTBO,
BCMUKM papMalleBTHYHM GOPMI 1M BCUUKM MPEICTABSHMS, MONAJeHY B MOCOYEHOTO 3asBlleHMe. BraHarpaxmeHuero Ha
nokiaguuka e B pasmep Ha 201 200 EUR, Ha chnoknagunka — B pasMep Ha 187 100 EUR u Ha noknanumka Ha PRAC
— B pasmep Ha 19 400 EUR.

Taxkca B pasmep Ha 177 900 EUR ce npuiara 3a 3asiBiieHMe 32 pa3pelleHye 33 ThProBys C FeHEpPMYEH JIEKapCTBEH NPOIyKT
chrmacHo uneH 10, maparpad 1 ot [upektusa 2001/83/EO.

ITocoueHata Takca MOKPMBA BCSIKO KONMUECTBO HA AKTMBHOTO BELUECTBO, BCMUKM (apMALEBTMYHM GOPMU M BCUUKM
HpeNCTaBsHMS, IOJATEHN B [IOCOYEHOTO 3asBiieHye. Bb3HarpaxmeHneTo Ha fokiagumka e B pasmep Ha 78 300 EUR u Ha
noknagunka Ha PRAC — B pasmep Ha 3 900 EUR.

Takca B pasmep Ha 172 800 EUR ce npuara 3a 3asiBlieHMe Bb3 OCHOBA Ha MH(YOPMUPAHO ChITIACHE 33 paspellieHNe 3a
THPIOBISL C JIEKAPCTBEH MPOLYKT ChrTacHo wieH 108 ot Mupektnsa 2001/83[EO.

[TocoyeHara Takca MOKPWMBA BCAKO KONMYECTBO HA AKTMBHOTO BELICCTBO, BCUYUKM (QapMALeBTMUHM QOPMIM M BCUUKM
TPENCTaBSHNS, IIOJANIEHN B IOCOYEHOTO 3asiBlieHMe. Bh3Harpaknennero Ha noxiaguuka e B pasmep Ha 50 400 EUR u Ha
noknagunka Ha PRAC — B pasmep Ha 2 500 EUR.

3a 3asBreHMe 3a paspelleHyMe 3a THPIOBMS C JIEKApCTBEH MPONYKT ChracHO wieH 10, maparpad 3 or
Hupextusa 2001/83/EO ce mpunara Takca B pamep Ha 426 100 EUR. IlocoueHara Takca MOKpUBA BCSIKO KOMMYECTBO
Ha aKTUBHOTO BEILIECTBO, BCUUKM (papMareBTHUHM (OPMI M BCUUKM NPENCTABSIHYS, TMONANeHN [OCOYEHOTO 3asiBIIEHIE.
Bb3HarpaxneHueTo Ha goknanuuka e B pasMep Ha 111 600 EUR, na cbooknanuuka — B pasmep Ha 111 600 EUR u Ha
noknagumka Ha PRAC — B pasmep Ha 11 200 EUR.

3a BTOPOTO M 3a BCSIKO CIIEABALIO 3asIBIICHME 32 Pa3peleHye 3a ThPIOBMS, ONANEHO ChIacHo uneH 10, maparpau 1, 3
wm 4 or [upekrusa 2001/83/EO Ha OCHOBaHMe NATEHT, KOTaTo MOKA3aHMSATA MM QOPMMTE HA MIO3MPOBKATA Na
pedepeHTHMsI TleKapCTBEH MPOMIYKT BCE OLIE Ca MPeIMeT Ha MaTeHTHO 3aKOHOIATENCTBO, Ce MPUIIAra Takca B pa3Mep Ha
33 300 EUR. Iocouenara Takca MOKpYBA BCSIKO KOJIMUECTBO Ha aKTUBHOTO BELIECTBO, BCUUKN (apMaLleBTUHN $OpMIL U
BCUYKM MpENCTaBsAHNMA, MONAleHM B €IHO M ChIIO 3asBlieHME. Bb3HArpaxmeHMeTo Ha [OKNaIuMKa € B pasMep Ha
8 500 EUR u na poknanuvuka Ha PRAC — B pasmep na 1 300 EUR.

3. Hay‘{Hl/I CTaHOBMIIIA ¥ OLIEHKM IPENy €BEHTYaJTHO IIOaBaHE Ha 3aABJIEHNE 3a Pa3pelIeHNE 3a ThProBUs

3.1.

3.2.

3.3.

3.4.

PasmepsT Ha TakcuTe M pasMepbT Ha CHOTBETHOTO Bb3HAIpaxXMeHMe, OIpeNesieHy B pasier 2, ce IPuiaraT 3a BCAKO OT
CIIe[IHUTE:

a) CTAaHOBMINE OTHOCHO JIEKAPCTBEH MPOAYKT 3a MamuatuBHa yrotpeba cbrmacHo wineH 83 or Permament (EO)
Ne 726/2004;

0) TeKylia OLEHKA Ha MAKETU [AHHM C MHGOPMALMSA U [OKYMEHTH, IIPENOCTABEHN Ha ATEHLMATA OT Oblel] 3asBUTEN
npey OQUUMAIHO [IOIABAHE Ha 3asBIleHME 3a MPUIOOMBAHE HA paspellieHue 3a THPrOBUs, [ONAAo B 00XBata Ha
Pernament (EO) Ne 726/2004.

Cymute, npuaoXuMM ChrmacHo Touky 3.1, Oykea a) u 3.1, Gyksa 6), MOKpMBAaT BCSKO KONMUECTBO HA AKTMBHOTO
BEILIECTBO, BCUUKM papMaLleBTIUHY GOPMIU U BCHYUKM MPEICTABSHMNS, ONANEHN B €IHO U ChLIO 3asiBIEHMUE.

3a omeHkara, nocoueHa B Touka 3.1, 6yksa 6), ce mpuMIaraT MOIBIIHUTENIHA TAKCA M TOMBITHUTEIIHO Bh3HATPAXKIICHIE.
PasmepbT Ha Ta3u DOITBIHNMTENTHA TaKca M Pa3MepbT HA ChOTBETHOTO JOITBITHMTENTHO BB3HATPaXIeHMe ca paBHM Ha 15
TIPOLICHTA OT CHOTBETHMTE CYMM 3a 3asiBIICHIE 3a Pa3pellieHue 3a ThPIOBHs C JIeKapCTBEH MPOMYKT, MOManaly B 00XBaTa Ha
Pernament (EO) Ne 726/2004, KouTo ca onpeiesieHyt B TOUKa 2.

B criyuait Ha MHOTOKpaTHO NMOJaBaHe HA MAKETV IAHHM OT Chuiyst GBICNI 3asBUTEN 33 CIIMS MPOLYKT MPUIOKMMUTE
chInacHo Touka 3.1, Gyksa 6) u Touka 3.3 Takcu ce cHOMpAT caMO BENHBK, & MMEHHO, B MOMEHTA Ha MOJABaHE Ha
ITbPBYS MIAKET JaHHM.

ELL http://data.europa.eu/elijreg/2024/5680j
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3.5. Cymure, nmpumoxumy cwmacHo touku 3.1, Oyksa a) m 3.1, Gyka 0), ce mpucmamar OT ChOTBETHAaTa Takca U
Bb3HArpaxIeHNeTo, JBIKMMO HAa KOMIIETEHTHMTE OpTaHM Ha [IbpXKaBWUTE UNIEHKM, 33 3asBIICHME 3a paspelleHye 3a
TBPIOBYSI CbC ChUINS IIPOLIYKT, KOTaTO TOBA 3asBIIEHNE € TIONAfeHO OT ChLUMS 3asIBUTEII.

4. PasmmpsiBane Ha 00XBaTa Ha paspeLleHMe 33 THPIOBUS IO CMUCHIIA Ha mpunoxenue I koM Pernament (EO) Ne 1234/2008

4.1. Taxca B pasmep Ha 168 500 EUR ce mpurara 3a 3asiBlieHue 3a paslimpsiBaHe Ha 00XBaTa Ha paspelieHye 3a ThpProsis,
KOETO M3MCKBA CAMO XMMMYecka, (apMalleBTMYHA MM OMONOrMYHA OKYMEHTALMs M 33 KOETO He Ca IpelCTaBeHy
KITMHUYHY MM HeKIMHMYHY DaHHK. C MOcoYeHaTa Takca ce NMOKPMBA efHa-eIMHCTBEHa gapMalieBTMYHA dopMa U efHa
cuna, CBbp3aHa ¢ Hesl. Br3narpaxnenuero e B pasmep Ha 56 700 EUR 3a moknamumka i 33 300 EUR 3a chIoKnanumka.

4.2. Takca B pasmep Ha 196 800 EUR ce mpuara 3a 3assieHue 3a pa3uiMpsisaHe Ha o0XBaTa Ha paspelleHye 33 ThProBus,
KOETO He e 00XBaHaTo OT Touka 4.1 C mocoueHara Takca ce NOKPVBA eIHA-CIMHCTBEHA (apMalleBTM4HA $opMa U efHa
cuna, CBbp3aHa ¢ Hesl. Br3Harpaxmenuero e B pasmep Ha 69 300 EUR 3a moknamumka u 39 100 EUR 3a chroknanumka;

4.3. Taxca B pasmep Ha 33 300 EUR ce mpuriara 3a BCSKO 3asiBlIeHye 3a pasiuypsiBaHe Ha 00XBaTa Ha pa3pelleHyte 3a ThProBys
Bb3 OCHOBA HA 3asIBIICHME, TONATEHO ChracHo wieH 10, maparpadu 1, 3 wm 4 or Hupektusa 2001/83/EO Ha
OCHOBAHJ€ IATEHT, KOTaTO [OKA3aHUATA YUl OPMITE Ha [I03MPOBKATA Na pedepeHTHs JIeKapCTBEH POIYKT BCe OLe Ca
IpeIMeT Ha IATeHTHO 3aKOHOHATENICTBO, Oe3 ma ce 3acsraT Touku 4.1 u 4.2. Bb3HarpaxmeHuero e B pasMep Ha
8 500 EUR 3a moknamunka n 1 300 EUR 3a cbpoknagumka.

5. 3nauyrenHa mpoMsiHa ot i Il Ha yCroBusTa 3a paspelleHye 3a Thprosus B cotBercTBye ¢ Permament (EO) Ne 1234/2008 Ha
Komncusra

5.1. Takca B pasmep Ha 163 200 EUR ce npurara KbM 3asiBIIeHME 3a 3HAUMTENHA POMsAHa OT Tul I, chITacHO onpepeneHneTo
B wiieH 2, Touka 3 or Pernament (EO) Ne 12342008 3a mo6asstHe Ha HOBO TepaNeBTUYHO OKA3AHNME WM MOTM(MKALIVS
Ha opoOpeHO NOKasaHme. Bw3Harpaxmenmero e B pasmep Ha 57 300 EUR 3a pmoxmagumka u 57 300 EUR 3a
CHHOKIIATYMKa.

5.2. Takca B pasmep Ha 22 000 EUR ce mpuara 3a 3asiBlieHMe 3a 3HaUMTENHA MPOMSIHA OT Tl I, Kosito He e 0bxBaHaTa OT
Touka 5.1. Bp3HarpaxmeHueTo 3a IOK/anuuka e B pasmep Ha 14 600 EUR.

5.3. 3a BCAKO 3asBIIEHME 33 3HAUMTENIHA TTPOMAHA OT TuIl II, KOETO € TPYNMpaHo B €AMHHO 3asBIIEHME CBIJIACHO UJleH 7 OT
Pernament (EO) Ne 1234/2008, ce chbupa ChOTBETHATA TaKCa, KAKTO € MOCOUEHO B ToukM 5.1 u 5.2. M3mmamasero Ha
BB3HATPaXXIEHMUETO Ce M3BLPILIBA B CHOTBETCTBIUE C IOCOUEHNTE TOUKIL.

5.4, Koraro B 3asiBreHuMe 3a TofeNsiHe Ha pabotara cbriacHo wieH 20 ot Pernament (EO) Ne 1234/2008 ce Brirousa moseye
OT €MH LEHTPAlHO pa3pellieH MPOAYKT, 3a BCAKA IPOMSHA HA ITPBUS LIEHTPANHO Pa3pelieH MPOMYKT ce Npuarar
TaKCUTE M Bb3HATPAXKIEHMATA, IIOCOUEHN B TOUKM 5.1 M 5.2 OT HACTOAWIOTO NMPUIIOXKEHME, a 33 BCSAKA IIPOMSIHA Ha
BTOPMs M TOCTeNBAalIMsl LEHTPAJIHO pa3pelieH MPOHYKT, BKIIOYEH B 3asBIIEHNMETO, Ce Ipuiiara Hajor B pasMep Ha
900 EUR.

6. Ce3upaHe ¥ Hay4HM CTAHOBMILA CBITIACHO lleH 5, maparpad 3 ot Permament (EO) Ne 726/2004

6.1. Takca B pasmep Ha 163 900 EUR ce nmpurara 3a OLeHKaTa, M3BbpUIEHa B KOHTEKCTA Ha IIPOLIENYPa, 3all0YHATa ChITIACHO
wieH 5, maparpad 3 ot Permament (EO) Ne 726/2004. IocoueHata Takca ce OTMeHs M3IISUO. BbaHarpaxmeHuero e B
pasmep Ha 15 500 EUR 3a moknamunka u 15 500 EUR 3a cbnoknamumka.

6.2. Takca B pasmep Ha 313 500 EUR ce nmpurara 3a olieHKaTa, M3BbplIeHa B KOHTEKCTa Ha IPOLENypa, 3all0YHATa ChITIACHO
wieH 13 or Permament (EO) Ne 1234/2008. ITocoueHara Takca ce OTMeHs! M3LSUI0. Bh3HarpakieHuero e B pasmep Ha
19 200 EUR 3a goknanuuka 1 19 200 EUR 3a cbhooknagumka.

6.3. Takca B pasmep Ha 98 900 EUR ce npunara 3a olieHKaTa, M3BbplIeHa B KOHTEKCTA Ha MPOLEAYpa, 3all0YHaTa ChITIaCHO
wieH 29, naparpad 4 or Hupekrusa 2001/83EO. IlocoueHara Takca ce OTMeHs! M3LSUI0. Bh3HarpaxieHyero e B pazvep
Ha 3 500 EUR 3a noxmnanumka u 3 500 EUR 3a chooknagumka.
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6.4.

6.5.

6.6.

6.7.

6.8.

Taxkca B pasmep Ha 153 100 EUR ce npuiara 3a oleHKaTa, M3BbpLICHA B KOHTEKCTa Ha MPOLIEYPa, 3all0YHATa ChITIACHO
wter 30 or Hupekrysa 2001/83/EO. BraHarpaxmnenuero e B pasmep Ha 8 500 EUR 3a moxsamumka u 8 500 EUR 3a
CBHIOK/IaUMKA.

Taxca B pasmep Ha 216 200 EUR ce npurara 3a OleHKAaTa, M3BbpLIEHa B KOHTEKCTa Ha IPOLENypa, 3all04HATa ChITIACHO
wred 31 or Hupektusa 2001/83/EO, korato mocodyeHara Mmpoweypa e 3alOYHATA B Pe3yiTaT Ha OLEHKA Ha IaHHM,
pasIuMUHK OT HAHHWTE, CBbP3aHN ¢ PapMakonornyHaTa OIMTENHOCT. Bp3Harpaxnenyero e B pasmep Ha 15 500 EUR 3a
poxyagumka u 15 500 EUR 3a chooknagumka.

Takca B pasmep Ha 206 600 EUR ce mpurara 3a OleHKaTa, M3BbpIICHA B KOHTEKCTA Ha IIPOLEAyPa, 3al04YHATa CHITIACHO
wrier 20 ot Pernament (EO) Ne 726/2004, korato mpouenypara e 3ar04HaTa B Pe3y/ITaT Ha OLEHKA Ha TAHHM, Pa3uyHi
OT IaHHWTE, CBBP3aHM C $apMaKonornyHara OIUTeNHOCT. BraHarpaxmenyero e B pasmep Ha 21 900 EUR 3a mokragumka
1 21 900 EUR 3a chroKnanumka.

3a oleHKa, M3BbpIICHA B KOHTEKCTA Ha IPOLEMypa, 3aI0UHATA B PE3yJITaT Ha OLEHKATa Ha TaHHUTE 32 (apMaKOIIOTMYHa
OmuTeNHOCT ChIIacHO wieH 31, maparpad 1, Bropa ammues, wien 31, naparpa 2 u wierose 107u, 107it u 107k or
Hupexrusa 2001/83[EO mmu cprnacHo unen 20, naparpag 8 or Permament (EO) Ne 726/2004, ce npunarar cegHuTe
TaKCHL:

6.7.1. Takca B pasmep Ha 219 900 EUR, Korato olieHKaTa BKIIIOYBA €IHO AKTMBHO BEWIECTBO MM KOMOMHAUMS OT
aKTUBHM BElIeCTBA I €NVH IPUTEXKaTell Ha paspellieHMe 3a ThPIOBUs. Bb3HarpaXxmeHuero € B pasMep Ha
28 600 EUR 3a poxnanumuka u 28 600 EUR 3a chookiiagumka.

6.7.2. takca B pasmMep Ha 310000 EUR, korato oleHKaTa BKIIIOYBA [IBE MIIM IOBEYEe AKTMBHM BELIECTBA WA
KOMOMHAIIMM OT aKTMBHM BEILIECTBA M €IMH IpPUTEXKATel Ha paspellieHMe 3a ThProBus. Bb3HarpaxmneHuero e B
pasmep Ha 32 900 EUR 3a mokmnanumka u 32 900 EUR 3a cbnoknagumka.

6.7.3. Takca B pasmep Ha 377 100 EUR, korato oueHKaTa BK/IIOYBA €IHO aKTMBHO BELIECTBO MM MBE aKTMBHMU
BEIIECTBA, MM KOMOMHALMM OT aKTMBHM BELIECTBA 1M [IBAMa, MIIM IOBede IPUTEXKATeNM HAa paspelieHue 3a
Tbprosusl. Besnarpaxnenuero e B pasmep Ha 40 100 EUR 3a noknagunka n 40 100 EUR 3a chroknagumka.

6.7.4. Takca B pasmep Ha 511 600 EUR, Korato olieHKaTa BKIIIOUBA TIOBEYE OT [IBE aKTYBHM BELIECTBa Wi KOMOMHALIN
OT aKTUBHM BeIeCTBA ¥ [BaMa MM TOBede MpUTeXaTeNy Ha paspellleHue 3a THProBysl. Br3HarpaxmeHmero e B
pasmep Ha 54 400 EUR 3a poknanumka u 54 400 EUR 3a cbookinanuvka.

Koraro mpama mnu noseue NpUTEXKaTelM Ha paspelICHNUE 3a TbproBus ydacTBaT B IIPOLCIYPUTE, ITIOCOUECHN B TOUKM 6.4,
6.5, 6.6 u 67, romiekKaiiara Ha 3aIvlaliaHe cyMa OT CTpaHa Ha BCEKM NPUTEXATEIT Ha pa3pelleHNe 3a TbProBus ce
UBUNCIIABA OT ATEHIIMSATA Ha JIBa €Talla, KaKTO CII€TIBa:

a) IbPBO, upe3 pasfersiHe Ha OO pasMep Ha TaKcaTa MeXJy MpUTEXKATenuTe Ha paspelleHue 3a ThProBus
IpONMOPLMOHANHO HAa Opos Ha eIMHMUMTE 3a TaKCyBaHE 3a IIEKApCTBEHM MPOMYKTM 3a XyMaHHa ymoTpeba,
CBOTBETCTBAILM Ha MPOHYKTUTE, BKIIOUEHN B NPOLIENypaTa, KOMTO MpyUTexXaBa BCEKM OT IIOCOUEHNTE MPUTeKaTeNy Ha
pa3speleHne 3a THPIOBUS; 1

0) BTOPO, Upe3 MOCIIENBAIIO PUIIATAHE HA HAMATICHMETO Ha TAKCaTa, OIIPEMeNeHo B pasfern 1 ot mpuioxennue V, Korato e
YMECTHO.

7. OueHKa Ha TpaHI/lHI/IOHHI/l paCTI/ITe]’[HI/I ]'[eKapCTBeHI/l HpO]IyKTI/[ B CHOTBETCTBME C UJIEH > 7, naparpa(l) 1, 6yKBa H) oT Pernmament
(EO) Ne 726/2004

Takca B pasmep Ha 34 900 EUR ce npuara 3a ucKaHe 3a HayuHa KOHCyNTauys oT KomuTeTa 1o pacTUTENIHM JIEKAPCTBEHM
TIPONYKTH, CBbP3aHa C TPAOMLMOHHY PaCTUTETHN JIeKapCTBeHM MPOHYKTH. Bp3Harpaxmenuero 3a NOK/IaguyKa € B pasMep Ha
4500 EUR.

8. CeprumumpaHe Ha CBHOTBETCTBUE CbC 3aKOHOIATENCTBOTO Ha C’bl03a 3a OCHOBHAZ MOKyMeHTamysi 3a mwiasva (OLII) B
cpotsercraye ¢ uacr 111 or npunoxenne I koM [dupexnsa 2001/83[EO

8.1.

Takca B pasmep Ha 69 000 EUR ce npurara 3a 3asisneHue 3a npernen Ha OJIIT n HeliHOTO ITbPBOHAYAITHO CepTUMIMpaHe
cbracHo yact I, touka 1.1 or mpunoxenne I koM [upektusa 2001/83/EO. Bb3HarpakmieHuero ¢ B pasmep Ha
10 800 EUR 3a moknanumka u 10 800 EUR 3a cbaoknapgumka.
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8.2. Haror B pasmep Ha 6 900 EUR ce npunara 3a usfaBaHe Ha rbpBoHavanto cepruduimpare Ha OfII, korato 10 ce nogasa
€HOBPEMEHHO ChC 3asBIIEHME 33 Pa3pellieHye 3a ThProBMUs C JIEKAPCTBEH IPOLYKT MO LEeHTpaM3MpaHaTa HpoLenypa.
HokymenTammsita Ha OfITT ce oueHsiBa B paMKMTe HA 3asBIIEHME 3a paspelllaBaHe 3a ymoTpeba MO LEHTpaIM3MpaHaTa
Tpolenypa.

8.3. Taxca B pasmep Ha 12 800 EUR ce npurtara 3a 3asiBiieHMe 3a IIperyiel U cepTudUIMpaHe Ha 3HAUUTEITHA [POMSIHA OT THIT
IT Ha OMII cprnacuo Permament (EO) Ne 1234/2008. Bo3narpaxneruero e B pasmep Ha 2 000 EUR 3a mokraguvka u
2000 EUR 3a cbaokIagumka.

3a [Be K MOBeye IPYMMPAHN B eNMHHO 3asiBlieHNe chracHO Permament (EO) Ne 1234/2008 3HauntenHu npoMeHn ot
Tun II ce mpuriarat TakcaTa 1 Bb3HarpaXXiaeHMeTo, IOCOYEHM B TOUKA 8.4 OT HACTOAIIOTO MPWIIOXEHME.

8.4. Takca B pasmep Ha 20 400 EUR ce mpunara 3a 3asBieHMe 3a IIperfiefl ¥ TONMIIHO aKTyalM3MpaHe Ha IIOBTOPHO
cepruuuvpare Ha OLII, KoeTo MoKe Ma BKITIOUBA BCSIKA MPOMsIHA ChryacHO Pernament (EO) Ne 1234/2008, nonanena
€THOBPEMEHHO CbC 3asIBNIEHNMETO 3a TONMIIHO MOBTOPHO cepruduimpane Ha OJII. Bb3HarpaxmeHuero e B pasmep Ha
2 400 EUR 3a noxnagunka u 2 400 EUR 3a cbooknanumka.

9. Cepru¢mumpaHe Ha CbOTBETCTBME ChC 3aKOHOIATENICTBOTO Ha C'b103a 32 OCHOBHO JI0CKe Ha BaKCMHHMS aHTUIeH (VAME).

9.1. Takca B pasmep Ha 69 000 EUR ce npuara 3a 3assinense 3a npersien Ha VAMF 1 ibpBOHa4ainHoTo My cepTuduuypase,
KOMTO He ca MofajieHy eTHOBPEMEHHO C HOBO 3asBIIEHNE 3a Pa3pelieHye 3a ThProBys 10 LEHTPaNM3MpaHara npoueaypa
coracuo uacr 11T, touka 1.2. or mpunoxerne I kvM dupekrusa 2001/83/EQ. Bb3HarpaxmeHnero e B pa3mep Ha
10 800 EUR 3a mokmamumka n 10 800 EUR 3a cpnoknangumka.

9.2. B cyyante Ha Ipyna aHTUIEHM, CTy2Kella 3a MPeNOTBPAaTsBaHe Ha eTHO MHQEKIMO3HO 3a00MsBaHe, ce ChOMpa Takca 3a
npunaradero Ha VAMF 3a emvH aHTMIeH M ce 3amyalla Bb3HarpaXpmeHue ChITacHO Touka 9.1. 3a BTOPOTO M BCAKO
crenpaio assnenus 3a VAME, nomaneny enHOBpeMEHHO 3a aHTUTEHM KATO YaCT OT ChLIATa IPyIa, Ce HAuMCIIABA TaKca B
pasmep Ha 9 500 EUR 3a Bcsiko VAME. O61ata cyMa, KosTo ATeHIMsTa HAUMCIIsBa 3a 3assieHys 3a VAMF, nonagenu
€IHOBPEMEHHO 33 AaHTUTEHM KaTO YacT OT €JHa M Chblia Ipyna, He Hampumasa 82 800 EUR. B Tosm cryuait
Bb3HarpaxyueHuero 3a Bcsiko BTopo VAMF u Besiko cnenpamo VAMEF e B pasmep Ha 2 400 EUR 3a pmoxiamumka u
2 400 EUR 3a cbHoKIIagumka.

9.3. Haror B pasmep Ha 6 900 EUR ce npuiara 3a 3asineHne 3a M3naBaHe Ha BCko cepruduimpare Ha VAMEF, korato o ce
T01aBa eIHOBPEMEHHO C HOBO 3asBIICHME 3a Pa3pellIeHyIe 38 THProBys 110 LIeHTPaNM3ypaHaTa poLeaypa.

9.4. Taxca B pasmep Ha 12 800 EUR ce npurara 3a 3asiBlieHye 3a Ipermel i cepTuduuMpaHe Ha 3HAUMTETHA IPOMSHA OT THIT
II Ha VAMF cbrmacto Permament (EO) Ne 1234/2008. Bo3Harpaxmeruero e B pasmep Ha 1 900 EUR 3a mokmamumka u
1900 EUR 3a cpioknanumka.

3a BCsIKa 3HaUMTeNHA NpoMsiHa OT Tun II, KOSTO e rpynupaHa B eIMHHO 3asiBIleHye, NonafieHo cbriacHo Pernament (EO)
Ne 1234/2008, ce chOmpa Takca, KaKTO € TIOCOUEHO B ITbPBA alIMHES OT HACTOSANIATA TOUKA.

10. CepruduimpaHe Ha JaHHM 33 KaueCTBO M HEKIIMHMYHYM [AHHM, CBHP3aHM C JIEKAPCTBCHM IPOLYKTM 3a MOMNEPHA Teparmis
(TTIIMT), paspa6oreru ot MCII B chotsercraue ¢ Pernament (EO) Ne 1394/2007

10.1. Takca B pasmep Ha 173 100 EUR ce npuara 3a 3asiBreHue 3a OLEHKA ¥ CepTUMIMpPaHe HA JaHHM 3a KA4eCTBO U
HEKITMHIYHM [aHHM ChImacHo ureH 18 or Permament (EO) Ne 1394/2007. IlocoyeHata Takca ce OTMEHS M3LISIIO.
Bh3HarpaxneHneTo 3a JOKIaguuka e B pasmep Ha 59 400 EUR.

10.2. Takca B pasmep Ha 115 100 EUR ce mpurara 3a 3asiBlieHye 3a OLEHKa 1 cepTUUIMPaHE CAMO Ha TAHHMUTE 3a KaueCcTBO
cbrnacHo uneH 18 or Pernament (EO) Ne 1394/2007. IMocoueHara Takca ce OTMeHs! M3LIAIO. Bb3HarpaxmeHuero 3a
IoKranumka e B pasmep Ha 39 500 EUR.

11. Temmarpuyny 3asiBieHnst B choTseTcTsye ¢ Permament (EO) Ne 1901/2006

11.1. Takca s pasmep Ha 38 100 EUR ce npmiiara 3a 3assiieHye 3a npyeMaHe Ha IUIaH 3a HEIMaTPUYHO M3CIIENBAHE, IOMCKAHO
cbracHo wieH 15 ot Pernament (EO) Ne 1901/2006. TocoueHata Takca ce OTMeHS M3LSIO. Bh3HArpaxkmeHUeTo 3a
IOKJTaguuMKa e B pasmep Ha 8 400 EUR.
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11.2. Takca B pasmep Ha 21 300 EUR ce npuara 3a 3assieHne 3a M3MeHeHe Ha PUET IUIaH 3a NEOMATPUUHO U3CIIENBaHEe
cbrnacHo uneH 22 or Pernament (EO) Ne 1901/2006. IMocoueHara Takca ce OTMeHs! M3LSIO. Bb3HarpaxmeHuero 3a
IoKJtaguuka e B pasmep Ha 8 000 EUR.

11.3. Takca B pasmep Ha 14 400 EUR ce mpurara 3a 3asBreHMe 3a ocBOOOXKIABaHE HA KOHKPETEH JIEKAPCTBEH MPOAYKT
cprmacuo wieH 13 or Pernament (EO) Ne 1901/2006. [Mocouenara Takca ce OTMEHsI M3LISII0. Bb3HarpaxmeHuero 3a
IOKJIaguuKa e B pasmep Ha 2 300 EUR.

11.4. Taxca B pasmep Ha 9 600 EUR ce mpuiiara 3a McKaHe 3a IIpOBEpKa 3a CbOTBETCTBME C IIAHA 34 NIEAMATPUYHO U3CTIENBAHE
cbrmacHo uieH 23 ot Pernament (EO) Ne 1901/2006. TocoueHata Takca ce OTMeHS M3LSNO. Bh3HArpaXmeHMUeTo 3a
IoKnanumka e B pasmep Ha 1 300 EUR.

OmnperersiHe Ha JIeKapPCTBEHN NPOLYKTH KaTo cupaum B chotercTue ¢ Pernament (EO) Ne 141/2000

Taxca B pasmep Ha 20 000 EUR ce npunara 3a 3asiBieHue 3a OIpefesisiHe MM 3a IPEOLEHKA Ha ONPeHeNsSHETO Ha J1eKapCTBeH
TMPOAYKT KaTo cupak cwrmacHo Permament (EO) Ne 141/2000. IMocouenara Takca ce OTMEHs M3LISNO. Bb3HarpaxmeHuero 3a
Iokranuyka e B pasmep Ha 1 900 EUR.

Hayq}m CTaHOBMIIIA OTHOCHO OLIEHKATa Ha JIEKapCTBEHV IIPOLMYKTH, IIPENHA3HAYEHN USKITIOUNATEITHO 3a I1a3apy VI3BbH Cproza

Takca 1 ChOTBETCTBAWIO Bb3HATpAaX[EHME Ce NMPUIIAraT 3a 3asBIIEHME 33 HAYYHO CTAHOBMILE CIIEI OLEHKAaTa Ha JIeKapcTBeH
IPOIYKT 33 XyMaHHA yroTpe6a, IpeHa3HaueH M3KITIOUMTETHO 34 Ma3zapy u3BbH Cbl03a ChracHO wieH 58 ot Pernament (EO)
Ne 726/2004, B cbOTBETCTBHE € IOCOYEHOTO B Pa3menyt oT 1 JO 5 OT HACTOSLIOTO MPUIIOXKEHNe U B pasgenu 1, 3, 4 u 5 ot
npunoxenue IV, kakto u B Touku 6.1, 6.2 1 6.4 OT HOCOUEHOTO NPUIIOKEHME.

Tlepuonyyny aKTyanu3upany NOKNamy 3a 6e301acHOCT

14.1. Takca B pasmep Ha 34 100 EUR ce mpunara 3a oLeHKa Ha NEpPUONMYHNTE aKTyarM3MpaHy DOKITAmy 3a 0e30MacHoCT,
nocoyenu B wieHose 1071 u 107x ot Mupektnsa 2001/83/EO u B unen 28 ot Permament (EO) Ne 726/2004.
Bh3HarpaxneHneTo 3a JOKaguuka e B pasmep Ha 17 300 EUR.

14.2. Koraro mpama mim Iopeye IPUTEXATENM HAa paspellieHMe 3a THProBMA NOMIEXAT Ha 3aIbIKEHMETO [a IPErCcTaBAT
NEpPUOINYHM AKTYalM3MPaHu HOKIIAmM 3a 0e30IaCHOCT B KOHTEKCTa HA NpOLEIypuTe, MOCOYeHM B Touka 14.1,
ATeHIMATa M3UMCIIABA CyMaTa, 3alIalllaHa OT BCEKV MpUTEeXaTell Ha pa3pelieHye 3a ThPIOBMS, B 1Ba €Talla, KakToO
crienBa:

a) IbPBO, upe3 pasfelssHe Ha OOLMS pasMep Ha TAKCaTa MEXIy MPUTEKATEIMTE HA paspellicHue 3a ThproBUs
NPONOPLUMOHAIHO Ha GpOsi Ha eNMHMIMTE 3a TAKCYBAHE [0 OTHOLICHNME HA JEKAPCTBEHM IPONYKTH 33 XyMaHHA
yrorpe6a, ChOTBETCTBAUIM HA NPONYKTUTE, BKIIOYEHM B NMPOLEAYpaTa, KOUTO NMPUTEXKaBa BCEKM OT MOCOYCHUTE
TIIPUTEXATENN Ha Pa3pelieHyie 3a ThPTOBUS; U

6) BTOpO, Upe3 MOCIENBALIO IPUIIATaHe Ha HaMalleHNETO Ha TAKCATa, ONpeNleNieHO B TouKa 1 oT mpuioxkenue V, Korato e
YMECTHO.

TTpoyusaHyist 32 6€30MACHOCT CIef MOTyYaBaHe Ha paspeleHne

15.1. Takca B pasmep Ha 104700 EUR ce npumara 3a uspbpuieHata cbInacHo wieHose 1070 — 107p or
Iupektisa 2001/83/EO u unen 286 ot Pernament (EO) Ne 726/2004 oueHka Ha MpoBeXNAaHUTE B TOBEYE OT eIHA
[Ibp2KaBa IPOYUBAHMs 3a OE30MACHOCT CIIefl MONyyaBaHe Ha paspellieHne 3a THPrOBHUS, KAKTO ¢ MOCOYeHO B wieH 21a,
Oyxksa 6), um unen 22a, maparpa¢ 1, Oyksa a) ot qupexrusa 2001/83/EO, umn B wten 9, naparpad 4, 6yksa 86), mm
uren 10a, maparpad 1, 6yksa a), or Pernament (EO) Ne 726/2004.

15.2. Takcara ce cbOypa Ha [1Be BHOCKH, KaKTO CIefIBa:

a) cyma B pasmep Ha 53 500 EUR ce gpmxy KbM HaTaTa Ha 3alouBaHe Ha MPOLEypa 3a OLEHKA Ha IpoeKTa Ha
TIPOTOKOI, MocodeH B wieH 107w ot Oupexktusa 2001/83/EO. B3HarpaxeHnero Ha MOKIIAIUMKA € B pasmep Ha
22 300 EUR; n

0) cyma B pasmep Ha 53 500 EUR ce AbIKM KbM [[ATaTa Ha 3al0YBAHE HA MPOLENYpa 33 OLEHKA Ha OKOHYATEIHIS
[OKITa[l OT M3CIIeIBaHETO, KAKTO ¢ nocoueHo B wieH 1071 ot Hupekrnsa 2001/83/EO, or Komurera 3a oueHka Ha
pucka B obmacTra Ha ¢apMaxkoNornuHata OIMTENTHOCT; Bb3HATPAXICHMETO HAa IOKIANUMKAa € B pa3Mep Ha
22 300 EUR.
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15.3.

Koraro 3ambikeHnero 3a M3BbpLIBAHE HA MPOYUBAHE 3a GE30MACHOCT CIIell MOMyyaBaHe Ha pa3pelleHye 3a ThProBus €
HaNoXeHo oT KoMucusta Ha moBeye OT elVH IpPUTEXATell Ha paspellleHye 3a ThPIOBYS M eIHU ¥ ChIIM ONACeHMs ca
BaIIMIHM 3a IOBeYe OT MH JIEKAPCTBEH MPOMIYKT, KAKTO M KOTaTO ChOTBETHMTE NPUTEXKATENM HA paspelleHus 3a
THPIOBYSI M3BBPLIBAT CHBMECTHO TIPOYUBAHE 32 OE30MACHOCT CIIeN MONyYaBaHe Ha PaspelleHie 33 ThPIroBIUs, AreHIMsITa
M3UMCIISABA CYMaTa, 3aIUIalaHa OT BCeKM TPUTEKATesl Ha paspelieHNe 3a ThPIoBMs, B JIBe CTHIKM, KaKTO CriefiBa:

a) ITbPBO, pa3nersgHe MOPaBHO HA 0611161T3. CyMa Ha TakCaTa MEXMIYy IPUTEXKATENNTE HA paspeIieHNE 38 THPrOBU; U

0) BTOpO, IIOCIIEMBALIIO TIPUITATAHE HA HAMAIEHVMETO HA TAKCAT4, KAKTO € [I0COYEHO B TOUKA 1 OT mpuroxerue V, Koraro
€ PUIIOXKMMO.

ITpureskatenure Ha paspelleHye 3a THPIOBILS, OT KOUTO ce ChOMpa TakcaTa 10 HACTOSIIATA TOUKA, Cé 0CBOOOXKIABAT OT
IITALIAHETO Ha BCSIKAKBIL [PYTY TAKCH, CHOMPAHN OT ATeHIMSTa WM KOMIIETEHTHUTE OPTaHN Ha IbPXKaBaTa UieHKa, 3a
TpENICTaBSHETO Ha POYYBAHUATA, [I0COUEHM B TouKa 15.1.
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TIPMITOKEHME 11

Takcu, Haro3u ¥ Bb3HArpaxaeHus 3a MpoleAypH 3a OLeHKa U YCIIyTH, CBbP3aHM C BeTepuHapHI
NeKapcTBeH! MPOTyKTH

1. Hayusu KOHCynTaLyu, NPeNOCTaBSHM OT ATeHIMSITa B ChOTBETCTBME C wieH 57, naparpa 1, Gyksa H) ot Permament (EO)
Ne 726/2004

1.1. Taxkca B pasmep Ha 35 100 EUR ce npmiiara 3a BCKO OT CIIEHUTE VICKAHUS:

a) JCKaHe 3a pa3paboTBaHe HA KA4eCTBOTO U GE30MACHOCTTA 1 3a KIMHUYHO pa3paboTBaHe;

0) mckaHe 3a pa3paboTBaHe Ha KAUeCTBOTO M 3a KIMHMYHO paspaboTBaHe;

B) MCKaHe 33 pa3paboTBaHe Ha Oe30MIACHOCTTA U 32 KIIMHUYHO Pa3paboTBaHe;

Bp3narpaxneHueTo 3a KOOPIMHATOPA Ha Hay4HMTe KOHCYNTauum e B pasmep Ha 16 700 EUR.
1.2. Takca B pasmep Ha 25 700 EUR ce npunara 3a BCAKO OT CIIEIHNTE VICKaHMS:

a) JCKaHe 3a KIMHUYHO Pa3paboTsaHe;

0) 1cKaHe 3a pa3pabOTBaHe HA KAYeCTBOTO U Ge30MaCHOCTTa;

B) MCKaHe 3a pa3spabOTBaHe HAa KAaueCTBOTO U M3CIEHBAHMS 32 OMOEKBMBAICHTHOCT HA TEHEPUYHM BETEPUHAPHM
JIeKapCTBEHM TPOMYKTH, ChITTACHO OMPENeTIeHNeTO B unieH 4, naparpad 9 ot Permament (EC) 2019/6.

Bb3HarpaxneHMeTo 3a KOOpAMHATOPA Ha HAYYHUTe KOHCYNTauuu e B pasmep Ha 10 700 EUR.
1.3. Takca B pasmep Ha 22 600 EUR ce npuiara 3a BCSKO OT CIIEIHUTE VICKAHUS:

a) JCKaHe 3a pa3paboTBaHe Ha KauecTBOTO;

0) wckaHe 3a pa3paboTBaHe Ha GE30MACHOCTTa;

B) MCKaHe 3a M3CIENBAHMS 32 OMOEKBMBAJICHTHOCT HA TEHEPUYHM BETEPMHAPHM JIEKAPCTBEHNM IPOHYKTH, ChITACHO
ompenenexuero B uiex 4, naparpad 9 or Permament (EC) 2019/6;

I) JMCKaHe 3a IPEABAPUTEIIEH PUCKOB PO
M) MCKaHe, CBbP3aHO C ONpeNerisiHe Ha HOBAa MAKCMMAIIHO IOIyCTVIMA TPaHMIA Ha ocTaThuHM Beurectsa (MITOB).
Bb3HarpaxeHueTo 3a KOOPIMHATOPA Ha HAyYHMTe KOHCYNTaumum e B pasmep Ha 6 500 EUR.

2. MWckane 3a KmacuduimpaHe Ha BeTEPMHAPHM JIEKAPCTBEHM MPOMYKTM KATO MpENHA3HAUECHV 3a OrPaHMYEH Masap, ChITIACHO
onpenenennero B wieH 4, touka 29 or Pernament (EC) 2019/6 u 3a pasmiexnaHe Ha [OIYCTMMOCT 3a paspelleHue B
CBOTBETCTBYE C WileH 23 OT ChLUVA PEITIaMEHT.

Hanor 8 pasmep Ha 5500 EUR ce mpuara 3a uckase 3a KinacuduuypaHe Ha BETEPUMHAPHM JIEKApPCTBEHY MPOLYKTH KaTo
IpefHa3HaYeHY 33 OTPaHMYEH Ma3ap, CHINIACHO OIpeleneHnero B uneH 4, maparpad 29 or Permament (EC) 2019/6 u 3a
pasIiexnaHe 3a JOICTUMOCT 3a paspelleHyte ChITacHo uited 23 ot Pernament (EC) 2019/6.

3. OmpenernsiHe, M3MeHeHye WM pasumpsiane Ha o6xsata Ha MITOB B ChOTBETCTBHME C MpOLIENypaTa, YCTaHOBEHA B PermameHT
(EO) Ne 470/2009

3.1. Takca B pasmep Ha 89 700 EUR ce mpunara 3a 3assieHye 3a onpenernsHe Ha mbppoHavanHara MITOB sa mameno
BellecTBo. Bp3Harpaxmenuero e B pasmep Ha 22 700 EUR 3a moknagunka n 10 900 EUR 3a cpnoknapumka.

3.2. Takca B pasmep Ha 56 100 EUR ce mpumara 3a BCSKO 3asBlieHMe 33 MPOMSHA WM pasliMpsiBaHe Ha oOXBaTa Ha
cpmecrsysama MJITOB. Bw3narpaxknennero e B pasmep Ha 11200 EUR 3a poknamumka u 10 300 EUR 3a
CBHIOK/IAYMKA.

3.3. Takca B pasmep Ha 25 700 EUR ce mpunara 3a OLeHKATa, 3a [1a Ce ONpeIeNy Aaim OMOTIOTMYHO BEUIECTBO, KOETO HE
Harmomo0sBA XMMMYHO BELIECTBO, M3NCKBAa WMIIM He M3UCKBA NbIHA oueHKa Ha MITOB cbrmacso pasmen 1.7 or
npuoxenue [ koM Permament (EC) 2018/782. Bp3HarpaieHueTo 3a HOK/aumka e B pasmep Ha 10 700 EUR.
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Pazperenye 3a THProBusi ¢ BeTEPUHAPHM JIEKAPCTBEHM MPOMIYKTH, NOMAfalm B 06XBaTa HAa Pa3pelleHMsTa 3a THPIOBMS IO
LeHTPAIM3MPaHAaTa [IPOLeypa ChIacHo ueH 42 ot Permament (EC) 2019/6

4.1. Takca B pasmep Ha 313 000 EUR ce mpumnara KbM 3asiBlieHMe 3a pa3pelleHye 3a TbProBus C BETEPUHAPEH JIEKapCTBEH
IIPOAYKT ChIMaCHO wieHoBe 8, 23 wm 25 or Permament (EC) 2019/6, Korato 3asBUTEIAT [IOCOYBA HOBO aKTMBHO
BemectBo. Tasy Takca MOKPMBA BCSIKA CWUIA, BCUUKM (apMareBTHMUHM (OPMIM M BCHYKM IPENCTABSIHS, [ORAJCHY B
CBIIOTO 3asBIICHME, HE3aBUCMMO OT Oposi Ha BUIOBETE XKMBOTHM, 3a KOUTO € MpPENHA3HAUEH IIPOIYKTHT.
Br3narpaxpennero e B pasmep Ha 113 300 EUR 3a moxnanumka n 40 400 EUR 3a cpnoxianumka.

4.2. Taxca B pasmep Ha 283 600 EUR ce nmpusiara KbM 3asiBIeHME 3a pa3pelieHMe 3a ThPIOBUS C BeTePUHAPEH JIEKAPCTBEH
IIPOAYKT ChINacHO uiieHose 8, 20, 22, 23 wm 25 or Pernament (EC) 2019/6, Korato 3asIBUTENAT MOCOYBA U3BECTHO
aKTMBHO BewwecTBo. Tasy Takca MOKPMBA BCSAKA CHITA, BCMYKY GapMaLieBTIYHY GOPMI 1 BCUUKM TIPENCTaBSIHMS, IOTAeHN
B CBUIOTO 3asBICHME, HE3aBUCMMO OT Opost Ha BUIOBETe 3KMBOTHM, 3a KOUTO € IpEIHA3HAYeH IPONYKTHT.
Branarpaxnennero e B pasmep Ha 87 000 EUR 3a goknagunka u 37 400 EUR 3a chooknamunka.

4.3. Takca B pasmep Ha 144 900 EUR ce mpuara 3a BCAKO OT CIIEAHNTE 3asIBIIEHNS:

a) 3asBleHNME 33 pA3pellleHne 33 THPIOBUS C [eHEPUUYEH BETEPUHAPEH JIEKAPCTBEH MPOMYKT CHINACHO uieH 18 ot
Pernamenr (EC) 2019/6;

0) 3asiBIeHME 33 paspellieHye 3a THPIOBUsL C XMOpWIEH BeTePMHAPEH JIEKAPCTBEH MPOMYKT ChIIACHO wieH 19 or
Pernamenrt (EC) 2019/6;

B) 3asBIIEHME Bb3 OCHOBA Ha MH(OPMUPAHO ChINIACKE 33 Pa3PELIEHME 3 THPIOBUS C BETEPUHAPEH JIEKAPCTBEH HPOILYKT
cprmacHo uneH 21 ot Permament (EC) 2019/6;

Ta3u Takca MOKPMBA BCAKA CHIIA, BCHUKM apMaLeBTUUHN OPMU M BCHUKM TPETCTABSHNSA, MONATIEHN B €IHO U CHLIO
3asIBIICHNE, HE3aBUCUMO OT Gposi Ha BUIOBETE XKMBOTHM, 33 KOUTO € IIPeHA3HAUeH IPOIYKTHT. Bb3HarpakueHuero e B
pasmep Ha 32 600 EUR 3a noknanuuka 1 19 000 EUR 3a cbooknanuuka.

IIpepasmexnane Ha paspelleHye 3a THProBYs 33 OTPAHNYEHM Ta3apyu

Taxca B pasmep Ha 20 100 EUR ce npurara 3a 3asiBeHue 3a pepasmexiaHe Ha pa3pelleHye 3a ThpIoBYsl 3a OTPaHMUEH Na3ap
cpImacHo wieH 24, naparpad 3 or Permament (EC) 2019/6. Br3narpaxnenuero e B pasmep Ha 3 300 EUR 3a moknagunka u
2 500 EUR 3a cppoknagumka.

[TpoMeHM B yCIIOBMATA Ha Pa3pellieHNETO 3a ThPIOBUS, M3MCKBALIY OLIEHKA B ChOTBETCTBME C urleHoBe 64, 65 1 66 oT Pernament
(EC) 2019/6

6.1. Takca B pasmvep Ha 93 000 EUR ce mpumara 3a mpomsHa, M3MCKBAlIa OLEHKA, BbBEXIAWIA NMPOMEHNM B aKTUBHOTO
BEIIECTBO VIIM AKTMBHNTE BEIIECTBA, CUITATA, papMalleBTHYHATA pOPMA, HAUMHA HA IPUIIOKEHNE UM BUIOBETE KIBOTHM,
3a KOMTO € NpeIHa3HaueH NPOIYKTHT M KOMTO Ce M3MOJI3BAT 3a IIPOM3BONCTBO HAa XPaHM, KaTO IOCOYEHMUTE HPOMEHN
TpsibBa a ObHaT oleHeHNM B cpok 0o 90 mHM B CHOTBETCTBME C wieH 66, maparpag 3 or Permament (EC) 2019/6.
TocoueHata Takca ce cbOypa 3a BCsiKa OTHENHA apMaleBTHYHAa GOpMa MM BCSIKA OTHENHA CBbP3aHA C Hesl CUIA WIIH
edykacHoCcT. BraHarpaxmnenmero e B pasmep Ha 30 300 EUR 3a moknanunka u 9 100 EUR 3a chgoxramumka.

6.2. Taxca B pasmep Ha 50 300 EUR ce mpuara 3a mpOMEHH, M3MCKBALIM OLIEHKA, KOSITO BbBEXKIIA IPOMEHI B GE30IIACHOCTTA,
edyKacHOCTTa min apMaKoNornyHaTa GIMTENTHOCT, KOMTO TpsibBa ga Obar oueHeHy B cpok ot 60 mmu 90 mHu, B
3aBICUMOCT OT CIIydasi, B ChOTBETCTBME C wieH 66, maparpad 3 or Permament (EC) 2019/6. Bw3narpaxmenuero ¢ B
pasmep Ha 10 400 EUR 3a noknanumka u 8 100 EUR 3a cbooknamumka.

6.3. Takca B pasmep Ha 25 300 EUR ce npunara 3a npoMeHy, M3MCKBAILM OLEHKA, BbBEKMAIA CAMO IPOMEHM B KauecTBOTO,
KOMTO TpsiOBa [1a ObOaT oueHeHM B CPOK OT 60 [IHNM B CHOTBETCTBYE C WiieH 66, naparpad 3 ot Pernament (EC) 2019/6.
Br3narpaxpenuero e B pasmep Ha 3 800 EUR 3a moxnamumka u 3 800 EUR 3a chooknagumka.
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6.4. KoraTo HSKOIKO IPOMEHM, M3MUCKBALIM OLEHKA, Ca TPYNMPaHM B €IMHHO 3asBIIEHME CBITIACHO wieH 64 or PermameHT
(EC) 2019/6, cboTBeTHaTa TaKca, KaKTO € MOCOYEHO B TOUKM 6.1, 6.2 11 6.3 OT HACTOSILIOTO NPUIOKEHNUE, Ce MIPUNIara 3a
BCsKA OT IIBPBUTE 1B MPOMeHN. V3MTallaHeTo Ha Bh3HATPaKIEHMETO Ce M3BbPLIBA B CHOTBETCTBIE C [IOCOYEHUTE TOUKM.
3a Tperara u criegBalIMTe IIPOMeHY TakcaTa e B pasmep Ha 12 700 EUR Ha n1poMsiHa, KaTo Bb3HarpaXxieHueTo € B pasMep
Ha 1 900 EUR Ha npomsina 3a goknagumka 1 1 900 EUR 3a cprnoknanumka.

6.5. Koraro B 3asBrieHye 3a nofensiHe Ha paboTata cbriaacHo wied 65 ot Permament (EC) 2019/6 ce BritouBa moBede OT eIMH
LIEHTPAJIHO pa3pellleH MPOIYKT, 33 BCSKA NMPOMSIHA HA ITbPBMS LEHTPATIHO Pa3pellieH MPOLYKT Ce NpPMUIIAraT TakKCUTe U
Bb3HArpaX[eHMATa, IOCOYEHN B TOUKM 6.1, 6.2 1 6.3 OT HACTOAILOTO IIPMIIOXKEHME, a 38 BCSKA IIPOMSIHA HA BTOPUSA U
TIOCTIEMBAILMS LIEHTPAIIHO PaspelleH MPOMYKT, BKIIOYEH B ChLIOTO 3asiBIIEHMeE, ce ITpuiiara Hajior B pasmep Ha 800 EUR.

7. CeaupaHust u apOUTPaXXHU IIPOLIEAYPY

7.1. Takca B pasmep Ha 161 800 EUR ce npunara 3a olieHKaTa, U3BbplIeHa B KOHTEKCTA Ha MPOLIeNypa, 3all0YHaTa ChIIACHO
urten 54, naparpad 8 ot Permament (EC) 2019/6. TlocoueHata Takca ce OTMEHS M3LIATIO. Bh3HArpaxmeHMeTo e B pasmep
Ha 22 400 EUR 3a noknaqumka 1 10 200 EUR 3a cpnoknagumxa.

7.2. Takca B pasmep Ha 221 700 EUR ce npuara 3a oLieHKaTa, U3BbpLIEHA B KOHTEKCTA Ha IIPOLENypa, 3all0YHaTa ChITIACHO
uner 70, maparpad 11 or Pernament (EC) 2019/6. TTocoueHata Takca ce OTMeHsI M3LSUIO. Bb3HArpaxmueHneTo e B padmep
Ha 30 900 EUR 3a goknanunka u 13 700 EUR 3a chmoknamunka.

7.3. Taxca B pasmep Ha 155 900 EUR ce mpurnara 3a oleHKaTa, M3BbpILIeHA ChIIACHO uieH 141, naparpad 1, 6yksiu B) 1 1) OT
Pernament (EC) 2019/6. TlocoueHara Takca ce OTMeHs M3LANO. Br3Harpaxkmenuero e B pasmep Ha 18 500 EUR 3za
nokmnaqumka 1 8 200 EUR 3a cpnoknamumka.

7.4. Takca B pasmep Ha 221 700 EUR ce npuara 3a oLieHKaTa, U3BbpLIEHA B KOHTEKCTA Ha IIPOLENypa, 3all0YHaTa ChITIACHO
uner 82 ot Pernamenrt (EC) 2019/6. B3narpaxmenuero e B pasmep Ha 30 900 EUR 3a mokmamunka 1 13 700 EUR 3a
CBHIOK/IAUMKA.

7.5. Takca B pasmep Ha 155 900 EUR ce npuara 3a oLeHKara, U3BbplIeHa B KOHTEKCTa Ha IPOLEAYPa, 3aII0UHaTa ChITIACHO
wien 129, naparpad 3 wm wien 130, naparpad 4 or Permament (EC) 2019/6. Bb3uarpaxkmeHuero e B pasmep Ha
18 500 EUR 3a noknamunka n 8 200 EUR 3a chnoknanumka.

7.6. KoraTo gBaMa Uiy Mopeye IIPUTEXATENM Ha pa3pelieHue 3a ThPTOBMS Y4acTBaT B NMPOLENypuUTe, OCOUEHM B TOUKa 7.4
iy 7.5, nojyieXaniata Ha 3aIiauafe cyma OT CTpaHa Ha BCEKM NPUTEXKaTell Ha paspelienye 3a ThProBis, Ce U3UNCIABa
OT AreHINATA Ha [Ba €Tana, KaKTo CrIeNBa:

a) IbPBO, upe3 pasfesiHe Ha oOWMAS pasMep Ha TakcaTa MeXJy IpUTEXKATeluTe Ha paspelieHye 3a ThProBus
TMPOTIOPLMOHAIIHO Ha Oposi Ha eNMHMIMTE 33 TAKCYBaHE IO OTHOLIEHME HA JIEKAPCTBEHY NMPOIYKTH 33 BETEPUHAPHA
yrotpe6a, CbOTBETCTBAM HA NPOIYKTHTE, BKIIIOUEHU B NpOLEAypaTa, KOMTO NMPUTEXKaBa BCEKM OT MOCOYEHMTE
TIIPUTEXATENM Ha pa3pellieHye 3a ThPIOBUSE U

0) BTOPO, Upe3 MIOCIIENBAILIO PYJIATAHE Ha HAMAJICHMETO Ha TAKCaTa, OIIPEMeNeHO B pasfer 1 or mpuoxennue V, KOraro e
YMECTHO.

8.  Ceprudumumpane Ha CbOTBETCTBHUE ChC 3aKOHOHATENICTBOTO Ha C'hr03a 32 OCHOBHM OCKeTa Ha BakCUHHM aHTureHn (VAME)

8.1. Takca B pasMep Ha 25 300 EUR ce npunara 3a 3assiiene 3a nperiert Ha VAMF 1 HeroBoto cepru¢uimpaHe ChInacHo
Touka V.2 or npunoxenue II kbM Pernament (EC) 2019/6, KOrato [ocoyeHOTO 3asiBIeHNe € MOJaIeHO eIHOBPEMEHHO C
ITbPBOHAYAIIHO 3asBIIEHME 33 pa3pellleHMe 3a THPIOBMS 3a BETEPMHAPEH JIEKAPCTBEH MPOHYKT IO IEHTpalu3MpaHa
NpOLeNypa, CHIbpPXKAIl I0COYEHNs aHTureH. BpaHarpaxnenmero e B pasmep Ha 3 800 EUR 3a poknamumka u
3 800 EUR 3a cpioKnanumka.

8.2. Korato craa BBIpOC 33 MHOXeECTBO 3aspieHus 3a VAMF, nopmanenyu eqHOBpPEMEHHO B KOHTEKCTAa Ha €IHO M ChLIO
3asBIIeHNE 32 [THPBOHAYAIIHO paspelaBaHe 3a ymorpeba, ce mpusara takca B pasmep Ha 25 300 EUR 3a Bcsiko VAME.
Obuata cyma, c0mpana ot AreHuusita, He Hamsumasa 76 000 EUR. Br3Harpaxmeruero e B pasmep Ha 3 800 EUR 3a
noknagumka 1 3 800 EUR 3a cphoknanumka 3a Bcsiko VAMF. Bb3HarpakneHusTa Ha HOKJIauMKa M Ha CbIOKJIAIYMKa
He Hansuuasar cbotsetHo 11 400 EUR.
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8.3. Takca B pasMep Ha 35 100 EUR ce npuiara 3a 3assnenue 3a npernena Ha VAMF u TaxsoTO cepruduumpae, KOrato
3asIBIICHMETO € NONafieHO KaTo OTHENHO 3asiBleHNe 33 aHTUIEH BbB Beue pa3pellieHa BAKCYMHA MM Bedye paspelleHu
BaKCUMHM CBITIACHO LIEHTPANM3MpaHaTa My NeLeHTpaIu3mpanata poueaypa, Wiy Ipoleaypara 3a B3ayMHO TIPU3HABAHE.
Branarpaxpennero e B pasmep Ha 5 300 EUR 3a moxnamumka u 5 300 EUR 3a chpoknagumka.

8.4. Pasmen 6 OT HACTOSILLETO MPUIIOKEHIE Ce MpUIIara KbM IpomeHn Ha cepruduuvparn VAME.

9. Cepru¢uimpane Ha ChOTBETCTBME ChC 3dKOHOIATENCTBOTO Ha ChIO3a 32 OCHOBHM [IOCHETA 33 TEXHONOIMATA HA BAKCHHHUTE
mnardopmu (VPTME)

9.1. Takca B pasmep Ha 25 300 EUR ce npurara 3a sassrenve 3a npersena Ha VPTMF u HeltHOTO cepTuduiipane ChriacHo
Touka V.4 ot npunoxenne Il kbM Pernament (EC) 2019/6, KOrato moco4eHOTO 3asiB/eHNe ¢ MOJaIeHO eIHOBPEMEHHO C
ITbPBOHAYAIIHO 3asBIIEHME 33 pa3pellleHMe 3a THPIOBMS 3a BETEPMHAPEH JIEKAPCTBEH MPOHYKT IO IEHTpalu3MpaHa
IpOLIENypa, ChIbPKALL NOCOUeHaTa MiaTdopMa. BwaHarpaxmenyero e B pasmep Ha 3 800 EUR 3a mokmamumka u
3 800 EUR 3a cbookianumka.

9.2. Takca B pasmep Ha 35 100 EUR ce npunara 3a 3asinenue 3a npernena Ha VPTMF 1 HeitHoTo cepruduumpare, Koraro
3asBCHIETO € IMONAfeHO KAaTO OTHENHO 3asBlieHME 33 IUIATGOpMa BbB Beue paspelleHa BAKCHHA CbITIACHO
LIeHTpany3upaHaTa UM NeLeHTpamu3upaHaTa npoLenypa Uiy IpoleypaTa 3a B3aMMHO NpU3HaBaHe. Bp3Harpaxnenuero
e B pasmep Ha 5 300 EUR 3a noxnagunka n 5 300 EUR 3a chroknanumka.

9.3. Pazmen 6 OT HACTOSILIETO MPUITIOXKEHNE Ce PUIIara KbM poMeHH Ha cepruduimpann vVPTME.
10. OueHka Ha M3CIeBaHM 38 HAOMIONEH e CITel] ITYCKAHETO Ha 11a3apa

10.1. Takca B pasmep Ha 40 000 EUR ce npuara 3a oLieHKa Ha IpOBeKIAHM B II0BeYE OT €HA IbpXKapa WIeHKA U3CTIeNBaHNS
3a HaOJIIOZIEHMe CITel ITyCKaHeTO Ha [1a3apa ChITIACHO wiieH 7 6, maparpa¢ 3 or Pernamenrt (EC) 2019/6.

10.2. Takcara ce cb6upa, KaKTO CrefBa:

a) Cyma B pasmep Ha 20 000 EUR ce mbky KbM [aTaTa Ha 3al04BaHe Ha IPOLENypaTa 3a omoOpeHse Ha IPoeKTa Ha
IPOTOKOMIA OT M3CIENBAHETO, KaKTO € MOCOuEeHO B wieH 15, maparpa¢ 3 or PernaMeHT 3a M3IBIIHEHME
(EC) 2021/1281. Be3HarpaxpeHueTo 3a OKJIaumKa e B pasmep Ha 8 200 EUR.

0) Cyma B pasmep Ha 20 000 EUR ce TBiXM KbM JaTaTa Ha 3al0YBAHE HA MPOLELypaTa 3a OLEHKA Ha OKOHYATEITHIS
[IOKJIaJl OT M3CIIENBAHETO, KAKTO € [I0COYEHO B urleH 15, naparpad 5 ot Pernamenr 3a usmbnnenne (EC) 2021/1281.
BbaHarpaxneHMeTo 3a Hoklanumka e b pasmep Ha 8 200 EUR.

10.3. Korato 3ablXKeHMeTO 3a IpOBEXKIAHe HA M3CIEOBaHE 33 HAONIONEHMe Crel MyCKAHETO HA a3apa € HANOXEHO OT
KommcusTa Ha oBeye OT eIMH MpyUTEKATeN Ha pa3pelieHye 33 ThPTOBYS M CHOTBETHUTE MPUTEKATENY HA Pa3pelleHus
3a THPIOBMS NPOBEKIAT ChBMECTHO M3CTIENBAHE 3a HaOMIOJEHME CIell MYCKAHETO Ha IMa3apa, ATCHIMATA M3UMCIISBA
pasMepa Ha Takcara, 3aIlIallaHa OT BCEKM IPUTERATENT Ha pa3pellleHNne 33 ThPIoBus, KOATO TPsiOBa faa Gbue HauncIeHa,
Ha JIBa €Tala, KakTo CIlefiBa:

a) ITBPBO, pasyersIHe OPABHO Ha 00IIAaTa CyMa HA TaKCaTa MEXIy MPUTEXKATEINTE HA Pa3peLeHe 33 ThPIOBIS; 1

0) BTOpO, MOCTIENBAILIO MPHUITAraHe Ha HAMAJIEHMETO Ha TAKCaTa, KaKTO € IOCOYEHO B NpuioxeHue V, Touka 1, korato e
TIPUITOKMMO.

11. Hayunu craHoBMIIA B KOHTEKCTA Ha CHTPYIHMYECTBO C MEXIyHApOIHM OPraHM3alMy 3a 3[IpaBeolia3BaHe Ha KMBOTHMTE 3a
OlIEHKa Ha BeTepMHAPHY JIEKapCTBEHN NPONYKTH, IPeIHA3HaYeHV M3KITIOUMTEITHO 3a Na3apy u3BbH Chlo3a

Taxca 11 CbOTBETHOTO Bb3HArpaKieHume, KakTo € IOCOYEeHO B pasgenn 1, 3, 4 1 6 OT HACTOALIOTO IIPWIOKEHME U B pasgenn 1, 3,
4w 5 or npunoxenne [V 1 Toukn 6.1, 6.2 u 6.4 OT CBIIOTO NPUIIOXKEHNE, Ce IIPUIIATAT 3a 3asBIIEHNE 33 HAYYHO CTAHOBMILE 3a
OLIEHKA Ha BeTepUHAPHM JIEKapCTBEHN IPOIYKTH, HpeAHa3HAUeH) U3KITIOUNTENTHO 3a Nasapy u3BbH Chio3a, ChINAcHO el 138
ot Pernamenr (EC) 2019/6.
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TIPMITO2KEHME 111

rOII]/lllIH]/l TaKCU U Bb3HArpaxKaeHus

1. TommuiHa Takca 3a JIEKapCTBEHM MPOMIYKTH 3 XyMaHHa ynotpe6a, paspelueHn B cboTserctsye ¢ Permament (EO) Ne 726/2004

1.1.

1.2

1.3.

1.4.

Tonyimza Takca B pasmep Ha 60 300 EUR ce nipuiara 3a BCSIKO pa3pelieHue 3a ThpIoBys ¢ JIEKApCTBEH HPOIYKT 3a XyMaHHa
yrorpeba, paspellieH Bb3 OCHOBA Ha 3asBCHNeE, MOANeHO cbrmacHo wieH 10, maparpadu 1 u 3 u wien 108 or
Hupektysa 2001/83/EO. By3narpaxnenuero e B pasmep Ha 8 000 EUR 3a moknamunka, 7 000 EUR 3a cepoksamumka u
1 500 EUR 3a goknagunka Ha PRAC.

Tommmza Takca B pasmep Ha 118 100 EUR ce npunara 3a BCAKO paspellieHMe 33 THPIOBUS C JIEKApPCTBEH IIPOHYKT 3a
XyMaHHa ynoTpeba, paspelleH Bb3 OCHOBA HA 3asiBIEHNME, IOJANeHO CbIacHO wiedH 10, maparpad 4 or
Hupekrysa 2001/83/EO. Br3narpaxmennuero ¢ B pasmep Ha 16 200 EUR 3a noxnanunka, 14 300 EUR 3a chnoknagumka
1 3 000 EUR 3a moknamunka Ha PRAC.

Tommmza Takca B pasmep Ha 232 400 EUR ce npunara 3a BCAKO paspellieHMe 3a THPIOBUS C JIEKApPCTBEH IIPOHYKT 3a
XyMaHHa ynorpe0a, KOITo He nomnaja B o0xsata Ha Touka 1.1 wu 1.2. Be3uarpaxmenuero e B pasmep Ha 32 200 EUR 3a
nokmnanuyka, 28 400 EUR 3a cemoknanunka u 6 100 EUR 3a moknamumka Ha PRAC.

TommuanTe Takcy, mocoueny B Touky 1.1, 1.2 m 1.3, ce OTHACAT 3a NpenIxoHaTa rOIMHA.

2. TommuiHa Takca 3a BETEPUHAPHM IIEKAPCTBEHM IPOHYKTH, Pa3pelleHy N0 LEHTPAIM3MpaHaTa MPOLENypa B CHOTBETCTBME C
Perament (EC) 2019/6

2.1.

2.2

2.3.

Tonmimza Takca B pasmep Ha 26 200 EUR ce npuiiara 3a BCSAKO paspelieHue 3a TbProBMsl C BETEPUHAPHM JIEKAPCTBEHU
IIPONYKTH, paspelieHK ChrIacHO wieH 18, wien 19 mmm wien 26 or Permament (EC) 2019/6. Bb3narpaxnenuero e B
pasmep Ha 6 300 EUR 3a goknanuuka 1 5 800 EUR 3a chrokagumka.

TonmiHa Takca B pasmep Ha 106 400 EUR ce mpurnara 3a BCSIKO paspellieHVe 3a ThPIOBUsL 3a BeTepUHApPEH JIeKapCTBEH
IIPOIYKT, KOETO He Momana B o0XxBata Ha Touka 2.1. Bp3HarpaxmeHnuero e B pasmep Ha 25 600 EUR 3a mokmamunmka u
23 500 EUR 3a cbookianumka.

TonymimzmTe Takcy, ocoyenu B Touku 2.1 1 2.2, ce OTHACAT 3a IIPeAXOHATA TOIMHA.

3. TommuHa Takca 3a papMaKoNOrMyHa OIUTENTHOCT 3a JIeKapCTBEHM MPOIYKTY 32 XyMaHHa yoTpe6a, paspelieHyt B ChOTBETCTBIE C
[upekrnsa 2001/83/EO, u 3a BeTepuHAPHM JIEKAPCTBEHM MPOIYKTH, Pa3pelleHy OT KOMIETCHTHUTE OPTaHM Ha HbpXKABUTE
usteHKM B choTBeTCTBHE C Permamenrt (EC) 2019/6

3.1.

3.2.

3.3.

3.4.

3a paspewrerute B choTBercTBue ¢ mpektnsa 2001/83/EO nekapcTBeHyM MPOAYKTM 32 XyMaHHAa ymotpeba BEeIHBX
TONMIIHO Ce IpUIara 3a BCSIKA €AMHULA 33 TAKCYBAHE 10 OTHOLIEHNE HA JIEKapCTBEHM IPOIYKTM 3a XyMaHHa ynorpeba
Takca B pasmep Ha 230 EUR 3a meitHoctute 1m0 $apMakonornyHa OLUTENHOCT Ha ATCHIMATA, BKITIOUMTETHO aHANM3 Ha
3mpaBHM [aHHN 32 nenus Cbio3, 32 Ia Ce MONMOMOTHE MO-IOOPOTO B3eMaHEe HA PELICHMS C PEIHM NAaHHI. ATEHIMSITA
3aIrbpaKa MPUXOIMUTE OT CHOPaHMTE TOMIIHM TAKCH 33 (apMAKOTIOTNYHA OIUTENTHOCT.

3a BeTepyHAPHUTE JIEKAPCTBEHM TIPOLYKTH, Pa3pelieH) OT KOMIICTEHTHMTE OPTaHM Ha TbPKABNUTe YIEHKN B ChOTBETCTBIE C
rnasa 11, pasnerm 2—>5 ot Pernament (EC) 2019/6, BenHbx romuso ce npuiara takca B pasmep Ha 90 EUR 3a Besika
eMMHNIA 32 TAKCYBAHE 10 OTHOLICHME HA JIEKAPCTBEHN NMPOMYKTH 33 BeTepMHAPHA yroTpeda 3a IefHOCTITE Ha ATEHIMSTA
10 dapMakonorndHa GIOMTENHOCT. ATeHUMsTa 3aIbpKa NPUXOAUTE OT ChOpPaHMUTE TONMINHYM TAaKCK 3a (apMaKONOTMYHA
OmuTeNHOCT.

OG6uAT 3amIaTM pasMep Ha FOIMIIHUTE TaKCH, MOcoueHN B Touky 3.1 u 3.2, 3a BceKu MpUTEKaTeN Ha paspelieHue 3a
THPIOBMSL Ce MBUMCIIsIBA OT ATCHIMSTA Bb3 OCHOBA Ha OpOsi HAa eNMHMINTE 33 TAKCyBaHE IO OTHOLICHNE HA JIEKAPCTBEHN
TPONYKTHU 3a XyMaHHA ynoTpeda M NeKapcTBeHM MPOIYKTHU 3a BeTepMHAPHA YNOTpeba ChOTBETHO, KOMTO ChOTBETCTBAT Ha
vH)OPMALIVATA, PETMCTPYPAHA KbM 1 10N Ha BCSIKA TOIMHA.

TonyuHmTe TaKcH, NocoueHu B Touky 3.1 u 3.2, ce rpiKar Ha 1 1omu Besika rofMHa 1 00XBalaT nepyona ot 1 sHyapu 1o
31 nexkeMBpM Ha Cbll[aTa KaJleHOApHa TOIMHA.

ELL http://data.europa.eu/elijreg/2024/5680j
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IIPUTTIOKEHME IV

[pyru TaKcH M HaJIO3M 3a JIEKaPCTBEHM NMPOIXYKTH 32 XyMaHHA YHOTPeOa, BeTepuHAPHM JIEKapCTBEHU
NPOIYKTH M KOHCYIITAIMM OTHOCHO METULIMHCKI U3

1. Tposepku chbrnacHo uneH 8, maparpad 2, wien 19 u unen 57, maparpad 1, Gyksa u) or Permamenr (EO) Ne 726/2004 u
wier 126, naparpad 2 ot Permament (EC) 2019/6

1.1. HpOBCpKI/I 110 OTHOILLIEH)E Ha JIEKAPCTBEHUTE IPOIYKTH 38 XyMaHHA yHOTpe6a M BETCPMHAPHUTE JICKAPCTBCHN ITPOOYKTU

1.1.1. 3a BcsKa OTHENHA MPOBepKa Ha oOpaTa MPOM3BONCTBEHA IPAKTHKA B paMKuTe Ha Cbi03a ce IpWITara Takca B pasmep
Ha 30300 EUR. Bw3narpaxpenuero e B pasmep Ha 10 800 EUR 3a pomemms opran u 6 500 EUR 3a
TONNOMAraIys OpraH.

1.1.2. 3a BcsKa OTHENIHA POBEpKa Ha [oOpaTa MPOM3BONCTBEHA NMPAKTHKA M3BBH paMKiTe Ha Chi03a ce MPUIIara Takca B
pasmep Ha 48 700 EUR. Bw3narpaxnenuero e B pasmep Ha 20 900 EUR 3a Bomewms oprad u 12 600 EUR 3a
TONOMATAIIVS OPTaH.

1.1.3. 3a BcsKa OTIENHA MPOBEPKa Ha JoOpata KIMHMYHA MPAKTHKA B paMKuTe Ha ChI03a Ce MpUIIara Takca B pamep Ha
45600 EUR. Bw3narpaxnmenuero e B pasmep Ha 18 400 EUR 3a opmemmsa opran u 11400 EUR 3a
TOIIOMAraIys OpraH.

1.1.4. 3a Bcsika OTIENHA NPOBEpKaA Ha oOpaTa KIMHIYHA MPAKTMKA M3BbH paMKuTe Ha Chio3a ce Mpuiara Takca B pasmep
Ha 57 000 EUR. Bw3narpaxpenuero e B pasmep Ha 26 300 EUR 3a somemms opran m 13 900 EUR 3a
TIOIIOMArallyisl OpraH.

1.1.5. 3a BcdKa OTHENHA IPOBEpPKA Ha OCHOBHA IOKYMEHTALMSA 3 ITa3Ma B paMKuTe Ha Chl03a MM M3BBH HETO e Mpuriara
Takca or 46 100 EUR. Brsnarpaxnennero e B pasmep Ha 17 900 EUR 3a sopemmsa opran u 11 000 EUR 3a
TOJNOMAaralusi Opra.

1.1.6. 3a BcAxa crenBaila MpoBepKa Ha OCHOBHA NOKYMEHTALMs 3a Ijla3Ma B pamkure Ha Cbrosa miay M3BBH HEro ce
npunara takca ot 44300 EUR. Bw3narpaxnenuero e B pasMep Ha 16 800 EUR 3a Bomemms opraH u
10 300 EUR 3a monnomarauiys opras.

1.1.7. 3a Besika OTHENHA poBepKa Ha moOpara mabopaTopHa MpakTyKA B paMkuTe Ha ChrO3a MM M3BBH HETO CE TpuIIara
Takca or 42 900 EUR. Brsnarpaxnennero e B pasmep Ha 16 500 EUR 3a ponemmsa opran u 10 900 EUR 3a
TOANOMAralys Opra.

1.1.8. 3a Bcsika OTHENHA IPOBepKa Ha dapMakorornyHara OmurenHocT B pamkute Ha Chio3a MM M3BBH HETO Ce IpuIIara
takca or 64 300 EUR. Brsnarpaxnennero e B pasmep Ha 20 300 EUR 3a popemmsa opran u 12 700 EUR 3a
TNOAIOMAralys opraH.

1.2. Ako mnanmpana nposepka ce ormeny 30 KajleHIapHM JIHY MIIM T10-MaJIKO IIpedy INIAHMPaHMs IIbPBY JI€H Ha IpOBepKaTa
TIOpafy IPUUMHY, TIPOUSTUYALIN OT 3asIBUTENLS, Ce MPUIIara ocoyeHara B Touka 1.1 npunoxmma Takca.

1.3. Ako mnnaHupaHa mposepKa ce oTMeHM Tnosede OT 30 KarleHIApHM [AHM Mpedy IUIAHMPAHMS ITbPBM IIEH MO IpPUUMHY,
CBbP3aH CbC 3asIBUTENLS, Ce HAuMCIIsABa Hanor B pasmep Ha 1 000 EUR.

1.4. HapmzopHute OpraHM M3MCKBAT OT 3asBUTENS Na 3aIUIaTV TPAHCIOPTHMTE PAa3HOCKM OTHENHO OT TAaKCaTa, NOCOYEHa B
HACTOSIIOTO NPUIIOXEHMe, Bb3 OCHOBA Ha [IVICTBUTENHMTE pa3Xxomy. B cilyuali Ha OTMeHeHa IPOBEPKA, CBITIACHO
nocoueHoTo B Touka 1.2 wmm 1.3 OT 3asBMTens ce M3MCKBA [a 3aIIaTV BCUUKM TPAHCTIOPTHM PasHOCKM, KOMTO
VIHCIIEKTUPAWIVAT OPIaH Beye ¢ HAIPaBUI KbM 1aTaTa Ha OTMSIHA M 33 KOMTO IOCOYEHMST OpIaH He MOXe IIa IHOJydu
Bb3CTAHOBSIBAHE HA PA3XOMMTE.

2. IlpexBbpIIsiHe Ha pa3pellleHye 3a ThProBys

[Ipn nomasaHe Ha 3asiBIICHYE 3a IIPEXBLPIISHE HA PaspelleHye 3a THPIOBUSI ChINIACHO uieH 3 ot Permament (EO) Ne 2141/96 ce
npuara Haior B pasmep Ha 4 400 EUR. Tosa BKiltouBa BCUUKM pa3pelieHy IIPeCTaBsAHNs Ha KOHKPETEH JIeKapCTBEH IIPOIYKT.

HarorsT ce HaumcrisiBa Ha puTeKaTeNs Ha pa3pelleHNe 3a THPTOBYS, TOUCKAN NMPEXBbPIISHETO, B ChOTBETCTBME C NMONAMIEHOTO [0
AreHILIMATA 3asBIIEHME.

3. TlpemBapuTeNnHy MCKaHMs OT CTpaHA Ha ObHEIMs 3asBMTEN MpPeNy eBEHTYalHOTO MONABaHe HA 3asBlieHye 3a MpuEoOMBaHe Ha
paspelLeHye 32 THPIOBILSL, ONANALIO B 00XBaTa Ha LEHTPAIM3UPaHATa POLENypa

30/39

ELL http://data.europa.eu/elijreg/2024/568 0



OB L, 14.2.2024 1. BG

3.1. 3a BCSKO MCKaHE 3a TOMYCTMMOCT, MONANEHO ¢ HOTH(MKALIVS 32 HaMepeHe [a Gblie TONafeHo 3asBIIeHME 3a Pa3peleHue 3a
THProBus, Momnanamo B obxsara Ha Permament (EO) Ne 726/2004 uiu B 06XBaTa Ha LEHTpanu3MpaHaTa Mpolenypa 3a
paspelieHMe 33 THProBus chbnacHo uieH 42 ot Permament (EC) 2019/6, ce mpumara Takca ot 8 600 EUR. Takcara
IOKPVBA BCUYKM CBBP3aHM C AEMHOCTUTE ey INONABaHE HA 3asBIICHMETO Pa3XOmy IO NOTEHIVAIHOTO MOfaBaHe Ha
3asBIICHMETO 33 paspellieHMe 3a ThPropus. TakcaTa ce Npuiara HE3aBMCMMO OT TOBa Haily BIOCICNCTBME € MOJANeHO
3asiBlIieHMe 3a paspellieHMe 3a ThProBusl 3a CBHOTBETHMSI NMPOHYKT. AKO He € IONaieHO MCKaHe 3a HOMYCTUMOCT C
HOTMMKALMS 30 HaMepeHye 1a Gble MOfaeHo 3asiBIeHNe 3a pa3pelleHIe 33 ThProBuUs, TAKCATa Ce IPWIara B HOI'bIHEHNE
KbM TaKCaTa 3a pa3pellaBaHe.

Bb3HarpaxneHMeTo Ha KOMIIETEHTHYSI OpTaH Ha IbpXapaTa WIeHKa, KOraTo € IIpWIOXKUMO, e B pasMep Ha 1 600 EUR 3a
noknamuuka u 1 600 EUR 3a chpoknamunka.

3.2. Koraro 3asBUTENAT NPOMEHM IUIAHMPAHATAa [aTa Ha IIOJaBaHe Ha 3asBIICHMETO C IoBeue oT 60 [HM, ce npuiara
IIOIbIIHNUTENHA Takca B pasMep Ha 4 200 EUR. JlombHuTENHOTO Bh3HATpaKieHMe Ha KOMIIETEHTHUS OpraH Ha IbpKaBaTa
4jleHKa, KOTaTo e Ipuoxumo, e B pasmep Ha 800 EUR 3a poknanuvka u 800 EUR 3a chroknamunka.

4. TlpepasriexmaHe Ha CTAHOBHINE HA KOMUTETHTE, NOCOYeHM B wieH 56, maparpad 1 ot Permament (EO) Ne 726/2004 u B
uner 139, naparpad 1 or Permament (EC) 2019/6

Takcara 3a mpepasriexnaHe Ha CTAaHOBMILIE HA HAKOM OT KOMUTETHTE, [OCOYeHN B wieH 56, maparpad 1 or Permament (EO)
Ne 726/2004 u B unen 139, naparpad 1 ot Permament (EC) 2019/6, e 30 % ot TakcaTa, MpPUIIOXKNUMA 3a ITbPBOHAYAITHOTO
CTaHOBMIIE B CHOTBETCTBME C pasnenu 3, 4, 5 u 6 or npunoxenue 1 u pasgern 3, 4, 6 u 7 ot npusnoxenue Il KbM HacTOSILMS
pernaMeHT. Bp3HarpaneHyueTo Ha IOKIamuMKa M ChIOKIIAUMKa Ce M3UMCIIABA Bb3 OCHOBA Ha €[IHA M ChIIA YacT OT ChOTBETHOTO
Bb3HArpaxyeHue,

5. YcIyru OT Hay4HO eCTecTBO, IOCOYCHN B UlleH 4, maparpad 1 T HaCTOSIIMS periiaMeHT

[1ama3oHbT Ha TAKCUTE 38 YCIIYTUTE OT HAYYHO CTECTBO, OCOUEHM B ueH 4, maparpad 1, e or 5 000 EUR mo 841 100 EUR.
[IMana3oHbT Ha Bb3HATPaXXOEHMETO Ha HOKIAguMKa ¥ chaoknamumka e or 1 300 EUR mo 272200 EUR. Ipunoxumure
pa3Mepu Ha TakcaTa ¥ Bb3HAaIpPaXMeHMETO B PaMKNUTE HA MOCOYCHNTE HVMAIA30HM Ce ONpEHENAT B ChOTBETCTBME C UleH 8 OT
HACTOSIIMS PEITIAMEHT.

6. AIMMHUCTPATMBHMU YCITyTU
6.1. AIMMHMCTPATVBEH Hajlor

Harnor B pasmep Ha 4 400 EUR ce npuiara 3a 3asiBiieH1s1, OIIEXKaIM Ha TaKca, KOSITO € ocoueHa B npuoxenue I mmm I,
TIpY HAKOS OT CIIEHUTE CUTYaLMM:

a) 3asIBJIEHMETO € OTTErNIeHO 24 vaca cjiefl MomIaBaHeTo My U IIpen NPUKITIOUBAHE Ha aIMVMHUCTPATUBHOTO BalIMOMpPaHE;
6) 3asBIIEHNETO € OO0 OTXBBPJICHO CJIET] IIPUKITIOUBAHE Ha aIMUHUCTPATUBHOTO BallmaMpaHe.

TaKcaTa, npensuacHa B ITbpBa ajyHesd, CE Ipuiiara CbLIO 33 3asBICHMA BbB Bpb3Ka C IMPOLECOypu M YCIIyry, 3a KOUTO
NIpUIIOKMMaTa TakCa € OTMECHEHA B [IOCOYCHNUTE MPUITOKCHNS.

CboTBeTHATA TAKCA HE Ce CHOMPA B OCOUEHNTE B IPEIXOIHATA aIMHEs CIyyai.

B mombiHeHye KbM IPUIIOXMMATa TaKCa MIIM IPUIIOXUMMA Hajor, nocoyeny B npynoxenue I, II wm 111, ce mpurara n
Hasor B pasMep Ha 4 400 EUR 3a 3assnenns, npy KOUTO IIPUTEXKATENAT Ha paspellieHMe 3a THPIOBUSA WIIM 3asIBUTEILAT,
KOMTO TIpeTeHNMpa UM e MpeTeHampar, ue MMa IIPaBo Ha HamallsBaHe Ha TakcaTa, He JOKaXe, ue MMa IPaBo Ha TaKoBa
Hamayisisane. Tasu takca ce cxOupa u3wsuio u no orxomenye Ha MCII, KOraTo e MPUITOXNUMO.

6.2. Ceprudukaryt 3a JeKapcTBEHM MPOIYKTH ChIIacHO wieH 127 ot Oupekrusa 2001/83/EO u B uien 98 or Permament
(EC) 2019/6

6.2.1. 3a BCAKO MCKaHe ATCHIMATA [a M3MHame CepTMQUMKAT 32 JIEKApCTBEH MPONYKT IO CTAaHIAPTHATA IpOLeEmypa 3a
M3[aBaHe Ha CepTUPMKAT Ce 3arialia Hajor B pasmep Ha 200 EUR.

6.2.2. 3a BCSKO MCKaHe ATeHIMSTA I M3Nafe cepTUdMKaT 3a NIeKapCTBeH MPOMYKT IO CIIENIHATA IPOLENypa 3a M3IaBaHe
Ha CepTUQUKAT Ce 3aiaia Haror B pasmep Ha 500 EUR.
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6.3. Hotudukarms 3a mapanensa amctpubyimsi B CbOTBETCTBME C wieH 57, maparpad 1, 6yksa o) or Permamenr (EO)
Ne 726/2004

6.3.1. Hamor B pasmep Ha 1400 EUR ce mpunara 3a BCSIKa ITbPBOHAYAIHA HOTMQUKALMS 32 BCAKO MPEICTABSHE HA
JIeKapCTBEH MPOMYKT, 3a eHA IhPKaBa WICHKA MOYUaTell C eyMH WK [I0Beye OUIMAIHY e3UIM MU 38 HSIKOIKO
ITbP2KaBY UIEHKM MOMyYaTey C eMH 1 Chll opyimaneH e3uk. [locoueHnsr Hanmor obxBamia BCska MOCIEABALIA
aKTyaM3upaHa HOTUQMKALs 32 Ge30MaCHOCT, CBbP3aHa C THPBOHAYAIIHATA HOTHYKALISL.

6.3.2. 3a BCcsKa HOTM(MKALMS 3a TPYNOBA NMPOMSHA ce Hauwcissa Hanor B pasmep Ha 400 EUR. IocoueHnsr Hamor
o6xBallla BCHYKYM ITbPBOHAYAIHYM HOTUQUKALMM, OTOOPeHM KbM IIaTaTa Ha MONABaHe HAa HOTMQUKALMATA 3a
TPYNOBU IIPOMEHI.

6.3.3. 3a Besika HOTMGMKALS 32 TOMMIIHA AKTYanu3aLis ce Hauucrssa Hasor B pasMep Ha 400 EUR. Tocouenust Hamor
TNOKpPMBA BCUUKM NPENCTABSHMSA, PUHAIIeKAIIM KbM CIMH M ChlIL JIEKAPCTBEH IIPOMYKT, 3a efHA IbpKaBa YleHKa
TMOITyyates], KOSITO MMa eMH WM TOBeue OQUIVAIHM €3MLM, WM 34 HSIKOIKO IbPXKaBM UIICHKM MOTyYaTesy,
KOMTO MMAT elVH ¥ bl odpuimanet e3vk. He ce HAUMCIIABA HAIOT IV JIMIICA HA PErynaToOpHY aKTyanu3alii Ipe3
nocrenHuTe 12 Mecewa Wi B CIIydail e IPOLyKTHT € GMIT HeaKTHBEH.

6.4. AINMMHMCTPATUBHY YCIYTH, IOCOYEHU B UlieH 4, maparpag 2 oT HaCTOSILMS perylaMeHT

[Mana3oHsT Ha HANO3MTE 3a APYIM AIMMHMCTPATMBHY YCIyIHM, MOCOUeHM B wieH 4, maparpa¢ 2, e or 120 EUR mo
11 900 EUR. Ilpunoxumure pasmepyu Ha Hajiora B paMKMTe Ha NOCOYEHMS NMANa30H Ce OMpENENAT B ChbOTBETCTBME C
ujieH 8 OT HACTOALUMSA PEINIaMEHT.

7. KOHCyJ'ITaLU/Iﬂ OTHOCHO MEOMUMHCKA N3OETINA
7.1. CnomaraTenHu BEILIECTBA, BKITIOUCHM B MEOMIVHCKN U3OETINA

7.1.1. Takca B pasmep Ha 114700 EUR ce mpwiara 3a KOHCyNTauus OTHOCHO €IHO MJIM IIOBEYE CIIOMAraTelHM
JIeKapCTBEHM BEILECTBA CBINIACHO pasuert 5.2 or npunoxerne [X kM Permamenr (EC) 2017/745, koraro
TIeKapCTBEHOTO(MTe) BEIIECTBO(A) OT INOCOYEHMSI MPOM3BOLMTEN He e(ca) OLEHEHO(M) OT ATeHIMSTA WM OT
KOMIIETEHTEH OpraH, OIpeNelieH OT TbpxKaBuTe WieHKM B chotBerctBie ¢ [upekrnsa 2001/83/EO (,opraH 3a
JIeKapcTBeHNTe MPOIYKTH) BbB BPb3KA C MPEAMIIHO paspelieHye 3a THPIOBUs MIIM upe3 MPeNyIIHA KOHCYITalus
OT HOTUQUUMPAH OpraH. 3asBEHNETO MOXKe [ BKITIOUBA [IMAMNA30H HA KOMMYECTBO HA aKTMBHOTO BELIECTBO MIIA
KOHIICHTPAlMM Ha CTIOMATaTelHOTO BEWIECTBO) MM MHOXKECTBO NMOTOOHM M3IIENNs OT eAMH Y ChII IPOU3BOIMTEN
Ha MENMUMHCKM M3MENNs, BKIIOYBAWIM CBUIOTO BEWIECTBO), MNIM M fBeTe. Bb3HarpaxmeHuero e B pasmep Ha
29 400 EUR 3a poknaguuka u 29 400 EUR 3a chookiagumka.

7.1.2. Takca B pasmep Ha 57 200 EUR ce npwiara 3a KOHCyNTauus OTHOCHO €IHO MM IIOBEYE CIIOMAraTelHu
JIEKapCTBEHM BEIIECTBA CBINIACHO pasmen 5.2 or mpuioxerne X kuM Permamentr (EC) 2017/745, koraro
TIeKapCTBEHOTO BEIIECTBO OT IOCOYCHMS MPOM3BOTMUTEII €) OLEHEHO OT OpraH 3a JIEKAPCTBEHWUTE MPOHYKTM BHB
BPb3KA C MPEMMIUHO pa3pellcHye 33 THPIOBMS WMIM Ype3 MpEMVIIHA KOHCYITAIMS OT HOTMQUMIMPAH OpraH.
3asBIEHMETO MOXE [a BKJIIOYBA MMANla30H HA KONMYECTBA HA AKTMBHOTO BELIECTBO MM KOHLEHTpAaUMM Ha
CIIOMAraTeIHOTO BELIECTBO WM MHOXKECTBO NMOMOOHM M3NENMS OT eMMH M CHLI MPOM3BOIMTET HA MEIULMHCKM
V3MeNVsl, BKIIIOYBAIM CBIIOTO BEINECTBO, WM ¥ OBeTe. Bb3Harpaxnmenuero e B pasmep Ha 14 400 EUR 3a
noknanumka u 14 400 EUR 3a cpnoknanumka.

7.1.3. 3a uenute Ha Touku 7.1.1 m 7.1.2 3a KOHCynTauus ChImacHo pasmen 5.2, 6yksa e) oT mpunoxenue IX kbM
Pernamenit (EC) 2017745 OTHOCHO MPOMSIHA 10 OTHOLIEHME Ha CIIOMATaTelHO JIEKAPCTBEHO BELIECTBO, BKIIOYEHO
B M3penve, ce npunara Takca B pasmep Ha 5000 EUR. BbaHarpaxmeHyuero 3a JOOKIaguMKa € B pasMep Ha
1 800 EUR.

7.2. MeMuyHCKY M3MIeNHsi, OTHACSIIIM Ce JIO BELIeCTBa MM KOMOMHALIY BELeCTBa, KOUTO ce abcopoupar cicTeMaTnyHo, 3a 1a
VBITBIIHAT NPeTHA3HAUEHUETO CH

3a KOHCYNTauMsl OTHOCHO MEOMIMHCKO M3IENMe WM aMa OT MOJOOHM M3HeNisl, ChCTABEHY OT BELIECTBA WIIM OT
KOMOVHALIMY BELeCTBA, KOUTO ce abCOpOMPAT OT YOBELIKOTO TSIIO MM Ce Pa3NpPbCKBAT JIOKAIIHO B HETO, Ce MpUIIara Takca
B pasmep Ha 86 100 EUR chriacHo pasmen 5.4 ot npusoxerue IX koM Pernament (EC) 2017/745. Bo3HarpaxeHueTo e
B pasmep Ha 21 900 EUR 3a noknapgunka 1 21 900 EUR 3a chpoknagumka.
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7.3. CobIrbTCTBALIM MBTETUS

3a KOHCyNTauys OTHOCHO NPUTOJHOCTTA Ha CBHIBTCTBALIO M3[ENNe BbB BPb3KA ChC CHOTBETEH JIEKAPCTBEH MPOHYKT
cormacHo uneH 48, maparpad 3 wm 4 or Permament (EC) 2017/746 u pasmen 5.2 or npunoxenue IX mwm pasmen 3,
OykBa K) oT npusioxkeHye X KbM IOCOUEHNs! PerjIaMeHT ce Ipulara Takca B pasmep Ha 56 500 EUR. Bo3HarpaxmeHuero
3a IIOKJIauMKa e B pasmep Ha 14 800 EUR.

3a KOHCynTalMs OTHOCHO NPOMSHA, 3acsraiia MPUTOAHOCTTA HA CBITBTCTBAlIM M3[IENMS IO OTHOLIEHME HA ChOTBETHMS
JIeKapCTBeH MpOJYKT, ChITIACHO pasmer 5.2, Gyksa e) or mpunoxenve IX kbM Pernament (EC) 2017/746, ce mpumnara
Takca B pasmep Ha 5 000 EUR. Bp3HarpaxieHneTo 3a HoKIIaguuka e B pasmep Ha 1 800 EUR.

7.4. Takcure, mocoueHu B Touky 7.1, 7.2 u 7.3, ce cbOMpaT OT MPOM3BOIMTENS HA MEMMLMHCKOTO M3ENHe, KOATO CHITIACHO
3asBIIEHMETO, MOJAIeHO IO ATEHIMATA, € MOUCKAJl OLieHsIBaHe Ha ChOTBETCTBMETO Ha MENMIMHCKOTO MBMENNMeE, 33 KOeTO
HOTUQUIMPAHUAT OPraH ce KOHCYIITUPA C ATEHIMATA.
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TIPUITOKEHME V

Hamarienus u pascpousaHe Ha TakcuTe
1. Hamanenus na takcure, npenocrasay Ha MCII
1.1. Crennure IHIIHM WM YaCTMYHI HaMaJIeHMs Ha TAKCUTE, ONPENENIeHN B HACTOSALINA PerfiaMeHT, ce npenocTasar Ha MCII:

1.1.1. 3a Manku unm CpeoHN MPENNpPUATIS Ce Ipyilara HaMaJjIeH!E Ha TakcaTa B pasMep Ha 40 % ot Npuitoknmara cyma sa
CIICTHUTE TaKCU:

a) pasmmpsiBaHe Ha 00XBaTa Ha Pa3pelICHMETO 3a THPIOBUS C JIEKAPCTBEHM MPOMYKTH 33 XyMaHHa ymorpeba
CBITIACHO pa3fien 4 oT npuioxenue I;

0) ocHoBHYM npoMeny oT v II 3a NeKapcTBeHM MPONYKTH 3a XyMaHHA yNoTpeOa B CbOTBETCTBME C PasfieNl 5 OT
npuitoxeHye I, ¢ U3KITIoUeHNe Ha TOUKA 5.4 OT OCOYEHVS pa3lery;

B) IpOLEOypy IO CE3MpaHe 3a JIEKAPCTBEHM IMPOMIYKTH 3a XyMaHHA ymorpeba ChINACHO TOUKM 6.4—6.7 oOT
npuioxenye I;

I) MCKaHe 3a HayuHa KOHCyNTaims oT Komutera o GMIKOBM JeKapcTBEHM TMPOLYKTH, CBBP3AHM C TPAIULMOHHN
OMITKOBM JIEKAPCTBEHM TPOIYKTH CHITIACHO pasel /7 OT npuioxenue I;

@) cepruMUMpPaHe HA CHOTBETCTBHME CbC 3aKOHOMATENCTBOTO Ha Cbi03d 3a OCHOBHA NOKYMEHTALWsl 33 IIIa3Ma
CBITIACHO pa3fienl 8 oT mpuioxenue [;

€) CcepTMQUIUMpAHE HA CHOTBETCTBME ChC 3aKOHONATENICTBOTO Ha ('bi03a 33 OCHOBHO HOCHE HA BAKCHHEH aHTUIEH
(VAMEF) cpriacuo pasnen 9 or npuoxenue I;

X) OLEHKA Ha NMePUOINMYHUTE aKTYyaIM3MPaHM IOKIAfM 33 Oe30MacHOCT Ha JeKAPCTBEHN MPOIYKTH 32 XyMaHHa
ynoTpe0a cbInacHo pasnen 14 or npunoxerue [;

3) OlIEHKA Ha NPOYYBAHMSATA 33 OE30MACHOCT CIIeN TMOJy4aBaHe Ha paspellieHye Ha JIeKapcTBEHY MPOIYKTH 3a
XyMaHHa ynorpe0a cbriacHo pasgen 15 or npunoxerue [;

W) TPOMEHM B YCITIOBMSTA HA Pa3pellieHMe 3a THPIOBUS, 33 KOMTO C€ M3VCKBA OLECHKA CBITIACHO pasfen 6 OT
npunoxenue II, ¢ u3KIoUeHMe Ha ToUKa 6.5 OT NOCOUEHMS Pa3Liel;

J1) npouemypy MO ce3ypaHe 3a BeTePMHAPHM JIEKAPCTBEHN IIPONYKTH CBITIACHO TOUKM 7.4 M 7.5 OT IpuioxeHue
II;

K) CepTMQUUMPAHE HAa CHOTBETCTBHE ChC 3aKOHOHATENCTBOTO Ha Chbio3a 3a VAMF B choTBeTCTBUE ¢ pasgern 8 ot
npwnoxenue II;

) cepTMUUMpAHE HA CHOTBETCTBME CbC 3aKOHOHarenctoro Ha Cwiosa VPTMF cwrmacho pasmen 9 or
npunoxenue II;

M) OIICHKA Ha M3CTIENBAHMSATA 3 HAOMIONEHNE CIlefl MYCKAHeTO Ha 1a3apa Ha BeTePMHAPHM JIEKApCTBEHY NIPOIYKTH
cbInacHo pasgen 10 or npunoxenye II;

H) TONMIIHA TAKCA 3a JIEKAPCTBEHNM MPOMYKTH 33 XyMaHHA yrnotpeba MM BeTePMHAPHM JICKAPCTBEHM MPOLYKTIL,
VLM U 34 [IBETe, ChITIACHO ChOTBETHO pasgen 1 mim 2 or npunoxenue III;

0) TONMIIHA Takca 3a (apMaKoONOrMuHa ONMTETTHOCT 3a JIEKAPCTBEHM NMPOIYKTH 3a XyMaHHA ymoTpeba wimm
BeTepMHAPHY JIEKapCTBEHN TIPOMIYKTY ChINacHO npumnoxenue III;

) TpexBbpISIHE Ha paspelleHye 3a Thprosus Ha gpyro MCII, KakTo 3a NeKapcTBeHM IIPOIYKTM 3a XyMaHHA
ynorpe6a, Taka U 3a BETEPUHAPHI NIEKaPCTBEHI IPOIYKTH ChITIACHO pasmen 2 oT npunoxerue [V;

1.1.2. 3a ManKuTe MM CPENHM NPENNPUATIIA Ce pyara HamaneHye Ha Takcata B pasmep Ha 90 % or npunoxmumara cyma
3a KOHCYNITallUs OTHOCHO MEIMIMHCKY U3MIENNSA CHITIACHO pa3fen /7 OT npuioxenue IV, Korato IIpousBoIuUTENAT Ha

MEOMUMHCKN U3OETNA € TIOJIy4NIT OT AFCHHIA}ITa CTaTyT Ha MAJIKO WM CPEIHO MPEOITPUSATIE]

1.1.3. 3a MuKkpompennpusTUsITa ce npusara Hamanexue B pasmep Ha 100 % Ha Takcute, mocodyery B Touky 1.1.1 m 1.1.2.

34/39 ELL http://data.europa.eu/elijreg/2024/568 0



OB L, 14.2.2024 1. BG

1.2. Hamanenusta Ha Takcure, mocoueHu B Touka 1.1.1, ce mpwiaraT B JONbIHEHME KbM HaMaJleHMATa Ha TaKCUTe U
crumynmre, npepsuneny B Pernament (EO) Ne 2049/2005 miut BbB (papMaLeBTMYHOTO 3aKOHONATENCTBO Ha Chro3a.

1.3. Hamanenusra, nocouenu B Touka 1.1, He ce npenoctasat Ha MCII, kouto feficTBaT KaTo 3asBUTENM WM IpUTeKATeNy Ha
paspelLueHue 3a IyCKaHe Ha I1a3apa, 3a CbOTBETHMS JIEKAPCTBEH MPOIYKT MO CUJIaTa Ha JJOTOBOPHO CIIOpa3yMeHue C IpaBeH
cy6eKT, koitto He ¢ MCII. Takusa MOTOBOpHM CHOpasyMeHMs ce HeKnapupar Iped AreHUMATa Npedy BCsAKAa YCIyTa,
mocoveHa B Touka 1.1.1.

2. HamarieHst Ha TakcyTe, IPUITATaHH 110 OTHOLICHYE Ha CYOeKTH, KOUTO He M3BBPIIBAT MKOHOMMYECKA ENHOCT

2.1. Takcure, nocouenu s npuoxenue I, paspen 1 u npunoxenue II, pasgen 1, ce OTMEHAT, KOTaTo Hay4HNUTe KOHCYJITaLMM,

TIPEMIOCTABEHN OT ATEHIMSATAa B CBOTBETCTBME C WieH 57, maparpad 1, Bropa ammes, 6ykea H) ot Pernament (EO)

Ne 726/2004, ce npeocrasst Ha CyGeKTH, KOUTO HE U3BBPLIBAT MKOHOMUHYECKA AEHOCT.

3. 3asiBNIeHMs], CBBP3aHM C JIEKAPCTBEHM MPOLYKTH OT OCHOBHOTO JOCHE, KOMTO ILIE CE VM3NON3BAT B CUTYaLMs HA MaHOEMUs Ipu
Xopara

3.1. 3amaimaHero Ha Takcara 3a 3afBIIEHME 3a PaspelleHye 3a THProBMA C JIEKAPCTBEH MPOMIYKT, KOATO Lie Ce M3IMON3Ba B
CUTyalMsl Ha TaHOeMmys NIPM XOpaTa, Ce€ Pa3CpouBa IIO HAIUIEKHOTO IIPM3HABAHE HA NaHIEMMYHATAa CUTyauus OT
CBeroBHaTta 3mpaBHa opranmsaumsi wim or Kommcmsara B cporserctBme ¢ wieH 23, maparpagp 1 or Permament
(EC) 2022/2371.

TMocoueHOTO pascpouBaHe He MOXe fa Obje [I0Bede OT MeT TOfMHI.

3.2. B pmombiHeHMe KbM IPEOBUICHOTO B TOuka 3.1 pascpousae B m3bpoeHMTE IO-IONY CIlyyay ce MpMIIara HaMajeHue Ha
Takcata B pasmep Ha 100 % 3a perynatopHu mefiHOCTM B PaMKUTE HA NMONABAHETO HAa OCHOBHOTO JOCHE 3a IaHIEMUUYHA
BaKCVHA ¥ NIOCTIEABAIIOTO NOIaBaHe Ha MAHIEMIYHA IPOMSHA:

a) MeJfHOCTY MpeMy NOAaBaHe Ha 3asBIICHUETO ChINIACHO pasfen 3 ot npuioxenye IV;

0) HaydyHM KOHCYNTALMY CBITIACHO pasen 1 oT mpuroxenue I;

B) pasiMpsBaHe Ha 06XBAaTa Ha Pa3peLICHMETO 33 THPIOBMS CBITIACHO pasfienl 4 OT mpunoxenue I;
I) OCHOBHA IpoMsiHa ot Tun I chriacHo pasmen 5 ot mpuroxenye [;

II) TOMMIIHA TAaKCa CBITIACHO pasmen 1 or mputoxenue 111

[Tocouenure HamaneHus ce npuiiarat g0 HaOJIE2KHOTO ITpM3HaBaHE Ha CUTYalMs Ha MMaHOEMMA IIPU XOpaTa.

3.3. Koraro ce npuiaraT HamajieHus CbIJIACHO TOUKa 3.2, He ce M3IUIalia Bb3HArpaxleHue Ha KOMIIETEHTHMUTE OpraHyu Ha
ITbP2KABUTE WICHKN 3a TONVIIHNUTE TAKCH, IOCOYEHM B TOUKa 3.2, Oyksa ).

4. 3assneHys, nomageHu cpriacHo el 30 ot Permament (EO) Ne 1901/2006

Hamanenmue Ha Takcata ¢ 50 % ce npurnara 3a 3asBlieHMATA 3a pa3pelIeHNs 3a THPrOBMs C JIeKapPCTBEHN MPOIYKTH, IPeNHA3HAYEHM
3a neauaTpuyHa ynorpeba, nomaneny coriacHo wiek 30 ot Permament (EO) Ne 1901/2006, 3a cnennure yeimyri:

a) 3asiBIICHNe 38 TbPBOHAYAIHO pa3pelaBaHe 3a ynoTpeda ChrIacHO pasien 3 OT MPUIOXKeHye | KbM HaCTOSIINS peraMeHT;
0) mpoBepKa Ipeay MOIy4aBaHETo Ha paspellieHNe ChIIACHO pasmen 1 ot npuoxenne [V KbM HACTOSLIMS PEITIAMEHT;

B) pa3mmpsBaHe Ha 0OXBaTa HAa Pa3pelICHMETO 33 THPIOBUS CHINIACHO pasyenl 4 OT MPUIOXKeHNe I KbM HACTOSILMS peraMeHT
TIpe3 ITbpBATa TONMHA OT JABAHETO Ha pa3pellieHyte 3 ThPIOBUS;

I) OCHOBHA MpoMsiHa OT Tum Il chbImacHO pasmen 5 OT mpunmoXeHye | KbM HACTOSIIMS pernaMeHT Mpe3 IMbpBaTa rONMHA OT
[IaBaHETO Ha Pa3pelleHNe 3a ThPIOBMU;

M) TONMIUIHA TAKCa CBITMACHO pasgen 1 or mpumoxenue Il KbM HacTOAWMS perflaMeHT Hpe3 ITbpBaTa FOMMHA OT NABAHETO HA
paspelleHne 3a ThProBus;

€) IpoBepKa Crefl MONyYaBaHETO Ha Pa3pellleHMe ChINIACHO pasfen 1 oT mpunoxenue IV KbM HAcTOSIIMS PEINIAMEHT INpe3
ITbPBATa TON}HA OT JABAHETO HA pa3pellieHNe 3 ThPIOBIS;

5. VIMyHONOrMYHM BETepMHAPHY 1EKAPCTBEHM POTYKTH
Hamanenne Ha Takcara ¢ 50 % ce npuiiara 3a IMyHOJIOTMYHM BETEPMHAPHM JIEKAPCTBEHM NPOIYKTHU 33 CIICHHMUTE NEMHOCTH:

a) Hay4HM KOHCYNTALMM CbITIacHO pasuen 1 ot mpunoxenue II;
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0) MCcKaHe 33 KIIACUPMKALMA HA BETEPUHAPEH JIEKAPCTBEH NPOIYKT KATO NpEIHA3HAYEH 3a OTPAHMYEH I1a3ap, CHIJIACHO
ompefeneHnero B wieH 4, touka 29 or Permament (EC) 2019/6, 1 3a pasmiexnaHe Ha OONMYCTUMOCT 33 IONy4YaBaHe Ha
paspellieHMe B ChOTBETCTBME C UleH 23 OT MOCOYEHMs PerjaMeHT, ChITIaCHO pasfen 2 oT npuioxenue Il kbM HacToswmms
pernamenT;

B) paspelleHye 3a IyCKaHe Ha Ma3apa Ha BeTEPMHAPHM JIEKAPCTBEHN MPOMYKTH, MOMANAlM B 00XBaTa Ha paspellieHMsTa 3a
THPIOBYSI 10 LIEHTPAJIM3MPAHaTa MpoLieaypa ChIiacHo wieH 42 ot Pernament (EC) 2019/6, B choTBercTBMe ¢ pasuern 4 or
npuinoxenye I KbM HaCTOSIIVA peITlaMeHT;

I) MPOMEHM B YCIOBMSATA HA Pa3PELIEHMETO 33 THPIOBILS, 32 KOMTO Ce M3VCKBA OLIEHKA B COTBETCTBHE C UileHOBe 64, 65 1 66 oT
Permament (EC) 2019/6, cormacHo pasnen 6 ot npuoxkenue Il KbM HACTOSIIMS PEINAMEHT; B KOHKPETHISI CITyyail Ha TOUKa
6.5 or mpunoxenue Il KbM HacTOAWMSA PEITIaMeHT, HaMaJleHNETO Ce TpyIlara 3a IPOMeHNTe, MOWIeXKally Ha TaKca, 1 He ce
TIpuIIara 3a IIPOMEHNTe, TIOIeXKallM Ha HaJloT;

) CepTMQUIMpAHE HA CHOTBETCTBIUE ChC 3aKOHONATeNCTBOTO Ha Chio3a 38 VAMEF B choTBeTCTBHE C pasgen 8 o mpunoxere II;

€) cepTMQUUMpAHE HAa CHOTBETCTBHE ChC 3AKOHOMATENICTBOTO Ha Cbio3a 3a VPTMEF B choTBetcTBue ¢ pasmen 9 or npmioxenue II;

X) OLICHKA Ha M3CIIEABAHMATA 3 HAOMIOEHNe CIIefl YCKAHeTo Ha Iasapa ChIiacHo pasgent 10 or npunoxenue II;

3) TOHMIIHA TAaKCa ChINIACHO paspen 2 ot npuoxenye III;

I/I) yciyru npeny nogaBaHe Ha ICKaHETO CBhITIACHO pasfenn 3ot MIpUIIOKCHNE V.

6. BeTepI/IHapHI/I JICKapCTBEHM ITPOOYKTU 3 OrpaHMYEHN I1a3apn

6.1. HamaneHue Ha Takcara ¢ 50 % ce Ipuiara 3a BeTepUHapHM JIEKaPCTBEHM MPOIYKTH, KIIACUULMPAHI KaTO IIpeHa3HAYeHN
3a OrpaHMyeH [1a3ap, CHINIACHO OIpeleNneHNeTo B uneH 4, Touka 29 or Pernament (EC) 2019/6 u cunranu 3a OTroBapsiiiy
Ha yCTIOBYATA 32 Pa3pelliaBaHe UM Pa3pelleHy ChITIACHO WileH 23 OT IIOCOYEHNS PEITIaMEHT, 3a CTIeNHNTE NefHOCTH:

a) Hay4YHJ KOHCYNTaluy ChITIACHO pas[esl 1or NIpUII0OKEHNE I xbM HacTosIIMS perinameHT,

0) ycraHoBsiBaHe, M3MeHeHye WM pasumpsisane Ha MITOB cbrmacHo pasmen 3 ot mpuoxeHue Il KbM HacTOSLINS
PEITIaMeHT;

B) paspelleHMe 3a IIyCKAHe Ha Ma3apa Ha BETEPUHAPHY JIEKapCTBEHY IPOIYKTH, NOMAMAIIN B 00XBATA HA Pa3pelleHIsITa 32
THPIOBSL 10 LIEHTPANIM3MPAHATa IIPOLeNypa ChrnacHo uneH 42 or Pernament (EC) 2019/6, B choTBercTBMeE € uneH 23
OT NOCOYEHMS PEIIAMEHT Y ChINIACHO Touka 4.1 i 4.2 ot npunoxenne Il KbM HaCTOALIMS pEIsIaMEHT;

I) IpOMEHM B YCIOBUSITA Ha pa3pellieHNeTo 3a ThPIOBUS, 33 KOMTO Ce M3MCKBA OlIEHKa B ChOTBETCTBME C UileH 64, 65 1 66
or Pernament (EC) 2019/6, cbrmaceo pasmen 6 or npunoxenue II. B KoHKperHus ciiyuait Ha Touka 6.5 oOT
npunoxenne Il OT HACTOSIMS pernamMeHT; HaMaNleHNMeTo ce MpWIara 3a IPOMEHNTe, MOWIEXAIM Ha TaKca, M He ce
TIpMsara 3a IIpOMEHMTe, NIOANeKaIly Ha HaJlor;

) cepTMQMIMpaHe Ha CHOTBETCTBME ChC 3aKoHomatencTBotro Ha Cbro3a 3a VAMF B cpoTBercTBme ¢ pasmen 8 ot
npunoxenue Il KbM HaCTOSIMA PerTIaMeHT;

€) cepruduuMpaHe Ha CHOTBETCTBME ChC 3aKOHOMaTercTBoTo Ha Chroza 3a VPTMF B chotBerctBMe ¢ pasmen 9 or
npwioxenye Il KbM HacTOALIMS PeINIaAMEHT;

X) OLEHKA Ha M3CIENBAHMATA 3a HAOMIOIEHMe Crief IyCKAHeTO Ha Masapa ChInacHo pasmen 10 or mpumoxenne II kbM
HACTOSIIMS PerfTaMeHT;

3) TONMIIHA TAaKCa CBITIACHO pa3fen 2 oT npusoxene [II KbM HACTOSIINS perflaMeHT;
M) YCIIyIV Npedy NOoHaBaHe Ha VICKAHETO ChITIACHO pasfel 3 oT npuioxenye [V KbM HACTOSILINS PeITIaMeHT.

6.2. Hamanenne cbc 100 % ce mpmmara KbM Takcara 3a pasumipsisaHe Ha obxsata Ha MJITOB, mocouenn B pasmen 3 ot
npunoxenye II, Korato Tosa pasimmpsiaHe He U3MCKBA OLEHKA Ha TaHHUTE.

7. BeTepI/IHapHI/I BaKCMHM Cpelly HAKOM OCHOBHM €NM300TUYHN 6OIICCTI/I

7.1. Hamanenue cbc 100 % ce mpuara 3a TOIMIIHATA TAKCA 32 BAKCMHM Cpelly MHQeKMs ¢ BUpyca Ha GONeCTTa CUH €3UK
(ceporumose 1-24), BICOKOMATOTEHHA MHIyEHIIA 1O MTHLTE, LIAI U KIACKYECKa YyMa IO CBIHETE, KOTATO BAKCHHATA €
paspeliieHa Py HOPMATHM OOCTOSITENICTBA M MPOIYKTHT He € Ouil mpefnaraH Ha mazapa B Cbio3a B HUTO eIMH MOMEHT OT
LieNVst [IEPUOf, 0OXBAHAT OT TAKCATA.
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7.2. Korato ce mpumiara HaMarieHme CBHINIACHO TOuKa 6.1, He ce M3IIama Bbh3HAarpaxieHue Ha KOMIIETEHTHUTE OpraHM Ha
ITbp2KaBUTe UTIEHKM 3a TONMIUIHMUTE TaKCH, IOCOYEHHM B TouKa 6.1.

8. TomyHa Takca 3a BeTepyHapHM JIEKAPCTBEHM IIPOTYKTH

Hamarenne Ha takcara ¢ 25 % ce npuiiara 3a roayMIIHaTa TaKca 32 BETEPMHAPHM JIEKAPCTBEHN TIPOMIYKTH, II0COYEHA B Pasfiel 2 OT
npunoxenue 11, ¢ n3KITIOueHNe Ha IPOIYKTIUTE, KOUTO Bede Ca M3OPOEHN B Pa3ienyt 4 1 5 OT HACTOSILIOTO IIPUIIOXKEHNE.

9. TommuiHa Takca 3a (apMaKONOTMYHA OIMTETTHOCT 33 TEHEPUYHM, XOMEONATMYHM ¥ OWIIKOBM JIeKApCTBEHM NPOIYKTU U 3a
TIeKapCTBEHY IPOIYKTH, Pa3PelleH CHITIACHO PA3IIOPeON OTHOCHO YyTBBPIEHO JIeUeOHO IPIIIOXKEeHNe

Hamartenve Ha Takcata ¢ 25 % ce mpuara KbM FOIMIIHATA TAaKCa 33 GapMaKonorndHa OMUTENHOCT, ONpenesieHa B pasnen 3 oT
npunoxenue 111, 3a crenHuTe nexapcTBeHn MPOLYKTI:

a) NeKapcTBEHM NPOHYKTM 3a XyMaHHa ymoTpeOa, Kakto e mocoueHo B umeH 10, maparpag 1 u wien 10a or
[Mupextusa 2001/83/EO;

X))

XOMEOIATUYHM JIeKAPCTBEHM MPOLIYKTH 3a XyMaHHa yroTpe6a;

=
=

pacTuTenHy JIEKapCTBEHM NIPOOYKTH 3a XyMaHHa yrIOTpe6a;

—
~

BETEPUHAPHN NIEKAPCTBEHI IPOIYKTH, KAKTO € [0COUeHO B wieHose 18 1 22 or Permament (EC) 2019/6;

=
=

XOMEOIIATMUHY BETEPUHAPHI JIEKAPCTBEHN IIPOIYKTH;

¢l
~

XOMEOMATIYHY BETEPUHAPHN JIEKAPCTBEHM IPOIYKTH, PEIMCTPUPAHIL B ChOTBETCTBME ¢ wieH 87 ot Pernament (EC) 2019/6.
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IIPMTTIOKEHME VI

Vndopmauns 3a nokasarenure
3a Bcsika KaJlIeHIapHa rofyHa Ce IIPENoCTaBs ClieJHaTa I/IH(I)OpMaIH/Iﬂ, KOATO C€ OIIOBECTSABA 1'[)76]'[I/I‘IHO Ha ye6cal71Ta Ha AFCHIH/IHT&I

1) o6my pasxomy u pa3byBKa Ha Pa3XOIMTE HA ATEHIJMSTA 33 MEPCOHANA M Pa3XONMTe, HAMALM BPb3KA C MEPCOHANA, KOUTO Ca
CBBP3aHY C HANIO3UTe, TIOCOYEHM B UIIeH 3;

2) 6poit Ha yuacTBAlMsL [IEPCOHAT HAa ATeHUMsITAa M OOLM Pa3XOmM 3a MOJIyuaBaHe ¥ MONIbpPXKaHe Ha paspemeHne Ha Chbro3a 3a
TBPIOBYUSL C JIEKAPCTBEHU NPOIYKTM 3 XyMaHHA YIIOTpeDa 1 BeTepUHAPHU JIEKAPCTBEHN POIYKTH, KAKTO ¥ 38 OPYTU YCIIyIH Ha
AreHuysra;

3) 6poli Ha mpoleypuUTe 3a INONyYaBaHe M MOAIbPKAHE Ha paspemieHye Ha Cbi03a 3a THPrOBMsA C JIEKAPCTBEHM IPOIYKTH 33
XyMaHHa ynorpe6a u BeTepyHAPHI IEKapCTBEHI IPOIYKTH, KAKTO 1 33 IPYTY YCIIYTH Ha ATEHIIVSTA;

4) 6p017[ 1 pa3MeEp Ha IIpenoCTaBEHNTE HaMallIeHMs VI OCBO60)K]1&B&H]/I$I OT TaKCU 110 B/ HaMaJICHUE NN OCBO60>K]1&B&H€ OT TaKCU
CBIJTACHO 3aKOHOMATENICTBOTO Ha Chlo3a U 6p0]7[ Ha CbOTBETHUTE 3aABUTEIIN VIV MIPUTEKATEIN;

5) ompenernsHe Ha DOK/IaIuMIM, ChIOKIAIUMLM WM JIULA, V3ITBIIHSBALIYM JIPYTY POIM, CUMTAHM 3 PABHOCTONHM 3a LiETMTE HA
HACTOSIIMS PEITIAMEHT, KAKTO € IOCOYEHO B IPWIIOKEHMSATA KbM HACTOSILMS PEIJIAMEHT, 1O AbPXKaBM WIEHKM M MO BUI
TIPOLENya;

6) Opoit paboTHY YacOBe HA MOKIAUMKA, CHIOKIATUMIINTE MIM TMLATA, M3IBIHSBALLM PYTH POIIM, CUMTAHM 33 PABHOCTOIHM 3a
LIENTUTE HA HACTOSUIMSA PEITIAMEHT, CBITIACHO MOCOYEHOTO B NMPUIIOKEHMATA KbM HACTOSIIMS PErrnaMeHT, BKIIOYUTEITHO YacoBe,
0TpabOTEeHN OT eKCIePTH ¥ APYTM JIHMLIA, HAETH OT KOMIETCHTHUTE OPraHM Ha TbPKABUTE UIICHKM C LIeT TSXHOTO MOAMNOMAraHe,
u Gpoit paGoTHM YacoBe, M3MONI3BAHM OT EKCIEPTH, HAETH 3a pabOTaTa Ha eKCIEPTHUTE IPYIM B OONIACTTA HA MEOMIMHCKUTE
usgenst. VIHdopMaLmsTa ce IPenocTasst 0 BII Ha MPOLIEAYpUTE Bb3 OCHOBA HA MHPOPMALIMATA, IPEIOCTABEHA HA ATeHLMATa
OT KOMIIETEHTHIUTE OPTaHM Ha CHOTBETHMUTE [TbPKABU WIEHKU. Bumosere mpouemypu, Kouto ire GbIAT BKIIOYCHM, C¢ PEIIaBaT OT
YIIPaBUTENHMA CHBET Bb3 OCHOBA HA MPEMIOKEHNE OT ATeHIMATa;

7) BCHUKM IIOKazaTeny 3a epeKTMBHOCT, CBHP3AHM C TAKCUTE 3d HAYYHM YCIYTM WM HANO3UTE 33 QIMUHVCTPATUBHU YCIIYTH,
CBOMPAHY B CHOTBETCTBIE C WieH 4, maparpadu 1 u 2 OT HACTOAILINS PEITIaMEHT;

8) BCHUKY JOIBIIHUTEITHY CHOTBETHY KITIOUOBM [IOKA3aTesN 3a epeKTUBHOCT, KOMTO OKa3BaT BB3[ENCTBYE BHPXY MPOMEHSIIOTO Ce
paboTHO HaTOBapBaHe Ha ATEHUMSTA M KOMIETGHTHUTE OPraHM HA IbPXKABUTE WIEHKM B PerynaTtopHata pamka Ha Cbloza 3a
dapmaneBTHUHNTE IPOIYKTH, BKITIOYNTEIHO NPOLEyPHUTE 3 Pa3peLaBaHe 1 KOHTPOII Ha NIeKapCTBEHNTE IPOIYKTH.
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IPMITOKEHME VII

Tabnuua Ha CHbOTBETCTBUETO

Pernament (EO) Ne 297/95

Hacrosimsr periaMenT

Yrten 8, maparpad 1
Yrten 3, naparpad 1
Unen 7

Unen 5, maparpad 1
Yrten 3, maparpad 4
UneH 5, maparpa¢ 4
Yren 8, maparpad 2
Yren 8, naparpad 3

[Ipunoxenye I, pasmen 1 u npunoxenne I, pasmen 1
[Ipunoxenme I, pasnen 3

[Ipunoxenue II, paspen 3

[punoxenmue II, paspen 4

[Ipunoxenme 1V, paspen 1

[Ipunoxenve IV, paspen 1

[Ipunoxenue IV, paspen 5

Tpunoxenue IV, Toukn 6.1 (c u3KIIOUEHME HA MIOCTENHMS
naparpad), 6.2 un 6.4
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