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PErMAMEHT HA EBPOMEUCKUSA NMAPJIAMEHT U HA CbBETA
OTHOCHO TAKCUTE U HAINTO3UTE, KOUTO CE 3AMJIALLAT HA
EBPOIMNENCKATA ArEHLIUA NO NNEKAPCTBATA, 3A USMEHEHUE
HA PEFMAMEHTU (EC) 2017/745 W (EC) 2022/123 HA EBPOMNENCKUA NAPJIAMEHT
M HA CbBETA U 3A OTMAHA HA PEIMAMEHT (EC) Ne 658/2014
HA EBPONEUCKUA NAPNIAMEHT U HA CbBETA
N PETMAMEHT (EO) Ne 297/95 HA CbBETA
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PEIJIAMEHT (EC) 2024/...
HA EBPONENCKHUS MAPJJAMEHT Yl HA CHBETA

ot 7 ¢eBpyapu 2024 roguna

OTHOCHO TAKCHTE U HAJI03UTe, KOUTO ce 3aIIalaT Ha
EBponeiickara areHiusi 1o jekapcraara, 3a i3MeHeHHe Ha
Pernamentun (EC) 2017/745 n (EC) 2022/123 na EBponeiickusi mapJiaMeHT H
Ha CbBera u 32 oTMsiHa HA PersiamenT (EC) Ne 658/2014 na EBponeiickusi mapjaMeHT

u Ha CbBera u Pernament (EO) Ne 297/95 na CbBera

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOITEMCKMS CHIO3,

KaTo B3exa npeasua Jlorosopa 3a pyHKkIMOHUpaHeTo Ha EBporielickust ¢bi03, U O-CIIELUATHO

uiieH 114 u unen 168, naparpad 4, OykBu 0) 1 B) OT Hero,

KaTo B3exa MPeJIBU/I peiIokeHneTo Ha EBponeiickara komucus,

clie/] IpelaBaHe Ha MPOEKTa Ha 3aKOHOIATEITHHS aKT Ha HAIMOHATHUTE MapJIaMeHTH,

KaTo B3€Xa IPEIBU/I CTAHOBUIIETO Ha EBPONEHCKIS MKOHOMUYECKH M COMATIEH KOMUTET!,
cien KoHcynranusa ¢ Komutera Ha peruonure,

B CBOTBETCTBHE C OOMKHOBEHATA 3aKOHOJAaTCIHa npoue):[ypaz,

1 OB C 140, 21.4.2023 r., ctp. 85.
[To3umms va EBpornetickust mapiament ot 12 aexemBpu 2023 1. (Bce ol1e HEMMyOJIMKyBaHa B
Odunmanen BecTHUK) U pemieHue Ha CbBeta ot 23 stnyapu 2024 r.
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KaTo uMart npcaBun, 4c:

(1

EBporelickara areHuus 1o jekapcrpara (HapuyaHa 1o-HaTaThbK ,,AreHuusTa’) urpae
KJII0YOBA pOJIsl B FrapaHTHPAHETO HA TOBA, ue Ha na3apa Ha Chlo3a ce IycKaT caMo
0e301acHH, BUCOKOKAUEeCTBEHH U €(PUKACHHU JIEKAPCTBEHU MPOJYKTH, KaTO IO TO3U HAUUH
JOMpUHACS 3a 0E3MPENATCTBEHOTO (PYHKIIMOHUPAHE HAa BHTPEIIHUS 11a3ap U OCUTYPsIBa
BUCOKU CTaHJIapTH 32 Ka4eCTBO U 0€30I1aCHOCT Ha JIEKAPCTBEHUTE NIPOAYKTH 32 XyMaHHA
ynoTtpeda u BETEpUHAPHUTE JIEKAPCTBEHU IPOAYKTH U BUCOKO HMBO Ha 3alUTa Ha
00I1IeCTBEHOTO 3JpaBe M 3/1paBeTo Ha )kUBOTHUTE. [lopaau ToBa ciiefBa a ce ocurypu
MOJIXOASMI0 (PMHAHCHUPAHE, 32 [Ia C& OCUTYPU YCTOMYMBOCTTA HA IEHHOCTTa HA ATCHIIMATA.
3a Ta3u 1en € HeoOXOANMO J1a ce TapaHTHpa, Y€ ATEHIUATA pasIojara ¢ J0CTaTb4yHO
pecypcu, 0COOEHO OT TaKCH, 3a IPUBJIMYAHE U 3alla3BaHe Ha €KCIIEPTHUS OIUT, HEOOX0IUM
3a U3II'BJIHEHHE Ha 3a/lauuTe M, ¥ 3a pUHaHCHpaHe HAa HEWHUTE JeMHOCTH, KaKTO U 3a
YCTOMYHMBO Bb3HArpa)kJ€HUE Ha OCHOBHHUSI IPUHOC HA KOMIIETEHTHUTE OpPraHu Ha

ABPIKABUTEC YICHKH 3a HAYYHUTC OUCHKH, U3BbPUICHU OT AFCHHI/IﬂTa.
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)

G)

OGmaTa [CJI Ha HACTOAIIUA PCTIIaMCHT € 1a JOIIPHUHECC 3a OCUTYPABAHCTO Ha COJIMAHA
(bI/IHaHCOBa OCHOBA 3a JCMHOCTTa Ha AFCHLII/IHTa, KaTo 110 TO31M HAYHUH OJOIPHUHECC 3a
OCUT'YPsIBAHCTO Ha BUCOKO PABHUIIC HA 3alllMTa Ha O6H.[CCTBCHOTO 3ApaBC 1 3JpaBCTO Ha
»kuBoTHHTE. B Hero CJICABa Ja CC€ OIpECACIAT OCHOBAHHU Ha pa3XOJUTE TaKCHU U HAJIO3HU,
KOHTO AFGHI_[I/ISITa Ja 01,61/1pa, KaKTO 1 OCHOBAHHU Ha pa3xOoJHUTC Bb3HAIPpaAKACHUA 3a
KOMIICTCHTHUTC OpraH Ha ABPIKABUTEC YJICHKU 3a YCIIYTUTC, KOUTO TC MPCAOCTABAT 34
HU3I'BJIHCHUETO HAa HOPMATHBHO YCTAHOBCHUTE 3a/la4d HA AFCHHI/IﬂTa. CJ'ICI[Ba Ja
ChIICCTBYBA CAWHEH 3a Cnio3a pasMEpP Ha Bb3HAIrpaXXJa€HMUETO 3a JaJACH BU/J TaKCa, KOraTo
€ YMCCTHO, HC3aBUCHUMO OT AbpiKaBaTa YJICHKA HAa NPOU3XOA Ha KOMIICTCHTHUA OPraH.
OcHoBanuTe Ha Pa3sxoaur TakKCH CJICABa Oa OTUYAT OLICHKATA HAa Pa3XOAUTC 3a JIEHHOCTHUTE
Ha AFGHHI/IHTa H Ha IPpUHOCA HAa KOMIICTCHTHHUTC OPraHd Ha AbPKABUTC YJICHKHU B HelHaTa
pa60Ta. OcBeH TOBa HaCTOAIMUAT PpEriIaMCHT UMa 34 LCJI Ia Cb3a/IC CIMHHA PaMKa 3a
panoHaIn3upaHa CUCTEMA HAa TaKCUTC 3a AreHmusTa U J1a BHBEIIC peryjatopHa rcBKaBOCT

10 OTHOLICHUC HAa KOPCKIMUTC HA Ta3u CUCTEMA B 6’I)ZI€HIG.

HOK&TO HACTOAIIUAT PECIIIAaMCHT CJICABA a YPCiK/Ja TAKCUTE U HAJIO3UTC, KOUTO ouBar
C’L6I/IpaHI/I oT AFCHHI/IHTa, KOMIICTCHTHOCTTA OTHOCHO TaKCH, C’L6I/IpaHI/I OT KOMIICTCHTHHUTC
opraHu, oCraBa 3a AbPKaBUTC YJICHKHU. 3asgBUTEINTE U MMPUTCIKATCIIMTC HA pa3pCUICHUS 3a

ThpPTOBHA HE CJICABA oOaue Ja C€ TaKCyBarT JiBa I'bTHU 3a €AHA U CbIIa JIEHHOCT.
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4) Takcute, KOUTO ce 3amamar Ha AreHIusITa, ciaeiBa 1a ObaaT MPonopIHOHAIHY Ha
paboTaTa, U3BBPIICHA 32 MMOJYIaBAHETO U MOAIBPKAHETO HA pa3pelICHUE 32 ThProBUS HA
Crpro3a. Takcure cieBa aa ce OCHOBABaT Ha MPO3payvHa MpeleHKa Ha OLICHKUTE U
MIPOTHO3UTE Ha ATEHIIMATA [0 OTHOIIICHUE Ha paOOTHOTO HATOBAapBaHE M CBHP3aHUTE C
HEro pa3xoju 3a Ta3u paboTa, KAaKTO U Ha OLIEHKATa Ha Pa3XOJUTE 3a YCIyTUTe,
MPEeAOCTaBsIHU HAa ATEHIIUATA OT KOMIIETEHTHUTE OPTaHH Ha JIbP>KABUTE WICHKH,
OTTOBAPSIIIH 32 PETYIMPAHETO Ha JICKAPCTBEHUTE MPOIYKTH, KOUTO ICUCTBAT KAaTO
JOKJIQTYMIIN U, KOTaTO € MPHIIOKUMO, KaTO ChIOKIAIUNIINA, HA3HAYCHHU OT HAyYHUTE
KOMHTETH Ha AreHuusaTa. TakcuTe, HaJ03UTE U CTPYKTypaTa Ha TAKCUTE CJIe/iBa Jia
OTUYUTAT BCSIKA OOEKTUBHA MH(POPMAITHsI OTHOCHO PAa3XOAUTE WM POMEHUTE B

peryinaropHara paMka.
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(5) B cvoTBercTBUE ¢ wieH 67, naparpad 3 ot Pernmament (EO) Ne 726/2004 na EBporneiickus
napyaMenT 1 Ha ChBeTa® IPUXOAUTE Ha ATEHIMATA CE ChCTOAT OT BHOCKA 0T Chi03a,
BHOCKA OT TPETHU CTPaHHU, B3eMallld y4acThe B paboTara Ha ATeHIUATA, ¢ KOUTO ChIO3BT €
CKJIFOUMJI MEXIYHAPOAHU CIIOPa3yMEHMsI 3a Ta3! L€, 3aljIalllaHuTe OT MPEeANpUATUsATa
TaKCH 32 [10JIy4aBaHe U MOJAbP)KaHE HA pa3pelIeHUsl 3a ThProBus, IPEJOCTaBEHU OT
Cplo03a, 1 32 IPEIOCTABEHU YCIYTU OT KOOpJMHAIIMOHHATA Ipylia BbB BPb3Ka C
M3IIBJIHEHUETO Ha 3aJ]a4uTe U B CboTBETCTBUE C wieHoBe 1078, 1071, 107x, 107k u 107p

ot lupextusa 2001/83/EO na Eponeiickus napaament u Ha Creera?

, HAJIO3U 32 JIpYTH
yCIyTH, IPEJOCTaBSIHU OT ATeHIHATA, U puHaHcHpaHe oT Crio3a moxa Gopmara Ha

0€3Bb3ME3/IHU CPE/ICTBA 32 YUAaCTHE B HAYYHOM3CIIEJOBATEIICKHA IPOCKTH WM MTPOEKTH 32
MOJIIOMAaraHe B ChOTBETCTBHE ¢ (PMHAHCOBHUTE NPaBUIIa HA ATCHIIUATA U C pa3nopeonTe

Ha CbOTBETHUTC MHCTPYMCHTHU 34 IMOAKPCIIa HA MMOJIMTUKUTC Ha Cnro3a.

Pernament (EO) Ne 726/2004 na EBponeiickust mapiament u Ha CoBeTa oT 31 mapt 2004 r.
3a ycTaHOBsIBaHE Ha mpoleaypu Ha Cbio3a 3a pa3peliaBaHe U KOHTPOJI Ha JIEKApCTBEHU
MPOAYKTH 3a XyMaHHa yrnoTpeda u 3a ch3/iaBaHe Ha EBporieiicka areHuus no jekapcraara
(OB L 136, 30.4.2004 r., ctp. 1).

Hupextusa 2001/83/EO na EBpomneiickus napnamenTt u Ha CbBeta oT 6 HoemBpu 2001 . 3a
YTBBbpXkKAaBaHe Ha Kogekc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHH MPOIYKTH 332 XyMaHHa
ynotpeba (OB L 311, 28.11.2001 r., ctp. 67).
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(6)

(7

®)

Cnen nmangemusara or COVID-19 u noBumasane 6post Ha MHUIIMATUBUTE B 00JacTTa Ha
3[paBeona3BaHeTO Ha paBHULIETO HAa Cbl03a, AreHIusTa ce COIbCKBA C IIOCTOSIHHO
yBeJINYaBallo ce pabOTHO HaTOBApBaHE, KOETO MOJKE /1a I0BEJIE A0 NOMbIHUTEIHU
OIOJKETHU HYKJH OT IJIeJHa TOYKa Ha ePCOHAT U (PMHAHCOBU PECYPCH.
JIOIBIHUTETHOTO paOOTHO HATOBAPBAHE ClIE/BA 1A ObAE CHIPOBOACHO C MOIXOIAIIO0
¢unancupane, kakto e npensuaeHo B Pernament (EO) Ne 726/2004, 3a na ce rapantupa,
Hapes ¢ ApYroTo, 4ye AreHIUATa MOKe J1a U3IbJIHIBA CBOUTE 3aAbJKEHHS U aHTAXKUMEHTH

3a IMPO3PAvYHOCT.

Bwnpeku ye mo-romsgMara yact oT (PMHAHCUPAHETO M MJIBA OT TAKCH, ATEHIIUATA €
ny6smden oprad. OT IbpBOCTENICHHO 3HAUCHHE € J1a CE 3alla3y HeiHaTa MOYTeHOCT U
HE3aBUCHMOCT, 32 J1a Ce 3ara3u o0IIeCTBEHOTO JOBEpUE B perysiaTopHaTa paMKa Ha

Crplo3a.

Takcure, KOUTO Ce 3aIIalIaT Ha ATEHIIUATA, OTPA3sBAT CIOKHUTE OLEHKH, KOUTO TS
M3BBPIIBA U KOUTO Ca HEOOXOAMMHU 32 MOJIY4aBaHETO U MOIbPKAHETO HA pa3pelicHue 3a
Teproeus Ha Chro3a. Llenecro0pa3Ho € 1a ce mpu3Hae NPUHOCHT OT KOMIIETCHTHUTE
OpraHu Ha JbPXKABUTE WICHKHU, KAKTO U HAIPpaBEHUTE OT TsIX pa3xoau. OcoObeHo
1eech00pa3Ho € Ja ce MPU3HAAT MOJIC3HUTE B3aUMOJICHCTBHUS, IOCTUTHATH IpPe3
MHOTOHAIIMOHAJTHUTE €KHUIIU 32 OLIEHKA, U J1a C€ MOJAKPENAT ChBMECTHUTE YCUIIUS HA TE3U
exunu. [Topaau ToBa Komucusita m Arennusta HabIr01aBaT pa3BUTUETO U OMIPEAEIISAT
MIPOMEHUTE, KOUTO Orxa OMiM HeoOXOIMMU B CTPYKTYpaTa Ha Bb3HArPaXKACHUSITA HA

ABPIKABUTEC YIICHKU.
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©)

TakcuTe 1 Hano3MTE CleBa Aa MOKPUBAT PA3XOAUTE 32 HOPMATHUBHO YCTAHOBEHUTE
yCIyTH U IGWHOCTH Ha ATEHIIUATA, KOUTO HE ca IOKPUTU OT BHOCKUTE OT APYTH
W3TOYHUIM B ipuxoaute u. [Ipu onpenensHeTo Ha TaKCUTE U HAJIO3UTE CIIC/BA Ja Ce
B3EeMe TPEABHI ISUIOTO 3aKOHOAATENICTBO HAa ChI03a, YPEXKIAIIOo ICHHOCTHTE HA
ATeHIMATA M TAKCUTE, KOUTO T ChOUpa, BKIrounTenno pernamentu (EO) Ne 141/20003,
(EO) Ne 726/2004, (EO) Ne 1901/2006°, (EO) Ne 1394/20077, (EO) Ne 470/20098,

(EC) 2017/745°%, (EC) 2017/7461°,

10

Pernament (EO) Ne 141/2000 na EBponeiickus mapiament u Ha CbBeTa OT

16 nexemBpu 1999 1. 3a nekapcrBara cupanu (OB L 18, 22.1.2000 r., cTp. 1).

Pernament (EO) Ne 1901/2006 na EBponeiickust napiaameHT u Ha CbBeTa OT

12 nexemBpu 2006 T. OTHOCHO JIEKAPCTBEHUTE MPOAYKTH 3a TIeANATpUUHA yroTpeda u 3a
n3MeHenue Ha Pernament (EMO) Ne 1768/92, upextusa 2001/20/EO, IupextrBa
2001/83/EO u Pernament (EO) Ne 726/2004 (OB L 378, 27.12.2006 t., cTp. 1).
Pernament (EO) Ne 1394/2007 na EBponeiickust napiaameHT 1 Ha CbBeTa OT

13 noemBpu 2007 r. OTHOCHO JIEKQPCTBEHUTE MPOIYKTH 32 MOJICpPHA TE€paIus 1 3a
u3menenue Ha JJupextuna 2001/83/EO u na Pernament (EO) Ne 726/2004 (OB L 324,
10.12.2007 ., ctp. 121).

Pernament (EO) Ne 470/2009 na EBponeiickus napiameHnt u Ha CbBeTa oT 6 mait 2009 r.
OTHOCHO YCTaHOBSIBaHE Ha Ipoueaypu Ha OOIIHOCTTA 3a ONpeieNsiHe Ha JOIyCTUMHTE
CTOMHOCTH Ha OCTAaThUYHU KOJIMYECTBA OT (PapMaKOJOTUYHO aKTUBHU CyOCTaHIIMM B XpaHU
OT )KUBOTHHCKH Mpou3xoj, 3a otMsiHa Ha Pernament (EMO) Ne 2377/90 na CobBera u 3a
n3menenue Ha Jupextusa 2001/82/EO na EBponeiickus napinament u Ha CbBeTa U Ha
Pernament (EO) Ne 726/2004 na EBponetickust napnament u Ha CbBeta (OB L 152,
16.6.2009 r., cTp. 11).

Pernament (EC) 2017/745 na EBponeiickust napiameHnt u Ha CbBeTa oT 5 anpun 2017 r. 3a
MEIUIIMHCKUTE U3enus, 3a usMeHenue Ha J{upexkrusa 2001/83/EO, Pernament (EO)

Ne 178/2002 u Pernmament (EO) Ne 1223/2009 u 3a otmsiHa Ha qupektusu 90/385/ENO u
93/42/ENO na CsBeta (OB L 117, 5.5.2017 r., ctp. 1).

Pernament (EC) 2017/746 na EBponeiickus napiament u Ha CpBeTa oT 5 anpun 2017 r. 3a
MEIUIIMHCKUTE U3/IEHs 32 MHBUTPO JMArHOCTUKA U 32 oTMsHA Ha [{upextuBa 98/79/EO u
Pemenne 2010/227/EC na Komucusita (OB L 117, 5.5.2017 ., ctp. 176).
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(EC) 2019/6" u Pernament (EC) 2022/123 na Esponeiickus napiaament u Ha Coeeral?,
Jupextusa 2001/83/EQ, pernmamentu (EO) Ne 2141/9613, (EO) Ne 2049/2005', (EO)
Ne 1234/2008!5 u (EC) 2018/782 na Komucusra!® u Pernamenr 3a usnbianenune (EC)
2021/1281 na Komucusral”.

11

12

13

14

15

16

17

Pernament (EC) 2019/6 na EBponeiickus napiament u Ha CbBeta oT 11 nekemspu 2018 T.
OTHOCHO BETE€pHUHAPHUTE JIEKAPCTBEHN MPOAYKTH U 3a oTMsiHa Ha J{upektusa 2001/82/EO
(OB L4,7.1.2019 ., cTp. 43).

Pernament (EC) 2022/123 na EBponeiickus napiameHT u Ha CbBera | oT 25 sinyapu 2022 T.
OTHOCHO 3acuiieHa poiisi Ha EBponeiickara areHius 1o jgekapcTBara B TOTOBHOCTTA 3a
JEHCTBUS MPU KPU3U U YIIPABIECHUETO HA KPU3U 10 OTHOIIECHUE HA JIEKAPCTBEHUTE
npoayktu u MeaunuHckute uzaenus (OB L 20, 31.1.2022 r., cTp. 1)

Pernament (EO) Ne 2141/96 na Komucusita ot 7 HoemBpu 1996 r. 0OTHOCHO pasriiexaaHe Ha
3as1BKa 3a IPEXBBPIIIHE HAa pa3peIInTEIHO 3a IyCKaHe Ha Nla3apa Ha JIEKapCTBEH MPOLYKT OT
npuiioxxHoTo nosie Ha Pernament (EMO) Ne 2309/93 na Coeera (OB L 286, 8.11.1996 1.,
cTp. 6).

Pernament (EO) Ne 2049/2005 na Komucusita ot 15 nexkemspu 2005 1. 3a onpeensiHeTo Mo
cunata Ha Pernmament (EO) Ne 726/2004 na EBponeiickust napiaameHT v Ha CbBeTa IpaBuiia
OTHOCHO IUJIaIllaHETO HA TAKCH U MOJIy4aBaHETO HAa a]IMUHUCTPATUBHO ChCHCTBHE OT
EBpornelickara areHuus o JeKkapcrBara OT CTpaHa Ha MUKPO-, MAJIKM U CPETHU
npennpustus (OB L 329, 16.12.2005 r., ctp. 4).

Pernament (EO) Ne 1234/2008 na Komucusita ot 24 HoemBpu 2008 1. OTHOCHO
pasMIekAAHETO HA IPOMEHUTE B YCIOBHATA HA PAa3pEUICHUTA 3a THPrOBUS C JIEKAPCTBEHU
MPOJYKTH 3a XyMaHHa yrnoTpeda 1 BeTepuHapHHU jJekapcTBeHu npoayktu (OB L 334,
12.12.2008 r., ctp. 7).

Pernament (EC) 2018/782 na Komucusita ot 29 maii 2018 r. 3a ycraHOBsIBaHE Ha
nocouenute B Permament (EO) Ne 470/2009 meToa010rMuHH IPUHIUIH, TPUIIOKUMHU IO
OTHOIIIEHHE Ha OlLIEHKaTa Ha pUCKa U MPEenopbKUTE 3a yrpasieHue Ha pucka (OB L 132,
30.5.2018 r., cTp. 5).

Pernament 3a uznbennenue (EC) 2021/1281 na Komucusra ot 2 asrycrt 2021 r. 3a
orpeJiesisiHe Ha MpaBuia 3a npuiaranero Ha Permament (EC) 2019/6 na EBponeiickus
napiameHT 1 Ha CbBeTa 10 OTHOLIEHHE Ha JI00paTa MpakThKa B 00JacTTa Ha
(apmakosiornyHaTa OMTEITHOCT U OTHOCHO (hOpMATa, ChABPKAHUETO U PE3IOMETO Ha
OCHOBHATa JIOKyMEHTallls B cUCTEMaTa 3a (papMakoIorudHa OIUTETHOCT 3a BETEpUHAPHU
nekapctBeHu npoayktu (OB L 279, 3.8.2021 r., cTp. 15).

PE-CONS 59/1/23 REV 1 8

BG



(10) CwriacHo uieH 6, maparpad 1 ot Permament (EO) Ne 726/2004 Bcsiko 3asiBieHue 3a
MoJTyyaBaHe Ha pa3pellieHre 3a ThProBHs € JIEKAPCTBEH MPOIYKT 32 XyMaHHa ynoTpeda ce
MPUIPYKaBa OT TaKca, KOSTO Ce 3aIuialia Ha ATCHIIUATA 32 Pa3TiIeK/IaHe Ha 3asiBICHUETO.
Cworinacho unen 43, maparpad 1 ot Pernament (EC) 2019/6 3asBnenuero 3a pa3penieHue 3a
THPrOBUS 10 IIEHTPATU3UpaHaTa IPOoIlelypa ¢ BEeTepUHAPEH JICKAPCTBEH MPOJIYKT Ce

InpuapyKaBa OT TaKCa, KOATO CC 3aIljIalla Ha ArcHinusra 3a pasriICiKaane Ha 3aABJICHUCTO.
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(1)

B crotBercTBHE cbe ChBMECTHATA Ackinapanus Ha EBponelickus napnament, ChBeTa Ha
EC u Komucwusita ot 19 ronu 2012 r. OTHOCHO JeUEHTpaIM3UPAHUTE areHLIUH, 32 OPTaHUTE,
YUUTO MPUXOJIU CE€ CHCTOST OT TAKCH U HAJIO3U B JOIIBJIHEHNE KbM BHOCKaTa 0T Cblo3a,
TaKCcHUTe clie/[Ba Aa Ob/aT onpeAesissHi B TaKbB pa3Mep, IpU KOKTO Ja ce n30sArea
¢dbopmupaHe Ha 1eHUIUT WIM 3HAYUTEITHO HATPYIBAaHE Ha U3IUIIBK, H KOTaTO TOBA HE €
MIOCTUTHATO, T€ clieBa Ja ObaaT npepasriexaanu. [lopaau ToBa crienBa Ja ce BbBee
[IpO3pavyHa CUCTEMA 32 MOHUTOPUHT Ha pazxoaute. LlenTta Ha TakaBa cucrema 3a
MOHHUTOPHHT CJie[[Ba a ObJie OTKpUBAHE HA 3HAYUTEIIHU MPOMEHU B Pa3XxOUTe Ha
AreHuusTa, KOUTO, KaTo C€ B3eMaT IIpeiBU]I BHOCKaTa Ha Cblo3a U IPYTUTE IPUXOH,
Pa3NUYHM OT TAaKCH, OMXa MOTJIM J]a HAJI0XKAaT MPOMSHA B TAKCUTE, HATTO3UTE UITH
Bb3HArPaXKJIECHUATA, ONPEIECIICHHN ChIJIaCHO HAacTosALMs peraaMmeHT. Cucremara 3a
MOHHUTOPHHT CJIeJIBA CHIO TaKa J]a MOXKeE J1a OTKPUBA, Bb3 OCHOBA HA OOCKTHUBHA
nHpOpMaINH, KOSITO JIa MOXKe 1a ObJie TPOBEPEHa, 3HAUUTEITHN POMEHH B Pa3XOIUTE 3a
BB3HATPAKICHUS 3@ YCIYTUTE, IPEJOCTaBSIHU Ha ATEHLUATA OT KOMIETEHTHUTE OpraHy Ha
J'bP’KaBUTE YICHKU, KOUTO IEUCTBAT KATO TOKJIATUUIIN U, KOTAaTO € MPUI0KUMO,
ChAOKIIATUYUIH, U OT EKCIIEPTUTE, C KOUTO ATEHLHUSTA € CKIIFOUYMIIa JOTOBOP 3a yYacTUE B
paboTtara Ha eKCIIEpTHHUTE TPYIH B 00J1acTTa HA MEAUIMHCKUTE U3aenus. Unpopmanusra
3a pa3xoJuTe, CBbp3aHa C YCIyTUTE, 32 KOUTO ATEHLUATA IUIalla Bb3HArpakIeHus, cieaBa
J1a TIOJITIEKH Ha OJUT B choTBeTCTBUE ¢ wieH 257 ot Permament (EC, EBpaTom) 2018/1046

Ha EBporneiickus napiament u na Coeerals.

18

Pernament (EC, EBpatom) 2018/1046 na EBponeiickus napaamenT u Ha ChBeTa OT

18 ronm 2018 r. 3a puHaHCOBUTE MpaBUiIa, IPUIOKHUMH 3a 001us Ot keT Ha Chio3a, 3a
n3MeHeHue Ha pernaMeHTH (EC) Ne 1296/2013, (EC) Ne 1301/2013, (EC) Ne 1303/2013,
(EC) Ne 1304/2013, (EC) Ne 1309/2013, (EC) Ne 1316/2013, (EC) Ne 223/2014 n

(EC) Ne 283/2014 u na Pemienue Ne 541/2014/EC u 3a otmsiHa Ha PernmamenT

(EC, EBparom) Ne 966/2012 (OB L 193, 30.7.2018 r., cTp. 1).
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(12)

Takcute cneiBa a ce chOMpAT Ha 3aSBUTEIUTE U MPUTEKATESIUTE HA pa3peiieHus 3a
THPrOBUS HA CIIPABE]IJINBAa OCHOBA, IPU KOATO HAYKCIIABaHATa TaKCa € MPOIOPIIMOHATIHA
Ha paboTara 1o onenkata. [lopaau ToBa 3a 1ieMTe Ha HajlaraHe Ha HSIKOHW TaKCH CJe]l
M0JIy4aBaHe Ha pa3pelieHue 3a ynorpeda, KoraTo pa3peiieHu OT AbPKaBUTE YWICHKH
JIEKapCTBEHH MPOAYKTH Cca BKIIOUEHHU B OLIEHKATa, U3BBPILICHA OT ATCHIIUATA, CJIe/Ba 1a
Cce OIpeJIeNIH €IMHUIIA 32 TAKCYBaHE, HE3aBUCUMAa KaKTO OT IPOoLeypaTa, o KOsITo €
paspelieH JICKapCTBEHUAT MPOAYKT, @ MMeHHO cbriiacHo Permament (EO) Ne 726/2004,
Pernament (EC) 2019/6, wnu {upextusa 2001/83/EO, Taka u 0T Ha4YnWHa, IO KOWUTO
HOMEpaTa Ha pa3pelIeHusATa 3a ThPTOBHsI CE€ OMPEACIIAT OT AbPKABUTE WICHKHU WIH OT
Komucusita. Berpeku ToBa JiekapCcTBEHU MPOAYKTH 3a XyMaHHa ynoTpeba, pa3penieHu 3a
IyckaHe Ha masapa cbriiacHo wieH 126a ot {upextusa 2001/83/EO He crensa na ce
B3eMar MpeABU]I IPU OMpEeNITHEeTO Ha eMHMIIATa 3a TakcyBaHe.. [1o oTHolIeHue Ha
JIEKApCTBEHHUTE MPOAYKTH 332 XyMaHHA ynoTpeda IeIuTe 3a CIIPaBEJIUBOCT U
MIPOTMOPIIMOHAIHOCT CJIe/iBa J1a ObJAT MOCTUTHATH Ype3 ONPEACIIsHEe Ha eUHUIIAaTa 3a
TaKCcyBaHe Bb3 OCHOBA Ha aKTHBHUTE BellleCTBa U (papMarieBTUYHATa (hopMa Ha
JIEKapCTBEHUTE MPOIYKTH, KOUTO MOAJIEKAT HA 33AbJDKUTEITHO perucTpupane B 0azara
JaHHM, TTIOCOYCHA B WieH 57, maparpad 1, Bropa anurest, 0ykBa ;1) ot Pernament (EO)
Ne 726/2004, Bb3 ocHOBa Ha MHPOPMAITUATA OT CIHCHKA HA BCUYKHU JICKAPCTBEHU
MPOIYKTHU 3a XyMaHHa yrnoTpebda, paspemnieHu B Cbro3a, ocoueH B wieH 57, maparpad 2,
BTOpa alMHes OT ChIIHS pernameHT. [Ipu onpenensHeTo Ha eIMHUIIATa 32 TAKCYBaHE 10
OTHOIIICHHE HAa XOMEOMAaTUYHUTE JIEKApPCTBEHU MPOAYKTH WIH PACTUTEITHUTE JIEKAPCTBEHH

IMPOAYKTHU aKTUBHUTC BCUICCTBA HE CJICABA Aa CC B3E€MaAT IPCABUI.
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(13) ITo oTHOIIEHNE HA BETEPUHAPHUTE JIEKAPCTBEHH MPOJIYKTH ClIE/IBa Aa ObJAT MOCTUTHATH
CBILUTE LIEJIU 32 CIPABEUIMBOCT U MPONOPLHUOHATHOCT YPE3 ONpEACISHE Ha €UHHUIIATA 3a
TaKCcyBaHe Bb3 OCHOBA Ha MH(OpMaAIUATa, ChAbPKalla ce B 6a3zata nanHu Ha Cbro3a
OTHOCHO TIPOJIYKTUTE, Toco4YeHa B wieH 55, maparpad 1 ot Pernmament (EC) 2019/6, kato
HanpuMep aKTUBHHUTE BEIECTBa, (hapMaleBTHUHATa (hopMa U CHIIaTa Ha BETCPUHAPHUTE
JIEKapCTBEHH MPOAYKTH, KOUTO CE€ B3eMaT MPEABH B HACHTH(PHUKATOpa HA IPOAYKTa,
MOCOYEH B 1oJie 3a AaHHu 3.2 B npwioxenue 11 koM Pernament 3a u3nwianenne (EC)
2021/16 na Komucusral®, kakto u B OCTOSHHUSA MACHTH(PHUKATOP, TIOCOYEH B II0JIE 3a

nanuu 3.1 B npuinoxenue IIl kbM nmocodeHus periamMeHT 3a U3MbJIHEHUE.

(14) 3a J1a ce B3eMaT NpeABUL BCUUKU pa3pelleHus 3a ThProBUs 3a JIEKaPCTBEHU MTPOYKTH,
M3/IaJICHN Ha TIPUTEXKATEIUTE Ha Pa3peLICHNUs 3a THPTrOBHs, OpPOST Ha SAMHUIINTE 32
TaKCyBaHe, ChOTBETCTBAILM HA TE3U pa3pelIeHHs, CIe/[Ba Ja OTYHTa Opos Ha IbpKaBUTE

YWICHKH, B KOUTO BCAKO Pa3pClICHUE 3a THbProBuUs € BAJIMAHO.

19 Pernamenr 3a u3nbanenne (EC) 2021/16 na Komucusra ot 8 suyapu 2021 r. 3a onpenensue

Ha HEOOXOMMHTE MEPKHU M Ha MpaKkTHUecKaTa ypeada OTHOCHO 0a3aTa JaHHU 3a
BETEpUHAPHUTE JIEKAPCTBEHH MPoaAyKTH Ha Cbhro3a (0aza qaHHM 3a npoayktute Ha Chro3a)
(OBL7,11.1.2021 r., ctp. 1).
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(15) 3a 1a ce oTdere pa3HOOOpa3UETO HA HOPMATUBHO YCTAHOBEHUTE 3a/1a4M HA ATCHIUATA U
Ha JIOKJIAJUUIUTE U, KOTaTo € MPUI0KHUMO, Ha ChAOKJIAIIHUIINTE, 32 PA3XOIUTE, CBBP3aHU C
OLICHKATa Ha JIEKAPCTBEHUTE MPOIYKTH 32 XyMaHHa yrnoTpe0a 1 Ha BETEPHHAPHUTE
JIEKapCTBEHH MPOJYKTH, CIIE/BA J1a CE ChbOMpAT TaKCH 3a BCSAKA MpoLeaypa. 3a pa3xoaunTe,
HampaBeHH OT ATCHLUATA 3a APYTH TEKYIIU AEHHOCTH, KOUTO TS U3BBPIIBA B PAMKUTE Ha
CBOSI MaH/IaT ¥ KOUTO KaTO LAJIO ca OT [10JI3a 3a IIPUTEKATEIUTE Ha pa3perieHus 3a
THProBHs, CIIE/IBA JIa € ChOMPAT TaKCH Ha TOJUIIIHA OCHOBA. PazxoanTe, CBbp3aHH C
HE3HAYMTEIHU U3MEHEHUS OT THII | 1 ¢ moJHOBSIBaHe, CiIe/Ba Ja ce BKIIIOYBAT 3a LEIUTE

Ha OIIPOCTABAHCTO B IrOAUIIIHATA TaKCa Bb3 OCHOBA HAa CpC/IHA OLICHKA.
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(16)

3a eKapCTBEHM NIPOJIYKTH, pa3pelIeHN B CbOTBETCTBUE C LIEHTpAJIM3MpaHaTa Ipoueaypa,
ycranoBeHa B Pernmament (EO) Ne 726/2004, unu neHTpam3upaHaTa mpoueaypa,
yctanoBeHa B Perimament (EC) 2019/6, ArennusTa ciieiBa 1a chOMpa roJiMiiHa Takca, 3a
ITIOKPUBAHE HA Pa3XOJUTE, CBbP3aHHU C LISUIOCTHUS HAA30p CJIE] I0JlyyaBaHe Ha
pa3peleHueTo 3a ThProBUs U JEHHOCTUTE 10 NOIbpIKAHE 3a T€3U JIEKAPCTBEHU
npoAyKTH. Te3u NeHHOCTH BKIIIOYBAT PETUCTPUPAHE HA AEUCTBUTEITHUTE POIAXKOH HaA
JIEKApCTBEHUTE MPOAYKTH, Pa3peLICHN B ChOTBETCTBUE ¢ Ipouenypure Ha Cpro3a,
MOAIBbPKAHE HA TOCHETA 32 pa3pellieHHsITa 3a MpoJaxk0a 1 Ha pa3iuyHu 0a3u 1aHHHU,
yIpaBiIsiBaHU OT ATEHIMATA, HE3HAYUTEIHU U3MEHEHUS OT THUII | M MOJHOBsIBaHE, KAKTO U
JEHOCTH, TOTIPUHACAIIN 32 HEMPEKBCHATO Cie/IcHe Ha OanaHca MeX/y 1oJi3aTa i prucka
OT pa3pelIEHUTE JIEKAPCTBEHU MPOAYKTU. Te3u NeHHOCTH BKIIFOUBAT CHIIO TaKa JOCTBII 0
3paBHU JIaHHU OT 1enust Chlo3 U aHAJIW3 Ha TE€3U JIaHHM, 3a J1a C€ MOANIOMOIHE B3€MAHETO
Ha M0-A00pH pEeIlIeHUs IO BpEME Ha LENHsl )KU3HEH LIUKbJI Ha JIEKapCTBEHUS IIPOJYKT C
BaJIM/IHU U HAJISKIHU peasiHu AaHHU. [IpuxoanTte oT mocoyeHara roAuiliHa TaKkca clieaBa
Jla ce U3I0JI3BAT 3a FOAUIIHOTO Bb3HATPAXKICHUE 32 YCIYTUTE HA JOKIAUULUATE U
CBHAOKJIATUUIUTE OT KOMIIETEHTHUTE OPraHU Ha IbP>KABUTE YWICHKH 33 CbOTBETHUS UM

MIPUHOC 32 JICMHOCTUTE 0 HAA30p U MOAIbp)KaHe Ha ATEHIIUATA.
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(17)

(18)

[To oTHOWIEHUE HA TIEKAPCTBEHUTE IPOAYKTHU, Pa3pelIeHH B ChOTBETCTBHE ¢ JlUpeKTrBa
2001/83/EO, u Ha BeTepUHAPHHUTE JICKAPCTBEHHU MPOYKTH, Pa3peIIeHH OT IbPKABUTE
yieHKU B choTBeTcTBUE ¢ Permament (EC) 2019/6, ArenumsiTa ciensa qa cbOupa rogumisa
Takca 3a (papmakosornuHa OIUTEITHOCT, CIICUAIHO 32 IEHHOCTUTE MO (papMaKoIOruyHa
OIUTETHOCT, U3BBPIIBAHU OT ATCHIIUATA, KOUTO Ca OT I0JI3a 32 MPUTEKATEITUTE Ha
paspelieHus 3a ThProBus Kato 1sio. [locouennre neiHOCTH ca CBbpP3aHU C
MH(OPMALIMOHHUTE TEXHOJIOTHH, MTO-CIIEHUATHO C MOAAPbKKaTa Ha 6a3aTa JaHHU
EudraVigilance, nocouena B wien 24, nmaparpad 1 ot Permament (EO) Ne 726/2004, 6a3ata
nanHy Ha Chl03a OTHOCHO NMPOJYKTUTE, TOCOUEHa B wieH 55, nmaparpad 1 ot Pernmament
(EC) 2019/6, u 6a3ara mannu 3a papmakosniornyHa 6qurenHoct Ha Chio3a, TOCOYCHA B
usieH 74, maparpad 1 oT chlIus periaMeHT, ¢ MOHUTOPHUHTa Ha n30paHa MEeTUIIMHCKA
JTUTEepaTypa U HABpEMEHHUS JOCTHII 10 3/IpaBHU JIaHHU 3a 1enus Chlo3 U TeXHUs aHaJu3,
3a Ja ce MOAIOMOTHE B3€MaHETO Ha PEHICHHUs Tpe3 HENns )KU3HEH IIMKbBJI Ha TPOIyKTa 32

JICKApCTBCHU MMPOAYKTH C BaJIMJHU U HAACKIAHHU PCAITHU JaHHU.

AreHnusTa, cieiBa ja cbOMpa TaKCH, KOUTO ChbOTBETCTBAT HA YCIYTUTE OT HAy4YeH
XapakTep, IPEAOCTaBsAHU OT ATEHIIUATA B PAMKUTE Ha HEMHUSA MaHaT U KOUTO
JIOTIPUHACST 3a OLIEHKAaTa, CBbpP3aHa C JIEKAPCTBEHUTE MPOIYKTH, U 33 MOAIbPKAHETO Ha
pa3pelleHuTe JIEKAPCTBEHU MPOAYKTH, BKIOUUTEIHO 3a HEIIPEKbCHATHSI MOHUTOPUHT Ha
OayaHca MEXIy oJi3aTa U pucka. TakcuTe 3a MHCIEKIMH CIIEBA J1a CE ONPENEAT
IIOOT/EIIHO 3a BCSIKAa MHCIEKIMA. Besika oTenHa HHCIIEKINA clIelBa ja BOJU 10 OTJENIHA
Takca. ATeHLUsATa cje/[Ba 1a CbOMpa HaJlo3M 3a JIGHHOCTU U YCIYTH ¢ aJIMUHUCTPATUBEH
XapakTep, HallpuMep U31aBaHETO Ha cepTU(UKATH, KOUTO HE ca 00XBaHATH OT Takca,

MpeABUICHA B HACTOSIIIMS PETJIaMEHT WJIM B JIPYT TIpaBeH akT Ha Cbhro3a.
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(19) KoraTo koHKpeTHa Takca € OTMEHEHa U310, B HACTOSIIIIUS PETJIAMEHT ClIe/IBa BCE MaK Ja
ObJIe IPEBUACH TEOPETUIHHSAT IIBJICH Pa3Mep Ha Ta3u TaKca OT ChOOpaKeHHS 3a

IIPO3PavyHOCT U 3a Bb3CTAHOBsBAHE HA pa3XOJUTE.

(20) B crotBercTBHE ¢ monuTHKUTE Ha ChO3a Ce CUHTA 3a LIeJIechOOpa3HO MPEIBUKIAHETO Ha
HaMaJICHHs Ha TaKCUTE B MOJKPENa Ha KOHKPETHU CEKTOPU U 3assBUTEIN WU IPUTEKATEIN
Ha pa3pelleHyst 3a ThProBus, KaTO HAIPUMEP MUKPO-, MAJIKU U CPEHU NPEANPUATUS
(MCII). B nonbiaHeHre KbM THPTOBCKUTE CYOEKTH, OpraHU3alMUTE C HECTOMAHCKA LIed U
aKaJIeMUYHUAT CEKTOP MOTaT J1a UrpasiT BakKHA POJIsl B pa3pabOTBAHETO HA JEKAapPCTBEHU
npoaykTH. Takcute obade Morar Ja npeCcTaBisBaT ChIIECTBEHA IIPEUKa 3a T€3U CYOCKTH,
KOUTO HE U3BBpIIBAT HKOHOMHYECKA AeHHOCT. [lopaau Ta3u npuymnHa Te ciie[Ba ChII0
TakKa J1a ce MoJI3BaT OT HAMAJICHHs Ha TAKCUTE, IIPU YCJIOBHE Y€ HE Ca IPUTEKABAHU WIIH
KOHTPOJIUPAHU OT ThPIOBCKO MPEANPUATUE U HE Ca CKIFOYWIH CIIOPA3yMEHHUSI C HUKOE
THProOBCKO MPEANPUATHE 3a CIIOHCOPCTBO UJIM y4acTUE B pa3pabOTBaHETO Ha
JIEKapCTBEHMSI IPOJIYKT, KOUTO OMXa JJaly Ha ThPrOBCKOTO MPEANPUATUE NPaBa BbPXY
KpaitHus JiekapcTBeH NpoaAyKT. ChIO Taka ce CYUTa 3a LeJIeChoOpa3HO MPeIBUKIaHETO Ha
HaMaJIeHHUs Ha TAaKCUTE B OTTOBOP Ha CHEU(PUYHUA OOCTOSITENICTBA, HAIPUMED
JIEKapCTBEHU MPOJIYKTH, OTTOBApSIILM Ha PU3HATU IPUOPUTETH B 00JI1acTTa HA
OOIIECTBEHOTO 3/[paBe WM 37PAaBETO Ha KUBOTHUTE, TN BETEPHUHAPHH JICKAPCTBEHU
MIPOJYKTH, IIPEeIHA3HAYEHH 32 OTPaHUYEH I1a3ap, pa3pelieHn B CbOTBETCTBUE C WIEH 23 0T

Pernament (EC) 2019/6.
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1)

(22)

[TazapbT Ha BeTepUHAPHU JIEKAPCTBEHH MPOIYKTH € IMO-MaIIbK U O-(pparMeHTUPaH OT
rasapa Ha JICKapCTBEHH MPOYKTH 3a XyMaHHa ynorpeba. [lopaau ToBa e 1enecbo0pazHo
Jla ce MPEeIBUIM HaMaJIIBaHE Ha TOJIMIIIHATA TaKca M Ha HIKOM CHEIM(UYHU TaKCH 3a
BETEpHUHAPHU JICKAPCTBEHHU MPOAYKTH. L{erecho0pa3Ho € ChIlo Taka Jia ce CIeIAT 0TOINU30
CBBP3aHUTE C TAX PA3XOJU 32 KOMIIETCHTHUTE OPTaHH Ha IbP>KABUTE YICHKU U
AreHIIUATa, TaKka 4e Ja ce CIIOMOTHE 3a nocTurane Ha 1enute Ha Pernmament (EC) 2019/6.
ETo 3amo kopekmusaTa cupsiMo HHQIIaMsITa, MPUI0KEHa KbM CYMUTE B Mpuiioxkenue II,
otunTta caMo 50 mpoIeHTa OT TOAMIIIHKS MPOIESHT Ha MHIaus 3a kanenaapaute 2021 r.

n 2022 r. u ot nporHo3upanara unpnamnus 3a 2023 r.

VYrpaBUTETHUAT ChBET HA ATCHIUATA Clie/iBa J1a Ob/Ie OMPaBOMOIIICH JIa TIPEIOCTaBs
JOMBIHUTETTHN HAMAaJICHHUS Ha TAKCUTE WJIM HAJO3UTE MIPH HAJUIEKHO 0OOCHOBAHU
MIPUYMHY 32 3alI1Ta Ha OOIIECTBEHOTO 3/IpaBe U 3/IpaBETO HA KUBOTHUTE WIU MIPH
OCHOBATCJIHU IIPUYMHHU 3a ITOAIIOMAaraHC¢ Ha KOHKPETHU BUJOBE NPOAYKTHU HUJIN 3aABUTCIIN.
3a 1a ce OCUrypHu ChOTBETCTBHE € MPaBOTO Ha ChI03a M C HETOBHUTE OOIIHN MOJIUTHKH,
MpEeAU 1a ce MPEAOCTABST IOI'BIHUTEIIHA HAMAJICHUs Ha TAKCUTE, CIEABA 33 IbJKUTEIIHO
J1a Ce MOJIy4H MOJIOKUTETHO cTaHoBUILE OT Komucusita. OCBEH TOBa B HAJIEXKHO
000CHOBAaHU U3KIIIOYUTEIHHU CITyYaH, IO HAIOKUTEITHU IPHYUHH, CBBP3aHU C
O6HI€CTB€HOTO 3ApaBC WK 3ApaBCTO HA )KUBOTHUTC, U3IMIBJIHUTCIHUAT JUPCKTOP HA
AreHIusTa cie/Ba ChILO J1a pa3noJjara ¢ Bb3MOXXHOCTTA J1a HAMAJIM HAKOW BUJIOBE TAKCH

BB3 OCHOBA HaA pa3rjICKAaHC Ha CUTyallusATa BbB BCCKU OTACIICH CJ'Iy‘IS.fI.
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(23) Oo6monpu3Har (HakT e, 4e moJOOPEHHUAT TOCTHIT A0 HHPOPMAITUS JONPUHACS 32
IMOBMIIIABAHETO HA OOIIECTBEHATA OCBEIOMEHOCT, 1aBa Bb3MOKHOCT Ha OOIECTBEHOCTTA
Jla CIIO/ICI BUK/IAHUATA CH M ITO3BOJISIBA HA KOMIIETCHTHUTE OPTaHK HAJUIC)KHO JIa B3eMaT
10JT BHUMaHUeE Te3U BYKIaHus. [lopaau ToBa mupokara oOIIeCTBEHOCT ClIe/Ba J1a UMa
JOCTBII 10 HHPOPMAIUATA OTHOCHO MPEAOCTABIHETO OT ATSHIUATA HA HAMAJICHUS WK
OCBOOOKIaBaHMS OT TAKCH M HAJIO3U i OTHOCHO CYMHTE Ha Bh3HATPAXKICHUATA,
M3IUIAIIAHA HA KOMIICTCHTHUTE OPTraHu Ha JIbP)KaBUTE WICHKH, C pa30MBKa 10 IbpKaBa
yJieHKa 1 1o JaeiiHoct. Tasu uHdopmarwms, odaye He ciie/iBa Ja BKIFOYBA HUKAKBa
MOBEpUTETHA THProBcka nHpopMarus. [lopaau ToBa, KOraro € ymecTHo, ATCHIIUATA
clieqIBa mpeaBapuTenHo aa npemaxue tazu napopmanus. C Permament (EO) Ne 1049/2001
na EBponeiickus mapiaament u Ha Cheera? ce 1aBa Bb3MOKHO Hai-roasaMo JAeiCTBIE Ha
MIPABOTO HA MyOJIMYEH JOCTHII 0 JOKYMEHTH U C€ ONPEACIIAT OOUIUTE IPUHITUITA U
OTpaHHYEHUS 3a TOBA. BBIIpeKHu TOBa ompesiesieHn O0IECTBEHN U YaCTHU MHTEPECH KaTO
JUYHHATE JAHHU U TIOBEPUTEIIHATA THPrOBCKa MH(OpMAIIUS Clie/[Ba Aa OBJAT 3alUTCHH

MOCPEACTBOM H3KIIOUeHus B cboTBeTcTBUE ¢ Permament (EO) Ne 1049/2001.

20 Pernament (EO) Ne 1049/2001 na EBponeiickust napiaamenT u Ha CbBera ot 30 mait 2001 r.
OTHOCHO MyOJMYHUS JOCTBI 10 TOKyMeHTH Ha EBponeiickus napiament, Ha CbBeTa U Ha
Komucwusita (OB L 145, 31.5.2001 r., ctp. 43).
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(24)

C nen ocurypsiBaHe Ha I'bBKaBOCT, U TO-CIIELUAIHO MIPUCIIOCOOSIBaHE KbM Pa3BUTHETO HA
HayKaTa U CIPaBsIHE C HENPEIBUIEHU OOCTOATEICTBA U MEAUIIMHCKH HYXK]IH,
YIPaBUTEIHUAT ChbBET HA ATEHIUATA CIIe/IBa J1a MMa Bb3MOXHOCT Jla ONpEesisl paBuiiaTa
3a paboTa, 3a Jja YJIECHH MPUJIaraHeTo Ha HACTOSILUS PETIaMEHT, IO HaJJIEKHO
000CHOBAHO MPEIIOKEHNE Ha U3IIBJIHUTETHUS qupekTop. [lo-crenuanto, ynpaBuTeTHUAT
ChBET Ha ATEHLIMATA CIIE/[BA Ja MOKE J1a OIIpeess IbpPBO, 1aTH U KpaliHU CPOKOBE 3a
IUIallaHe, HAYMHY Ha IIalaxe, rpaguiiy, noapoOHu KiIacu(PUKAIUHU, CIIUCHIH C
JOMBIHUTETHN HAMaJICHHUs Ha TaKCUTE, IOJPOOHHU CyMH B paMKUTE Ha OIpeJieeH
JIMara3oH; BTOPO, JOCTAThYHO I'bBKAB 00111 (hopMarT, 3a NpeA0CTaBsiHE HAa ATCHIUATA HA
¢unancoBa nH(pOpMAIH OT KOMIIETEHTHH OPT'aHU HA AbP)KAaBUTE WICHKU WIN €KCIEPTHUTE,
C KOWTO € CKJIFOUEH J0rOBOp 3a y4acTue B paboTara Ha eKCIEPTHUTE TPYIU B 00JacTTa Ha
MEIULUHCKUTE U3JEIUS; U TPETO, 32 BCEKU BUJI MHCIIEKIIUS, KAKBO IPECTABIsABA
OTJIeJIHAaTa UHCIEKIUS. 3a 1a C€ OCUTYpH ChOTBETCTBHE € ITpaBoTo Ha Cbhro3a U
CbOTBETHUTE MOJIUTUKHU Ha Cbl03a, IPeaU MPEATI0KEHUETO Aa Ob1e MPEICTaBEHO MPEJ]
yIpaBUTEIHUS ChBET HAa ATeHIUsATA 3a IpUeMaHe, CIe/IBa 3aIbKUTEIHO Aa Obie
MOJIYYEHO MOJIOKUTEITHO CTaHOBHILE OT KoMucHsATa OTHOCHO NIPEAJIOKEHUETO Ha

HU3I'BJIHUTCIIHUA OAUPCKTOP.
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(25)

(26)

(27)

I[OKJI&I[‘II/II_[I/ITC, ChAOKIIAAUUIHNUTC U JIMLATa U3II'bJIHABAIIU APYTH POJIK, CHUTAHHU 3a
paBHOCTOfIHH 3a LOCJIMTC HAa HACTOAIIUA PCTIIAMCHT, pa3uuTaT 3a CBOUTC OLICHKU Ha
HAaYYHHUTC OLICHKHU U PECYPCH Ha KOMIICTCHTHUTEC OpraHy Ha ABPXKABUTEC YJIICHKH.
AFCHHI/IHTa OTroBaps 3a KOOPAUHHUPAHETO HAa ChIICCTBYBAIIUTC HAYYHU PECYPCH,

IIPEAOCTaBEHU Ha HEVMHO PA3II0JI0KEHUE OT IbPKABUTE WICHKH, B CbOTBETCTBUE C YJIEH 55

ot Permament (EO) Ne 726/2004.

C ornen Ha TOBa U 3a J]a ce TapaHTHPA, Y€ AbpKABUTE WICHKH pasnoaraT ¢ JOCTaTb4HO
pecypcH 3a HAyYHHUTE OLICHKH, CBbP3aHU C MPOLIETypUTe, IPOBEKIAHN Ha PABHUILIETO Ha
Crpro3a, AreHiusita cie/iBa Jia riamia Bb3HarpaxkJIeHus Ha TOKJIUUIINTE U
CHIOKJIATIYUIIUTE, HA3HAYEHU OT IbP’KABUTE WICHKH 32 WICHOBE HA HAYYHUTE KOMUTETH
Ha ATEHLUATA, UK, KOTAaTO € IPUIIOKUMO, Ha JOKIAAUUIIUTE U ChIOKIAIUYULIUTE B
KOOpJIUHAIIMOHHATA rpyna, mocoueHa B wieH 27 ot Jupektusa 2001/83/EQO, 3a
MPEAOCTaBSIHUTE OT TAX YCIYTHU M0 Hay4yHa OlleHKa. Pa3MepbT Ha Bb3HATPAKICHUETO 32
TE3H YCIyTH CJIE/IBA JIa CE€ OCHOBABA Ha OIIEHKA Ha paOOTHOTO HATOBAPBAHE U CIIEABA Ja

6’5,[[6 B3CT NIPCABU IIPpU OIPCACIIIHETO Ha pasMEpa Ha C’[>6I/IpaHI/ITC oT AFeHHI/IHTa TaKCH.

B crotBercTBHE ¢ monuTHKaTa Ha Chro3a 3a noakpena Ha MCII, kakTo e onpenesneHa B
I[Tpenopwka 2003/361/EO na Komucusra?!, 3a Tx cieiBa ja ce npuiaraT HamajieHus Ha
takcure. [locouennte HamaneHus TpsiOBa Jja ce ONpeeNAT Bb3 OCHOBA HA HA/IJIE)KHO
oTuMTaHe Ha mIaTexocrnocoonocrra Ha MCII. 3a 1a ce ocurypu chriacyBaHoCT Ha T€3U
namanenus 3a MCII ¢ Pernmament (EO) Ne 2049/2005, HacTosuTe HUBA 32 HAMAaJIsIBaHE
Ha TaKCUTE CIIe]I MOJIydaBaHe Ha pa3pellieHne 3a ThProBus clieBa J1a ObaaT MpeaoCTaBeHU
Ha MCII. OcBeH ToBa MUKPOIIPEATIPUATUSITA ClieBa Aa ObIaT 0OCBOOOACHH OT BCHUKHU

TaKCH CJIe/I OJTy4aBaHe Ha Pa3pelieHUe 3a ThPTrOBHUSI.

21

[Ipenopska 2003/361/EO na Komucusta ot 6 mait 2003 r. 0OTHOCHO ONpeAEICHUETO 32
MHUKpPO-, MaJIKH U cpennu npennpustus (OB L 124, 20.5.2003 r., ctp. 36).
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(28)

(29)

(30)

I'enepuyHHTE JIEKAPCTBEHU MPOAYKTHU 332 XyMaHHA YHOTpeOa U TeHEPUYHHUTE BETEPUHAPHU
JIEKapCTBEHH MPOJIYKTH, ICKAPCTBCHUTE MPOYKTH 32 XyMaHHA yroTpeda u
BETEPUHAPHUTE JICKAPCTBEHH MPOAYKTH, Pa3pElICHU ChINIACHO PA3Iope0nTe, OTHACSIIN
ce JI0 YTBBPICHOTO JICUYEOHO MPHIIOKEHHE, XOMEOTIATUYHUTE JIEKAPCTBEHH MPOYKTH 32
XyMaHHa yrmoTpeda U XOMEeOaTHYHUTE BETCPUHAPHHU JICKAPCTBEHU MPOAYKTH, KAKTO U
pacTUTENHUTE JICKApCTBEHH MIPOAYKTH 32 XyMaHHa yrnoTpeda, ciiefiBa Ja MmoajexaT Ha
HaMaJieHa TOJIMIITHA TaKca 3a (papMaKoJoruyHa OJUTEITHOCT, Thi KaTO T€3H JICKapCTBCHU
MIPOAYKTH OOMKHOBEHO UMAT YTBBPJICH Mpo¢ it Ha Oe30macHoCT. Berpeku ToBa B
CIy4auTe, B KOUTO TE€3U JIEKAPCTBEHU IIPOAYKTH Ca IIPEAMETHT Ha IIPOLIEAYPUTE I10
(dapmakoornyHa OAUTETHOCT Ha paBHUIIETO HAa Chio3a, ATCHIIUATA ClIe[Ba 1a ChOmupa

II'bJIHAaTa TaKCa C OIJIC Ha U3BbPIICHATA JOII'BJIHUTCIIHA pa60Ta.

C nen u30srBaHe Ha HEMPONOPLMOHAIHO aAMUHUCTPATUBHO pabOTHO HaTOBApPBaHE 3
AreHuusTa, HAMaJIEHUATA HAa TAKCUTE U OCBOOOXKAaBaHUATa OT TAKCH CJIe/IBa J1a Ce
IIpWJIaraT Bb3 OCHOBA Ha JACKJIapalys OT CTPaHa Ha IIPUTEKATEN Ha Pa3pPEIIEHUETO 32
THPIrOBHs WIX HA 3asBUTENS, KOMTO TBBPJU, Y€ UMa IIPAaBO HA TAKaBa MspKa.
IIpenocraBsiHeTO Ha HEBsipHA MH(OpPMAILU B TOBA OTHOIIEHUE CJe/[Ba /1a Oble
BB3NPENATCTBAHO YPE3 MPUIIATAaHETO Ha ClIeUU(PUUEH HAJIOT, B cllydail ye AreHIUsITa

YCTaHOBHU IIPEJIOCTABSIHETO HA HEBSIpPHA MH(pOpMALHS.

3a Ja €€ OCUrypu npe€aBuanMocCT U ACHOTA, pa3MCPBbT Ha TAKCUTC, HAJTIO3UTEC U

BB3HAIpaKACHUATA CC OIIPCACIIA B €BPO.
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(1)

Pa3mepbT Ha TakcuTe, HAJIO3UTE HA ATEHIUATA U Bb3HATPAXKIACHUATA HA KOMIIETEHTHUTE
OpraHu Ha AbP)KaBUTE WICHKH CIIE/IBA Ja C€ KOPUTUPA, KOTaTo € [esIechoOpasHo, 3a /1a ce
B3eMar MPeIBU/l 3HAYUTEIHUTE MPOMEHH B Pa3X0UTe, YCTAHOBEHU Ype3 MOHUTOPUHT Ha
pasxonuTe, U 3a Ja ce oTueTe MH(IanuaATa. 3a [eJuTe Ha OTYUTAaHEe Ha Bb3/IEHCTBUETO Ha
uH}IanUATa CIeBa J1a Ce U3I0JI3Ba XapMOHU3UPAHUAT UHICKC HA TIOTPEOUTEICKUTE
neHu, nyonukysan ot EBpoctar B ceotBercTBUE ¢ Pernament (EC) 2016/792 na
Esponeiickus napnament u Ha Cheera??. [Ipu mbpBaTa KOpeKIMs nopaau HH IanusTa Ha
TaKCcHUTe, HAJIO3UTE U Bb3HArpakJICHUATA Clie/iBa Jla Ce B3eMaT MpPeBU FOIUITHIUTE HUBA
Ha H(}IanK 3a BCsAKa KaJIHAapHa TOAMHA CIIe/l BeYe MPUII0KEHATa KbM CyMUTE B
MPUIIOKEHUATA KOPEKIHS CIPAMO MH(pIanusATa, 10 ¥ BKIouuTeaHo 2024 r. Beue
MIPUJIOKEHUAT KbM CYMHUTE B IPUIIOKEHUATA MPOLIEHT Ha uHGuanus e 5,9 % 3a 2023 r.,
KOETO ChOTBETCTBA Ha MPOrHo3HaTa roauirHa uaduranms 3a 2023 r., u 1,2 % 3a 2024 r.
CrnenoBaTenHo Npy IbpBaTa KOPEKIHUS Nopaan HHGIALKATA CIeBa Aa C€ B3EME MIPEIBU
Y KOPEKIUATA, HEOOXO0IMMa C OTJIe/l HA OKOHYATEITHUS TOIUIIIEH MPOLEHT Ha HH(IIAIHS 3a

2023 r.n 2024 .

22

Pernament (EC) 2016/792 na EBponeiickus napiameHnT u Ha CbBeta oT 11 maii 2016 1. 3a
XapMOHU3UPAHUTE UHACKCHU Ha MOTPEOUTEIICKUTE LIEHU U 33 MHJIEKCA Ha [IEHUTE Ha
x)uumiara u 3a orMsaa Ha Permament (EO) Ne 2494/95 na CeBera (OB L 135, 24.5.2016 1.,
crp. 11).
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(32)

C nen ocurypsiBaHe Ha ObP30TO KOPUTUPAHE HA CTPYKTypaTa U pa3Mepa Ha TAKCUTE U
HaJIO3HUTC Ha AI‘CHI_[I/IﬂTa M Ha Bb3HArpaXXJACHHATA HA KOMIICTCHTHUTC OpTraHr Ha
IbP)KaBUTE WICHKH KbM 3HAUUTEIHH IPOMEHH B Pa3XOAUTE HITH MPOIECHTE, HA
Komucusra cneiBa aa ce npenocTaBy NpaBOMOIIKETO Ja TpUeMa aKTOBE B ChOTBETCTBHE C
giieH 290 ot JloroBopa 3a ¢pyHKIIMOHUpaHEeTO Ha EBporelickus chi03 0 OTHOIICHHE Ha
OIPCACIIIHCTO Ha ﬂeﬁHOCTHTG Ha AFCHL[I/ISITa, npeaMET Ha TaKCHU U HAJIO3U U, KbACTO €
YMECTHO, pa3Mepa Ha Bb3HArPa)ICHUETO Ha KOMIIETCHTHUTE OPTaHH Ha JIbPKABUTE
yiieHKU. ToBa onpeneNsiHe clieiBa 1a e U3BbPIIN HAa OCHOBATa Ha OOCKTHUBHA
nH(OpMALIHS OTHOCHO Pa3Xx0UTe WU H3MEHEHHATA B peryJiaTopHaTa paMka. Tazu
nH(OpMAIIHS Ce TPEOCTaBs TJIABHO Ype3 CIEIHAlICH JOKIAI, IPUET OT YIPABUTCITHUS
CBBET Ha ATCHIIUATA, KOMTO ChIAbpika 000CHOBAHU MPENOPHKH 32 YBEIMUABAHE UITH
HaMaJIsiBaHE Ha pa3Mepa Ha TaKCH, HAJIO3U WM Bb3HATPAXKICHUS, 32 U3MECHCHHE HA
IMPHUIIOKCHUATA, BKIIIOUYUTCIIHO Bb3 OCHOBA HA ITPOMCHU B HOPMATUBHO YCTAHOBCHHUTC
3aJauu Ha ATEHIUATA, 3a 100aBsHE HAa TAKCH U aJIaliTHpaHe Ha crienupUKaIHsITa Ha
JCHHOCTHUTE, 32 KOUTO ATCHIIUATA ChOMPA TAKCH WIIU HAJIO3H, KbM ITPOMEHSIIIIUTE Ce
ycnoBus M u3uckBanusa. OT ocoOeHa BaXXKHOCT € 110 BpeMe Ha MOJITOTBUTEIHATA CU paboTa
Komucnsara Ja IpoBCAC NOAXOAAIN KOHCYJITAlNH, BKIIFOUUTCIIHO Ha CKCIICPTHO PaBHUIIIC,
1 TC3U KOHCYJITAlUU Oa 6”I)IlaT MMPOBCACHU B CbOTBCTCTBUC C IIPUHIUIIUTE, 3aJI0KCHU B
MeXIyHHCTUTYIIMOHAIHOTO criopasyMenue ot 13 anpun 2016 r. 3a mo-100po
3aKOHOTBOPYECTBOZ. [To-CIIeIMaliHO, ¢ e OCUI'ypsSBaHe HA PABHO YYacTUE TIPU
MOJIrOTOBKATa Ha JieNlerupaHnuTe aktoBe, EBponeiickust napiaamMeHT 1 CbBeTHT NOTy4aBaT
BCHUYKH JOKYMCHTH €IHOBPEMCHHO C EKCIICPTUTE OT AbPKABUTC YJICHKHU, KATO TEXHUTEC
eKCTIepTH IOJTydyaBaT CUCTEMAaTHYHO JJOCTHII JI0 3aCeIaHMsTa Ha €KCIIEPTHUTE TPYIH Ha
Komucusra, 3aHnMaBaly ce ¢ NoAroToBKaTa Ha JIeJIeTUPaHUTE akToBE. AKO IMPOMSHATA B
TaKCUTE JJOBEJIE /1O yBEJIMYaBaHE Ha Jieja Ha Te3M TaKCH OT CTpaHa Ha ATEHIUATA, Cle/IBa
Ia ce 00bpHE CIeNHaTHO BHUMAaHUE Ha TIOJIBPKAHETO Ha IIeITa 32 OCHOBAHO Ha
pasxoaute, GallaHCHpPaHO, 0OEKTUBHO U CIPABEIIMBO PA3NPEICICHNE Ha TAKCUTE MEXKIY

AFCHI_II/ISITa 1 KOMIICTCHTHUTC OpraHd Ha AbPIKABUTC YJICHKHU.

23

MexaynHCTUTYIIMOHAIHO criopazymeHue mexay EBponeiickust napaament, CbBeTa Ha
EBponeiickust cpro3 n EBpomneiickara komucust 3a mo-100po 3akonorBopuectso (OB L 123,
12.5.2016 ., ctp. 1).
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(33)

(34)

3a ;1a ce rapaHTHUpa Bb3CTAHOBSBAHETO HA Pa3XxouTe, ATCHIIHITA CIe/IBa Ja MPEA0CTaBs
YCIIYTH, TIOTIAAAIIN B 00XBaTa Ha BB3JIOKEHHUTE ¥ 33/1a4M, CAMO CJIe]I IUIOCTHO ILJIallaHe
Ha CbOTBETHATa TaKca WM ChOTBETHHS Hajor. B choTBeTCTBHE € wieH 71, ueTBbpTa
anunes ot Jenerupan pernament (EC) 2019/715 na Komucusra?* npu u3KIouuTeIHn
oOcTosTencTBa 0Oade € Bh3MOXKHO JIajieHa yciryra na Obje npenoctaBeHa 6e3

MMpCABAPUTCIIHO 3allIalllaHe Ha AbJDKUMATA TaKCa WM Bb3HAIpaXJACHUC.

B cvotBercTBHE ¢ wieH 30 ot Pernmament (EC) 2022/123 AreHuusiTa OCUTYpsiBa OT UMETO
Ha Komucusita cekperapuara Ha €KCIIEpTHUTE TPYIH, ONPEIEICHH B ChOTBETCTBUE C
Pernament (EC) 2017/745. Ilopaau ToBa unen 106 ot Pernmament (EC) 2017/745 u unen
30, oyksa e) ot Pernmament (EC) 2022/123 oTHOCHO 3arutanjaHeTo Ha TaKCH 3a
KOHCYJTAINH, IPEIOCTaBeHH OT €KCIEPTHU TPYIIU, ClIe[[Ba 1a ObIaT U3MEHEHHU, 3a J1a Ce
OCUTYPH BB3MOKHOCT Ha ATEHIIMSITA J]a CbOMpPA TaKCH 3a MPEIOCTaBsIHETO Ha Ta3H YCIIyTra,

cien kato Komucusita onpezaenu TakuBa Takcu B cboTBeTcTBHE ¢ Pernament (EC)

2017/745.

24

Henerupan pernament (EC) 2019/715 na Komucusita ot 18 nekemspu 2018 . 0THOCHO
paMKoBHs (PMHAHCOB PErjaMeHT 3a OpraHure, ch3aaneHu no cunara Ha JJIOEC u JloroBopa
3a EBparom u mocouenu B wien 70 ot Permament (EC, EBpatom) 2018/1046 Ha
EBponeiickus napiaament u Ha Coeera (OB L 122, 10.5.2019 ., c1p. 1).
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(35)

(36)

I[OKO.HKOTO HOEJIUTC HAa HACTOAIIUSA PCTIIAMCHT, 4 UMCHHO [Ia CC€ OCUT'YPH TOAXOOAII0
(bI/IHaHCI/IpaHe 3a ,Hef/'IHOCTI/ITe U 3aJa4YUTC Ha AFGHI_II/ISITa, HU3BbPIIBAHU HA PABHUIICTO HA
Cplo03a, upe3 yCTaHOBSIBAHE Ha OCHOBAHU Ha Pa3XOJIUTE TAKCH U HAJ03H, KOUTO ATCHIMSTA
1a cr0Mpa, U J1a ce rapaHTHpa OCHOBAHO Ha Pa3XoJIUTE Bb3HATPaXKIeHUE Ha
KOMIICTCHTHUTC OpraHd Ha ABPIKABUTEC YJICHKU 3a TCXHHUA ITPUHOC 3a OCBIICCTBABAHCTO HA
TE3U 3aJ1a4M, HEe MOXKe J1a ObJIe TOCTUTHATA B JOCTAThUHA CTEIICH OT IbPIKABUTE YICHKH, a
nopajy mMaiada UM pe3ysitata Ha IeHCTBUETO, MOraT J1a ObJaT Mo-100pe MOCTUTHATH Ha
paBuunieto Ha Cpro3a, CHIO3BT MOXKE J1a IPUEME MEPKU B CHbOTBETCTBUE C IMIPUHIIUIIA HA
cyOcuimapHocCT, ypenieH B uieH 5 ot Jlorosopa 3a EBponeiickus cbio3. B cboTBETCTBHE C
IIpUHIHMIIA Ha IPONOPHHUOHAIIHOCT, YPCACH B ChbIIHA YJICH, HACTOAIIUAT PCTIIAMCHT HEC

HaJAXBBPJIA HCO6XOI[I/IMOTO 3a IOCTUI'aHCTO Ha TC3H LICJIN.

3a 1a ce ch3aanaT ycloBHs 3a ObP30TO MpPUIIAraHe Ha MIPEIBUACHUTE B HACTOSLIMS
perylaMeHT MEpKH, TOH CJIeiBa /1a BiIe3€ B CHJIA B JICHS CJIe]l IyOJIMKYBaHETO MY B

Oguyuanen secmuux na Esponelickus cvo3s,

I[TPUEXA HACTOAIIMA PETJTAMEHT:
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Ynen |

Ilpeomem u obxeam
1. C HacTosIIUs PEriiaMeHT Ce YCTAaHOBSIBAT IIPaBUiIa OTHOCHO:

a)  TaKCHUTE U Hajlo3uTe, cbOupaHu oT EBporneiickara areHius 1o jekapcrBaTa
(Hapu4aHa 10-HATaTbHK ,,AT€HLUATA™) 32 IEHHOCTUTE IO OLICHSBAHE, CBbP3aHU C
[0JIy4YaBaHe U MOALbpKaHe Ha paspenieHue Ha Cbro3a 3a ThProBusl € JIEKAPCTBEHU
IIPOAYKTH 3a XyMaHHa yrnoTpeda U JIeKapcTBEHU NMPOJYKTH 32 BETepHUHApHa
ynotpeda, KakTo U 3a APYTH yCIyrH, IPEeJOCTaBsHU OT ATeHLUsATa, WIK 3a 331a4H,

W3ITBIHSABAHU OT Hesl, ChIIIacHO MpenBuieHoTO B periameHT (EO) Ne 726/2004 n

(EC) 2019/6;

6) CbOTBCTHHUTC Bb3HAI'PAKACHHUA, KOUTO CC 3a1lialiarT OT Ar CHIUATA Ha
KOMIICTCHTHUTC OpraHd Ha ABPIKABUTEC YIICHKU 3a YCIIYTUTEC, IPCAOCTABAHU OT
AOKJIAAYUIUTE U, KOTraTo € NPHUIIOKUMO, OT ChbAOKIATIYUIUTEC OT KOMIICTCHTHUTC
OpraHv Ha AbPXKaBUTC YICHKHU, WK OT JIMIA, U3ITbJIHABAIIU APYTH POJIK, CHUTAHU 34
paBHOCTOﬁHH 3a OCJIMTC HAa HACTOAIIUA PCIrIIaMCHT, CbINIAaCHO ITIOCOYCHOTO B

IPUITOKCHUATA KbM HACTOAIIUSA PCTIIAaMCHT, U

B)  MOHHUTOPHHT Ha Pa3XOJUTE 3a JICHHOCTUTE U YCIYTUTE, TPETOCTABIHU OT
ATreHnMsITa, U MOHUTOPUHT Ha Pa3XOAMTE 3a TOCOYEHUTE B OykBa 0)

BBb3HArpaXKacHus.
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C HaCcTOAIUA PCrIIaMCHT CBhIIO CC YCTAaHOBABAT IpaBUJia OTHOCHO!:

a)  pa3MepuTe Ha TAKCUTE U HAJIO3UTE, MOCOUeHU B maparpad 1, Oyksa a), onpeaeneHu

BB3 OCHOBA HAa OCHOBAHA Ha pa3xXoJUTE OLICHKA; U

0) CBOTBETHHTE pa3MepH Ha Bb3HArpaXXJACHUATA, TOcOYeHH B naparpad 1, Oyksa 0),

OIIPCACIICHU Bb3 OCHOBA HAa OCHOBAHA HA pa3XOJUTC OLICHKA,

JlexapcTBeHHUTE NIPOAYKTH 3a XyMaHHa yroTpeda, KOUTO ca pa3pelleHy 3a yCKaHe Ha
naszapa B cbOTBeTCTBHE ¢ WwieH 126a ot JIupektuna 2001/83/EO, He moanexaT Ha TAKCUTE
3a neitHocTy 1o (hapMakosoruyHa OJUTEeTHOCT, TOCOUYEHU B IPUIIOKEHUATA KbM

HaCcTOAIINA PCriIaMCHT.

Ynen 2

Onpeodenenus

3a HCJIUTC Ha HACTOAILIUA PETTIAMCHT CC IIpujiaraT CJICAHUTE ONPCACIICHUA:

1)

,»€IMHUIIA 32 TAKCYBaHE 110 OTHOILIEHUE Ha JIEKAPCTBEHU MPOJYKTH 3a XyMaHHA yrnoTpeba
O3HayaBa €AMHMIIA, ONPEIeNICHAa Ype3 YHUKaIHA KOMOWHALUSA OT CJeIHUs Habop OT JlaHHH,
U3BJICUEHU OT ChXpaHsIBaHaTa OT AreHuusATa HHGopMaIys 3a BCUUKH JICKApCTBEHH
MPOAYKTH, pa3perieHu B Cbro3a, U ChOTBETCTBAILA HA 33 IbJKEHUETO Ha MPUTEKATEITUTE
Ha pa3pelieHyst 3a ThProBus, IOCOUEHO B wieH 57, naparpad 2, OykBu 6) u B) OT
Pernament (EO) Ne 726/2004, 3a npenocTaBsiHe Ha TakaBa HHGOpMaIus B 6azara JaHHU,

rmocoueHa B wieH 57, maparpad 1, BTopa aniuHesi, OyKBa JI) OT IOCOUYEHHSI PETJIaMEHT:

a) HAaNMMCHOBAHUCTO HA JICKAPCTBCHUS ITPOAYKT B CbOTBECTCTBHUEC C ONIPCACICHUCTO,

npenBuieHo B wieH 1, Touka 20 ot Jupextuna 2001/83/EO;
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0) mpuTexkaTelns Ha pa3pelieHue 3a ThProBuUs;
B)  IbprKaBaTa WiICHKA, HA YUATO TEPUTOPUS € BAIIUIHO Pa3pELIEHUETO 32 ThPrOBHUS;

r) AKTHUBHOTO B€IICCTBO UJIN KOM6I/IHaHI/I${Ta OT aKTUBHHU BCIICCTBA, C U3KJIFOYCHUEC Ha
XOMCEOIMATUYHUTE JICKAPCTBECHU ITPOAYKTH WJIN PACTUTEIIHUTE JICKAPCTBCHU

IIPOJYKTH, KAKTO Ca OIPENEIEHN ChOTBETHO B WiieH 1, Touku 5 u 30 ot AupextuBa

2001/83/EQ;
n)  dapmaneBTuunara popma;

2) ,CANHHAIIA 3a TAKCYBAHC 110 OTHOIICHNEC HA BETCPUHAPHU JICKAPCTBCHU HpO,HYKTI/I“
O3Ha4YaBa €AMHUIIA, OIIPCACIICHA YPE3 YHUKAJIHATA KOM6I/IHaIII/I$I OT CJIICAHUTE I10JIETA C
AaHHHW, CbAbpiKallu CC B Oa3ara JaHHH Ha Cpb103a OTHOCHO MPOAYKTUTC, Cb3aaJdcHa

chriacHo wieH 55, naparpad 1 ot Pernmament (EC) 2019/6:

a)  TOCTOSHHUSAT UACHTU(HUKATOP, TOCOYEH B Moie 3a AaHHu 3.1 B npuioxenue 1 kbm

Permament 3a usneiaenue (EC) 2021/16;

0) uICHTH(PUKATOPHT HA MPOAYKTA, TIOCOYCH B TOJIe 3a JaHHHU 3.2 B ipmiioxenue 111

kbM Pernament 3a usneinenue (EC) 2021/16;

3) ,»CPEIHO MPEANPUATHE 03HAYaBa CPENHO NPEANpUATHE IO cMUCHIIa Ha [Ipenopbka
2003/361/EO;

4) ,»MAJIKO IIPEANPUATHE  03HaYaBa MaJKO IPEANPHUATHE 110 cMUChIa Ha [Ipenopbka
2003/361/EO;
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5) ,»MUKPOIIPEANIPUATHE 03HaYaBa MUKPOIIPEAIIPUATHE 10 cMUChIa Ha [Ipenopbka

2003/361/E0;

6) ,,FI3BBHPEHA CUTYaIMs B 00JacTTa Ha O0IMIECTBEHOTO 3/paBe’* 03Ha4aBa U3BBbHPEIHA
CHUTYyaIusi B 00JIacTTa Ha OOLIECTBEHOTO 3/IpaBe, Mpu3HaTa oT KoMucusara B CbOTBETCTBHE
c wien 23, naparpad 1 ot Pernmament (EC) 2022/2371 na EBponeiickus nmapjiaMeHT 1 Ha

CwBera?s.
Ynen 3
Buooee maxcu u nanosu
AreHIMsTa MOKE J1a CHOMpA CIIEIHUTE BUIOBE TAKCH WIJIM HAJIO3H:

a) TaKCH U HAJIO3U 32 MPOLEAYPUTE 3a OLICHKA U YCIYTUTE, CBbP3aHU C JIEKaPCTBEHU

IMPOAYKTH 3a XyMaHHa yHOTpe6a, IIOCOYCHHU B ITPHIIOKCHUC I;

6) TAKCH U HAJIO3U 34 NPOUCAYPUTE 3a OLICHKA U YCIIYTUTEC, CBbp3aHU C BETCPUHAPHU

JIEKapCTBEHU IIPOIYKTH, IOCOUEHH B IpuiioxeHue II;

B) TOJIUIITHA TAKCH 32 Pa3pelieHH JIEKAPCTBECHUTE MPOIYKTH 32 XyMaHHA yIoTpeda 1

pa3peiiCcHu BETCPUHAPHU JICKAPCTBCHU IMTPOAYKTH, IOCOUCHHU B IMIPUITOKCHUC HI,

F) APYTA TaKCU U HAJIO3U 3a JICKAPCTBCHU IMPOAYKTH 3a XyMdHHA yHOTpe6a, BCTCPpUHAPHU
JICKApCTBCHU MPOAYKTH U KOHCYJITAIUKM OTHOCHO MECANIUHCKH U3ACITINUA, IOCOYCHU B

npuioxenue IV.

25 Pernament (EC) 2022/2371 na EBponeiickus napnament 1 Ha CbBeTa OT

23 HoemBpu 2022 r. OTHOCHO CEpPHO3HUTE TPAHCTPAHUYHH 3aIUIAXU 3a 3PABETO U 32 OTMSAHA
Ha Pemmenne Ne 1082/2013/EC (OB L 314, 6.12.2022 1., cTp. 26).
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Ynen 4

ﬂOl’l‘bﬂHumeJlHM makcu u Haaio3u

AreHnusTa MOXE J]a ChOMpa Takca 3a IPeJOCTaBIHUTE OT Hesl HAyYHU YCIYTH, aKO
MMOCOYEHUTE YCIyTy He ca 00XBaHATHU OT Apyra Takca Wiu OT APYr HAJIOT, IPEIBUICHU B
HACTOALLMS PETJIAMEHT WIH B JpyT IIpaBeH akT Ha Cbro3a. Pa3MepbT Ha Takcara 3a HayyHa
yciyra ce onpezensi KaTo ce B3MMa IPeABHI CbOTBETHOTO pabOTHO HATOBapBaHe.
MuHUMaIHUAT U MAKCUMAHUAT pa3Mep Ha OCOYCHUTE TAaKCH 32 HAyYHU YCIIYTH U,
KOrarTo € MPUIOKUMO, CbOTBETHOTO Bb3HATPaXk/ICHUE 32 JOKJIAAUUIIUTE U, KOraTo €

MPUIIOKUMO, 32 ChJIOKJIAIUULIUTE, CA TOCOUYECHHU B TOUYKA 5 OT mpuioxenue [V.

AFCHIII/ISITa MOXE aa C”I)6I/Ipa HaJIOT 3a a/IMUHHUCTPATUBHUTC YCIIYTH, KOUTO IIPEAOCTABA 110
HCKaHC Ha TpETa CTpaHa, aKO TE3U YCIYI' HC Ca 00XBaHATH OT Apyra Takca uJjm OT Apyr
HaJIOT, IPCABUACHHU B HACTOAIIHWA PCTIIAMCHT WJIK B APYT IIPABCH aKT Ha Crlo3a. PaSMep’bT
Ha HaJiora 3a aIMMHHUCTPATHBHHA YCIIYI'U CC OIIPCALCIIA, KaTO CC B3UMa IMPCABUI
CbOTBCTHOTO pa6OTHO HaTOBAapBaHC. MuUHUMAJTHUAT 1 MAaKCUMATHHAT pasMEp Ha TE3U

HAJIO3H € TIOCOYEH B Touka 6.4 ot mpunoxenue [V.

Takcute u Hano3urte, cbOMpanu chriaacHo naparpadu 1 u 2, ce onpenenst ot
YIPaBUTETHUS CbBET HA ATEHIUATA CIIE]] MTOJO0XKUTEIHO CTAHOBHILE OT CTPaHa Ha
KomMucusita B cbOTBETCTBHE € ITpOLIEAypaTa, yCTaHOBEHA ChIIacHO wieH &. [Ipunoxxumure

CyMH ce MyOJIMKYBaT Ha yeOcaiiTa Ha AreHIuATA.

HpI/I BCAKO MIPCPA3IICKAaHC Ha HACTOAIIUS PCTIIAMCHT Kowmucusra B3ema MnpeaBul BCUIKU

TaKCH W HAJIO3H, C’b6I/IpaHI/I oT AFeHI_II/ISITa B CbOTBCTCTBHUEC C HACTOAIIUA YJICH.
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Ynen 5
Hsnnawane na 8v3nazpasicoenus Ha KOMIemenmHUme opean Ha Obpaacasume YieHKuy 3d

npedocmasste Ha yciyeu Ha Aeenyuama

1. AreHnusTa U3IJIaNa Ha KOMIIETEHTHUTE OPTaHy Ha TbPKABUTE WICHKH
BB3HATPAKICHUATA, TOCOYCHHU B WieH |,maparpad 1, Oyksa 0), B ChOTBETCTBHE C

PasSMEPUTC HAa Bb3HATIpAXKJACHUATA, IPCABUACHU B HACTOAIINA PCTIIAMCHT.

2. Koraro 3a JaJC€HH TaKCHU W HaJIO3U CC IIpujaraT HaMaJICHHA Ha TaKCU HUJIN OCBO60)KI[aBaHC
OT TaKCH, CbOTBETHOTO BB3HAI'PAXKACHHUE, KOCTO CE 3alljiallla Ha KOMIICTCHTHUTE OPraHu Ha
ABPIKABUTC YJICHKH B CbOTBCTCTBHUEC C HACTOAIIUA PEIrJIAaMCHT, HC CC HaMaJIsiBa, OCBCH aKO B

HACTOAIIMS PETJIAMEHT € IPEIBUIECHO APYTO.

3. Bb3HarpaxieHueTo Ha KOMIIETCHTHUTE OPTaHu Ha JbP)KaBUTE WICHKHU CE U3ILIAIIA B
CBHOTBETCTBHUE C MUCMEHUS JIOTOBOP, ITOCOYEH B WieH 62, naparpad 3, mbpBa ajJrHes OT
Permament (EO) Ne 726/2004. Br3HarpaxJaeHUETO ce U3ILIalla B €Bpo. BCHUKU CBBp3aHH
C M3IUIAIAHETO HAa TOCOYEHOTO Bh3HATpaKIeHNE OaHKOBHU TaKCH CE MTOEMaT OT
Arennusita. [ToqpoOHUTE NTpaBHiIa, CBbP3aHU C U3ILIIANIAHETO HAa Bh3HATPAXKICHUATA Ha
KOMIICTCHTHUTE OPTaHH Ha JIbP)KABUTE WICHKH, C€ ONPECIIAT OT YIPABUTCIHUS ChBET Ha

AFCHHI/ISITa B CHOTBETCTBHE C WICH 8 OT HACTOAIIWA PCTIIaMCHT.
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Ynen 6

Hamanenus U pazCpodsane Ha maxkcume u Haiosume
AFCHHI/IHTa IIpujiara HaMmaJ€HuATa U pasCpOUYBaHCTO, IOCOUCHHU B ITPUTTOKEHUEC V.

H'Bp}KaBI/ITC YICHKHU WKW HHCTUTYHHUTE Ha CLIOBa, KOHTO Ca ITOMCKaJIn OLICHKA,
CTAaHOBUIIC UJIK yCJIyTa OT AFGHLII/ISITa, HEC OBbJIDKAaT TaKCH HJIKM HAaJIO3H CBhIJIACHO

HacTOAIUA pCriIaMCHT.

bes Ja C€ 3acsra 4JICH 5, naparpa(b 2, KOrarto 3asBUTCIIAT WJIH IIPUTCKATCIIAT Ha
pa3spelieHuC 3a TbProBUst MOXKE [1a C€ Bb3I10JI3Ba U OT HAMAJICHUEC, IPCABUZICHO B APYyT
IIpaBCH aKT Ha Cmosa, CC ITpuJjiara caMo ToBa HaMaJICHUC, KOCTO € Haf/'I-6JIaFOHpI/I$ITHO 3a

3asABUTCIIA UJIU MIPUTCIKATCIIA HA PASPCIICHUCTO 3a ThbPrOBUs.

ITo 000cHOBaHO MpeAIOKEHUE OT CTpaHa Ha U3MBIHUTEIHUSA AUPEKTOP HAa ATeHLUsATa, [10-
CIELIMAJIHO 3a 3all1Ta Ha OOLIECTBEHOTO 3/IpaBe WM 3/[paBETO HA )KUBOTHUTE, WU 32
MoJIOMarane Ha n30paHu 10 HaUICKHO 00OCHOBAHU MPUYMHU CIICHU(PHYHI BHIOBE
IIPOJIYKTH UJIU BUJOBE 3aABUTEIH, YIPABUTEIHUAT CbBET HA ATEHIIUATA MOXKE J1a
IIPEOCTaBH, CJIE]] ITOJIOKUTEIIHO CTAaHOBUILE OT cTpaHa Ha Komucusita, mbiaHo uiu
YaCTUYHO HaMaJICHHE Ha MPUJIOKMMAaTa TaKca M HAJIOT B CbOTBETCTBUE C WIEH §.
AreHnMsITa ONOBECTsABA MyOJIMYHO Ha yeOcaliTa c MHQOpMaLMsITa 3a Te3U HaMaJIeHHUs,

ClJIe]] KaTo 3aJIM4M Lisy1aTa UH(pOpMaIMsl ¢ TOBEPUTENIEH ThPTOBCKU XapakTep.
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[Tpu u3BBHpPETHN OOCTOSATEICTBA U HAOKHUTEITHU MPUINHH, CBBP3aHHU ¢ OOIIECTBEHOTO
3/1paBe WJIU 3]IPAaBETO Ha )KUBOTHUTE, U3MBJIIHUTEITHUAT JUPEKTOP HA ATCHIUATA MOXKE J1a
MPEI0CTaBH, BbB BCEKH OTJICJICH ClIy4al, II'bJIHO WJIK YaCTUYHO HAMaJICHUE Ha TaKCUTE,
nocoyenu B npwioxenus I, 11, I u IV, ¢ u3kiroyenne Ha TakcuTe, MOCOYEHHU B pa3eiu 6,
14 u 15 ot npunoxenue I, paznenu 7 u 10 ot npunoxenue Il u pazgen 3 or

npunoxenue III. Besko pemenne, B3€TO ChIVIACHO HACTOSIIMS YIEH, ChAbpKa IPUYUHUTE,
Ha KOUTO CE OCHOBaBa. ATCHIIMATA OIOBECTSABA MyOJIMYHO Ha yeOcaliTa ci HH(pOpMaLHsITa
3a T€3W HaMaJICHUsI, BKIIFOYUTEIHO TPUYMHUTE 3a HAMaJICHUTA, CJIe/ KaTo 3aJIMYH Iisj1aTa

uHbOpMaIKs C TOBEPUTENICH ThPTOBCKH XapaKTep.

Ynen 7

Hﬂau;aﬂe HAa makcume u Haiosumie

Takcute u HaJI03UuTC, ABJDKUMU OT AFCHI_II/ISITEI CBhINIACHO HACTOAIIUSA PETJIaMCHT, CC

3aruiamar B €BpoO.

Koraro Takcu 1 Haino3u ca ABJDKUMU CbITIACHO HACTOAIIMA PETJIIAMCHT, AFCHHI/ISITa nu3aaBa
HCKaHC 34 IUIAlIaHC Ha IJ1aTela, KaTO MMOCOUBA ABbJKUMATA CyMa U ONIPEACIIA KpaﬁHI/IH

CPOK 3a IllTallaHe.

Koraro nmarernn IMMOJIYYH UCKAHC 3a IJIalllaHC CBhIJIACHO II'bpPBa aJIMHEA, TOH HN3BBbpIIBA

IUIAII@aHETO B PAMKUTE Ha KpallHUS CPOK 3a IUIAll[aHe, IOCOYEH B UCKaHETO.

IInamaneTo Ha TaKCUTE W HAJIO3UTE CE H3BBpHIBA YPE3 PCBO/ IO MOCOYCHATa B HCKAHETO
3a IJjaimaHe 0aHKOBa CMETKAa Ha AFeHHI/IHTa. Bcuuky 0aHKOBH TaKCH, CBbpP3aHU C

ITOCOYCHOTO IIJIalllaHC, CC IMoeMaT OT IIJIaTCIa.
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Cumnrta ce, 4e IIaTEbT € U3BBPIIMII IUIAIAHETO B PAMKHUTE Ha KpailHUs CPOK 3a IUIallaHe,
IIOCOYEH OT AreHuusTa, caMo aKo IsjaaTa cyma € IjiaTeHa B KpaiiHus cpok. JlaraTta, Ha
KOSITO I[sJIaTa CyMa Ha IIJIalllaHeTo € NOCThIIMIIAa B OaHKOBaTa CMETKa Ha ATeHIUsATa,

IIpeaAcCTaB/IsABa JaTaTa, Ha KOATO € U3BBPIICHO IVIAIAHETO.

Ynen 8

Ilpasuna 3a paboma

[To MOTHBUpPaHO TPEIIOKEHUE HA U3IIBIHUTEIHUS JTUPEKTOP U CJIe]I MOJIOKUTETHO
cta"oBule oT KomucusTa ynpaBUTeIHUAT ChBET HAa ATEHIUATA YCTAHOBSIBA MTpaBUIIa 3a
pabota 3a yjiecHsBaHE Ha MPUJIAraHETO Ha HACTOSIIHUS PETIaMEHT, BKIIFOUUTEITHO
HAYMHHTE HA TUIANIAHE HA TAKCUTE U HAJIO3HUTE, ChOMPaHH OT ATEHIUATA, MEXaHH3Ma 32
IUIallaHe Ha Bb3HArpakJIeHUs Ha KOMIIETEHTHUTE OpraHy Ha JbPKABUTE YWICHKH ChIIIACHO
HACTOAIIUS PETJIAMEHT, ITBJIHO UJIM YaCTUYHO HaMaJIeHHE Ha MPHIIOKUMUTE TAKCH U
HAJIO3U B ChOTBETCTBHE C WIEH 6, maparpad 4 u ycTaHOBSIBAHETO Ha 0011 opMaT, OCHOBAH
Ha Mpo3pavyHa METOAMKA, KOWTO /1a C€ U3MOJ3Ba OT KOMIIETEHTHUTE OPTaHU Ha JbP>KABUTE
YJIEHKH UJIM €KCIIePTH, C KOUTO € CKIIF0YEH JIOTOBOp 3a yyacTue B paboTaTa Ha
€KCIIEPTHUTE TPYNHU B 00J1aCTTa HA MEAULIMHCKUTE U3JIENHSI IPU MPEAOCTaBIHETO Ha

Arennusita Ha puHaHCOBaTa HH(OpMaIus B choTBeTCTBHE ¢ WwieH 10, maparpad 4.

Karo vact ot npaBunata 3a pabora, mocoueHu B naparpad 1, ynpaBUTETHHUST CbBET Ha
AreHuMsTa ONpe/ess yCTaHOBABA U 00XBaTa Ha €/JHa OT/AEJIHA MHCIIEKIIUS 3a BCEKU BUJT
nHcnekuus. ToBa BKIIFOUBA, KOTaTo € MPWJIOKUMO, CbOTBETHHSI JIEKAPCTBEH NIPOYKT,

CbOTBCTHHUA O6€KT, CHhOTBETHATa IEHHOCT U ChOTBETHUS MHCIIEKIIMOHEH €KHII.
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AreHIusATa ONIOBECTsIBA MPaBHiIaTa 32 paboTa Ha CBOSI yeOcailT.

Ynen 9

Cpoxkose 3a niawjane u Mepku  CIy4ail Ha Heniaujane

o 1 suyapu 2025 . B mpaBuiiata 3a paboTa, yCTAHOBEHH B ChOTBETCTBHUE C YJIEH 8 OT
HACTOAILMS PETJIAMEHT, CE I0COYBAT CPOKOBETE 3a IUIAIAHE HA TAKCUTE U HAJIO3UTE,
chOMpaHy B ChOTBETCTBHE C HACTOSIINS periaMeHT. Hamie:xkHo ce oTYuTaT CpoKoBeTe Ha
MPOIICAYPHTE 3a OlICHKa, penBuaeHu B persiamedTH (EO) Ne 726/2004 u (EC) 2019/6 u B
Hupextusa 2001/83/EO.

Koraro muiamjanero Ha Takca WM HAJIOT, CbOMPAaHU OT ATEHIMSTA B CbOTBETCTBUE C
HACTOSIIUS PETJIAMEHT, € IPOCPOUCHO U Oe3 J1a ce 3acsira MPaBOMOIIMETO Ha ATCHITHATA
7la 3aBejie JIENI0 3a OCUTYpsIBaHE Ha IJIallaHeTo chriacHo wieH 71 ot Permament (EO)

No 726/2004, U3BIHATEIHUAT TUPEKTOP HA ATeHIIUATA MOXE J1a PEIIH, ue ATCHIUATA
HSMa J1a IPEI0CTaBsl YCIYTrUTe WM J1a U3BBPIIBA MPOLEAYPUTE, 32 KOUTO CE OTHACA
ChOTBETHATa TaKCa WJIM HAJIOT, WU Y€ ATEHIUSTA 1€ CIIPE BCAKAKBU TEKYIIU WIH ObJICIIN
yCIIyTU U MPOIeypH, JOKATO HEe ObJie IUIaTeHa ChbOTBETHATA TaKca WUIIH HaJIOT,
BKJIFOYMTEITHO ChOTBETHATA JINXBA, KAKTO € MPEIBUJICHO B WieH 99 oT Perimament

(EC, EBpatom) 2018/1046.
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Ynen 10

IIpospaunocm u monumopune

AFCHHI/IﬂTa HY6J'II/IKYB3 Ha cauTa cu pasMeEpa Ha TAKCUTE, HAJIOSUTE U Bb3HAI'PAXKIACHUCTO,

ITOCOYCHU B IIPHIIOKCHUATA.

AreHIuATa U3BBPILIBA MOHUTOPUHT HAa CBOUTE Pa3x0/id, a U3IMIbIHUTEIHUAT JUPEKTOP HA
AreHIuATa MPeoCTaBsi CBOEBPEMEHHO, KaTO YaCT OT FOJMIIIHUS OTYET 3a ACMHOCTTA,
npenasad Ha EBponeiickus napiament, CbBera, Komucusta u CmeTHara nanara,
noApoOHa 1 000CcHOBaHA HHGOPMAIIHS 33 Pa3X0IUTEe, KOUTO I11¢ OBbAAT MOKPUTH OT
TaKCUTE U HAJIO3UTE, NMONaJaiiy B o0XBaTa Ha HacTosmus persiamenT. [locouenara
nHbopManKs BKIIOYBA HHPOPMALKATA 32 MIOKa3aTeUTe, IOCOUeHa B mpuiioxkenue VI, u
MO3K€ Jia BKJIIOUBA Jpyra OTHOcUMa nH(popMalus, HarmpuMep uHpopmanus, CBbp3aHa ¢
MPAKTHYECKUTE aCTICKTH Ha U3ITbJIHEHUETO Ha ICWHOCTUTE HAa ATCHIIUATA, M pa30MBKa HA
pa3xoauTe 3a MPEeAxXoHaTa KaJeH1apHa TOJIMHa, KaKTO U MPOTHO3a 3a CJie/[BalaTa
KaJIeHJIapHa TOHA. ATEHIIUATA ChIIIO TaKa CBOEBPEMEHHO MyOJIMKYBa Mperie]l Ha Ta3H

PIH(bOpMaI_II/IH B TOJMIITHUS CH OTUYET 3a JSHHOCTTA.

B cBos rogunicH OT4YCT 3a I[CI‘/'IHOCTTB. AFCHI_II/ISITa HY6J'II/IKYB3. TOAUIIHHUTC IIPUXOOHU,
IMOJIYYCHH IO BUAOBE TAKCHU U HAJIO3U, BKIIFOYUTECIIHO KOraTo Ca Mpe€a0CTaBCHU HaAMAJICHU A
n 0CBO60}KILaBaHI/I$I, BKIIIOUHUTCIIHO TAKCUTEC U HAJIO3UTC, KOUTO Ca ABJDKMMHU, HO BCC OIIC

HE ca MOJIYYeHH OT ATECHIUSATA.

B cBos roauiiieH oT4eT 3a ASMHOCTTA AFCHL{I/IHTa OCBCH TOBa BKJIIOYBa noz[p06Ha
pa36I/IBKa Ha BCUYKU CYMH, IIJIATCHU HA KOMIICTCHTHUTC OpTraHy Ha AbPKABUTEC YIICHKU

KaToO Bb3HArpaxXJiCHus 3a TAXHaTa pa60Ta.
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KoMnieTeHTHUTE OpraHy Ha AP KaBUTE WIEHKH, OTTOBAPSAILIY 32 JIEKAPCTBEHUTE IPOAYKTH,
WIN €KCIEPTUTE, C KOUTO ATEHIUATA € CKIIIOYHIIA IOTOBOP 3a yyacTue B paboTara Ha
eKCIIEpTHUTE TPYIH B 00JacTTa Ha MEIUIUHCKUTE U3EIIHsI, MOraT Jja IPelI0CTaBAT Ha
AreHnMsATa JOKA3aTEJICTBA 32 3HAYUTEIIHN IIPOMEHH B PA3XOIUTE 34 YCIYTUTE,
MPEJOCTaBsHU HAa ATEHIMATA, C U3KIIOYCHUE HA eeKTa OT KOPUTUPAHETO KbM

uHbIANMATa U Pa3XOoqUTe 3a JCHHOCTH, KOUTO HE MPEICTABIABAT yCiayra 3a ATeHIUsTA.

TakxbB BuA HHGOpPMALIHS MOXKE Ja CE MPEOCTAaBs BEIHBXK Ha KaJeHAapHa FOIMHA WU T10-
PAIKO, KaTo AOMbIHEHUE KbM HH(pOpMaIUATa, MPEA0CTaBsIHA B ChOTBETCTBUE C
npunoxenue VI. Te3u gokazarencTsa ce OCHOBaBaT Ha HaJIEKHO 0OOOCHOBaHA U
KOHKpeTHa prHaHCOBa MHPOPMAIUs OTHOCHO €CTECTBOTO U CTETICHTa HAa (PUHAHCOBOTO
BB3/CICTBUE BHPXY PA3XOJUTE 32 YCIYT'H 32 AT€HIUATA. 3a Ta3H 1IeJI KOMIIETEHTHUTE
OpraHH Ha AbPIKABUTE WICHKH WU €KCIEPTUTE, C KOUTO € CKIIIOYECH JIOTOBOP 32 yYacTHE B
paboTaTa Ha EKCIIEPTHHUTE TPYITH, U3IIOI3BAT YCTAHOBCHHSI CHIIACHO WieH § oonr popmar,
yJIECHSIBAII] CPABHSABAHETO U KOHCOMMAUPaHeTo. KoMIeTeHTHUTE OpraHu Ha AbpKaBUTE
YJIEHKH U €KCIIEPTUTE, C KOUTO ATEHIUATA € CKIIFOYUIIa JOTOBOP 32 y4acTHE B
MPOLIEYPUTE HA EKCIIEPTHUTE TPYNH B 00JIACTTa HA MEAUIIMHCKUTE U3JICIHSI, TPEIOCTABSIT
nmocodyeHara nHpopMaIius BbB (hopMara, Mpe0CTaBeH 0T ATCHIIUSTA, 3a¢JHO C BCIKAKBA
JOMBJIHATENTHA UH(OPMAIIHS, KOSTO ITO3BOJISBA /1a C€ TPOBEPU TOYHOCTTA HA TOCOUYCHUTE
CyMHU. ATeHIIMATa Iperiexaa 1 00001aBa nocoueHara nHpopMalus u s U3M0J3Ba B
CHOTBETCTBUE C Maparpad 6 KaTo NU3TOYHUK 3a CIICIUATHUS JOKIIA], PEABUICH B

nocoueHus naparpad.

Unen 257 ot Pernament (EC, EBpaTom) 2018/1046 ce npunara kbM uHboOpManusra,
MpeloCcTaBeHa Ha ATeHIIUATa B CbOTBETCTBUE C naparpad 3 oT HaCTOSIUS WIEH U

MIPUIIOKCHUC VI xbM HacTOSAIIMA PEerilaMCHT.

PE-CONS 59/1/23 REV 1 37

BG



Cunrano ot 1 suyapu 2025 r. Komucusita cienu npoueHTa Ha HH(IamaTa, u3MepeH 4pe3
XapMOHU3UPAHUS UHJEKC Ha TOTPEOUTEIICKUTE LIEHH, TyOIUKyBaH 0T EBpocTar chriacHo
Pernament (EC) 2016/792, BbB BpBb3Ka ¢ pa3Mepa Ha TAKCUTE, HATO3UTE U
BB3HATPAKICHUATA, IOCOYCHH B MPHIIOKEHUATA KbM HACTOSALIMUS peryiaMeHT. To3u
MOHHUTOPHUHT 00XBaIlla EPUO/Ia OT MOCIEAHATA KOPEKIUS CIIPSIMO MH(IAIMATA U CIIe
TOBA C€ U3BbBPIIIBA HA FOJUIIIHA OCHOBA. Besika Kopekliys Ha yCTAaHOBEHUTE B
CHOTBETCTBHUE C HACTOSIIIUS PETJIaMEHT TaKCH, HAJIO3U U Bb3HATPAXKICHUs, KOSTO € B
CHhOTBETCTBUE C UH(pIAIMATa, ce Ipuiiara Hail-paHo Ha 1 ssHyapu OT KaJleHJjapHaTa ro/IMHa,

CJICBallla KaJICHAAapHaTa roanHa, pe3 KOATO € U3BbPIUICH MOHUTOPHUHI'BT.

Haii-pano npe3 sinyapu 2026 r. 1 Ha UHTEpPBAJIXA OT TP FOJIMHU CJIE]] TOBA
U3IIBJIHUTENTHUAT JUPEKTOP Ha AreHuusra npegoctass Ha Komucusita cnenuanes JOKIai,
IIPUET OT YIPABUTEIHUS ChBET Ha ATEHIUATA, B KOWTO c€ 0COYBAaT MOTUBUPAHU
MIPETIOPBKH, U3TIOKEHH IO 00EKTUBEH, OCHOBAaH Ha (PaKTH U JIOCTATHUHO MOAPOOEH HAYMH,

3a:

a) yBCJINYAaBAHC WJIM HaMaJIsIBAHC HAa pa3sMEpa Ha TaKCa, HAJIOT WJIN Bb3HAI'PAXKIACHUC
CJICH 3HAYUTCIIHA TPOMAHA B CbOTBETHUTEC PA3XO0AH, TIOCOUCHU, JOKYMCHTUPAHU U

HaAJICKHO 00OCHOBaHH B JOKJ1aaa,

0) U3MEHEHHE Ha BCEKH JAPYT €JIEMEHT OT IPUIIOKEHUATA, OTHACSIIL C€ 10 CbOMPAHETO
Ha TaKCH W HAJIO3U OT ATEHIMTA, BKIIOYUTEITHO JOMBJIHUTETHUTE TAKCHU 1 HAJIO3H,

ITOCOYCHU B YJICH 4;
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B) aJlanTHpaHe Ha crenuuKanusaTa Ha JeHHOCTUTE, 32 KOUTO ATEHIUsATa ChOMpa TaKCH

HJIM HAJIO3H, KbM ITPOMCHANIUTC CC YCIIOBUSA U U3MCKBAHUA,

r) YBCIIMYaBaHE, HAMAIIBAHC WJIW BBBCKAAHC HA TaKCHU, HAJIO3U WM Bb3HAIrpaK ACHUA
CJICO IIpOMsHA B HOPMAaTHBHO YCTAHOBCHUTE 3a/1a4r HA AFCHHI/IHTa, BoJ€IIa a0

SHAYUTCIIHA ITPOMAHA B HEHUHUTE pasxoagu.

8. [TocouenusT B maparpad 7 cnenuaneH J0KIal U ChIbPKAIIUTE C€ B HETO MPEHOPBKH ce

OCHOBaBAaT Ha CJIICAHOTO:

a)  MOHHUTOPHHI Ha MH(OpMaLMITA, TOCOUYeHa B aparpadu 2 u 3, ¥ Ha pa3XxoJuUTe 3a
JNEHHOCTUTE, HEOOXOIMMH 32 U3MI'BIHEHUETO Ha HOPMATUBHO YCTAHOBEHUTE 3a/1a4u
Ha ATEHIUATA C 1€l YCTAaHOBSIBAHE HA 3HAYMTEIIHU MPOMEHU B pa3xojiHara 0a3a Ha

YCIYruTe u ﬂeﬁHOCTHTe Ha AFGHHI/IHTa; n

6) 00EKTHUBHA U ImoJJICKala Ha IIpoOBCpKa HHq)OpMaI_II/IH, BKIIFOUHUTCIIHO KOJINYCCTBCHO

OIIPCACIIAHC, KOCTO IMPAKO MOAKPCIIA aICKBATHOCTTA HAa IPCIOPBYAHHUTC KOPCKIIHUHU.

9. AreHnusTa HABPEMEHHO OIOBECTSBA MyOJIMYHO Ha yeOcaiTa CH CeIIMaTHHS JJOKIIAI,

MocoyYeH B naparpad 7.
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10. Ako e HeoOxoaumMo, Komucusra Moxke 1a OUCKa Pa3siCHEHUS MITH JOIIbJIHUTETHA

000CHOBKA Ha CrICUAJIHUA JOKJIaJd U Ha HCTOBUTC MMPCTIOPBKU. CJIG,H TaKOBa MCKAaHC

HU3I'BJIHUTCIITHUAT JUPEKTOP Ha AFCHHI/IHTa CBOCBPCMCHHO IIOATOTBA aKTyaJlIM3WpaH

CIICOUaJIN3upaH OOKJIa/d, B KOMTO ca pasrii€gadnn BbIIPOCUTE, ITOBAUTIHATH B HICKAHETO HA

Komucusra. To3u AKTYyaJIu3MpaH CIICHUAJICH OOKJIa/ CC IMPpUucMa B CbOTBETCTBUC C

naparpad 7 u ce mpenoctassi He3abaBHO Ha Komucwusita.

11. [TepuoabT 10 MBPBUS CIICIMATICH JOKJIa1, KAKTO M OOXBAaHATHUAT OT JIOKJIaja TIEPHUOI,

II0COYCH B naparpa(b 7, Mmorart ga 6’b,I[aT CBKpPATCHU BBB BCAKA OT CIICAHUTC CUTYyallUN:

a)  W3BBHpEIHA CUTyalus B 00J1aCTTa Ha OOIIECTBEHOTO 3/PABE;
0) mpoMsHA B HOPMAaTHBHO YCTAHOBEHHTE 33Jaudl Ha ATCHIUATA,
B)  HaJW4Me Ha JJOKa3aTeJICTBA 3a 3HAUUTEJHHU IIPOMEHH B Pa3XoauTe WM B OajaHca Ha
IIPUXOANUTE U Pa3XOANUTE HA ATEHIUATA;
I)  HaJu4Me Ha JOKA3aTeJICTBA 3a 3HAUYUTEIIHU IPOMEHH B Pa3XOAMUTE 32 OCHOBAHU Ha
pa3XoauTe Bb3HAIPAXKICHNS HA KOMIIETCHTHUTE OPTaHU HA IbP/KABUTE WICHKHU.
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Ynen 11

Ipepasenescoane

Ha Komucusra ce MpeaoCTaBA IIpaBOMOIIMETO Ja IMpueMa ACICTupaH aKTOBE B
CHOTBETCTBHE ¢ WieH 13 3a n3MeHeHue Ha IIPUIIOKEHUATA, KOraTO TOBA € OIIpaBAaHoO C

OTJIE]] Ha HAKOE OT CJIICIHUTE OOCTOSTEICTBA:
a)  CHenualieH JAoKiaj, moxydeH ot Komucusra B cboTBeTcTBUE ¢ WwieH 10, maparpad 7;

0) KOHCTaTallMMTE OT MOHUTOPHHIA Ha MPOLIEHTa Ha UH(IIAuUATa, MocoyeH B uieH 10,

naparpad 6; wiu
B)  OIO/DKCTHOTO JOKJIAJBAaHE HA ATCHITHATA.

Bcesko IpepasriICiKAaHC Ha TAKCUTC U HAJIO3UTC U HAa Bb3HAIPAXKICHHUATA, U3IJIaAlllaHU Ha
KOMIICTCHTHHUTC OPraHd Ha ABPKABUTC YICHKHU CIIOPCA NPECABUACHOTO B HACTOAIIUA
PETIIaMCHT, CC OCHOBAaBa Ha OLCHKATa Ha Komucusara Ha Pa3sxoauTeC U IIPUXOJUTC HA
AFGHIII/ISITa M Ha OLICHKATa Ha BCUYKHU Pa3xXoar 3a YCIYTUuTe, MpeaAOCTaBsIHN Ha AFGHIII/I?[T&
B PaAaMKHUTC Ha oOxBaTa Ha HACTOAIIMWA PCTIIAMCHT OT KOMIICTCHTHHUTC OpraHv Ha
ABPIKABHUTC YICHKHU, KaTO CC B3C€Ma IMPCABHUA U BLSﬂeﬁCTBHCTO Ha TE3U YCIYI'U BbpXY
YCTOﬁqHBOCTTa Ha ,HCI>'IHOCTTa Ha AFCHLII/I}ITa, BKJIFOUUTCIIHO YCIIYTUTE, IPEAOCTABAHU Ha
AFCHHI/ISITa OT KOMIICTCHTHUTEC OPraHu Ha AbpPKaBUTC YWICHKHU, U CIIPABEAJINBOTO U

O0OCKTHUBHO pasnupeacJICHUEC Ha TAKCUTC, HAJIO3UTC U Bb3HAI'PAKIACHUATA.
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Komucusara Moxe 1a B3eMe IpeaBHI BCIKAKBU APYrH (PaKTOpH, KOUTO OMXa MOTIIH J1a
OKa)XaT ChILECTBEHO Bb3/ICUCTBUE BHPXY Pa3X0IUTE HA ATCHIMATA, BKIIIOUUTEIHO, HO HE
camo, pa0OTHOTO HaTOBapBaHE, CBBbP3aHO C HEMHaTa JIEHHOCT, U OTEHLIUAIHUTE PUCKOBE,
CBBP3aHU C KoJleOaHUATa B HEHHUTE IPUXOAM OT TaKCH. TakcuTe U HaJI03UTE e ONpPEeIIAT
Ha paBHHUILE, KOETO rapaHTHpa, ye AreHuusTa pasnoiara ¢ JOCTaTb4HO IPUXOIH 32

IIOKPHUBAHC HA Pa3sXOoaUTC 3a MPCAOCTAaBAHUTC YCIIYyI'U.

3. HpI/I BCAKO MPECpasricKIaHe Ha IPUIIOKCHHATAa CYMUTE HAa Bb3HAIrpaXXaACHUATA,
H3ILIalllaHW HaA KOMIIETCHTHUTC OpraHd Ha AbPXKAaBUTEC YJIICHKH ChITIACHO IMMPEABUACHOTO B
HacTOAUA pCrilaMCHT, CC 3alla3BaT KaTO CANMHCH pa3MCp Ha Bb3HAI'PAXKICHHULCTO,

HE3aBUCHUMO OT AbprKaBaTa YJICHKA HAa CbOTBECTHHA KOMIICTCHTCH OpIaH.

Ynen 12

Paszuem na 6r00xcema na Aeenyusma

Koraro u3rotss pa34yer Ha IPUXOJIUTE M Pa3XOIUTE 3a clieaBaiara PMHAHCOBA TOJIUHA B
CHhOTBETCTBUE ¢ WwieH 67, maparpad 6 ot Permament (EO) Ne 726/2004, AreHiusta BKIIOYBA
noipoOHa MHPOPMAILIKS 3 PUXOJUTE OT BCEKU BUJI TAKCa U HAJIOT U 32 ChOTBETHOTO
Bb3HArpaxJcHue. B chOTBETCTBHE C TUITOJIOTUATA HA TAKCUTE M HAJIO3UTE, TIOCOYCHA B WICH 3 OT

HacTOAUA pECrilaMeHT, B IIOCOYCHATa I/IH(bOpMaIII/IH CC IMpaBU pa3rpaHNUYCHUC MECKAY CJICIHOTO:

a) JIEKapCTBEHH MPOAYKTH 33 XyMaHHA yoTpeOa U KOHCYJITallU OTHOCHO METUIIMHCKU
W3/ICTINS,
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0) BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH;
B) TOJIMIITHU TAaKCH, 110 BU/I;
r) JPYTH TAKCH U HAJO03H, O BUJIOBE.

AreHuMsITa MOXKE J]a IPEACTaBU pa30MBKa MO BUIOBETE MPOLIETypH B IPUIOKEHUE KbM €AMHHUS
MporpaMeH JOKYMEHT, U3TOTBEH B ChOTBETCTBHE ¢ WieH 32, maparpad 1 ot [lenerupan periamMeHt

(EC) 2019/715.

Ynen 13

Ynpasicuasane na oenecuparemo

1. [IpaBomormuero 1a mpuema JejerupaHu aKToBe ce npenocrass Ha Komucusita npu

CIIa3BaHC HA MPECABUACHUTC B HACTOAIINUA YJICH YCIIOBUA.

2. [IpaBomMorueTo 1a mpuemMa JelerupaHu aKToBe, ocoyeHo B wieH 11, maparpad 1, ce
npenoctass Ha KoMucusiTa 3a Cpok OT MeT TOANHU, CIUTaHO OT ... [OB: Most BbBeneTe
JaTaTa Ha BIIM3aHE B CUJIa HA HACTOSIIMs peryiameHT ). Komucusita m3rorsst Jokiaz
OTHOCHO JICJIETUPAHETO Ha MPABOMOIINS HE IMO-KbCHO OT JIEBET MEceIla MPeIu U3TUUAHETO
Ha MEeTroJIMIIHUS CPOK. Jlenernpanero Ha MpaBOMOLIUS C€ TPOIBJKAaBa MbJIYAIMBO 32
CPOKOBE C €/THaKBa IPOIBIKUTEIIHOCT, OCBEH ako EBponeickusT napaaMeHnT uiu CbBEThT
HE BB3pas3AT Cpelly n0100HO NpoAbIKaBaHE HE MO-KbCHO OT TPU Mecela peau

HU3TUYAaHETO HAa BCCKU CPOK.
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JlenerupaneTo Ha MPaBOMOIIKS, TTOcoueHO B wieH 11, maparpad 1, moxe na 6bae
OTTETJICHO 10 BCAKO Bpeme oT EBpomneiickus nmapiaamenT win ot CbBeta. C peleHuero 3a
OTTEIJISIHE CE MPEeKpaTsiBa IOCOUYEHOTO B HETO JieJierupaHe Ha mpaBoMoInus. OTTErasHETO
Mopax</ia JIeiicTBHE B JIEHS Clie]] yOJIMKYBaHETO Ha peuieHueTo B Oguyuanen ecmiuk Ha
Eeponeiickus cvio3 uim Ha 11o-KbCHa J1aTa, I0COYEHA B pelieHneTo. To He 3acsara

JICHCTBUTEIIHOCTTA Ha ACJICTUPAHUTC aKTOBC, KOUTO BCYC Ca B CUJIA.

[Tpenn mpuemanero Ha generupaH akT Komucusra ce KOHCYITHpa ¢ €KCIIEPTH,
OIIpEIeTICHU OT BCSAKA Ibp)KaBa WIEHKAa B CbOTBETCTBHE C IPUHINIINTE, 3aJI€THAIN B
MeXIynHCTUTYIMOHATHOTO criopasyMenue ot 13 ampun 2016 r. 3a mo-n1o6po

3aKOHOTBOPYCCTBO.

Bennara cnen xato IMpUeMe ACJIICTUPAH aKT, Komucusra HOTI/I(bI/II_[I/Ipa aKTa CITHOBPCMCHHO

Ha EBponeiickus napnamenT u Ha ChBeTa.

Jlenerupan axT, mpueT chriiacHo wieH 11, maparpad 1, Bim3a B cuiia €TUHCTBEHO aKO HUTO
EBponeiickusT mapiamenT, HUTO ChbBETHT HE Ca MPEJCTABUIIN Bb3PAKEHUS B CPOK OT

JIBa Mecella ciell HoTupUIUpaHeTo Ha chlus akT Ha EBponelickus napiameHT u CbhBeTa
WJIM aKO IpeId U3TUYAHETO Ha TO3U CPOK M EBponeickusaT napiaMeHt, 1 CbBETHT ca
yBenommin Komucusra, ye Hsma 1a peACcTaBAT Bb3pakeHus. [loCOUCHHUSIT CpOK MOXKeE 1a

CC YABJDKU C ABA MECCIia IO MHUIIMAaTHUBAa Ha EBpOHGfICKH?I napjJaMEHT WJIM Ha CnBerTa.
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Ynen 14
Uzmenenue na Peenamenm (EC) 2017/745

B unen 106 ot Permament (EC) 2017/745 naparpad 14 ce 3ameHs cbC CIETHOTO:

»14.

Taxcute, ycTaHOBeHU B ChOTBETCTBUE C IpolieaypaTa 1o naparpad 13 ot HacTosus
4JIEH, CE€ ONPEIEIIAT 10 MPO3PAYEH HAUMH Bb3 OCHOBA Ha Pa3XO0JUTE 3a IPEJOCTABEHUTE
ycayru. Takcure, KOUTO ce 3aIuialaT, ce HaMalsBar B cy4ail Ha Ipoleaypa 1no
KOHCYJTAIMs OTHOCHO KJIMHUYHATA OlIEHKa, Ipe/rprueTa B CbOTBETCTBHE ¢ pa3zen 5.1,
OykBa B) OoT npuiioxenue [X, ¢ yuacTueTo Ha IPOU3BOIAUTEN, KOMTO € MUKPO-, MAJIKO UJTN

cpenHo mpeanpusitie 1mo cmuckia Ha [Ipemopska 2003/361/E0O.

Takcute, CBbpP3aHU C KOHCYJITAIIUUTE, IPEIOCTABSIHU OT EKCIIEPTHUTE TPYITH, CE 3aIUIamaT
Ha EMA cwriachHo uien 30, 6yksa e) ot Pernament (EC) 2022/123 na EBponeiickus

napiament u Ha ChBera’.

TaKCI/ITe, CBBbpP3aHN C KOHCYJITAIUUTE, NPCAOCTABAIHN OT CIICHUATIU3UPAHA Ha60paTOpI/II/I,

ce 3amamar Ha Komucusra.

Pernament (EC) 2022/123 na EBponelickus napiameHT 1 Ha CbBeta oT 25 snyapu 2022 1.
OTHOCHO 3acuJjieHa poJis Ha EBpomneiickaTa areHuus 1o JiekapcTBaTa B TOTOBHOCTTA 3a
JENCTBUSA NPU KPU3U U YIIPABJIEHUETO HA KPU3U 10 OTHOIICHHUE HA JIEKAPCTBEHUTE
npoaykTy u Mmeaunmuackute u3aenus (OB L 20, 31.1.2022 r., cTp. 1.).“
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Ynen 15
Hsmenenue na Pecnamenm (EC) 2022/123

B unen 30 or Pernament (EC) 2022/123 GykBa €) ce 3aMeHS ChC CIICTHOTO:

»»€)

Hajara Takcu B choTBeTCTBHE ¢ wieH 106, maparpad 14 ot Permament (EC) 2017/745 n
rapaHTUpa, 4 eKCIIePTUTE MOJIyIaBaT Bh3HATPAKIACHUE U PA3XOAUTE UM CE Bb3CTAHOBSIBAT
B ChOTBETCTBHE C aKTOBETE 3a U3MbJIHEHUE, TpreTH oT KoMucusra ceriacuo wien 106,

naparpad 1 or Pernament (EC) 2017/745;.

Ynen 16

Ommsana

Pernament (EC) Ne 658/2014 na Eponetickus napiamenT u Ha Cheeta?é u Pernament (EO)

Ne 297/95 na CwBera?’ ce oTMeHsT, cuutano ot 1 sHyapu 2025 .

[To3oBaBanusita Ha Pernmament (EO) Ne 297/95 ce cuutaT 3a mo30BaBaHUs HA HACTOSIIHS

pErJiaMeHT U ce YeTaT ChIJIaCHO TalIHIlaTa Ha CbOTBETCTBUETO B npuiiokeHue VII kbM HacTosmms

pErJIaMeHT.

26

27

Pernament (EC) Ne 658/2014 na EBponeiickust napiaamenT u Ha CbBerta ot 15 mait 2014 r.
OTHOCHO TaKCUTe, IbJKUMU Ha EBporelickara areHuus 1o JiekapcTBaTa 3a U3BbpILBaHE Ha
JeMHOCTHU 1O (hapMaKOJIOTUYHA OTUTETHOCT 110 OTHOIIEHUE Ha JIEKAPCTBEHUTE MPOJYKTH 32
xymanHa yrotpebda (OB L 189, 27.6.2014 r., ctp. 112).

Pernament (EO) Ne 297/95 na CoBeta ot 10 deBpyapu 1995 r. 0oTHOCHO TakcuTe, IbIKUMU
Ha EBpomeiickara areHius 3a orieHka Ha JekapctBennte npoaykta (OB L 35, 15.2.1995 r.,
ctp. 1).
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Ynen 17
Ilpexoonu paznopeodou

HacTosmusT persiiaMeHT He ce mpuiiara 1o OTHOILIEHUE Ha TOJIUIITHUTE TaKCH, IPOLEAYPUTE UIIH
YCIIYTUTE, 32 KOUTO CyMarta € cTaHajia u3nckyema cbriiacHo Perimament (EO) Ne 297/95 nnu

Permament (EC) Ne 658/2014 npenu 1 stayapu 2025 T.
Ynen 18
Bruzane 6 cuna u dama na npunazane

HaCTOHI_HI/IﬂT PETrIIaMCHT BJIM3a B CUJIa B ICHS CJIC HY6J'II/IKYBaHeTO MY B OQbLll/ﬂlaJZeH B8E€CMHUK HA

Eeponeiickus cvi03.

[Ipunara ce ot 1 ssuyapu 2025 r.

Hacrosmusar PETIIAMCHT € 3aABJIDKUTCIICH B CBOATA LSIJIOCT U CC ITpHJIara IpsKoO BbB BCHYKHU

ABbpPKaBH YJIICHKH.

CncraBeno B CtpacOypr Ha

3a Eeponetickus naparamenm 3a Cveema

IIpeocedamen IIpeoceoamen
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HPUJIOXEHUE 1

TaKCI/I, HAJIO3U U Bb3HArpaXJACHUA 3a IIPOLCAYPH 3a OLICHKA U YCJIYT'Y, CBbP3aHU C JICKAPCTBCHU

MPOJYKTH 32 XyMaHHa yrnoTpeba

1. Hayunu xoHcynTamuu, npeocTaBsiii OT AT€HIMITa B CbOTBETCTBUE C YJIEH 57,

naparpad 1, Oyksa H) ot Permament (EO) Ne 726/2004

1.1 3a Bcsko OT cneAHUTE UCKaHUS ce mpuiara takca B pazmep Ha 98 400 EUR:

a)

6)

B)

r)

HCKaHC 3a pa3pa60TBaHe Ha Ka4CCTBOTO U 3a HCKJIMHUYHO N KIMHHUYHO

pa3zpaboTBaHe;
HCKaHe 3a pa3paboTBaHE HA KAUYECTBOTO U 3a KIIMHUYHO pa3pabOoTBaHE;
MCKaHe 332 HEKJIMHUYHO W KIIMHUYHO Pa3paboTBaHE;

HCKaHC 3a KBaJ'II/I(bI/IKaI_II/IH Ha HOBATOPCKU MCTO/IU.

B’LSHana)KI[eHI/IeTO Ha BCCKU OT ABaMaTa KOOPpAWHATOPU HAa HAYYHUTC KOHCYJITAllUU

e B pazmep Ha 24 600 EUR.

1.2 3a BcsKo OT cIeAHUTE UCKaHUs ce Mpuiara takca B pazmep Ha 73 900 EUR:

a)

6)

HNCKaHC 3a KIIMHUYHO pa3pa60TBaHe;

HCKaHC 3a pa3pa60TBaHe Ha Ka4C€CTBOTO U 3a HCKIIMHUYHO pa3pa60TBaHe;
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B)  HCKaHe 3a pa3paboTBaHE Ha KAUeCTBOTO M M3CJICABAHUSA 32 OMOEKBUBAIEHTHOCT
Ha T€HEPHUYHU JIEKApCTBEHU IPOAYKTH, ChIVIACHO OIIPEEIEHUETO B ujeH 10,

naparpad 2, 6yksa 6) ot Jupexruna 2001/83/EO.

B’B3Hal"pa)KI[€HI/IeTo Ha BCEKHU OT ABaMaTa KOOpAWHATOPHU HAa HAYYHUTC KOHCYJITalluX

e B pazmep Ha 18 500 EUR.

1.3. 3a BcsKo OT caeAHUTE UCKaHMs ce mpuiara takca B pazmep Ha 51 900 EUR:
a)  HCKaHe 3a pa3paboTBaHE Ha KAYECTBOTO;
0) HCKaHE 3a HCKJIMHUYHO pa3pabO0TBaHE;

B)  HCKaHEe 3a U3CJeBaHMs 32 OMOCKBUBAJICHTHOCT Ha TCHEPUYHH JICKAPCTBEHU
MPOIYKTH, ChIIIACHO ompeaeneHueTo B wieH 10, maparpad 2, Oyksa 0) oT

Hupextusa 2001/83/EOQ.

B’LSHana)KI[eHI/IeTO Ha BCCKU OT ABaMaTa KOOPpAWHATOPU HAa HAYYHUTC KOHCYJITAllUN

e B pa3mep Ha 12 300 EUR.
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2. Pasperienne 3a ThpProBus ¢ IEKapCTBEH MPOJYKT, monaaamni B ooxsaTta Ha Pernament (EO)

Ne 726/2004

2.1. KoM 3asBienue 3a pa3pelieHue 3a TbproBus ¢ JIEKapCTBEH MPOAYKT ChIIIACHO
yieH 8, maparpad 3 ot Jupextusa 2001/83/EO ce npuiara Takca B pa3Mep Ha
865 200 EUR, xoraTo 3asgBHTEJIST IIOCOYBA HOBO aKTHBHO BelecTBO. [locouenara
TaKca MOKPHUBA BCSIKO KOJMYECTBO HA aKTUBHOTO BEIIECTBO, BCUYKHU (DapMaIleBTUYHU
(GbopMHU U BCUYKH MPEACTABSIHUS, [10/1aJICHU B IIOCOYEHOTO 3asiBJICHHE.
Bb3HarpaxaenueTo Ha nokinaaunka € B pazmep Ha 272 200 EUR, na
cbloKIanunka — B pasmep Ha 237 100 EUR u Ha nokiaguuka Ha Komutera 3a
OIICHKA Ha pricKa B oOyiactta Ha papmakosiornynata 6 qurenHoct (PRAC) — B

pazmep Ha 25 500 EUR.

2.2. K®M 3asBlieHHE 3a pa3pelICHUE 32 ThPrOBHUs C JICKAPCTBEH MPOIYKT ChIVIACHO
uiieH 8, maparpad 3 ot Iupexrusa 2001/83/EO ce npunara Takca B pa3mep Ha
690 700 EUR, koraTo 3asiBUTEJISIT IOCOYBA U3BECTHO aKTHBHO BEIECTBO.
[TocoueHara Takca MOKpHUBA BCSIKO KOJIMYECTBO HA aKTUBHOTO BEUIECTBO, BCUYKH
dapmManeBTHYHE (OPMHU ¥ BCUYKH MPEICTABSIHHUS, TI0JJaICHU B IOCOYCHOTO
3asiBiieHUe. Bp3HarpaxaeHnero Ha Aokiiagurka e B pasmep Ha 191 600 EUR, na
chaokiaquuka — B pazmep Ha 179 500 EUR u na noxnaguuka Ha PRAC — B

pasmep Ha 18 600 EUR.
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2.3 3a3asBieHUE 32 JEKApPCTBEH MPOIYKT C YCTAHOBEHA KOMOMHAIHS CHITIACHO
giieH 106 ot Jupextua 2001/83/EO ce npunara takca B pazmep Ha 571 100 EUR.
ITocouenara Takca MOKpHUBa BCAKO KOJIMUYECTBO HA AKTUBHOTO BELIECTBO, BCUUKU
(bapManeBTUUHN (POPMHU M BCUUKH MPEICTaBSIHMSL, IOJalCHU B I0COYEHOTO
3asiBiieHUE. Bp3HarpaxaeHnero Ha AokiIagurka e B pasmep Ha 177 200 EUR, na
chaokiaquuka — B pazmep Ha 104 000 EUR u na noxnaguuka Ha PRAC — B

pa3mep Ha 14 100 EUR.

2.4. 3a3zasBieHue 3a OMOJOTHYEH JIEKAPCTBEH MPOJYKT, KOMTO € mog00eH Ha pedepeHTeH
JIEKapCTBEH MPOIYKT chritacHo wieH 10, maparpad 4 ot Hdupektusa 2001/83/EO, ce
npuiiara takca B pazmep Ha 732 400 EUR. Ilocouenara Takca mokpuBa BCSKO
KOJIMYECTBO HA aKTUBHOTO BEIIECTBO, BCHUYKH (papMarieBTUYHU (OPMHU M BCHUKH
NPEACTaBSIHUSA, [TOJJa/ICHH B TIOCOYEHOTO 3asiBICHHE. Bb3HarpakaeHnero Ha
Noks1agquuka e B pazmep Ha 296 200 EUR, Ha cpaokiiaquuka — B pa3Mep Ha

190 000 EUR u na noxnaguuka Ha PRAC — B pa3mep Ha 24 300 EUR.

2.5. 3a3asBieHUE 3a pa3pelieHUEe 3a ThPTOBUS C JEKApCTBEH MPOAYKT ChITIACHO
uiied 10a ot upextura 2001/83/EO ce npunara takca B pazmep Ha 780 900 EUR.
[Tocoyenara Takca HOKpHUBA BCSIKO KOJMYECTBO HA aKTUBHOTO BEILIECTBO, BCUUKU
(apmanieBTUUHU (OPMHU M BCUUKH MPEACTABIHUS, IOJIaZIEHH B IOCOYEHOTO
3asiBiieHUe. Bp3HarpaxaeHrnero Ha Aokiiagurka e B pasmep Ha 201 200 EUR, na
cbaokiIanuuka — B pasmep Ha 187 100 EUR u Ha noxnaguuka Ha PRAC — B

pazmep Ha 19 400 EUR.
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2.6. Takca B pasmep Ha 177 900 EUR ce npunara 3a 3asBJIEeHUE 3a pa3peLICHHE 3a
THPrOBUS C TEHEPHUEH JICKAPCTBEH MPOAYKT chritacHo wieH 10, maparpad 1 ot

Hupextusa 2001/83/EO.

[Tocoyenara Takca MOKpHBA BCIKO KOJIMYECTBO Ha AKTHBHOTO BEIIECTBO, BCHUKU
dapmarneBTHuHU (HOPMHU ¥ BCHUKH MPEICTABSIHUS, TIOJIAZICHH B IIOCOYEHOTO
3asiBiieHUE. Bp3HarpaxaeHnero Ha qoxiiaquuka e B pasmep Ha 78 300 EUR u Ha

noksaquuka Ha PRAC — B pazmep Ha 3 900 EUR.

2.7. Taxca B pazmep Ha 172 800 EUR ce npusara 3a 3asiBlieHHE Bb3 OCHOBA Ha
MH(GOPMHUPAHO CHIVIACHE 32 PAa3pPEIICHUE 32 THPTOBUS C JIEKAPCTBEH MPOIYKT

ceriacHo wieH 10B ot upektusa 2001/83/EO.

[Tocoyenara Takca MOKpHUBA BCSIKO KOJIMYECTBO HA AKTHBHOTO BELIECTBO, BCHUKH
bapmaneBTHYHH (POPMHU M BCUUKHU TPEJICTABSHUS, TIOAAJCHU B IOCOYCHOTO
3asiBiieHUe. Bp3HarpaxaeHnero Ha gokiiaquuka e B pasmep Ha 50 400 EUR u Ha

noxsagquuka Ha PRAC — B pasmep Ha 2 500 EUR.

2.8. 3a3asBIeHHUE 3a pa3pelIeHUe 32 ThPTOBUS C JIEKAPCTBEH MPOAYKT ChIVIACHO wieH 10,
naparpad 3 ot Hupektuna 2001/83/EO ce npunara Takca B pazmep Ha 426 100 EUR.
[Tocouenara Takca MOKpHUBA BCAKO KOJTUYECTBO HA AKTUBHOTO BEIIECTBO, BCHUKH
(dapmarieBTHUHUA (POPMU U BCUUYKH MPEACTABIHUS, MTOJAJICHU TTOCOYEHOTO 3asiBJICHUE.
Bo3narpaxkaenuero Ha nokinaqunka € B pazmep Ha 111 600 EUR, na
chaokiaqunka — B pazmep Ha 111 600 EUR u Ha noxnaauuka Ha PRAC — B

pazmep Ha 11 200 EUR.
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2.9. 3a BTOpOTO U 3a BCSIKO CIIEABAILO 3asBJICHHE 3a pa3pelIeHUe 32 ThProBUs, 10AAIEHO
cbriacHo wieH 10, maparpadu 1, 3 unu 4 ot upexrura 2001/83/EO Ha ocHOBaHUE
MaTEHT, KOraTo MoKa3aHusATa Uiy GopMUTE Ha JO3UPOBKATa na peepeHTHUs
JIEKapCTBEH MPOJYKT BCE OIIIe ca MPeaIMeT Ha MaTeHTHO 3aKOHOAATEJICTBO, Ce
npuiiara takca B pasmep Ha 33 300 EUR. Ilocouenara Takca mokpuBa BCSKO
KOJINYECTBO Ha aKTHBHOTO BEIIECTBO, BCHUKU (hapMarieBTHYHHU (POPMHU U BCUUKH
Mpe/ICTaBsSHUSA, IOJIaZICHH B €JHO U ChHIIO 3asiBiIeHHEe. Bp3HarpaxxaeHuero Ha
nokJiagquuka e B pazmep Ha 8 500 EUR u Ha goknagunka Ha PRAC — B pa3mep Ha

1300 EUR.

3. HayuHu cTaHoBHUIIa U OLIEHKU IIPEIU €BEHTYAIIHO II0JJaBaHE Ha 3asiBICHUE 32 pa3pelleHue

3a ThbpPIrOBHUsA

3.1. PaSMepLT Ha TaKCUTC U Pa3MCPHT Ha CbOTBCTHOTO BB3HATI'PAXKIACHUC, OIIPCACIICHU B

paszzen 2, ce mpujiarar 3a BCAKO OT CJIEIHUTE:

a)  CTaHOBMILE OTHOCHO JIEKApPCTBEH MIPOJYKT 3a MMajJuaTUBHA YHIOTpeOa ChIiIacHO

yiieH 83 ot Pernament (EO) Ne 726/2004;

0)  Tekylla OIeHKA Ha MMaKeTHU JaHHH ¢ HH(OpMaLUs U TOKYMEHTH, IPEIOCTABEHU
Ha AreHIusATa OT OBJEN 3asBUTEN TIpean O(UIIMAIIHO TI0/IaBaHe Ha 3asBJICHUE
3a MpUI00MBaHE Ha pa3pelIeHNE 3a ThPTOBUs, TIOMAIAI0 B 00XBaTa Ha

Pernament (EO) Ne 726/2004.

3.2. Cymute, NpUIOKHUMHU ChIIIacHO TOUKH 3.1., OykBa a) u 3.1., 6ykBa 0), MOKpHUBaT
BCSIKO KOJIMUECTBO Ha aKTUBHOTO BEIIECTBO, BCUUKH (papManieBTUYHU (GOPMHU U

BCHUYKH IPCACTABAHUA, ITOJAACHU B €IHO U CHIIO 3asABJICHUC.
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3.3. 3a omenkara, mocoyeHa B Touka 3.1., Oyksa 0), ce mpuiiarar JOIMbJIHUTEIHA TAKCA U
TOM'BJIHUTEITHO Bh3HArpaXxaeHue. PasMepbT Ha Ta3u IOMBJIHUTENIHA TaKca U
pasMepbT Ha ChOTBETHOTO JIOMIBJIIHUTEIIHO Bh3HATPAKICHUE Ca PaBHH Ha 15
MPOICHTa OT CHOTBETHUTE CYMH 32 3asBJICHUE 32 Pa3pCIICHHE 32 THPTOBUS C
JIEKapCTBEH MPOJIYKT, monajaamy B ooxsara Ha Pernmament (EO) Ne 726/2004, kouto

ca OIpEJIEJICH! B TOUYKA 2.

3.4. B ciyuaii Ha MHOTOKpPATHO T10/IaBaHE HA IMAKETHU JAHHH OT CHIHS ObJIEI] 3asBUTEI
3a ChIIUS MPOAYKT MPUIOKUMHUTE ChITIACHO ToukKa 3.1., OykBa 0) u Touka 3.3. TakcH
ce crOMpar caMo BETHBXK, @ HIMEHHO, B MOMEHTA Ha I10/IaBaHe Ha MTbPBUS MAKET

JTaHHU.

3.5. Cymwure, npuiIoKuMH chriacHo Touku 3.1., Oyksa a) u 3.1., OykBa 0), ce npucnaaar
OT ChOTBETHATA TAKCa M Bh3HATPAXKICHUETO, IHDKUMO HA KOMIIETCHTHUTE OPTaHu
Ha JIbP)KABUTE WICHKH, 32 3asBJICHUE 32 Pa3pEHICHUE 3a ThPTOBUS CHC CHIIHS

IMPOAYKT, KOraTO TOBA 3asABJICHUC € MMOAAaJICHO OT ChIIHA 3asABUTCIIL.

4, PaSI_HI/IpHBaHC Ha oOXBaTa Ha paspC€iCcHuC 3a TbproBusA 110 CMUCHJIA Ha ITPHUIIOKCHUC I xeM

Pernament (EO) Ne 1234/2008

4.1. Taxkca B pasmep Ha 168 500 EUR ce mputara 3a 3asiBlieHHE 3a pa3lIupsiBaHe HA
o0XBara Ha pa3pelIeHne 3a ThProBHs, KOETO U3UCKBA CAMO XUMHUYECKa,
(dhapmarieBTUUHA UK OMOJOTUYHA JOKYMEHTAIIHS U 32 KOETO HE ca MpeCTaBeH!
KIMHUYHY WM HeKJIMHUYHY JaHHHU. C mocoueHaTa Takca ce OKpHBa eHa-
eIMHCTBeHa (hapmarieBTHUHA opMa U eIHa CHJIa, CBbp3aHa C Hesl.
Bw3narpaxxnenuero e B pazmep Ha 56 700 EUR 3a noknaaguuka u 33 300 EUR 3a

ChJOKJIaaA4HKa.
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4.2. Takca B pazmep Ha 196 800 EUR ce npuinara 3a 3asBJI€HHUE 3a pa3lIupsBaHe Ha
o0xBaTa Ha pa3pelIeHue 3a ThProBuUs, KOETO He € 00xBaHaTO OT Touka 4.1. C
MOCOYeHaTa Takca ce MOKpUBa eIHa-eAMHCTBeHA (papmalieBTHUHA (opMa U e1Ha
CuJa, CBbp3aHa ¢ Hesd. Br3Harpaxaenuero e B pazmep Ha 69 300 EUR 3a

nokiamguuka v 39 100 EUR 3a chaokiiagyuka;

4.3. Taxkca B pasmep Ha 33 300 EUR ce npunara 3a Bcsiko 3asiBJIEHHE 32 pa3lIUpsiBaHE HA
o0xBaTa Ha pa3pelleHue 3a ThPrOBUs Bb3 OCHOBA Ha 3asBJICHUE, [101a/IEHO ChIIIACHO
yien 10, maparpadu 1, 3 wim 4 ot Jupextusa 2001/83/EO Ha ocHOBaHWE MATEHT,
KOTaTo MoKa3aHusITa Wi GOPMUTE HA JO3UPOBKATA Na peepEeHTHUS JICKAPCTBEH
MPOJYKT BCE OIIIE ca MpeaIMeT Ha MaTEHTHO 3aKOHOAATENICTBO, O€3 Ja ce 3acsrat
Touku 4.1 u 4.2. Be3narpaxaenueto € B pazmep Ha 8 500 EUR 3a qoknaguuka u

1 300 EUR 3a cpaokiIagauKa.

3. 3HauuTenHa npoMsHa ot Tun Il Ha ycnoBusATa 3a pa3peleHue 3a ThProBusi B CbOTBETCTBUE

¢ Pernament (EO) Ne 1234/2008 na Komucusita

5.1. Takca B pazmep Ha 163 200 EUR ce npunara kbM 3asiBJI€HUE 32 3HAUUTEIHA
npoMsHa ot tul I, ceriacHo onpeneneHuero B uieH 2, Touka 3 ot Pernament (EO)
Ne 1234/2008 3a mo6aBsHE Ha HOBO TEPANIEBTUYHO MMOKA3aHUE MM MOAN(UKAIUS HA
0/100peHo nokazanue. Br3narpaxnenuero e B pazmep Ha 57 300 EUR 3a

noxagunka 1 57 300 EUR 3a cpaokinamynka.

5.2. Taxca B pazmep Ha 22 000 EUR ce npunara 3a 3asBJIeHUE 3a 3HAYUTEIHA IPOMSIHA
ot tur II, kogTo He e oOxBaHaTa OT Touka 5.1. Bbp3HarpaxaeHueTo 3a T0KJIaauuKa e

B pa3mep Ha 14 600 EUR.
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5.3. 3a BCsKO 3asBJICHME 3a 3HAUUTENIHA IPOMsIHA OT Tull II, KoeTo € rpynupaHo B EAMHHO
3asiBiieHue chriacHo 4ieH 7 ot Permament (EO) Ne 1234/2008, ce cr0upa
ChOTBETHATa TaKca, KaKTO € MOCOYEHO B TOUkH 5.1 u 5.2. M3mnamanero Ha

BB3HArpaXacHUeTo C€ U3BbpIIBA B CLbOTBETCTBUC C IOCOUCHUTE TOYKH.

5.4. Koraro B 3asBneHue 3a nojieNsiHe Ha padorata cbritacHo wieH 20 ot Pernament (EO)
Ne 1234/2008 ce BKIIIOYBA MOBEYE OT €IMH [IEHTPATHO pa3pelieH MPOAYKT, 3a BCAKA
MIPOMSIHA Ha MbPBUS LEHTPATHO Pa3pelleH MPOIYKT Ce MpHiiaraT TaKCUTe U
BB3HATPAKICHUATA, TOCOYEHU B TOUKH 5.1 1 5.2 OT HACTOSIIOTO MPHIIOKEHUE, a 32
BCsIKa MPOMSIHA HA BTOPUS U TIOCTIEABAIIUS [IEHTPATHO Pa3pelIeH MPOAYKT, BKIIOUYCH

B 3asBJICHUETO, C€ Mpuiara Hajor B pasmep Ha 900 EUR.

6. CesupaHe 1 Hay4HU CTAaHOBHIIA ChIVIACHO WwieH 5, maparpad 3 ot Pernament (EO)

Ne 726/2004

6.1. Taxca B pazmep Ha 163 900 EUR ce nmpuiiara 3a ornieHkara, U3BbpIlIeHa B KOHTEKCTa
Ha Mpolie1ypa, 3aroyHaTa cbriacHo uieH 5, naparpad 3 ot Pernament (EO)
Ne 726/2004. [TocoueHara Takca ce OTMEHS U3LAI0. Bh3HArpaXKIeHHETO € B pa3Mep

Ha 15 500 EUR 3a gokxmagunka u 15 500 EUR 3a cpaokitagunka.

6.2. Taxca B pazmep Ha 313 500 EUR ce mpuiiara 3a orieHkara, U3BbpIlIeHa B KOHTEKCTa
Ha TIpoleaypa, 3amounara cbrinacHo uieH 13 ot Pernament (EO) Ne 1234/2008.
[TocoueHnara Takca ce OTMEHs U3LSII0. Bh3HarpaxaeHueTo € B pa3mMep Ha

19 200 EUR 3a goknaamguuka u 19 200 EUR 3a cpaokimagumka.
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6.3.

6.4.

6.5.

6.6.

Taxca B pazmep Ha 98 900 EUR ce npuinara 3a olieHKarTa, U3BbpII€Ha B KOHTEKCTa Ha
MpoLeaypa, 3amovyHara cbriaacHo wieH 29, maparpad 4 ot Jupexrusa 2001/83/EO.
[Tocouenara Takca ce OTMEHS U3I1sI10. Bh3Harpaxaenuero € B pazmep Ha 3 500 EUR

3a qoxiamunka u 3 500 EUR 3a chpnokimaguuka.

Takca B pasmep Ha 153 100 EUR ce nmpuara 3a orneHkara, U3BbpIlIeHa B KOHTEKCTa
Ha Mpoueaypa, 3anoynara ceriaacuo wien 30 ot Jupexrusa 2001/83/EO.
Bo3narpaxaenueto e B pazmep Ha 8 500 EUR 3a noknaguuka u 8 500 EUR 3a

CBIOKJIAUHKA.

Takca B pazmep Ha 216 200 EUR ce mpuiara 3a orneHkara, U3BbpIleHa B KOHTEKCTa
Ha MpoLeaypa, 3anoynara ceriaacuo wieH 31 ot Jupexrusa 2001/83/EO, xorato
MOCOYEHATa IPOLeAypa € 3all0YHaTa B Pe3y/ITaT Ha OI[CHKA Ha JaHHH, PA3JIMYHU OT
JTaHHHTE, CBbP3aHH ¢ (papMaKoIorHyHaTa OUTETHOCT. Bbh3HarpaxkaeHuero ¢ B

pasmep Ha 15 500 EUR 3a goxmamuuka u 15 500 EUR 3a chaokmanguuka.

Takca B pazmep Ha 206 600 EUR ce mpuiara 3a onieHkara, U3BbpIleHa B KOHTEKCTa
Ha Tpoleaypa, 3amnounara cerinacHo wied 20 ot Pernament (EO) Ne 726/2004,
KOrarTo Ipolleypara € 3alioyHaTa B pe3yJsiTaT Ha OlleHKa Ha JIaHHU, Pa3InYHHA OT
JaHHWUTE, CBBP3aHU ¢ (hapMaKoJIOTUYHATa OAUTEITHOCT. Bh3HArpaX IeHUETO € B

pasmep Ha 21 900 EUR 3a noxmamuuka u 21 900 EUR 3a chaokmamguuka.
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6.7. 3a oneHKa, 3BBPINEHA B KOHTEKCTA Ha MPOIEAYpa, 3all0YHATa B PE3yATaT Ha
OLIEHKAaTa Ha JIaHHUTE 3a (papMaKOJIOTHYHA OJUTETHOCT ChITIACHO WwieH 31,
naparpad 1, Bropa anunes, wien 31, nmaparpad 2 u wienose 107u, 107# u 107k ot
JupextuBa 2001/83/EO unu cwriacuo wien 20, nmaparpad 8 or Pernament (EO)

Ne 726/2004, ce mpunarar CieIHUTE TaKCH:

6.7.1.Takca B pazmep Ha 219 900 EUR, koraTo oreHkaTa BKJIIOUBA €JHO aKTUBHO
BEIIECTBO WJIM KOMOMHAIIMS OT aKTUBHU BEIIECTBA U €IMH MPUTEKATEN Ha
paspeleHue 3a Tbproeus. Be3narpaxaenuero € B pa3mep Ha 28 600 EUR 3a

nokimagunka u 28 600 EUR 3a cpaoxnagunka.

6.7.2.Takca B pazmep Ha 310 000 EUR, koraTo orieHkaTa BKJIIOUBA JIBE WU TTOBEYE
AKTUBHH BEUIECTBA MJIM KOMOMHAIIMU OT aKTHBHU BEILECTBA U SIUH
NPUTEKATEI HA pa3pelieHre 3a ThProBusi. Br3HarpakaeHueTo € B pa3mep Ha

32 900 EUR 3a poxnamuyuka u 32 900 EUR 3a cpaokimagunka.

6.7.3.Takca B pasmep Ha 377 100 EUR, koraTo oreHkaTa BKJIFOUBA €THO aKTUBHO
BEIIIECTBO WJIX JIBC aKTUBHU BEIIECTBA, MJIM KOMOMHAIIUU OT aKTHBHU
BCIIIECTBA U JBaMa, WJIU TMIOBEYEC MPUTEIKATEIIN HA PA3PEIICHUE 32 ThPrOBHUSI.
Bo3narpaxxaenuero e B pazmep Ha 40 100 EUR 3a noknaguuka u 40 100 EUR

3a ChAOKJIaA4YHKa.
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6.7.4.Takca B pazmep Ha 511 600 EUR, koraTo oneHkaTa BKJIIOUBa [TIOBEYE OT JIBE
AKTUBHHU BEUIECTBA UM KOMOWHAIIMU OT aKTUBHU BEIIECTBA U ABaMa WU
MoBeue MpUTek)aTelld Ha pa3pelieHre 3a Thprobus. Be3HarpaxxaeHueTo € B

pasmep Ha 54 400 EUR 3a noknaguuka u 54 400 EUR 3a chaoknagyuka.

6.8. Koraro 1Bama uiy noBeyde NpuTeKaTeNU Ha pa3pelieHue 3a ThProBUs y4acTBaT B
IIPOLIEYPUTE, IOCOUEHU B TOUKH 6.4, 6.5, 6.6 n 6.7, moanexaiarta Ha 3arJallaHe
CyMa OT CTpaHa Ha BCEKH IPUTEXATeJ Ha Pa3pelieHne 3a ThPrOBUS CE U3UUCIISBA OT

AFCHHI/IHTa Ha JaBa €ralla, KaKTo CJjI€aBa.

a)  I'BPBO, YpE3 pa3/eiiAHE Ha 00U pa3Mep Ha TaKcaTa MKy MPUTEKATEITUTE
Ha pa3perieHne 3a ThProBHsl MPOTIOPIIHOHAIHO Ha OpOs Ha SIUHUITUTE 3a
TaKCyBaHE 3a JIEKAPCTBEHU MPOYKTH 33 XyMaHHA yHoTpeda, ChOTBETCTBAIIH
Ha MMPOJYKTUTE, BKIFOYCHU B TIPOIIECypaTa, KOUTO MPUTEkKABA BCEKU OT

MMOCOYCHUTC MPUTECIKATCIIN HA PAa3pCHICHUC 3a TbProBUs; U

6) BTOPO, 4pPE€3 NOCIACABAIIO IMPpUJIAraHC Ha HAMaJICHUCTO Ha TaKCaTa, OIpeCaAcICHO

B pa3acit 1 or IMPHUIIOKCHUC V, KOoraTro € ymMeCTHO.

7. OHeHKa Ha TpaAUIIUOHHU PACTUTCIIHU JICKAPCTBCHU ITPOAYKTH B CbOTBETCTBUC C YWICH 57,

naparpad 1, Oyksa H) ot Pernament (EO) Ne 726/2004

Takca B pazmep Ha 34 900 EUR ce npunara 3a uckane 3a Hay4yHa KOHCYJITAIIHS OT
Komurera mmo PACTUTCIIHU JICKAPCTBCHU IMPOAYKTHU, CBbP3aHa C TPAAUIUOHHU PAaCTUTCIHA

JIEKapCTBEHM NPONYKTH. Bb3HarpaxaeHueTo 3a qoknanuuka € B pazmep Ha 4 500 EUR.
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8. CepTtudunmpane Ha CbOTBETCTBHE ChC 3aKOHOIATEICTBOTO HAa ChI03a 32 OCHOBHA
nokymenTanus 3a miasma (O/II1) B crorBeTcTBUE ¢ "act Il ot mpunoxenue I kpM

Jupextusa 2001/83/EO

8.1. Takca B pa3mep Ha 69 000 EUR ce npuitara 3a 3asBnenue 3a nperien Ha O u
HEHHOTO bpBOHAYAIHO cepTuduuupane cbriacHo gact 1L, Touka 1.1 ot
npmioxkenue I kem Jupextuna 2001/83/EO. Bp3narpaxaeHueTo € B pa3mep Ha

10 800 EUR 3a noxmaguuka 1 10 800 EUR 3a cpaokiagunka.

8.2. Hanor B pazmep Ha 6 900 EUR ce npuiiara 3a u3gaBaie Ha MbpBOHAYAIHO
ceprudunupane Ha O/II1, koraTo TO ce 1moiaBa eTHOBPEMEHHO ChC 3asiBIICHUE 3a
paspelleHue 3a ThproBUs € JIEKApCTBEH NPOAYKT IO LIEHTpaJlu3upaHaTa npoueaypa.
Joxymentanusta Ha O/I11 ce oueHsiBa B paMKUTE Ha 3asiBJICHUE 32 pa3peliaBaHe 3a

ynoTtpeda 1Mo [eHTpaTu3upanara npoueaypa.

8.3. Takca B pazmep Ha 12 800 EUR ce mputara 3a 3asiBjieHue 3a Mperyiesn u
ceprudunmpane Ha 3HaunTenHa npomsHa ot tum [ xHa OII ceriracHo
Pernament (EO) Ne 1234/2008. Bb3narpaxnenueto e B pazmep Ha 2 000 EUR 3a

moxiamurka 1 2 000 EUR 3a cpmoknamuunka.

3a /1B WM TTOBEYE TPYMUPAHHU B €IMHHO 3asiBleHue chriaacHo Permament (EO)
Ne 1234/2008 3nauntenuu npomenu ot tum Il ce mpunarar takcara u

BB3HATPAXKICHUETO, TIOCOUEHHU B TOUKA 8.4 OT HACTOAIIOTO MPUIOKEHUE.

PE-CONS 59/1/23 REV 1 13
IMTPUJIOXEHME I BG



8.4.

Taxca B pazmep Ha 20 400 EUR ce npunara 3a 3asiBj€HUE 3a perie U FOJUIIHO
aKTyanu3upaHe Ha MOBTOpHO cepTuduuupane Ha OI1, KoeTo Moke /1a BKIIOUBA
Besika mipomsiHa cbriaacHo Permament (EO) Ne 1234/2008, momaneHa e THOBpEMEHHO
ChC 3asBJICHUETO 3a TOAUIIHO MOBTOPHO cepTuduuupane Ha OIL.
Bu3narpaxxaenuero e B pazmep Ha 2 400 EUR 3a noxnanuuka u 2 400 EUR 3a

ChAOKJIaaA4HrKa.

9. CepTI/I(l)I/IHI/IpaHe Ha CbOTBECTCTBUE CHC 3aKOHOAATCJICTBOTO Ha Cnro3a 3a OCHOBHO JOCHEC

Ha BakcuHHUA antureH (VAMEF).

9.1.

9.2.

Takca B pazmep Ha 69 000 EUR ce npunara 3a 3asBienue 3a nperiea Ha VAMF u
I'BPBOHAYAITHOTO MY CepTU(UIIpaHe, KOUTO HE ca MOJaJACHN eTHOBPEMEHHO C HOBO
3asiBJICHUE 32 Pa3pelIeHe 3a ThProBUs MO LIEHTpaIU3upaHara mpoueaypa ChbriiacHO
gacr III, Touka 1.2. ot npunoxenue [ keM upextura 2001/83/EQ.
Bu3narpaxxnenuero e B pazmep Ha 10 800 EUR 3a noknaguuka u 10 800 EUR 3a

ChJOKJIaaA4HKa.

B ciayyauTe Ha rpymna aHTUTeHH, CIIY)Kella 3a IPeJ0TBpaTsIBaHe Ha €THO
nH(pEeKINOo3HOo 3a001sBaHe, ce chOupa Takca 3a npuinaraneto Ha VAMEF 3a enun
AQHTUTEH U C€ 3aIulallla Bb3HArpaXKJIeHue ChriaacHo Touka 9.1. 3a BTOpOTO U BCSIKO
cienBaino 3assieHus 32 VAMF, noganeHn e THOBpEMEHHO 3a aHTUT'€HH KaTo 4acT OT
chIllaTa rpyma, ce HauucisBa Takca B pasmep Ha 9500 EUR 3a Bcsiko VAMEF.
Obmata cyma, KosiTo ATeHIIMATa HauKcTsBa 3a 3asBieHus 3a VAMF, noganenu
€THOBPEMEHHO 3a aHTUTEHHU KaTo 4acT OT €/IHA U Chllla rpyma, He HaJBHUIIIaBa

82 800 EUR. B T03u cny4aii Bb3HArpaxJaeHueTo 3a Bcsiko BTopo VAMF u Bcsko
cnensamo VAMEF e B pasmep Ha 2 400 EUR 3a noknaguuka u 2 400 EUR 3a

CBIOKJIAUHKA.
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9.3. Hauor B pazmep Ha 6900 EUR ce npunara 3a 3asBjieHH€ 32 U3/JaBaHE HA BCSIKO
ceprudunupane Ha VAMF, koraTo To ce mojiaBa eJHOBPEMEHHO C HOBO 3asiBIICHUE

3a pa3pelleHue 3a ThProBus Mo LIEHTpaTu3upaHara npoueaypa.

9.4. Takca B pasmep Ha 12 800 EUR ce npuara 3a 3asiBjieHHE 3a Nperiea u
ceprudunpane Ha 3HaunTeNHa TpomsiHa ot Tun I va VAMF chrioacHo
Permament (EO) Ne 1234/2008. Bu3narpaxaenueto e B pazmep Ha 1 900 EUR 3a

nokiaaguuka 1 1 900 EUR 3a crookimaauuka.

3a BCsika 3HAUYMTENHA POMsiHa OT THII I, KOATO € rpynupaHa B €HHHO 3asBJICHHE,
noxaneHo ceriaacHo Permmament (EO) Ne 1234/2008, ce chbupa Takca, KakTo €

IMIOCOYCHO B II'bPBa aJlIMHCA OT HACTOALIATa TOYKA.

10. CepTtudunmpane Ha TaHHU 32 Ka4Y€CTBO U HEKIIMHUYHU JIaHHU, CBbP3aHU C JIEKAPCTBEHH
npoayktu 3a moaepHa Tepanus (JIIIMT), pazpadorenu or MCII B choTBETCTBHE C

Pernament (EO) Ne 1394/2007

10.1. Takca B pasmep Ha 173 100 EUR ce npuiara 3a 3asiBJI€HHE 3a OLEHKA U
cepTU(UIMPAHE HA TAaHHU 33 KAYeCTBO U HCKJIIMHUYHU JIaHHH ChIIIACHO WwieH 18 oT
Pernament (EO) Ne 1394/2007. [TocoueHata Takca ce€ OTMEHS U3LISLIO.

Bo3narpaxknenuero 3a gokiaauuka € B pasmep Ha 59 400 EUR.

10.2. Takca B pazmep Ha 115 100 EUR ce npuiara 3a 3asiBJIeHHE 3a OLIEHKA U
cepTH(UIMPaHe cCaMO Ha JaHHUTE 32 KaYeCTBO ChIIIACHO WieH 18 oT
Pernament (EO) Ne 1394/2007. [TocoueHaTa Takca c€ OTMEHS U3LISLIO.

Br3narpaxxaenuero 3a gokjaagurka e B pasmep Ha 39 500 EUR.
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11. [Meguarpuunu 3asiBieHus B choTBeTcTBUE C Permament (EO) Ne 1901/2006
11.1. Takca B pazmep Ha 38 100 EUR ce npunara 3a 3asiBiieHHE 32 IpUEMaHe Ha IIaH 3a
MeIMaTPUYHO U3CIIe/IBaHe, TOMCKAHO chIylacHO wieH 15 ot Permmament (EO)
No 1901/2006. ITocouenara Takca ce OTMEHs M3IUI10. Bb3HarpaxaeHueTo 3a
nokjaaurka e B pazmep Ha 8 400 EUR.
11.2. Takca B pazmep Ha 21 300 EUR ce npuara 3a 3asiBjieHU€ 32 U3MEHEHHUE Ha MIPUET
IJIaH 32 MeIUaTPUYHO U3cieBaHe chriacHo wieH 22 ot Pernament (EO)
No 1901/2006. ITocouenara Takca ce OTMEHs U310, Bh3HarpaxaeHueTo 3a
nokiaaurka e B pazmep Ha 8 000 EUR.
11.3. Takca B pa3mep Ha 14 400 EUR ce npunara 3a 3asBiieHue 32 0CBOOOXKAaBaHe Ha
KOHKPETEH JIEKapCTBEH MPOAYKT cbritacHo uieH 13 ot Pernament (EO)
Ne 1901/2006. ITocoueHnara Takca ce OTMEHs U3Is10. Bh3HarpakaeHueTo 3a
nokjaaurka e B pazmep Ha 2 300 EUR.
11.4. Takca B pazmep Ha 9 600 EUR ce npunara 3a uckane 3a nmpoBepKa 3a CbOTBETCTBHE C
IJIaHa 3a MeJUaTPUYHO u3cienBane cbriacHo uieH 23 ot Pernament (EO)
Ne 1901/2006. ITocoueHara Takca ce OTMEHs U3Is10. Bh3HarpakaeHueTo 3a
nokiaaurka e B pazmep Ha 1 300 EUR.
12. OrmpenensaHe Ha JIEKAPCTBEHU MPOAYKTH KaTo cupaiy B choTBeTcTBUE ¢ Permament (EO)
Ne 141/2000
Taxca B pazmep Ha 20 000 EUR ce npunara 3a 3asBJIeHUE 3a ONPEAEIISHE WIIH 32
MPEOLIEHKA Ha ONPEIETTHETO Ha JIEKAPCTBEH MPOAYKT KaTO CUPAK ChIJIACHO
Pernament (EO) Ne 141/2000. ITocouenaTa Takca ce OTMEHs U3Lsu10. Bb3HarpaxaeHueTo
3a nokjaaurka e B pazmep Ha 1 900 EUR.
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13. Hay4nu craHOBHIIIA OTHOCHO OLIEHKATA HA JIEKAPCTBEHU IIPOAYKTH, IIPEIHA3HAYCHU

H3KJIIOYUTCIIHO 34 ITa3apyu U3BBH Cr103a

Taxca 1 chOTBETCTBAIIO Bb3HArPAKICHUE CE IPUJIAraT 3a 3asBJICHUE 32 HAYYHO
CTaHOBHIIIE CIIe/] OL[EHKAaTa Ha JIEKapCTBEH MPOJIYKT 3a XyMaHHa ynorpeba, mpeJHa3HayeH
M3KJIIIOYUTEIHO 3a nma3apu u3BbH Chro3a chritacHo wieH 58 ot Pernament (EO)

Ne 726/2004, B chOTBETCTBHE C TIOCOYCHOTO B pa3ienu OoT | 10 5 OT HACTOSIIOTO
NpuJIokKeHue u B pazaenu 1, 3,4 u 5 ot npunoxenue [V, kakto u B Touku 6.1, 6.2 u 6.4 oT

IIOCOYEHOTO MPUIIOKECHHUE.
14. [lepronnvHm aKTyanu3upaHu JOKIaau 3a 0€30macHOCT

14.1. Takca B pa3mep Ha 34 100 EUR ce npunara 3a olieHKa Ha IEPUOIUIHUTE
aKTyaJM3UpPaHH JOKJIaaM 32 0€30MacHOCT, mocoueHH B wieHoBe 1071 u 107k ot

Hupextusa 2001/83/EO u B unen 28 ot Pernament (EO) Ne 726/2004.

Bo3narpaxxnenuero 3a goxinaauuka e B pazmep Ha 17 300 EUR.
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14.2. Koraro aBama Wiy MOBEYE MPUTEXKATEIN HA Pa3pelliEeHUE 3a ThPrOBUs NOJIEKAT Ha
3aIbJKEHUETO J1a IPEACTABAT NEPUOIUYHHI aKTyaIM3UPaHH JTOKIIAIU 32
0€301acHOCT B KOHTEKCTa Ha MPOIIEIyPHUTE, TOCOUCHHU B TouKa 14.1, AreHmnusara
M3YHCIIABA CyMara, 3arJialaHa OT BCEKH IIPUTEKATEI Ha pa3pelieHue 3a ThProBus, B

JBa €ralia, KakTo CJICABa:

a)  IBbPBO, Upe3 pa3/eiisiHe Ha OOIIUs pa3Mep Ha TaKcaTa MEXIy MPUTEKATEITUTE
Ha pa3pelieHne 3a ThProBUsl MPOMOPLMOHAIHO Ha OpOs HA eIMHUIUTE 32
TaKCyBaHE 10 OTHOIICHHE Ha JIEKAPCTBEHH MPOAYKTH 3a XyMaHHa ynorpeba,
CHOTBETCTBAIIU Ha MPOIYKTUTE, BKJIFOUECHU B MPOLEAypaTa, KOUTO MPUTEkKABA

BCCKHM OT TOCOYCHUTC MPUTCIKATCIIN HAa pa3pCIICHUC 3a TbPIroBUA; U

6) BTOPO, YpE€3 MOCJICABAIIO ITPHUJIaraHC Ha HAMAJICHUCTO HA TaKCaTa, OIIPCACICHO

B TOuKa | OT mpusoxkeHue V, KOrato € yMecTHO.
15. [IpoyuBanust 3a 6€30MaCHOCT CJie/] MOJydyaBaHe Ha pa3pelieHue

15.1. Takca B pazmep Ha 104 700 EUR ce npuiara 3a u3BbpllieHaTa ChIJIaCHO
yiienoBe 1071 — 107p ot Jupextusa 2001/83/EO u unen 286 ot Pernament (EO)
Ne 726/2004 onieHka Ha MPOBEXKIAHUTE B MIOBEYE OT €/1HA AbprKaBa MPOYYBAHUS 32
0€30MacHOCT cJie/l oJlyuaBaHe Ha pa3pelieHne 3a ThProBHsl, KAaKTO € IOCOUYEHO B
yieH 21a, OykBa 0), win uneH 22a, naparpad 1, 6yka a) ot Jupextuna 2001/83/EO,
Wi B wieH 9, maparpad 4, 6yksa BO), win uieH 10a, maparpad 1, Oyksa a), oT

Pernament (EO) Ne 726/2004.
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15.2. Takcara ce cbOupa Ha JJB€ BHOCKH, KaKTO CII/IBA:

a)

6)

cyma B pazmep Ha 53 500 EUR ce ab/iku KbM JlaTaTa Ha 3all04BaHe Ha
Ipoleaypa 3a OleHKa Ha MPOEKTa Ha MPOTOKOJI, TocoueH B wieH 107H oT
Hupextupa 2001/83/EO. Bp3HarpakieHUeTO Ha JOKJIaIUYUKa € B pa3Mep Ha

22 300 EUR; u

cyma B pazmep Ha 53 500 EUR ce ab/iku KbM JlaTaTa Ha 3all04BaHe Ha
MpoIIeIypa 3a OLICHKA Ha OKOHYATETHHUS JOKJIa] OT U3CIEABAHETO, KAKTO €
nocoueHo B wieH 107m ot JJupextura 2001/83/EO, ot Komurera 3a onenka Ha
pucka B o0acTTa Ha (papMaKOJIOTUIHATA OJUTEITHOCT; Bh3HATPAXKICHUETO Ha

JoKIag4rka e B pazmep Ha 22 300 EUR.

15.3. Koraro 3aABJDKCHUCTO 3a U3BBbPIIBAHEC HA ITPOYUYBAHEC 34 0e30macHoOCT CJIC

IMOJIy4aBaHC Ha pa3pCUICHUC 3a TbPIrOBHA € HAJIOKCHO OT Komucusara Ha moBeue ot

CAWH IPUTECIKATCI HA PA3PCIICHUC 3a THhPIroBUs U €AHU U ChIIH OITACCHUSA Ca

BaJIMAHM 3a MMOBCYEC OT CAWH JICKAPCTBCH IMPOAYKT, KAKTO U KOIraTO CbOTBCTHUTC

MPUTEKATCIIN Ha pa3pCHICHUA 3a ThProBUA U3BbPHIBAT CbBMECTHO IMTPOYYBAHC 34

0e30macHOCT CJIe IMOJIydaBaHC Ha pa3pCUICHUC 3a TbprOBUs, AFGHHI/IHTa Hn34HncCiisiBa

cyMmara, 3ariianada OT BCCKHU IMPUTCIKATCIT Ha pa3pCUICHUC 3a TbprOBHsA, B IBC

CTBIIKH, KaKTO CJICIBa:

a)  IBPBO, pa3JeisiHe OPAaBHO Ha 00IaTa CyMa Ha TakcaTa MEXIy
MpUTEKATENUTE Ha pa3pelieHue 3a ThProBUs; U
0)  BTOpO, MOCJEIBAIIO MPHUJIaraHe Ha HaMaJIEHUETO Ha TaKcaTa, KakTo €
MOCOYCHO B TOYKa | OT mpuiioxeHue V, Korato € mpuiiokumo.
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15.4. IlputexxaTenure Ha pa3pelIeHUE 32 ThPTroOBUs, OT KOUTO C€ ChOMpa TakcaTa 1o
HacToAIaTa TOYKA, c€ 0OCBOOOK1aBaT OT IUIALAHETO HAa BCSIKAKBU JIPYI'H TaKCH,
cbOupaHu OT AreHiusTa Win KOMIETeHTHUTE OPraHU Ha JAbp)KaBaTa WieHKa, 3a

MIpEACTAaBAHECTO Ha IPOYUBaHUATA, IOCOUYCHU B TOYKA 15.1.
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HPUJIOKEHUE 11

Taxcu, HalIO3U U BB3HArPAXKACHUS 32 IPOLIEIYPH 32 OLICHKA U YCIIYTH,

CBBpP3aHH C BETEPUHAPHU JIEKAPCTBEHHU MPOAYKTHU

1. Hayunu xoHcynTamuu, npeocTaBsiHu OT ATEHIIUSITa B ChOTBETCTBUE € YJIeH 57,

naparpad 1, Oyksa H) ot Pernmament (EO) Ne 726/2004
1.1. Taxca B pa3mep Ha 35 100 EUR ce npunara 3a BCIKO OT CJIIETHUTE UCKAHUSI:

a) HCKaHC 3a pa3pa60TBaHe Ha Ka4eCTBOTO M 0€30MacHOCTTA U 3a KIMHUYHO

pa3zpaboTBaHe;
0) wuckaHe 3a pa3paboTBaHE Ha KAYECTBOTO U 32 KIIMHUYHO Pa3pabOTBaHE;
B)  HCKaHe 3a pa3paboTBaHe Ha 0€30MaCHOCTTA U 332 KIMHUYHO pa3paboTBaHe;

B’LSHana)KI[eHI/IeTO 34 KOOpAWHATOpPA Ha HAYYHUTE KOHCYJITAllUU € B pa3MCp Ha

16 700 EUR.
1.2. Taxca B pazmep Ha 25 700 EUR ce npunara 3a BCSKO OT CJIICTHUTE UCKAHUSI:
a)  HMCKaHe 3a KJIMHUYHO pa3paboTBaHE;

0) wuckaHe 3a pa3paboTBaHe Ha KAYECTBOTO M 0€30MaCHOCTTA;
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B)

HCKaHe 3a pa3paboTBaHE HA KAUeCTBOTO U M3CIICABAHUS 32 OMOCKBUBAJIICHTHOCT
Ha T€HEPUYHU BETEPUHAPHU JIEKAPCTBEHU IIPOLYKTH, CHIIIACHO

onpeneneHueTo B wieH 4, maparpad 9 ot Pernmament (EC) 2019/6.

B’BSHana)K,HeHI/IeTO 3a KOOpAWHATOpa Ha HAYYHUTE KOHCYJITalluU € B pa3sMEpP Ha

10 700 EUR.

1.3. Taxca B pazmep Ha 22 600 EUR ce npumnara 3a BCIKO OT CJIIETHUTE UCKAHUSI:

a)

6)

1)

HCKaHC 3a pa3pa60TBaHe Ha Ka4€CTBOTO,
HCKaHC 3a paapa60TBaHe Ha 6630HaCHOCTTa;

WCKaHe 32 U3CJIC/IBaHMs 32 OMOCKBUBAJICHTHOCT HA TCHEPUYHH BETCPUHAPHU
JICKapCTBEHH MPOYKTH, ChIIIACHO OMpeAeIieHueTO B WwieH 4, maparpad 9 ot

Pernament (EC) 2019/6;
UCKaHE 3a peBapUTEIICH PUCKOB MPOQUII;

HCKaHEC, CBBbP3aHO C OIIPCACIAHC HAa HOBA MAaKCUMAJIHO JOITYCTHUMA I'paHrIla Ha

octarbunu Bemectsa (MII'OB).

B’L3Harpa)l(,[[eHI/IeTO 34 KOOpAWHATOpA HAa HAYYHUTE KOHCYJITAlIUU € B pa3MCp Ha

6 500 EUR.
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2. Hckane 3a knacuduimpane Ha BETCpUHAPHH JIEKAPCTBEHH MTPOYKTH KaTO MPeIHA3HAYCHH
3a OrpaHMYEH Ia3ap, ChIJIACHO ompeeneHneTo B uwieH 4, Touka 29 ot Pernament (EC)
2019/6 u 3a paszriexaaHe Ha TOMYCTHMOCT 3a pa3pelIeHrue B ChOTBETCTBUE C WIEH 23 OT

CbIOUA PCTIIAMCHT.

Hautor B pasmep Ha 5 500 EUR ce npuara 3a nuckane 3a kJiacupuIMpaHe Ha BETEpUHAPHU
JIEKapCTBEHH MPOAYKTH KaTo MpeJHA3HAYECHU 32 OrpaHUUEH I1a3ap, ChIIacHO
onpeneneHueTo B wieH 4, naparpad 29 or Pernmament (EC) 2019/6 u 3a pasriexaane 3a

JOTYCTUMOCT 3a paspernieHue cbriacHo wieH 23 ot Pernmament (EC) 2019/6.

3. Ornpenensane, M3MEHEHNE WIH pa3inupsiBaHe Ha ooxBata Ha MJII'OB B choTBeTCTBHE C

nporenypara, ycranoseHa B Permament (EO) Ne 470/2009

3.1. Takca B pazmep Ha 89 700 EUR ce npuiara 3a 3asiBiieHuE 3a OIIpeAeIIsIHE Ha
nmbpBoHavaiHata MJII'OB 3a najeHo BemiectBo. Bh3HarpaxkJieHMEeTo € B pa3Mep Ha

22 700 EUR 3a nokmamguuka u 10 900 EUR 3a cpaokiagyuka.

3.2. Takca B pazmep Ha 56 100 EUR ce nmpuara 3a BCSIKO 3asiBJICHUE 32 TPOMSIHA WU
pasumpsBaHe Ha o0xBaTa Ha cbilecTByBama MII'OB. Bw3narpaxaenuero e B

pasmep Ha 11 200 EUR 3a noknamuuka u 10 300 EUR 3a chaokiagyuka.

3.3. Takca B pazmep Ha 25 700 EUR ce npuara 3a orieHkarta, 3a Ja c€ Onpeaenu Jaiu
OMOJIOTMYHO BEIIECTBO, KOETO HE HAI0/10051Ba XUMUYHO BEIIECTBO, U3UCKBA WM HE
M3MCKBa MbiHa oleHka Ha M/I'OB cbriacho paznen 1.7 oT npunoxenue | kpM
Pernament (EC) 2018/782. Bp3HarpaxaeHueTo 3a JOKJIaguuKa € B pa3Mep Ha

10 700 EUR.

PE-CONS 59/1/23 REV 1 3
I[MTPMJIOXEHUE II BG



4. Pazpemnienne 3a THproBusi ¢ BeTepUHApHU JIEKaPCTBEHH MPOIYKTH, MTONAIAIlK B 00XBaTa Ha
paspeleHusTa 3a ThproBUs 10 LIEHTpaJIu3upaHaTa IpolLeypa ChbIVIacHO WwieH 42 oT

Pernament (EC) 2019/6

4.1. Takca B pazmep Ha 313 000 EUR ce npuiara kbM 3asBJICHUE 3a pa3pelIeHUE 3a
TBHProBHsI C BETEPUHAPEH JIEKAPCTBEH NPOAYKT CBHIJIACHO WieHOoBE &, 23 wiu 25 ot
Pernament (EC) 2019/6, xorato 3asBUTENAT IOCOYBA HOBO aKTHBHO BEIIECTBO. Tazu
TakKca MOKpHBa BCAKA CHJIA, BCHUKU (papMalleBTUYHU (POPMU U BCUUKH
IIPEJCTaBSHNUSA, IOAACHH B CHLIOTO 3asBJICHHE, HE3aBUCUMO OT OpOsl Ha BUAOBETE
KUBOTHH, 32 KOUTO € IIPEeJHA3HAYEH NIPOIYKTHT. Bb3HarpakAeHUETO € B pa3Mep Ha

113 300 EUR 3a noxnamunka u 40 400 EUR 3a cbnokiiaaduka.

4.2. Taxkca B pa3mep Ha 283 600 EUR ce mpunara kbM 3asiBIIEHUE 3a pa3pelIeHue 3a
THPIrOBHS C BETEPUHAPEH JIEKAPCTBEH MPOAYKT ChIVIACHO WieHoBe &, 20, 22, 23
wn 25 ot Permament (EC) 2019/6, xoraro 3asBUTEISIT MOCOYBA H3BECTHO AKTHBHO
BemiecTBo. Tas3u Takca MOKpHBA BCSAKA CHIIA, BCUYKU (papMarieBTUIHHA (HOPMH U
BCHUYKH MPEJICTaBSHUS, TIOJA/ICHU B CHILOTO 3asBIIEHUE, HE3aBUCUMO OT Oposi Ha
BUJIOBETE KUBOTHH, 32 KOUTO € IIPeHA3HAYEH MIPOAYKTHT. Bh3HarpaxaeHuero e B

pasmep Ha 87 000 EUR 3a noxmamuuka u 37 400 EUR 3a chaokimanguuka.
4.3. Taxkca B pasmep Ha 144 900 EUR ce mpuiiara 3a BCSKO OT CJICTHUTE 3asiBICHUS:

a)  3asABJICHUE 3a pa3pelICHUE 3a ThProOBHsl C TEHEPUYEH BETEPUHAPEH JIEKAPCTBEH

npoayKT chriaacHo wieH 18 ot Permament (EC) 2019/6;
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0)  3asgBJICHUE 3a pa3pelIeHHe 3a THProBHs ¢ XUOPUACH BETEPUHAPEH JICKapCTBEH

npoaykT ckraacHo wieH 19 ot Permament (EC) 2019/6;

B)  3asgBJICHHME Bb3 OCHOBA Ha MHGOPMHUPAHO ChITIACHE 32 Pa3pelIeHUE 3a ThPrOBUS
C BETEpUHAPEH JIEKaPCTBEH MPOIYKT ChIilacHO wieH 21 oT Pernament

(EC) 2019/6;

Ta3u Takca MoKpHBa BCsKa CHIIa, BCHUKU (hapMalleBTUYHHA (POPMU M BCUUKH
IIPEJCTaBAHNUSA, IOAAJICHU B €IHO U CBHIIO 3asBJIEHHE, HE3aBUCUMO OT Opos Ha
BHJIOBETE KUBOTHH, 32 KOUTO € IIPEJHA3HA4YEH IPOLYKTHT. Bb3HarpaxxaeHUETO € B

pasmep Ha 32 600 EUR 3a goxmamuuka u 19 000 EUR 3a chaoxmanguuka.
5. [Ipepasriexiane Ha pazpelieHUE 3a ThPrOBUS 3a OTPAaHUYCHH Ma3apu

Takca B pazmep Ha 20 100 EUR ce npunara 3a 3asBiieHu€ 3a IpepasriexaaHe Ha
paspelleHre 3a ThProBUsl 32 OrPAaHUYEH Ma3ap chIylacHO wieH 24, naparpad 3 ot
Permament (EC) 2019/6. Bw3narpaxaenuero e B pazmep Ha 3 300 EUR 3a goknagunka u

2 500 EUR 3a cpmokimagduka.

PE-CONS 59/1/23 REV 1 5
I[MTPMJIOXEHUE II BG



6. HpOMeHI/I B YCJIOBUsATA Ha PAa3pCUICHUCTO 3a ThbProBus, U3NCKBAIIHU OLICHKA B CbOTBECTCTBUC

¢ wieHoBe 64, 65 u 66 ot Pernmament (EC) 2019/6

6.1. Takca B pazmep Ha 93 000 EUR ce npunara 3a npomMsHa, M3UCKBaIlla OlleHKa,
BBBEXIAIA IPOMEHH B AKTUBHOTO BEILIECTBO UM aKTUBHUTE BEILIECTBA, CUJIATa,
¢dapmaneBTuuHaTa popma, HAYMHA HA TIPUIIOKECHUE WIIA BUIOBETE KUBOTHH, 32
KOUTO € IIPeIHA3HAYCH MPOIYKTHT U KOUTO CE€ M3IMOI3BAT 32 MPOU3BOJICTBO HA
XpaHH, KaTo MMOCOYCHHUTE MTPOMEHU TpsAOBa Aa ObaT oLleHeHU B CpoK A0 90 aHu B
CBHOTBETCTBUE C WwieH 66, maparpad 3 ot Pernmament (EC) 2019/6. ITocouenara Takca
ce crOmpa 3a Beska oT/ieNHa apMaieBTHYHA popMa W BCsKA OT/AETHA CBbpP3aHa C
Hest cwia win epukacHocT. Be3narpaxnenuero e B pazmep Ha 30 300 EUR 3a

moxinamurka 1 9 100 EUR 3a cpmoknamuunka.

6.2. Taxca B pazmep Ha 50 300 EUR ce npunara 3a npoMeHu, U3UCKBAIIU OLICHKA, KOSATO
BBBEX/Ia IPOMEHH B 0€301MacCHOCTTA, €PUKACHOCTTA WK (hapMaKOJIOTUIHATA
OIMTEITHOCT, KOUTO TPsIOBa Jja ObIaT olleHeH! B cpok oT 60 mim 90 nHu, B
3aBHCHMOCT OT CJIy4das, B CbOTBETCTBHUE C WwieH 66, nmaparpad 3 ot Pernament
(EC) 2019/6. Bb3narpaxaenuero e B pazmep Ha 10 400 EUR 3a noknaguuka u

8 100 EUR 3a cpaokiIagyuka.

6.3. Taxca B pazmep Ha 25 300 EUR ce npunara 3a mpoMeHu, U3UCKBAIIX OIICHKA,
BBBEX/IAIlla CAMO IIPOMEHHU B Ka4eCTBOTO, KOUTO TPsiOBa J1a ObJaT OLIEHEHH B CPOK
oT 60 1HU B chOTBETCTBHE C wieH 66, naparpa¢ 3 ot Pernament (EC) 2019/6.
Br3narpaxxaenuero e B pazmep Ha 3 800 EUR 3a noxnamuunka u 3 800 EUR 3a

ChJOKJIaa4HKa.
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6.4. Koraro HIKOJKO IPOMEHH, U3UCKBAIIH OLIEHKA, Ca TPYIUPAaHU B €AMHHO 3asIBJICHUE
cbriacHo wieH 64 ot Pernmament (EC) 2019/6, choTBeTHATaA Takca, KAKTO € IIOCOYCHO
B TOUKH 6.1, 6.2 1 6.3 OT HACTOSAIIOTO MPUIIOKEHUE, CE MPUJIara 3a BCAKa OT IbPBUTE
nBe npoMeHH. M3mnamnianero Ha Bb3HArpaKICHUETO CE U3BbPIIBA B CHOTBETCTBHE C
IIOCOYEHHUTE TOUKU. 3a TpeTara u cleABalluTe IPOMEHH TaKcaTa € B pa3Mep Ha
12 700 EUR Ha npomMsiHa, KaTo Bb3HarpaxxaeHuero € B pazmep Ha 1 900 EUR Ha

npoMsHa 3a gokianuuka u 1 900 EUR 3a cpaokiiaaguuka.

6.5. Koraro B 3asBieHuE 32 MOJICNISIHE HAa paboTara ChIJIacHO WieH 65 oT Periiament
(EC) 2019/6 ce Brxiro4Ba moBeye OT €IMH IIEHTPATHO Pa3pelieH MPOIYKT, 3a BCIKA
MPOMSTHA Ha IIBPBUS [IEHTPAITHO Pa3peIleH MPOAYKT C€ MpUiIaraT TakCUTe U
Bb3HArpaXxKJeHUsITa, IOCOUYCHH B TOUKHU 6.1, 6.2 1 6.3 OT HACTOAIIOTO MPUIOKEHHE, a
3a BcsAKa MPOMsIHA Ha BTOPUSA U TIOCTIEABAIUS IEHTPATHO Pa3pelieH MPOIyKT,

BKJIFOYEH B CHIIOTO 3as1BJICHUE, ce IIpriiara Hajior B pazmep Ha 800 EUR.
7. Ce3upanus 1 apOUTPaKHU MIPOLIETYPH

7.1. Taxca B pa3mep Ha 161 800 EUR ce npuiara 3a oneHkara, U3BbpII€Ha B KOHTEKCTa
Ha IpoIeaypa, 3all0uHaTa ChIilacHo wieH 54, naparpad 8 ot Pernmament
(EC) 2019/6. TTocouyenara Takca ce OTMEHS H3IsUI0. Bh3HarpaxkJJeHueTo € B pa3mep

Ha 22 400 EUR 3a goknamuuka u 10 200 EUR 3a cpaoknamguuka.
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7.2.

7.3.

7.4.

7.5.

Taxca B pazmep Ha 221 700 EUR ce npuinara 3a onjeHkaTa, U3BbpLIEHA B KOHTEKCTA
Ha TpOoIeaypa, 3armovnHara cerimacHo wied 70, maparpad 11 ot Pernmament
(EC) 2019/6. ITocouenara Takca ce OTMEHS U3IsU10. Bh3HarpaxaeHueTo € B pazmep

Ha 30 900 EUR 3a goxnamuuka u 13 700 EUR 3a cpookimaguuka.

Taxca B pazmep Ha 155 900 EUR ce npuinara 3a orieHkaTa, U3BbpLIEHA ChITIACHO
uned 141, maparpad 1, Oykxsu B) u 1) ot Permament (EC) 2019/6. ITocouenara takca
ce oTMeHs u3lsio. Br3narpaxkaenueto e B pazmep Ha 18 500 EUR 3a goknaguuka u

8 200 EUR 3a cpookiiagyuka.

Takca B pasmep Ha 221 700 EUR ce mpuiara 3a orneHkara, U3BbpIleHa B KOHTEKCTa
Ha MpoLeaypa, 3anovynara ceriaacHo wieH 82 ot Permament (EC) 2019/6.
Bo3narpaxaenueto e B pazmep Ha 30 900 EUR 3a noknaguvka u 13 700 EUR 3a

CBHIOKJIAUHKA.

Takca B pazmep Ha 155 900 EUR ce mpuiara 3a oneHkara, U3BbpIleHa B KOHTEKCTa
Ha Mpolle1ypa, 3arnoyHara cbriacHo uieH 129, naparpad 3 wiu wien 130,
naparpad 4 ot Pernament (EC) 2019/6. Bp3narpaxaeHuero € B pa3mep Ha

18 500 EUR 3a moxnamumnka u 8 200 EUR 3a cpaokinaguuka.
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7.6. Koraro nBama niam noBeye NpUTEKATEIN HAa Pa3pellicHUE 3a ThPTOBUS y4acTBaT B
IIPOLIEYPUTE, IOCOUEHU B TOUKa 7.4 niu 7.5, moJyiealiara Ha 3aIulalliaHe cyma OT
CTpaHa Ha BCEKM IIPUTEXkATEeN Ha pa3pelieHre 3a ThProBUs, C€ U3UUCIISABA OT

AFCHHI/IHTa Ha JaBa €Tralla, KaKToO CJjI¢€Ba.

a)  IBbPBO, Upe3 pa3/eiisiHe Ha 00U pa3Mep Ha TaKcaTa MEXIy MPUTEKATEITUTE
Ha pa3peuieHre 3a ThProBUs MPONOPIUOHATHO Ha OpOos Ha eIMHUILINTE 32
TaKCyBaHE 110 OTHOLIEHHE Ha JEKapCTBEHU IIPOAYKTH 3a BETEpUHAPHA
ynoTpeda, CbOTBETCTBAILM Ha IPOAYKTUTE, BKIOUYEHH B IIPOLEAYypaTa, KOUTO
IIPUTEKABA BCEKU OT TIOCOYEHUTE MIPUTEIKATENN Ha pa3pelIeHNe 32 ThProBHUS;

u

6) BTOPO, YpE€3 MOCJICABAIIO ITPHUJIaraHC Ha HAMAJICHUCTO HA TaKCaTa, OIIPCACICHO

B pa3acit 1 or IMPHUITOKCHUC V, KOoraTro € ymMeCTHO.

8. Cepruduimpane Ha ChOTBETCTBUE ChC 3aKOHOIATEICTBOTO Ha ChI03a 32 OCHOBHHU JIOCHETA

Ha BakcuHHU aHTUrenu (VAMF)

8.1. Takca B pazmep Ha 25 300 EUR ce npunara 3a 3asBnenue 3a nperyienq Ha VAMF u
HEroBOTO cepTu(UIpaHe CbIacHO Touka V.2 oT npunoxenue Il kbM Pernament
(EC) 2019/6, xoraTo nocoyeHOTO 3asBJICHHE € M10JIaZIeHO €THOBPEMEHHO C
II'bPBOHAYAIIHO 3asBJICHHE 32 pa3pelleHue 3a ThProBUs 32 BETEPUHAPEH JIEKAPCTBEH
MPOJYKT M0 LIEHTpAIU3UpaHa Npoleaypa, ChIbpsKalll IOCOYEHUSI aHTUTEH.
Br3narpaxxaenuero e B pazmep Ha 3 800 EUR 3a noxnamunka u 3 800 EUR 3a

ChAOKJIaAYHrKa.
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8.2. Koraro ctaBa BIIpOC 32 MHOKECTBO 3asBieHus 3a VAMF, nonanenu eqHOBpeMEHHO
B KOHTEKCTa Ha €IHO U CHIIIO 3asIBJICHUE 32 IbPBOHAYAIIHO pa3pelllaBaHe 3a
ynotpe0a, ce mpuiiara tTakca B pasmep Ha 25 300 EUR 3a Bcaxko VAMF. O6mara
cyma, crOupana ot Arennusara, He Hajasumasa 76 000 EUR. Bw3narpaxxnenuero € B
pasmep Ha 3 800 EUR 3a noxnaauuka u 3 800 EUR 3a cbrokiagunka 3a BCSIKO
VAMF. Bb3narpaxaeHusita Ha IOKJIQUMKa U Ha ChJIOKJIATYMKA HE HABUIIIABAT

crotBeTHO 11 400 EUR.

8.3. Takca B pa3mep Ha 35 100 EUR ce npuiara 3a 3asBnenue 3a nperyieaa Ha VAMEF u
TSXHOTO cepTU(ULIpPaHE, KOTaTo 3asiBICHUETO € MOJa/IEHO KaTo OTJCIIHO 3asBICHHE
3a aHTUT'EH BbB BEUEC pa3pellieHa BAKCUHA WA BEYE PA3PEUIEHN BAKCHHU ChIVIACHO
LEHTpalIN3rupaHaTa Wid JeUeHTpalIu3upaHaTa npoueaypa, Win npoueaypara 3a
B3aMMHO IIpu3HaBaHe. Bp3Harpaxaenuero e B pazmep Ha 5 300 EUR 3a noknagurka

n 5 300 EUR 3a cpaoxiiagunka.

8.4. Paznmen 6 OT HaCTOAIIETO MPHJIOKEHHE CE MpHJIara KbM MPOMEHH Ha cepTU(UIpaHu

VAMF.

9. CepTI/I(bI/II_II/IpaHe Ha CBOTBETCTBHUEC CHC 3aKOHOAATCICTBOTO Ha Cnbr03a 32 OCHOBHHU JOCHUCTa

3a TEXHOJIOTHTa Ha BakcuHHUTE 11athopmu (VPTMF)

9.1. Takca B pazmep Ha 25 300 EUR ce npunara 3a 3asBienue 3a nperiena Ha vVPTMF u
HEWHOTO cepTuduIpane chriiacHo Touka V.4 ot npuinoxenue Il koM Pernmament
(EC) 2019/6, xoraTo moco4eHOTO 3asBJICHHE € TI0JIaZICHO €THOBPEMEHHO C
I'bPBOHAYAIIHO 3asBJICHHE 32 Pa3pEeILCHUE 3a ThPrOBUS 32 BETEPUHAPEH JIEKAPCTBEH
MIPOJYKT M0 LIEHTpaIU3MpaHa Npoleypa, ChIbprKalll IocoyeHaTa rniatgopma.
Bw3narpaxxaenuero e B pazmep Ha 3 800 EUR 3a noxnamuuka u 3 800 EUR 3a

CBIOKJIAUHKA.
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9.2. Takca B pa3mep Ha 35 100 EUR ce npunara 3a 3agsienue 3a nperyiega Ha vVPTMF u
HEWHOTO cepTU(HUIpaHe, KOraTo 3asBICHUETO € M0Ja/ICHO KaTo OTJEIIHO 3asiBJICHNE
3a atopma BbB Bede pa3peleHa BaKCHHA ChITIACHO IIEHTPANIN3UpaHaTa Wik
JEUEHTpAIM3UpaHaTa IpoLeaypa WiK IpoLeaypaTa 3a B3auMHO IIPH3HABAHE.
Bu3narpaxxaenuero e B pazmep Ha 5 300 EUR 3a noxnamuuka u 5 300 EUR 3a

ChAOKJIaaA4HrKa.

9.3. Pa3nen 6 oT HACTOAIIETO MPHIIOKEHUE CE MpHUiIara KbM MPOMEHH Ha CepTUPUIIMPAHU

vPTMF.
10. Orenka Ha u3caeABaHUs 32 HAOJIOICHUE CJIe/I MYCKAHEeTO Ha Ma3zapa

10.1. Taxca B pazmep Ha 40 000 EUR ce npunara 3a olieHKa Ha IPOBEKIaHU B ITOBEYE OT
€/lHa IbprKaBa WICHKA U3CJICBAHMS 32 HAOJIOCHUE CIIe]l ITYCKaHEeTO Ha ma3apa

chriacHo wieH 76, naparpad 3 ot Pernament (EC) 2019/6.
10.2. Takcara ce chOupa, KakTo CleBa:

a) Cywma B pazmep Ha 20 000 EUR ce npipku KbM 1aTaTa Ha 3al0YBaHe Ha
npoueaypara 3a 0100peHue Ha MPOeKTa Ha MPOTOKOJIA OT U3CJIEeIBAHETO, KAKTO
€ 1Moco4eHo B wieH 15, nmaparpad 3 ot PerinaMeHT 3a U3nbiaHeHue
(EC) 2021/1281 na Komucusra!. Be3Harpak1eHHeTO 3a JOKJIaI4HKa € B

pa3mep Ha 8 200 EUR.

Pernament 3a uznbnnenue (EC) 2021/1281 na Komucusita ot 2 asrycr 2021 r. 3a
orpeJiesisiHe Ha MpaBuia 3a npuiaranero Ha Permament (EC) 2019/6 na EBponeiickus
napjaMeHT 1 Ha CbBeTa 110 OTHOLLIEHHE Ha Jo0para NpakTHKa B 00JacTTa Ha
(apmakosiornyHaTa OMTEITHOCT U OTHOCHO (POPMATA, ChBPKAHUETO U PEIIOMETO Ha
OCHOBHATa JIOKyMEHTAllUs B crcTeMara 3a (apMakoJIOrnYHa OJUTETHOCT 3a BETEPUHAPHU
nexapctBeHu npoaykta (OB L 279, 3.8.2021 r., cTp. 15).
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6) Cyma B pazmep Ha 20 000 EUR ce nbmku KbM JaTara Ha 3all0YBaHe Ha
npolielypara 3a OleHKa Ha OKOHYATEITHUS JOKJIal OT U3CIEABAHETO, KAKTO €
mocoueHo B wieH 15, maparpad 5 ot PernamenT 3a u3nbiiHeHHE
(EC) 2021/1281. Bp3HarpaxaeHHETo 3a IOKJIaT9MKa € B pa3Mep Ha

8 200 EUR.

10.3. Koraro 3aapDKEHHETO 32 TPOBEXKIaHEe Ha H3CIICABAHE 32 HAOIIOICHUE CIIe/T
MyCKAaHETO Ha Iasapa ¢ HaJloykeHo oT KomucusiTa Ha TIoBeYe OT €IMH MPUTEKATEN Ha
paspelieHre 3a ThProBHUs U ChOTBETHUTE MIPUTEKATEIIN HA PA3PEIICHUS 3a ThPTOBHUS
MPOBEXJIAT CHbBMECTHO M3CJIE/IBaHE 3a HAOIIOACHUE e/l TyCKaHEeTO Ha masapa,
AreHnusATa U3YNCIIABA pa3Mepa Ha TakcaTa, 3alulallaHa OT BCEKHU MPUTEKATEI Ha
paspelieHre 3a ThProBus, KOSTO TPsIOBaA Ja ObJ/ic HAYKMCIICHA, HA JBa eTara, KaKTo

CJICaBa.

a)  II'BPBO, pa3JeisiHe OPAaBHO Ha 00IIaTa CyMa Ha TakcaTa MEXIy

IPUTEKATEIINTE Ha pa3pellieHue 3a ThProBUs; U

6) BTOPO, IMOCJICABAIIO ITpWJIaraHe Ha HAaMaJICHUCTO Ha TaKCaTa, KaKTO €

IMIOCOYCHO B ITPHUIIOKCHHUC V, TOYKa 1, KOraTto € IIpuJja0KuMo.

1. Hay4nu craHOBMIIA B KOHTEKCTA HA CBTPYAHUYECTBO C MEKAYHAPOIHU OPraHU3ALMH 32
3/IpaBeolla3BaHe Ha )KMBOTHUTE 3a OLICHKA HAa BETEPUHAPHU JICKAPCTBEHU NPOIYKTH,

npeaHa3HauYCHU U3KITIOUYUTCIIHO 3a IMa3apu U3BBH Cr103a

Takca 1 ChOTBETHOTO Bb3HArpa)xJaeHue, KakTo € MOCOYeHo B pazaenu 1, 3,4 u 6 ot
HACTOSIIIOTO MPWIOKEHUE U B pazaend 1, 3,4 u 5 ot npunoxenue [V u Touku 6.1, 6.2 u
6.4 OT CHITOTO MPUWIIOKEHHUE, CE TIPUJIAraT 3a 3asBJICHHUE 32 HAYYHO CTAHOBUIIIE 3a OIICHKA
Ha BeTEpUHAPHU JICKAPCTBEHU MPOYKTH, IPEIHA3HAYCHHN U3KIIFOUUTEITHO 32 TTa3apy U3BBHH

Crro3a, cerimacHo wieH 138 or Pernament (EC) 2019/6.
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HPUJIOKEHUE 111

FOI[I/IH_IHI/I TAKCH U Bb3HATI'PAXIACHUS

1. lNoguiiHa Takca 3a JJIeKapCTBEHU MPOAYKTH 32 XyMaHHa ynorpeba, pa3peiieHu B

crotBeTcTBUE ¢ Pernmament (EO) Ne 726/2004

1.1. T'ogumna takca B pazmep Ha 60 300 EUR ce npuiiara 3a BCSIKO pa3pellieHue 3a
THPrOBUS C JIEKAPCTBEH MPOAYKT 32 XyMaHHa yrnoTpeda, pa3pelieH Bb3 OCHOBA Ha
3asBJICHUE, M0/1aJIeHO chritacHo wieH 10, maparpadu 1 u 3 u unen 10B ot
JupextuBa 2001/83/EO. Be3narpaxnenuero ¢ B pazmep Ha 8 000 EUR 3a

noknaquuka, 7 000 EUR 3a cenoximamurka u 1 500 EUR 3a noknamunka Ha PRAC.

1.2. Togumna Takca B pazmep Ha 118 100 EUR ce npusnara 3a Bcako pa3peiieHue 3a
THProBUS C JIEKAPCTBEH MPOJYKT 3a XyMaHHa ynoTpeba, pa3pelieH Bb3 OCHOBA Ha
3asiBJIeHUE, MOJaieHo cbritacHo wieHd 10, maparpad 4 ot Hdupektusa 2001/83/EO.
Bw3narpaxxaenuero e B pazmep Ha 16 200 EUR 3a noknaguuka, 14 300 EUR 3a

ceaoxinaqunka 1 3 000 EUR 3a noxmagunka ua PRAC.

1.3. Tommmna takca B pa3mep Ha 232 400 EUR ce npunara 3a BcsiKo pa3perieHue 3a
THPrOBUS C JIEKAPCTBEH MPOJIYKT 3a XyMaHHa ynoTpeba, KOMNTo He momnaaa B 00xBara
Ha Touka 1.1 wim 1.2. Be3narpaxaenuero e B pazmep Ha 32 200 EUR 3a

noknamgunka, 28 400 EUR 3a cpaoknagunka u 6 100 EUR 3a noxkmagunka na PRAC.

1.4. TopumHUTE Takcu, mocodeHu B Touku 1.1, 1.2 u 1.3, ce oTHAcAT 3a mpenxoaHaTa

roavHa.
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2. I'oguiiHa Takca 3a BETEpUHAPHU JIEKAPCTBEHU NPOIYKTH, pa3pellieH! 110

LEeHTpaJIn3upanara npoueaypa B cborserctBre ¢ Pernament (EC) 2019/6

2.1. Toaumna takca B pazmep Ha 26 200 EUR ce npuiiara 3a BCAKO pa3penieHue 3a
THProBUS C BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, Pa3pelIeHH ChITIACHO wieH 18,
yiieH 19 wim gien 26 ot Pernament (EC) 2019/6. Bp3narpaxaenuero € B pa3mep Ha

6 300 EUR 3a moxnamuuka u 5 800 EUR 3a cbpaoxiamgguka.

2.2 Topumna takca B paszmep Ha 106 400 EUR ce npuiiara 3a BCAKO pa3penieHue 3a
THProBUs 3a BETEpPUHAPEH JIEKAPCTBEH MPOJIYKT, KOETO HE Momaia B 00XBaTa Ha
touka 2.1. Be3narpaxaenueto e B pazmep Ha 25 600 EUR 3a goxmamguuka u

23 500 EUR 3a cpaokiagynkKa.
2.3. ToaumiHuTe TakCH, MOCOYEHU B TOUKH 2.1 1 2.2, ce OTHACAT 3a NMpeaxoaHaTa roJiuHa.

3. [NopumHa Takca 3a papmakogoruyHa OJUTEIHOCT 32 JIEKAPCTBEHU MPOYKTH 32 XyMaHHA
yrnorpeba, pasperniean B choTBeTcTBHE ¢ JupextuBa 2001/83/EQO, u 3a BeTepuHApHU
JICKApCTBCHU MMPOAYKTH, pa3pClICHU OT KOMIICTCHTHHUTC OpraiHv Ha AbPXKaBUTC YJICHKU B

cpoTBercTBUE ¢ Permament (EC) 2019/6

3.1. 3a paspemenure B choTBeTcTBHE ¢ Jupektuna 2001/83/EO nekapcTBeHH NPOAYKTH
3a XyMaHHa ynoTpeba BeAHBK TOAMIIHO Ce IIpUiiara 3a BcsKa eIMHUIA 32 TAKCYBaHE
10 OTHOILIEHHNE Ha JIEKapCTBEHU MPOJYKTH 3a XyMaHHa yrnoTpeba Takca B pa3Mep Ha
230 EUR 3a geitHocTHTE 110 (hapMaKOJIOTHYHA OIUTETHOCT HA ATEHIIUSITA,
BKJIFOUNTEIHO aHAJIW3 Ha 3paBHU JaHHM 3a 1enus Cpro3, 3a 1a ce MOANOMOTHE I10-
J00pOTO B3€MaHe Ha pelleHHs] C PeaHU JaHHU. ATEHIUATA 3aIbpKa MPUXOIUTE OT

cbOpaHHUTE FOJUIIHU TaKCHU 3a (hapMaKoJOrnyHa OJUTETHOCT.
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3.2 3a BeTepUHApHUTE JIEKAPCTBEHU NPOAYKTHU, Pa3pELIEHH OT KOMIIETEHTHUTE OpraHu
Ha JbpKaBUTE YWICHKU B choTBeTcTBHE ¢ IaBa 1, pazgenu 2—35 ot Pernament
(EC) 2019/6, Benuwx roguiiHo ce npuiiara Takca B pazmep Ha 90 EUR 3a Bcsika
€IMHULA 32 TAKCYBAHE 10 OTHOLLIEHNE Ha JIEKAPCTBEHU IIPOJIYKTHU 32 BETEpUHAPHA
yrnoTpeba 3a 1eHOCTUTE HAa ATEHIIUATA 110 (apMaKOJIOTHYHA O TEITHOCT.
AreHnusTa 3aIbpKa MPUXOJUTE OT CHbOPAHUTE TOJUIIHYU TAaKCH 32 (hapMaKoJIOTrHIHA

OIUTEIHOCT.

3.3 OOmusAT 3amIaTiuM pa3Mep Ha TOJAUIIHUTE TaKCH, TOCOYeHH B Touku 3.1 u 3.2, 3a
BCEKH IIPUTEXKATEI HA Pa3pEIICHHE 3a ThProBUs C€ U3YUCISABA OT ATCHIIMUATA Bb3
OCHOBa Ha OpOsi Ha €IMHUIINTE 32 TAKCYBaHE MO OTHOIICHUE Ha JICKAPCTBEHU
MIPOJYKTH 32 XyMaHHA yrnoTpeda U JIEKapCTBEHHU MPOIYKTH 32 BETEpUHAPHA
ynotpeda CbOTBETHO, KOUTO CHOTBETCTBAT HAa MH(POpPMALIHTA, PETUCTPUPAHA KbM

1 ronu Ha BCsAKA rOqUHA.

3.4. TomuuiHuTe TakcH, mocoueHu B TOUkH 3.1 u 3.2, ce apmkaT Ha 1 1011 BCgKa ToguHa

u oOxBaiar nepuosaa ot 1 suyapu 1o 31 nekeMBpu Ha chlaTa KaJleHJapHa TOANHA.
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HPUJIOXKXEHUE 1V

Jpyru Takcy U HaJIO3U 3a JIGKAPCTBEHU MPOAYKTH 32 XyMaHHa yroTpeoa,

BETCPUHAPHU JICKAPCTBCHU IMPOAYKTH U KOHCYJITAINH OTHOCHO MCIAUIIMHCKH U3OCTIUA

1. [IpoBepku chriacHo wieH 8, maparpad 2, wien 19 u unen 57, naparpad 1, OykBa u) oT

Permament (EO) Ne 726/2004 w unen 126, maparpad 2 ot Pernament (EC) 2019/6

1.1. TIpoBepku 0 OTHOIIEHUE HA JIEKAPCTBEHUTE MPOAYKTH 32 XyMaHHa yrnoTpeda u

BETEPUHAPHUTE JIEKAPCTBEHH MPOAYKTH

1.1.1.3a Bcsika oTAenHa IpOBepKa Ha 1o0paTa MPOU3BOJICTBEHA MIPAKTUKA B PAMKHUTE
Ha Cpro3a ce mputara takca B pazmep Ha 30 300 EUR. Bw3narpaxaeHueTo € B
pasmep Ha 10 800 EUR 3a Bogemust opran u 6 500 EUR 3a noanomaramus

Opras.

1.1.2.3a Bcsika oTeNHa IpOBepKa Ha JIo0paTa MPOU3BOICTBEHA MPAKTHKA U3BBH
pamkute Ha Chro3a ce mpuiiara takca B pazmep Ha 48 700 EUR.
Bo3narpaxaenuero e B pazmep Ha 20 900 EUR 3a Bogemnus opran u

12 600 EUR 3a nmognomaranius opras.

1.1.3.3a Bcsika oTaenHa mpoBepKa Ha 100paTa KIMHUYHA MPAKTUKA B pAMKUTE Ha
Crpro3a ce mpuitara Takca B pazmep Ha 45 600 EUR. Bw3narpaxaenuero e B
pasmep Ha 18 400 EUR 3a Bogemmust opran u 11 400 EUR 3a noanomararntus

opraH.
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1.1.4. 3a Bcsika oTaenHa MPOBEpKa Ha AoOpaTa KIMHUYHA TPAKTUKA U3BBH PAMKHUTE
Ha Cpro3a ce nmpuiara takca B pazmep Ha 57 000 EUR. Bw3narpaxaeHueTo € B
pasmep Ha 26 300 EUR 3a Bogemus opran u 13 900 EUR 3a noanomaraiust

Opras.

1.1.5.3a Bcsika oTaenHa MpoBepKa Ha OCHOBHA JIOKYMEHTALIMS 3a I1J1a3Ma B PAMKHUTE
Ha Cbr03a WM U3BBH Hero ce npuiara takca ot 46 100 EUR.
Bb3narpaxaenuero e B pazmep Ha 17 900 EUR 3a Boaemus opran u

11 000 EUR 3a nmognmomaramus opra.

1.1.6.3a Bcsika cieqBalia NpoBepKa Ha OCHOBHA JIOKYMEHTALIMSI 3a I1J1a3Ma B PAMKHUTE
Ha Cbr03a WM U3BBH Hero ce npuiara takca ot 44 300 EUR.
Bb3narpaxnenuero e B pazmep Ha 16 800 EUR 3a Bogemus opras u

10 300 EUR 3a nmoanomaranius opra.

1.1.7.3a Bcsika oTaenHa npoBepka Ha go0para JlabopaTopHa MPaKTUKA B pAMKUTE HA
Cplro3a wiu u3BbH Hero ce npuiiara takca ot 42 900 EUR. Bb3Harpaxaenuero
e B pazmep Ha 16 500 EUR 3a Boxemus opran u 10 900 EUR 3a

nmoaromMaraius opras.

1.1.8.3a Bcsika oT/eNHA TpOBEPKa Ha (hapMaKoJOTHYHATa OJUTEITHOCT B PpAMKUTE Ha
Crpro3a uiu u3BbH Hero ce npuiiara takca ot 64 300 EUR. Bb3narpaxaenuero
e B pazmep Ha 20 300 EUR 3a Boxemus opran u 12 700 EUR 3a

noArnomMaramuys oOpraH.

1.2.  Ako nuiaHupaHa nposepka ce oTMeHHU 30 KaJeHAapHU IHU WIH 0-MAJIKO Npeau
IUTAaHMPAHUS TbPBU JCH Ha IPOBEpKaTa Mopajau NpUYUHH, IPOU3THYAIIH OT

3asABUTCIIA, CC IIpUjIara NoCo4YCHara B TO4YKa 1.1 MMPpHUIIOKHUMA TaKCa.
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1.3. Axo nianupana npoBepka ce oTMeHH noseue oT 30 KaJleHJapHHU JHU MPEIU
IJITAHUPaHUS IIBPBU JICH 110 IPUYMHU, CBBP3aHU ChC 3asIBUTEINS, CE HAUMCIISIBA HAJIOT

B pazmep Ha 1 000 EUR.

1.4. Hap3opHuTe OpraHy M3MCKBAT OT 3asBUTEI 1A 3aIUIaTH TPAHCIIOPTHUTE Pa3HOCKH
OTJEJIHO OT TaKCaTa, I0COYEHA B HACTOSILOTO IPUIIOKEHUE, Bb3 OCHOBA HA
JNEHCTBUTEIIHUTE Pa3xoau. B ciaydail Ha OTMEHEHA IIPOBEPKA, CHIVIACHO IIOCOYEHOTO
B Touka 1.2 wnum 1.3 oT 3adBUTENA CE U3UCKBA Ja 3aIUIaTH BCUYKHU TPAHCIIOPTHH
Pa3HOCKH, KOMUTO MHCIIEKTUPALIMAT OpraH Beue € HallpaBUJl KbM JlaTaTa Ha OTMsIHA U

3a KOUTO [TOCOYEHUAT OpPraH HE MOXKE J1a MOJIy4YH Bb3CTAaHOBSIBAHE HA PA3XOIUTE.
2. [IpexBbpiiiHE HA pa3pelIeHNE 32 ThProOBUs

[Ipu nogaBaHe Ha 3asBIICHUE 32 IPEXBBPISHE HA pa3pelleHUe 3a ThPrOBUs ChIIIACHO
yiied 3 oT Pernament (EO) Ne 2141/96 ce npunara nanor B pa3mep Ha 4 400 EUR. Tosa

BKJIFOYBa BCUYKHU PA3pPCIICHU NPCACTABAHUA HAa KOHKPETCH JICKAPCTBCH IIPOAYKT.

Hanorst ce HauucisiBa Ha IMPUTEIKATCIIA HAa PA3PCIICHUEC 34 ThbPTOBHA, TIOUCKAI

MIPEXBBPIIAHETO, B CbOTBETCTBUC C IIOJAICHOTO A0 AFGHHI/IHTa 3asBJICHUC.
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3. [IpenBapuTeHN UCKAHUS OT CTPAaHA HA OBJCIINS 3asIBUTEI IPEIU €BEHTYATHOTO MMOAaBaHE
Ha 3asBJICHUE 3a MPHUI00MBaHE HA pa3pellieHne 3a ThProBHsl, MONaAanio B 00XBara Ha

LEHTpaJu3upaHara rnpoueaypa

3.1. 3a BCsIKO MCKaHE 3a JOIYCTUMOCT, MOJaIeHO C HOTU(UKALKA 32 HAMEpeHue 1a 0ble
I10/1aJICHO 3asIBJIIEHUE 32 pa3pelIeHNE 3a ThProBus, 10Na1al0 B 00XBaTa Ha
Permament (EO) Ne 726/2004 wnu B 06xBaTa Ha IIEHTpaTU3UpaHaTa mpoueaypa 3a
paspenieHue 3a Thproeust cbritacHo wieH 42 ot Permament (EC) 2019/6, ce npunara
takca oT 8 600 EUR. Takcara nokpruBa BCUYKHM CBbP3aHU C JEHHOCTUTE MPEIU
10/1aBaHE Ha 3asBJICHUETO Pa3XOAM 0 MOTEHIMAIHOTO 10JJaBaHE HA 3asIBICHUETO 3a
paspeleHue 3a Tbpropus. TakcaTa ce mpuiiara He3aBUCUMO OT TOBA JIaJIH
BIIOCJICJICTBUE € MO/IaJICHO 3asIBJICHHE 32 pa3pelleHue 3a ThPrOBUs 32 ChOTBETHUS
MPOJYKT. AKO HE € M0/IaIeHO HCKAHE 3a JJOYCTUMOCT C HOTU(UKALIKA 32 HAMEPEHUE
na ObJie TTOaICHO 3asBJICHUE 32 pa3pelIeHne 3a ThProBHs, TaKcaTa ce Mpuiiara B

AOI'BJIHCHUEC KbM TaKCaTa 3a paspclulaBaHcC.

Bb3HarpaxxaeHueTo Ha KOMIIETEHTHUS OpTraH Ha JAbpiKaBara 4ieHKa, KOraTo €
MpUI0KUMO, € B pazmep Ha 1 600 EUR 3a noknaguuka u 1 600 EUR 3a

ChJOKJIaaA4HKa.

3.2. Koraro 3asBUTENAT IPOMEHH IIJIaHMpaAHaTa J1aTa Ha [10/1aBaHEe Ha 3asBJICHUETO C
noBeue ot 60 1HU, ce mpuiiara JObIHUTENHA Takca B pazmep Ha 4 200 EUR.
JIO'bITHUTETHOTO Bh3HArPaXKA€HNE Ha KOMIIETEHTHHUSI OpTaH Ha AbprkaBaTa WICHKA,
KOrarto € npuioxumo, € B pazmep Ha 800 EUR 3a goknaguuka u 800 EUR 3a

ChJOKJIaa4HKa.
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4. [Ipepasriexxaane Ha CTAaHOBUIIE HA KOMUTETUTE, TOCOUEHH B WieH 56, maparpad 1 ot

Permament (EO) Ne 726/2004 u B unen 139, maparpad 1 ot Pernament (EC) 2019/6

Takcara 3a npepasriiexx/1aHe Ha CTAaHOBHIIE Ha HIKOW OT KOMHUTETHUTE, TIOCOYCHH B

yieH 56, maparpad 1 ot Permament (EO) Ne 726/2004 u B wien 139, naparpad 1 ot
Pernament (EC) 2019/6, e 30 % oT TakcaTa, NpUI0KHMa 32 ITbPBOHAYATHOTO CTAHOBUILE
B CHOTBETCTBUE C paznenu 3,4, 5 u 6 ot npunoxenue [ u paznenu 3,4, 6 u 7 ot
npunoxenue Il kbM HACTOSAIIMS peryiaMeHT. Bh3HarpakxeHueTo Ha JTOKJIaJ9uKa U
CHIIOKJIQJIYMKa CE U3YKCIISIBA Bb3 OCHOBA HA €/IHA M ChINlA YaCT OT ChOTBETHOTO

BB3HATPAKICHUE.
S. VYcinyru oT Hay4HO €CTEeCTBO, IOCOUEHU B WieH 4, naparpad 1 oT HacTOSAIMIMS perjaMeHT

Jlnama3oHbT Ha TAKCUTE 32 YCIYTUTE OT HAYYHO €CTECTBO, IOCOYEHH B WiieH 4,
naparpad 1, e ot 5 000 EUR o 841 100 EUR. [Inama3oHbT Ha Bb3HATpaKICHUETO Ha
noxsagquuka u cpaokiaagurka e ot 1 300 EUR go 272 200 EUR. Ilpunoxxumute pazmepu
Ha TakcaTa U Bb3HArPAKICHUETO B PAMKHUTE HA IOCOUYEHUTE JUAINIa30HU CE ONPEIEIIST B

CHOTBETCTBHE C YJICH § OT HaCTOAIIUA pCriIaMCHT.
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6. AJIMUHUCTPAaTUBHU yCIYTH
6.1. AQMHHHCTpaTHUBEH HAJIOT

Hauor B pazmep na 4 400 EUR ce npuiiara 3a 3asiBJieHHs, TOJISKAIIIA HAa TaKca,

KOATO € MOCOYCHA B IIPHUTIOKECHUC I um H, IIpH HAKOA OT CIICAHHUTC CUTyalluK:

a)  3asABJICHUETO € OTTEIVIEHO 24 yaca clie]] I0JaBaHETO My U IIPEIU IPUKIIIOUBaHE

Ha aAMUHUCTPATUBHOTO BaJIMJUPAHEC,

6) 3asBJICHHUETO € OUJIO OTXBBPJICHO CJICT MMPHUKIIIOYBAHC HA A AMUHUCTPATUBHOTO

BaJIMIHUpPAHEC.

Takcara, mpeBUcHa B IIbpBa aJIMHEs, CE MIPUJIara ChIIO 3a 3asBJICHUS BbB BPb3Ka C
MIPOLEYPH U YCIIYTH, 32 KOUTO MIPHIIOKUMATA TAKCa € OTMEHEHA B IOCOYEHUTE

IIPUITOKCHUA.
CroTBeTHATa Takca HeE ce C'b6I/Ipa B IIOCOYCHHUTE B IIPEAXOJHATA AJIMHEA CITyYaH.

B nombiHeHHE KM MPUIIOKUMATA TaKca WM MPHUIIOKUMHUS HAJIOT, IIOCOYCHU B
npuioxxenue I, I nnu 111, ce npunara u nanor B pasmep Ha 4 400 EUR 3a 3asBnenus,
IIPU KOUTO NMPUTEXKATEIAT Ha pa3pelieHne 3a ThProBUs WIH 3asBUTEIIAT, KOUTO
IpeTeHIMpa WIK € MPEeTeHNpall, 4e MMa IPaBoO Ha HaMaJsiBaHe Ha TakcaTa, He
JOKaXke, Ye MMa IIPaBO Ha TaKoBa HaMasBaHe. Tasu Takca ce chOMpa U3IUIO U 110

otHomenue Ha MCII, korato € npuI0KUMO.
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6.2. CeprudukaTi 3a JEKapCTBEHU MPOAYKTH ChITIacHO wieH 127 ot

Hupexktusa 2001/83/EO u B wiien 98 ot Pernament (EC) 2019/6

6.2.1 3a Bcsiko MCKaHe ATEHIUSTA J1a U3/1aJ1e CePTU(HUKAT 3a JICKAPCTBEH IMPOTYKT
[0 CTaHJapTHaTa Mpoleaypa 3a U3JjaBaHe Ha CepTU(HUKAT Cce 3ariaiia Hajor B

pasmep Ha 200 EUR.

6.2.2.3a BCsiKO MCKaHe ATEHIHUATA J1a U3/1ae cepTU(UKAT 32 JIEKapCTBEH MPOIYKT
IO CTICIIHATA IPOoLeaypa 3a N3aBaHe Ha CePTU(HKAT Ce 3aruiania HaJIoT B

pasmep Ha 500 EUR.

6.3. Hotuduxkarus 3a napajieiHa JUCTPUOYIUS B CBOTBETCTBHUE ¢ WieH 57, maparpad 1,

oykBa 0) ot Permament (EO) Ne 726/2004

6.3.1.Hanor B pazmep Ha 1 400 EUR ce npunara 3a Bcsika MbpBOHayanHa
HOTU(HUKAIMS 32 BCAKO MPEACTAaBsIHE Ha JIEKApPCTBEH MPOIYKT, 32 eAHA
Jbp)KaBa YICHKA MMOJTydaTell C €AMH WA IoBeYe OPUIMATHH €3UIU HITH 32
HSKOJIKO JIbPKaBU WICHKH MOJy4aTeM C SIMH U ChII OHUIIHATICH €3HK.
[TocoyenusT Hanor oOXBaila BCsKa MocieABalla akTyaln3upaHa HOTU(QUKALUS

3a 6630HaCHOCT, CBbp3aHa C I'bpBOHA4YaJIHATA HOTI/I(bI/IKaI_II/IH.

6.3.2.3a Bcsika HoTU(UKAIMS 32 TPYIIOBA MPOMSIHA CE€ HAYKCIIsBa HAJIOT B pa3Mep Ha
400 EUR. ITocouenusT Haymor o0XBaIia BCUYKH IbPBOHAYAIHU HOTU(UKALIUH,

0/100peHH KbM JlaTaTa Ha [10/1aBaHe Ha HOTU(UKALMATA 32 TPYIIOBU IPOMEHHU.
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6.3.3.3a Bcsika HOTH(HKAIMA 32 TOANIIHA aKTyaln3alus ce HauKuCsBa HAJIOT B
pa3mep Ha 400 EUR. [locoueHuAT Hanor NOKpHBa BCUYKU IIPEICTaBAHUS,
NpUHAUISKAIIN KbM €IUH U ChIIl JIEKAPCTBEH MPOIYKT, 32 eIHa JbprKaBa
YJICHKA MOJTydYaTes], KOSITO UMa €IMH WM NoBe4e O(UIMATHU €3I, WU 32
HSIKOJIKO IbPKaBH WICHKHU TOTYy4aTeNId, KOUTO UMAT €MH U ChII OPHIHUATICH
e3uk. He ce HauncIsBa HAJIOT IIpU JIUIICA HA PETyJIaTOPHH aKTyaln3aliy Ipe3

nocyeHuTe 12 Mecela Uitk B cily4yai 4e MPOAYKTHT € OWJl HCaKTHBEH.

6.4. AJIMUHUCTPATHBHHU yCIyTH, TIOCOYCHHU B WwieH 4, nmaparpad 2 oT HaCTOSAIIUS

periiaMeHT

JlnanazoHbT HA HAJIO3UTE 3a APYTU AIMUHUCTPATUBHU YCIYTH, TOCOYEHU B WIEH 4,
naparpad 2, e ot 120 EUR g0 11 900 EUR. I[Ipunoxxumute pa3mepu Ha Hajora B
paMKuUTE Ha MOCOYEHUS AUAIa30H Ce OMPEENST B ChOTBETCTBUE C YEH 8 OT

HaCcTOAIIMA PCriIaMCHT.
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7. KOHchITaI_[I/ISI OTHOCHO MCIUITMHCKH U3ACTIUA

7.1. Cuoom

7.1.1.

araTcjHu BC€UICCTBA, BKIIIOUCHHU B MCIUIIMHCKH U3CIINA

Takca B pa3mep Ha 114 700 EUR ce npuiiara 3a KOHCy/ATaldsi OTHOCHO €IHO
WM [TIOBEYE CIIOMAaraTeJIHU JIeKapCTBEHU BelecTBa ChINIacHO pa3zen 5.2 ot
npunoxkenue IX keM Permament (EC) 2017/745, xoraro nekapcTBeHOTO(UTE)
BEIECTBO(a) OT OCOYEHUS TPOU3BOIUTEN HE e(ca) OLleHeHO(M) OT AreHIusATa
WM OT KOMIIETEHTEH OpraH, OIpe/ieieH OT IbP:KaBUTE WICHKHU B ChOTBETCTBUE
¢ lupextua 2001/83/EO (,,opraH 3a J1eKapCTBEHUTE NMPOAYKTH ‘) BbB Bpb3Ka C
NPEHIITHO Pa3pelIeHUE 32 THPrOBUS MM Ype3 MPEIUIIHA KOHCYJITAIHS OT
HOTU(UIMPAH OpraH. 3asBICHUETO MOXe J]a BKJIIOYBA TMAIa30H Ha
KOJIMYECTBO HAa aKTUBHOTO BEIIECTBO WJIM KOHIIEHTPALIUU Ha CIIOMAaraTeiaHoTO
BEII[ECTBO) MJIK MHOKECTBO MOAOOHU U3AENUS OT €ANH U CHIIl TPOU3BOIUTEI
Ha MEIMIIMHCKU M3ETHs, BKIIOYBAIIY CHIIOTO BEIIECTBO), UM U JBETE.
Bo3narpaxxaenuerto e B pazmep Ha 29 400 EUR 3a noknaguuka u 29 400 EUR

3a CbAOKJIaJ4YHKa.
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7.1.2.

Taxca B pazmep Ha 57 200 EUR ce npuara 3a KOHCyATalMsi OTHOCHO €THO
WY TIOBEYE CIIOMAraTeJIHU JIGKAPCTBEHHU BEILECTBA CHITIACHO pa3zaed 5.2 oT
npunoxenue IX kpMm Pernmament (EC) 2017/745, xoraTo J€KapCcTBEHOTO
BEIIECTBO OT [TOCOYCHHUSI POU3BOAUTEIN €) OLIEHEHO OT OpraH 3a
JIEKapCTBEHUTE MPOYKTH BHB BPB3Ka C MPEAUIIHO Pa3pelIeHUE 3a ThPTrOBHS
WIN Ype3 MPEeAUIIHA KOHCYITAHs OT HOTU(UIPAH OpraH. 3asBICHUETO
MO’K€ Ja BKJIFOUBA JUANa30H HAa KOJIMYECTBA HA aKTUBHOTO BEILIECTBO UITU
KOHIIEHTPAIlMU Ha CIIOMAraTeJIHOTO BELIECTBO MJIM MHOXECTBO MOJ00HU
U3JIeNUs OT €UH U ChII IPOU3BOAMTEN HA MEUIIMHCKU U3CIIHS, BKIIFOYBAIIN
CBIIOTO BELIECTBO, WX U JIBETE. Bh3HarpaxkJjeHneTo € B pa3mep Ha

14 400 EUR 3a noxknamuuka u 14 400 EUR 3a cpaokimaguuka.

.3a uenute Ha Touku 7.1.1 m 7.1.2 3a KOHCyATaUUsA CHIVIACHO pa3aen 5.2,

OykBa e) ot nmpunoxenne IX kpm Permament (EC) 2017/745 oTHOCHO TpoMsiHa
110 OTHOLIEHUE Ha CIIOMAraTeIHO JIEKAPCTBEHO BEIIECTBO, BKIIOYEHO B
u3zaenue, ce npuiara takca B pazmep Ha 5 000 EUR. Bb3Harpaxaenuero 3a

JokJ1agurka e B pazmep Ha 1 800 EUR.
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7.2. MenuIMHCKY U3IENIHs, OTHACSIIU Ce 0 BEIISCTBA UM KOMOMHAIIUH BEICCTBA,

KOHUTO ce abcopOHpaT CUCTEMAaTHIHO, 32 12 U3II'BJIHAT MPEIHA3HAYEHUETO CH

3a KOHCyNTaluUsl OTHOCHO MEAMIIMHCKO M3JIeHNe WM rama OT o100HU U3eus,
CbCTABEHU OT BEILECTBA WJIM OT KOMOMHAIIMH BEIIECTBA, KOUTO ce abcopOupar ot
YOBEIIKOTO TSUJIO MITH C€ PAa3NPBCKBAT JIOKATHO B HETO, CE IpuJIara Takca B pa3Mep
Ha 86 100 EUR cbriacuHo paszaen 5.4 ot npunoxenue IX kpM Pernament

(EC) 2017/745. Bp3narpaxaenuero e B pazmep Ha 21 900 EUR 3a noknagunka u
21 900 EUR 3a cpanokimaguuka.

7.3. CoIpTCTBAIIA U3EITHS

3a KOHCyIITaIUsl OTHOCHO MIPHUTOTHOCTTA HA CHITHTCTBAIIIO U3/IC/INE BHB BPB3Ka ChC
CHOTBETEH JIEKAPCTBEH MPOJYKT ChIIacHO wieH 48, naparpad 3 wim 4 ot Pernament
(EC) 2017/746 u paznen 5.2 ot npunoxenue [X unu pazzgen 3, OykBa K) oT
MPIIOKEeHNE X KbM TIOCOYCHUS PETJIAMEHT Ce Mpujlara Takca B pa3mep Ha

56 500 EUR. Bp3narpaxxaeHuero 3a gokiaauuka e B pasmep Ha 14 800 EUR.

3a KOHCYyNTaIMsl OTHOCHO MPOMSIHA, 3acsraiia NpUroJHOCTTa Ha ChII'bTCTBAIIU
W3JICNUS TI0 OTHOIICHHUE Ha ChOTBETHHUS JICKAPCTBEH MIPOIYKT, ChIIIACHO pa3aei 5.2,
Oyksa e) ot npuioxxkenue IX kpm Pernmament (EC) 2017/746, ce npunara Takca B
pasmep Ha 5 000 EUR. Br3HarpaxaeHueTo 3a T0KIaJ9iKa € B pa3Mep Ha

1 800 EUR.
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7.4. Takcute, mocoueHu B Touku 7.1, 7.2 u 7.3, ce chOUpaT OT MPOU3BOAUTEIIS HA

MCIUIIMHCKOTO U3ICIINC, KOMTO CBIJIACHO 3adABJICHHUCTO, I1IOAAACHO OO AFGHI_[I/ISITa, €

IIOHUCKaJI OOCHABAHEC HA CbOTBCTCTBUETO HA MCANITMHCKOTO U3CIJINEC, 3a KOETO

HOTHU(QHUIMPAHUAT OPTaH ce KOHCYJITUPA ¢ ATEHIUATA.
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HPUJIOXEHUE V

Hamanenus u pa3CpoUBaHC HA TAKCUTC

1. Hamanenus na takcure, npenocrassiun Ha MCII

1.1. CJ'IG,I[HI/ITG IIBJIHU UJIKW YaCTUYHHU HaMaJICHUA Ha TAKCUTEC, ONIPEACIICHU B HACTOAII A

periiameHnt, ce npeaocrassaT Ha MCII:

1.1.1.

3a MAJIKW WK CPCAHU NPCAINIPUATHA CC IIpUJIara HaMaJICHHUEC Ha TaKCaTa B

pa3mep Ha 40 % oT mpuIIoKUMaTa cCyMa 3a CIeTHUTE TaKCH:

a)  pasumpsBaHe HAa 00XBaTa Ha Pa3pEUICHUETO 32 THPTOBUS C JIEKApPCTBEHU

IPOAYKTH 32 XyMaHHA yIoTpeda ChriIacHO pasnen 4 oT nmpuiioxenue I;

0)  ocHoBHHU IpoMeHu oT Tl Il 3a IekapcTBEHU NPOAYKTH 32 XyMaHHa
ynoTpeda B CbOTBETCTBUE C pa3zien 5 OT npuiiokeHue I, ¢ u3kimouenue

Ha TOYKa 5.4 OT MOCOYEHHUS pas3acii;

B)  IPOLELYPH IO CE3UPaHE 3a JICKAPCTBEHH MPOAYKTH 3a XyMaHHA

ymorpeda cbriacHo Touku 6.4—6.7 ot npuiioxkenue I;

F) HCKaHC 3a Hay4YHa KOHCYJITallus OT Komurera no 6unkosu JICKApCTBCHU
MPOAYKTH, CBbP3aHU C TPAAUTTHOHHHN OMJIKOBH JICKApPCTBCHU NPOAYKTH

CBIJIACHO pa3zell 7 oT NpujoxeHue [;

PE-CONS 59/1/23 REV 1 1

I[MPMJIOXEHUE V

BG



1)

cepruduIpaHe Ha CHOTBETCTBUE ChC 3aKOHOAATENCTBOTO Ha Chro3a 32

OCHOBHA JOKYMCHTAIM: 34 IJIa3Ma ChbIJIACHO pa3acia 8 or IMPUIIOKCHUC I;

ceptudupaHe Ha CHOTBETCTBUE ChC 3aKOHOAATENCTBOTO Ha Chio3a 3a
OCHOBHO Jtocue Ha BakcuHeH anTureH (VAMEF) cwrimacno pasaen 9 ot

npuioxenue I;

OLICHKA Ha MEePUOJANYHUTE aKTyaTU3UPAHU JIOKIAIH 32 0€30MacHOCT Ha
JIKapCTBEHU MPOIYKTH 32 XyMaHHA ynoTpeda chriacHo pazaen 14 ot

npuioxenue I;

OLICHKA Ha MTPOYYBAHUATA 32 OE30MACHOCT CJie/] [10JIy4aBaHe Ha
pa3pellieHre Ha JIEKapCTBEHH MPOAYKTH 3a XyMaHHa ynoTpeda chbriacHO

pazzaein 15 ot npunoxenue I

MIPOMEHU B YCJIOBHSTA HA Pa3pelIeHHE 3a ThProBUs, 32 KOUTO Ce U3HCKBa
OIIEHKA ChIUIACHO pazzein 6 ot npuioxenue I, ¢ u3kmouenue Ha

TOYKa 6.5 OT MOCOYECHHS pa3/el;

npoucaypu 1o CE3npaHe 3a BETCPUHAPHU JICKAPCTBCHU TPOAYKTHU

ChbIIacHo Touku 7.4. u 7.5. ot npunoxenue II;

cepTuduurpaHe Ha CbOTBETCTBUE ChC 3aKOHOAATENCTBOTO Ha Chro3a 3a

VAMF B choTBeTCTBUE C pazzen 8 oT npuiioxkenue I1;
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ceprudupaHe Ha CHOTBETCTBUE ChC 3aKOHOAATENCTBOTO Ha Chro3a

vPTMF cwriacHo pasaen 9 ot npusnosxenue 11;

OIICHKA Ha M3CIIEABAHMATA 3a HAOII0IEHUE Clie]] ITyCKaHeTOo Ha Ia3apa Ha
BETEPUHAPHU JIEKAPCTBEHU MPOIYKTH ChIIacHO pasnen 10 ot

npuinoxenue II;

rOJIMIIIHA TaKca 3a JICKAPCTBEHU MPOJYKTH 3a XyMaHHa yrnoTpeda uiu
BETEPUHAPHU JICKAPCTBEHHU NPOAYKTH, UIIN U 3a ABETE, ChIVIACHO

CHOTBETHO pazzaen 1 unu 2 ot npuioxenue I

TOJIMIITHA TaKca 3a papMaKoJIOTrHIHa OJJUTEITHOCT 3a JIEKapCTBEHU
MPOJYKTH 32 XyMaHHA yIoTpeOa WM BETEpUHAPHH JICKAPCTBCHH

MPOAYKTH chriacHo npunoxenue IlI;

MpEXBBPIISIHE HA pa3pelieHue 3a Tbprosus Ha Apyro MCII, kakro 3a
JICKapCTBEHH MIPOAYKTH 32 XyMaHHa yIoTpe0da, Taka v 3a BETePHHAPHH

JIEKapCTBEHU MIPOIYKTH CBHIJIACHO pa3fel 2 oT npusoxenue 1V;

1.1.2.3a MaJKUTE UIIH Cp€aHu NPCAIIPUATHA CC IIPUJIara HaMaJICHUC Ha TaKCaTa B

pa3Mep Ha 90 % ot MMpUI0)KUMaTa cyma 3a KOHCYyJITallud OTHOCHO MCAUIIHUHCKH

W3AEJHS ChIVIACHO pa3fen 7 oT npuioxenue [V, korato mpou3BOAUTENAT Ha

MCIUIIMHCKU U3ACITIUS € TTOJTYUNII OT AFGHIII/I?[T& CTaTyT Ha MAJIKO UJIK CPEAHO

IIPEANPHUATHE;
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1.1.3.3a MUKponIpeIIpUATHATA CE NTpUiIara HamaneHue B pazmep Ha 100 % Ha

TaKkCcuTe, mocoueHu B Touku 1.1.1 m 1.1.2.

1.2. HamanenusTa Ha TakCUTE, TOCOYECHM B To4Ka 1.1.1, ce mpusiarat B 10MbJIHEHUE KbM
HaMaJIeHUATa Ha TAKCUTE M CTUMYJIHUTE, npeasunenn B Pernament (EO)

Ne 2049/2005 nnm BB (papManieBTUIHOTO 3aKOHOAATENICTBO Ha Chro3a.

1.3. Hamanenwusita, nocoueHu B Touka 1.1, He ce npegocrassat Ha MCII, kouto aeicTBat
KaTo 3asBUTEJM UM MPUTEKATEIHN Ha pa3pellecHue 3a MyCcKaHe Ha rasapa, 3a
CHOTBETHUS JIEKAPCTBEH MPOAYKT IO CHJIaTa Ha JJOTOBOPHO CIIOpa3yMEHHE C IIPaBeH
cyOekT, koiiTo He € MCII. TakuBa JOTOBOpHHM CIIOpa3yMeHUs ce ACKIapupar mpes

AreHuuMsITa Ipey BesKa yciyra, mocoueHa B Touka 1.1.1.

2. Hamanenus Ha TAKCHUTC, ITPpHUJIAraHr 110 OTHOLICHUC Ha CY66KTI/I, KOUTO HC U3BBPIIBAT

MKOHOMMYECKA JICHHOCT

2.1 Taxkcure, mocouenu B npuioxenue I, paznen 1 u npunoxenue I, paznen 1, ce
OTMEHST, KOTaTO HAYYHUTE KOHCYJITAIMH, TPSIOCTABCHH OT ATCHITUATA B
ChOTBETCTBUE C wieH 57, maparpad 1, Bropa anunes, 6yksa H) ot Pernmament (EO)
Ne 726/2004, ce mpenocTaBsaT Ha CyOEKTH, KOUTO HE U3BHPIIBAT HKOHOMUYECKA

JIEUHOCT.
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3. 3asiBIIEHUs, CBBP3aHU C JEKAPCTBEHU ITPOIYKTH OT OCHOBHOTO JI0CHE, KOUTO LIE CE

H3I0JI3BAT B CUTyallUA Ha MIAaHACMHUA IIPU XOpaTa

3.1. 3amnamaHero Ha TakcaTa 3a 3asBIIEHUE 32 pa3pellieHHe 3a ThProBUs C JIEKapCTBEH
MIPOJYKT, KOWTO 1€ CE€ M3MOJI3Ba B CUTYallMs HA MaH/IeMUs IPU XopaTa, Ce pa3cpouBa
JI0 HAJIJICKHOTO MTPU3HABAHE HA MaHJIeMUYHATa cuTyalus or CBeTOBHATA 3/IpaBHA
opranm3anus wiu ot KomucusTa B choTBeTCTBHE C WieH 23, maparpad 1 ot

Pernament (EC) 2022/2371.
[TocoueHoTO pa3cpouBaHe HE MOXKeE J1a ObJIC TIOBEYE OT T T'OHHU.

3.2. B nmombiaHEHHE KBM MPEIBHICHOTO B TOYKA 3.1 pascpouBaHe B M30POCHUTE MO-10JTY
CJly4yau ce mpujiara HamajeHue Ha Takcata B pazmep Ha 100% 3a perynaTopHu
JCMHOCTH B paMKUTE Ha MOJ[ABAHETO HA OCHOBHOTO JIOCHE 3a IMaHJCMUYHA BAKCHHA U

IMOCJICABAIIOTO IIOJaBaAHC Ha ITaHACMHWYHA IIPOMAHA:

a)  JelHOCTH Ipeau MOJaBaHE HA 3asiBICHUETO ChIJIACHO pa3/el 3 oT

npunoxenue IV;
0) Hay4HHU KOHCYNTAllUU ChIVIACHO pazneln 1 oT npuioxenue I;

B) pasuipsABaHC Ha oOxBaTa Ha Pa3pCIICHUCTO 3a ThProBUs ChIIACHO pa3aeiI 4

OT IpuioxkeHue I;
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r)  ocHoOBHa nnpomsHa oT Tull Il cerioacHo paszgen 5 oT npunoxenue I;
J)  TroJulIHA Takca cbhriaacHo paszaen 1 ot npunoxenue I1I.

Ilocouenure HaMaJICHHS cE npuiiarat 10 HaJIC)KHOTO IMPU3HABAHC HA CUTyallusd Ha

IMa"HJCMUA IIPH XopaTta.

3.3. Koraro ce npuiaraT HaMajJeHUs CbIIIACHO TOYKA 3.2, He ce U3IUIala
BB3HArpaKACHUEC Ha KOMIICTCHTHUTC OPraHv Ha AbPrKaBUTC YJIICHKH 3da TOAUIIHUTC

TaKCH, IOCOYCHH B Touka 3.2, OyKBa 1).
4. 3asBieHus, noxaneHu cbriaacHo wieH 30 ot Permament (EO) Ne 1901/2006

Hamanenue Ha Takcata ¢ 50 % ce npuiara 3a 3asBJICHUATA 32 PA3PELICHUS 3a ThPrOBUS C
JIEKapCTBEHH MPOAYKTH, ITpEeTHA3HAUCHH 3a MeANaTPUIHA yroTpeda, MoIaeH! ChIIIacHO

yiied 30 ot Pernament (EO) Ne 1901/2006, 3a cinennute yciayru:

a) 3asBJICHUC 3a IIBPBOHAYAIHO pa3pClIaBaHC 3a yHOTpe6a CbINIaCHO pa3acil 3ot

IMPHUIIOKCHUC I kM HACTOAIIUA PCrIIaMCHT,

0) mpoBepKa Ipe/H MOJy4aBaHETO Ha Pa3pelICHUE ChIIACHO pasaei 1 oT

IIPUIIOKCHUC IV xbM HacToOsAIIHA PEriIaMCHT;

B) pasminupsiBaHC HaA oOxBaTa Ha Pa3pCUICHUCTO 3a ThPIrOBUA CHITIACHO pa3JCiI 4 ot
IMPHUIIOKCHUC I xpM HACTOAIIUA PErIIaMCHT IIPE3 IIbpBaTa roJJMHa OT 1aBAHCTO Ha

paspelnieHue 3a ThproBus;

r)  OCHOBHa IpoMsHa oT Tul Il cbriacHo pazzaen 5 ot npunoxenue [ kbM HacTOSAIIMS

PErIaMCHT IIPE3 II'bpBaTa 'oJAMHA OT JaBAHECTO Ha pa3pCHICHUC 3a ThbPIrOBUS,
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1) rOJIMIIIHA TaKca ChIVIACHO pa3aen 1 ot npunoxenue Il kbM HacTOSIIIMS periaMeHT

IIpe3 I'bpBaTa roagrHa OT AaBAHCTO Ha pa3pClICHUC 3a THbPIrOBUA;

€)  IpOBepKa Cie] MOJy4yaBaHETO Ha pa3pelleHue ChIrilacHo pa3zieln 1 ot
npuiokenue [V KbM HacTosIIIKS perjaMeHT Mpe3 MbpBaTa roiMHa OT JaBaHETO Ha

paspelieHue 3a TbproBUys;
S. MIMyHOJIOrMYHY BETEPUHAPHHU JIEKAPCTBEHU IIPOAYKTH

Hamanenue na takcara ¢ 50 % ce IIpujiara 3a UMYHOJIOT'MYHHU BETCPUHAPHU JICKAPCTBCHU

MPOYKTH 3a CIETHUTE AEHHOCTH:
a)  HAy4YHU KOHCYJTALMH ChIVIacHO pasnen 1 ot npuioxkenue II;

0) wuckaHe 3a KIacu(UKaIysI Ha BETEPUHAPEH JICKAPCTBEH MPOAYKT KaTO NpeHa3HAYCH
3a OrpaHUyEeH Ma3ap, ChIIacHO OMpeiesieHneTo B WwieH 4, Touka 29 ot Pernament
(EC) 2019/6, u 3a pasriexxaaHe Ha JOMYCTUMOCT 3a MOJIy4YaBaHe HA pa3pelleHue B
CBHOTBETCTBHUE C WieH 23 OT MOCOYEHUS PETJIaMEHT, ChIJIACHO pa3jiel 2 OT

npuiokenue Il KkbM HaCTOSIIMS PErIaMeHT;

B)  paspelleHHe 3a MyCKaHe Ha Ma3apa Ha BETEPUHAPHHU JICKAPCTBEHU TIPOJIYKTH,
Momaiaiiy B 00XBara Ha pa3pelIeHnusTa 3a ThProBHsl 10 IIEHTpaIu3UpaHaTa
nporenypa cbriiacHo wieH 42 ot Pernament (EC) 2019/6, B choTBETCTBUE C

paznen 4 ot npuwioxkeHue I KbM HACTOSIUS PETTIAMEHT;
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r) TOPOMEHH B YCIOBHSTA HA PA3PEIICHUETO 32 ThPTOBUSI, 32 KOUTO CE€ M3UCKBA OlLICHKA B
CHOTBETCTBUE C WieHOBe 64, 65 u 66 ot Permament (EC) 2019/6, cpriacHo pasnen 6
oT npuioxenue Il KbM HacTOAIIMS PErJIaMEeHT; B KOHKPETHUS ClIydail Ha Touka 6.5
oT npuiioxkenue Il KkbM HacCTOAIINS perjiaMeHT, HaMaJIeHUETO Ce Mpuiara 3a
MIPOMEHUTE, MOJJICKAIM HA TaKCa, U HE CE MpuJiara 3a IpOMEHHTE, MO UIeKaIU Ha

HAJIOT;

n)  cepruduIMpaHe Ha CbOTBETCTBHE ChC 3aKOHOAaTeNcTBOTO Ha Chio3a 3a VAMF B

ChOTBETCTBUE C pazzei § oT npuioxenue Il

e) ceprudummpane Ha ChOTBETCTBUE ChC 3aKOHOAATENCTBOTO Ha Chio3a 3a VPTMF B

CBbOTBETCTBUE C pa3fein 9 or npusnoxenue 1I;

)K) OLICHKA Ha U3CJICABAHUATA 3a Ha6J'II-OI[eHI/Ie CJICH ITYCKAaHCTO Ha I1a3apa CbIJIaCHO

pazaen 10 ot npunoxenue II;
3)  TOJUWIIHA Takca ChIJIacHO pazzein 2 ot npuioxenue IlI;

M)  yCIyTU IIpelu I0JIaBaHe Ha UCKAHETO ChIVIACHO pasjien 3 oT npuiioxkenue IV.
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6. BerepunapHu ekapcTBEHU IPOAYKTHU 32 OTPaHUUYEHU Ma3apu

6.1. Hamanenue Ha Takcata ¢ 50 % ce npuiara 3a BETEpUHApHU JIEKAPCTBEHU MPOAYKTH,
KJacu(UIUpPaHU KaTo MpeJHa3HAYCHU 32 OTpaHUyEeH a3ap, ChbIrIacHo
onpeneneHueTo B wieH 4, Touka 29 ot Pernament (EC) 2019/6 u cunrtanu 3a
OTroBapsILIM HA YCIOBUSATA 32 pa3pellaBaHe WU pa3pelieHy CbIJIaCHO WieH 23 oT

IMOCOYCHUA PECIrIIaMCHT, 3a CIICAHUTEC JEHHOCTH:

a)  HayyHU KOHCYJITAlMU ChriaacHo pazzaen 1 oT npunoxenue Il kbM HacTosIIIUSA

PErIaMEHT,;

0) ycraHOBsiBaHEe, M3MeHeHUe win pasmmpssane Ha MJII'OB cwriacHo pa3nen 3

oT npuioxeHue Il KbM HacTOSAIIMS PETJIAMEHT;

B)  pa3pelleHue 3a ITyCKaHe Ha Ma3apa Ha BETCPHUHAPHHU JICKAPCTBCHH MTPOIYKTH,
NOTIA/IalK B 00XBaTa Ha pa3pelieHUsATa 3a ThProBUs MO IIEHTPAIM3UpaHaTa
npoueaypa ceriacHo wieH 42 ot Permament (EC) 2019/6, B choTBETCTBUE C
4jieH 23 OT MMOCOYEHHUSI PErJIaMeHT U ChIIacHO Touka 4.1 wim 4.2 ot

IMPUIIOKCHUC II xbM HacTOSIIMSA PETIIAMCHT,

I) IPOMEHHU B YCIOBUATA HA Pa3peLICHUETO 32 ThPrOBUs, 3a KOUTO CE€ U3UCKBA
OIIEHKAa B ChOTBETCTBUE ¢ WieH 64, 65 u 66 ot Permament (EC) 2019/6,
chracHo paszaen 6 ot npuioxenue II. B konkpeTHus ciydait Ha Touka 6.5 OT
npuinoxenue Il oT HacTosIMs periaMeHT; HaMaJIeHUETO ce Ipuiiara 3a
IIPOMEHUTE, MOAJIEXKAIN Ha TaKca, U HE CE IIPUJIara 3a IpOMEHHTE,

MOJICYKAIllM Ha HAJIOT',
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o)  cepTUdUIMpPaHEe HA ChOTBETCTBHE ChC 3aKOHOIATENICTBOTO Ha Chio3a 3a
VAMEF B choTBeTCTBUE C pazzein § oT npuioxkenue Il kbMm HacTosmus

PErIaMEHT,;

e) ceptuduLMpaHe HAa ChOTBETCTBUE ChC 3aKOHOAATENICTBOTO HAa Chro3a 3a
vPTMF B choTBeTcTBHE € pasnen 9 or npuioxenue Il kbM HacToAIIKA

pErJIamMeHT;

}K) OLICHKA Ha U3CJICABAaHUATA 3a Ha6J'IIO,I[eHI/Ie CJIC IIYCKaHCTO Ha I1asapa

cbrtacHo pazaen 10 ot npunoxenue Il kbM HacTOSIIUA PErIaMEHT;

3)  TOJMIIHA Takca ChINIAaCHO paszei 2 ot npuioxkenue Il kbm HacTosmus

periameHr;

I/I) YCIIyru nmpeau nmoJgaBaHe Ha NCKAaHCTO CBIVIACHO pa3Jacll 3ot IIPUITOKCHHUC I\

KbM HACTOAIONA PCTJIAMCHT.

6.2. Hamanenue cbc 100 % ce npuiara KbM TakcaTa 3a pa3liupsBaHe Ha o0XBaTa Ha
MJI'OB, nocouenu B pazaen 3 ot npuioxenue 11, koraro Toa pasmmupsBaHe He

H3HMCKBa OLICHKA Ha JaHHUTC.
7. BeTepI/IHapHI/I BAKCHUHHU CpCUlYy HAKOU OCHOBHU CIIM300THUYIHU Oonectu

7.1. Hamanenue cbc 100% ce nmpumara 3a roJuIlIHaTa Takca 3a BAKCUHU Cpelly HH(EKIUs
c BUpyca Ha OoJiecTTa CUH €3HK (cepoTurioBe 1-24), BUcokonaroreHHa HHGIyeHIIa
0 MITHIIUTE, [IAI U KIACHYeCKa dyma M0 CBUHETE, KOTaTO BAaKCHHATA € pa3penieHa
IIPU HOPMAJTHU 00CTOSATENCTBA U MPOAYKTHT HE € OMJI mpejsiarad Ha nasapa B Cpro3a

B HUTO €IMH MOMCHT OT LCJINs IICPUOI, 0o0XBaHAT OT Takcara.
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7.2. Koraro ce npuiiara HamajeHHe CbIIacHO TOYKa 6.1, He ce u3IaIla Bb3HarpaKIeHue
Ha KOMIIETEHTHUTE OPTaHU HA JbPKaBUTE YICHKU 3a TOAUIIHUTE TAKCH, IOCOYCHH B

Touka 6.1.
8. lNogumnina Takca 3a BETEpUHAPHU JICKAPCTBEHU MPOYKTH

Hamanenue Ha Takcata ¢ 25 % ce npuiara 3a rOJUIIIHATa TaKCa 32 BETEPUHAPHU
JIEKapCTBEHH MPOAYKTH, IOCOUYEHA B paszen 2 ot npuioxenue Ill, ¢ uzkimoyenue Ha

IMPOAYKTUTE, KOUTO BEYC Ca I/136POCHI/I B pasacin 4 1 5 0T HACTOSAIIOTO IIPUITOKEHHUC.

9. FOI[I/IH_IHa TakcCa 3a (bapMaKonoquHa 6III/IT6J'IHOCT 34 TCHEPHUYHU, XOMCOIIaTUYHHA U
OMJIKOBH JICKApPCTBCHU MNPOAYKTHU U 3a JICKAPCTBCHU NPOAYKTHU, PAa3pCIICHU ChIJIaCHO

pasnopendou OTHOCHO YTBBPACHO JICUCOHO MPHIIOKEHHE

Hamanenue na takcara ¢ 25 % ce IIpujara KbM rroaviiHaTa Takca 3a (bapMaKOJIOFI/I‘IHa

6,I[I/ITCJ'IHOCT, onpceacicHa B pa3aci 3or IMPHUITOKCHUC IH, 3a CJICIHUTC JICKAPCTBCHHU

MIPOJYKTH:

a)  JIGKapCTBEHH MPOJYKTH 3a XyMaHHa yrnoTpeda, KakKTo € Moco4eHo B wieH 10,

naparpad 1 u unen 10a ot Jupextuna 2001/83/EO;
0) XOMeomaTHYHU JICKAPCTBEHU MPOAYKTH 32 XyMaHHa yrnoTpeoa;

B)  PACTUTENIHU JIEKAPCTBEHM MPOAYKTH 33 XyMaHHA ynoTpeoda;
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I)  BETEpUHApPHU JIEKApCTBEHU NPOAYKTH, KAKTO € IIOCOYEHO B WwieHoBe 18 u 22 or

Permament (EC) 2019/6;
1)  XOMEONATHYHHU BETCPUHAPHU JICKAPCTBEHHU MPOAYKTH;

€)  XOMEONaTHYHU BEeTepUHAPHU JICKAPCTBEHU MPOIYKTH, PETUCTPUPAHU B

cpoTBeTcTBHUE ¢ WwieH 87 ot Permament (EC) 2019/6.
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HPUJIOXKXEHUWE V1

WNudopmanus 3a mokazaTennTe

3a Bcska KaJICHOAapHa roguHa ¢c€ IpeaocTaBsd ClI€aHaTa I/IH(l)OpMaI_II/IH, KOATO CC€ OIIOBECTsBA

myoJUYHO Ha yeOcaiTa Ha ATCHITUsATA!

1)

2)

3)

4)

S)

001IM pa3xou U pa30KMBKa Ha Pa3XOJMTE HAa ATCHIUATA 32 IEPCOHAIA U PA3XOIUTE,

HiAMaly Bpb3Ka € NICPCOHATIA, KOUTO €Ca CBbpP3aHH C HAJIO3UTEC, TIOCOYCHU B YWICH 3;

Opoil Ha yyacTBaIIMsI IEPCOHAT Ha ATEHIMITA U OOIIM Pa3Xxo/y 3a MoJy4yaBaHe U
noAAbpKaHe Ha pa3pelnieHre Ha Cbro3a 3a ThProBUS C JIEKAPCTBEHU MPOIYKTH 32 XyMaHHA
ynotpe0da U BeTepUHAPHU JIEKAPCTBEHU MPOJIYKTH, KAKTO U 3a APYry yCIyru Ha

Arennusra;

6pOI7I Ha IponCcAYypUTE 3a ITOJYIaBAHE U IIOAABPIKAHEC Ha PA3pCUHICHUC HA Cnro3a 3a
THPTOBHA C JICKAPCTBCHU IMPOAYKTH 34 XyMaAHHA yHOTpe6a 1 BETCPHUHAPHU JICKAPCTBCHU

MPOJYKTH, KAKTO U 3a APYTU YCIYrd Ha ATCHIUATA;

Opoii 1 pa3Mep Ha MPEIOCTABCHUTE HaMAJICHUS WJIH OCBOOOXKIaBaHUS OT TAKCH IO BH/I
HaMaJIeHHe WK 0CBOOOXKIaBaHe OT TaKCH ChITIACHO 3aKOHO/AaTeNcTBOTO Ha Chio3a u Opoit

Ha CbOTBCTHUTC 3a4BUTCIIN WUJIN IIPUTCIKATCIIN,

OIPEACIIAHC HAa JOKJIaJYUIH, CbAOKIaJ9YNIN WA JIUIA, U3IBJIHABAIIN APYTrd POJIH,
CUHNTAHU 3a paBHOCTOﬁHH 3a OCJIUTEC HAa HACTOAIINA PECTIIAMCHT, KaKTO € ITIOCOYCHO B

MPHUIIOKCHUATA KbM HACTOAIIWA PCTIIAMEHT, 110 AbpKaBXU YJICHKU W 11O BUA IIpoLcaypa,
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6)

7)

8)

Opoil pabOTHU YacoBe HA JOKJIATYNKA, ChIOKIATIUIINTE WIIH JIUIATa, U3IIBIHSIBAIIU APYTH
pOJIM, CUNTAHU 3a PABHOCTOMHHU 3a LIEJINTE HA HACTOSIILUS PETJIAMEHT, ChITIACHO
[TOCOYEHOTO B MPUJIOKEHUSITA KbM HACTOSIIUS PETJIAMEHT, BKIIOUYUTEIIHO YaCOBE,
0TpabOTEHH OT €KCHEPTU U APYTH JIUIA, HAETU OT KOMIIETEHTHUTE OpraHy Ha AbPIKaBUTE
YJICHKH C LeJT TAXHOTO MOANOMarane, 1 0poil paboTHH 4acoBe, U3MOI3BAaHU OT EKCIIEPTH,
HaeTH 3a paboTaTa Ha EKCIIEPTHUTE TPYNH B 001aCTTa HA METUIIMHCKUTE U3/IEIIHSL.
Nudopmanusra ce nmpegoctass Mo BHUJI Ha MPOIEypUTe Bb3 OCHOBA Ha MHPOpMAIIUITA,
MpelocTaBeHa Ha ATEHIIUATa OT KOMIIETEHTHUTE OPraHd Ha ChbOTBETHUTE IbP>KaBU
4yiieHKU. Bunosere npoueaypu, KOUTO e ObIaT BKIIOYEHH, CE peliaBaT OT YIIPaBUTEIHHS

CbBCT Bb3 OCHOBA HAa MPCAJIOKCHUC OT AI‘CHL{I/IHTa;

BCHUYKH MOKa3aTeN! 32 e(eKTUBHOCT, CBbP3aHU C TAKCUTE 32 HAYYHU YCIYTU WINA HAIO3UTE
3a aIMUHUCTPATUBHU YCIYTH, ChOUpPaHU B ChOTBETCTBHE ¢ WieH 4, nmaparpadu 1 u 2 ot

HaCcTOAUA PCriIaMCHT,

BCHUYKH JOI'BJIHUTEIHU ChOTBETHU KJIFOUOBH IOKa3aTeiu 32 €()eKTUBHOCT, KOUTO OKa3BaT
BB3/I€HCTBUE BbPXY IPOMEHSIOTO C€ paOOTHO HATOBapBaHe Ha ATEHIUATA U
KOMIIETEHTHUTE OPraHH Ha JIbPKaBUTE WICHKHU B peryjaaTopHarta pamka Ha Cbro3a 3a
(apMareBTHYHUTE TPOAYKTH, BKIIOYUTEIHO MPOLEAYPUTE 32 pa3pelraBaHne 1 KOHTPOII Ha

JIEKAPCTBEHUTE MPOAYKTH.
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HPUJIOKEHHUE VII

Tabnuua Ha CbOTBETCTBUETO

Permament (EO) Ne 297/95

Hacrosmusr pernmaMeHT

Unen 8, maparpad 1

Unen 3, maparpad 1
Unen 7

Unen 5, maparpad 1
Uien 3, maparpad 4
Unen 5, maparpad 4
Uiten 8, maparpad 2
Usen 8, maparpad 3

[Tpunoxenue I, pazaen 1 u npunoxenue 11,
pazzen 1

[Tpunoxenue I, paznen 3
[Tpunoxxenue 11, paznen 3
[Tpunoxenue I, paznen 4
[Tpunoxxenue IV, pasgen 1
[Tpunoxenue 1V, paznen 1
IIpunoxenue IV, paznen 5

[Tpunoxenue IV, Touku 6.1 (c u3KIIOYCHUE HA
nocneaaus maparpad), 6.2 u 6.4

PE-CONS 59/1/23 REV 1
IMTPNJIOXEHUE VII

BG



		2024-02-08T14:01:34+0000
	 Guarantee of Integrity and Authenticity


	



