CHBET HA EBPOIIA
EBPOIEICKN KOMUTET OTHOCHO ®APMAIEBTHYHH IIPOAYKTH M ®APMALIEBTHYHU FPUKH
(CD-P-PH)

(YacTHYHO crIOpa3yMeHue)

PE3OJIIOLIMS AP-CPH (23) 1
IIpuema om Eeponetickust komumem omHocHO ghapmayesmudnu npOOYKmu U apmayesmuyHy Spuicu
(CD-P-PH) (Yacmuuno cnopaszymenue)
na 21 mapm 2023 2.

EBpOMEHCKUSIT KOMUTET OTHOCHO (hapMalieBTUYHH MPOAYKTH U hapmaneBTuanu rpmwxu (European Committee
on Pharmaceuticals and Pharmaceutical Care) (CD-P-PH),

Karo B3e mpemsua, 4e cbriacHo wieH | Ha KonBenmmsra'l cTpaHuTe ce 3ambbKaBaT MOCTEHEHHO [a
paspaborBar dapmakories, KosATo 1me ObAe 0o0ma 3a 3aMHTEPECOBAHUTE CTpPaHW W Iie ce Hapuda “EBpomeiicka
(hapmakories”, KakTo U Jia IpeArprueMar HeOOX0IUMHUTE MEPKH, 32 Ja TapaHTHPAT, Y€ MOHOTpa(UUTE, ChCTABIISIBAIIN
EBpomneiickara papmakornes, 1ie cTaHaT OQHUIIMATHA CTAaHIAPTH 32 IPUJIAraHe B ChOTBETHUTE IbPKABH;

Karo B3e mpenBun, 4ye chriacHo wieH 4, naparpag 3 Ha KonpeHuusra KomMutersT 3a 00IIECTBEHO 37paBe
(Public Health Committee) e otroBopet 3a orpesieisHe Ha CPOKOBETE, B KOMTO PEIICHUITA OT TEXHUUECKH XapaKTep,
oTHacsM ce 710 EBpornetickara papmakornes, TpsOBa qa ObJIaT BbBEJACHH Ha TSPUTOPUUTE HA ChOTBETHUTE AbPIKABH;

Karo B3e npeasun pemenusTa, B3eta oT Komutera Ha MUHKCTpUTE HA HeroBoTo 10177 3aceganue, mpoBeaeHO
Ha 6 ¢deBpyapu 2008 roauwHa, CHriIacCHO KOMTO EBpONEWCKUSAT KOMHUTET OTHOCHO (papMalleBTHYHH MPOAYKTH U
¢dapmanestnynn rpuwxu (CD-P-PH) e usnbnnspa 3amaunte Ha KoMuTeTa 3a 00II€CTBEHO 3/IpaBe, ONpEACICHH B
Komngenrusira 3a pazpaborBanero Ha EBporeticka papmaxorest (ETS No. 50), nomrsinena ¢ ITporoxon (ETS No. 134),
1 BCSIKO Mo30BaBaHe Ha “KomwureTa 3a obiiecTBeHO 3/7paBe” B nmocouyeHata Konsenius u [Iporokoina cienBa aa ce
pa3dupa KaTo OTHACSIIO ce KbM EBpomeicKusi KOMHTET OTHOCHO (papMalleBTHYHH MPOAYKTH U (papMalleBTHYHH
rpwku (CD-P-PH);

Karo B3e mpemsun pemennero, B3eto oT EBpormeiickata komucus mo (apmaxories fa ce pa3paboTH HOBO
n3nanue Ha EBponeiickara papmakomnes, T.e. eAMHAZECETO H3TaHNE, KOETO JIa CE aKTya l3upa uype3 AOMIbIIHEHHE CIIe]]
BCAKO 3acenanne Ha Komucusra;

Karo B3e mpenBuj mpenopbkaTa OTHOCHO OIPECIISTHETO Ha JaTara 3a BBBEXKIaHE B CHJIA HA YETBHPTOTO
JIOITBTHEHUE HA EAMHAJIECETOTO M3JJaHUE Ha TEPUTOPHUHTE HA JIbpKaBUTE-WICHKH, 0100peHo Ha 21 mapt 2023 1. oT
EBpomneiickaTa koMucHsi o hapmakories, B CbOTBETCTBHE ¢ pa3nopeadouTe Ha wieH 6, naparpad (r) Ha Konsennusra;

Pemmn nma onpenenu 1 ampua 2024 r. xato gara 3a BbBEXJaHE B CHJIA Ha TEKCTOBETE HA YETBBPTOTO
JIOIThTHEHUE Ha €JIMHA/IECETOTO n3lanue Ha EBponeiickata gpapmakomnes, o3ariaBeHo ,,Jlombanenne 11.4%, Hocemo

narara ,,04/2024

13abenencka: Konsenuus Ne 50 na Creeta Ha EBpomna 3a paspaGoteaneto Ha EBponeiicka (apmakories;, MpUeTa Che 3aK0H
3a paruduuupane Ha KonBeHuusta, oOHaponsan ¢ Yka3 215/21 ronm 2004 r. Ha IIpesunenra Ha PenyOnmka Benrapus,
nyOnuKyBaH B J[bp)kaBeH BecTHHUK 0p.55/25.6.2004 r.



