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

(YacTHYHO criOpa3yMeHue)

PE3OJIIOLIMS AP-CPH (21) 5
Ilpuema om Eeponetickus komumem omHocHO ghapmayesmudnu npOOYKmu 1 apmayesmuyHy Spuicu
(CD-P-PH) (Yacmuuno cnopaszymenue)
na 23 mapm 2021 2.

EBpormefickusiT KOMHTET OTHOCHO (papMarleBTHUHU TNPOMyKTH u (apmaneBTnyan Tpmwxu (European
Committee on Pharmaceuticals and Pharmaceutical Care) (CD-P-PH),

Karo B3e mpemsua, ue cbriacHo uwieH 1 Ha KoHBeHmusaTal cTpaHmTe ce 3aabiKaBaT IOCTEHNEHHO Ja
paspaborBar @apmakomnes, KosATo me Obae 00Ia 3a 3aMHTEPECOBaHUTE CTPaHW W Ie ce Hapuya “EBponeiicka
(apmakories””, KakTo W Ja MpeArnpHeMaT HEOOXOAWMMHTE MEpPKH, 3a Ja TapaHTupar, 4e€ MOHOTrpaduuTe,
chcTaBlsBalM EBpomneiickara dapmakomnes, e CTaHaT O(UIMAIHNA CTaHAAPTH 3a TpUiaraHe B CHOTBETHHTE
I'bpIKaBU;

Karo B3e mpenBui, ye chriacHo wieH 4, naparpad 3 Ha KonBeHiusaTa KOMUTETHT 3a OOIIECTBEHO 37paBe
(Public Health Committee) e oTroBopen 3a ompeaeisHe Ha CPOKOBETE, B KOHUTO PEHICHHUATA OT TEXHUYECKU
XapakTep, OTHacsiu ce no EBpomelickara dapmakornesi, TpsaOBa Ja ObJaT BbBEJCHH Ha TEPUTOPUHUTE Ha
CBHOTBETHUTE JIbPKABH;

Karo B3e mpensupa pemenusita, B3eth oT Komurera Ha MuHHCTpUTEe Ha HeroBoto 10177 3acenmanmue,
npoBesieHO Ha 6 ¢epyapu 2008 roauHa, chrilacHO KOUTO EBpOINEHCKHAT KOMHUTET OTHOCHO (DapMalleBTUYHH
npoaykta U dapmaneBtuunu rpmwxu (CD-P-PH) me uznbnnsBa 3agaunte Ha Komutera 3a o0miecTBeHO 37pase,
ompeneneHn B KoHBeHnmsita 3a pa3zpadorBaHero Ha EBpomeiicka dapmakomes (ETS No. 50), gombinnena c
[Iporoxon (ETS No. 134), u Bcsiko no3oBaBane Ha “Komurtera 3a 00mecTBeHO 3/1paBe’ B mocoueHaTa KoHBeHIHs
u IIporokona crneaBa ga ce pa3dupa KaTo OTHACSIIO ce€ KbM EBpOIMENckus KOMHTET OTHOCHO (hapMaleBTUYHU
npoaykTH U papmanestuynu rpwku (CD-P-PH);

Karo B3e mpenBup pemieHnero, B3eTo oT EBponeiickara koMucus 1o ¢apMakores ia ce pa3padboTh HOBO
n3ganve Ha EBpormeiickara gapmakones, T.e. €IUHAICCETO U31aHNE, KOETO J1a 3aMEHHU JIECETO U3aHHE;

Kato B3e npeaBun npenopbKaTa OTHOCHO ONPENENISIHETO Ha AaTaTa 3a BbBEKAaHE B CHIIa Ha €AMHAAECETOTO
W3JJaHME Ha TEPUTOPUUTE Ha AbP)KaBUTE-WICHKH, 0100peHo Ha 23 HoemBpu 2021 r. ot EBponeiickata komucus 1o
(apmakoriesi, B ChOTBETCTBHE C pa3nopeaduTe Ha wieH 6, naparpad (r) Ha KonBenmusra;

Pemn na onpenenu 1 simyapu 2023 r. kaTto Jara 3a BbBEXKJAHE B CHJIA HA TEKCTOBETE Ha €IMHAIECETOTO
nznanve Ha EBpomelickara gapmakones; eIMHAIECETOTO U3aHUE 3aMEHS JIECETOTO M3JIaHUE, KOETO TPUKITIOUYH C

Hy6_HI/IK}/BaHeTO Ha HEIrOBOTO OCMO OOITBJIHCHHC.

13abenencrka: Konenuus Ne 50 na Creera Ha EBpona 3a paspaboreaneto Ha EBpomneiicka (apmakores, NpueTa che
3aKOH 3a patudunupane Ha KonBenmusra, o0HapoasaH ¢ Yka3 215/21 1onu 2004 r. Ha [Ipe3unenTa Ha PenyoOnuka bwirapus,
myOnuKyBaH B J{bp>kaBeH BeCTHUK 0p.55/25.6.2004 .



