CBBET HA EBPOIIA

EBPONEACKH KOMUTET OTHOCHO ®APMAIIEBTUYHMA NPOJAYKTH U
OAPMALHEBTUYHU I'PUKHU (CD-P-PH)

(YacTU4HO ciopasyMeHmue)

Pezomonusa AP-CPH (15) 1

Ilpuema om Esponetickusi Komumem omHOCHO (hapmayesmuyHy npooyKmu u ¢papmayesmuiru
epuorcu (CD-P-PH)
(Yacmuuno cnopasymenue)

na 19 mapm 2015 2.

EBpomneiickuaT KOMUTET OTHOCHO (hapMalleBTUIHU MPOAYKTH U (papMarieBTUIHH TPHKA
(European Committee on Pharmaceuticals and Pharmaceutical Care) (CD-P-PH),

Karto B3e mpensuu, ye chIylacHO ujieH | Ha KOHBeHuI/mTa1 CTpaHUTE C€ 3aJbJKaBaT
MOCTENEeHHO Ja pa3paborBar dapmakonesita, KOATO Iie ObJe 00IIa 3a 3aMHTEPECOBAHUTE
CTpaHM ® Ie ce Hapuya “EBpomelicka ¢apmakones’, KakKTO M Ja MpearnpueMar
HEOOXOAMMHUTE MEPKH, 3a Jla rapaHTUpaT, 4e MoHorpaduute, chcTaBisaBanm EBpomneiickara
(hapmakories, 1e cTaHaT O(OUIIMATIHN CTAaHAAPTH 32 MPUJIAaTaHEe B CbOTBETHUTE JIbPIKABH;

Karo B3e mpenBua, de cerimacHo wi4 maparpad (3) ma Konsenmusta KomurersT 3a
obmecteHo 31pase (Public Health Committee) e oTroBopeH 3a onpenesnsiHe Ha CPOKOBETE, B
KOUTO pEIIeHUsTa OT TEXHUYECKH XapakTep, oTHacsuM ce 1o EBpomneiickara ¢apmaxores,
TpAOBa 1a ObaT BbBEIECHH HA TEPUTOPUUTE HA CHOTBETHUTE AbPKABH;

Karo B3e npensun pemenusita, B3etd or Komurera Ha Mmunuctpure Ha Herosoro 1017-
TO 3acelaHWe, NpoBeneHO Ha 6-tu  ¢eBpyapu 2008-Ma TOAWHA, CBIVIACHO KOUTO
EBpornelickuar KoMUTET OTHOCHO (hapMalleBTUYHU MPOAYKTH U (apmanieBTHUHU rpuxku (CD-
P-PH) me wusnbaHsBa 3amaunte Ha Komurera 3a OOIIECTBEHO 3/paBe, OMpPEACICHU B
KouBennusita 3a paspaborBane Ha EBpormeiickata dapmakones (ETS No. 50), nonbinena c
[Tporokon (ETS No. 134), u Bcako mo3oBaBaHe Ha “Kommrera 3a oOmiecTBeHO 37paBe” B
nocoyeHara KouBennuss u IlpoTokona cinexBa na ce pa3Oupa Karo OTHACAUIO C€ KbM
EBpornelickus KOMUTET OTHOCHO (hapMalleBTUYHU NPOAYKTU U (apmaneBTHYHU rpmxu (CD-
P-PH);

Karo B3e mpeasua pemenuero, B3eto or Komucusta Ha EBponeiickata apmakomnes na
ce pazpabotu HOBO m3fmaHue Ha EBpomelickara dapmakomnes, T.e. 8-MOTO H3AaHUE, KOETO Ja
Ce aKTyaJIM3upa upe3 JOIBIHEHUE ClIe] BCSIKO 3acenanue Ha Komucusira;

Karo B3e npeasu npenopbkaTa OTHOCHO ONPENEIIHETO Ha JaTaTa 3a BbBEXKIaHE B CUjla
Ha CEIMOTO JOIBJIHEHHE Ha OCMOTO H3JaHWE Ha TEPUTOPUUTE HA JIbPKABUTE-UJICHKH,
onobpeno Ha 18 mapt 2015 r. ot Komucusita Ha EBponeiickarta ¢apmakomnesi, B CbOTBETCTBHE
¢ pasnopenoute Ha uieH 6, maparpad (r) Ha KonBenuusra,

Peun na onpenenu 1 anpui 2016 r. kaTo qaTa 3a BbBe:KIaHe B CHJIA HA TEKCTOBETE B

CEJIMOTO JIONBJIHEHHWE Ha 8-MOTO HW3JaHMe Ha EBpomeiickata Qapmakories, 03ariiaBeHo
,ZJlombjaHeHue 8.7” u Hocemnio garara ,,04/2016”.

'3a6enexcrka: Konenmus Ne 50 na Cheera Ha EBpoma 3a paspaGoTane Ha EBpomneiickata (apmaxomnes,
npHeTa chC 3aK0H 3a paTtudunupane Ha Konsennusata, ooHapoasan ¢ Yka3 215/21 ronu 2004 r. Ha [IpesuneHta
Ha PenyOnuka bwarapust, mybnukysaH B JIbpkaBeH BecTHUK 0p.55/25.06.2004 r.



