CHBET HA EBPOIIA
EBPOIEIICKY KOMUTET OTHOCHO ®APMAIIEBTHYHH IIPOJYKTH H ®APMAIIEBTHYHU T'PUKH
(CD-P-PH)

(YacTu4HO ciopazyMeHue)

PE3OJIFOLIUSI AP-CPH (21) 6
Ipuema om Esponetickusi komumem 0OmHOCHO (hapmayesmuyHy npoOyKmu u papmayesmuiny Spuixcu
(CD-P-PH) (Yacmuuno cnopazymenue)
na 21 ronu 2021 2.

EBpormefickusiT KOMHTET OTHOCHO (hapMalleBTUYHA NPOAYKTH W ¢apmaneBTHdHH Tproxku (European
Committee on Pharmaceuticals and Pharmaceutical Care) (CD-P-PH),

Kato B3e mpemsua, ue cwvriaacHo wieH 1 na Koneenumsral ctpamute ce 3ambimkaBaT MOCTENEHHO aa
paspaborBar Dapmakories, KOsITo IIe 0bae o0Ina 3a 3aMHTEPECOBAHNUTE CTpaHM | Ie ce Hapuda “EBponeiicka
(dapmakores”’, KakTo M Ja TpeIrnpHeMar HeoOXOIMMUTEe MEpKH, 3a Ja TapaHTHpaT, 4e MOHOorpaduure,
cbcTaBisBamy EBporeiickata ¢apmakores, me craHaT o(UIMANIHU CTaHAAPTH 3a MpWIaraHe B ChOTBETHHUTE
I'bpIKaBU;

Karo B3e npenBu, e chriacHo wieH 4, naparpad 3 Ha KoneeHuusata KoMuteThT 3a 00IIECTBEHO 37paBe
(Public Health Committee) e oTroBopen 3a ompejensHe Ha CPOKOBETE, B KOHTO PEIIECHHATA OT TEXHHUYCCKH
xapaktep, oTHacsmu ce A0 EBpormerickata ¢apmakories, TpsOBa ga ObJaT BBBEICHH Ha TEPUTOPHUHUTE HA
CHOTBETHUTE IbPKABH;

Karo B3e mpeasua pemienusita, B3eTu oT Komurera Ha MUHHUCTpuTe Ha HeroBoro 10177 3acenanwue,
npoBesieHO Ha 6 ¢eBpyapu 2008 roauHa, ChrIIACHO KOUTO EBPOINEHCKUAT KOMHUTET OTHOCHO (DapMalleBTUYHH
npoaykT u papmaneBTuuHu Tprkd (CD-P-PH) me m3nennsaBa 3amaunte Ha Komurera 3a o0iiecTBeHO 3/pase,
ompeneneHn B KonBeHmusita 3a paspaborBanero Ha EBpomelicka ¢dapmakoress (ETS No. 50), mombineHa c
[Iporoxon (ETS No. 134), u Bcsxo mo3oBaBane Ha “Komurera 3a o0mecTBeHo 3apaBe” B mocoueHaTa KoHBeHIHS
u [IpoTokona crnenBa a ce pa3dupa Kato OTHACAIIO ce KbM EBporeiickusi KOMHTET OTHOCHO (papMareBTHYHU
npoaykTH U papmanestuynu rpwku (CD-P-PH);

Karo B3e mpensua npenopbkara, mpuera Ha 22 roHu 2021 r. ot EBponeiickara komucus no ¢apmakories B
CHOTBETCTBHE C pasnopendute Ha wieH 6, maparpad r) Ha KoHBeHuusTa, OTHACSIIA CE IO ONPENENTHETO Ha
nararta, oT Kosito MoHorpaduure Anunoenymemumud (1291), Pubeno macno om uepern opod na mpecka (mun B)
(1193) u Texueyuii (*™Tc)-konouona capa, unocexyuonen pasmeop (0131) na ne 6BaaT yacT ot EBponeiickara
(dapmaxores,

Pemm na onpenenu 1 vosmm 2022 r. kaTo gara, OT KoATo MOHOTpadguute Amunozrymemumuo (1291), Pubeno
Mmacio om uepen Opo6 na mpecka (mun B) (1193) n Texueyuii (**"TC)-konoudna capa, unsxicexyuonen pasmeop

(0131), npecrarar na ca gact ot EBponeiickara dapmaxores.

13abenencrka: Konsennus Ne 50 na Cheerta Ha EBpona 3a paspabotaneTo Ha EBponeiicka (hapMakores, IpHeTa ¢he
3aKoH 3a patudunupane Ha Konseniusata, ooHapoasan ¢ Ykas 215/21 roru 2004 r. va Ilpe3unenta Ha PenyOnmka bearapus,
myonmuKyBaH B JIbpikaBeH BecTHUK 0p.55/25.6.2004 r.



