I'padpuxk 3a nmyOsuKyBaHe M BJIM3aHEe B CWJIAa Ha [eceTOoTO U3daHMe Ha EBpomneiickara

(¢apmaxones ¥ JONbJIHEHUATA KbM HEero

Tom JlaTa Ha JlaTa Ha BJM3aHe B 3amoBen HAa MUHHCTBPa HA

ny0JuKyBaHe cuja 31paBeoNa3BaHeTo 3a BJM3aHe B CUJIA
Ha TepuTopusita Ha P. bbarapus

10-To uznanue FOmn 2019 1 SInyapmu 2020 3anosen Ne P/1-01-159/06.06.2019 r.

Jombnaenune 10.1 Oxromepu 2019 1 Anpu 2020 (o6n. 6 [IB 6p. 56/16.07.2019)

Honbnnenue 10.2 Anyapu 2020 1 FOnu 2020

Honbnnenue 10.3 Onu 2020 1 Anyapu 2021

Hombnnenue 10.4 Oxromapu 2020 1 Anpun 2021 3anosen Ne P/1-01-352/22.06.2020 r.

Jonbnuenue 10.5 SAnyapu 2021 1 FOnm 2021 (o6n. 6 /IB 6p. 68/31.07.2020)

Honbnuenue 10.6 FOnu 2021 1 Anyapu 2022

Homreaenne 10.7 Oxkrtomepu 2021 1 Anpun 2022

Honbnnenue 10.8 Anyapu 2022 1 FOnu 2022

11-To u3nanme KOuan 2022 1 Sinyapmu 2023

CeriacHo wi. 12 an. 1 mun. 13. an. 1 Ha 3akoHa 3a J1eKapCTBEHUTE NPOAYKTH B XyMaHHaTa
Meaununa (3JIIIXM) opunmanna ¢papmakones 3a P. boirapus e EBponeiickata papmakones (ED) u
MoHorpaduurte Ha ED ca 3a1bKUTETHU 32 BCHUKU BEILIECTBA, IPErapaTy 1 JIEKapCcTBEHU (OPMHU, KOUTO
ce cpabpkaT B Hes. IlyOnukyBanute oduumanuu crangaptid B ED mpenocraBaT HaydyHa OCHOBaA 3a
KOHTpPOJI Ha Ka4e€CTBOTO Ha JIEKapCTBEHMsI MPOAYKT. CTaHIapTUTE 3a Ka4eCTBO CTaBaT 3aJAb/LKUTEITHU
Ha €JHa W ChIlla JjaTa BbB BCUUKM AbpkaBH, noanucanu Kousenuusta Ha CbBera Ha EBpomna 3a

paszpabotBaHe Ha EBporneiicka dapmakornes.

CrotBeTHHTE M31aHUs Ha ED u gombiHeHMATa KbM TAX ce MyOJIMKyBaT OQHUIMAIHO Ha
AHTJIUMICKU U QPEHCKH €3UK. AKO YIbJIHOMOUIEH KOMIIETEHTEH OpPTraH He € ONpe/eni Mo-paHHa JaTa
3a BIIM3aHE B CWJIAa Ha OTAEITHU TEKCTOBE, N3UCKBAHUATA B HOGUmMe u npomenenume mekcmose Ha EO
CTaBaT 3aJbJDKUTEIIHU OT JaTaTa Ha BJIM3aHE B CHJIa HA CbOTBETHOTO M3/1aHUE UJIHU JOIIBIIHEHHE, B KOETO
ca myOJIMKyBaHH, a KOpeKyuune B TEKCTOBE Ha (hapMaKkoresTa — He M0-KbCHO OT €JIMH Mecell OT JlaTara
Ha MyOJIMKyBaHE€ Ha CBOTBETHOTO H3JaHHE WIM JONMbIHEHHE. BB3MOXKHO € YIbIHOMOUICHUST
KOMIIETEHTEH OpIaH Ja OINpeJiesI I0-paHHa JlaTa 3a OTNAaJaHe Ha ONpeeIeHN TeKCToBe oT ED.

3anoBeauTe Ha MHUHHUCTBpA Ha 3/paBEOIla3BaHETO OTHOCHO BJIM3aHE B CHJIa HAa HOBO

I/IB,[[aHI/IC/I[OH’BJ'IHCHI/IC HJIK ITPpOMSIHA Ha E® qgpe3 nmpoucaypa 3a 6’bp30 BBBCXKIAHC (BKJIIO‘-IBaHC Ha HOBHU



TEKCTOBE, MPOMSHA WM OTHaJaHe Ha TEKCTOBE) Ha TepuTopusaTa Ha P. bbarapus ce myOmukyBaT B
»'bpKaBeH BeCTHUK 1 Ha cTpanuniata Ha MAJI B paznen ,,@apmakones’.

JeceroTo u3nanue Ha EBponeiickara ¢papmakornes cbabpika 2420 monorpaduu u 374 o6mum
TeKCcTa (BKJIIOYUTETHO 00K MOHOrpaduu u MeToau 3a aHanu3). HoBure texcroBe ca 114 u 683 ca
MIPOMEHEHH, OIMUCaHU ca OKoJo 2 780 peareHTH U CHILECTBEHUTE MPOMEHH B CpPAaBHEHHUE C JEBETOTO
M3JlaHue HAKPaTKO ca OTPa3eHU BbB BbBEACHUETO HA U3JIAHUETO.

(https://www.edgm.eu/sites/default/files/medias/fichiers/PhEur/european_pharmacopoeia_i
ntroduction_to_the 10th_edition.pdf).

[ToBeue nndopmals OTHOCHO JeceToTo u3aanue Ha ED Moxe a HaMmepuTe Ha CTpaHuIaTa
Ha EBpomelickus gupekTopar 1Mo KauyecTBO Ha jekapcTBara u 3apaBeonasBane (EDQM) B uHTEpHET

(https://www.edgm.eu/en/european_pharmacopoeia_10th_edition), BKJIIOYUTETHO 3a pa3TUYHHUTE

(dbopmH, B KOUTO ce Tpeyiara (neuamno u e1eKmpoHHo u30anue) i HAYMHH 33 3aKyITyBaHe.



