I'paduxk 3a nyOJMKyBaHe M BJIM3aHE B CHJIAa HA eJUHANeceTOTO M31aHue Ha EBpomeiickara

(¢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

11-to n3nanue FOmn 2022 1 SInyapm 2023 3anosen Ne P/1-01-272/23.06.2022 r.

Jombnaenune 11.1 Oxromepu 2022 1 Anpur 2023 (o6n. 6 /[B 6p. 65/28.07.2023 2.)

Honbnnenue 11.2 Anyapu 2023 1 FOnn 2023

Honbnnenue 11.3 Onu 2023 1 Anyapu 2024

Honbnnenue 11.4 OxTomepu 2023 1 Anpun 2024 3anosen Ne P/1-01-367/30.06.2023 r.

JonbnHenue 11.5 Snyapu 2024 1 FOnu 2024 (obn. ¢ /IB 6p. 65/28.07.2023 2.)

Homrenaenne 11.6 IOnu 2024 1 Anyapu 2025

Homrenaenne 11.7 Oxromepu 2024 1 Ampun 2025 3anosen Ne P/1-01-559/05.08.2024 r.

Honbnnenue 11.8 SAnyapu 2025 1 FOmu 2025 (obn. ¢ /IB 6p. 72/27.08.2024 2.)
3anosen Ne P/1-01-602/16.08.2024 r.
(o6n. ¢ JIB 6p. 77/10.09.2024 2.)

12-To u3nanme KOau 2025 1 SAnyapu 2026

CeriacHo wi. 12 an. 1 mun. 13. an. 1 Ha 3akoHa 3a JIeKapCTBEHUTE NIPOAYKTH B XyMaHHaTa
meaununa (3JIIIXM) opunmanna ¢papmakones 3a P. boiarapus e EBponeiickata papmakones (E®) u
MoHorpaduurte Ha ED ca 3a1bIKUTETHN 32 BCHUKU BEILIECTBA, IPENapaTH 1 JIEKApCTBEHU (POPMHU, KOUTO
ce chabpkar B Hes. IlyGnukyBanute opunuanau crangaptd B EQ mpenoctaBsaT HaydHa OCHOBa 3a
KOHTpPOJI Ha Ka4e€CTBOTO Ha JIEKapCTBEHMsI MPOAYKT. CTaHJapTUTE 3a Ka4eCTBO CTaBaT 3aJAb/DKUTEITHU
Ha €JHa W Chbllla JaTa BbB BCHUUKM AbpkaBH, noamnucand Konsenuusta Ha CobBera Ha EBpomna 3a

paszpabotBaHe Ha EBporieiicka ¢apmakories.

CrotBeTHUTE M31aHUSA Ha ED u gonmbiHeHMATa KbM TAX ce MyOJMKyBaT O(pUIMAIHO Ha
AHTJIUMICKU U QPEHCKH €3UK. AKO YIbJIHOMOUIEH KOMIIETEHTEH OpPTraH He € ONpeAeNu o-paHHa JaTa
3a BIM3aHE B CWJIA HA OTAEIHU TEKCTOBE, U3UCKBAHUATA 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 (hapMaKoresTa — He M0-KbCHO OT €JIMH Mecell OT JlaTara
Ha MyOJIMKyBaHE€ Ha CBHOTBETHOTO H3JaHUE WU JOMbIHEHHE. BB3MOXKHO € YIBIHOMOUICHUST

KOMITIETCHTCH OpraH aa OMpeaciiv IOo-paHHa JaTa 3a OTIIaJaHE Ha ONPECACIICHN TCKCTOBE OT Ed.



3aHOBeI[I/ITe Ha MHHHUCTBbpa Ha 3ApaBCOIIa3BaHCTO OTHOCHO BJIM3aHC B CHJIa Ha HOBO
W3/IaHKe/ IoITbIHEHUE WK npomsiHna Ha ED upes nporneaypa 3a 0bp30 BbBEXKAaHE (BKIIOYBAHE Ha HOBU
TEKCTOBE, MPOMSHA WM OTMaJaHe Ha TEKCTOBE) Ha TepuTopusTta Ha P. bbarapus ce myOnukyBaT B
»Jbp>KaBeH BECTHUK * 1 Ha cTpaHuuara Ha MAJI B pa3gen ,,apmakones”.

C’LI_HCCTBGHI/ITC ITPOMECHHU B CPABHCHHUEC C JCCECTOTO U3AaHNEC HAKPATKO Ca OTPAa3€HU BHB
mpeaAroBopa KeM €IMHAACCETOTO U3JaHHUEC.

(https://pheur.edgm.eu/internal/657e248db33a44b2be9bd4el742f0ad3/11-0/11-
0/page/90007E.pdf).

[ToBeue uHpOpManMsi OTHOCHO eauHaAeceToTo u3nanue Ha ED moxke na HamepuTe Ha
cTpaHMIaTa Ha EBporeiickust JupeKkTopaT 1Mo Ka4yecTBO Ha JiekapcTBata v 3apaBeona3Bane (EDQM) B
WHTEPHET

(https://www.edgm.eu/en/european-pharmacopoeia-ph.-eur.-11th-

edition#{%22468369%22:[1]}), BKIFOUUTEIIHO 3a pa3Iu4HUTE (GOPMHU, B KOUTO CE Ipeiara (neuammo

U €J1eKMpPOHHO u30auue) 1 HAaYWHU 34 3aKyITYBaHC.
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