PEIIYBJIUKA BBJIT'APUSA
MHHHCTEPCTBO Ha 3ApaBeONa3BaHETO

MI/IHPICT'Lp Ha 31paBCcona3BaHCTO

3ANMOBE ]
No... PL= 04 - 2121 AN O A0/G

...................................................

Ha ocHoBanne wi. 1, 6yksa ,,6” u wi. 4 7.3 ot Kousennus Ne 50 na CpBeta Ha EBpona
3a paspaboTBaHe Ha EBponeiickara ¢apmakones ot 22 ronu 1964 r., nonsnHena ¢ ITpotokon
Ne 134 ot 1 HOemBpu 1992 r. ¥ paTuduunpana cbe 3akoHa 3a patuduimpane Ha KoHBeHIHS
Ne 50 na CopBera na EBpormna 3a paspa6orane Ha EBponeiickata papmakones (O6H., JIB 6p. 55
ot 25.06.2004 r.), Pesomomnu AP-CPH (15) 3, AP-CPH (16) 1, AP-CPH (16) 2 u AP-CPH
(16) 3 na CopBera Ha EBpona, u Ha wi. 12, ain.3 u 4 or 3aKkoHa 3a JIEKapCTBEHUTE NPOIAYKTH B
XyMaHHAaTa MeIUIMHA

HAPEXJIAM:

1. Onpenensm 3a feficTpaina B cTpaHara hapMakores 1eBeToTo u3ganue Ha EBponeiickara
dapmakores, KOETO Jla 3aMEHH HEHOTO OCMO H3/IaHHe, CUMTaHO OT 1 sHyapu 2017 1.

2. Texcrosere B m3manue 9.0 Ha EBponeiickara ¢apmakones BiM3aT B CHIA OT
1 suyapu 2017 r. onsiaerue 9.1 Bnuza B cuna ot 1 anpun 2017 r., ngomsinedue 9.2 — ot
1 romn 2017 r., a monenaenue 9.3 — ot 1 suyapu 2018 1.

3. CnuceuuTe ¢ MMEHaTa Ha GBIrapckH, JATHHCKH M aHTITIHACKM €3WK Ha BEINECTBaTa H
IIpenapaTuTe 3a XyMaHHaTa MEJMIUHA, 338 KOUTO HMa MOHOTpaQ My B aKTyalHOTO M3JIaHKHe Ha
Esponeiickara (apmakones, kakTo W GBArapcKUTE CTAHAAPTHH TEPMHMHH 34 JIEKAPCTBEHH
¢opmH, onakoBKH, 3aITyIIAIKH, CPEACTBA ¥ METOAH 3a NPH.IATAHE U IBTHINA HA BHBEXIAHE,
CBCTaBJIIBALLH YaCT OT ObJIrapckure GapMaKoNeiHu H3UCKBaHUS 11a Ce aKTyalu3HpaT.

4. 3anosenra na ce o6Haponea B JIspkaBeH BECTHHK M Ja ce My6IMKyBa Ha CTPaHUIATA
Ha M3snbiHUTETHATA areHIMs 110 JIeKapCTBaTa B HHTEPHET.

5. 3amoBenra ormens 3anosex Ne PJ1-28-114/30.04.2013 r., u3MeHeHa CBC 3amoOBeEN
Ne P/I-01-216/29.08.2014 r. u 3anoBex Ne PJ1-01-98/29.04.2015 r., cuurano ot 1 sryapu 2017
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