CIIPABKA

3a OTpassiBaHE Ha CTAHOBHUINATA, MOJYYECHH B pAMKUTE Ha OOIIECTBECHO 00CHKIaHe Ha MpoeKT Ha [ToctaHoBIeHHEe Ha MUHUCTEPCKHS ChBET 32 H3MCHEHHE H
JIOTIBJTHEHHE HA HOPMAaTHBHH aKTOBE HA MUHHUCTEPCKUS CHBET
(my6muKyBaH 3a 001IeCTBEHO 00CHKIaHe B mepuoa 12.12.2025 r. — 12.01.2026 r.)

Y4yacTHUK B OOIIECTBEHOTO
o0chKIaHe

IIpenyoxenne/Muenue

IIpuema/ne
npuema/
NpeAI0KeHHEeTO

MoTtusu

1. mario - mHampaBeH e
komeHtap Ha Iloprama 3a
00IIeCTBeHN KOHCYJITAMM HA
18.12.2025r.

C BnmM3aHeTO Ha €BPOTO KaTo OQUIMANHA MapuyHa eIWHHUIA B
Penryonuka boearapus ot 01 sayapm 2026 1. BB3HUKBa
HEOOXOIUMOCT OT IPHUBEKAAHE B CHOTBETCTBUE Ha I10J[3aKOHOBATA
HOpPMAaTUBHA ypenba, B KOATO ca IOCOUYEHH CTOWHOCTH B JIEBOBE.

B Tasu Bpw3ka crenBa Aa ObAaT W3BBPIIEHM H3MEHEHUS B
HapeaouTe, YPeK AU CIIy)KEOHUTE U (PUHAHCOBUTE OTHOIICHHS Ha
Ibp)KaBHUTE CITY>KUTEIH, BKIIIOYUTEIIHO, HO He camo, Hapenbarta 3a
CITy’)KeOHOTO TOJIOKEHHE Ha IbPKABHUTE CITY)KUTEIH, C eIl 3aMsHa
Ha TMApUYHUTE CTOWHOCTH, M3pa3cHH B JIEBOBE, C EKBUBAJICHTHU
CTOHHOCTH B €BpPO M OCHUTYpsIBaHE Ha SICHOTA, IPaBHA CUTYPHOCT U
€HO3HAYHO IpUJIaraHe Ha HOPMAaTUBHUTE Pa3NopeadH ciell AaraTa
Ha BbBEXXJAaHE Ha €BPOTO.

ITPEJIJIOXXEHUE

3a W3MEHEeHWEe M JonbiIHeHHWe Ha Hapembara 3a cimyx)eOHOTO
MOJIOXKCHUE Ha IBPKABHUTE CITY)KUTEU**

§ 1. B um. 28, an. 1 ce mpaBsT ClIeTHUTE U3MECHEHUS:

B 1. 1 mymute ,,n0 450 1B.* ce 3amensr ¢ ,,10 350 eBpo*.

B 1. 2 mymute ,,10 250 1B.* ce 3amensr ¢ ,,10 250 eBpo*.

2. B Hapenbara 3a npusnarane Ha Kjiacu(puKaTopa Ha JUIbKHOCTUTE
B aJJMMHHUCTpauusiTa TpsioBa aa ce n3Menu lIpunoxenne Ne 2 KbM 4i1.
11, amn. 4 karo xomnona 13, 14 u 15 ot "n1B" TpsOBa na crane B "eBpo".

He ce npuema.

[Ipennoxennero € W3BBH NPEAMETHHUS
o0xBar Ha mpoekta Ha [loctaHoBneHue
Ha MUHUCTEPCKHS ChBET 32 U3MEHEHHE U
JOIIBJIHEHNE Ha HOPMAaTHBHU aKTOBE Ha
MuHuCTEpPCKUA CHBET.

2. HanimoHaseH cbBeT MO eHU 1
penmMOypcupane Ha
JIEKapCTBEHUTE NPOAYKTH
(mucmo Ne 61-00-6/15.01.2026 r.

)

C ormen ToOpeusNOKEHOTO, TMPEACTaBIM Ha Bamero BHHMaHWe
npezasioxkeHue 3a npomenu B Hapenbara 3a ycnoBusita, npaBuiaTta u
pella 3a peryiupaHe U PerUcTpUpaHe Ha IIEHUTE Ha JICKAPCTBCHUTE
MPOAYKTH, BKIIOYeHa B § 2 Ha myOnmKyBaHHs 3a OOIIECTBEHU
KoHCyaTanuu noja curtarypa #12016-K npoekrt Ha [locTaHosieHue
3a HM3MEHEHHE W JONBJIHEHWE Ha HOPMATHBHU AaKTOBE Ha
MuHHCTEPCKUS ChBET.

[Ipennoxenusra Ha ChBeTa ca KakToO CJIEABA:

IIpuema ce no
TPUHIAIIL.

[Ipennoxennero me ObJe BKIOYCHO B
HOB npoekT Ha [IMC 3a nonbiHeHue Ha
Hapenbara 3a ycioBusiTa, mpaBuiaTa U
pena 3a peryiaupaHe ¥ perUCTpUpaHe Ha
[IEHUTE Ha JIEKAPCTBEHUTE IPOIYKTH,
ThU KaTO HACTOSIUAT IIPOEKT UMa 3a Lell
€MHCTBEHO TpeBaJyTUpaHE U € Ha
(uHaNCH eTan Ha npueMaHe.
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ITaparpad 2, 1.2 ce u3MeHs Taka:

» 2. B 8:

a). B ai. 1, T. 1 gymure ,,JieBOBaTa paBHOCTOMHOCT C€ 3aMEHS ChC
,»,CTOMHOCTTa B

eBpo*.

0). cp3maBa ce HOBa all. 6:

»(0) B cmydamte mo am. 5, korato pedepeHTHHUST JeKapCTBEH
MPOAYKT 1o cMuchia Ha wi. 28 ot 3JIIIXM =ue e BkmoueH B [LJIC,
3asBeHaTa I[eHa Ha MPOU3BOANTEN HE MOXE Ja ObJe MO-BUCOKA OT
Half-HUCKaTa [IeHa Ha MPOWU3BOAMTEN Ha JEKAPCTBEH MPOAYKT CHC
CBIIOTO MEXIYHapOAHO HEMATCHTHO HAaUMEHOBAaHHWE, JIEKApCTBEHA
¢dopma, KOTUYECTBO HAa AKTUBHOTO BEIECTBO B J030Ba €AMHUIIA,
KOHTO ce cunTa 3a pehepeHTeH 1o cMuchia Ha wi. 28 ot 3JIIIXM B
crpanure no ain. 1, . 1.

B) HACTOSIIHTE ai. 6 M 7, cTaBaT ChbOTBETHO 7 U 8.

Motusu: HanpaBeHOTO mpesioskeHue 1en Aa J0pa3Bhe U TOTbIHI
JeicTBamaTa ypenba MO IEHOOOpa3yBaHE Ha JIEKAPCTBEHHUTE
NPOAYKTH, KaTo Ce Aaje Peryiaimus U Ha CIydauTe, MPH KOWUTO
pedepEeHTHUAT JICKAPCTBEH MPOAYKT MO CMHCHhIa Ha Wi, 28 OT
3akoHa 3a JICKAPCTBCHUTC IMPOAYKTH B XyMaHHATa MCEAWLMHA
(3JIIIXM) He e BKJIIOYEH WM € OWJ M3KIouYeH OT [lo3uTHUBHUS
nexapctBeH cruchk (I1JIC) mopanau nuncara Ha ma3apeH uaTepec. C
MpUEeMaHeTO Ha MPEUIOKEHWETO Ie Ce 3aBhpIIM o0XBaTa Ha
perynanusaTa W IO OTHOIIEHHE Ha XUIOTEe3W, KOWTO MOorar Ja
MOCTABAT OTPEIETICHH JIEKAPCTBEHU MPOIYKTH B IMO-0JaronpusTHO
MOJIOKEHUE CIPSAMO JPYTd, MOpaau JACHCTBUETO Ha pa3IMYyHU
nazapHu MexaHu3MH. JI0KOJIKOTO BRHIITHOTO IIEHOBO pedeprpane ce
€ JIOKa3aJIo KaTo YCTOHYMB CIOCOO 3a peryiupaHe Ha IEHUTE, TO
CclIe/Ba Jia ce JIopa3BHe TO3M MEXAaHU3bM M B HACTOSIINS CITyYai.

Ot gpyra cTpaHa, IpejuiaraHata MpoMsHa € MPOAWKTYBaHa M OT
MPUHLMITUTE U pa3nopedouTe Ha 3aKoHa 32 BEBEXK/IAHE Ha €BPOTO B
Penybnuka bbarapusi, kKakto H Ch3JaBaHE€ Ha JOCTaThYHO
MEXaHU3MH 3a 3aluTa Ha norpedurenute. OcCUTypsSiBAaHETO Ha
CTaOMITHOCT M MIPO3PavYHOCT Npe3 Nepro/ia Ha BEBEXIaHEe HAa HOBaTa
HaIlMOHAJHA BaJlyTa € 4acT OT JbpKaBHATA MOJUTHUKA U IPHOPUTET
Ha UHCTUTYUHUUTE.

JIOKOJIKOTO ¢ HACTOSIIUAT MPOEKT Ce BHBEXK/A HOBATa HAI[IOHAITHA
BayTa MpH LEHOOOpa3yBaHETO HA JICKAPCTBEHUTE NPOAYKTH, TO

[Tpuxsroanino e 001I1eCTBEHOTO
oOcBKaaHe. IIpennoxennero Ha
HCLIPJIIT e 6be npuapy>KeHO B HOBHSI
npoekT Ha [IMC ¢ Bcuuku HEOOXOAMMU
JIOKyMEHTH, $ICHO yKa3Ballld LeNTa H
pesynrature oT Hero. HoBUAT MpoekT 1me
Obpoe TyONMKyBaH 3a  OOIECTBEHO
00CBKAaHe TNPHOPUTETHO M B KPAaTKH
CPOKOBE C OIJIe[ Clla3BaHe Ha 3aKOHA 3a
HOPMaTHUBHUTE aKTOBE U HEAOyCKaHE Ha
pasnopendu, o KOUTO He ca MPOBEACHU
00IIeCTBEHN KOHCYATALIUH.




MIPEIOKCHUETO TIEM Ja BHECE BCEOOXBATHOCT Ha ypembara H
TUTABEH MPEX0/]] Ha €BPOTO B JbpiKaBara.
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[-p Boiiko MeHkoB
3aMeCTHUNK-MUHUCTBP Ha 34paBeonassaHe...




