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I-H NETHP KHHEB

[PEJCEJATEJ

HA KOMHCHSITA IO HKOHOMHUYECKA
MOJINTHKA U MTHOBAIIMHA

YBaxaemu r-u Ilpencenaren,

Ha ocnoganue 4i1. 79, an. 1 ot IIOJIHC BHacsiMe IpeUIoKeHUs 32 H3MEHEHHS
U JIONTBJTHEHMS Ha IIpUeTHs Ha IIbpBO IiiacyBaHe Ha 14.01.2026 r. npoekTt Ha 3akoH
3a OTHOCHO MEPKHMTE 3a KOHTPOJI Ha [IEHUTE Ha OCHOBHH CTOKH M yciyru, Ne 51-554-

01-129, BHecen or Huma JlumuTpoBa W rpyna HApOAHH MPEJCTABHUTENIM Ha
16.07.2025 r.

1. Bun. 4 an. 1 ce u3MeHs 110 clieIHUS HAUYWH:
(1) MepkuTe 3a KOHTPOJI HA LIEHUTE Ce MpHIaraT OT BJIM3aHe Ha 3aK0OHa B CHJIa
1o 12 Mecena ciie]l 1atara Ha BbBeXaHe Ha eBpoTo B Penybnuka bbarapus.

2.Bun. 9, an. 1, u3pa3sT ,,Ha BCEKH TPH Mecela™ ce 3aInyaBa.

3. B un. 21, an. 1, uzpazsr ,,31 nexkemBpu 2024 r.“ ce 3ameHs ¢ u3pasa ,,31
nexempu 2025 r.*

4. B un. 22 uspassr,,31 nekemspu 2024 r.“ ce 3ameHsi ¢ u3pasa ,,3 1 1ekeMBpH
2025 %

5. Y. 26 ce u3MeHs 110 ClieIHUS HAYHH:

LA 26. Cnen BbBeXkJaHe Ha eBpoTo B Pemybimka bobarapust He ce
HauyucIaBaT OT OAHKUTE:

1. Takcu 3a oOMsiHa B Opoi Ha OAaHKHOTH U MOHETH OT JIEB B €BpPO — IpE3
IBPBHUTE 6 Mecella ciiel] BbBeX/1aHe Ha eBpOTO;
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2. HOBH TaKCH, CBbP3aHH ¢ 0OOMSHATA HA JIEBOBE B €BpO — Ipe3 mbpBHTE 12
Mecela ciiell BbBeXK/IaHe Ha eBpoTo.

6. B ui1. 27 ce npaBAT CleIHHTE U3MEHEHHS:

a) B an. 1 U3pa3wT ,,Ha BCEKH JBE CEIMMIM Ompefielis” ce 3aMeHs C M3pasa
»MOJKE€ Ha BCEKH [IBe CEIMHLIH JIa Ompeens®.

6) B HayanoTO Ha ai. 2 ce 106aBs U3passT B Clly4auTe 1o ai. 1%

7. B un. 28 B Hayanoto ce 106aBs u3paszsT B ciry4auTe mo wi. 27, am. 1%,

8. B 4. 29 ce npaBaT cneqHUTE U3MEHEHHS:
a) Bal | B HayanoTO Ce 106aBs u3passT B ciayuaute mo wi. 27, am. 1¢
6) Bai. 2 B HayajioTO ce 106aBg U3passT ,,B coyuyaure mo wi. 27, an. 1

9. B un. 30 uspassr ,,1 sayapu 2024 r.“ ce 3ameHs ¢ u3pasa ,,1 suyapu 2025

10. Yn. 32 ce u3MeHs 10 ClIeHUS HAYHH:

»1. 32. (1) HauuoHamHHST CbBET 1O LEHH H peuMOypcupaHe Ha
JICKapCTBEHHTE IPOAYKTH HE PErMcTpuUpa 3asBeHH YBEJIMYEHUS Ha IIeHH Ha
JICKapCTBEHHUTE MPOAYKTH, OTITyCKaHH 0e3 JIeKapCcKo MpeIucaHue, 3a MepHoia ot
BJIM3aHe Ha 3aKOHa B cuja 10 31.12.2026 r.

(2) Koraro e 3anudena meHata Ha JIeKapcTBEH MPOIYKT, oTnyckaH 0Oe3
JIEKapCKO NpeankcaHue, H B pAMKHUTE Ha IIepHoIa 1Mo ajl. | e nogaieHo 3asBlIeHue 3a
PErHCTPHpaHE Ha IleHa Ha INPOAYKT CBC CBUIMS HAIMOHAIEH HOMep 3a
MJICHTH(QHKALIHS, TO 3asBEHATa IeHa He MOXKE Jla HalBHIIaBa pa3Mepa Ha MOCIeIHO
3aJIM4eHara IeHa.

(3) HaumonanHuAT ChBET IO I€HH W peMMOYpCHpaHe Ha JIeKapCTBEHHTE
NIPOMYKTH CIy)eOHO HamalsBa MaKCHMalHAaTa [POJaXKHA IIeHa Ha JIeKapCTBEH
TPOJYKT, IIOJIy4HJI pa3pelieH)e 3a apajielieH BHOC WM yBeJOMJICHHE 3a [apajlellHa
nucTpuOynus or EBponelickaTa arenmus 11o iekapcrsara, IIpi perHcTpUpaHe Ha [10-
HUCKa WM HaMalsBaHe Ha MaKCHMMallHaTa TIPOJ@XHA IIeHa Ha eJIHAKBUS WM
Mo00eH JIeKapCTBeH MPOMTYKT 10 4iI. 214 0T 3aKoHa 3a JleKapCTBEHHTE MPOLYKTH B
XyMaHHaTa MeJIMIHHA.

(4) 3a neprona no ain. 1, B paMkuTe Ha MaKCHMAaJIHATa MPOJAXKHA LI€HA Ha
JpebHo, onpenenena mo pena Ha al. 1, 2 U 3, aNTEKUTE U JAPOTEPHHUTE ONPEIETIAT
LIeHH Ha JIeKapCTBEHUTE MPOAYKTH, OTIIyCKaHH Oe3 JIeKapCKo Mpealucanue, He 1o-
BHCOKH OT LIEHUTE Ha peOHO KbM JlaTaTa Ha BIIM3aHe Ha 3aKOHa.
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(5) 3a nepuoma mo an. 1 TeproBuMTe Ha expo ONpezesAT 1IeHH Ha
JICKapCTBCHUTE NPOTYKTH, OTITYCKaHHU 0Oe3 IeKapcKo MpealucaHue, He 10-BHCOKH OT
[IEHUTe Ha eJIpO KbM JjaTaTa Ha BJIM3aHe Ha 3aKOHA B CHJIA.

(6) llemure Ha IeKapcTBeHWTE TPOAYKTH, OTIIYCKAHH 63 JIeKapcKo
peanicaHne, ce 0003HayaBar B €BpO U B JIEBOBE 3a MIOCOYEHHs B Wil 15, ain. 2 or
3aKoHa 32 BbBeXK/IaHe Ha eBPOTO B PeryGiuka Bharapus mepro, KaTo 3a HeHuTe B
€BpO Ce€ Tpuiarar IIpaBWJiaTa 3a MpeBalyTHpaHe M0 Wi. 12 U CHOTBETHO 3a
3aKpbIUIABaHe 10 4. 13 oT chius 3akoH.*

11. I'naBa ocma ce 3an4vaBa.
HUnenosere ot uiI. 35 10 wiI. 52 ce nMpeHOMepHpaT.

12. B IlpexonHuTe U 3aKUIIOYHTEHE Pa3opeiOn § 5 ce H3MEHS 10 Clie[HUs
Ha4YHH:
»§ 5. 3aKOHBT BIM3a B CHJIa OT /JaTaTa Ha obHaposBaHeTo My B JIbpxkaBen
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