Konern,

Ha caitta Ha M3 B cekuusra [Ipoexktn Ha HopMmaTuBHM akToBe Ha 23.11.2023 r. € kKaueH NOpeHUAT NPOEKT Ha
Hapenba 4.

IIpoekT

HAPEJIBA 3a usmenenue u gonbiHenue Ha Hapen6a Ne 4 ot 2009 r. 3a ycioBusiTa U pefa 3a npeanucBaHe u
OTITyCKaHe Ha JIeKapCTBEHU MpoayKTu (06H., [IB, 6p. 21 ot 2009 r., u3m. u gom., 6p. 91 or 2009 r., 6p. 94 ot 2011 1.,
op. 2 ot 2012 1., 6p. 81 1 104 or 2013 1., 6p. 15, 68 1 95 ot 2014 r., Pemenne Ne 5812 Ha BbpxoBHus
aIMHUHHCTpaTUBeH cb] Ha Penybnuka Buarapus or 2016 1. - 6p. 91 ot 2016 1., 6p. 95 o1 2018 1., 6p. 68 1 90 ot 2019

r., 6p. 91 u 107 ot 2020 r., 6p. 37, 47 1 94 ot 2021 1., 6p. 53, 61 1 85 o1 2022 1., 6p. 51 U 85 01 2023 1)

§ 1. B un. 6 an. 4 ce u3ameHns Taka: ,,(4) Perenitute ¢ pexxuM 3a eTHOKPATHO OTIyCKaHe UMat BaauaHocT 30 JHU OT
JaTtata Ha M3JaBaHEeTO MM, a PEENTUTE C PeXMM 32 MHOTOKPATHO OTITyCKaHe UMAaT BaJIMIHOCT A0 6 Mecela OT garara
Ha W3/I1aBaHETO UM U ChIbpKaT O3HAUeHHE Ha OpOos Ha OTITyCKaHUSTA.

§2.Bun. 7,an. 1, 1. 1 ciex gymara ,,HoMep“ ce MOCTaBsi HAKJIOHEHA YepTa u ce 100aBs ,,JIu4eH NpodecuoHalIeH
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KOO,

§ 3. B Ilpunoxenue Ne 2 kpM uiL. 6, an. 1 ciex qymata ,, YVUH® ce moctaBsi HakJIoHeHa yepTa u ce qooass ,,JITTK®.
IMPEXOJJHU 1 3AKJ/IIOUYUTEJIHU PA3IIOPEIBA

§ 4. B npexoaHuTe U 3aKJIIOYUTETHH pa3nopenon Ha HapenOara 3a uameHenve u jombiHeHue Ha Hapenba Ne 4 ot
2009 r. 3a yciioBusATa M peia 3a MPeAIMCBaHe U OTIyCKaHe Ha JIeKapCTBeHU NpoayKTH (00H., [IB, Op. 85 ot 2023 1.) ce
cp3maBa § 15a: ,,§ 15a. [lo 1 anpun 2024 r. nekapcTBeHUTE MPOAYKTH, KJIAaCU(PUIIMPAHU BHB (DAPMaKOJOTHYHA TpyTia
»AHTHOAKTepHATHU JIEKAPCTBEHHU MPOJYKTH 32 CHCTEMHa yIoTpeda“ ChriIacCHO aHATOMO-TepareBTHYHO-XUMUYHATA
kiacugukanus Ha CBeTOBHATA 3/IpaBHA OpraHM3allMsl MOTaT Ja Ce MPEANUCBAT U Ha XapTUeH HOCUTeN.

§ 5. B nmpexonHuTe U 3aKJIIOYMTENHU pa3nopeadu Ha HapenOara 3a usmeHneHue u jonbiaHeHre Ha Hapen6a Ne 4 ot
2009 r. 3a ycioBusATa ¥ pea 3a MpeANcBaHe M OTIyCKaHe Ha JIeKapCcTBeHH NpoayKTu (00H., [IB, 6p. 51 ot 2023 1.) ce
npaBsT cnenHute u3Menenust: 1. B § 17: a) B an. 2 mymure ,,29 ¢eBpyapu” ce 3ameHsT ¢ ,,30 arpuin®. 6) B ai. 3
aymure ,,31 mapt* ce 3ameHsaT ¢ ,,31 maii“. 2. B § 18 nymure ,,31 nekempu 2023 r.“ ce 3ameHAT ¢ ,,1 anpun 2024 r.“.

§ 6. B Ilpunoxenue Ne 4 kpM ui. 3, an. 3 or Hapenda Ne 28 ot 2008 r. 32 ycTpOHCTBOTO, pefia M OpraHu3anusTa Ha
padoTaTa Ha anTeKUTe ¥ HOMEHKJIaTypaTta Ha JieKapCcTBeHuTe npoayktu (00H., [IB, 6p. 109 ot 2008 r.; u3m. u jgor., 6p.
67 or 2010 ., 6p. 2 0T 2012 1., 6p. 81 OT 2015 1., Op. 24 1 79 OT 2017 1., Op. 95 OT 2018 1., Op. 2 OT 2021 T. Op. 64 M
op. 85 ot 2022 r.), nymure ,,Mime Ha nekapss, YUH* ce 3amensr ¢ ,,Mime u YUH/JITIK Ha nekapsi/nekaps Mo AeHTaTHa
MeauimHa“. 2

§ 7. Hapenbara Bu3a B cijia OT JIeHs Ha 0OHApOoIBaHETO i B ,,[IbpkaBeH BECTHHK .

[MPO®. XPUCTO XMHKOB

MuHuCTBp Ha 3ApaBeONa3BaHETO
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