Hapen0a 3a usmenenue u n1onbjaHenue Ha Hapen6a Ne 2 ot 2019 r. 3a MequIIUHCKUTE U
APYIH yCJIyru mo 4i. 82, aiu. 1a u 3 or 3akoHa 3a 31paBeTo U 3a peJia U yCJIOBHATA 32

TAXHOTO 0100psiBaHe, MOJI3BaHe W 3amiamane (06H., JIB, 6p. 26 ot 2019 r.; u3m. u gor.,
op. 90 ot 2019 1., 6p. 108 ot 2020 1., 6p. 79 oT 2021 1.)

§ 1. Bun. 7, an. 1 ce nmpaBAT ClIeAHUTE U3MEHEHUS U JOI'BJIHEHUS:

1. B 1. 1 Hakpas ce nmocTaBs 3aneras 4 ce 100aBs ,,KaKTO U 3a IPOBEXIaHE HAa AUArHOCTHKA
4ype3 FeHETUYHU U3CIIeBaHMs B JeueOHU 3aBeleHus B PenmyOnuka bearapus, 3a Kouto He ce
3alUlala Ha OTHENHO OCHOBAaHME OT [JbpKaBHUA OIO/DKET M ca W3BbH OOXBara Ha
3aBJDKUTEITHOTO 3PABHO OCUTYpsIBAHE .

2. Cp3naBa ce T. 2a:

»2d. JIEYEHHE Ha 3a00JsBaHUS C pa3pelieHd 3a TAX JIEKapCTBEHU MPOAYKTH, 3a
TEpaleBTUYHU II0Ka3aHMs, KOUTO HE ce 3amjamar Ha otiaesnHo ocHoBanue or H3OK, ot
Ibp)KaBHUS OIOJDKET M ca M3BBH 00XBaTa Ha 3abJDKUTEIIHOTO 3/PaBHO OCUTYpsBaHE, U
JedeHueTo e 6e3 anTepHartuBa B Peryonuka bwnrapus; .

3. Touka 3 ce U3MEH TakKa:

»3. HepaspemleHu 3a ynorpeb6a B PenyOnmuka bbarapus nexapcTBeHH HPOIYKTH,
JIEKapCTBEHM MPOJYKTH OT CIMCHKa 110 Wwi. 266a, aji. 2 oT 3aKoHa 3a JIEKapCTBEHUTE NPOAYKTU
B XyMaHHaTa MEIUIMHA M JIEKApCTBEHU MPOJIYKTH, NPWIAraHd HU3BBH YCJIOBUSATA Ha
paspenieHueTo 3a ynorpeda mo pena Ha 4. 2666 ot 3akoHa 3a JEKapCTBEHUTE MPOAYKTH B
XyMaHHaTa MeJUIHa TP Cla3BaHe Ha YCJIOBMATA U pella, onpeesieHu 3a Tsax ¢ Hapenda Ne
10 ot 2011 r. 3a ycioBusTa U pea 3a JICUCHHUE C HepaspelieHu 3a ynorpeda B PemybOnuka
benrapus nekapcTBeHU NMPOIYKTH, JIEKAPCTBEHU NMPOIYKTH, MPUJIATaHU U3BBH YCIOBUATA HA
pa3pelieHrneTo 3a ynoTpeda, u JIEKapCTBEHU MPOJYKTH 32 ChCTpaJaTesHa yrnoTpeda, KakTo
3a yCIOBMATA U pela 3a BKJIIOYBAHE, MPOMEHH, M3KJIIOUBAHE M JIOCTaBKAa Ha JIEKApCTBEHU
MIPOJIYKTH OT CIIUCHKA IO Wwi. 266a, aj. 2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa
Me/IMLMHA, KOraTo JICYEHUETO Ha ChOTBETHOTO 3a00JIsIBaHE C TAX HE Ce 3aIulalia Ha OTIENHO
OCHOBaHME ¢ NyOJIMYHM CpeACTBAa MU cbC cpeiactBa oT Owomxera Ha H30K u e 0es
antepHaTuBa B Peny6sinka beirapus;®.

§ 2. B un. 13, ann. 1 gymure ,,2-1HEBEH ce 3aMEHST C ,,5-THEBEH .

§ 3. B un. 21, ain. 4, uzpedenue BTOpo TyMHTE ,,14 1HU ce 3aMEHAT C ,,eIMH Mecel™.

§ 4. B un. 25, ann. 1 ce npaBsT caeIHUTE U3MEHEHUS U TOI'bJIHEHUS:

1. B 1.5 nymure ,,Hapen6a Ne 10 ot 2011 r. 3a ycnoBusTa 1 pesia 3a JiedeHUE C Hepa3peleHH
3a ynorpe0a B Penybnuka bbarapus nekapcTBeHU NPOAYKTH, KAKTO U 32 YCIIOBUSATA U pefia 3a
BKJIIOYBAHE, IPOMEHH, U3KIFOYBAHE U JOCTABKa HA JIEKAPCTBEHU MPOIYKTH OT CIMCHKA I10 4JI.
266a ot 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIMLIMHA  ce 3aMeHsT ¢ ,,Hapenda
Ne 10 ot 2011 1. 3a ycrnoBusTa U peAa 3a JIEUeHHUE ¢ Hepas3pelleHu 3a ynorpeba B PemyOnuka
bparapus nekapcTBEHU NMPOAYKTH, JIEKAPCTBEHH MPOJYKTH, MPUJIaraH! U3BBH YCIOBUATA HA
pa3pelIeHneTo 3a ynoTpeda, v JIeKapcTBEHU MPOJYKTH 3a ChCTpajaTesHa ynorpeda, KakTo U
3a YCJIOBUATA M pe/ia 3a BKIIOYBAHE, IPOMEHH, M3KIIIOYBAHE W JOCTaBKa Ha JIEKAPCTBEHU
IIPOAYKTH OT CIIUCHKA IO Wwi. 266a, ain. 2 oT 3aKOHA 3a JEKapCTBEHUTE POAYKTH B XyMaHHaTa
MequIHa .

2. Cp3paBa ce T. Sa:

»Ja. TIPY TIOJIaBaHE Ha 3asBJICHUE 3a 3aIlIalllaHe Ha yCcJIyru mo wi. 7, aim. 1, 1. 3 3a
JIEKapCTBEHUTE NMPOJIYKTH MO 4Wi. 2660, an. 1 or 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B
XyMaHHaTa MeauiHa — fokyMmentute 1o wi. 30 ot Hapen6a Ne 10 ot 2011 r. 3a ycinoBusita u
pena 3a JeueHue ¢ HepaspelieHH 3a yrnorpeda B Penybiuka brirapus nekapcTBeHH MPOAYKTH,
JIEKapCTBEHHU MPOJYKTH, MpUJIaraHu HM3BBH YCIOBHATA Ha pa3pelleHHueTo 3a ymorpeda, u
JIEKapCTBEHH TMPOJYKTU 3a ChCTpajaTeiHa yHoTpeba, KakTo M 3a YCIOBUSATa M peaa 3a
BKJIIOUBAHE, IPOMEHH, U3KJIIOYBAHE U JOCTABKa Ha JIEKAPCTBEHU MPOJYKTU OT CIIUCHKA MO YI.
266a, an. 2 oT 3aKOHAa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MEIULIMHA; .



§ 5. Bun. 27, an. 1 nymure ,,2-aHeBEH™ ce 3aMEHAT C ,,5-THEBEH .
§ 6. B un. 39, ain. 4, uzpedenue Tpero 1ymMuTe ,,14 THU ce 3aMEHT C ,,eIUH Mecell™.
Munuctsp: AceH MeakuaueB



