Hapen0a 3a usmenenne u nonbjaHenue Ha Hapenoa Ne 4 ot 2009 r. 3a yciioBusitTa u peaa
3a MpeANucBaHe U OTIYCKaHe HA JieKapcTBeHH npoayktu (06H., 1B, 6p. 21 ot 2009 r.;
u3M. | jiom., op. 91 ot 2009 r., 6p. 94 ot 2011 1., 6p. 2 0T 2012 1., O6p. 81 W 104 0T 2013 I,

op. 15, 68 1 95 ot 2014 r.; Pemenue Ne 5812 na BbpX0oBHUS aIMUHUCTPATHBEH ChJI HA
Penyoiuka bwarapus ot 2016 r. — 6p. 91 ot 2016 1.; 6p. 95 o1 2018 1., 6p. 68 11 90 oT 2019
r., 6p. 91 1 107 o1 2020 1. m1 6p. 37,47 1 94 ot 2021 1.)

§ 1. B un. 15 gymute ,,koneun u ¢penobapOuTan‘ ce 3aMeHST C ,,KOJeHH, peHobapOuTal u
Tpamaaon‘.

§ 2. B wi1. 49a ce npaBAT caeAHUTE U3MEHEHUS U IOIIBJIHEHHUS:

1. JoceramHusar TeKCT ctaBa ai. 1.

2. Cs3naBa ce ain. 2:

,»(2) Ilpn mpuemane Ha JIEKapCTBEH JIMCT B €JIEKTPOHHA (popma MarucTbp-papManeBThT
ChCTaBs 4Ype3 CHELHATU3UPAH COPTYyEep BTOPHU €JIEKTPOHEH EK3EMIUISIP Ha MOANUCAHUS 110 4JI.
30a, ain. 3 1eKapCTBEH JUCT MO/ ChIUSA HOMEP ¢ JoOaBeHa B Kpas Ha Homepa OykBa ,,A*, KOUTO
HE ChAbpPrKa MOANUC Ha JIEKyBalll JIEKap M HayaJIHUK Ha OTAeJeHHe. BTOpHAT eleKTpoHeH
eK3EeMIUISIp TPSIOBA J1a ChAbP)Ka BCUUKH APYTH PEKBU3UTH, TIOANKC HA MarucThp-(papmarenra,
KaKTO M Ha JIMLATa, IpeJaly U MPUeU JIEeKapCTBEHUTE IPOAYKTH.

§ 3. B un. 50 ce npaBAr ciaenHUTE U3MEHEHUS U IObIHEHMUS:

1. AnuHes 3 ce U3MeH Taka:

»(3) Barta ex3emIuisipa Ha JIEKapCTBEHMs JIUCT B CHBKYIHOCT, HE3aBHUCHMO Il ca
CbCTaBEHM Ha XapTHEH HOCHUTEN, U/UIHU B €EKTPOHHA (OopMa, ChCTaBIISABAT JIEKAPCTBEH JHUCT
ChIIIacHoO npuioxkenue Ne Sa.*

2. B an. 4 ce cp3gaBa u3pedeHue BTOpO: ,,IIpum ocurypeHa TexHMUYecKa Bb3MOXKHOCT
KYpPHaITBT MOXKE Jla CE ChCTaBs B EJICKTPOHHA PopMa.

§ 4. B un. 70 ce npaBAT ciaeIHUTE U3MEHEHUS U TOIbIHEHMS:

1. B an. 1 uzpeuenue BTOpo ce u3MeHs Taka: ,,Korato nuiero mo 4i. 4 ce HaMHupa U3BbH
7e4eOHOTO 3aBeICHHE, TPEAINMCBAHETO HA JIEKAPCTBEH MPOAYKT IO Wi. 6 MOKe Jja ce U3BbPLIBA
Ha XapTHEH HOCUTEN.

2. Cp3p1aBa ce HOBa ai. 2:

,»(2) [lpennucBanero Ha JE€KapCTBEHW NMPOAYKTH, KiIacHU(PUIMpPaHU BbB (apMaKOJIOTUUHA
rpyna ,, AHTHOaKTepHalHU JIEKapCTBEHH MPOIYKTH 3a CHCTEMHa ymoTpeda™, ChIJIACHO
aHaTOMO-TEpaleBTUUYHO-XMMUYHATA KJIaCU(PUKAIMS B CHOTBETCTBUE C H3MCKBaHMATA Ha
CaeroBHaTa 37jpaBHa OpraHU3aLMs CE U3BBPIIBA CAMO C €JIEKTPOHHO NPEANINACaHuE.

3. JloceramuuTe ait. 2 1 3 cTaBaT ChbOTBETHO all. 3 u 4.

§ 5. [Taparpad 3a oT npexoHUTE U 3aKITFOUUTEIHUTE PA3NOpPeIOU Ce OTMEHS.

IIpexoaHu M 3aK/II0OYUTETHH pa3nopendu

§ 6. Ilaparpad 4 Bausza B cwia ot 1.11.2022 r. MuHHCTEPCTBOTO Ha 37paBeOIa3BaHETO
Ch3/1aBa TEXHUYECKHUTE YCIOBUS 32 U3IIBJIHEHNE Ha § 4 B CpOKa 110 U3pEUEHUE IbPBO.

§ 7. Ilaparpad 1 ot mpexogHHUTE U 3aKIFOUUTENHUTE paznopeadu Ha Hapen6a Ne 20 ot 2001
I. 32 YCJIOBMSTa U peAa, IPU KOUTO JIEKAPCTBEHUTE MPOIYKTH, ChIbPKAIIM HAPKOTHUYHU
BEIIECTBA, MOTaT Ja 6bAaT 0CBOOOIEHH OT HAKOU MEPKH 3a KOHTpod (06H., [IB, 6p. 49 ot 2001
I.; U3M. 1 jom., 6p. 71 ot 2010 ., 6p. 37 u 104 ot 2013 r., 6p. 68 oT 2014 r., 6p. 68 1 90 oT
2019 1. u 6p. 94 ot 2021 1.) ce OTMEHS.

Mununctep: Acena Cep0e3oBa



