CUbHu

nopeouna 0XcoOHU U30AHUA s

3aKoH 32 3ApaBHOTO OCHTypsIBaHe 213 C05
(axmyanuzayuonno npunodicenue kom 1 aszycm 2023 2.)

I. Cwe 3axona 3a usmenenue u donvinenue Ha 3akona 3a 30pagHOmMo
ocueypsisane (J1B, op. 64 ot 26.07.2023 r. B cwita ot 12.07.2023 r.)
e n3MeHeHa aJ. 5 Ha wi. 19 330 (sorc. ¢. 21):

(5) (U3m. - [IB, 6p. 62 ot 2010 1., Op. 8 oT 2023 1., 6p. 64 o1 2023 1.) B
ciydauTe MO aj. 4 HaJ3OPHUST CHBET Bb3Jlara Ha IOJYNPAaBUTENs Ha
H3O0K BpemenHo na m3mbiHsBa AnbxkHOcTTa ynpaButen Ha H30K no
N30MpaHeTo Ha HOB yIPaBHUTEI.

II. Coc 35H30K/2023 2. (JIB, op. 66 or 1.08.2023 r., B cliia ot
1.08.2023 r.) ca HampaBeHH CIEAHUTE U3MEHEHHs U JOIBJIHEHUS B
330:

1. Anunest 24 Ha 4.1. 45 € oTMeHEHa (garc. ¢. 56).

2. B ua. 45 e ch3mancHa HoBa ait. 29a (sorc. ¢. 57):

(29a) (HoBa — 1B, 6p. 66 ot 2023 r.) B cirydante 1o ain. 29 1 xorato HsiMa
JIefiCTBaIlld PaMKOBU CIIOpa3yMeHusl 3a mpenxonHara romusHa, H3O0K
3aruIalla JIEKapCTBEHUTE MPOLYKTH T10 LICHa, paBHA HA Hal-HUCKaTa 1IeHa 3a
S[IMHUIA KOJIMYECTBO JICKAPCTBEHO BEILECTBO 3a CBIIUS JICKAPCTBEH
NPOAYKT OT JIOCTaBEHWTE HAa BCUUKM CKIoumwid jgoropop ¢ H30K
VBIBJIHUTENM Ha OOMHMYHA MEIMIMHCKA MOMOL IIPe3 Mecelid, MPeaxox-
JIa1l] Mecella, 32 KOUTO ce OTHACS OTYETHT Ha JieueOHOTO 3aBeeHue. [lenara
HE MOXKe JIa € M0-BUCOKa OT YTBbpJIEHATa LieHa B CIICHKA 110 Wi. 262, ai. 6,
T. 2 oT 3aKoHa 32 JICKAPCTBEHUTE NPOLYKTHU B XyMaHHATa MEIULIUHA WU OT
JIOCTaBHATA 1I€HA 38 ChOTBETHHMI JICKAPCTBEH NPOIYKT B JIEUEOHOTO 3aBeie-
Hue. CTOHHOCTTa Ha 3aIUlallaHe Ce OMpEeAess OT LIEHAaTa M KOJIWYECTBOTO
NIPUIIOXKEHO JIeKapcTBeHO BerecrBo. C IeNl NPEABHAUMOCT U KOHTPOJI
LIEHUTE 33 €JMHHI@A AKTUBHO BEILECTBO MO JICKAPCTBEHHM IPOLYKTH Ce
OIOBECTSIBAT HAa BHMAHO MACTO e€xeMeceyHO Ha caifra Ha H3OK.
V3bnHuTenuTe Ha GOJHMYHA IIOMOL JIOMOBapsAT C ThPrOBLMTE HA €IpO
yCIOBUATA M pela 3a 3alUlalllaHe I[pM OTYMTAHE Ha JieiicTBainaTa
HOpMAaTHBHA ypenda U B paMKHUTe Ha CToMHOcTHTe, 3amiamanu or H30K.
VYenoBusaTa 1 pebT 3a IpeloCTaBsHe Ha MHPOPMALUATA OT M3IbIHUTEIIUTE
Ha OOJHMYHA MOMOLL Ce OmpeAensaT or HaxzopHus cbBer Ha H30K u ce
obHapozmBar B,,JIppxaBeH BecTHUK oT ympaButensi Ha H3OK, xato ce
omoBecTaBaT U Ha caiita Ha H3OK. B ciywaii ye 3a majeH nexapcTBeH
MPOIYKT HE MOXE Ja Ce ONpeleNd Hal-HHUCKa IieHa Ipe3 pedepeHTHUs
TNIePHOJI, 32 TaKaBa Ce MpUJIara yrBbpJIeHaTa [ieHa, He M0-BHCOKa OT Ta3H B
CIIMCBKA TO WiI. 262, ajn. 6, T. 2 oT 3aKOHa 3a JICKAPCTBEHUTE MPOOYKTU B
XyMaHHaTa MeJMIIUHA.



3. Cr3majeHa e HOBa ajl. 1a B wJl. 66 (sorc. c. 77):

(la) (Hoa — 1B, Op. 66 or 2023 r.) M3mbianurenure Ha OOMHUYHA
ME/IMIMHCKA TIOMOIIl M TPUTEKATEINTE HA Pa3pEIICHUs 38 ThProOBHS Ha
JpeGHO ¢ JIeKapCTBEHU MPOIYKTH B anTeka, ckirounin norosop ¢ H30K, ca
JUTEXHH JIa ofaBat B Harponanmaums peructsp no 4wi. 32, 1. 1, Oyksa ,,0°
uHbOpMaIUs 3a KoJa Ha Tpojykra mo wi. 4, Oykea ,,0° or [lenerupan
permament (EC) 2016/161 ma Kommcmsta or 2 okromBpu 2015 1. 32
normeiBane Ha upextra 2001/83/EO nHa EBpomnelickus mapiamMeHT W Ha
ChbBeTa upe3 yCTAHOBSIBAHE Ha MOAPOOHH MpaBWiIa 3a IMOKA3aTeluTe 3a
0€30I1aCHOCT, TTOCTABEHH BBPXY ONAKOBKATa HA JICKAPCTBEHHUTE MPOIYKTH
3a xymanHa ynorpeba (OB, L 32/1 or 9 ¢espyapu 2016 r.), Hapuyas 1o-
Haratbk ,Jlenerupan pernmament (EC) 2016/161“. [lanaute or Harwo-
HaJHMS perucrsp mo wi. 32, 1. 1, 6yksa ,,0° or lenerupan permament (EC)
2016/161 ce oOMEHAT aBTOMATH3HMpPAHO C MH(OpPMAIMOHHATA CHCTEMa Ha
H3O0OK u ¢ Harmonansara 3apaBHOMH(OpMaIonHa cucteMa, kato H30K
HE 3aIialia 3a OTIYCHATH JICKAPCTBEHH NPOIYKTH, 32 KOUTO HE € MojiaicHa
napopmanus B Harmonamaust perucrsp mo wr. 32, T. 1, Oyksa ,,0 or
Henerupan pernament (EC) 2016/161. 3a ochinecTBsiBaHe Ha OOMEHa Ha
HH(OpMAIIUS Ce CKITFOYBA CIIOpasyMeHHe Mex 1y bhirapckara opraHu3alust
3a Bepudukaims Ha jekapcrBata, H30OK u MunucrepcTBoTO Ha 3/1paBe-
OI1a3BaHETO, B KOETO CE OMPEJIEIST UCKAHKUTE IAHHH, TSXHOTO ChIbPIKAHNC
W pembT 3a MpenocTaBsHe Ha MH(OpMalusTa, TMpH Cra3BaHe Ha H3HCK-
BaHWATA Ha HapexOaTa o wi. 3, ajt. 2 oT 3akoHa 3a KHOepCUT'ypHOCT.

4. Cp3pnanieHa e HOBa aJl. 9 Ha w1 68 (sorc. c. 79):

(9) (Hoa — [IB, Op. 66 or 2023 r.) [lpu 3akymyBaHe Ha OKa3zaHaTa MO
noroBop ¢ H30K mMemuimHCcKka moMoln ¥ NpH 3aruialliaHe o JIO0roBop C
H3O0K Ha nexapcrBeHd NpOAyKTH 1O Wwi. 262, an. 6, T. 1 u 2 or 3akoHa 3a
JIEKapCTBEHUTE IPOAYKTH B XyMaHHaTa MEIMIIMHA, HA MEAMIMHCKU
W3eNMsT W HAa JMETHYHH XpaHW 33 CHCHUATHM MEIMIMHCKH Leu
ChOTBETCTBUETO Mexay ordereHute B H30K Mmemuiuncka momomy u
JICKapCTBEHU MPOAYKTH Mo wi. 262, an. 6, 7. 1 u 2 or 3akoHa 3a
JIEKapCTBEHUTE IPOAYKTH B XyMaHHaTa MEIMIIMHA, HA MEAMIMHCKU
W3eNMs M Ha JMETUYHW XpaHW 33 CHCUUATHM MEIULMHCKH LM C
nonaieHata uHpopmanus kbM uHpopMmaimonHata cucrema Ha H30OK ce
M3BBPIIBA upe3 oOMeH Ha nHpopmarms Mexny H30K u MunucrepcTBoro
Ha 3/IpaBeola3BaHeTo. 3a OChIIECTBABaHE Ha 0OMeHa Ha MHQopmanus ce
ckmoyBa crniopazymenue Mexxny H30K u MunucreperBoro Ha 31paBeo-
I1a3BaHETO, B KOETO CE ONpPE/EIIAT UCKAHUTE JaHHH, TSXHOTO ChIbPXKaHUE U
PEAbT 3a IpeocTaBsiHe Ha MHPOPMALUATA, TIPH CIIa3BaHE HA M3UCKBAHUATA
Ha HapezaOarta 1o wi. 3, aj. 2 oT 3aKoHa 3a KHOepCHI'yPHOCT.



