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ITPABUTEJ/ICTBEHA HAPEJIBA
ot 12 1o 2023 r.

3a u3meHeHue Ha [IpaBuTesicTBeHa Hapea6a Ne 463/2013 0THOCHO CIMCBHIUTE HAa BeL|eCTBA, MPefU3BUKBAIIT

3daBUCHUMOCT, H3MEHeHa

CernacHo umeH 44B, maparpag 1 or 3akoH
Ne 167/1998 oTHOCHO BeljecTBara, IpeAU3BUKBALLA
3aBUCHUMOCT, ¥ OTHOCHO H3MEHEeHHeTO Ha HSKOU J[pYTd
3aKOHHM, H3MeHeH CbC 3akoH Ne 273/2013 u 3akoH
Ne 366/2021, npaBuTe/ICTBOTO IIOCTAHOBSIBA:

Ynen I

[MpaButencTBeHa Hapenda Ne 463/2013 C6. oTHOCHO
CITUCPHLIUTE HA BEIECTBATA, MPeJU3BUKBAILM 3aBUCUMOCT,
usmeHeHa ¢ IlpaButenctBeHa Hapenba Ne 243/2015 C6.,

[TpaBuTesnCcTBEHA Hapen0a Ne 46/2017 Co.,
[MpaBuTe/ICTBEHA Hapez6a Ne 30/2018 C6.,
[IpaBuTencTBeHa Hapezi6a Ne 242/2018 C6.,
IlpaBuTesicTBeHa  Hapemba  Ne 184/2021 C6. wu

[MpaBuresnicTBeHa Hapenba Ne 159/2022 C6., ce u3mMeHs,
KaKTO CJlefiBa:

1. B kpas Ha 6enexxka mojj MMHUS 3 KbM OT/Ie/IeH
pex ce f00aBsi C/IeAHOTO U3peUeHue:
wHenerupana avpektuBa (EC) 2022/1326 na Komucusita
otT 18 mapt 2022 r. 3a U3MeHeHHe Ha NPUIOKEeHUeTO KbM
PamkoBo pemenve 2004/757/TIBP Ha CbBeTa BB Bpb3Ka
C BK/IIOYBAHeTO HAa HOBU IICUXOaKTMBHU BellleCTBa B
orpe/ie/IeHUeTo 3a ,,HapKOTULIA““.

2. B rabmuuarta B mpuioxeHue 3 ce 100aBsi HOB pef
Haj pefja, B KOWTO gymaTa ,,byToHHMTa3eH” e BmucaHa B
KOJIOHaTa, oO3arjiaBeHa ,,MeXAyHapoJHO HeIaTeHTHO
HaumeHoBaHue (INN) Ha uelllku e3uK“, ¥ B KOWTO Jymara
,DpopUH“ e BhMCaHa B KOJIOHAaTa, O3arjiaBeHa
»MEXIyHapoIHO HernaTeHTHO HavMeHoBaHue (INN) Ha
YelIKd e3WK“, a B KOJIOHaTa, oO3arjaBeHa ,,/lpyro
MEeX/YHapOAHO HeraTeHTHO HalMeHOBaHWe WA [JpPYyTro
001110 HarMeHOBaHKe", e BIMCaHa AyMara ,,BpopduH®, a B
KOJIOHaTa, oO3arjaBeHa ,,XUMUYHO HaWMeHOBaHHWe I10
HoMmeHKkarypata Ha [UPAC (MexayHapoZeH CbIO3 3a
yKiCcTa U NIPUI0KHA XUMUS)“ e BIMcaHa Aymara ,,3-{1-[1-
(4-6pomodenwn)etv nunepuanH-4-un } -1 H-
OeH3uMIIa30/1-2-0H .

3. B TabnuiiaTa B ripuioxkeHve 3 ce 100aBs HOB pef
Haj pefa, B KoWTo aymata ,ETopduH“ e BmucaHa B
KOJIOHaTa, oO3arjaBeHa ,MeX[yHapoJHO HelaTeHTHO
HaumeHoBaHue (INN) Ha uemiku e3uk“, B KOHTO JymaTa
,ETOHUTa3emMH“ e BIMCaHAa B KOJIOHATa, O3arJjiaBeHa
»MeXnyHapogHO HernaTeHTHO HauMeHoBaHMe (INN) Ha
Yelrkd e3uK“, a gymarta ,,2-[(4-eTokcudeHun)MeTum]-5-
HUTPO-1-(2-nuponuaun-1-unatun)-1H-6eH3oumujazon” e
BIIMCAaHA B  KOJIOHaTa,  oO3arjiaBeHa  ,,XMMHYHO
HavMeHOBaHUe 110 HoMeHK/aTypaTta Ha [UPAC.

4. B Tabsuiiata B npuioxkeHue 3 ce 106aBsi HOB pef
Haj pefa, B KoWrto aymute ,,CMosa OT KaHabuc“ ca
BIIMCAaHW B KOJIOHAaTa, oO3arjaBeHa ,,MexXJyHapoJHO
HerateHTHO HauMeHoBaHMe (INN) Ha uellkKd e3uK“, B
KOMTO Agymarta ,IIpoToHuTaseH” e BrvcaHa B KOJIOHATa,
o3arsaBeHa ,,MeX/yHapoZHO HelaTeHTHO HalMeHOBaHUe
(INN) Ha velky e3uk”, U gymata ,,N,N-A1eTu1-5-HUTpo-
2-[(4-npomnokcudenun)metnn]-1-H-6eH3umuygazon-1-
eTaHaMMH)“ e BIMCaHa B KOJIOHaTa, oO3arjiaBeHa

»XUMAYHO HauMeHOBaHWe T[10 HOMeHK/jaTypaTa Ha
IUPAC®.
Unen II
TexHUUYeCcKH perjiaMeHT
Hacrosiriata  Hapenba e HoTuduIMpaHa B

ceotBercTBUe ¢ [JupektuBa (EC) 2015/1535 Ha
EBponelickus mapiameHT U CbBeTa OT 9 cenreMBpHU
2015 r., ycTaHoBsBallla NpoLie/ypa 3a IpejoCTaBsIHeToO Ha
nHpopMalys B cdhepara Ha TeXHAYECKUTEe PerjiaMeHTH U
TpaBWwia OTHOCHO YCJIYyTMTe Ha WHGOPMAIMOHHOTO
o0I111eCTRO.

Unen III
Cpok Ha JielicTBUe
HacrosiiaTa npaBuTesiCTBeHa Hapesi0a BK3a B CHla

Ha TMBPBUSA JIeH OT Ka/leHJApHUS Mecel]  Crief
06Hapo/IBaHeTo M.

MuHucTbp-TipeficesaTesnt:

mpod. g-p. Fiala, g-p, LL.M., m. p.
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3aMeCTHUK MUHHUCTBP-TIpe/iceiaTesl U MUHUCTHD Ha 3/ipaBeona3BaHero: mpod. MUDr. Valek, MD, CSc., MBA,

EBIR, m. p.



