[poTokon
Ne

rp. Cocpua, 21.09.2026 .

AOMUHUCTPATUBEH Cb[ - COPUA-TPA, Btopo otaeneHue 31 cbeTas, B
ny6nunyHo 3acenaHue Ha 21.09.2026 r. B crnegHnst CbCTaB:
CbAWnA: Becenuna XXeHaBapoBa

Npu y4acTneto Ha cekpetaps Posanua Pagesa, kaTto pasrnega aeno Homep 5673
no onuca 3a 2026 rognHa JoknagBaHO OT CbausATa, M 3a da Ce NpousHece B3e
npeasua CrnegHoTo:
Ha nmennoro nmoBukBane B 14,13 wyaca /mpu cmasBaHe Ha mporeaypara mo wi. 142, an. 1
I'TIK BBB Bp. ¢ wi. 144 AIIK/ ce siBuxa:

KAJIBOIIOJATEJIAT C. ¢dapmaneBTHYHO  JIPYKECTBO A.J., PEAOBHO NPU30BaH, HE H3Mpala
npenctaButen. JloknaaBa mocThIMiaTa JHEC Moi0a OT MbJIHOMOIIHKKA My aiB. L. 3a maBane xon Ha
JIEJIOTO U 110 J10Ka3aTescTBaTa.
OTBETHUKDBT Hamumonasien ChBET 10 LIEHH U peUMOypCUpaHe Ha JICKAPCTBEHHUTE MPOAYKTH, PEIOBHO
IIPU30BaH, CE MPEACTABIABA OT OPK. [I. ¢ IBJIHOMOIIHO IO JEJNOTO OT AHEC.
Opk. 1. : Mons na nagere xo Ha AEJ0TO.
CbAbT
OIIPEAEJU:
JABA XO HA IEJIOTO.

JOKIJIAJIBA xan0ara.
JOKIJIAJIBA mocThnwiara AOMBIHUTEIHA Mosba ot xkanbononarens Ha 21.09.2026 r. ¢ npuiiokeHH
MMMCMEHM JI0Ka3aTeJICTBA.

IOpk. /1. : OcniopBam jkanbara, KaTo HEOCHOBATeJIHA U HeJOKa3aHa. He coua HOBHM J0Ka3aTeNCTBa, Ja
ce MpHeMe aJMUHHCTpPATHBHATA IPEIHCKA M IPHIOKCHUTE MUCMEHU JOoKasareictBa. Hsmam apyru
HCKaHUs. ITo TBBPACHUATA B MOJI6aTa, 3asBsABaM, 4Y€ Ha KOMIIAKTAHUCKA, C YHUCTO CBABPIKAHUC
’abononaresns TBbPIH, Ye HEe € 3al03HaT, € aJMUHUCTPATHBHATA IIPEMUCKa, KOATO € MPECTaBeHa U Ha
XapTUCH HOCHUTCII - TOBAa Ca M3TOYHHUIHUTC, IIOJ3BAHMW IO AJMUHHCTpATUBHATA IIPCIHCKA, TC Ca
pasneyaTaHd M ca Ha XapTHeH HOCHTEN MO JeloTo. [lo ocraHanmuTe OKa3arelicTBa, CYMTAM Ue
NPUWIOKEHOTO OT JKayjbormojarens  W3BJIedeHHe OT cioBamikus 3akoH Ne 363/2011 3a obxBara u
YCIIOBHSATA 332 BH3CTAHOBSIBAHE HA Pa3XOIUTE 3a JICKAPCTBA, MEIULIUHCKU H3ICIHS U JAUCTUYHH XPaHU



Bb3 OCHOBA Ha OOIIECTBEHOTO 3PAaBHO OCUTYPSIBAHE M 32 U3MEHEHHE HA HAKOM 3aKOHH, B 4acTTa MYy
OTHOCHO TpaBHaTa NedUHHUIMSA Ha TepMHHA ‘“uradne urcenou cenou lieku"/“Odurmanno omnpenenena
1eHa”’, ¢ MallMHEeH MpeBOoJ Ha ObITrapCcKu €3WK, HE € OTHOCHM, 3all0TO  OIpelesieHara IieHa Ha
NPOM3BOAMTEIN CE MPHUJIara TUPEKTHO 10 CMHCHIA Ha WI. wi. 8, ai. 7, T. 1 or Hapenbara, HopmaTuBHaTa
6aza Ha C. He e HeoOXoAMMa, TS Ce€ M3MCKBA CaMO KOTaTo BJIACTUTE HAa CHOTBETHATa IbpiKaBa ca
IPEICTaBUIIM 1I€Ha Ha THProBell Ha €ApOo U 1IeHa Ha Thprosel Ha ApedHo. Ilo oTHolIeHue Ha BTOPOTO
uckane, criopazymerretro EURIPID Hsima kak na Ob11e myOaudHo (@ ¥ TOCTBIIBT JI0 HETO € TUIaTeH), TO €
mexay EK u nppaBuTe WiIeHKH, ©Ma XapakTep Ha JOTOBOD, 3aBUTEIUTE HAMAT AOCTBI O HEro, HO
anB. B. oT chiara agBoKarcka KaHTOpa € MOMCKaN JAOCTHI U € BUASI IsiaTa npenucka B CbhBeTa mpu
nyckaHe Ha jkanba B Komucusita mo mpo3padyHOCT, BHISUI € M M3BICUEHHETO C pasledarka 3a
cpoTBeTHara ctpaHa: C., Ucnmanus um Wranus, KpIeTo ca OTKpUTH IIEHHM Ha mpousBoauten.To e
IPEICTaBEHO KbM M3TOYHMIIUTE HA MPENUCKATa, C KOSATO € 3amo3Har. JJocTenbT 10 Oa3zaTa AaHHU Ha
Crnopa3yMeHHETO € OTpaHHueH JI0 €KCIIePTUTE Ha KOMIIETEHTHUTE HAIMOHAIHU OPTraHu U CIIy)XOUTE Ha
EBponeiickara komucus.
[To moxa3zaTencTBara, CbABT
OIPEJEJIA:

ITPUEMA u ITPUJIATA xato nmucMeHu JOKa3aTesIcTBa MO AEJI0TO JOKYMEHTUTE IO aAMUHUCTPATUBHATA
NpenucKa, MpPeACTaBeHu U MoApoOHO ommcanu B mucMo 111-2977/18.05.2026 1. na HanmonaneH cbBeT
10 1IEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH, KAaKTO U MPEJICTaBEHUTE ¢ kajnbaTta u Monba ot
npoliecyajeH npecTaBuTelN Ha xandononarenss ot 21.09.26 . u onucaHu B TAX.
Kato B3e mpenBuj cTaHOBMILATa HA MPOLIECyallHUs MPEICTaBUTENl HA OTBETHUKA M Karo HaMmHpa, ue
criopazymenreto EURIPID, B HeroBara 1siJI0CT, € UPEJIEBAHTHO 110 AEJIOTO, ChbABT

OIIPEAEJU:
OCTAB!I 6e3 yBaskeHHE HCKaHETO J1a ObJie M3UCKAHO OT OTBETHUKA TIO JEJIOTO.

CpabeT
OIIPEJJEJIN:
IMPUKJIKOUBA CbIEBHOTO AWPEHE.
JABA XOJl HA JEJIOTO I1O CBIIECTBO.

Opk. JI.: Monst na oTxBbpiuTe >Kanbara Kato He0OOOCHOBaHA, HEOCHOBATENIHA U HelloKa3zaHa. Modst 1a
MOTBBPAMUTE peleHneTo Ha HarmoHaneH ChbBET MO 1IEHH B penMOypcrpaHe Ha JICKapCTBEHUTE MPOIYKTH
KaTo 3aKOHOCHOOpa3HO M OCHOBATENHO. Mo 1a HU MPUCHAUTE FOPUCKOHCYJITCKO Bbh3HATPaXXICHUE,
MIPEICTABSAM CITUCHK C PA3HOCKHUTE, KOUTO MPETEHIUPaME.

ChIbT 1aBa BH3MOXKHOCT Ha cTpaHute B 10 -THEBEH CPOK Jla MPECTABAT MUCMEHHU 3allIUTH U OOSBH,
4e 111e c€ MPOM3HECE C PElIeHUE B 3aKOHOYCTAaHOBEHHUS CPOK.

[TpoTOKOMBT € U3TOTBEH B CHACOHO 3acelaHne, KOETO MPUKIIIOYHN B 14:27 4.
CbA:
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