NMpoTokon
Ne

rp. Cocpna, 27.03.2024r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPAL, Btopo otaeneHue 52 cbeTas,
B NybnunyHo 3acegaHue Ha 27.03.2024 r. B cneaHusa CbCTas:
CbauA: Cuneua AumuTtposa

npun y4acTneto Ha cekpetapss AnbeHa Mnuesa, kaTo pasrnega geno Homep
12322 no onuca 3a 2023 roguvHa goknagBaHO OT CbAuATa, M 3a Aa ce npousHece
B3e npensusi cnegHoTo:
Crnen usnmbiaHeHue Ha pasnopenoute Ha wi.142, an.l I'TIK Bp. ¢ wi.144 ATIK, Ha
nmenno mosuksane B 09.30 4. ce aBuxa:

OCITOPBAIIOTO APYXECTBO - ,,CAHA03 ®APMAILEBTUYHO JAPYXECTBO /.
1., TBPITOBCKO JIPYXXECTBO, PETUMCTPUPAHO B C., pemoBHO NpH30BaHO,
npeacTaBisiBa ce oT aaB. A. L., ¢ MbIHOMOIIHO 1O e710To Ha jmcT 97.
OTBETHUKBT — HALIMOHAJIHMA CBBET 11O HHEHU U PEUMBYPCHUPAHE HA
JIJEKAPCTBEHUTE ITPOAYKTMH, penoBHO npu3oBaH, NpeACTaBiIsiBa c€ OT MPEICTABIISABA
Ce OT CT. FOPUCKOHCYIIT M. B., ¢ MbIHOMOIIHO 110 JENOTO Ha JuCT 268.

CI'TI — penoBHO nIpu30BaHa, HE U3Mpalla MpeaCcTaBUTEN.
CTPAHUTE /moornenno/ - la ce majae X0 Ha JEJIOTO.

CBIADBT cuuTa, ue He ca HANMLE MPOLECYATTHU MIPEYKH 3a JaBaHE X0/ HA JIEJI0TO U
OIPEAEJIM:

JABA XOI HA JEJIOTO

JTOKJIAJIBA xan6a ot ,,Canno3 papManeBTUYHO APYKECTBO I.14.“, ThPrOBCKO APY’KECTBO,
peructpupano B C., mnpexncraBisiBaHo ot anas. A. Il., cpemy Pemenne Ne
HCP-32427/29.09.2023 r. nma HamnwonamHuss CbBET MO I[IEHH M peMMOypCHpaHe Ha
JIEKapCTBEHUTE MPOAYKTH, MOTBBpAeHO ¢ Pemenne NeKI1-20/28.11.2023 na Komucusra mno
npo3paunoct MC. C ocnopeHusi akT € JONMyCcHaTa MpoMsHa Ha IeHara mo 4i.26la, am.l
3JIIIXM B ITpunoxxenust Nel u Ne2 na [To3uTHBHUS JTEKapCTBEH CIUCHK HA JIEKAPCTBEHUS
NpoAYKT Ha JyiekapctBenust mponykt AirBufo Forspiro, Inhalation Powder, pre-dispensed,



160 mcg + 4,5 mcg/dose — 60 doses x 2.

JOKIJIA/IBA usnparteHata oT OTBETHUKA a/IMUHUCTPAaTHBHA IIPEUCKa.

JOKJIAZIBA mucmen otroop, noctbimi Ha 29.01.2024 r. oT OTBETHUKA C HU3JIOXKEHO
CTAaHOBUIIE MO XanbaTa W TMPUIOKEHH MHCMEHH J[I0KAa3aTeJCTBA, MPEMUC OT KOUTO €
W3MpaTEH Ha OCIIOPBAIIOTO JAPYKECTBO.

JOKJIAJIBA wmon6a, mocrpnuia Ha 30.01.2024 r. or ocmopBamoTro JIpyXecTBO H
MIPUITIOKEHH MMUCMEHHU JJOKa3aTeNICTBA.

AIB. II.: Ilopmppxkam >kanbarta. 3amo3HaTta CbM C TpEACTaBEHAaTa OT OTBETHHKA
aJMUHHCTPATHBHA MpeNnucKa M TOCIeIBAllUTe CTAHOBMINA, HE Bb3pas3siBaM Ja Obaar
npueTty. Ha To3u eran HiMame J10Ka3aTEeJICTBEHU MCKaHMUS.

CT. IOPUCKOHCVIIT B.: OcnopBame xandata. Mosst ga ce npueme aiMUHUCTpaTUBHATA
npenucka. Hamam npyru nokasaresctBeHu uckanus. Hsma na coua HOBU 10Ka3aTesICTBa.

CbADbT cuura, 4ye cneaBa na ObAAT MPHETH MPEACTABEHUTE IO JEJIOTO MHUCMEHHU
JIOKA3aTeJICTBA, ChbPIKAIIM CE B U3MpaTEHATa OT OTBETHUKA aJIMUHUCTPATUBHA MPEMUCKA U
JOITBJTHUTETHO MPEACTABEHUTE B MUCMEHHUS OTTOBOP TaKMBa OT OTBETHHKA.

JIOKOJIKOTO HsIMa IPYTH MCKaHUs 10 J0Ka3aTejcTBaTa JEeNIOTO € U3SCHEHO OT (paKTHdecKa
CTpaHa.

IIpensun ToBa, CHABT
OITPEJIEJIN:

[TPUEMA npencraBeHuTe MO JAE€JIOTO MHUCMEHW JOKa3aTelICTBA, ChAbPXKAIIM CE€ B
M3IpaTeHaTa OT OTBETHUKA aIMUHUCTPATHBHA IPENKUCKA U JOIBIHUTEIHO IPEICTABEHUTE B
MUCMEHHS OTTOBOP TAKWBA OT OTBETHUKA.

OBABABA CBAEBHOTO JUPEHE 3A ITPUKJIIOYNJIO
JABA XOJI HA YCTHUTE CbCTE3AHUA

AJIB. II.: Mons nga NOCTaHOBHUTE PEIIEHUE, C KOETO Ja OTMEHUTE OCIIOPEHHUST aKT I10
ChOOpaKEeHHMsI, M3JI0KEHU B >kanbata. Mo 1a Mu 1ajieTe Cpok 3a MpeACcTaBsiHEe Ha MICMEHU
Oenexku. He mperenaupam pa3HOCKH.

CT. FOPUCKOHCVIJIT B.: Moas na OTXBBPJIMTE kajdaTa W J1a MOTBBPIUTE MPOIECHOTO

peureHure. MoJist 1a MU ObJAT MPUCHIAECHU PAa3HOCKH, ChIVIACHO CIIMCHK, KOWTO MPEICTaBsIM B
THENIHOTO C.3. MoJIs 32 CPOK 3a MpeACTaBsIHE Ha MMCMEHH OENekKKH.

CbABT ObABU YCTHUTE CHCTE3AHUA 3A ITPUKJIIOUMNIIM N OBABU, YE IIE
CE IIPOU3HECE C PEHIEHME B EAHOMECEYEH CPOK.

OIIPEJIEJIS 7-mHeBeH CpOK HA CTpaHUTE 3a MPEACTABSHE HA MUCMEHH OCJIEKKHU.



[TpOTOKOIBT € U3rOTBEH B ChICOHO 3acenanue, koero npukioun B 09.36 u.
CbAud.

CEKPETAP:



