ONPEOENEHWE
Ne

rp. Cocpna, 23.01.2024r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPAL, Btopo otaeneHue 52 cbeTas,
B 3aKpuUTO 3acenaHmne Ha 23.01.2024 r. B crnegHNa CbCTas:
CbauA: Cuneua AumuTtposa

Kato pasrnena geno Homep 12322 no onuca 3a 2023 roauHa goknagBaHO OT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

[Tpon3BoncTBOTO € 00pa3yBaHO Ha OCHOBaHME H3MpaTeHa OT HarnumoHanHus
CbBET MO IIeHH M peuMOypcHupaHe Ha JIEKApCTBEHUTE NPOAYKTH kanda ot ,,CaHmos
dapManeBTUYHO JPYKECTBO [.1.“, TBProOBCKO JpyxkecTBO, peructpupaHo B C.,
npencrasisBano ot anB. A. Il., cpemy Pemenne Ne HCP-32427/29.09.2023 r. Ha
HanmonamHust chBeT TO IEHW U peUMOypCHpaHe Ha JIEKapCTBEHHTE TPOIYKTH,
notBbpacHO ¢ Pemenne NeKI1-20/28.11.2023 na Komucusita o mpospaunoct MC. C
OCIIOPEHHUs1 aKT € JIONyCHaTa INpoMsHa Ha IeHata no wi.26la, aml 3JIIIXM B
[Mpunoxenust Nel u Ne2 na I103uTHBHUS JIEKapCTBEH CIIHMCHK HA JIEKAPCTBEHUS MPOIYKT
Ha nekapctBenus npoaykt AirBufo Forspiro, Inhalation Powder, pre-dispensed, 160
mcg + 4,5 mcg/dose — 60 doses X 2.

Ot HamnuonanHus cbhBeT MO IIEHM M peuMOypcHpaHe Ha JIEKAPCTBEHUTE MPOAYKTH €
U3MpaTeHa B 3aBEPEHO KOIKE U aIMUHUCTPATUBHATA MTPEMUCKA.

ChabT e cuen xanbaTa 3a peoBHA, KaTO OTroBapsina Ha W3nMckBaHuATa HAa Wi.150 u w151
AIIK. Ilopanu mnumcata Ha [JOKa3aTeJCTBa, HEOOXOAMMM 3a MpEleHKa Ha HeHHaTa
normyctumoct, ¢ pasnopexaade ot 03.01.2024 r. mpou3BOACTBOTO IO ACIOTO € OCTAaBEHO 0€3
nBwxeHne. Ha ocnoppamus e ykazaHoO Ja MpenCcTaBU JOKAa3aTelICTBA 3a JENO3UpaHe Ha
xanbata B cpok. Ha HammoHanHus chBeT MO IEHH U peuMOypcHpaHe Ha JIEKapCTBEHHUTE
OPOAYKTH € yKa3aHo Jia MOCOYM MUCMEHO, KaTo MPEeACTaBU J0Ka3aTelICTBA 3a TOBA, HA KO
aTa M 110 KaKbB HAYMH € mocTblmia xanodara Bx. Nel11-9815/21.12.2023 r., nogameHa oT
ot ,,Cann03 papManeBTHYHO APYKECTBO JI.A.“, THPrOBCKO APYKECTBO, perucrpupano B C.,
uype3 aaB. A. L. cpemy Permenne NeHCP-32427/29.09.2023 r. na HanmoHamHusT CBBET IO
[IEHH U PeUMOYpCUpaHEe Ha JIEKAaPCTBEHUTE MPOAYKTH.

YBenomeno 3a toBa Ha 15.01.2024 r. B yka3aHusi oT chaa cpok ¢ monba ot 22.01.2024 r.
OCIIOPBAILIOTO JPY)KECTBO € MPEACTAaBUIIO JI0KA3aTeNCTBA, OT KOMUTO CE€ YCTaHOBSBA, 4e
anbara e uznpareHna upe3 kypuep Ha 20.12.2023 r. C nucmo, nocrermmiio Ha 12.01.2024 r.
HanmonanHus chbBeT MO 1EHU U peuMOypcupaHe Ha JIEKapCTBEHUTE MPOAYKTH € 3asBUJI, Ue



KanbaTa € MOCThIIMIIA Upe3 JUIICH3UPaH MOUICHCKU OMepaTop, KaTo IUIMKBT HE € 3amaseH, a
KbM ajbaTa He Oua MPUII0KEHA TOBAPUTEIHHUIIA UK 00paTHA pa3IKCKa.

[IpenBua u3sBIEHUSTA HA CTPAHUTE BBB BPB3Ka C IPEICTABEHUTE JOKA3ATEJICTBA CHABT
CYMTa, Y€ Kajldata ¢ W JONYCTHMA, KAaTO TOJaJICHa OT HAJUICKHA CTpaHa, ajJpecaT Ha
HeOJaronmpusTeH 3a Hes akKT, MOJJIeXKAIl Ha ChJeOCH KOHTPOJI U B CPOK. YCTaHOBH Ce, Ue
OCTIOpeHaTa 3aroBej € MoJiydeHa ot apyxkectBoto Ha 06.12.2023 r., a :xanbaTa e u3npaTeHa
ype3 JTHIleH3UpaH nomeHcku ornepatop Ha 20.12.2023 r.

C orznen Ha ropew3IOKEHOTO CHIBT HAMHUpPA, Y€ JAENOTO CiieaBa Aa ObJe HACPOYEHO B
OTKPUTO CHJIEOHO 3aceIaHne, 3a KOSTO CIIEIBA J1a C€ KOHCTUTYHPAT U MPU30BAT CTPAHUTE —
OCIOPBAIIOTO  ApYyXecTBO ,,CaHm03 (apMaleBTHYHO JAPYKECTBO J.J.°, THProBCKO
npykectBo, peructpupadHo B C. W OTBETHHK - OpraHbT, H3Jal OCIOPEHUS aKT —
HanmonanHus CbBeT MO IIEHH U peuMOypcHpaHe Ha JeKapcTBeHUTe NpoAykTu. Ha ctpanute
clieqiBa J1a ObJle yKa3aHa J0Ka3aTeICTBEHATA TEXKECT.

Ha oTtBeTHHKa cienBa a ce M3MpATAT MPENUCH OT jkajnbaTa Ha ocHoBaHue 4i.163, am.l
ATIK, xouto cbriaacao wi.163, an.2 AIIK moxe ga mpeacTaBu MUCMEH OTTOBOP U MPHIIOKH
JOKa3aTeNCTBa KbM HEero B 14-1BeBeH CPOK OT MOJTyYaBaHETO, C MPEIUC 32 KanOdomoaaTens.
[Ipernuc OT HACTOSMIOTO OMpEZeNIeHUE ClelBa Ja Ce M3MPaTH Ha CTPAaHUTE Ha OCHOBAHUE
11.138, an.3 AIIK, 3aenHO ¢ TPU30OBKHUTE UM.

BoauM oT ropensnokeHoTo u Ha ocHoBaHue w157, am.l, w163 u w170, an.l or AIIK
AnmunuctpatuBeH cba — Codusi-rpan, Bropo otnenenue, 52 chctaB

OIIPEJEJMN:

KOHCTUTYUPA crpanure mo aam.a. Nel2322/2023 r. r. mo ommca Ha ACCIT kakTo
ciensa.

1. OCIIOPBAIL - ,,Canno3 ¢gapMaineBTHUHO JPYKECTBO I.11.°, ThPrOBCKO JPYKECTBO,
perucrpupaso B C.;

2. OTBETHUK — HaunonanHusi ¢bBeT IO LIEHU U peUMOypCUpaHe Ha JEKapCTBEHUTE
IPOAYKTH.

HACPOUBA amm. gemo Ne 12322/2023 r. mo omuca Ha ACCI" B OTKPUTO ChIEOHO
3acenanue Ha 27.03.2024 r. ot 09,30 vaca, 3a KOSITO JaTa ¥ 4ac J1a ce MPU30BaT CTPAHUTE.
Ha ocHoBanme wi.163, an.l AIIK Ha oTBeTHMKa Ja C€ M3MpaTH MpEnuc OT kajbara ¢
ykazaHue, 4ye cwriuacHo 4163, am2 AIIK moxe na mpeiacTaBu HHCMEH OTTOBOP M
MPUJIOKU JIOKA3aTeIICTBAa KbM Hero B 14-THEBEH CpPOK OT IMOJIy9aBaHE Ha HACTOSIIOTO
OIIPENICTICHHE, C IIPEIHC 32 OCIIOPBATIIHS.

YKA3BA Ha ocmopsamusi, ue Cle[Ba Jia YCTAaHOBH ChIICCTBYBAaHETO Ha (haKTUTE U
00CTOSTECTBATA, OT KOUTO YEPIH OJArONPHUSATHH 3a ce0e CH MPaBHU MOCIICTUIIH.

YKA3BA Ha OTBeTHHKA, Y€ HOCH [IOKA3aTEJICTBEHA TEXKECT 3a YCTAHOBSIBAHE
CbIICCTBYBAHETO Ha q)aKTI/I‘ICCKI/ITe OCHOBAaHUA, TIIOCOYCHHU B OCIIOPCHUA AaKT U
N3M'bJIHCHUETO HAa 3aKOHOBUTC U3 CKBAHUSA IIPHU U31JaBAHETO MY.

Ha ocnoBanme un.138, an.3 AIIK Ha cTpaHuTe Aa ce W3MpATH MPENHC OT HACTOSIIOTO
OTIpeNeTICHHE, 3a€THO C TPU30BKUTE.



CBIANS:



