ONPEOENEHMWE

Ne 896

rp. Cocpna, 30.01.2023r.

AOMUHUCTPATUBEH Cb[ - CO®PUA-TPAL, Btopo otaeneHue 38 cbCeTas,
B 3aKpuTO 3acenanune Ha 30.01.2023 r. B criegHNda CbCTas:
CbAuNA: Tatana Xunosa

Kato pasrnena geno Homep 844 no onuca 3a 2021 roonHa poknagBaHoO oOT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

Hacrosimoro cbaeOHO NPOM3BOACTBOTO € mo peaa Ha wi2l3a, aml or
AnmunucTpatuBHO-mporecyantus kogeke (AIIK) BbB Bpb3ka ¢ KacalMoHHA jKaioa,
nonaneHa ot ,,TeBa ®apmaciotukbic bearapus™ EOO/ cpenry Pemenune No2298 ot
07.04.2022r. na AnmunuctpatuBet cba Codus-rpaa mo aam.n.Ne844/2021r.

JHeno Ne844/2021r. e pasrinenano 1o pena Ha wi.145-178 BbB Bpb3ka ¢ wi.226 ot AIIK BB
Bpb3ka ¢ wi.59, an.l or 3akoHa 3a MATEHTUTE M PErHCTpPAIlMATa Ha TOJC3HUTE MOJCIU
(3TIPTIM).

Henoro e oOpa3zyBaHO BbB Bpb3ka c Pemenme Ne720 ot 20.01.2021r. Ha
BbpXOBHHUS aJIMUHUCTPATHBEH ChJ, MOCTaHOBEHO Mo amm.a1. Ne7914/2020r., ¢ xoero e
ormeHeHo Pemenne Ne2121 ot 22.04.2020r. na AnmunuctpatuBeH cbl Codus-rpaa mo
anm.1.Ne222/2019r. 1 mpon3BOJCTBOTO € BPHATO 32 HOBO pasrIeikKIaHe.

[Ipenmer Ha cbaEOHOTO MPOU3BOACTBO € kaybarta Ha bropunrep U. ®@apma I'. u
Ko.Kr (Buhringer Ingelheim Pharma G. & Co0.KG), npy»xecTBo, perucTpiupaHo 1o 3aKOHUTE
Ha ['epmanusi, cpemy Pemenue Ne 135 ot 4.07.2018r. Ha CheTaB 1o cnopoBe, yTBBPACHO
ot npencenarens Ha [[aTeHTHOTO BEIOMCTBO .
C ocnopeHus aIMUHHCTPATUBEH aKT € 0O0sBEHa HelelCTBUTENHOCT Ha naTteHT BG 65 655
B1 ,W. kamncynu®, u3ganeH Ha >xkanbomonaTens, MO McKaHe Ha ,,TeBa DapMaclOTHKBIIC
bearapus® EOO/I.
C Pemenue Ne2298 or 07.04.2022r. na AnmunucrpatuBeH cba Codus-rpag 1o
anaM.1.Ne844/2021r. e OTMEHEH aJIMUHUCTPATUBHHSAT aKT.
3auHTepecoBaHata crpaHa  ,,leBa ®apmactotukbic bearapus“ EOO/, 3a kosto
AIMUHUCTPATUBHHUAT aKT € Oull OJarompusTeH, € Mojala KacalMoHHAa >kajba cpemry
Pemenne Ne2298 ot 07.04.2022r. Ha ACCT.
[Tpu mpoBepka Ha PETOBHOCTTA Ha jkajdara € YCTAaHOBEHO, Ye 3aMHTEpPECOBaHATa CTpaHa
,» L eBa ®apmacrotukbic beirapus EOO/] e npekpatuia chIiecTBYBaHETO cu 0€3 Ja OCTaBU
MPaBONPUEMHUK U € 3ajJuyeHa OT ThproBckusi peructbp Ha 24.02.2020r. omie B xona Ha



mpou3BOACTBOTO M0 aam.a. Ne7914/2020r, kaTo BBIPEKH TOBa MPOLECYaIHH ACHCTBUS ca
W3BBPIIBAHA OT YI'BJIHOMOIICHHUS TpollecyajeH mpencraBuren aaB. A. K. oT uMero Ha
CTpaHara.

Ha 07.09.2022r. ans.A. K., nefictBanm OTHOBO KaTO HBIHOMOIIHUK Ha  3aJMYEHUS
Thprosey ,, Iesa @apmacrotuksic bearapus™ EOO/Jl, e npeacraBui mo AeI0TO OTKa3 OT
OCTIOpBaHe, KaTo € 3asBWJI HCKaHe na ce obescuim Pemenume Ne2121 ot 22.04.2020r.
OTKa3bT OT OCIOpPBAHE M HMCKAaHETO 3a 0OC3CHJIBAHE ca HAlpaBEHHW OT MMETO Ha CTpaHa,
KOSITO HE CHIIECTBYBA, MOPAIU KOETO T€ HE MOTaT Ja ObJAT pasriekJaHd U HAMAT MPaBHO
3HaueHue. B ciydanTte Ha mpeKpaTsBaHe HA CTpaHa IOPUINIECKO JHUIe O3 MPaBOIMPHEMHHK,
KaKbBTO € HACTOSAIIMAT, o apryMeHT ot un.227 ot I'TIK, npunoxum BB Bpb3Ka ¢ ui.144
or AIIK, nmemotro cmenBa nma ce mpekpatd. 1wl kKato B ciaydas CTpaHaTa, KOSTO €
MpeKpaTHwiia ChIIECTBYBAaHETO CH, € Tpera 3aWHTEpecOBaHa CTpaHa B MpoIlleca,
MPOM3BOJICTBOTO CJIEABA J1a C€ MPEKpPaTH caMoO MO OTHOIICHHE HA Hesl U Ja MPOABIKHU I10
OTHOIIIGHUE HA TIABHUTE CTPAaHU — AJIMUHUCTPATHBHUAT OpraH W CTpaHATa, KOATO €
HeOMaronmpusTHO 3acerHara. Hactpmimmre mnpoMeHH B MPaBOCYOEKTHOCTTa Ha
3aMHTEpPECOBaHATa CTPaHA ca HEOTHOCHMMH KbM IPABHOTO IOJOXKEHUE Ha JKamdoroaaTens u
HE MoraT Ja JoBeJaT J0 HEraTMBHU IOCICIUINA 3a Hros, JIMIIABaliku ro OT MpaBO Ha
OCIIOpBaHE Ha HEOIAronpHUATHUS A IMUHUCTPATUBEH aKT.

Hanmnmie ca ocHoBaHusi 3a OCTaBsSsHE Ha KacallMOHHATa >kaimba 0e3 pasriexaadHe u
MpeKpaTsIBaHe Ha KAaCAallMOHHOTO MPOU3BOACTBOTO MOPAIU JIAIICA HA MPABOCYOEKTHOCT Ha
KacalMoHHUA )anoonogaTen — wi.213a, an.2 BsB Bph3ka ¢ w213, 1.1 ot AIIK.

C orjien Ha IMOCOYCHOTO jKayibaTa clieABa Ja ObJie BbpHaTa Ha ocHoBaHHWe wi.213a, an.l
u an.2 ot AIIK ma ans.A. K..

Boaum ot ropHoTO, CHABT
OIIPEJIEJIA:

BPBIIIA xambara Ha ans.A. K., momameHa OT MMETO Ha 3aMYCHHS] THPTOBEI]
,»lea @dapmactotukbic bearapus EOO/ cpemy EOOJl cpemry Pemenune Ne2298 ot
07.04.2022r. na AnmunuctpatuBer cba Codus-rpan mo aam.a.Ne844/2021r.

OnpeneneHnero Moxe 1aa ce oOxkanBa ¢ 4yacTHa sxanba mpen BAC upes ACCI B
7-THEBEH CPOK OT ChOOIIIABAHETO MY.

CBHIAUS:



