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UBEPCUTETCKA BOAFULLA Codus 1431, yx. ,,Cs. I'eopru Coduiicku” Nel
AAEI&A?! .&PbECKA Teux.: 02/92-301, Ten./dakc: 02/9230 646, e-mail: umbal.alexandrovska@gmail.com

YHUBEPCUTETCKA
% MHOT'OIMMPO®UIHA BOJIHULIA 3A AKTUBHO JIEYEHHE

AO

BCHUUYKH THhPI'OBIIH HA EJIPO C JIEKAPCTBEHH ITPOAYKTA,
IPATEXABAIIA PA3PEIIEHHUE 3A THPTOBHSI HA EJPO,
INOJYYEHO IO PEJIA HA I'TABA JEBETA OT 3JIIIXM

IIOKAHA
3a MpeJOCTaBsAHe Ha 0(EPTH 32 I0CTABKA HA JICKAPCTBEHH MPOYKTH OT CIIMCBKA MO . 266a,
an.2 ot 3JITXM, 32 KOUTO HAMA JEHCTBAIIO PAMKOBO CrIopasyMeHne ¢ MUHHCTEPCTBO Ha
3/IpaBeONa3BaHETO

VBAKAEMM THPTOBIIH HA EJIPO C JIEKAPCTBEHM ITIPOAYKTH,

B usmbaHeHHe pasnopeaduTe va wi.156 u wi.158, an.1 or Hapenba Ne 10 ot 17.11.2011r. 3a
yCIOBHMATa M pefla 33 JICYCHHE C HEPaspeliCHH 3a ynorpeba B Penmybnuka beirapus
JIGKAPCTBEHH MPOXYKTH, JIGKAPCTBEHH MPOXYKTH, IMpPUIAraHd M3BbH  YCIOBHATA Ha
paspelIeHHeTo 3a yrnorpeba U JIeKapCTBEHH MPOAYKTH 32 ChCTpa/aTenHa ymotpeda, KakTo U 3a
YCIOBHATA M pefia 3@ BKIIOYBAHe, IPOMEHH, H3KII0YBAHE H JOCTABKA Ha JIEKaPCTBEHH TPOTYKTH
OT CIIMCHKA TMO WI.266a, an.2 oT 3aKoHa 3a JICKAPCTBEHHTE MPOJYKTH B XyMaHHATa MEAUILIHHA
(Hapemba Ne 10), ormpasaM KbM Bac HacTosmaTa HWHIMBHAYaJIHA MOKaHA 33
npeaocTaBsine Ha O(epTH 3a JOCTABKA Ha JIEKAPCTBEH/H NPOAYKT/M OT CINHCBbKa MO
4j1.266a, a1.2 ot 3JITIXM, npH cIeqHHUTE YCIOBHA:

1. TIpeameT Ha mpoueayparta
JlocTaBKa Ha JIEKAPCTBEH/H MPOAYKT/M OT CIIKChHKA 110 11.266a, an.2 ot 3JIITXM, a UMEHHO:

Ne ITporuo3xo
mo | MexmyHapoJHO HEIIATEHTHO JlexapcTBeHa pOpMA U KOIUYECTBO | KOTHYECTBO
pel | HAMMEHOBaHHE HA AKTUBHOTO BEIIECTBO /Gpoii/
270 hard
1. |Omaveloxolone 50 mg, hard capsules capsules

2. M3ucKBAHUS KbM YYaCTHHIHTE H AOCTABKHTE

2.1. Bcuukd ydacTHHMIM TpsA0Ba 1a ca THProBUM Ha €IpO Ha JICKAPCTBCHM IIPOAYKTH,
HpuTexapaly PaspenieHue 3a ThproBus Ha eIpo € JIEKapCTBEHU NPOIYKTH, H3NAACHO OT HAJI
WM OT PEryIaTopeH OpraH Ha Apyra JbpikaBa wWieHKa, ChbriacHo 'masa nepera Toprosus Ha
enpo c nexapcrBeHn mpoayktu ot 3JIIIXM.

22. KM fJarara Ha AOCTAaBKAara, OCTaTBYHHAT CPOK HA TOAHOCT HA IICKApPCTBEHHUTE
IIPOAYKTH, cleiBa a Obae He mo-mamsk or 40 % /aeTupuaecer Ha cTo/ OT OOABEHUSA OT
npoussoguTens. OCTATHYHMAT CPOK HA TOIHOCT Ha OHOMPOAYKT /6uomno00eH NPOAYKT, ClIeABa
na 6bae He mo—MarbK oT 20 % /mBajgeceT Ha CTO/ OT OOSBEHHA OT NPOU3BOIUTEI KbM JaTaTa
Ha BCAKa J0CTaBKa.

2.3. Ilpu_docmagxama 3a0b13CUmeNHo ce npedocmasa u napmuden_cepmuguxam 3a

Kauecmeo, Cbomeemuo cepmuduxam 3a o0ceoborcoasane Ha napmuoama Ha 1eKapCcmeeHun
npooykm.




3. Mscro Ha mocraBka: Bonmwuna amreka Ha YMEAJI »Anekcannposcka“ EAJI, Ip.
Co@us, yn. Cs. I'eopru Coduiicku Ne 1.

4. Ycnopus 3a nuamase: mo 6aHKOB IIBT, B CPoK 10 30 (TpuzeceT) AHU OT AaTaTa Ha
nonyiaBaHe Ha ¢uHaHcoBuTe cpezcTBa oT H3OK, cwrimacHo m3mamesa 3amopex ma H30K 3a
(uHAaHCHpaHE Ha I€KapCTBEHMs NPOAYKT IO pela Ha Hapenba Ne 2 or 27.03.2019r. 3a
MEMUMHCKUTE H APYTH yCmyrd mo 4. 82, amla m 3 or 3akoHa 3a 31paBeTo M 3a pexa u
YCIIOBHSATA 32 TAXHOTO 0J00psABaHE, MOI3BAHE U 3aILIAIAHE. .

5. M3uckBanns kuM odepruTe:
OdepTHTe 33IBIDKUTENHO CleBa Oa CHABPKAT CIIEAHATA uHOpMAaIHS:
1. Mexaynapoaso HenmaTeHTHO HauMeHoBanue (INN) Ha aKTHBHOTO BEIIECTBO;
2. TProBCKO HAMMEHOBAHUE HA JICKAPCTBEHHUS IPOIYKT;
3.Bup Ha nekapctBeHaTa GopMa M KONMYECTBOTO HA AKTHBHOTO BEIIECTBO B J1030Ba
€IMHUILIA;
4. ITpoussogurer;
5. Konu4ecTBo B e1HA OIIAKOBKA;
6. Llena Ha eKapcTBEHUS IPO/IYKT;
7. Cpok 3a ocTaBka;
8. CpoKx Ha BaMIHOCT Ha IPEJOCTABEHATA IEHOBA odepra. Ilpencrasenure opepru
ciezBa 1a ObAAT ChC CPOK HA BAIUAHOCT HE MO-KPATBK OT TPHIECET KaJeHAAPHH
AHH, CIMTaHO OT [aTaTa Ha U3THYAHE CPOKA 32 MIOAaBaHe Ha OdepTHUTE.

6. Cpoxk 3a npencrapsiHe Ha odepraTa: 10 16.30 yaca Ha 26.10.2026r.

BAJKHO! He ce pasriexaar odeprn nosiydeHH H3BLH HOCOYCHHS cpox. C n36panusn
AOCTABYMK Ce CKII0YMBA CNOpasyMeHHEe 3a [0CTABKA, KOETO IlHe NOpoad JeiicTBHe
¢IHHCTBCHO NPH HAJIMYHE HA ChIVIacyBaHe Ha mpoTokona or MAJI u w3nagena or H30K
3amoBe] 32 (PHHAHCHPAaHE HA JIEKAPCTBEHU TIPOAYKT.

7. MsIcTO ¥ HAYMH HA MOJABaHE HA opepTuTe: OdepruTe ce momarar B AENOBOJACTBOTO
Ha YMBAJL ,, Anexcanaposcka“ EAJl ¢ agpec: tp. Codus, yi. Cs. T'eopru Coduiicku Ne 1, B
3arevyaTaH MUK, NPUIPYXCHH ChC 3asBICHME, B KOSTO € BIMCAHO MMETO HA KAHAWAATA
MEKIyHAPOTHO HENATeHTHO HaMMEHOBAaHWE Ha JICKADCTBEHHMS IPOAYKT, 3a KOWTO M0JaBa
odepra. Odeprr Morar 2 GbaaT M3NPALIAHY U TI0 €JIEKTPOHEH BT, IIPU yCIOBUATA M IO PEAa
Ha 3aKOHA 32 €NeKTPOHHMA JOKYMEHT U CJICKTPOHHHS IOANKC, HA CIIETHHUS EIECKTPOHEH afIpec:
umbal.alexandrovska@gmail.com u cbmo ce 3aBCXKAAT B ICIOBOACTBOTO Ha JIEYeOHOTO
3aBeJICHHE.

8. He nmomnexar Ha pasrnexnane odepTH, KouTo He CBhIBPXAT IIOCOYEHUTE B T.5
3a/\b/DKHUTC/IHH PEKBUSHTH WM Ca C M3TEKIA BAIMAHOCT, KaKTO M O(EPTHTE TOTyYeHH Ciiei
TIOCOYEHHUS B HACTOAIATA IIOKAHA CPOK.

NeKcaHApoBcka” EAJ]




