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BCHYKH THPTOBIIM HA EJIPO C IJEKAPCTBEHH NMPOAYKTH,
IIPUTEXKABAIIM PASPEIIEHME 3A THPTOBUA HA EJPO,
IOJIYYEHO 110 PEJIA HA TJIABA IEBETA OT 3JIIXM

MOKAHA
3a IpeIOCTaBsiHE Ha O(EPTH 33 NOCTABKA Ha JICKAPCTBCHH TIPOYKTH OT CHHCHKa 0 wil. 2663,
a11.2 ot 3JITTXM, 3a KOMTO HsIMa JeHCTBAIIO PaMKOBO CITOPAa3yMEHHE C MHuUHHACTEPCTBO HA
3JpaBeONa3BaHETO

VBAYKAEMH THPTOBIH HA EIPO C JIEKAPCTBEHU IMTPOJAYKTH,

B m3mbIHeRNe pasnopenduTe Ha Wi 156 u 4,158, an.1 or Hapen6a Ne 10 ot 17.1 1.2011r. 3a
yCIOBHATZ M pefia 33 IICUYCHWE C HEpaspellcHH sa ymorpeba B PenyGimka brirapus
JIEKapCTBEHH  TPOJYKTH, JIEKApCTBEHHM MPOTYKTH, NpHIArany M3BBH  YCIOBHATa  Ha
pa3peleHHETO 32 ynorpeba U JEKapCTBEHH NPONYKTH 33 ChCTpajaTenHa ynorpeda, KakTo  3a
yCIOBHATA M PE/ia 32 BKIIIOYBAHE, IPOMCHH, B3KTIOYBAHE M JOCTaBKa Ha IEKapCTBCHH ITPOAYKTH
OT CIACHKA Mo Wi.266a, an.2 OT 3aKoHa 3a JICKapCTBEHUTS MPOIYKTH B XyMaHHaTa MEIHIYHA
(Hapen6a Ne 10), ornmpaBsiM KbM Bac mHacTofiliaTa MHIMBHAYyallHA TIOKaHAa 33
npegocrapsHe Ha odepTh 3a J0CTABKa HA JeKapcTBeH/M NPOAYKT/H OT CHHCHKA MO
1;1.266a, an1.2 ot 3JIIIXM, npH ciieAHATE yCIOBHS:

1. IIpeamer Ha nMpoHeAypaTa
JlocTaBka Ha JIeKapCTBEH/H OPOAYKT/H OT CIIHCHKA IO q11.266a, an.2 ot 3JIIIXM, a UMCHHO:

Ne IIporsosHo
no | MexIyHapoJHO HETIATCHTHO JlexapcTBeHa HopMa ¥ KOIMIECTBO | KONHIECTBO
pell | HAUMEHOBaHKE Ha aKTMBHOTO BEIIECTBO /opo#/
270 hard
1. |Omaveloxolone 50 mg, hard capsules capsules

2. A3icKBaHuS KbM YYACTHHI[HTE H IOCTaBKHTE

2.1. Beuuky yyacTHMIIM TpsGBa jia ca THPIOBLM Ha. €1po Ha JeKapCTBEHH MPOAYKTH,
nputexapaniy Paspemenue 3a THpropud Ha €11po © NeKapCTBEHHU TPOIYKTH, M3/1aIEHO OT HAIJI
MM OT PETYJaTOpeH OpraH Ha JIpyra Abpxkasa ICHKA, cpriacHo I'maBa jesera Thprobus Ha
eIpo C JIEKapCTBEHH IPOIYKTH OT 3JITIIXM.

27 KpM JaTaTa Ha [OCTAaBKaTa, OCTaTHYHMAT CPOK Ha FOJHOCT Ha JIEKAPCTBEHUTE
IpOAYKTH, cleaBa Aa Ople He HO-Malbk OT 40 % /geTmpmieceT Ha cTO/ OT o0sBeHUs OT
npousoutess. OCTaTBUHHAT CPOK Ha TORHOCT Ha GHONPOAYKT /GHononoOeH MPOAYKT, ClIC/Ba
na 6b1e He mo—Marpk oT 20 % /nBajeceT Ha cTo/ OT OOABEHUS OT TIPOM3BOINTENH KbM Jarata
Ha BCAKa JOCTaBKa.

2.3. ITpu_docmasxama 3a0bIHCUMENHO CE npedocmaga u napmuden_cepmuduxam 3a
Kauecmeo. coomeemno ceomuduxam 3a 0ce060)cOasane Ha napmudama Ha 1EKapCMeEEHUR




3. Msacro nHa jpocraska: Bonnuuna anTexka Ha YMBAUI »Allekcanaposcka“ EAJL, rp.
Codus, yn. Ce. I'eopru Coduiicku Ne 1.

4. Yenousi 3a miamase: no 6aHKOB ITBT, B cpok mo 30 (TpuaeceT) OHM OT AaTaTa Ha
nonydaBaHe Ha (uHaHcoBUTE cpeictBa o1 H3OK, chriacHo m3mancHa 3anoeex Ha H30K 3a
(puHaHCHpaHE Ha JeKapCTBEHHsS MPOAYKT MO pena Ha Hapenba Ne 2 or 27.03.2019r. 3a
MCIUIMHCKUTE W ApYTH yCIyTu mo wi. 82, an.la u 3 or 3akoHa 3a 3/paBeTo M 3a pema u
YCJIOBHSATA 32 TAXHOTO OJJ0OpsBaHe, MON3BAHE U 3aILTallaHeE. .

S. H3uckBaHus KbM odepTHTE:
OdepTute 3aTBIKMTEHO ClEIBA 1A CHABPKAT CIEIHATA HHpOpMAIIHS:
1. MexxyHapoHO HENATEHTHO HANMEHOBAHME (INN) Ha aKTHBHOTO BEINECTBO;
2. ThproBCcKko HAMMEHOBAHNME HA IEKAPCTBEHHS MPOAYKT;
3.Bun Ha nexapcTBeHaTa OpMa M KOJNMHECTBOTO HA AKTHBHOTO BELIECTBO B JO30Ba
CAMHHILIA;
4. IIpoussogurern;
5. KonmaecTBo B e1Ha OmakoBKa;
6. llena Ha TekapCTBEHHS IPOIYKT;
7. Cpok 3a 1ocTaBKa;
8. Cpok Ha BaIMIHOCT HA MPENOCTaBEHAaTA IIEHOBA otepra. Ilpencrasennte odeprn
cienBa Aa ObJaT ChC CPOK HA BATMOHOCT He MO0-KPaTEK OT TPHMAECET KaJdeHIapHH
/UHH, CIMTAHO OT JaTaTa HAa M3THYAHE CPOKA 32 ITOJABAHE Ha OdepTHTe.

6. Cpox 3a npencrassine na odeprara: 10 16.30 gaca na 08.07.2026r.

BAXKHO! He ce pasraexaar 0(epTH NOJIyYeHH M3BHLH MOCOYCHHUS cpok. C n3bopanus
AAOCTABYHK Ce CKJII0YBa CHOPasyMEeHHE 3a [JOCTABKA, KOETO e mnopoaH jgeicTBHe
CAMHCTBCHO NPH HAJIMYHe HA CHIJIACYBaHe HA npoTokoaa ot MAJI u m3gagesa or H30K
3amoBef 3a pUHAHCHPAHE HA JIEKAPCTBEHHS NPOAYKT.

7. MsicTo 1 HAaYMH Ha MoAaBaHe Ha opepTute: OdeprHTe Ce nogasar B JACIIOBOJICTBOTO
Ha YMBAJT , Anexcannposcka® EAJ] ¢ anpec: rp. Codus, yn. Cs. I'eopru Coduiickn Ne 1, B
sanedaTad MUK, MPHAPYKEHH CbC 3afdBICHHE, B KOETO € BIOHCAHO MMETO Ha KaHgugaTa u
MEXIyHAPONHO HEMATCHTHO HAMMEHOBAaHWE Ha JIEKAPCTBEHHMS IPOJYKT, 3a KOMTO IOZaBa
odepra. Odeptu Morar na 6baaT MSIPAIMIAHH U TI0 ENEKTPOHCH IIBT, TIPH YCIOBHSATA H TI0 peia
Ha 3aKOHA 32 €JEeKTPOHHHUS AOKYMEHT M CIICKTPOHHHS TOIIINC, HA CIICAHHSA €eKTPOHEH aapec:
umbal.alexandrovska@gmail.com H CBIIO C€ 3aBeXJAaT B MHENOBOACTBOTO Ha JICYEOHOTO
3aBeJIcHHE.

8. He momnexar ma pasrinexnane 0epTH, KOMTO HE CHIBPKAT MOCOYCHHTE B T.5
SAIbIDKMTE/IHY PEKBU3UTH MIIM Ca C M3TEKJa BAIMIHOCT, KAKTO H obepTHTE TIONYYeHH Crief
II0OCOYEHHs B HACTOAIIATA IOKaHa CPOK.

IPO®. I-P ATAHAC MIOHKOB, AM,
Wsneannrenen aupexrop na YMBAJL »AJlekcanapoBcka” EAJL




