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il

A0

BCHYKH THPI'OBIIA HA EJPO C JIEKAPCTBEHH IIPOAYKTH,

MPUTEXABAIIA PASPEIIIEHUE 3A THhPTOBUS HA EJIPO,
IIOJYYEHO 11O PEJIA HA I'/TABA JTEBETA OT 3JIIIXM

ITOKAHA
3a IPeOCTaBAHE HA OQEPTH 32 AOCTABKA HA JICKAPCTBEHH MPOAYKTH OT CIHCHKA MO WI. 2664,
an.2 ot 3JIITXM, 3a KOUTO HAMA ACHCTBAIIO PAMKOBO CIIOpPa3yMeHHE ¢ MUHUCTEPCTBO Ha
3/]paBeONa3BaHCTO

VBAKAEMM THPTOBIIA HA EJIPO C IEKAPCTBEHH ITPOAYKTAN,

B u3msIHCHME pasnopenduTe Ha wi.156 1 wi.158, an.1 or Hapen6a Ne 10 ot 17.11.2011r. 32
YCIOBHATA ¥ pefia 3a JIEYEeHHe C HepaspemicHH 3a ynorpeba B Pemybmuka Boiarapus
JEKapCTBEHH INpPOAYKTH, JICKapCTBEHM IIPOAYKTH, MpWIAraHu M3BBH  YCIOBHATZ Ha
paspelIeHneTo 3a yroTpeba u JIeKapCTBEHH MPOYKTH 3a ChCTpajaTenHa ynorpeda, KakTo u 3a
YCJIOBHSATA ¥ pefia 32 BKIIIOYBAHE, IPOMEHH, U3KITIOYBAHE M JJOCTABKA HA JIEKAPCTBEHH TPOAYKTH
OT CIHACHKA MO 4i1.266a, an.2 oT 3akoHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIMUUHA
(Hapen6a Ne 10), ormpaBsiMm KkeM Bac Hacrosiliara WHIWBHAya/lHA MOKaHa 32
npexocTaBsine Ha odepTH 3a A0CTaBKAa Ha JIEKAPCTBeH/H NPOAYKT/H OT CNHCHKA MO
41.2662a, an.2 ot 3JIIIXM, npu ciieqHuTe yCJI0BHA:

1. IIpexmer Ha mpouexypara
JlocTaBKa Ha JTEKAPCTBEH/H IPOAYKT/H OT CIACHKA 1O W/1.266a, ai1.2 ot 3JIITXM, a uMeHHO:

Ne IIporaosno
no | MexayHapoaHO HEMAaTEHTHO JlexapcTBeHa popMa M KOMUYECTBO | KOJIMYESCTBO
pell | HAMMEHOBaHHE HA aKTHBHOTO BCILIECTBO /6poi/

1. | Idebenone 150 mg, film-tabl. 540 tabl.

2. I3MCKBAHUSA KbM YYACTHHIITE H JOCTABKHTE

2.1. BcHuky ydyacTHMIM TpsOBa Ha ca THPrOBIM Ha €IpO Ha JIGKApPCTBCHH NPOAYKTH,
npuTexapaimyu PazpelieHne 3a THProBUA Ha €IpO € JEKapCTBECHH MPOIYKTH, H3IAACHO OT HAIJI
WM OT PeryJaTopeH OpraH Ha Apyra JbpxkaBa WieHKa, cbriacHo ['1aBa jesera Toprosus Ha
efipo ¢ ekapcTBeHH mpoaykTH ot 3JIIIXM.

2.2. KpM [garara Ha JOCTaBKaTa, OCTaThYHUAT CPOK HAa TOIJHOCT Ha JICKAPCTBCHHUTE
IPOJYKTH, cilefBa na 6bae He mo-Mambk oT 40 % /deTHpuieceT Ha cT0/ OT 00ABEHHS OT
npoussoauTesst. OCTaTHYHAAT CPOK HA FOJHOCT Ha GHONPOAYKT /6ronogo0eH IPOIYKT, CICaBA
na 6b1e He no—Marpk oT 20 % /aBagecet Ha cTo/ OT O0SABEHHS OT MPOM3BOJMTENS KbM JaTaTa
Ha BCAKa JOCTaBKa. B

2.3. Ilpu docmaskama _3a0bajcumento ce npedocmass u nApmudeH cepmuguxam 3a
Kauecmeo, Cbomeemuo cepmuduram 3a 0c6o60xcoasane HA NAPMUOAMa Ha eKapcmeeHun

npooykm.




3. Mscro Ha gocraBka: bonavuna anteka Ha YMBAJI , Anekcanaposcka® EAJL, rp.
Codus, yn. Cs. I'eopru Codumiicku Ne 1.

4. Yciaosus 3a maamane: 1o 0aHkoB I'eT, B cpok Ao 30 (TpumeceT) AHH OT Jarara Ha
noiyyaBaHe Ha (uHaHcoBuTe cpeactsa or H30K, cerimacHo m3nanena 3amosex Ha H3OK 3a
dvHaHCHpaHe Ha JIeKapcTBEHHA MPOOYKT mo peda Ha Hapemnba Ne 2 ot 27.03.2019r. 3a
MEUIMHCKUTE M JPYTH YCIyrH mo wi. 82, am.la u 3 or 3akoHa 3a 37paBeTo W 3a pela U
YCIJIOBHSATA 32 TAXHOTO 0J00pABaHe, MON3BAHE M 3aIUIAIIAHE. .

S. M3nckBanus KbM odepTHTE:
OdepTHTe 3aABIDKMTENHO CIEABA Ia CBABPXKAT CleAHATa HHPOPMAIIHSL:
1. MexnyHaponHo HemaTeHTHO HauMmeHoBaHHe (INN) Ha aKTHBHOTO BEILIECTBO;
2. Teproscko HaMMEHOBAHHE Ha JICKAPCTBEHHS IIPOIYKT;
3. Bux Ha nekapcTBeHaTa (opMa M KOJIMYECTBOTO HA aKTHBHOTO BEIIECTBO B J030Ba
CAMHHLIA;
4. IlpousBoauren;
5. KonuuecTBo B ¢1HA OMAKOBKA;
6. LicHa Ha leKapCTBEHUSA MPOIYKT;
7. Cpok 3a JOCTaBKa;
8. CpoKx Ha BaIMIHOCT HAa MPEAOCTaBeHaTa LeHOBa odepra. [IpencrasenuTe odepTu
crensa fia 6p1aT ChC CPOK HA BATHAHOCT He MO-KPATBK OT TPHAECET KAJIeHAapHH
AHH, CYMTAHO OT JaTaTa Ha U3THYAHE CPOKA 3a [I0JaBaHe Ha OQepPTHTE.

6. Cpoxk 3a npeacrapsine Ha odeprata: 50 16.30 yaca na 13.10.2026r.

BAKHO! He ce pasryiexaar oepTH No/IyueHH H3BHLH HocodeHus cpox. C u3dpanus
AOCTaBYHK Ce CKJIIOYBA CMOpPasyMeHHMe 3a NO0CTaBKa, KOETO IIe MOpPOIM [eiicTBHe
€IHHCTBEHO MPH HA/IMYHE Ha ChbIVlacyBaHe HA mportokoaa or HAJl u usnagena or H30K
3amoBe] 3a pUHARCHpaHe HA J1EKAPCTBEHHA NPOAYKT.

7. MsicTo H HAaYHH Ha TofaBaHe Ha odeprure: OdepTuTe ce NOIaBaT B JET0BOICTBOTO
#Ha YMBAJT ,, Anexcannposcka“ EAJ] ¢ agpec: rp. Codms, yn. Cs. T'eopru Codmiicku Ne 1, B
3aneyaTaH IUTHK, MPHUIPYKEHH CBhC 3asiBIECHHE, B KOCTO € BIMCAHO MMETO HA KAaHOUOATa M
MEXyHAapOAHO HEMATEHTHO HAaWMECHOBAaHWE HA JIEKAapCTBEHHs TPOAYKT, 3a KOHTO I0JaBa
otepra. Opepti MoraT a GBAAT HINPAAHH | 110 ENEKTPOHEH ITBT, TIPH YCIOBHATA M 11O pena
Ha 3aKOHA 3a EICKTPOHHHUA JOKYMEHT M €/IEKTPOHHMS TIO/INC, Ha CJICAHMS eNeKTPOHEH aapec:
umbal.alexandrovska@gmail.com u cBIIO ce 3aBeXIAT B AETOBOACTBOTO Ha JIEeYeGHOTO
3aBeJICHHC.

8. He moanexar Ha pasrmexnaHe oQepTH, KOWTO HE CHOBPKAT NOCOYEHHTE B T.5
3ab/DKMTEIHA PEKBH3UTU HIIM Ca C M3TEKIAa BATHAHOCT, KaKTO M O(QEPTUTE IONy4EHH CleX
NIOCOYEHHS B HACTOSAIIATA IOKAHA CPOK.

IIPO®. I-P ATAHAC MTOHKOB, 1M,
HsnpannTelnien qupextop na YMBAJL ,,




