b®C nu H30K nocrturaaxa cnopazyMeHHe 110
HAa4YMHA Ha 3aIUIalllaHe 3a OTIIYCKAaHEe Ha
HAI'bJIHO TUIATEHUTE JIEKAPCTBEHU MPOIYKTH

Had

HavuuoHanHa
3 paBHOOCUIYPUTENHA
Kaca

Ha 04.07.2024r., 05.07.2024r., 08.07.2024r. 1 09.07.2024r. B crpanata Ha HanponanHara 34paBHOOCUTYpUTENIHA Kaca
(H30K), naxopnsiua ce B rp. Cocus, yi. ,,Kpuunm“ Ne 1, er. 4 (3acenaTesiHa 3aja) ce npoBegoxa nopeauia CbBMECTHU
cpeum Mexay npeacraButeny Ha H30K u bwirapeku papmanestiuer cbio3 (BPC) BbB Bpb3Kka ¢ 00ChkIaHE HA
MIPOMEHHU B YCJIOBUSTA U pejia 3 3arllalllaHe eHU Ha IEHOCTUTE MO OTIyCKaHe Ha JIEKAPCTBEHU MPOIYKTHU 32
noMaiiHo jnedenue, 3amamanu 100 Ha cto ot Ooaxera Ha H30K no pepa Ha un.45, an.17, t.4a or 3akoHa 3a
3JIPABHOTO OCUTYPsIBaHE — 10 OTHOILIEHUE HA JIEKAPCTBEHUTE MPOAYKTH, 32 JOMAIIIHO JIeYeHUE Ha TEPUTOPUSATA Ha
CTpaHaTa, Ha3HAYeHW Oe3 MPOTOKOJI, 32 KOUTO He Ce U3BBPIIIBA EKCIepPTU3a.

Ot crpana Ha B®C npuHIMNHO € mpUeT BapuaHT, IPU KOMTO 3aIlIalllaHeTo Aa ce ornpeaess Kato 15% ot enuHuyHaTa
OTYeTeHa OT anTeKara KpaiiHa IleHa Ha JIEKapCTBeHHUsI IPOJYKT, HO He MoBeue OT 25 JB. Ha onakoBka. KpaiiHaTa 1ieHa e
penmOypcHaTa croiiHocT Ha H30K 1 cTofiHOCTTA, 3aruiaTeHa OT MalyeHTa.

[Tpu TO3u BapuaHT Ha aNTOPUTHM 32 U3UUCIISIBAHE Ha ,, Lena na Oeiinocmume no omnyckane Ha NeKApCmMeeHu
npodyxmu 34 0OMAUHO JaleyerHue, HaAa3HaveHu oe3 npomoKoa, 3ad KoOumao He ce u3esputed ekcnepniuia, 3aniauianu 100
Ha cmo om 6100dcema na H30K* (IleHa Ha OTIyCKaHe) € KaKTO ClieBa:

- Ilenara Ha oTriyckase €15 Ha CcTO OT KpaiiHaTa LieHa Ha OIaKOBKa JIEKApCTBEH MPOJYKT, OTIIyCHATa OT
arnTeKara;

- Ako n3uncienara ,,llena Ha oTnmyckane“ HaJBHIIaBa 25 JIB. 32 €JHa OMAKOBKa, TO IIeHaTa Ha OTITyCKaHe 3a
OIMAaKOBKA € paBHa Ha 25 JIB.

OcurypsBa ce Bb3MOXHOCT 32 OTXBBPJISIHE/BAJIMIMPAHE HA ONAKOBKA JIEKAPCTBEH MPOLYKT B pELIEITa B
Nurerpupanara nagopmarmonsa cucrema Ha H30K (MU C), kato nenara Ha oTiryckase ce (popmupa 3a 3aIvialjaie u
ce BKJII0UBA BbB (DMHAHCOB OTYET Ha anTeKka KaKTo 10 MOMEHTa - (popMupa ce o011 cymMapeH peji ¢ o0laTa CTOWHOCT Ha
BCUYKH ,, Llenu na OeliHocmume no omnyckaue Ha AeKapcmeeHu npooyKmu 3a OOMAUIHO Aeverue, Ha3HaueHu 6e3
npoOmMoKoA, 3a KOUmo He ce uzgspuiea ekcnepmusa, sanaauianu 100 na cmo om 6100xicema na H30K “. B cinyyaid, ue
BCUUKM JIEKAPCTBEHU NPOJYKTH B JaJJICHO OTIIyCKaHe (1is1a pelienTa WM YacT OT pelienTa) ca OTXBbpJIEHH OT
3aruiallaHe, [IeHaTa Ha OTIyCKaHe HsMa Jja ce BKJII0YBAa BbB (DMHAHCOB OTYET Ha alTeKa 3a 3allaliaHe.

BbB Bpb3Ka ¢ TOPEn3I0KeHOTO, CTPAHUTE Ce CIopasyMsixa Ja ObJe U3rOTBEHO U JOTOBOPEHO N3MEHEHHUE U
JOMbJIHEHNE Ha Y CJIOBUS U pell, KOETO Jla 0Tpa3siBa aJITOPUThMa Ha 3aIljIall[aHeTo Ha [IEHUTE Ha IHHOCTUTE 110
OTIyCKaHe Ha JIEKapCTBeHU MPOIYKTH 3a JOMAIITHO JieueHue, 3aramany 100 Ha cro ot 6iomkera Ha H30OK,
Ha3Ha4YeH! 6e3 MPOTOKOJI, 32 KOUTO He Ce U3BBPINBA EKCIePTH3a, ChIIIACHO KOUTO ce onpenaens kato 15% ot
eIMHUYHATa OTYETeHa OT arTeKaTa KpaiHa [leHa Ha JIEKapCTBEHUs MTPOIYKT, HO HEe TIoBeYe OT 25 JIB. Ha ONAKOBKA.
Pemennero e u3BpHpEAHO U ClleiBa U3MEHEHUETO U JOIIbJIHEHUETO Ha Y CII0BUS U pef Ja Biie3e B cuia oT 1 oim 2024
TI.






