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Wax-329 /.03, 26 NMPUTEXATEJUTE HA PASPEHIEHHE

3A ThPIOBUS HA EJIPO C IEKAPCTEHH
NMPOAYKTH

HOKAHA
3a noxasaHe HAa o()epPTH 32 AOCTABKA HA JIeKAPCTBEHU NPOAYKTH, BKIIOYEHH (HIH
He BKaovYeHn) B CnucbKa Mo 9 266a, aj. 2 o 3akoHa 3a JieKapCcTBeHUTE MPOAYKTH B

xymanHara meguiuaaa (3JIIIXM)

YBAJKAEMHU JAMU U T'OIIOJIA,

Crenuanusupana GOJHALA 3a aKTUBHO JIeYeHHe Ha XeMaTOoJIOTH4HH 3a0o/saBanns EAJ]
(CBAJIX3 EAJI), Ha ocHoBaHKe WI.266a, an. 5, 1. 3 ot 3JIIIXM n 4. 156 ot Hapexba Ne 10
or 17.11.2011 r., ¢ HacTosmaTa MOoKaHa, Bu kaHu na mpezncraBure odepra 3a JOCTaBKAa Ha
JIEKapCTBEHM MPOAYKTH, BKIIOYEHHM (Wim He BKmodeHH) B Crmchbka mo 4i. 266a, al 2 oT
3JHIXM, nipu crieTHUTE YCIOBHSL:

L.  MPEJIMET HA IIPOIIEJYPATA:

[IpeaMer Ha mporedypara € JOCTaBKa Ha JE€KapCTBEHH IPOAYKTH, BKIIOYEHH (MM HE
Brmodenn) B Crvchka mo wi. 266a, ai. 2 ot 3JIITXM 3a my:xaute Ha CBAJIX3 EA/, cerinacHo
TEXHUYECKA CITCIU(UKAINS, 8 IMCHHO!

MexayHapogHo JlekapcTBeHa (popMa H KoaugecrBo/opoii go:
HEMATEHTHO KOJIHYECTBO HA AKTHBHOTO

HaHMEHOBaHHe BeIIECTBO
~ Plerixafor 20mg/ml solution for 5 ammynu

injection — 1,2 ml

Voriconazole 200mg film-coated tablets Ho 360 tabu.

II. MN3UCKBAHUA KBM YYACTHHUIIUTE

ITokanara ce OTIpaBs 10 BCUYKH HPUTEXATENH Ha pa3pellleHHe 3a ThPrOBUS Ha €[po ¢
JIEKApCTBEHH TPOAYKTH, IOJy4eHo Io pera Ha I'maBa mesera ot 3JIIIXM. VwactHnk
Uy KIECTPAHHO JIMIC CleJBa Ja TIPUTEXaBa paspellleHue 3a THProBUA Ha €Ipo ¢
JIEKapCTBEHH IPOAYKTH M3JaJ€HO OT CHOTBETHHA KOMIIETEHTEH OpPraH, CBIVIACHO
3aKOHO/JATENICTBOTO Ha ALPKaBaTa, B KOATO € YCTaHOBEH.
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B ciyugaii, ue THproeesT a €po C JIEKAPCTBEHHU NIPOAYKTH MMa CKJIaJ0BH IOMEIIEHUS
Ha TepuTopusaTta Ha PenyOnuka bbiarapus, To Toi cieaBa fa IpUTeXaBa paspelIcHUE 3a
TBPTOBHSA, U3A3JCHO OT H3MBIHUTENHUA nupekrop Ha MAJL

III. YCJOBUS U PEJ 3A IIPEACTABSAHE, PA3I'VIEZKJAHE U OHEHKA HA
O®EPTUTE

MscTo Ha mogaBaHe Ha odepTHTE: B 1€/10B0/IcTBOTO Ha JIe4eOHOTO 3aBeJeHHE, HAXOASIINO
ce Ha ampec: rp. Codmsa, Oyn. ,Kmument Oxpuackn™“ Ne 1A wmnmm Ha en agpec:
vladimir.iliev@hematology.bg: n.kokudeva@hematology.bg

Kpaen cpok 3a nogaBane Ha opeptu: 27.03.2026 r. 16:00u.

Heobxoaumu 10KyMeHTH:
OdepTa — cBOOOAECH TEKCT, MOANMCAHA OT 3AKOHHHTE IPEJCTABUTEIH Ha IPYKeCTBOTO

ChIbPIKAMIA MOAPOGHO ONMCAHHE HA TPeJI0KeHHS MPOAYKT HJIH NPOAYKTH, 2 HMEHHO:
. .
»  MexayHapoaHo HenateHTHO HauMmeHnoBanue (INN) Ha akTHUBHOTO BEIIECTBO;
»  TeproBcko HAaMMEHOBaHHE Ha JIEKAPCTBEHHS [IPOAYKT;

>  Bun ma nexapcTBeHata popMa M KONMYECTBOTO HAa aKTHBHOTO BEINECTBO B
I030Ba €NUHHALA;

»  IIpowmsBoaureln;

»  KonugecTBo B €1Ha OIIAKOBKa;

»  Enuundna neHa Ha JIEKapcTBEHUS NMPOJYKT 3a euH Opoii B €Bpo;
»  Cpok 3a I0CTaBKa;

>  Cpok 3a BaIHAHOCT Ha MpeIOCTaBeHATa IEHOBa odepra — MuHEMYM 30
KajleHLapHu THU.

> HT»JIHOMOHIHO, Koraro ocpepTaTa C€ MmoJaBa OT YII'BJIHOMOIICHO JIUIIE.

4. OtBapsine Ha nmoxy4yenurte ogepru: 30.03.2026 r., or 10:00 4. B bonHuyYHa anrTeka Ha
CBAJIX3 EAN, aapec: rp. Codus, Gyn. ,.Kmument Oxpuncku“ Ne 1A. Odeprure me ce
pasriexnaT OT KOMACHS, Ha3HaucHa ChC 3all0BE, Ha H3IIbIIHUTEIHUSA JUPEKTOD.

Pesynrarure oT paboTaTta Ha KOMUCHATA CE OTPa3siBaT B IPOTOKOJ, KOMTO Ce MOAIUCBA OT
BCHUKH wieHoBe. KoMucHsTa KITacupa yY4acTHUIIUTE, KaTO pa3riiekaa peacTaBeHuTe odepry,
YCTAHOBSIBA CHOTBETCTBHETO MM C M3WCKBAHUATA Ha BB3moxuTens u oueHssa odepTuTe Ha
JIOIIyCHATUTE YUYACTHHI[H, ChITIACHO KPUTEPHUTE 32 OLlCHKA Ha O(epTure.

5. Ha pasriexaaHe mONJIeKAT ¢HHCTBEHO o(epPTH, KOMTO ChALPXKAT HHpOpManmaATa
nocouena B pazaea III, T. 3 or HacTOsImMAaTa NOKAaHA.

*3abenencka: He ce paszznexcoam oghepmu, nonyuenu u3evH onpeoenenHun CpoKk Ha
nokanama.

6. OcTaTh4eH cPOK Ha TOJAHOCT HA JeKapeTBeHHd NpoayKT: KM 1arara Ha mpueMaHe Ha
J0cTaBKaTa, OCTaBEHUAT JIEKapCTBEH IIPOAYKT CJIEABA A € C OCTATHYEH CPOK Ha FOAHOCT HE
no-mMasiko ot 1 /exma / ronuua.

IV. KPHUTEPHH 3A OIIEHKA
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[Ipn u3Gopa Ha THProBel Ha €IpO C JIEKapCTBCHH MPOAYKTH H HEOOXOAHUMOTO
KOJMYECTBO OT JICKAPCTBEHMS NPOAYKT C€ B3eMa IpeIBHJ MOMEHTa, B KOHTO clieBa ja
3all0YHE TepalliaTa U Kypca Ha JICUCHHUE.

[Tpu n360pa Ha THPTOBEIl Ha €JIPO C JICKAPCTBEHH IIPOIYKTU OCBEH IpeJlarana lieHa ce
0o0CHKAaT U ChOOpa3sIBaT U APYTH aclieKTH Ha odepTUTe, KOUTO ¢a CBBP3AHH C OPraHUu3alusTa
Ha JOCTaBKaTa, KaueCTBOTO, O€30MacHOCTTa ¥ €(PUKACHOCTTA Ha JIEKAPCTBEHUA MIPOIYKT.

IlpuiaoskeHHe: TPOEKT HA TOTOBOP

JI-P HUHA PHCHHA
W3O bJIHATEJEH [IMPEKTOP HA
CBAJIX3 EAJl



