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MPUTEKATEJIUATE HA PASPELIEHHE
3A ThPTOBHS HA EJIPO C JIEKAPCTEHH
MPOYKTH

INIOKAHA
3a nmogasaHe Ha odepTH 32 JOCTABKA HA JIEKAPCTBEHH NPOJYKTH, BKIOYEHH (HJIH
He BKII09enHn) B CHHChbKA M0 WI. 2662, an. 2 oT 3aKkoHa 32 JIeKapCTBEHHTe MPOAYKTH B
xymanHaTa MegumuHa (3JIIIXM)

YBAKAEMU JAMH U T'OIIOJIA,

Crienimanisupana GOJIHHUIA 32 AKTHBHO JICUeHHE Ha xeMaToyoraynn 3abonasanus EAJ]
(CBAJIX3 EAJT), Ha ocHoBanme wi.266a, ai. 5, T. 3 o1 3JIIIXM n 4. 156 or Hapenba Ne 10
ot 17.11.2011 r., ¢ HacTosIIaTa MOKaHa, BU KaHu Ja mpeacraBuTe odepra 3a JOCTaBKA Ha
JNeKapCTBEHM IIPOLYKTH, BKIIOYeHH (WM He BKmodeHH) B Chmchbka mo wi 266a, al. 2 or
3JIIIXM, np¥ clIeIHATE YCIOBUA:

L IIPEAMET HA TPOLHEAYPATA:

[IpeMeT Ha TIpoledypara € TOCTaBKa Ha JEKapPCTBEHH IPOMYKTH, BKIIOUCHU (WA HE
pKIFOUeHH) B CriuckKa 1o wi. 266a, an. 2 ot 3JIIIXM 3a Hyxaute Ha CBAJIX3 EAJL, chriacHo
TEXHHYECKA CIe(pUKanys, a UMEHHO:

MexayHapoaHo JlexapcTBeHa ¢popma u Koanuecrro/0poii no:
HEIATEHTHO KOJINYeCTBO HA AKTUBHOTO
HAHMEHOBaHHE BelIeCTBO
) 20mg/ml solution for
Plerixafor . .g/ . 10 ammynn
injection — 1,2 ml

II.

N3UCKBAHUSA KbM YYACTHHIIUTE

[TokaHaTa ce OTIIPaBs A0 BCUYKHU MPHTEXKATEIN Ha Pa3pelIeHUE 32 THPTrOBUs Ha eJIpo ¢
JeKapCTBEHH IMPOAYKTH, MONyYeHo 1o pena Ha I'masa gesera or 3JIIIXM. YuacTHUK
qyXIECTPAHHO JIHIE CIeABa Ja INPUTEeXaBa paspelllcHHE 3a THProBHA Ha €Apo ¢
JIEKApCTBEHU NPOAYKTH H3JAJEHO OT CHOTBETHHA KOMIIETEHTEH OpraH, CBITIACHO

3aKOHOJATENICTBOTO HA bPKABATa, B KOATO € YCTAHOBEH.

B ciryyait, 9e ThProBensT Ha epo ¢ JEKapCTBEHU IPOAYKTH HMa CKJIaJ0BH IOMEIICHHS
Ha TepuTopHsTa Ha Pemy6nuka Brirapus, To To# clenpa jJa IpUTEXaBa paspeleHue 3a
THPrOBHS, H3/1/I€HO OT U3IBIHUTENHUS qupexTop Ha MAJL
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III. YCJOBHA U PEJ 3A HNPEACTABSAHE, PASIVIEXKJTAHE U OLNEHKA HA
O®EPTUTE

Msicro Ha noaaBane Ha opepTaTe: B 1e10BOACTBOTO HA J1e9eOHOTO 3aBEACHHE, HAXOAAIO
ce Ha anpec: rp. Codus, Oyn ,Kmumenr Oxpuacku“ Ne 1A wmmum Ha el azpec:
vladimir.iliev@hematology.bg;

Kpaen cpok 3a nmoxaBase Ha odeprtr: 28.08.2026 r. 15:00 u.

Heob6xoanMu J0KyMEHTH:
OdepTa — ¢cBOOOAEH TEKCT, MOANMHCAHA OT 3AKOHHHUTE MPEICTABHTEIN HA JPYKeCTBOTO
CHIBLPKAMA MOAPOOHO ONMHCAHHE HA NPEJI0KEeHHS NPOAYKT WIH NPOAYKTH, 2 HMEHHO:

»  MexayHaponHo HenmareHTHO HanMeHoBaHuEe (INN) Ha akTHBHOTO BEINECTBO,
»  THproBcko HaMMEHOBaHHE Ha JIEKAPCTBEHHUS IPOAYKT,

> Bun na JCKapCTBEHATA (bopMa U KOJIMYECTBOTO HA AKTHBHOTO BCUICCTBO B
J030Ba CIUHHUIIA,

»  IIpousBogurern;

»  KommgecTBO B €/1Ha OITAKOBKA;

>  Enupynusa 1ieHa Ha I€KapCTBEHHS IMPOIYKT 3a €IMH Opoii B €BpO;
»  Cpox 3a 10CTaBKa;

> Cpok 3a BaIMIHOCT Ha IpeJocTaBeHaTa IieHOoBa odepra — MuHUMYM 30
KaJICHAapHHA JTHH.

> H'BJIHOMOIIIHO, Koraro O(bepTaTa C€ IoAaBa OT YIIbJIHOMOIICHO JIUIIE.

4. OrBapsne Ha nosyuennTe odepru: 31.08.2026 r., ot 10:00 4. B crpagara na CbAJIX3
EAJ, agpec: rp. Codus, 6yi. ,,Kmiment Oxpuackn* Ne 1A. OdepTute me ce pasriexaar or
KOMHCHS, Ha3HAY€eHa ChC 3aI0Be] Ha M3IBIHUTEIHUS JUPEKTOD.

Pesynrarute ot paboTaTta Ha KOMUCHSITA CE OTPa3sgBaT B IIPOTOKOII, KOWTO C€ MOAKCBA OT
BCHUKHK wieHoBe. KoMucusTa Kiacupa yuacTHAIUTE, KaTo pasriexa npeacTaBeHuTe odepTy,
YCTAHOBSABA CHOTBETCTBHETO MM ¢ M3MCKBAaHUsTa HAa BB3noxurens m oneHaBa opepTHTE Ha
JIOTIyCHATUTE YYACTHHIIH, ChITIACHO KPHTESPHHTE 3a OLICHKa Ha odepTHTe.

5. Ha pasmiiexaaHe MOMJIEKAT ¢IHHCTBeHO 0(ePTH, KOHTO CHALPKAT HHpOpMAIUATA
nocoueHa B pazae LI, T. 3 or HacToOAMAaTa HOKAHA.

*3goenexncka: He ce pasznexcdam odpepmu, nojiyyeHu u36bH onpedeneHus cpoK Ha
nokanama.

6. OcTaThYeH CPOK HA FOXHOCT HA JeKapcTBeHUs NpoayKT: KbM narara ma nmpuemaHe Ha
JIOCTAaBKAaTa, JOCTABEHHAT JIEKaPCTBEH MPOAYKT CIIeABa Ja € C OCTaThbY€H CPOK Ha IOJHOCT HE
no-Manko ot 1 /emua / roguua.

IV. KPUTEPHUHU 3A OINEHKA

Ilpu u3bopa HA THProBEI Ha €APO C JIEKAPCTBEHH INPONYKTH H HEOOXOAUMOTO
KOJIMYECTBO OT JIEKApCTBEHHMSA IPOMYKT C€ B3eMa IpeABH] MOMEHTa, B KOWTO cienBa Ja
3aI0YHe TepanusaTa U Kypca Ha JIeUeHHUe.
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ITpu u360pa Ha THPTOBEIl Ha €/IPO € IEKAPCTBESHH IIPOIYKTH OCBEH Ipe/jlaraHa [eHa ce
00CHXIAT H cho0pa3sIBaT U APYTH aclleKTH Ha oepTHTE, KOMTO ca CBhP3aHU C OpraHM3aUsaTa
Ha JTOCTaBKaTa, KauecTBOTO, O€30MacCHOCTTa B €(UKaCHOCTTa Ha JIEKAPCTBEHHUS IIPOIYKT.

IIpnnoxenune: IpoekT HA TOTOBOP

IR #a WptoBaspsce

JI-P HUHA PHCHHA '
W3MLIHATEJEH TUPEKTOP HA
CBAJIX3 EAJl



