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"‘ CMELINANASIPAHA BOAHIALIA 3A AKTVBHO AEYEHVIE

SIELATMBGRPARA GUHEEUA 34
0 IREHERWE HA XEMATONOTHYHY
SABOSIRARKS - EAQ, rp. Cotbin J0
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IIPUTEXATEJIMTE HA PASPEILIEHUE
3A THPT'OBHA HA EJIPO C JIEKAPCTEHN
HNPOAYKTH

IIOKAHA
3a MoJaBaHe HA 0()epPTH 32 JOCTABKA HA JIEKAPCTBeHH NPOIYKTH, BKIIOYEHH (HJIH
He BKI0YeHH) B Cnucbka nmo wi. 266a, aa. 2 ot 3akoHa 3a JiekapcTBeHHTE NPOAYKTH B
XymanHaTa meganuna (3JIIIXM) '

YBAKAEMMU JJAMU U T'OIIOJA,

Crenuanu3upana OOTHHIA 32 aKTHBHO JIEJEHUE Ha XeMaToIOTHYHY 3aboisBanus EAJ]
(CBAJIX3 EA]T), na ocHoBaHHue Wwi.266a, ain. 5, 1. 3 ot 3JIIIXM u w@1. 156 ot Hapenba Ne 10
or 17.11.2011 r., ¢ HacTosmara nokaHa, Bu xaHu ma mpencraBuTe odepra 3a AOCTaBKA Ha
JIEKapCTBEHH IPOAYKTH, BKIIOUeHH (WK He BKIO4YeHH) B Crmmchbka 1o wn. 266a, al. 2 oT
3JIIIXM, npu ClieaHATE YCIOBHS:

I IMPEAMET HA IIPOLEYPATA:

IIpenmeT Ha mpolieAypara € HOCTaBKa Ha JISKApCTBEHH IPOMYKTH, BKIIOYEHH (WIH HE
BKodYenn) B CnmuchbKa 1o wi. 266a, an. 2 ot 3JIIIXM 3a Hyxmute Ha CBAJIX3 EAJ], cpriacuo
TEXHHYECKA CeIU(pUKAIH, 2 UMEHHO!

MexayHnapoaHo JlexapcTBeHa ¢gopma 1 KoaunuecrBo/0poi 102
HENATEeHTHO KOJIHYeCTBO Ha AKTHBHOTO
HAHMEHOBAaHHE BEIECTBO
Carmustine Powder and solvent for sol. 90 dmakoHa
for infusion, 100mg
Aztreonam Powder for sol. for injection, 500 ¢pakona
lg
Voriconazole Tablets, 200mg 900 TabneTku
Melphalan Tablets 2mg 125 Tabnerku

IL N3NCKBAHUSA KbM YYACTHUIIUTE

ITokaHaTa ce OTIpaBs 4O BCHYKU IPUTEKATEIM Ha paspellieHre 3a THProBHs Ha eIpo C
JIeKApCTBEHHU IIPOIYKTH, MOJIYYeHO IO pena Ha I'masa mesera or 3JIIXM. YuacTHEK
qyXIECTpaHHO JHMIle CIeABa Oa TpUTEXKaBa pa3pellieHHe 3a THProBHA Ha €Ipo C
JeKAapCTBEHM IIPOMYKTH H3OANeHO OT CBOTBETHHsS KOMIICTCHTCH OpraH, CBIJIACHO
3aKOHOMATEICTBOTO Ha IbpyKaBara, B KOATO € YCTaHOBEH.
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"‘ CMEUNANASNPAHA BOAHULIA SA AKTUBHO AEYEHUE
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B ciryuaii, ge THproBeUsT a epo C JEKapCTBEHH MPOIYKTH UMa CKIIaI0BH IIOMEINCHAS
Ha TepuTopHsiTa Ha PemyOmuka bearapus, To Toi cienBa /1a IMpUTeXaBa pa3pelleHue 3a
THPrOBHS, U3IAICHO OT HU3MBJIHUTENHUA aupekTop Ha MAJL

III. YCJOBHS U PEJ 3A IPEJCTABSIHE, PA3IJIE)KJAHE Y OIIEHKA HA
O®EPTHUTE

Mscto Ha nogaBaHe Ha opepTHTe: B ne10BoACTBOTO HA IeueOHOTO 3aBeeHHE, HAXO/ISIIO
ce Ha agpec: rp. Cobmsa, Oym ,JKimvenr Oxpumcku“ Ne 1A wmm Ha en. ampec:
vladimir.iliev@hematology.bg; n.kokudeva@hematology.bg

Kpaen cpok 3a nogaBane Ha odeptu: 22. 08. 2025 r. 17:004.

Heo0xoaumMu NOKyMeHTH:
Od¢epra — cBOOOEH TEKCT, MOANMHCAHA OT 3aKOHHHTE NPEICTABUTEIH HA JPYKECTBOTO
ChABPKama HOAPOOHO ONHACAHNE HA NPENJI0KeHHs MPOAYKT HIIH MPOAYKTH, 2 HMEHHO:

> MexnyHapoaHo HenateHTHO HauMeHoBaHue (INN) Ha aKTHBHOTO BEIIECTBO;
> THProBcko HAaMMEHOBAHUE Ha JIEKAPCTBEHUA IPOIYKT;

> Bun na JICKapCTBEHATa @opma W KOJIHYCCTBOTO HA aKTHBHOTO BEHIECTBO B
J030Ba €AUHHUIIA,

»  Ilpom3Bomuren;

»  KommuecTBo B e1Ha OIIAKOBKA;

»  EnuHAYHA [IeHa HA JIEKapCTBEHUS MPOIYKT 3a equH Opoif B OBITapCKH JIeBa;
»  Cpoxk 3a IOCTaBKa;

>  Cpok 3a BaJIMAHOCT Ha MNpeAOoCTaBeHaTa IieHOBa odepra — MHHHMYM 30
KaJICHIaPHU JHH.

> H'BJIHOMOHIHO, Korarto O(I)GPTaTa CC IIogaBa OT YII'BJIHOMOIICHO JIHIIE.

4. OrBapsine Ha nojydenure odepru: 25.08.2025 r., ot 10:00 u. B bonHu4Ha anTeka Ha
CBAJIX3 EAJ, anpec: rp. Codus, O6yn. ,Kmiment Oxpuncku Ne 1A. Odeprure me ce
pasriexaar OT KOMECHS, Ha3Ha9eHa ChC 3aII0Be]l Ha H3IbIHATEHAA JUPEKTOP.

Pesynrature 0T paboTara Ha KOMHCHATA C€ OTPa3sIBaT B IPOTOKOJI, KOMTO ce MOAIHMCBA OT
BCHYKH WwieHOBe. KoMucHATa Kilackpa yJaCTHHIMTE, KaTo pasriexia IPeACcTaBeHHTe 0pepTH,
YCTaHOBSIBA CHOTBETCTBHETO MM C M3MCKBAaHHMATA Ha BB3oXuUTeNd ¥ oleHsBa odepTure Ha
JOTyCHATATE YYACTHUIIA, ChITTACHO KPATEPHUHTE 3 OLIEHKA Ha OepTHTE.

5. Ha pasriexaaHe NOIJIEKAT eXHHCTBEHO 0¢epTH, KOUTO ChbAbPKAT HHGpopManusaTa
nocouena B pasned III, 1. 3 oT HacTosMIATa NOKAHA.

*3abenexncka: He ce pasznexcoam ogpepmu, nonyuenu u3ebH ONPeOeeHUA CPOK Ha
nokaxama.

6. OcTaThb4eH CPOK HA FOJHOCT Ha JeKapcTBeHHs NpoayKT: KbM Jarara Ha mpreMaHe Ha
IOCTaBKaTa, JOCTABEHMSAT JIEKAPCTBEH NPOAYKT CIEABA Ja € C OCTaThYEH CPOK Ha FOAHOCT HE
no-manko ot 1 /emHa / roguHa.
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"‘ CMELMANASPAHA BOAHWILIA 3A AKTIBHO AEYEHUE

IV. KPUTEPUM 3A OIIEHKA

IIpu u3bopa Ha THProBel Ha €IpPO C JIEKApPCTBEHH NPOAYKTH K HEOOXOIUMOTO
KOJIMYECTBO OT JIEKApPCTBEHHUS MPOLYKT CE€ B3e€Ma IPEIBUI MOMEHTa, B KOWTO cllefBa Ha
3aroYHe TepanusaTa U Kypca Ha JIedeHHe.

ITpu u3b0pa Ha THPrOBEI Ha €IpO C JIEKApCTBEHU NIPOTYKTH OCBEH IIpeularaHa ieHa ce
0o0CEHKIaT U cro0pa3sBaT U JPYTH acIeKTH Ha OQepTHTE, KOUTO ca CBhP3aHM C OpraHu3anuiaTa
Ha IOCTaBKaTa, Ka4yeCTBOTO, 6€30IacHOCTTa H €)HKaCHOCTTA Ha JIEKapCTBEHHS IPOIYKT.

Ilpnnosxenue: IPOEKT Ha JOTOBOP.

BpHJI, coraacuo 3anbees; 8.2025 .



