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HNPUTEKATEJUTE HA PA3PEIIEHUE
3A ThPTOBHS HA EJIPO C JIEKAPCTEHHU
#ex-3%7  g2.04 - op MMPOIYKTH

IMNOKAHA
3a noxaBane Ha oepTH 32 JOCTABKA HA JIEKAPCTBEHH NPOIYKTH, BKJIIO9eHH (HJIH
He BKiw4eHn) B Coucbka 1o 41 266a, an. 2 ot 3aKoHA 32 JIeKAPCTBEHHTE NPOAYKTH B

XymMaHHaTa meaunuHa (3JIIIXM)

YBAKAEMMU JAMMU U I'OITIOJIA,

Crenmanusupana OOJTHHIA 32 aKTHBHO JICYEHHE Ha XEMAaTOJIOTUIHHE 3a00nsaBanus EAJ]
(CBAJIX3 EAQT), Ha ocHOBaHMe 91.266a, an. 5, 1. 3 ot 3JIIIXM u un. 156 or Hapenda Ne 10
ot 17.11.2011 r., ¢ HacTosmara mokana, Bu kauu na npenctaBure odepra 3a JOCTaBKa Ha
JIEKapCTBEHU IIPOAYKTH, BKIIOYCHH (Wid He BKoYeHH) B ChHchbKa mo 4. 266a, an. 2 ot
3JIIIXM, nipu cneTHUTE YCIOBHA:

I.  NPEJAMET HA IIPOIEJYPATA:

IlpeaMer Ha nponexypara € JOCTaBKa Ha JIEKApCTBEHM NPOLYKTH, BKIIOYEHH (WM HE
BKII049eHN) B CIIEChKa 110 Wi. 2664, ai. 2 ot 3JIIIXM 3a nyxaute na CBAJIX3 EAJI, cpriacHo
TEeXHIYECKa CIieUpUKANMs, & AMEHHO:

Me:xaynapoaHo JlexapcTBeHa popMa u Koau41ecTBo/0poii no:
HENATEeHTHO KOJIM4€CTBO HA AKTHBHOTO
HaHMeHOBAHHE BelecTBO

20mg/ml solution for

5
injection — 1,2 ml ammy

Plerixafor

2 mg/ml concentrate for
Epirubicin solution for Ho 600 fl.
injection/infusion — 25ml

II. HN3NCKBAHMS KbM YHACTHHIIMTE

IlokaHaTa ce OTHpaBs K0 BCHYKH IPUTEKATENHN Ha pa3pellieHHe 3a THPTrOBUA Ha €IPO C
JICKapCTBCHH MPOAYKTH, NOJIy4eHO IO peaa Ha I'naBa nmesera or 3JIIIXM. VuactHHK
Yy)XXISCTpaHHO JIMIE CIe/Ba Ja IMPUTEXaBa pa3pelleHHe 3a THProBHA Ha €Apo ¢
JeKapCTBEHH TMPOAYKTH M3JaJ€HO OT CHOTBETHHS KOMIIETEHTEH OpraH, CBIJIACHO
3aKOHOJATEICTBOTO HA AbPKaBaTa, B KOATO € YCTaHOBEH.

B ciryyaii, 4e ThProBelbT a €po ¢ IEKapCTBEHHU MPOIYKTH MMa CKIaJOBH IOMEIECHUS
Ha Teputopuara Ha Pemy6imka Bearapus, To Toii cieiBa Ja NpHTeXaBa paspelleHne 3a
THPTOBHA, H313JICHO OT U3NBIHUTENHNUS AupekTop Ha MAJL
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III.  YCJIOBHUA M PEJ] 3A IPEACTABSIHE, PA3IJIEXKTAHE H OITEHKA HA
O®EPTUTE

MsicTo na monasane Ha opepTHTe: B 1€/10B0CTBOTO Ha J1€4e6HOTO 3aBeeHHE, HAXOSAMO
ce ma anpec: rp. Codusa, Oyn ,Kmmenr Oxpumcku“ Ne 1A wim Ha el ajpec:
vladimir.iliev@hematology.bg; n.kokudeva@hematology.bg

Kpaen cpok 3a nonaBane na opepru: 09.04.2026 r. 14:004.

Heob0xoaumm mnoKyMeHTH:
Odepra — cBoGoaEH TeKkeT, MOANHCAHA OT 32aKOHHHTE NPEACTABUTEH HA PY/KECTBOTO
ChABpiKAIA MOAPOOHO ONKMCAHNE HA NIPEIOKCHHSI IPOAYKT HJIH NPOAYKTH, 2 HMEHHO:

»  Mexynapoano HenaTeHTHO HauMeHoBaHue (INN) Ha aKTHBHOTO BEIECTBO;

»  TBproBcko HaMMEHOBAHHUE HA JIEKAPCTBEHUs IIPOLYKT;

»  Bun Ha nexapcTBeHaTa (opMa M KOJNHYECTBOTO HA aKTHBHOTO BEILIECTBO B
JI030Ba €IMHUIIA,

»  IlpousBoawurern;

»  KoyndecTBO B €THA OIMAKOBKA,

»  EnwmnnvHa nena Ha eKapcTBEHNS IIPOAYKT 32 €JHH O6poii B €Bpo;

>  Cpok 3a 10CcTaBKa;

»  Cpok 3a BalWIHOCT Ha NpefOCTaBeHaTa IeHOBa odepra — MHHEMYM 30
KaJICHAApHU JHH.

» H'LJ'IHOMOH.IHO, Koratro O(IJCpTaTa €€ IMoJlaBa OT YIIBJIHOMOINICHO JIVIIE.

4. OrBapsine Ha moaydeHure opepru: 14.04.2026 r., ot 10:00 u. B Bonuuuna anreka Ha
CBAJIX3 EA]l, anpec: rp. Codus, Gyx. ,,Kimmenr Oxpuacku® Ne 1A. Odeprure me ce
PasTIexkaT OT KOMUCHS, Ha3HAY€Ha ChC 3aII0Be]] Ha M3ITBIHUTEIHAS JUPEKTOD.

Pesynrarure oT paboTaTta Ha KOMHCHATA Ce OTPA3sBAT B IIPOTOKOII, KOMTO Ce MOMICEA OT
BCHYKH WicHOBE. KomucHsATa Kilackpa yIaCTHHITUTE, KATO Pa3IyIexk/a PeICTABEHATE OpepTH,
YCTaHOBSABA CBOTBETCTBUCTO MM C M3HCKBAHMATA Ha Bru3noxurens u oueHssa odpepTute Ha
JOIyCHATUTE YYACTHHUIIM, CHINIACHO KPUTEPHHTE 32 OIICHKA Ha odepTHTE.

5. Ha pasriexnane moajiexaT eJHHCTBEHO oepTH, KOATO CHABPKAT HHPOPMAaLHATA
mocovena B paszaed IIL, 1. 3 oT HacTOTMAaTa MOKaHAa.

*3abenexncra: He ce paszenexcoam ogepmu, nonyuenu usevH onpedenenus cpox Ha
noxanama.

6. OcTaThb4eH cPOK Ha FoJHOCT Ha JIEKAPCTBeHHA MpoayKT: KuM natata na npueMaHe Ha
ROCTABKaTa, JOCTaBEHUAT JIEKAPCTBEH IPOAYKT CIIE/BA /Ia € ¢ OCTATHYEH CPOK HA TOIHOCT He
no-mManko ot 1 /equa / roguna.

1IV. KPHUTEPHMU 3A OLHEHKA

Ilpu u36opa Ha THProBen Ha €IPO C JIEKAPCTBEHHM NPOAYKTH M HEOOXOLMMOTO
KOJIMYECTBO OT JIEKAPCTBEHHUsS IPOIYKT c€ B3eMa IpEABHJ MOMEHTa, B KOWTO cieiBa 1a
3aII0YHE TEpaluATa U Kypca Ha JICUCHHE.
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IIpu u360pa Ha THPToOBeIl Ha €PO C JIEKAPCTBEHH MPOAYKTH OCBEH IPEIaraHa IeHa ce
00CHKAAT ¥ CHOOPA3ABAT U APYTH acIeKTH Ha 0(pepTHTE, KOUTO ca CBHP3aHHM C OPraHu3alHaTa
Ha I0CTaBKAaTa, Ka4eCTBOTO, 6€30MaCHOCTTA H e(pUKACHOCTTA Ha JIEKAPCTBEHHS IIPOAYKT.

Ilpuno:xeHue: IPoeKT Ha JIOTOBOP
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