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IPUTEXATEJINTE HA PA3PEINEHUE
3A THPI'OBHA HA EIPO C JIEKAPCTEHHA

vy Hox-6RR  R4.VF;.RE. MMPOAYKTH

IIOKAHA
3a mogaBaHe Ha o(epPTH 32 I0CTAaBKA HA JIEKAPCTBEHH MPOAYKTH, BKJIIOYCHH (nm
He BKJII0YeHH) B CnuchbKa Mo w91, 266a, ai. 2 oT 3aKoHa 32 JIEKaPCTBEHUTE MPOXYKTH B

xymanHaTa meaunuHa (3JIIIXM)

VYBAKAEMU JAMHU U I'OIIOJIA,

Crienuanusupana GOJHUNA 33 AKTHBHO JICYCHHE HA XEMATOJIOTHIHA 3abonsBanus EA/J]
(CBAJIX3 EAJT), Ha ocHOBaHHe w2663, ai. 5, T. 3 OT 3JIIIXM u un. 156 or Hapenba Ne 10
or 17.11.2011 T., ¢ HacTosImaTa MOKaHA, BH KaHu Aa TpeacTaBuTe odepra 3a TOCTABKA HA
JIEKApCTBEHH MIPOIYKTH, BKIIOUEHH (MM HE BKIIOYCHH) B CouceKka 1o 4i. 266a, an. 2 ot
3JIITXM, npu ClIegHUTE YCIOBHSL:

I. IPEIMET HA ITIPOLEIYPATA:

[Ipesmer ma mpomeaypara € JOCTaBKa Ha JIEKapCTBEHH MPOJIYKTH, BKIIOUCHH (wm He
prumoueHn) B CrucbKa 1o 9. 266a, ain. 2 ot 3JIIIXM 3a HyxauTe Ha CBAJIX3 EA/l, ceriacHo

TEXHHYCCKA CHGHI/I(I)I/IKaIII/ISI, a IMCHHO:

MexkIyHApOAHO JlexapcTBeHa ¢opma H KoanuecTBo/0poii xo:
HEMATEHTHO KOJIHYECTBO HA AKTHBHOTO
HAHMEHOBAHHE BEIIECTBO
Aztreonam Powder for sol. for infusion, 600 fl.
lgr

Solution for injection, 1gr
Vincristin Solution for infusion, 1200 fl.
Img/ml-1ml

II. N3UCKBAHUA KbM YYACTHUIIUTE

[TokaHAaTa ce OTHpaBst 10 BCHUKH IPHTEXKATENM Ha Pa3peICHUE 33 TBPrOBHS Ha €APO C
JIEKApCTBEHH IIPOJAYKTH, MONYYeHO 10 pena Ha ['naBa jeBeTa OT 3JIIXM. YyacTHHK
uyXIeCTPAHHO JMIle CJIeBa Ja MpPHUTEKapa Pa3speIlCHHE 334 THPrOBHA Ha CIpo C
NEKapCTBEHH INPOSYKTH H3JAaAeHO OT CBOTBETHHS KOMICTEHTCH OpraH, CBITACHO
3aKOHOJATENICTBOTO HAa ABPKABATa, B KOATO € YCTAaHOBEH.

B ciyuaii, 4e THProBesT Ha eApo ¢ JIEKApCTBEHH NPOAYKTH MMa CKJIA0BY IOMEIICHHUA
Ha TepuTOpHsATa Ha Pemy6nmka Beirapus, To TOH cliefiBa Ja NPUTEXaBa PaspellcHue 3a
THPIOBHS, H3/1aJIEHO OT U3IIBIHUATENHES qupekTop Ha AJL
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III. YCJOBHUSA U PEJ 3A IPEJACTABSIHE, PASIVIEXKIAHE 1 OOEHKA HA
O®EPTUTE

Msicro Ha mogaBaHe Ha odepTuTe: B 1€/10BOACTBOTO HA JIeUeOHOTO 3aBeJeHHE, HAXOAAIIO
ce Ha anpec: rp. Codus, Oyn ,Kmmment Oxpuncku® Ne 1A mom Ha en angpec:
vladimir.iliev@hematology .bg;

Kpaen cpok 3a nonasane Ha odepru: 28/07/2026 r. 15:00u4.

Heob6xogumm JOKYMEHTH:
Odepra — cB0oGOAEH TEKCT, MOAMHCAHA OT 3AKOHHHUTE NPEJICTABUTE/IH HA IPYKECTBOTO
ChALPKAMA MOAPOGHO ONMMCAHNE HA NPE/IIO]KEHAst NPOTYKT HJIM NPOAYKTH, 2 HMEHHO:

»  MexaynapoaHO HenareHTHO HauMeHoBaHHe (INN) Ha akTHBHOTO BEILECTBO;
>  Topproscko HaHMEHOBAHHE HA IEKAPCTBEHUS IPOAYKT;

» Bun na JICKapCTBCHATA @opMa " KOJIMYECTBOTO HA AKTHBHOTO BCHICCTBO B
J1030Ba CIVMHHILIA,

»  lIpoussomurel,

»  KommuecTBO B €/1HAa OIIAKOBKA,

»  EmuHu4HA IieHa Ha JEKapCTBEHHS IPOMYKT 3a eHH OpO¥ B €BPO;
» Cpok 3a focraBka,

»  Cpok 3a BaIUMOHOCT Ha IPEJOCTaBeHaTa II€HOBA Odepra — MHUHEMYM 30
KaJICHIAapHU JHH.

> IIsnHOMOIIHO, KOTAaTO od)epTaTa Cce ToJgaBa OT YII'BJIHOMOIIICHO JIAIIC.

4. Orpapsne Ha noaydenure odeprn: 29/07/2026 r., or 10:00 4. B crpagara Ha CBAJIX3
EAJI, anpec: rp. Codus, Gyn. ,,Kimument Oxpucku’ Ne 1A. Odeprute me ce pasTiexaar or
KOMUCHS, Ha3HAYEHA ChC 3aI0BE]] Ha H3MbJIHUTEITHUS JUPEKTOP.

Pesynrarute oT paGoTara Ha KOMHCHATA Ce OTpa3sABaT B [[POTOKO, KOHTO CE IO/HCEA OT
BCHUKH WieHoBe. KOMUCHSTa Kacupa YYaCTHHUIUTE, KaTO Pasriex/ia Ipe/cTaBeHuTe opepTH,
YCTAHOBSABA CHLOTBETCTBHETO MM C M3MCKBAHMATA Ha BB3IOXMTENS M ONCHABA odeprute Ha
JIOIIYCHATHTE YYACTHUIIH, ChITIACHO KPUTEPHHTE 32 OICHKA Ha O(epTHTe.

5. Ha pasriexaaHe NMOIJIEKAT eMHCTBEHO 0(ePTH, KOHTO ChAbPKAT HHGOPMAIHATA
nocouena B pazaen III, T. 3 ot HacTosmaTa MoOKaHa.

*Jabenesrcka: He ce paszenexcoam odepmu, RONY4eHU U3IEHH ONpedeNeHUA CPOK Ha
noKanama.

6. OcTaThb4eH CPOK HA FOJHOCT Ha JIEKAPCTBEHHA MpoayKT: KeM JaTata Ha NpHeMaHe Ha
JOCTABKATA, JOCTABEHUAT JIEKAPCTBEH MPOIYKT CJIE/BA A € ¢ OCTaTh4eH CPOK Ha OJHOCT HEe
nmo-Manko ot 1 /enna / roguna.

IV. KPHUTEPHUMU 3A OIIEHKA

Ilpr m3Gopa Ha THPrOBEN HA €APO C JIEKAPCTBEHM MPOJAYKTH H HEOOXOTMMOTO
KOJIMYECTBO OT JIGKAPCTBEHHS MPOAYKT Ce B3eMa IPEBHJ MOMEHTa, B KOHTO CleiBa na
3aIll0YHE TEPATHUSITa ¥ Kypca Ha JICUCHHE.
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oya. ,, Kaumenm Oxpudcku

TTpu u360pa Ha THPTOBELL Ha €IpO C JIEKApCTBEHH NPOAYKTH OCBCH Npe/UiaraHa IICHA Ce
0GCHICIAT ¥ CHOOpa3sBaT i JAPYTH aCIeKTH Ha OpepTATE, KOUTO ca CBbp3aHH ¢ OpraHusalliTa
Ha JOCTABKATA, KAYECTBOTO, 6E301aCHOCTTa ¥ e(PUKACHOCTTA Ha JICKApCTBEHNS IPOAYKT.

HpI/IJIODKCHHe: IIPOCKT Ha JOTr0BOP

J-P HUHA PBCUHA

M3MTbJHUTEJIEH JUPEKTOP HA
CBAJIX3 EAJZ]
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