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VCBANO ,lipads. Maan Yeprosemcka” EAL AO TNPHUTEMATEAHTE HA
o OIS PA3PELLIEHHE 3A
... £ 7 0({/ . . /é TBPTOBHSI HA EOPO C
IR ¢ 4 ikl AEKAPCTBEHH IIPOAYKTH

IIOAYYEHO IIO PEJA HA
I'AABA JEBETA OT 3AIIXM

IIOKAHA

3a nmpeaocTaBsHe Ha odepTa 3a AeKapCTBEH INPOAYKT, BKAIOYEH B
CIHCBKA mo 4A. 266a, aa.5 or 3AIIXM, no pena Ha Hapeaba Ne 10 ot
17.11.2011r. Ha MHHHCTEpPCTBOTO HAa 3ZApaBeONa3BaHETO

Ha ocHoBanue 4a. 156 u 4a.15B, aa.1 or Hapenba Ne 10 or 17.11.2011r.
Ha MUHHCTEPCTBOTO Ha 3[paBeoIla3BaHETO,

YCBAAO ,IIpod. HBan Yepnozemcku“ EA]Jl, ornpaBd HacTodllara
MOKaHa 3a IIPeJAOoCTaBgHE Ha O(hepTH 3a J0CTaBKa HA AEKAPCTBEHHU IIPOAYKTH C
MEXYHAPOHO HEIIATeHTHO HauMEHOBaHUE, BKAIOYEHH B CIIMCHKA I10 YA. 2664,
aa. 5 ot 3AITIXM, KakTO caeaBa:

3aboasiBaHe
MexayHapoaHo | AeKapCcTBEHa no
Heobxoaumo
Nd ATC kon | HeMaTEHTHO dopma u SOIRAYRapY
JAeH KoJ Ha KOAHYEeCTBO
HaHMeHOBaHHE | KOAHYECTBO abosgBaHy
ﬁ'ra
1 LOIDBO3  |Epirubicin 2 mg/ml - 50 ml | Ceraacso 158
PY
2 LOIDBO3 Epirubicin 2 mg/ml - 25 ml Cwraacao |30
PY

Ha pasraexpaHe IofaexaT €IHHCTBEHO OQEepPTH, KOUTO ChABPKAT CAEAHATA
uHpOpMaIm:

1. MexnayHapoaHo HernaTeHTHO HauMeHoBaHue (INN) Ha aKTHBHOTO BEIIECTBO;
2. T’BpI‘OBCKO HaumMEcHOBaAaHHEC HaA AeKapCTBCHHH Hpo,a;ym,



3. Bupn Ha aekapcrBeHara opMa MU KOAMYECTBOTO Ha aKTHBHOTO BEILECTBO B
JI030Ba €AHHHIIA;

4. [IpousBoaUTEA;

5. KoAn4decTBO B €1HA OIIAKOBKA,

6. EnenuyHa 1ieHa Ha A€KapCTBEHUS NPOAYKT, ¢ HHPOpMAaIlld JaAu chloara €
nocoueHa ¢ J/1C uau 6e3 JC.;

7. Cpok 3a [ocTraBKa,

8. Cpok Ha BaAMJHOCT Ha IIpeJlocTaBeHarTa lieHoBa oepTa;

OcTaT’hbyeH CPOK HA TOAHOCT HA A€KapCTBEHHS NPOAYKT: KbsM marara Ha
HU3BBPIIBAHE Ha JOoCTaBKaTa , JOCTABEHUAT ACKAPCTBEH IIPOAYKT, CA€ABaA Ja € C
OoCTaTh4€H CPOK HA I'OJHOCT HE II0-MaAKO OT 1 roguHa.

[IpenocraBenuTe oT Bala crpaHa odgepTH ce mojasarT 10 €AEKTPOHEH IIBT M0
24.04.2027 r. BgarounTeaHo. Odeprure caeiBa fa ca U3rOTBEHH IIPH YCAOBHATA
u pena Ha 3E/IEYY u noaazneHu Ha email: secretary@sbaloncology.bg

He ce pasraexaaTt o(epTH, ITIOAYyYEeHU U3BBH ONPEAECACHHs CPOK Ha ITOKaHaTa.

Ha ocHoBanue 4a. 156, aa.3 or Hapeaba Ne 10/17.11.2011r. va M3, odeprH,
KOUTO HE OTroBapsT Ha HacToslllara IMOKaHa HAM Ca C M3TE€KAa BAaAHIHOCT, HE
IIOZIAEIKAT Ha pa3rAeKJIaHe.

B cworBercTBHE C YA. 12 ot Hapemfa Ne 10/17.11.2011r. Ha MHUHHUCTEPCTBOTO
Ha 3/[paBeolla3BaHeTO, IIPH JOCTaBKa HAa A€KApPCTBEHH IPOAYKTH, BKAIOYECHH B
odepTUTE, 3aBAKUTEAHO TPsIOBA /@ Cce IPeoCcTaBsd IIapTUAEH CcepTU(dHUKAT 3a
KA4ecTBO, CBOTBETHO cepruduUKarT 3a ocBoboXKaaBaHe Ha IapTyjara Ha
A€KACPTBEHHS ITPOAYKT.

OueHsaBaHe Ha noay4deHHTe odeprH: Komucusa, ompejeseHa II0 peaa Ha
Hapen6a Ne 10/17.11.2011r., u3bupa 3a U3II'bAHUTEA OPepTaTa Ha ThProBell Ha
ep0 C AEKAPCTBEHHU IPOAYKTH, IIPU YCAOBHSITA IIOCOYEHH B 4A. 156, aa.4 or
Hapemba No 10/17.11.2011r. Ha M3.

3anuueHa wHpopmayma
Ha ocHoBaHWe 4n. & ot
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N3mreAHUTEAECH HUpexiop Ha / o /
YCBAAO ,IIpodp/HMBan YepHosgmeku“ EALL

/

2| Page



