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IPUTEXATEJIN

HA PA3PEHIEHUE 3A ThbPI'OBUSI HA EJAPO

C JIEKAPCTBEHMU ITPOJYKTH,

INOJIYYEHO I10 PEJIA HA I'JIABA HAEBETA OT 3JIIIXM:

ITOKAHA

3a npegocraBsiHe Ha odepra 3a JocTaBKa Ha HepaspeuleHH 3a ynorpeba B
PenyGiuka Buarapus snekaperenu MPOAYKTH H JIEKAPCTBEHH INPOAYKTH
BKJIIOYEHH B CIHCHKA 110 4. 266a, au. 2 or 3akoHa 3a JIEKAPCTBEHHUTE MPOAYKTH B
XyMaHHaTa MeAuurHAa no pexa Ha Hapen6a Ne10/17.11.2011 r. ua Munucreperso Ha
3apaBeonassaHeTo /M3/, 3a KOUTO HsIMa JeiicTBaIIO PaMKOBO cniopazymenue ¢ M3.

YBAXKAEMHU IMPEACTABJISIBAIIIN,

Ha ocnoBanwue un. 156, an.1 u un. 158, an. 1 ot Hapeoba NelO om 17.11.2011 ».
3a ycnosusima u peda 3a nevenue ¢ nepaspeuwienu 3a ynompeba ¢ Penybnuxa Bvazapus
JeKapemeenu. npooykmu, Jekapemeenu npooykmu, NpUNaeanu U3BvbH YCI08UAMA HA
paspewenuemo 3a ynompeba, u nexapcmeenu npooykmu 3a cvcmpaoamenna ynompeba,
KAKmMO U 3a ycnosuama u peoa 3a 6KN0OY6AHe, NPOMEHU, USKIIOYEAHE U OOCAGKA Ha
Jexapcmeenu npooykmu om cnucvka no yn. 266a, an. 2 om 3axona 3a Jlekapcmeenume
npoOykmu 6 xymannama meouyuna, Bu OTNPaBAM HACTOALIATA MOKAHA 3a MpeACTaBSHE
Ha OdepTH 3a J0CTaBKa Ha [0JIyONMCAHUTE JIEKapCTBEHU TMPOAYKTH, BKJIIOYEHHU B
CMUCBKa Mo 4. 266a, an.2 or 3JIIIXM, kouto morar Ja ObJaT M3MOJI3BAHHU 34 JieueHUe
Ha NaUMEHTH Ha JIeYEOHOTO 3aBeIeHHE, KAKTO CIIE/IBA:

Ne ot Cniucbka Mexaynapoano JlexkapcrBena
Mepna
no wi.266a,a1.2 | ATC kon HEMaTeHTHO ¢opma u .
ot 3JIIIXM HaHMEHOBaHHUe KOJIHY€eCTBO iy
96 Al6AB14 Sebelipase alfa 2mg/ml concentrate | onakoBka

for solution for
infusion, 10ml




Od)epTuTe C€ U3rOTBAT OTACIHO 3a BCEKU €]IUH JIEKAPCTBEH MPOAYKT U 3aQBJDKUTEITHO
CJIe[Ba ia CbAbpAKAT cliegHara I/lHd)OpM’d]_ll/lﬂI

1. MesxaynapoaHo HenmaTeHTHO HaumeHoBaHue /INN/ Ha aKTHBHOTO BELECTBO;

2. TpproBcKO HaMMEHOBAHHE HA JIEKAPCTBEHHUS NMPOLYKT;

3. Bun na nekapctBeHara opMa M KOJIMYECTBO Ha aKTHBHOTO BELIECTBO B 030Ba
eMHHULIA;

4. IlpousBogurel;

5. KonuuectBo B e1Ha onakoska

6. Llena Ha n1eKapCTBEHHUS MPOLYKT;

7. Cpok Ha I0CTaBKa;

8. CpoK Ha Ba/IMAHOCT Ha Npe/ICTaBeHaTa LieHoBa odepra.

KbMm JaraTta Ha M3BBPLIBAHE HaA JOCTaBKaTa, JOCTAaBEHUST JICKApCTBEH MPOAYKT
CjiejBa Ja € ¢ MHHHMAJIEH OCTaTb4€eH CPOK HA rOJAHOCT He Mmo-MaJjko ot 1 (enHa)
roauHa.

Mscro Ha usnbiHeHue — BoaHuuna anrteka Ha YCBAJIE »Akan. HBan
IlenueB'" EAJIL.

M3ickBaHus KbM y4aCTHMLMTE — Ja NMPUTEXKABAT paspelieHue 3a ThProBusi Ha
€Apo, NOJIY4YEHO 10 peaa Ha riasa jaesera ot 3JI[TXM.

Kputepwuii 3a ouenka — Haii-Hucka nena. Ha mbpBo MscTo ce KJjlacMpa y4yacTHUKa
NPEUIOKMIT HAH-HHUCKA LIEHa HA JIEKAPCTBEHHS MPOYKT.

C OMNpEeaAC/ICHOTO JIMLE, KOETO Ja M3BBPLIM J0CTaBKarTa, LIe ObJie CKJIIOYEH
AOrOBOP, CBIIACHO NMPUT0KEHHUS KbM ITOKaHaTa IIPOCKT.

Odeprure, usrotsenn Ha xapmuen nocumen, ce noxasar B JleJ0BOACTBOTO Ha
YCBAIJIE "Akapn. WBau Ienues" EAJ], rp. Codus yu. 3apase Ne2 m.k. 1431.

Odeprure, U3roTBeHU nO elekmponen nvm, ce M3NPALIAT Ha €JIEKTPOHEH ajipec:
usbale.office@gmail.com, noanucanu ¢ enekTpoHeH noamMc Mo pena Ha 3EJIEVY, B
cpok 10 24.04.2026r. - 16.00y.

Odeprure wWwe ce pasriexaT OT KOMMCHS, HA3HAYEHA CbC 3anoBel Ha
M3MBIHATENIHNAS. IMpEKTOp. Pesynrtarure or paboTara Ha KomucuaTa ce OTpassiBaT B
MPOTOKOJI, KOHTO Ce MOAMMCBA OT BCHUKH 4ieHoBe. KomucusaTa Kiackpa y4acTHULHUTE,
KaTo  pasriexjaa MNpeACTaBeHUTe O(QepTH, YCTAaHOBABA CBOTBETCTBHETO WM  C
M3MCKBaHMATA Ha Bb3noxkurens u oueHsBa odeprure HAa [ONMYCHATUTE YYACTHMLIM,
CBIJIACHO KPUTEPUMTE 3a OLIEHKA Ha O(epTuTE.

Ha ocnoBanue un. 156, an. 3 or Hapepba Nel0/17.11.2011r. na M3, He
nojajiexaT Ha pasrjiexiaHe odeprH, KOMTO He OTrOBAPST HA H3HCKBAHMSTA HA
HACTOSIIATA NOKAHA MJIH €A C M3TEKJIA BAJHIHOCT.




B cworBercreme ¢ wr 12 or Hapen6a Nel0/17.11.2011r. npu nocraska ua
ICKapCTBEHH TPOAYKTH, BKIUCHH 3 opepTHTe, 3ambKUTETHO TpsabBa 1a ce
fIPCIOCTaBAd  NAPTMACH CEPTHEMKAT 38 KAYECTBO, CHOTBETHO ceprudukar 3a
OCBOOOIKIABAHE Ha NAPTHAATA HA JTEKAPCTBEHUS NPOIYKT.

Ipn oepupane Ha nexapctBenn apoxykTH, ChIbPKAIIM HAPKOTHYHH BeEIECTBa,
CC CNasB4T M3SHCKRAaHMATZ Ha 3aKOHA 33 KOHTPON Ha HAPKOTMYHUTE BEIICCTBA W
npekypcopure /SKHBIT/.

Benyky JOKYMEHTH, 10Ka3BaIH ChOTBETCTBIETO Ha YYaCTHUIHTE C IOCTABEHUTE
B IIOKaHaTd H3MCKBAHWA, CC OPEICTABAT B OPUTHMHAN WJIH KATO 3aBEPEHU BSIPHO C
OpUTMHalla KOIMs, IpUAPYKEHU ¢ MPEBOJ Ha OLITapcKH €3HK.
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