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MNPUTEXATEJIU

HA PABPEHIEHME 3A ThbPI'OBUS HA EAPO
C JIEKAPCTBEHHU ITPOAYKTH,
MOJIYHYEHO 110 PEJA HA

I'/IABA JEBETA OT 3JHIXM:

INOKAHA

3a npenocraBsine Ha odepra 3a JOCTABKA HAa Hepa3peuleHH 3a ynorpeba B
PenyGiauka Bbiarapus JexkapcTBeHH UPOAYKTH W JIEKADCTBEHH MNPOAYKTH
BKJIIOYEHH B CIHCHKA MO 4. 266a, aj1. 2 oT 3aKoHa 3a JeKapCcTBEHHTE NPOAYKTH B
XyMaHHaTa MeauuuHa no peaa Ha Hapen6a Ne10/17.11.2011 r. na MuUHHCTEPCTBO Ha
3apaBeonassanero /M3/, 3a KOUTO HIMa /leficTBAII0 PAMKOBO cniopasymenue ¢ M3.

YBAXKAEMM INIPEJCTABJISAABAILLH,

Ha ocHoBanue un. 156, an.l u un. 158, an. 1 or Hapeoba NelO) om 17.11.2011 2.
3a ycnosusima u peoda 3a jeyenue ¢ Hepaspeutenu sa ynompeba ¢ Penybaura Boaeapus
JlekapcmeeHy. npOOYKm, JeKapcmeeHy NpOOYKMU, Npuiaeanu u3ebH YCio6usama Ha
paspeuienuemo 3a ynompebd, u 1ekapemeenu npooyKmu 3a cvempaoamenna ynompeoa,
KaKkmo u 3a YClosusima u peodd 3d GKII0YEAHe, NPOMeHU, u3Kiodeane u 0oCmaeka Ha
Jlekapemeenu npoOyKmu om cnucvkd no 4a. 266a, ai. 2 om 3akona 3a nekapemeenume
npooykmu ¢ xymannama meouyuna, Bu oTnpasBsim HacTosliaTa nokaHa 3a npeicraBsiHe
Ha odeprd 3a J0OCTaBKa Ha JAOJNYONMCAHUTE JEKAPCTBEHU MPOAYKTH, BKJIKOYEHH B
crnucbKa nmo wi. 266a, an.2 or 3JIIIXM, kouro morat ja ObaaT U3r0JI3BaHW 3a JieUeHue
Ha MalMEeHTH Ha 1e4eOHOTO 3aBeIcHUE, KaKTo CJIe/1Ba:

Ne ot Cniuebka MexayHapoaHO JlexapcTBena
; Mepna
no u1.266a,a1.2 | ATC kox HellaTeHTHO dpopma n -
ot 3JIIIXM HAUMEHOBaHue © KOJUYECTBO
101 Al6AB14 Sebelipase alfa 2mg/ml concentrate | onakoBka
for solution for
infusion, 10ml




OdepTure ce M3roTBAT OTACIHO 33 BCEKi ¢/IMH NEKAPCTBEH MPOAYKT M 3a1b/DKUTETHO
cre/Ba a ChAbpHKAT cleHaTa MHpopMaums:

1. MexayHapoiHO HenaTeHTHO HanmeHoBaHKe /INN/ Ha akTMBHOTO BELLECTBO;

2. TbproBckO HAMMEHOBAHKE HA JIEKAPCTBEHUS IIPOLYKT;

3. Bux Ha nekapcrBeHara opma ¥ KOJIMY4ECTBO Ha aKTUBHOTO BELLECTBO B J1030Ba
eAMHULA;

4. TlpousBoauren;

5. KosinuecTBo B €/1Ha ONaKkoBKa

6. LleHa Ha nekapcTBEHUsI IPOLYKT;

7. Cpok Ha J10CTaBKa;

8. Cpok Ha BaJMJIHOCT Ha MpeJCTaBeHaTa LeHoBa odepra.

Kbm pgarata Ha W3BBPUIBAHE Ha HOCTaBKara, NOCTABEHUAT JICKAPCTBEH INPOAYKT
cjielBa Ja € ¢ MUHHMAJIEH OCTaTb4€H CPOK Ha roAHOCT HE MO-MaJIKO OT 1 (euHa)
roauHa.

Msicto Ha wu3nbiHeHue — Boapuuyna anrexka Ha YCBAJIE ,Axaa. UBan
Henues" EAJ.

M3uckBaHusi KbM yYaCTHULMTE — Jia MPUTEKABAT pa3pelleHue 3a TbPropusi Ha
e/1po, MOYYEHO MO peja Ha riasa aeseta oT 3JITIXM.

Kpurtepuit 3a ouenka — Haii-HHCKa nieHa. Ha nbpBo MSCTO ce Kjlacupa yyacTHHKA
Mpeaa0Kuil Hal-HUCKA LieHa Ha JIEKapCTBEHUS ITPOLYKT.

C OIPEeACICHOTO JIMIE;, KOETO Ja U3BBLpPUIKM JIOCTarkara, e Obae CKJIIOUYEH
JOTroBOp. CbIJIACHO MPUIIOKEHHUA KbM NOKaHaTa MpoeKT.

Odeprure, UrOTBEHN HaA Xapmuen Hocumen, ce 1noaaBat B Jl€J0BOACTBOTO Ha
YCBAIJIE "Akan. Usan [lenues" EAJL, rp. Cobus yn. 3apase Ne2 n.k. 143 1.

Odeprute, UIrOTBEHU HO eleKMPOHEH Nbm, Ce U3MPALLAT Ha €JIEKTPOHEH ajipec:
usbale.office@gmail.com, noanucanu ¢ ejnekTpoHeH noanuc no peaa Ha 3EJIEVY, B
cpok 10 22.10.2026r. - 16.004.

Odeprure 1we ce pasriexgar OT KOMUCHs, HA3HAYeHa CbC 3aroBe/]| Ha
M3IIBJIHUTENHNS IUpexTop. Pesynarature or padorata Ha KOMMCHATa Ce OTpassBaT B
NPOTOKOJ, KOWTO Ce MOANMUCBAa OT BCHUKKM uwieHose. KoMucusTa Kjiacupa y4aCTHHULIMTE,
KaTto pasrjiexiaa [npeactaBeHuTe OQepTH, YCTaHOBABA ChOTBETCTBUETO WM ¢
M3MCKBaHUATa Ha Bb3noxutens W oleHsBa OoQepTHTE HA JOMYCHATUTE YYACTHHULM,
ChIIIACHO KPUTEPUMTE 32 OLIGHKA Ha oepTUTe.

Ha ocuoBaume un. 156, an. 3 or Hapenba Nel0/17.11.2011r. na M3, He
nojJexarT Ha pasriexiaHe odepruH, KOUTO He OTroBapsiT HAa M3MCKBAHMSTA Ha
HACTOSIIIATA NOKAHA WIH €A ¢ H3TEeKJIA BAJIHIHOCT.




B coworBerctBue ¢ ui. 12 ot Hapenda Nel0/17.11.2011r. npu pocraBka Ha
JIEKapCTBEHW MPOJYKTH, BKIIOYEHM B oOdeprure, 3aJb/KUTENHO TpsabBa J1a ce
MpefocTaBs MapTHACH cepTUUKAT 3a KauyecTBO, CBOTBETHO ceprudukar 3a
0cB00OKAaBaHe Ha MAapTUAATA HA JIEKAPCTBEHUS MPOLYKT.

[lpu odepupane Ha JeKapcTBEHM NMPOJAYKTH, ChAbpKallll HAPKOTUUHM BELLIECTBA,
Ce Crna3BaT W3MCKBaHWsATAa Ha 3aKOHa 3a KOHTPOJ HAa HApKOTMYHMUTE BELLECTBA U
npexkypcopute /3KHBIT/.

Beuuku J0KyMEHTH, JOKa3Ballld ChOTBETCTBUETO HA YYACTHULIMTE C NOCTABEHUTE
B MNOKaHaTa WM3MCKBAaHWs, C€ MPEACTaBsAT B OPUIMHAJI WM KaTO 3aBEPEHH BAPHO C
OpUrMHaJa KOMHUS, MPUAPYIKEHU € NPEBOJ Ha OBbJITAPCKU E3HK.

MPO®. I-P MAPHSI OPBELIOBA, J{
M3MBJIHUTEJIEH JUPEKTOP
HA YCBAJIE ,,AKAJI, UBAH ITIEHY




