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J0O

NPUTEXATEJIN

HA PA3PEIIEHMUE 3A THPT'OBUS HA EJIPO
C JIEKAPCTBEHHU INPOAYKTH,
MMOJIYYEHO 11O PEJTA HA

I'JIABA JEBETA OT 3JIIIXM:

INOKAHA

3a mnpepocraBsiHe Ha odepra 3a JOCTABKa HA Hepa3peumleHH 3a ymorpeba B
PenyGiiuka bbarapus JiekapcTBeHH NPOAYKTH W JIEKAPDCTBEHH MPOAYKTH
BKJIIOYEHH B CMHUCHbKA MO 4. 266a, aji. 2 0T 3aK0HA 32 JIeKAPCTBEHHTE NMPOIAYKTH B
XyMaHHAaTa MeAuLKHa 110 peaa Ha Hapen6a Ne10/17.11.2011 r. na MuHHCTEPCTBO Ha
3apaBeoniasBanero /M3/, 3a KOMTO HAMA JelicTBALO PAMKOBO ciiopadymenne ¢ M3.

YBAXAEMMU IPEACTABJIABAIIH,

Ha ocHoBanue un. 156, an.1 v un. 158, an. 1 ot Hapeoba Nel() om 17.11.2011 2.
3G yclnosusma u peda 3a ievenue ¢ Hepaspeuenu 3a ynompeba ¢ Penybonuxa Bvieapus
JIeKapCmeeHu NPOOYKmM, JieKapcmeeHu HNpoOyKmu, NpUuIdeanu U3BvbH YCI08UAMA HA
paspeuieHuemo 3a ynompeoa, 1 1ekapcmeeHy npooyKmu 3a cvempaoamenna ynompeoa,
KAKMO U 3a YCIORUAMA U pecd 3a GKIIOYEAHE, NPOMEeHU, UKINI0YEAHe U 00CMABKA Hd
Jlekapcmeenu nPoOyKmu om cnucvxa 1o 4a. 266a, an. 2 om 3axkona 3a nekapcmeenume
NPOOYKmMU 6 XymauHama meouyurd, BU OTNpaBsiM HACTOsIIATa NOKaHa 3a MpeCTaBsHe
Ha odepTy 3a JOCTaBKa Ha JOJYONMCAHWTE JIeKApCTBEHW TNPOJAYKTH, BKIOYEHU B
criuchKa 1o wi. 266a, an.2 or 3JIIIXM, kouro Mmorat na ObAaT U3MOJN3BAHU 3a JieUeHUE
Ha NayUeHTH Ha JeueOHOTO 3aBeeHre, KaKTo Clie/iBa:

Ne or Cnuebka MescayHapoaHo Jlexapcrsena
Mepna
no wi.266a,an.2 | ATC kox HenaTeHTHO dopma n S
ot 3JIIXM HAHMEHOBaHHe KOJIHYECTBO
101 Al6AB14 Sebelipase alfa 2mg/ml concentrate | onakoBka
’ for solution for
infusion, 10ml




Od)emee CC MU3roOTBAT OTACITHO 3a BCECKU €AKWH NEKAPCTBEH MPOAYKT W 3aQbJ/DKUTEIIHO
CJieiBa Jia CbAbpaKaT CiaeaHaTra nmbopmauuﬂ:

1. MexayHapo1HO HenaTeHTHO HauMeHoBaHue /INN/ Ha aKTUBHOTO BEIIECTBO;

2. TproBcko HaUMEHOBaHHUE HA JIEKAPCTBEHUS NIPOJYKT;

3. Bua Ha nekapcTBeHaTa (JopMa v KOJIMYECTBO Ha aKTHBHOTO BELIECTBO B J030Ba
eAMHULIA;

4. IlpousBoaurei;

5. KonanuecTBo B €Ha OnakoBKa

6. Llena Ha nekapcTBeHHs MPOJYKT;

7. CpoK Ha 10CTaBKa;

8. Cpok Ha BaJMAHOCT Ha [Ipe/ICTaBeHaTa LeHoBa odepTa.

KbMm JaTtaTa Ha U3BbpUIBAHE Ha AOCTaBKara, JOCTABCHUAT JIEKaApCTBEH INPOAYKT
cjeBa a ¢ ¢ MHHHMAaJIEH OCTaATh4Y€H CPOK Ha IOJHOCT HE MO-MaJIKO OT 1 (e}lHa)
roauHa.

Mscro Ha u3nbiHeHue — boanuyna anreka Ha YCBAJIE ,,Axan. HMBan
Ilenuen' EAJL

M3uckBaHus KbM yyaCTHULMTE — Jia MPUTEXKABAT pa3pellieHUe 32 ThProBusi HA
€Apo, NoJIy4yeHo No peaa Ha ruasa aesera ot 3JIIIXM.

Kputepuit 3a oleHka — Hali-HHCcKa neHa. Ha mbpBo MsCTO ce Kilacupa yyacTHHKa
NpeUI0KNI Hali-HUCKA LieHa Ha JIEKApCTBEHUS MPOAYKT.

C ONpeAC/ICHOTO JHMIE, KOCTO J[a U3BBPLIM AO0CTaBKarta, ILIE Oble CKIIOYEH
AOTrOBOpP, ChIVIACHO MPUJIOKEHHUA KBM INMOKaHaTa MpoOeKT.

Odeprure, U3rOTBEHU HA XapmueH Hocumen, ce noaasat B JleJ0BOJACTBOTO Ha
YCBAIJIE "Akaa. MBaH Ilenues" EAJL, rp. Codus ya. 3apase No2 m.x. 1431.

Odeprute, USrOTBEHU HO €1eKMPOHEH Nbm, Ce U3MPALIAT Ha €JIeKTPOHEH aJpec:
usbale.office(@gmail.com, noanucanu ¢ enekTpoHeH noanuc no peaa Ha 3EJIEVY, B
cpok 10 06.08.2026r. - 16.00u.

Odeprure e ce pasriaexjaar OT KOMHCHs, Ha3HayeHa CbC 3aroBel Ha
U3IIBJIHUTENHMS AupekTop. Pesynrarute or paborata Ha KOMMCHUSTAa ce OTpassBarT B
MPOTOKOJI, KOMTO ce MOoJNMcBa OT BCUUKM 4iieHoBe. KomucusTa Kiacupa y4acTHULIUTE,
KaTo pasriexzaa MnpeiactaBeHuTe odepTd, YCTaHOBSIBA CHOTBETCTBUETO WM C
U3MCKBaHWATa Ha Bb3noxurens u oueHsBa odepTUTE Ha JOMYCHATUTE YYACTHHULIH,
CBIIACHO KpUTEpUUTE 3a OLIEHKa Ha odepTuTe.

Ha ocnoBanme un. 156, an. 3 or Hapenba Nel0/17.11.2011r. na M3, He
NojJIesKaT Ha pasrieskgaHe odepTH, KOHTO He OTrOBapsiT Ha W3HCKBAHUATA HA
HACTOAMIATA NOKAHA HJIM €3 € U3TEKJIAa BAJUIAHOCT.




B cworBerctBue ¢ uia. 12 or Hapenba Nel0/17.11.2011r. mpu pocraBka Ha
NeKapCTBEHH MpPOAYKTH, BKJIOYEHM B odeprTure, 3aIb/DKUTENHO TpsibBa na ce
npeiocTaBsi TApTHACH CepTU(PUKAT 3a KauecTBO, CBOTBETHO cepTHduKaT 3a
0cB00OXKAaBaHe Ha MapTUATA HA JTEKAPCTBEHHS MPOAYKT.

Ilpu odepupane Ha neKapcTBEHH MPOAYKTH, ChABPKALM HAPKOTHYHH BEIECTBA,
ce cra3BaT M3MCKBaHMATA Ha 3aKOHa 3a KOHTPOJ Ha HApKOTHMYHMTE BELIECTBA U
npekypcopute /3KHBIT/.

Bcuuku 10KyMEHTH, I0Ka3Ballld ChOTBETCTBMETO HA YYACTHULMTE C MOCTaBEHUTE
B MOKaHaTa M3MCKBAHHUS, C€ MPEACTABAT B OPUTMHAJ WJM KaTO 3aBepeHH BSPHO C
OpMIvHana Konus, NpUAPYKEHH ¢ MPEBOJ Ha ObJArapcKu e3uK.

[MPO®. I-P MAPHUS OPBELIOBA, IM
U3IbJIHUTEJEH TUPEKTOP
HA YCBAIJIE ,,AKAJl, UBAH ITEH




