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HA PA3PEHIEHUE 3A ThbPI'OBUS HA EAPO
C JIEKAPCTBEHHU ITPOAYKTH,
INOJIYYEHO I1O PEJIA HA I'VIABA JTEBETA OT 3JIIIXM:

INOKAHA

3a npegocraBsiHe Ha odepra 3a JocTaBKa Ha HepaspelleHd 3a ynorpeba B
PenyGiauka bBbarapuss JieKapcTBeHHM IPOAYKTH H JIEKAPCTBEHH IPOAYKTH
BKJIIOYEHH B CNUCHKA MO Wi. 266a, an. 2 or 3aKoHa 3a JeKapcTBeHHUTE NMPOAYKTH B
XyMaHHaTa MeAuLMHa no peaa Ha Hapen6a Ne10/17.11.2011 r. na MuHHCTEpCTBO HA
3apaBeona3BaneTo /M3/, 3a KOUTO HAMA JieliCTBALIO0 PAMKOBO criopasyMeHnue ¢ M3.

YBAXKAEMMU NNPEACTABJISIBAIIH,

Ha ocnoBanwue uj. 156, an.l v un. 158, an. 1 ot Hapeoba NelO om 17.11.2011 2.
3a ycaoeusima u pedd 3a jledenue ¢ Hepaspeuienu 3a ynompeba ¢ Penybnuxa bvneapus
JIeKApPCMeeHU NpoOyKmu, JIeKapcmeenu NpoOYKmMu, NpuiazaHu u3evbH YCIO6UAma Ha
paspewenuemo 3a ynompeba, u 1eKapcmeeHu npooyKmu 3a cvempaoamenia ynompeoa,
KAKmo u 3a ycioeusama u peoa 3d 6KII0Y8AHe, NPOMEHU, U3KII0YéaHe U 00CmaeKka Ha
JleKapemeeHu nPOOYKmu om chucvka no yi. 266a, anr. 2 om 3axkouna 3a nekapcmeeHume
npooykmu 6 xymannama meouyuna, Bu oTnpaBsM HacTosLlaTa MOKaHa 3a MNpeacTaBsHe
Ha odepTu 3a JOCTaBKa Ha JOJyONMCAHUTE JIEKAPCTBEHWM NPOJLYKTH, BKJIIOYEHH B
crucbKa no 4j. 266a, an.2 or 3JIIIXM, kouto MoraT ga ObJaT M3MOJ3BAaHU 3a JIeUEHUE
Ha MalUeHTH Ha JieueOHOTO 3aBeIeHUE, KaKTO Cle/Ba:

Ne or Cnucbka MexayHapoaHo
nmo 4wi.266a, an.2 | ATC kop HEMATEHTHO ﬂekaﬁz;ie:;gloopma 4 el\’f‘e::aa
ot 3JIIIXM HalMEHOBaHHe 8 =
69 A16AAQ07 Metreleptin 5,8 mg powder for solution | onakoBka
for injections (nmpax 3a
WHIKEKL[MOHEH Pa3TBOP)




OdepruTe ce U3rOTBAT OTIEIHO 32 BCEKM €AWH JEKApCTBEH MPOAYKT U 3aJbJKUTEIIHO
crie/iBa Jia ChAbpIKaT clieHaTa HH(popMaLus:

1. MexayHapoqHo HenateHTHO HaumeHoBaHue /INN/ Ha aKTHBHOTO BELLECTBO;

2. THProBcko HaMMEHOBAHKE Ha JIEKApPCTBEHHUs POLYKT;

3. Bun Ha nekapcTBeHarta GopMa ¥ KOJIMYECTBO Ha aKTHUBHOTO BELIECTBO B 1030Ba
eAMHULA;

4. TTlpousBoaUTE;

5. KonnuecTBo B e1Ha onakoBKa

6. Llena Ha nekapcTBEHMsI NPOAYKT;

7. Cpox Ha A0CTaBKa;

8. Cpok Ha BalMJHOCT Ha Mpe/cTaBeHaTa LieHoBa odepra.

K®M parata nHa W3BBbPLIBAHC HaA JOCTaBKaTa, NOCTaBEHHUAT JICKAPCTBCH INPOAYKT
clie[Ba J1a € ¢ MHHHMAaJIeH OCTAaTb4Y€H CPOK HA IOAHOCT HE IMO-MaJIKO OT 1 (elea)
roguHa.

MscTo Ha usnbiHeHue — BoannuHa anreka Ha YCBAJIE ,,Axan. HUBan
IHenueB'" EAJL

M3uckBaHKs KbM YYaCTHULMTE — Jia MPUTEKaBaT pa3pelieHHe 3a ThProBusi Ha
epo, NMoJy4eHo Mo peaa Ha riasa aeseta ot 3JITIXM.

Kpurepwuii 3a oieHka — Hali-HHCKa neHa. Ha mbpBo MACTO ce Kiiacupa y4acTHUKa
NpeUIokKII Hali-HUCKA 1i€Ha Ha JIEKapCTBEHMUs NPOLYKT.

c ONPEACJICHOTO JIMLE, KOCTO Ja HU3BBPLIM [A0CTaBKaTa, WIS ObJe CKJIIOYEH
JOrOBOP, ChIVIACHO MPHUJIOXKEHUA KbM NOKaHaTa MpPOECKT.

Odeprure, U3rOTBEHU HA XapmueH Hocumen, ce 1nojasar B Jlen0BOACTBOTO Ha
VCBAJIE "Akan. WBan [Tenues" EAJL, rp. Codus yn. 3apase Ne2 n.x. 1431.

O¢eprute, U3TOTBEHH NO e1eKMPOHEH Nbm, CE U3MPALIaT Ha EIEKTPOHEH a/Ipec:
usbale.office@gmail.com, noanucanu ¢ enekTpoHeH noanuc no peaa Ha 3EJAEYY,

OdgepruTe ce nogasat B cpok A0 14.05.2026r. - 16.004.

Odeprute 1wWe ce pa3riexaaT OT KOMHUCHMs, HasHauyeHa CbC 3arnoBe] Ha
W3IBbJIHUTENHUS IupekTop. Pesynratute oT paborara Ha KOMHCHUsITA C€ OTpas3siBaT B
MPOTOKOJ, KOMTO ce MOJANMMUCBA OT BCUUKM ujeHoBe. Komucusara knacupa y4acTHULMTE,
KaTo pasrjexia MpeacTaBeHUTe OQepTH, YCTAHOBABA CbHOTBETCTBHETO WM C
M3MCKBAHUATA Ha Bb3jokuTenss W oueHsBa oQepTUTe Ha JONYyCHATUTE YYacTHHLH,
CBIJIACHO KPUTEPUUTE 3a OLEHKa Ha odepTuTe.



Ha ocnosanue un. 156, an. 3 or Hapenba Nel0/17.11.2011r. na M3, He
NOIeKAT HA pasriekiaHe odepTH, KOUTO He OTroBapsT HAa H3HMCKBAHHMATA Ha
HACTOSIIATA MOKAHA WJIM €A C M3TEK.J1a BaJWIHOCT.

B cnorBerctBue ¢ uin. 12 or Hapen6a Nel0/17.11.2011r. mpu mocraBka Ha
JIEKApCTBEHW TMpPOAYKTH, BKJIIOYEHH B oOQepTuTe, 3aQbDKUTE]IHO TpsAbBa Ja ce
MpejocTaBsi MapTUAEH cepTUHMKAT 3a KayecTBO, CHOTBETHO cepTUdUKAT 32
0cBO0OJXK/IaBaHe Ha MapTH/IaTa Ha JeKapCTBEHHs MPOAYKT.

Ipu odepurpane Ha JieKapCTBEHH MPOAYKTH, ChAbPHKALIM HAPKOTUUHH BELIECTBA,
ce crasBaT HM3MCKBaHMATA Ha 3aKOHAa 3a KOHTPOJ HAa HApKOTHYHMUTE BEILECTBA U
npekypcopute /3KHBIT/.

Bcuuku 10KyMEHTH, JOKa3Balld ChOTBETCTBUETO HA YYAaCTHULIUTE C TOCTABEHUTE
B MOKaHATa WM3UCKBAHMS, C€ MPEACTaBAT B OPUIMHAN MM KaTO 3aBEPEHM BAPHO C
OpUrMHana Komnwus, IpuApyKEHU C MPEBOJ Ha ObIArapcKu e3uK.

[MPO®. JI-P MAPUS OPBELNOBA, IM
M3ITbJHUTEJIEH JUPEKTOP ‘
HA YCBAIJIE ,,AKA/l, UBAH IIEHYEB* E.




