"~ YHMBEPCHUTETCKA CHELMAJU3UPAHA BOJHHUIIA
"/  3A AKTHBHO JEYEHHUE 10 EHAOKPUHOJOT 1S

;/ “AKAJl. UB. IEHYEB” EAJl - CO®USA
Teaedon: 895 60 01
COOUA 1431, yn. “ 3apase ™ Ne 2 ®akc: 987 41 45

Msx. Ng,Zépﬁ

Coust,. @ F.. 042026 1.

a0

INIPUTEXATEJN

HA PASPEHIEHUME 3A ThbPI'OBUS HA EJIPO

C JIEKAPCTBEHHU MPOAYKTH,

IOJIYYEHO 110 PEJIA HA I'/TABA IEBETA OT 3JIIIXM

IIOKAHA

32 mpefocTaBsiHe Ha odepra 3a [JOCTABKA HAa HepaspeuwleHH 3a ymnoTpeba B
PenyGinka bBbarapusi JexapcTBeHH NPOAYKTH M JIEKAPCTBEHH NPOAYKTH
BKJIIOYEHH B CITHCBKA MO 4Wi. 266a, a1, 2 or 3aKoHa 3a JIeKaPCTBEHUTE NPOAYKTH B
XyMaHHATa MeAHLHHA No peaa Ha Hapen6a Ne10/17.11.2011 r. na MunucTepeTBo Ha
31paBeona3BaneTo /M3/, 3a KOHTO HSIMA JIeHCTBAILO PAMKOBO copasyMenue ¢ M3.

YBAXKAEMMH ITPEJICTABJISIBAIIIM,

Ha ocnoBanue un. 156, an.1 v un. 158, an. 1 ot Hapeo6a No 10 om 17.11.2011 .
3a ycroeusma u pedd 3a Jleyenue ¢ Hepaspeuienu 3a ynompeba 6 Penybnuxa Bvicapus
Jlekapcmeenu  npOOyKmu, 1eKapcmeeny NpooyKmu, Npuideanu usebH YCIo8usmd Ha
paspeutenuemo 3a ynompeba, u 1ekapcmeeHu npoOyKmu 3a cvcmpadamenna ynompeba,
KAKmMo U 34 yCIo6uUsAma u.peoa 3a GKII0YEAHe, NPOMEHU, USKNIOYEAHe U OOCMABKA HA
JileKapemeeny npoOyKmu. Om cnucvka no 4i. 266a, an. 2 om 3axomna 3a nexapcmeenume
NpoOyKmu 6 xymannama meouyuna, Bu oTnpassM HacTosiaTa NoKaHa 3a NpeacTaBsiHe
Ha odepTH 3a JOCTaBKAa HA [OJYONHCAHUTE JIEKAPCTBEHM NPOAYKTH, BKIIOYEHH B
COMChKa 1o wi. 266a, an.2 or 3JIITXM, kouto morar ga ObIAT M3MOJ3BAHM 33 JICUCHUE
Ha MalMEeHTH Ha JIeueOHOTO 3aBe/ieHUe, KaKTO ClIeBa:

Ne or Cniucbka MexayHapoaHo
o 41.266a,a1.2 ATC xon HEIMaTEeHTHO ﬂel;aig;ie:;ic;p va eNLe}[{:) :aa
ot 3JIITXM HauMeHOBaHUe EURIHE
50 H02AB09 Hydrocortisone | 5 mg modified release | onakoBka
hard capsules
50 H02AB09 Hydrocortisone 10 mg modified OIaKkoBKa
release hard capsules




Odeprute ce M3roTBAT OTIEJTHO 3a BCEKM €/IMH JIEKAPCTBEH MPOIAYKT W 3aJb/DKMTENHO
clie/iBa ]a ChbpIKAT clieHata HHopMarus:

1. Mex1yHapoiHO HenaTteHTHO HauMeHoBaHue /INN/ Ha aKTHUBHOTO BelleCTBO;

2. TpproBcko HaMMEHOBaHUE Ha JIEKAPCTBEHUS MPOIYKT;

3. Buja Ha nexkapcTBeHarta opMa M KOJMUECTBO HA aKTUBHOTO BELLECTBO B 1030Ba
eAMHHLIA;

4. Ipoussoauten;

5. KonmuecTBo B €/1Ha onakoBKa

6. Llena Ha niekapCTBEHUs MPOLYKT;

7. Cpok Ha 10CTaBKa;

8. Cpok Ha BalIMAHOCT Ha NpejicTaBeHaTa LeHoBa odepTa.

KbMm JaTtaTa Ha UM3BBPLIBAHE Ha AOCTaBKaTa, NOCTABCHUAT JICKAPCTBEH INPOAYKT
cjieaBa Aa € ¢ MHHHMAQJIEH OCTAaTbY€H CPOK Ha IrOAHOCT HE I0-MaJIKO OT 1 (e)ma)

roagnHa.

Mscro Ha wusnbiaHenune — Boanunuyna anteka Ha YCBAJIE ,,Axan. Usan
Ilenue'" EAJL.

M3uckBanus KbM yyaCTHUUMTE — Ja MPUTEXKABaT pa3pelieHHe 3a ThProBUs Ha
€Ipo, MoJIy4€HO 110 peJa Ha riasa aeseta ot 3JIIIXM.

Kputepuii 3a olieHKa — Hali-HHCKa HeHa. Ha mbpBo MACTO ce Kiacupa yuacTHHUKa
NpeAI0XkKUI Hall-HUCKA LieHa Ha JIEKApCTBEHUS MPOJIYKT.

C ONpEAL/ICHOTO JIMLE, KOETO Ja HU3BLPUIK AoCTaBKara, LIe Oblle CKJIIOYEH
JOroBOp, CbINTACHO MPUJIOKEHHA KbM MMOKaHaTa IpoeKT.

Odeptute ce nogasat B cpok A0 10.07.2026 r. — 16:00 yaca.

Odeprute, U3roTBEHU HA Xapmuen Hocume, ce 1nojaBar B J{eJOBOACTBOTO Ha
YCBAIJIE "Akan. Usan [lenues" EAJL, rp. Codus yn. 3npase No2 n.k. 1431.

Odeprute, U3rOTBEHU NO e1eKMpPOHeH Nbm, Ce U3IIPaLIAT Ha eJISKTPOHEH ajipec:
usbale.office@gmail.com, noanucanu ¢ enekrpoHeH noanuc mno pexaa Ha 3EJEVY.

OCl)epTI/ITC me c¢€ pasrjexagar OT KOMHCHA, Ha3Hauy€Ha CbC 3anoBea Ha
UBITBJIHUTEIIHUA JUPEKTOP. PCB}/JITaTl/lTC oT pa60TaTa Ha KOMUCHsATAa CE€ OTpassBaT B
MPOTOKOJI, KOWTO ce MOJAMMUCBA OT BCUYKHU ujieHOBe. Komucusara Kjacupa y4yaCTHHUIMTE,
KaToO  pasrjexnaa - npeacTaBeHUTE od)epm,' yCTaHOBsAABa CBOTBETCTBUETO UM - C
U3UCKBaHUATA Ha Bb3noxurens u OLCHsBA O(bepTl/lTe Ha J0NYyCHATUTEC Yy4YaCTHULMU,
ChbINIaCHO KPUTCPUUTEC 3a OLICHKA Ha OQ)CpTl/lTe.



Ha ochoBanue un. 156, an. 3 or Hapen6a Nel0/17.11.2011r. na M3, me
HOAJIeKAT HA pasriexaaHe odepTH, KOUTO HE OTroBapsAT HAa HM3HCKBAHMSITA HA
HACTOAIIATA NOKAHA HJIM €A C H3TEKJa BAJHIHOCT.

B cworBerctBue ¢ una. 12 or Hapen6a Nel0/17.11.2011r. mpu nocrtaBka Ha
NICKapCTBEHU MPOAYKTH, BKIKOYEHM B odepTuTe, 3aIb/DKUTENHO TpsOBa Ja ce
MpefocTaBs MNapTHAEH CepTU(UKAT 32 KAuecTBO, CBHOTBETHO cepTHdMKAT 3a
0cB0OOK1aBaHEe Ha MAPTHAATA Ha JIeKapCTBEHHUS MIPOLYKT.

[Ipu odepupane Ha nekapcTBEHU MPOAYKTH, ChAbPIKAILM HAPKOTUYHY BELIECTBA,
Ce crnasBaT M3MCKBaHUATA HAa 3aKOHAa 3a KOHTPOJ HA HApPKOTMYHUTE BEIECTBA M
npekypcopute /3KHBIT/.

Beuuku 10KyMeHTH, J0Ka3Bally ChOTBETCTBMETO HA YUYACTHULIUTE C MIOCTABEHHUTE
B TOKaHaTa M3UCKBaHWs, C€ MpPEACTABAT B OPMIMHAl WM KaTO 3aBEPEHH BIPHO C
OpUruHajia Komus, NpUApYKEHH ¢ MPeBOJ] Ha ObJITapCKH €3HK.

MPO®. JI-P MAPUSI OPBEIIOBA, IM
U3 bJIHUTEJIEH JUPEKTOP ;
HA YCBAJIE ,AKAJl, UBAH HEH‘IEB"" E‘)m.




