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[MPUTEXATEJIHA

HA PASPEHIEHHUE 3A TBPI'OBUS HA EAPO
C JIEKAPCTBEHH INPOJAYKTH,
INOJYYEHO 11O PEJIA HA T'JIABA JJEBETA OT 3JIIIXM

INOKAHA

3a mpejocTaBsine Ha odepra 3a JOCTaBKAa Ha HepaspelleHH 3a ynorpefa B
PenyOiuka Bbarapusi JekapcTBeHH MNPOAYKTH M JIeKAPCTBEHH NPOAYKTH
BKJIIOYEHH B CIIHCHKA N0 4. 266a, ain. 2 or 3akoHa 3a JileKapcTBEHHTE NMPOAYKTH B
XyMaHHATa MeJHLIHHA o peaa Ha Hapea6a Ne10/17.11.2011 r. na MuHHCTEPCTBO HA
3apaBeonasBaHeTo /M3/, 3a KOMTO HsIMa JlefiCTBALIO PAMKOBO crniopasymenne ¢ M3.

YBAYKAEMM ITIPE/ICTABJISIBAILIHA,

Ha ocnoBanue ui. 156, an.1 u un. 158, an. 1 or Hapeoba No 10 om 17.11.2011 2.
3a ycarosusima u peda 3a jevenue ¢ nepaspewenu 3a ynompeba ¢ Penybauxa Bwvreapus
llexapcmeenu NPOOYKMU, JeKApCmeeHu NpooyKmu, Npuideanu U3evH YCiosusma Ha
paspewenuemo 3a ynompeba, u 1exapcmeenu NPOOYKMuU 3a cvempadamenna ynompeoa,
KaKkmo u 3a ycioeusama u peoa 3a 6KII0Y6AHe, NPOMEHU, UKIIOHeane u 00Cmaeka Ha
Jekapemeenu npooykmu om cnucvka no 4a. 266a, an. 2 om 3axkona 3a aexapcmeenume
npooyKkmu 6 xymannama meouyuna, Bu otnpapsm HactosiLata nokava 3a MpejicTaBsHe
Ha odepTn 3a NOCTABKA Ha JOJYONMCAHUTE JIEKAPCTBEHM NMPOAYKTH, BKJIHOYEHH B
crnucbKa no 4. 266a, an.2 ot 3JIIIXM, kouto moraT aa ObAaT M3MOA3BAHM 34 JieYeHHe
Ha MauueHTH Ha JieueObHOTO 3aBeIeHNe, KaKTOo Clle/iBa:

Noe ot Crninebka MexayHnaponHo
no uj.266a,a1.2 ATC xon HENaTeHTHO ﬂe?iﬁfﬁ;ﬁ:}pma CM:E:aa
ot 3JIITXM HaMMeHOBaHue ’ A 4
48 HO02AB09 Hydrocortisone | 5 mg modified release | onakoska
hard capsules
48 HO2AB09 Hydrocortisone 10 mg modified ONnakoBKa
release hard capsules




OdepTute ce M3rOTBAT OTAETHO 32 BCEKM €IMH JIEKAPCTBEH MPOAYKT M 3aXbIKUTEHO
clie/1Ba J1a Ch/bpKaT clieHaTa MHOpMAaLIUs:

1. MexayHapoaHO HenaTeHTHO HauMmeHoBaHue /INN/ Ha aKTUBHOTO BEIECTRO;

2. TbproBcko HAMMEHOBAHWE Ha IEKAPCTBEHUS MPOLYKT;

3. Bun na nexapctBeHara opma U KOJMUYECTBO HAa AKTUBHOTO BELLECTBO B 030Ba
CIAHHHULIA,

4. [Ipoussoauren;

5. KonunuecTtBo B e1Ha onakoBka

6. Llena Ha niexapcTBEHUS MPOAYKT;

7. Cpok Ha jocTaBka;

8. Cpok Ha BaJIMJIHOCT Ha NpeAcTaBeHaTa LeHoBa odepra.

KbM jiarata Ha u3BbpIIBaHE Ha JOCTAaBKATA, JOCTABEHMST /1€KAPCTBEH MPOAYKT
clie/iBa Ja € C MHHHMAJIEH OCTATBHYEH CPOK HAa FOAHOCT He No-Maiako ot 1 (egua)

roauHa.

Msicto Ha usnbiaHenve — Boanwuna anteka Ha YCBAJIE ,Axaan. MBau
IlenueB'" EAJIL.

M3uckBaHus KbM y4yacTHULIMTE — Jia NIPUTEXKABAT paspellieHHe 32 ThProBHs Ha
€/Ipo, MoJIy4eHo Mo peaa Ha raasa jaesera ot 3JITTXM.

Kputepuii 3a ouerka — naki-nucka nena. Ha nmbpBo MscTo ce Kiacupa yuacTHUKa
MpeJyIoJKUII Hal-HUCKA LIeHa Ha JIEKapCTBEHUS NPOAYKT.

C OINpene/IeHOTO JIMLE, KOETO [a H3BbpIUM JocTaBKara, Lie Objie CKJIHOYEH
AOroBOp, CbIJIACHO MPHUIIOKEHHA KbM MOKaHaTa MpoeKT.

Odeprure ce nosasar B cpok 1010.03.2026 r. — 16:00 yaca.

Odeprure, U3rorBeHn Ha xapmuen Hocumen, ce nojasar B Jle0BOACTBOTO Ha
YCBAIJIE "Akan. UBan [Nenues" EAJL, rp. Codus yii. 3apase Ne2 n.k. 1431.

Odeprute, U3roTBeHU NO eleKmMpoHen nbm, ce U3NPALLAT HA EIEKTPOHEH aJIpec:
usbale.office@gmail.com, noanucanu ¢ enexrpoHen noanuc no peaa va 3EJIEVY.

Odepture me ce pasriexaar OT KOMMCHS, HA3HAYe€Ha CbC 3aMOBE] Ha
M3MBJIHUTENHUA AupekTop. Pesynrarure ot paborata Ha KOMHUCHATA ce OTpassiBar B
MPOTOKOJI, KOWTO €€ MOANMCBA OT BCHYKHM 4iaeHoBe. Komucusita Kiacupa yuacTHULIMTE,
Karo pasriexja npejacraBeHute oQepTH, YCTaHOBSBA CBLOTBETCTBUETO MM €
M3UCKBaHMATA Ha Bb3nokurens v oueHsBa ofepTuTe Ha JOMYCHATHTE YYaCTHHIIM,
CBIJIACHO KPUTEPUUTE 3a OLleHKa Ha odepruTe.



Ha ocHoBanme un. 156, an. 3 or Hapenba Nel0/17.11.2011r. va M3, e
MO/IeKAT HA pasrjexaaHe odepTH, KOHTO He OTroBApST HA M3HCKBAHMSATA HA
HACTOSINIATA MOKAHA WIH €A ¢ H3TEKJIa BAJTHIHOCT.

B cvorserctBue ¢ uia. 12 or Hapenba Nel0/17.11.2011r. npu nocraBka Ha
JIEKApCTBEHU TMPOJYKTH, BKIOYEHW B oQepTuTe, 3aAbIDKUTENHO TpsOBa jaa ce
MpeocTaBs NapTUaeH cepTMMKAT 33 KauecTBO, CHOTBETHO cepTHMKAT 3a
0cBOOOXK/1aBaHe Ha NapTH/ATa HA JIEKAPCTBEHUS NPOJLYKT.

[1pu oepupane Ha nekapcTBEHU NMPOAYKTH, ChAbPKALLIA HAPKOTUUHK BEIECTBA,
Ce CrasBaT M3WCKBaHMATA Ha 3aKoHa 3a KOHTPOJ HAa HApKOTUYHWTE BELIECTBA W
npekypcopute /3KHBIT/.

Beuuku 10KymMeHTH, 10Ka3Ballll ChOTBETCTBUETO HA YYACTHULIUTE C MOCTABEHUTE
B MOKAaHaTa M3MCKBaHWA, Ce MpPEACTaBAT B OPUIMHAN MM KAaTO 3aBEpeHH BSIPHO C
OpUruHaja Konus, NpUApYKEHU ¢ NpeBoj Ha ObATapCKH e3HK.

IMPO®. I-P MAPUSI OPBELIOBA, IM
M3ITbJIHUTEJIEH IMPEKTOP
HA YCBAIJIE ,,AKAJl, UBAH IEHYEB“ E




