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NPUTEXATEJIA

HA PA3PEIIEHUE 3A ThPI'OBUS HA EAPO

C JEKAPCTBEHHU NMPOJAYKTH,

MOJIYYEHO I10 PEJIA HA I'VTIABA IEBETA OT 3JIIIXM

[NOKAHA

3a mpegoctaBsiie Ha odepra 3a J0CTABKA HA HepaspelleHH 3a ymorpeba B
Peny6iuka Bbarapusi JeKapcTBeHH NPOAYKTH M JIEKAPCTBEHH MPOAYKTH
BKJIIOYEHH B CIHCBKA 1Mo Wi 266a, aa. 2 ot 3akoHa 3a jieKkapcTBeHHTe MPOAYKTH B
XyMaHHATa MeAuLHHA 110 peaa na Hapen6a Ne10/17.11.2011 r. va MuHnCTEpCTBO Ha
3apaBeonassanero /M3/, 32 KOMTO HsIMa JefiCTBAIIO PAMKOBO criopasymenne ¢ M3.

YBAJKAEMM MPEJCTABJISIBALLIH,

Ha ochoBanue uji. 156, an.l u un. 158, an. 1 or Hapeoba No 10 om 17.11.2011 2.
3a YCao8usma u peod 3d 1eyeHue ¢ Hepaspeulenu 3a ynompeba ¢ Penybauxa bvrzapus
nexapemeenuy npoOyKmu, NeKApemeenu npoOyKmu, NpUlazanu usevH yciosusimd Hd
paspewenuemo 3a ynompeoa, u 1exapcmeeny npoOyKmu 3a CoCmpaoamenna ynompeba,
KAKMO U 3a YCI0GUAMA U pedd 3a 6KNOYEANe, NPOMEHU, USKIIOY6aHe U 00CmasKa Ha
Jlekapemeeny npoodykmu om cnucvka no 4. 266a, ar. 2 om 3akona 3a nexkapemeenume
npodykmu 6 Xymannama meouyuna, Bu oTnpaBsiM HaCTOALLATA MOKaHA 3a NPEACTABAHE
Ha odepTH 3a JOCTaBKAa Ha JOJYONMCAHWTE JIEKAPCTBEHM MPOAYKTH, BKIIOHYECHH B
cruehbKka no 4wi. 266a, an.2 or 3JIIIXM, kouto moraT jaa ObJaT W3MOJ3BAHU 32 JIEUEHHE
Ha MalMeHTH Ha ieueOHOTO 3aBeIeHHE, KaKTo clie/Ba:

No ot Cniucbka Mex 1yHapoHO .
no 41.266a,an.2 ATC kon HEMaTeHTHO ﬂexf?{zgze:eac?;opnda ezduelf:ja
ot 3JINIXM HAaUMEHOBAHHUE
50 HO02AB09 Hydrocortisone | 5 mg modified release | onakoska
hard capsules
50 HO02AB09 Hydrocortisone 10 mg modified OMaKoBKa
release hard capsules




OCI)epTHTC Ce M3roTBAT OTJICJHO 38 BCEKH €JWH [IEKapCTBEH MPOAYKT M 3a1bJ/KHUTEIHO
clie/Ba Ja CbAbpKar cjie/iHaTa HHd)OpMaLII—‘IHI

1. MexayHapo/IHO HenaTeHTHO HaumeHoBaHue /INN/ Ha aKTHBHOTO BEILECTBO;

2. THProBCKO HAUMEHOBAHHUE Ha JIEKAPCTBEHUS MPOAYKT;

3. Bua Ha nekapcTeHara gopma W KOJIM4eCTBO Ha aKTHBHOTO BELIECTBO B 1030Ba
eIMHMLA;

4. [Tpoussoauren,

5. KoauuecTBO B €1Ha ONAKOBKa

6. llena Ha neKapCTBEHHs MPOLYKT,

7. CpoK Ha A0CTaBKa,

8. Cpok Ha BaJM/JHOCT Ha MpeJICTaBeHaTa LieHoBa odepTa.

KbM gatara Ha M3BbpIIBAHE HA JOCTaBKATA, JOCTABEHMAT JICKAPCTBEH MPOAYKT
clleBa a € C MHHMMAJEH OCTAThYEH CPOK HA IOJHOCT He No-Majko oT 1 (eaHa)

roJJHHA.

Msicto Ha usnbiHenue — Boanmuna anteka Ha YCBAJIE ,,Axan. HBan
Ilenues" EAJL

M3ucKBaHUsa KbM YYaCTHULIMTE — J1a MPUTEXKaBaT paspelieHHe 32 ThbProBusi Ha
e/Ipo, NoJIyYeHo Mo peja Ha rnasa aesera ot 3JIIIXM.

KpuTepwii 3a olieHKka — Hali-HuCcKa nena. Ha mbpBo MACTO ce Kjlackpa yqacTHUKa
[peIoNW Hali-HMCKa LeHa Ha JIEKapCTBEHHS MPOAYKT.

LB OMNpeneyieHoTo JHLE, KOETO Ja W3BBpIIM J0oCTaBKara, LIC Obae CKIoueH
JOroBOP, CbIJIACHO MPHIIOIKEHHA KbM NnoKaHara npockKT.

Odeprute ce nojasar B cpok a0 14.04.2026 r. — 16:00 uaca.

OdepruTe, U3rOTBEHH HA XApmuex Hocumen, ce nojasar B JlenoBojCTBOTO HA
YCBAJIE "Axan. Usan INenues" EAJL, rp. Codus yn. 3apase Ne2 n.k. 1431.

OdyepryTe, U3rOTBEHU NO eAEKMPOHEH b, C U3NPALIAT HA SJICKTPOHEH a/Ipec:
usbale.office@gmail.com, nMojAnMMcany ¢ eNeKTPOHeH nojanuc no peaa Ha 3EJEVY.

Odeprure e ce pasraexaaT OT KOMMCHsA, HasHaueHa CbC 3arnoBel Ha
W3NMBAHUTENHUA aupekTop. Pesynrarure or paborara Ha KOMMCHsTa Ce OTpassBaT B
MPOTOKOJ, KOMTO ce MOAMKCBA OT BCHUKH uneHoBe. KomMuCHATa Kiackpa y4acTHHUMTE,
KaTo pasriexaa npeictaBeHuTe OdepTd, YCTaHOBABA CHOTBETCTBUETO WM - C
W3UCKBaHMATA HAa BB3nokuTens M OlEHsABa OQepTUTE Ha JOMYCHATUTE Yy4aCTHULM,
CBHIJIACHO KPUTEPUHTE 3a OLIeHKa Ha odeprure.



Ha ocnosaume ui. 156, an. 3 or Hapeaba Nel0/17.11.2011r. na M3, ne
MOIeKAT HA pasriexgane odeprd, KOHTO He OTrOBADAT HA M3HCKBAHMATA HA
HACTOSIIATA NOKAHA HJIH €3 ¢ H3TEKJIa BAJIUIHOCT.

B cworBerctBue ¢ 4ia. 12 or Hapenba Nel0/17.11.2011r. npu aoctaBka Ha
JIeKapcTBEHM NpOJYKTH, BKIIOYEHH B oQepTuTe, 3ab/KMTENHO TpsbBa Ja ce
MpefocTaBs napTHAeH cepTMdMKAaT 3a KayecTBO, CBOTBETHO CepTHHUKAT 32
0cBOOOXK/1aBaHe Ha MapTHaTa Ha JIEKAPCTBEHHS NPO/LYKT.

Ipu oepupane Ha 1eKapCTBEHU MPOAYKTH, ChAbPKALLM HAPKOTHYHN BELIECTBA,
ce CcrasBarT M3UCKBaHMATA HAa 3aKOHAa 3a KOHTPOJ HAa HApKOTHUHMTE BELIECTBA H
npekypcopute /3KHBIT/.

BcuuKM JOKYMEHTH, J0Ka3Ball¥ ChOTBETCTBMETO HA YYACTHULIUTE C NOCTABEHUTE
B MOKaHaTa WM3MCKBAHMA, Ce€ MPEICTaBAT B OPUIMHAJ WJIM KaTO 3aBEpPEHU BAPHO C
OpUrHHaNa KOMKs, NPUAPYIKEHH C MPEBOJ HA ObATapCKu e3UK.

MNPO®. I-P MAPUS OPBEIIOBA, IM
U3INBJIHUTEJIEH TUPEKTOP
HA YCBAJIE ,AKA/l, UBAH IIEHYEB* EA}],




