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NMPUTEXATEJIA

HA PA3PEIIEHHUE 3A THhPI'OBUS HA EIPO

C JEKAPCTBEHU NPOAYKTM,

MOJIYYEHO 110 PEJIA HA I'JIABA JEBETA OT 3JIIIXM

IIOKAHA

3a npexocTaBsiHe Ha oepTa 3a JOCTABKA HAa HepaspelleHH 3a ynorpeba B
PenyOiiuka bBoirapusi JiekapcTBeHH MPOAYKTH M JIEKAPDCTBEHM MPOAYKTH
BKJIIOYEHH B CMHUCBHKA MO Wi 266a, aa. 2 o 3aKoHa 32 JIeKapCTBEHUTE NPOAYKTH B
XyMaHHaTa MeauuuHa no peaa na Hapen6a Ne10/17.11.2011 r. nHa MHHHCTePCTBO Ha
3paBeona3BaHeTo /M3/, 32 KOUTO HSIMA AEHCTBAIIO PAMKOBO CIIOpasyMeHue ¢ M3.

YBAXKAEMHU NPEJACTABJISIBAIIH,

Ha ocuoanue ui. 156, an.l u un. 158, an. 1 or Hapeoba No 10 om 17.11.2011 2.
3a yenosusima u peda 3a Jeuenue ¢ nepaspeuienu 3a ynompeba ¢ Penybnuxa bvieapus
nexapemeeny NPOOYKMu, JeKapCmeeHu NpoOyKmu, NpUiaeanu U3evH Yciosusma Ha
paspewienuemo 3a ynompeba, u 1ekapcmeenu npOOYKmu 3a cvcmpaoamesnna ynompeoa,
KAKMO U 3a YCl06UAma u pedd 3a 6KI0HEAHe, NPOMEHU, USKIIOU6AHe U 0OCMAEKA HA
JexapemeeHy npoOyKmi om cnucvka no 4n. 266a, an. 2 om 3aKona 3a nexapcmeenume
npodykmu 6 Xymannama meOuyuna, Bu OTIpaBsAM HAcTOsIIATA MOKaHA 3a MNpeCTaBsiHe
Ha odepTH 3a HOCTaBKAa Ha JOJYONMCAHMTE JIEKApCTBEHW TNPOAYKTH, BKIIIOYCHH B
CIIMCBHKA 10 4. 266a, an.2 ot 3JIIIXM, kouto mMoraT Aa ObaaT U3IMOJ3BaHU 3a JeUeHHe
Ha NalMEHTH Ha JIeueOHOTO 3aBeIeHHE, KaKTo Clie/iBa:

Ne ot Cnicbka MexayHapoaHo
no un.266a,an.2 | ATC xon HEMaTEeHTHO Hexuaif;};e:ei?l;p g elel-Il):aa
ot 3JIIIXM HaVMEHOBAaHHE i
50 HO02AB09 Hydrocortisone | 5 mg modified release | omakoBka
hard capsules
50 HO02AB09 Hydrocortisone 10 mg modified OTaKOBKa
release hard capsules




O(l:)CpTI/ITe Ce M3rOTBAT OTACJHO 3a BCEKU €JWH JICKAapCTBEH INPOAYKT M 3abJDKUTEITHO
cieaBa Ja cCbabpiKar cjieiHaTa umbopmaum]:

1. MeskayHapoAHO HenaTeHTHO HauMeHoBaHue /INN/ Ha akTHBHOTO BELIECTBO;

2. TbproBcko HAaMMEHOBAHKUE HA JICKApPCTBEHUS NMPOIAYKT;

3. Bup Ha nexapcTBeHara popMa ¥ KOJMYECTBO Ha aKTHBHOTO BELIECTBO B /1030Ba
eIMHULIA;

4. TTpousBouTe,

5. KoanuecTBO B €/iHa ONaKOBKa

6. Llena Ha JieKapCTBEHUs MPOAYKT;

7. Cpok Ha HOCTaBKa,

8. Cpok Ha BaJIMHOCT Ha NPE/CTaBeHaTa LieHoBa odepTa.

KbMm parara Ha W3BbpIIBAaHE Ha NOCTaBKata, JOCTABEHUAT JICKApCTBEH MPOAYKT
creaBa Ja € ¢ MHHUMAJEeH OCTAaThbUY€H CPOK Ha IroAHOCT He Mo-MaJjko ot 1 (elea)

roauHa.

Mscro Ha w3nbiHeHue — boanuuyna anteka Ha YCBAJIE ,Axan. HMBsan
Ienues'" EAJL

M3ucKBaHUs KbM YYaCTHULUTE — Ja MPUTEKABAT pa3pellleHHe 3a TbProBus Ha
e/[po, ToJTydeHo Mo peja Ha riasa aesera ot 3JIIIXM.

Kpurepuii 3a oueHka — Haii-HucKa nena. Ha mppBo MACTO ce Kiachpa yqacTHUKa
Tpe 10K Hall-HUCKA LIEHa Ha JICKapCTBEHMs MPOAYKT.

G onpeAesICHOTO Jule, KOCTO na W3BBPIIM AOCTaBKara, LIC Oble CKIIOYEH
JAOroBOP, ChIJIAaCHO MPHUITIOKCHHUA KBbM IIOKaHara MpoeKT.

Odeprute ce noaasar B cpok a0 29.05.2026 r. — 13:00 uyaca.

Odeprute, UrOTBEHH HA XapmueH Hocumen, Ce Nojasat B JleI0BOICTBOTO Ha
VCBAJIE "Axan. Usau [Menues" EAJL, rp. Codus yi. 3apaBe Ne2 m.k. 1431.

OdepTuTe, U3rOTBEHH HO e/IeKMPOHEeH Nbh, Ce U3NPAILAT Ha eJEKTPOHEH aapec:
usbale.office@gmail.com, moamycaHy ¢ eneKTpoHeH noamnuc no pesa Ha 3EJIEVY.

Odeprute i€ ce pasrIeKAaT OT KOMHUCHsA, Ha3HayeHa CBC 3aloBEl Ha
M3MTBJIHWTENHUS JUpeKTop. Pesynratute oT paboTrara Ha KOMHUCHUATA C€ OTpasiABaT B
MPOTOKOJ, KOMTO Ce MOAMKMCBA OT BCHUKK 4ieHOBe. KomucuaTa Kiacupa yqacTHULUTE,
KaTo pasriexja INpeicTaBeHUTe OQepTH, YCTaHOBABAa CBHOTBETCTBHETO WM €
W3MCKBAHUATA Ha Bb3NoXKUTENs W OLieHsBa OoQepTUTe Ha AOMYCHAaTUTE Y4acCTHHLH,
CBIIIACHO KPUTEPUUTE 33 OLICHKA Ha OpepTuTe.



HE

156, an. 3 or Hapemba Nel0/17.11.2011r. ma M3
Ha

ce

HACTOSIIATA NOKAHA HJIM €A ¢ M3TEKJIA BAJTHIHOCT
3aB/DKUTEJIHO Tpsi6Ba 1a
3a

Ha ocHoBanme ui.
NOAJIeKAT Ha pasrie:kaaHe odepTH, KOMTO He OTrOBapAT HAa M3UCKBAHHUATA
B crotBercTBue ¢ wi. 12 ot HapembGa Nel(0/17.11.2011r. mpu xocraBka Ha
s
cepTuduUKaTt

JIEKapCTBEHM UPOJAYKTH, BKIIOYEHM B odeprure
IpenocTaBs TapTHACH CEepPTHQMKAT 3a KAuyecTBO, CBOTBETHO
0cBOOOXK 1aBaHE Ha TIAPTU/ATA HA JIEKAPCTBEHHMS [IPOJIYKT

I[Tpu odepupane Ha JICKAPCTBEHH NPOYKTH, ChIIbPXKAIM HAPKOTHYHHI BEIIECTRA

ce crma3BaT M3MCKBAHMATA Ha 3aKOHAa 3a KOHTPONI Ha HApKOTHYHHUTE BEIECTBA U
npexypcopure /3KHBIT/
BcHYKM JOKYMEHTH, JOKa3BaIli ChOTBETCTBHETO HA yYaCTHULMTE C IIOCTABCHHUTE
B IIOKAaHATa M3MCKBaHMs, C€ MPEACTaBAT B OPUIMHAl HJIM KaTo 3aBEpeHM BAPHO C
OpHMTMHAJIA KOS, IPHAPYXKEHH C IPEBOJL Ha OBJIrapcKu €3HK.

IMPO®. I-P MAPUSI OPBELIOBA, IM

MU3IIbJIHUTEJEH JUPEKTOP
HA YCBAJIE ,,AKAJl, UBAH IEHYEB* EA)_I’




