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NMPUTEXATEJIN

HA PA3PEHIEHME 3A THPT'OBUS HA EPO
C JJEKAPCTBEHU [TPOJAYKTH,
[IOJIVUEHO I1O PEJXA HA TJIABA {EBETA OT 3JIIIXM

MOKAHA

3a mpefocTaBsiHe Ha odepra 3a J0CTaBKa Ha HepaspelleHM 3a ynorpe6a B
PenyGauka Bbirapusi JieKapcTBeHH HPOAYKTH M JeKapcTBeHH IMPOAYKTH
BICTIOUEHH B CIMCBKA N0 4. 2662, ai. 2 0T 3aKoHa 32 JIEKapCTBCHUTE NpOAYKTH B
XyMaHHATA MeHLHHA N0 pe/a na Hapen6a Ne10/17.11.2011 r. na MMHHCTEPCTBO HA
3apaseona3panero /M3/, 32 KOMTO HIMA JeiicTBalo PAMKOBO CIOpasyMeHHe ¢ M3.

VBAYKAEMM NNPEACTABJIABAILLM,

Ha ocHopanue 4wi. 156, an.1 v un. 158, an. 1 ot Hapeoba No 10 om 17.11.2011 a.
3a ycroeusima u peod 3a JedeHue ¢ HepaspeueHi 3a ynompeba 6 Penybnuxa Buvneapus
Jexapemeenu npOOYKMu, J1eKapcmeeHu NpOOyKmY, NPUNGRAHU U3BH Ycroeusmd Hd
paspeuteHuemo 3a ynompebda, u 1eKapcmeeHi npoOOyKmuU 3a cvecmpaoamenna ynompeba,
KaKmo U 30 YCioeusma u peodd 3a 6KuoUedHe, npoMeHi, uskoyeane u 00Ccmaexkd Ha
JleKkapemeeHu npoOyKmu. Om Cnucekd no ul. 266a, air. 2 om 3axoua 3a 1ekapcmeeHume
HpOOyKmuU 6 XyMaHHama meduyuna, Bu 0TNpagsM HacTosllaTa nokaHa 3d npejcTaBsiHe
Ha odepTH 3a HOCTaBKa Ha JONyONHCAHHTE NEeKapcTBEHU TNpPOAYKTH, BKIIIOUCHU B
cOMchbKa 1o 4i. 266a, an.2 or 3JIIIXM, kouTo Morar Aa ObaaT U3IMO0JI3BaHK 3a JICUCHHUE
Ha NALMEHTH Ha J1eueOHOTO 3aBEJCHIIE, XaKTO ClIC1Ba.

Ne or CriebKa Mesk 1y Hapo/(HO
S JlexapctBena popma MepHa
o un.266a,a1.2 ATC xoa HETATEHTHO " Iljcomqecg)aop e)ll/lfl;)l/ll.la
o1 3JITXM HAUMEHOB2HUE ’
56 HO2AB09 Hydrocortisone | 5 mg modified release | onakoBKa
hard capsules
56 H02ABO9 Hydrocortisone 10 mg modified OnaxKoBKa
release hard capsules




O(beanTe ce U3rOTBAT OTAEJHO 3a BCEKU €IHH JIEKApCTBEH MPOAYKT H 3abJDKUTETTHO
clieJiBa Jia ChAbpKaT cleHaTa uﬂd)opmaum:

1. MexayHapOo/HO HENaTeHTHO HaUMCHOBAHUE /INN/ Ha aKTUBHOTO BEILECTBO;

2. THproBckO HAMMEHOBAHKE Ha JIEKApPCTBCHMA NPOLYKT;

3. Buj Ha JekapcTBeHara GopMa U KOJIMYECTBO Ha aKTUBHOTO BEIIECTBO B J1030Ba
eAMHULA;

4. TlpousBoauTel;

5. KonnuecTBo B €/1Ha ONaKoBKa

6. Llena Ha nexapCTBEHUs. NPOAYKT;,

7. Cpok Ha 0CTaBKa;

8. Cpok Ha BaJWJHOCT Ha NpeJcTaBeHara LeHoBa odepra.

KbM narara Ha U3BBpPLUBAHE HA JlocTaBKkara, AJOCTaBECHUAT JIEKApCTBEH MPOAYKT
cjieaBa Ja € ¢ MUHHUMAJIEH OCTAaTHh4Y€H CPOK Ha IOAHOCT HEe MOo-MaJIKO OT 1 (enﬂa)

roagvuHa.

MsicTO Ha u3MbiHeHMe — DoJHHYHA anTeKka Ha YCBAJIE ,, Axan. MBan
Ilenues'" EAN.

V3MCKBaHMS KbM YYaCTHULMTE — Ja MPUTEXaBaT paspelieHne 3a THProsusi Ha
eApo, OJyHEHO 10 pefia Ha r1aBa AeBeTa OT 3JITTXM.

Kputepuii 3a olleHKa — HAli-HMCKA LeHa. Ha nbpBO MACTO Ce Kjlacupa y4yacTHUKa
MpeIoKIII Hall-HUCKA LieHa Ha JIeKapCTBEHUA MPOAYKT.

C ONnpeae/IEHOTO JIMLEe, KOEeTO Aa M3BBbpLIU agocraskKara, i€ ObAEe CKIIFOUEH
JIOTOBOP, CbIIaCHO MPUNOIKEHUA KBbM TOKaHaTa MpoeKT.

OdepruTe ce nojaBaT B CPOK 10 17.09.2026 r. — 13:00 yaca.

OdepTuTe, U3rOTBEHN Ha Xapmuer Hocumen, ce NO/aBat B Jlen0BOACTBOTO Ha
VCBAUJIE "Akan. Usan [Tenues" EALL rp. Codus yi. 3apase No2 n.k. 1431.

OdepTuTe, U3OTBEHHU HO e/leKMPOHEH Nbh, CE U3NpallaT Ha eJIEKTPOHEH ajpec:
usbale.office@gmail.com, NOANKMCAHH C €1EKTPOHEH NOJMNKUC MO pe/ia Ha 3EEVY.

OdepTute e Ce PasraexiaT OT KOMHMCHs, HasHaueHa ChC 3amoBel Ha
WSMBIHUTEHUS AMpeKTop. PesyntaThte OT paboraTta Ha KOMHUCHATA CC oTpassBar B
NPOTOKOJ, KOWTO Ce TOJAMMUCBA OT BCHUKY {JICHOBE. KoMucusTa Kiacupa y4acTHULIMTE,
KaTo pasriekaa [peicTaBeHuTe OdepTH, YyCTAHOBABA CBOTBETCTBUETO MM €
M3MCKBAHMATA HA BB3NoXKuTens ¥ OLeHsBa odepTuTe Ha JOMyCHATHTE YHAaCTHHMIM,
CBIVIACHO KPUTEPUMTE 3a OLIEHKa Ha o(epTyTe.



Ha ochoBanue ui. 156, an. 3 or Hapenba Nel0/17.11.2011r. na M3, He
[IoAJeKAT Ha pasriesaane odeprH, KOWTO He OTroBApHT Ha HW3HCKBAHUSITA HA
HACTOSIIIATA MOKAHA MJIH €A C H3TeKJIa BAJIHIHOCT.

B cporercTBue ¢ ui. 12 ot Hapenba No10/17.11.2011r. npu nocTaBka Ha
feKapcTBEHH MPOAYKTH, BKIIOUEHH B odepTHTe, 3aABIKUTEIHO TpsibBa na ce
npeaocTaBs  NapTUACH ceprudukar 3a KayecTBo, CHOTBETHO cepTudukar 3a
0cBOGOYKIaBaHE HA NApTUATa HA JIEKapCTBEHUSA MPOLYKT.

[Tpu odepupane Ha JeKapCTBEHH NPOAYKTH, CHAbPXKALIN HAPKOTHYHHU BEILECTBA,
ce crna3BaT W3WUCKBAHMATA HA 3aKOHA 33 KOHTPOJ HA HAPKOTHYHUTE BELLCCTBA u
npekypcopute /3KHBIV/.

BCuuKy JOKyMEHTH, J0Ka3Balllk CbOTBETCTBUETO Ha yHaCTHULIMTE € OCTABEHUTE
B noKaHaTa M3MCKBAHWs, Ce MpPEACTAaBAT B OPMIMHAl WIM Kato 3aBEpeHH BSIPHO C
OpUIHHANA KOMUs, TPUAPYKEHHU C NPEBOJ HA ObJIrapcKu e3MK.




