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A0
INNPUTEXATEJIUTE
HA PA3PEIIEHME 3A T’LPFOBI/IH HA ElIPO C JIEKAPCTBEHHU ITPOAYKTH

MOKAHA

3a npeocmasane na ogepma 3a oocmaexka Ha uepaspewienu 6 Penybnuxa Bvizapus nexapcmeenu
NPOOYKMU UAU JIEKAPCEEHU NPOOYKMU OM CRUCHKA no 4. 266a, an. 2 om 3JIIIXM, 3a koumo uama
Oelicmeaujo pamKoeo cnopasymeHue

YBAXKAEMHM I'OCIIOJIA,

B m3sneiHenne Ha pasnopendure Ha wi. 156 u wi. 158, an. 1 ot Hapeo6a Ne 10 om 17.11.2011
2. 3a ycnoeusma u peda 3a Jeuenue ¢ nepaspeuienu 3a ynompeba é Penybnuxa Bvneapus nexapcmeenu
nPOOYKmu, 1eKapcmeeny nPpoOYKmMuY, NPULAZaHY U3GbH YCI0BUAMA HA PA3PEUIEHUEMO 3a ynompeba, u
JleKapcmeenyu npOOYKmMu 3a CbCmpaodamenna ynompeba, Kakmo u 3a YCA08UAmMa u pedd 3a 6KII0Yeane,
NpOMEHU, USKNIOYEAHE U OOCMAGKA HA NEKAPCMBEHU NPOOYKMU OM CRUCHKA no 4i. 266a, ar. 2 om
3axona 3a nekapcmeenume npodykmu é xymannama meouyuna (Hapen6a Ne 10/2011 r.), ¢ HacTosmara
IOKaHa C NOCTOSAHEH XapakTep, Bu kanuM na npefcraBute odepra 3a JocTaBKa HA HepaspelleHH 3a
ynorpeba B PenyOnuxa Beirapus nekapcTBeHH IPOIYKTH H/HIH IEKAPCTBEHH IPOAYKTH OT CIHCHKA I10
1. 266a, an. 2 ot 3JIIIXM, HeobxoauMy 3a JICYCHHETO Ha NAllMEeHT/H Ha JIeueGHOTO 3aBeleHue, IPU
CIIETHUTE YCJIOBUSL:

L IIPEAMET HA ITPONEAYPATA

Ne MexnyHapoaHo. JlekapcTBeHa ¢opMa 1 KOTHIECTBO HA Konuuecrso/
HEeNaTeHTHO AKTHBHOTO BeUIeCTBO Opoi
Haumenosanue (INN) ]
1 Water for injection Solvent for parenteral use 10 ml 500 6p. amm.
2 | Etomidate Emulsion for injection 2 mg/ml - 10 ml 10 6p. amL.

KOIl - Pyce EOO]], Bp3 ocHOBa Ha NOJy4eHUTE OGEepPTH IIPU BH3HUKBAHE HA HEOOXOAMMOCT 1
CJIe/l HAJUIEXKHO IOJIyYeHOo ogo0peHue oT V3ImbIHuTeIHATA areHIHs 110 JIeKapcTBaTa MOXKE Ja 3asBsIBa
HY)XHHTE KOJIMYECTBA OT JEKAPCTBEHUTE MPOAYKTH, [IOCOYCHH TI0-TOpe. 3a ype)kaHe Ha OTHOINECHUSATA
MeXy JIe4e0HOTO 3aBelleHHe M CHOTBETHHS THProBel HA AP0 Ha JEKAPCTBEHHW MPOJYKTH me Obae
CKJIFOUBaH JIOTOBOD.

[Monanenute odeprn crneapa ga 6BAAT CHC CPOK Ha BATHMAHOCT HE HO-MAJKO OT TPHAECET
KaJICHAapHU JTHH.

Kpurepuit 3a u360p Ha Hali-noaxogama odepra, ceriaacHo Wi. 156, an. 1 u an. 4 or HapenGa Ne
10/ 2011 r.: Ilpu u360pa Ha THPTOBEIl Ha €APO C JEKAPCTBEHU NPOAYKTH K HEOOXOMUMOTO KOJIMUIECTBO
OT JIEKapCTBECHHS MPOJYKT C€ B3eMa IPEABHU MOMEHTA, B KOHTO ClIE/(Ba Ja 3alI0YHE TeparuITa U Kypca



Ha jnedeHue; [Ipu n30opa HA THProBel Ha eApo ¢ JEKAPCTBEHH NMPOIAYKTH OCBEH Ipe/iarana IeHa ce
00cBXKmaT U cro0pa3sBaT M IPYTH acleKTH Ha O(epTuTe, KOUTO ¢& CBBP3aHd ¢ OPraHM3alyaTa Ha
JIOCTaBKATA UITH Ka4EeCTBOTO, 6e30I1aCHOCTTA M/IIH ePUKACHOCTTA Ha JIEKAPCTBEHHS POIYKT.

Ilpu mocraBxaTa Ha HEpa3pENICHHU JIEKAPCTBEHU NPOAYKTH THPrOBEIET Ha €O IPEA0CTaBs Ha
anTeKaTa HapTUJeH cepTudUKAT 3a Ka4eCTBO, ChOTBETHO CepTHHUKAT 32 0CBOOOKIABAHE HA MAPTHIATA
Ha JICKapCTBSHHUS MPOIYKT. '

II. AI3UCKBAHUS KBM Y‘IACTHI/II_II/ITE
ITokanata ce oTIpaBs 10 BCHYKH THPIOBIHM HA €APO C JIEKAPCTBEHH UPOLYKTH, IPUTEKABAIIM
paspelieHie 3a THProBHUs Ha €po, IOJIYUEHO 110 Peia Ha I1aBa geBeta oT 3JITTXM.

L. YCJIOBHUA U PEJA 3A NIIPEACTABSAHE, PA3IJIEXKTAHE WU OIIEHKA HA
O®EPTUMTE

1. Msicro 3a mogaBaHe Ha odeptu: Bcexu paboreH aeH, or 08:00 u. mo 14:30 u. B
Henosoncteoro Ha KOLY — Pyce EOO/], na anpec: rp. Pyce 7002, yi. HesaBucumoct Ne 2

OdepraTa MOXKE Ja ce IPEACTABH U 110 EINEKTPOHEH BT IPH YCIOBUATA U 110 pena Ha 3a1<0Ha 3a
EJIEKTPOHHMS JOKYMEHT ¥ €IIEKTPOHHUS IOJIINC, Ha ell. afapec: kocruse@abv.bg.

2. HeoOxoauMu 10OKyMEHTH:

2.1. Odepra, moamucasa OT 3aKOHHUS MPEACTABUTE] HA APYKECTBOTO MM ITBIHOMOIIHUK C
IIPECTaBEHO I'BIHOMOIIHO, ChC CIIEAHOTO ChIABPKAHNE:

— INonpoOHO onmcanye HA MPETIOXEHHS JIEKAPCTBEH IPOAYKT;

— IlIpennoxeH cpok 3a JOCTaBKa HA JIEKAPCTBEHUTE MPOIYKTH;

— OcTaTh4eH CPOK Ha TOJHOCT Ha JIeKapCTBaTa;

— Jlpyru mo nperiesxa Ha opepenTa.
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