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nooasane na ogepmu 3a 00CMasKa Ha Jexkapcmeeni npeoykmu, erioyenu 6 Cnucvka no
y1.266a, an.2 om 3aKona 3a iekapcmeeHume npooOyKmu 6 XyMAanHama Meouyuna

YBAJKAEMH JAMHU H I'OCITIOJA,

.Y HHBEPCHTETCKa MHOronpoguiHa 60IHUIA 32 AKTHBHO JIeYeHHe | ClielnHa MequinHa H.
W. Iluporos™ EAJI —rp. Codust, Ha ocHoBanue wi.266a, a1.5, T.3 or 3aKoHa 3a JIEKAPCTBEHUTE
NpoJyKTH B XyManHara Meauuuna /3JIIIXM/ u wi.156 or Hapenta Nel0 ot 17 noemspu 2011 r.,
¢ HacTosINara nokana, Bu kanu 1a npezacraBute odepTa 3a 1OCTABKA HA JIEKAPCTBEHHU MPOIYKTH,
BiIHOueHH B Crinenka no wi.266a, ain. 2 ot 3JIIIXM, npu ciefHuTe yCioBys:

I. IPEAMET HA NIPOUEAYPATA:

lIpeameT Ha npoue/typara e T0CTaBKaTa Ha JIEKAPCTBEHH IIPOAYKTH, BKIIOYEHH B CIIHCHKA
1o W.266A, a1.2 or 3aKoHa 3a JIeKapCTBEHHTE NPOILYKTH B XyMaHHATa MeJHIIMHA 32 HYXKIUTE Ha
»YMBAJICM H. W. Iluporos” EAJ[ —rp. CoQus, CbIIacHO TexHHYecKa CHeLHMHKAIHS,
npujioxena B Hacrosnata [Tokana,

II. TEXHUYECKA COIEHU®UKAILINSA:

Mexaynapoano nenarentHo | Jlekapersena popma u KosimdecTBo Ha | Kosmmuecrso/
HAHMEHOBAHUE AKTHBHOTO BeHIECTBO Opoii

Somatostatin Powder for infusion Ampoule, colourless glass 3mg 30 6pos
solution for injection

III. UBUCKBAHHS KbM YYACTHHUIIUTE:

lloxanara ce OTIpaBs 10 BCHYKH NPHTEKATEIH HA PA3pELICHHUE 32 THPIOBHA HA €IPO C
JICKAPCTBCHH TIPOAYKTH, TONYYCHO 10 pena Ha lmasa nesera ot 3JIIXM. VYuactawmk
YYXKIECTPAHHO JIMLE Clie/[Ba JIa TIPHUTEKaBa paspellieHHe 3a ThPrOBRHA HA €IpPO C JICKAPCTBEHH
IIPOJYKTH, M3[1aICHO OT CHhOTBETHHS KOMIIETEHTEH OpraH, CBIVIACHO 3aKOHOJATENICTBOTO Ha
ABPIKABATA, B KOSTO € YCTAHOBEH.



B ciyuaii ye ThpropeusT Ha epo C JICKapCTBEHH IIPOAYKTH HMa CKITa/J0BH MOMEelIeH s Ha
TepuTopusaTa Ha Penybnuka boiarapus, To TOH cieBa Ja npuTexkaBa pazpelleHue 3a ThProBus,
H3aJI€HO OT U3NBJIHUATENHUA JupekTop Ha MAJL

IV. YCJOBHUA U PEJ 3A NIPEACTABSHE, PA3IJIEXKIAHE H
OLHEHKA HA O®EPTHUTE

1. Msecro 3a nogasane Ha odepru: Bceku pabored neH, ot 08:00 4. go 15:30 4. B Oraen
»AenoBoactBo u apxuB” Ha YMBAJICM ,H. W. [Tuporos™ EAJ] — rp. Codus, Oyi. ,,['eH.
E. Torneben™ Ne21. Odeprara ce ajpecupa /10 U3IIbJIHATEIHUS JUPEKTOP HA JieyeOHOTO
3aBe/leHHEe M Ce MO/IIMCBA OT 3aKOHHHUS/TEe MpPEICTABHTEN/HM HAa JAPYKECTBOTO WIIH
IIBJIHOMOIIHUK C TPEACTABEHO THIHOMOILIHO.

2. Odeprarta ce mpeicrassi B 3aneyaTad, HEMPO3payeH IUIMK B HEHApYIEHA LSUIOCT U Ce
M3IIUCBA IPOLIE/YPATa, 3a KOSTO KaH/HIAaTCTBA YYaCTHUKBT.

*Bcekn yUacTHHK MOKE Jla y4yacTBa 3a Beska HoOMeHkaarypa. Knacupanero Ha YYaCTHHIIMTE

CE€ HM3BbPIIBA OTACIHO 3d BCAKAa HOMCHKJIATYPA.

3. Kpaen cpok 3a noagaBane Ha odepru: 08.10.2025 .

4. Orsapsane na noayuenute opepru: 09.10.2025 r., or 10:00 yaca B Borauyna anTeka Ha
»YMBAJICM H. U. [Tuporoe® EAJ], anpec: rp. Codus, 6yi. ,,Torneden* Ne21. Odeprure
LIE Ce PasrIekKaaT OT KOMHUCHS, HA3HAUEHA ChC 3aII0BE]] HA U3IIBIHUTEIHHS JTHPEKTOP.

Pesynrarure or paborata Ha KOMHCHTA ce OTPa3sBaT B IPOTOKOJI, KOMTO C€ ITOIIHCBA OT
BCHYKM wieHoBe. KomucuaATa Kiacupa yYacTHHIHTE, KaTo pasriex/a IpeiCTaBeHHTe
odepTH, YCTaHOBSIBA ChOTBETCTBUETO MM C M3MCKBAHHUSATA HA BB3JI0KHTENS M OLEHSBA
oepTUTE HA OMYCHATUTE YYACTHHIH, ChITIACHO KPUTEPHHTE 3a OLIEHKA Ha o(epTHTe.

5. Ha pasrioexpane noaexaT eJHHCTBEHO O(epTH, KOUTO ChABPKAT CJAEIHATA
HHPOpMALTHS:

» Mesxiynapoano nenarentHo Haumenosanue (INN) Ha aKTHBHOTO BeLIECTBO;
> Tvproseko HauMeHOBaHHE Ha JIEKAPCTBEHHMS TIPOJIYKT,

> Bug na JIEKapCTBeHATa tbopma A KOJIHIECTBOTO Ha aKTUBHOTO BEILIECTBO B J030Ba
CAHHHIIA,

e [Tpoussonurer;

> KonuuecTBo B etHa 0OnakoBKa;

> Efnnnuna nena na exkapcTBEHHS IPOAYKT 3a €AMH GPOH B GBITapcKH JIeBa;
» Cpok 3a jocraBka;

> Cpok 3a BAIMAHOCT Ha TIPEIOCTaBeHATA LIEHOBA OepTa —MHHEMYM 30 KaleH 1apHu
AHH]

* ITbinomoLIHO 3a noj1aBaHe Ha odepra, KoraTo odepraTa ce noJaBa OT YIIbIHOMOLICHO JHLE,



6. Ocrarb4eH CpoK HA FOJAHOCT HA JieKAPCTBEHHs NPoAYKT: KbM jaTaTa Ha NpHeMaHe Ha
JI0CTABKATA, J0CTABEHHAT JIEKAPCTBEH MPOAYKT CJIEIBA Ja € C OCTAThYEH CPOK Ha FOJHOCT
He 1o-Maiiko ot 1 /enHa / roauHa.

*3abenencka: He ce pazenencoam oepmu, nosyuenu U3 onpeodeieHua CpoK Ha ROKaHama.

V. KPUTEPHUHU 3A OLHEHKA

M360pbT HA M3MBJIHATEN LIE Ce IPOBEJE Bh3 OCHOBA HA HKOHOMMYECKH HaW-H3roaHaTa
opepra. Cpimara Ime ce ONpeNenH [0 KpUTEepHi, KOHTO OlEHABA HaW-HHUCKATa NPEUIOKEeHa
¢OMHUYHA [IeHA.

ITpu u3bopa HA THPTrOBEIl HA €IPO C JIEKAPCTBEHU MPOIAYKTH OCBEH IpeJylaraHa leHa ce
00CHKIaT B ChOOpA3siBAT M JIPYTH acleKTH Ha odepTHTe, KOWTO Ca CBbP3aHH C Ka4ecTBOTO,
OesomnacHocTTa W/HiH e()MKACHOCTTA Ha JIEKaPCTBEHMS IIPOIYKT.

Ha nspBo MsICTO ce Kilacupa yyacTHHKA, IPEIOKIII Hail —HHCKa 1eHa 3a JICKapCTBCHHS
IPOJIYKT.

punoxkenune: npoekm Ha 002060p 3a OOCMABKA HAAeKapcmeeHt RPOOYKMU.

y

3a/IM4eHO, Cbr/lacHo yn. 5,
nap. 1,6."8" oT

R FITRRHIEFER R
e TE.HEW(TOP HA

»YMBAJICM H:H. OroB“ EAJ




