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INPUTEXATEJIUTE HA

PASPEIIIEHMUE 3A ThPTOBUA HA

M3
YMBAIICM “HM Orog:- EJAPO C JIEKAPCTBEHU NTPOAYKTH
SR PIIPIANY fo/s
Gyn Votheben” 21; Tenf 915 42 48

506 Coduna
ITOKAHA

3a

nooasane na oghepmu 3a OOCMABKA HA TEKAPCMEEHU NPOOYKIMY, éxkaoueHu 6 Cnucvka no
yn.266a, an.2 om 3axona 3a nekapcmeenume nPOOYKMU 8 XYMAHHAMA MEOUYUHA

YBAKAEMMH JTAMHU U I'OCIIO/IA,

. VHHBEPCHTETCKA MHOTOTPO(HITHA GOTHIIA 38 AKTHBHO JICICHHE U CIIELIHA ME/THIHHA
H. WU. IIuporos“ EAJ] -rp. Codus, Ha ocHoBanme wi.266a, anr.5, T.3 oT 3axkoHa 3a
JIEKApPCTBEHUTE MPOAYKTH B xyManHara meaunuHa /3JIIIXM/ 1 w1.156 ot Hapenba Nel0 ot 17
noemspu 2011 ., ¢ HacTosImara mokaHa, Bu xand Ja mpencraBuTe odepra 3a HOCTaBKA Ha
JIEKApCTBEHH TIPOAYKTH, BKroueHu B Cuchka no wi.266a, ain. 2 ot 3JIIIXM, npu cieguure
YCIIOBHSI:

I. HNPEIMET HA ITPOIEAYPATA:

Ifpenmer Ha mpolieypaTa € JoCcTaBKaTa Ha JEKapCTBEHH NPOAYKTH, BKIIFOUEHH B CIHCHKA 10
11.266A, an.2 ot 3akoHa 3a JIEKApCTBEHHUTE NPONYKTH B XyMaHHATa MEIMIIMHA 34 HYXIHTE Ha
~YMBAJICM H. U. TTuporos“ EAJI —rp. Codus, chriacHO TeXHHYECKa CIeNU(pHKanus,
MpHUIoXeHa B HacTogmuara [loxana.

II. TEXHUYECKA CIEHUO®UKAIVA:

MexaynaponHo HenareHTHo | JlexkapcrBena ¢opmMa H KOJIHYECTBO Ha Kosmuecrso/
HaHMCHOBaHHUE AKTHBHOTO BemecTBO Opoii

2 mg/ml-5ml solution for injection ampule

2
10 mg opos

Baclofen Intrathekal

1. HU3UCKBAHUSA KbM YYACTHHUIIUTE:



IToxanara ce oTIpaBs 10 BCUYKH MPHTEXKATEIH Ha pa3pelleHue 3a THPrOBU Ha eIpo ¢
JISKAapCTBEHH IIPOAYKTH, NOIy4eHo mo peda Ha [naBa nmeera ot 3JIIIXM. VYuyactamk
9YyXIEeCTPaHHO JIALE CIEABA Ja NPUTEKaBa pa3pellicHHe 32 THProBHA Ha €ApO C JIEKAPCTBEHHU
TIPOXYKTH, H3AAJCHO OT CHhOTBETHHS KOMIIETEHTEH OpraH, ChIVIACHO 3aKOHOJATENICTBOTO HA
IbpXKaBaTa, B KOATO € yCTAaHOBEH.

B ciy4qaii 9e ThproBenbT Ha €ApO C JICKAPCTBEHH TIPOIYKTH HMa CKIIJI0BHU IOMELIEHUS
HA TepHTOpHUsTa HAa PenmyOmuka bbiarapms, To TOH ciejBa Aa MpHTEXasa paspelleHHe 3a
TBPTOBHS, H34aJICHO OT H3IBJIHUTENHHS aupekrop Ha MAJL

IV. YCJIOBUA U PE]] 3A IIPEJCTABSIHE, PA3IVIEXK/IAHE M OIIEHKA
HA O®EPTUTE

1. Mscro 3a nonasane Ha odepru: Bcekd paborer aeH, or 08:00 u. go 15:30 u. B
Otnen ,,Jlenosonctso u apxus” Ha YMBAJICM H. U. ITuporos” EAJI — rp. Co¢us, Gyi. ,,I'en.
E. Totneben” No2l. Odeprara ce aapecupa 10 H3OBIHHTEIHHS IUPEKTOP HA JI€YEOHOTO
3aBCICHHEC M C€ IIOAIMCBA OT 3aKOHHUS/TE MPEACTaBUTEI/M Ha JIPYKECTBOTO HITH
IIBJIHOMOIIHMK C ITPE/ICTABEHO ITHJTHOMOIIHO.

2. Odpeprata ce npencTass B 3alcdyaTaH, HEMPO3payeH UMK B HEHAPYILIEHA [SUIOCT H
Ce M3IHCBA MPOHENypara, 3a KOSTO KaHTUAATCTBA YYACTHHKBT.

*Bceeku YUYACTHHK MOXE JIa VIaCTBa 3a Beska HoMeHKIaTypa. Kimacupanero na YYaCTHHIIUTC

C€ M3BLPIIBA OTACIIHO 338 BCAKA HOMCHKJIATYPA.

3. Kpaen cpok 3a nogasane Ha opeprn: 04.08.2026 1.

4. Otrpapsine Ha mojydennte opepru: 05.08.2026 ., ot 10:00 yaca B bonHuuHA anTeka
Ha ,,YMbBAJICM H. U. ITuporor* EA]J], angpec: rp. Codus, 6yn. ,,Torneben® Ne21. Odeprure
1€ C€ PasIeXXAar OT KOMHCHS, Ha3HAYEHA ChC 3a0Be]] HAa M3ITBJIHHTECIHHAS THPEKTOP.

Pesynrarure oT paboTaTa Ha KOMHCHATA C€ OTPA3sSBaT B IPOTOKOJ, KOUTO C€ MOANNCBA OT
BCHYKH WicHOBe. KoMHUCHATa KilacHpa YYaCTHHITHTE, KaTo pasryiekiaa NpeacTapeHute odeprH,
YCTaHOBSIBA CHOTBETCTBHETO UM C M3MCKBaHUATA Ha BB3noxurerns u omneHssa odeprure Ha
JOIYCHATHTE YYaCTHHIY, CBIVIACHO KPUTEPUUTE 3a OLICHKA Ha oepTHTe.

5. Ha pasmiexaaHe HOQJIeKAT eAHHCTBEHO 0pepTH, KOUTO ChAbPKAT CJIEAHATA
HHpOpMANHS:

Mexaynaponso HenareHTHO HauMeHoBauKe (INN) Ha aKTHBHOTO BEIIECTBO;
TBproBcko HaUMeHOBaHNE Ha JIEKAPCTBCHUS IPOIYKT;

BI’I,ZI Ha JICKapCTBCHAarTa (l)OpMa H KOJIIMYCCTBOTO HA aKTHBHOTO BCIHECTBO B 1030Ba
CIUHHIA,

[Ipon3BoauTenm;
KonuuecTBo B €1HA OIIAKOBKA;

Enunnyna 11eHa Ha lekapCTBEHHUS POIYKT 3a €uH Opoii B €Bpo;
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Cpox 3a gocrarka;



> Cpok 3a BaJHAHOCT Ha NPEXOCTaBeHATa [ICHOBa odepTa ~MuHEMYM 30 KaTeHIapHH
T,

* IIennoMomiHO 3a ozaBane Ha odepTa, KoraTo ofepTrara ce HoAaBa OT YIBIHOMOIICHO
nvne.

6. OcrarnyeH cpok Ha rOJHOCT HA JEKAPCTBEHHs NPOAYKT: KEM narara Ha npHeMaHe
Ha JTOCTaBKaTa, JOCTaBEHHAT JIEKAPCTBEH MPOLYKT CIECABA Ja € C OCTaTh4€H CPOK Ha TOTHOCT
HE II0-Manko oT 1 /eqna / roguHa.

*3abenexncra: He ce pasznexcoam ogpepmu, nonyuenu uzsvn onpedenenus cpox na
Hoxkauama.

V. KPHUTEPUU 3A OLIEHKA

W360pbT Ha H3MBIHATEN LIE CE IIPOBE/E Bh3 OCHOBA HA HKOHOMMYECKH Hal-M3roaHaTa
otepra. Crimata Ime ce ompeen IO KPHTEPHii, KOHTO OlEHSBA Hai-HACKATa HPELIOKEHA
€/IMHWYHA TICHA.

IIpu m360pa Ha THProBell Ha €O ¢ JICKAPCTBEHH MIPOAYKTH OCBEH LIPEIArana NeHa ce
OOCHKIAT U ChOOpassBar U APYTH acleKTH Ha O(epTHTE, KOHUTO ca CBEP3aHH C KAYECTBOTO,
0e301acHOCTTa H/MIH €PUKACHOCTTA Ha JIEKAPCTBEHUS IPOIYKT.

Ha IIBPBO MACTO C€ KIaCHpa YUaCHHUIKaE, HPCITI0XKUIT Hail —HHCKa IIeHA 3a JICKAPCTBCHHA

IIPO/YKT.
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