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A0
HNPUTEXATEJIMTE HA

PA3SPEIIEHUE 3A THbPT'OBUS HA

EAPO C JIEKAPCTBEHU ITPOAYKTH

NHNOKAHA
3a

nodasane Ha oepmu 3a OCMABKA HA NEKAPCMBEHY NPOOYKMU, 6K1ioYent 6 Cnucvbka no
yi.266a, ar.2 om 3axona 3a nexapcmeenume NpOOYKMU 6 XyMAHHAMA MEOUYUHA

YBAJKAEMU JAMU U I'OCIIOJA,

,» YHUBEPCHTETCKA MHOTONIPO(HIHA OONHHUIIA 32 aKTUBHO JICYEHHE U CIIENIHA MEUIMHA
H. U. ITmporos“ EAJI —rp. Codus, Ha ocHoBanwe w@wi266a, an.5, T.3 or 3akoHa 3a
JIEKAPCTBEHHTE MPOYKTH B XymaHHara Meaununa /3JIITXM/ u un.156 ot Hapen6a NelO ot 17
HoemBpu 2011 L, ¢ HacTosaTa moxaHa, Bu kaHu Ja mnpexcraBuTe odepra 3a JOCTaBKa Ha
JIEKAPCTBEHH TIPOAYKTH, BKItoueHu B Crichka 1mo wi.266a, an. 2 ot 3JIIIXM, npu cnexnure
YCIIOBHSL:

I. TPEJIMET HA ITPOITEJYPATA:

IIpenmet Ha mpomeaypara € JOCTaBKaTa Ha JIEKapCTBEHM IPOAYKTH, BKIIOUCHH B CIIHCBHKA 110
1I.266A, an.2 oT 3akoHa 3a JeKapCTBEHHUTE MPOAYKTH B XyMaHHaTa MEHIMHA 3a HYKIUTC Ha
»YMBAJICM H. WU. ITuporos“ EAJ] —rp. Codus, chINacHO TexHHYECKa clenypuKanus,
TIpuIIoXKeHa B Hactosaara [lokana.

II. TEXHHUYECKA CIIEHU®OUKALIWSL:

Mexaynapoano HematentHo| Jlexapcrsena ¢gopma u koamdectBo Ha| Koamuecrso/
HAHNMEHOBAHHE AKTHBHOTO BEIECTBO opoii

Acetazolamide 250 mg Tablets 2000 6post

Isosorbide dinitrate— 20 ml 1,25 mg/dose oromucosal spray 30 opos




III. H3UCKBAHUS KbM YYACTHUILIUTE:

lTokanara ce OTIpaBs 0 BCHYKH NPHTEXKATENH Ha Pa3pelicHHE 3a THPrOBHA HA eIpo C
JIEKapCTBeHH MPOAYKTH, MOIydeHO 1o pena Ha I[maBa mesera ot 3JIIXM. VwuacTHHK
4Hy>KJICCTPaHHO JIUIIC CIIE/BA Jia IPUTEXaBa pa3pelleHUe 3a THPTrOBUS Ha eAPO ¢ JIEKAPCTBEHH
TIPOAYKTH, M3JAJE€HO OT CHOTBETHHUS KOMIIETCHTEH OpTaH, ChIVIACHO 3aKOHOIATEICTBOTO HA
JIbP)KaBaTa, B KOSTO € YCTaHOBEH.

B cnyudaii ue ThProBeusT Ha €APO C IeKAPCTBEHY IPOLYKTH HMa CKIaI0BH TOMEIECHHS
Ha TepuTopusTa Ha PenyOmmka Bwirapus, To TOH cieaBa Oa HpHUTEXaBa paspellcHUE 3a
TBPrOBUS, H3NAACHO OT H3IBIIHUTENHUS JupekTop Ha MAJTL

IV. YCIIOBUA U PEJ] 3A IPEJCTABSIHE, PASTUVIEXKIAHE U OLIEHKA
HA O®EPTUTE

1. MscTto 3a mogaBaHe Ha odepru: Bceku pabGoten men, ot 08:00 4. 1o 15:30 u. B
Ortnen ,,/lenosoncreo u apxus” Ha YMBAJICM ,H. U. ITuporos” EAJ] —rp. Codus, 6yi. ,,I'en.
E. Torneben™ Ne21. Odeprara ce ampecupa 10 H3IBJIHHTENHUS AUPEKTOP HA JIEIeGHOTO
3aBEJICHHE W Ce TMOMNNMCBA OT 3aKOHHUS/Te TIPENCTABUTEI/H HA JPYKECTBOTO HIIH
IBLIHOMOIIHUK C IIPEACTABEHO MIBIHOMOIIHO.

2. Odeprara ce mpencrass B 3aledyaTaH, HENPO3padyeH IUIMK B HEHAPYIIEHA ISUIOCT U
Ce M3MHCBA IPOLELYPAaTa, 3a KOSITO KaHIHAaTCTBa YYACTHUKBT.

*Bcekn y4aCTHHK MOXE J1a YHacTBa 3a BCAKA HOMCHKJIIATY pa. KJ'IaCI/IQaHﬂTO Ha VYaACTHHIIHUTC

C€ U3BBPINBA OTICTHO 34 BCAKA HOMEHKIIATY Pa.

3. Kpaen cpox 3a nogaBaHe Ha odeprn: 21.07.2026 1.

4. OtpapsiHe Ha nosyuenute opepru: 22.07.2026 ., ot 10:00 yaca B Borar4Ha anTeka
Ha ,, YMBAJICM H. U. ITuporos* EAJL, anpec: rp. Codus, Oy. ,,Jorneben* Ne21. Odeprure
IIIe ce PasIiexaar OT KOMUCHS, Ha3HaYeHa ChC 3alI0Be]] Ha H3NBIHUTCIHMSA AUPEKTOP.

Pesynrarute ot paborara Ha KOMHCHATA CE OTPA3sBAT B IPOTOKOJ, KOHTO Ce IOAINHCBA OT
BCHYKH WieHOBe. KomucusaTa knacupa yJacTHUIMTE, KaTo Pasriielxia MpeacTaBeHuTe odepry,
YCTaHOBsIBA CHOTBETCTBHETO MM C M3HCKBAaHUATA Ha Bb3noxuTens u omneHsBa odeprute Ha
JIOTy CHATUTE YYACTHHIIM, ChIVIACHO KPUTEPHHTE 34 OLIEHKA HA OhepTHTE.

S. Ha pasraexaane Hoajie:xaT eJTHHCTBEHO 0 ePTH, KOUTO ChIbPKAT ¢JIeIHATA
aHopMaIun:

Mexnynaponso HenareHTHO HaumernoBanue (INN) Ha aKTHBHOTO BEUIECTRO;
TBproecko HaMMEHOBaHKE HA JICKAPCTBEHHUS IIPOMYKT;

Bwun na nexapctBeHara ¢popMa B KOJIMYECTBOTO HA aKTHBHOTO BEIIECTBO B JI030Ba
EIUNHIIA;

[IponsBonurem;
KonuuecTso B e1Ha ONakoBKa;

Enunuyna neHa Ha eKapCTBEHHS MPOIYKT 34 eIiH Opoit B €Bpo;



» Cpok 3a JOCTaBKa;

> Cpok 3a BaIMIHOCT Ha NPeIOCTABEHATA LIEHOBa odepTa —MHHEMYM 30 KaleHIapH:
HHH;

* ITeiHOMOIIHO 32 IoaBaHe Ha odepTa, Koraro odeprara ce IOAaBa OT YIBIHOMOLICHO
e,

6. Ocrarbuen CPOK HA IOIHOCT HA JE€KAPCTBCHHHA NPOAYKT: KoM Jarara Ha [IpuEMane
Ha JO0CTaBKaTa, JOCTAaBEHUAT JCKAPCTBCH MPOOYKT CJIEJBA JIa € ¢ OCTATHYECH CPOK Ha TOJHOCT
HE I0-MaJIKO OT 1 /e):xHa / ToguHa.

*3abenescka: He ce pazznescoam oghepmu, noyuenu u3evn onpedenenus cpox Ha
noxanama.

V. KPUTEPHUU 3A OIIEHKA

M360ppT Ha M3MBIHUTE 1IIE CE MPOBeZie Bb3 OCHOBA HA HKOHOMMYECKH Haii-H3TroqHAaTa
odepra. Cpinara mie ce ONpedelH [0 KPUTEPHii, KOWTO OLeHsABa Haii-HHMCKATa HpeIoKeHa
€/IMHUYHA IICHA.

I1pu m360pa Ha THProBel Ha €ApO C JISKAPCTBEHH IIPOLYKTH OCBEH MIPE/JIarana lieHa ce
00CHKIaT U chOOpa3sBaT M IPYTH acleKTH Ha OQEePTUTE, KOUTO Ca CBLP3aHH C KauyeCTBOTO,
Oe30macHOCTTa H/HIH eDMKACHOCTTA HA JIEKAPCTBEHHS MIPOIYKT.

Ha nbpBo MACTO ce K1acupa y4acTHHKA, IPEIJIOKAI Haif ~HHCKa LEHA 33 JIEKAPCTBEHUS
TIPOYKT.

IIpnnosxkenue: npoexm Hcyeoe 30 00CMABKA HA J1eKApCMEEHU NPOOYKINH.
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