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1606 Codna
EJAPO C JEKAPCTBEHHU ITPOAYKTH

NOKAHA
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nodasane na ogepmu 3a OOCMABKA HA IeKAPCMEeHU NPooykmuy, eknoueny ¢ Cnucvka ho
yn.266a, an.2 om 3axkona 3a 1eKapcmeeHume RPOOYKmu 8 XyMAaHHAma MeOuyura

YBAKAEMU JAMH U TOCIIOJA,

,» YHUBEPCHTETCKAa MHOIOIpO(IIHA OOHUIA 32 AKTHBHO JICYEHHUE U CICIIHA MEIHIHA
H. Y. Tuporos“ EAJl —rp. Codus, Ha ocHoBaHme um.266a, am.5, T.3 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XymanHara meauiuHa /3JIIIXM/ 1 w1.156 or Hapenba NelO ot 17
mnoemspu 2011 1, ¢ Hacrosmara ImokaHa, Bu KaHHM Ja MpeACTaBHTE oQepTa 3a JOCTaBKa Ha
JIEKapCTBEHH TPOAYKTH, BKIro4eHH B Chuchbka o wi.266a, an. 2 ot 3JIIIXM, npu crenHute
YCJIOBHSI:

I. TOPEJAMET HA ITPOIIEYPATA:

[IpenMeT Ha nponeaypara € I0CTaBKara Ha JICKapCTBEHH IIPOAYKTH, BKIIOYCHH B CITUCHKA 1O
wI1.266A, an.2 ot 3akoHa 3a JIEKapCTBEHUTE IIPOAYKTH B XyMaHHATa MEIUIIHHA 33 HY)XKJTUTE HA
.YMBAJICM H. U. ITuporos* EAJl —rp. Codmus, chIilacHO TEXHHYECKA CIEHUMHKAIMS,
npHIoKeHa B Hactosiara [lokana.

II. TEXHUYECKA CIIEHNU®HUKAIINA:

Mexaynapoano HenarentHo | JlekaperBena ¢opma u kosmdaectso Ha | Kosmmuecrso/
HAMMCHOBAHHE AKTHBHOTO BEIIECTBO opoii

Na C120% 10 ml., amp. 100 6pon

III. W3UCKBAHHUA KbM YYACTHUIIUTE:

ITokxanaTa ce OTImpass /10 BCHUKH ITPHTEKATEIN Ha pa3pellieHUe 33 ThProBHs Ha €Ipo C
JEKAPCTBEHH TPOAYKTH, TOIy4deHO Mo pexa Ha [maBa gesera or 3JIIIXM. Vuyactauk



JYXKACCTPaHHO JIMIE CIICABA Ja IMPHUTCIKABA Pa3pCIICHUC 34 THPTrOBUA Ha €/p0 € JICKapCTBCHH
OPOAYKTH, H3AaACHO OT CHOTBECTHHUA KOMIIETCHTCH OpraH, CBbITIACHO 3aKOHOAATEJICTBOTO Ha
AbpPiKaBaTa, B KOATO € YCTAHOBCH.

B cnyuait ue THproBesT Ha €4p0 C JIEKAPCTBEHH NPOIYKTH HMa CKJIAOBH [TOMELIECHAS
Ha TepuTopusiTa Ha PemyOnuka benrapuws, 10 TOH clenBa Ja IIPHTEKABa paspelIeHHe 3a
THPTOBHA, U3TAACHO OT H3IMBIHUTEIHUS AupekTop Ha AJL

IV. YCJOBUS U PE]J] 3A IIPEJACTABSHE, PA3IJIEKIAHE 1 OIIEHKA
HA O®EPTHUTE

1. Mscro 32 nmogaBane Ha odepTu: Bcexu paboteH aeH, oT 08:00 4. o 15:30 u. B
Otpen ,,Jlenosonctso u apxus” Ha YMBAJICM ,H. U. ITuporos” EAJl —rp. Codus, Gy .l en.
E. Tormeben™ Ne21. Odeprara ce ampecwpa IO H3NBIHHTETHUS JUPEKTOP Ha JIe4eOHOTO
3aBeJieHHEe M Ce IIO/IMCBA OT 3aKOHHHS/TC IPEACTaBHTEI/H Ha JIPYKECTBOTO HIIA
MBIHOMOITHUK € IPEJCTABEHO IBIHOMOIIHO.

2. Odeprara ce IpeACTaBs B 3ameyarad, HEMpo3pa4eH UMK B HEHAPYyIIeHa IAI0CT U
Ce U3MUCBa MPOIeypara, 3a KOATO KaHAWAATCTBA YUYaCTHUKBT.

*BceekH VUacTHHK MOKE JIa YUACTBA 3a BCAKA HOMEHKIaTypa. KnacupaHneTo Ha yYaCTHHIUTE

C€ HU3BBDIIBA OTACITHO 34 BCAKA HOMCHKIIATY Pa.

3. Kpaen cpok 3a nmopaBane Ha odeprn: 15.10.2026 .

4. Orpapsine Ha noydenure opepru: 16.10.2026 1, ot 10:00 waca B bonanuna anTeka
Ha ,,YMBAJICM H. 1. Tuporoe“ EAJl, anpec: rp. Codus, 6y1. ,,Jorneden™ Ne21. Odeprute
1€ Ce Pa3mIexkaaT OT KOMUCHS, Ha3HaYeHa ChC 3all0Be]l Ha U3NBJIHUATEIIHUS TUPEKTOP.

Pesynrarute ot paborara Ha KOMHCHSTa C€ OTPa3qBaT B IPOTOKOJN, KOHTO €€ IOANKCBA OT
BCHUKHK wieHoBe. KoMucHsTa Kilacupa yYaCTHHIIWTE, KaTo pasriiexia peacTaBeHuTe opepTy,
YCTAHOBSABA CHOTBETCTBHETO MM C M3WCKBAHHUATA HA BB3N0XKHTENS U OlleHsBa OpEepTHTE Ha
JOIIyCHATHATE YYACTHHUITH, CHITIACHO KPUTEPUUTE 3a OIICHKa Ha odepTuTe.

5. Ha pasriexnaHe NOAIEKAT ¢IMHCTBEHO 0¢hepTH, KOHTO ChALPKAT CJIeHATA
uHpopMaLus:

MexayHaponno HerareHTHO HauMeHoBanue (INN) Ha aKTHBHOTO BEIECTBO;
THProBCcKO HAMMEHOBAHUE Ha JEKAPCTBEHUSI IPOIYKT;

Bu Ha siekapeTBeHaTa ¢opMa U KOIHIECTBOTO Ha aKTHBHOTO BEILIECTBO B J1030B2
€/IMHUIA;

IIpousBouTen;
KonuuecTBO B €1HA OMAKOBKA;
EnuHuyHa 1ieHa Ha JIeKapcTBEHUS MPOIYKT 3a €AuH Opoil B €Bpo;

CpOK 3a JOCTABKA4,

YV ¥V VYV VYV V

Cpoxk 3a BaJIHIHOCT Ha MPeIOCTaBeHaTa [IeHOBa odepra —MHHUMYM 30 KaJleHJapHu
JHU;



* I I'eIHOMOIIHO 32 T0aBaHe Ha odepTa, Koraro odeprara ce moaBa OT YIBIHOMOIIEHO
JHIIE.

6. OcTaTbYeH CPOK HA TOMHOCT HA JIeKAPCTBEeHHs NPOAYKT: K'bM fatara Ha pHeMaHe
Ha JIOCTaBKAaTa, JOCTABEHHUSAT JICKAPCTBEH TIPOAYKT CJIE/IBA J]a € C OCTATHUCH CPOK Ha TOIHOCT
He No-Mayko or 1 /enua / roguua.

*3aobenencka: He ce paszenexcoam oghpepmu, noy4eHu u3evH onpeoeenun CpoxK Ha
noxkanama.

V. KPUTEPUM 3A OLIEHKA

W300phT Ha UBITBIHATEII 1IIE CE IIPOBEJic B3 OCHOBA HA HKOHOMHWYECKH Hal-H3roHaTa
odepra. Couiara mie ce ornpeaend Mo KpuTepuil, KOWTO oleHsABa Hal-HHUCKaTa IIPCIIOXKEHA
EAMHUYHA I[EHA.

IIpu m360pa Ha THProBeI Ha €APO C JIEKAPCTBEHH IIPOIyKTH OCBEH IIpe/iaraHa IeHa ce
oOcrXmar U choOpassaBaT U APYTH ACIEKTH Ha OpEepTUTE, KOUTO ca CBbP3aHU C Ka4€CTBOTO,
6e3omacHOCTTa W/ €UKACHOCTTA Ha JICKAPCTBEHUS IPOIYKT.

Ha mbpBo MACTO c€ KilacHpa YYaCTHHKA, IIPEJUIOXKIIL Hal —HUCKa 1[€Ha 3 JIEKaPCTBEHUS
MPOIYKT.

Hpuaoxenne: npoekm Ha 002080p 3a OOCMABKA HA 1eKAPCMEEHYU NPOOYKMU.
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