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ITIOKAHA

3a mpeJocTaBsiHe HAa odepTa 32a JIEKAPCTBEHH NPOXYKTH, HepaspelleH 3a ynorpeoa,
no peaa Ha Hapex6a Ne 10/17.11.2011 r. na M3

Ha ocuoBanme un. 156 om Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo Hna
30paseonazeanemo.

VYMBAIJI ,Cera Mapuna“ EAJI- rp. Bapna, myGiaukyBa Hacrosimara IoKaHa 3a
npenocTaBsHe Ha oQepTH 3a N0CTaBKa Ha HEPa3pelleHH JIEKApCTBEHH NPOAYKTH C
MEX/[yHApO/HO HEIIaTeHTHO HAMMEHOBaHHE, KaKTO CJIe/[Ba:

ATC MexayHapoaHoO JlekapcTBeHa ¢opma OO6mo NporHo3Ho
HENMaTeHTHO H KOJIHYeCTBO Ha KOJIHY€eCTBO.
HaHMeHOBaHHe AKTHBHOTO BeleCTBO
JO2AAO01 Liposomal Amphotericin | Solution for infusion 50 30 ¢pnakoHa
B mg

IToxanaTa ce OTIpaBs 10 BCHYKH IIPUTEXATEIM Ha pa3pelllcHHE 3a ThPIrOBHs Ha €1po C
JIEKapCTBEHH MPOAYKTH, IIOJIydeHo 1o pena Ha ['naBa nepera ot 3JIIIXM.

Ha pasriexnmane moyuiexar €IUHCTBEHO O(EpTH, KOMTO OTroBapsT Ha YyCJIOBHATA
[IOCOYEHH B HACTOSINATA MOKaHA U MPUJIOKEHUTE 00pa3iy, KaKTo Clie/iBa:
1. O6ekT: JlocTraBka.

2.  IIpeamer: M360p Ha H3TBIHATE 3a JOCTaBKa HAa HEPA3pPEIIECHH JIEKAPCTBEHH IPOYKTH,
no pena Ha Hapen6a Ne 10/17.11.2011 .
3 Pen 3a Bu3aarane: JleueOGHOTO 3aBe/ieHNE e CKIIIOYHM ITMCMEH JOTOBOp ¢ M30OpaHus

U3ITBJIHUATEI 32 CPOK OT TPH Mecelja, CYUTAHO OT JjaTaTa Ha CKIIOYBAHETO MY.

4. Mscro Ha m3mbjaHeHnme: rp. Bapna, Oyn. ,,Xpucto Cmupnencku™ Ne 1 — YMBAJI
»Csera Mapuna“ EA/l.

5. Ocrarb4eH CpPOK Ha TrOJHOCT Ha JIeKapCTBeHMAT npoaykT: KeM 1ara Ha
M3BBpIIBaHe/IpUEMaHe Ha JIOCTaBKaTa, JOCTABEHHUTE JIEKapCTBEHH IIPOIYKTH CJI€/[Ba Ja ca C
OCTaTh4Y€H CPOK Ha rOJHOCT HE MMO-MAJIKO OT CPOKa Ha JI0roBopa.

6. W3uckBaHus KbM ChAbPXKaHHETO Ha odepraTa:

6.1. IlputexxaTennure Ha pa3pelICHHE 3a THPrOBUS Ha €IpO C JIEKapCTBEHH IIPOLYKTH, I0JaBaT
odepra no obpazen (Ilpunosicenue Ne 1), KbM KOATO Ce NpUIaraT CIeJHUTE JTOKYMEHTH.

6.2. ITbnHOMOIIHO 3a MoAaBaHe Ha odepTa, Korato odeprara ce MoAaBa OT YI'BIHOMOIIEHO
nMIe.

6.3. Jlpyrd OTHOCHMH JOKYMEHTH IO NPEeNeHKa Ha JIMIETO No/aBamo odeprara.

*** 3abenexcka: Obpazeyvm Ha obepma no m. 6. 1. /IIpunoacerue Ne 1/ ce nybauxkyea 3ae0Ho
¢ nokawama na ouyuarnama unmepuem cmpanuya na YMBAJI . Ceema Mapuna' EAJL
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7. Omnenka Ha nmoiydennute opepru: Komucusra no 4i. 4, an. 1 onpezenesa mo pesa Ha
Hapen6a Ne 10/17.11.2011 r. Ha M3, u30upa 3a u3nbIHKHTEN OpepTara Ha THProBEIl Ha epo C
JIeKapCTBEHH TMPOAYKTH, NPH YCIOBHSATAa MOCOYeHHM B wi. 156, am. 4 or Hapexba Ne
10/17.11.2011 r. na M3.

9010 Varna, Bulgaria, 1 Hristo Smirnenski Blvd.
Phone: + 359 52 302 851 to 55, Fax: +~ 359 52 302 874

8. Bcska odepra mo HacTosIaTa MOKaHA, H3TOTBEHA CHIJIACHO yTBBpJEHHs oOpasel Ha
odepra, ¥ IPUIOKEHUTE JOKYMEHTH, C€ II0/1aBaT Ha XapTHEH HOCHTEI WK 110 €IeKTPOHEH BT
B cpok 10 25.07.2025 r., BKIIOYHTEIHO.
8.1. Odepra mojaeHa 1o eIeKTPOHEH IIBT ClIE/Ba Jla ¢a U3TOTBEHH IIPH YCIIOBHATA U pesa
Ha 3EJIEVY u noaanena Ha email: office(@svetamarina.com.
8.2. Odepra u3npareHa Ha XapTHeH HocHTel, ce aapecupa a0 YMBAJL ,,Ceera Mapuna™
EAJl otaen ,,JIenoBoacTBO® Ha BHUMAaHHETO Ha OTAeN ,,O0MECTBEHH OPHUKH U JIOTOBOPH ",
Ha aapec rp. Bapna, 6yn. ,Xpucro CmupreHrcku Nel, B 3amevaTaH HENpO3pavyeH IUIHK C
HEeHapyIleHa ISUIOCT, BEPXY KOWTO ce II0COYBaT:

- Ilonmaren;

- Anpec 3a KOPECTIOH/ICHIIHS,

- BppXy mmMKa ¢ JOKYMEHTH Ce II0COYBa M clefHus TekcT: ,,Odepra 3a HoCTaBKa Ha
HEpa3pelleHd JICKapCTBEHH IPOAYKTH C  MEXIYHApOJAHO HENaTeHTHO HAMMEHOBAHME,
Liposomal Amphotericin B ™.

**% Bapenencka: He ce pazenexcoam ohepmu, nooaoenu 8 Hezaneyama, npo3paser wiu 8
NAUK C HaDVUleHa YAN0CM WUy noaY4eHU U36bH onpedeiieHus CPOK Ha nokawama.

9. C nonasaHeTo Ha odepra ce CUMTa, Y€ YYaCTHHUIUTE CE ChIJIacIBaT ¢ BCHYKHM yCIIOBHUA
[IOCOYEHHM B MOKaHaTa ¥ NpHIIOKEeHUTE 0Opasuy.

10. YMBAIJI,,Csera Mapuna™ EA/Jl, B kauecTBOTO CH Ha AJJMUHUCTPATOP Ha JIMYHH JaHHH,
06paboTBa IOTyYeHHTe JaHHU OT oeprute Ha BcHukH ydactHuum (ume, EI'H, nannu Ha
3aKOHHMSI TpEICTaBUTE] MM IIBIHOMOIIHMKA My, JIMIE 32 KOHTAKT, aipec tenedoH
eIeKTPOHHA IOIa W Jp.) NPU CTPUKTHO Cla3BaHe HAa HM3UCKBAaHMATA HA NPHUIIOKHMOTO
3akoHOMaTeNcTBO. ChOpaHMTe JaHHM 1€ C€ HM3MO0i3BaT CcaMO 3a LEJIMTE Ha
CKJTIOUBAHE/M3ITHIHEHHE Ha JIOTOBOP U 3a 3aIIMTa Ha 3aKOHHUTE MHTepeck Ha Y MBAJI ,.Caera
Mapuna™ EAJl, B ciry4aii Ha HEM3IIBJIHEHUETO My .

11. IIpunoxeHus:

1. Odepra no obpaseint (IIpunoxcerue Ne 1).

2. IIpoekT Ha JIOTOBOD 3a AOCTABKa Ha HEpa3peIeH! JIEKapCTBEHH IIPOAYKTH IO peaa Ha
Hapen6a Ne 10/17.11.2011 r. Ha MHHHCTEPCTBO Ha 3/IpaBeONa3BaHETO. 3a CPOK OT 3 (TpH)

Mecena (IIpunoocernue Ne 2);

VindopmarmsaTa B TO3¥ JOKYMEHT € 3a/myeHa Ha ocHoBaHue 4. 37 ot 3011 u Pernament EC 2016/679



