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JIO MPUTEXATEJIMTE HA
PA3PEILIIEHUE 3A ThPI'OBHUS HA
EJIPO C JIEKAPCTBEHH
MPOJYKTH MMOJYYEHO IIO PEJA
HA I''TABA JEBETA OT 3JIIIXM

INOKAHA

3a mpeJocTaBsiHe HA oepTa 32 JIeKAPCTBEH NPOAYKT, BK/IKYEH B CHCHKA M0 11
266a, ax. 2 ot 3JIIIXM, no pena na Hapea6a Ne 10/17.11.2011 r. na M3

Ha ocHosamme wi. 266a, an. 5, m. 3 om 3axon 3a lekapcmeeHume npoOYKMu 6
XyMannama meouyuna, 66 6p. ¢ win. 1, an. 1, m. 2, un. 3, an. 3, un. 156, an. 1 uwun 156 om
Hapeoba Ne 10/17.11.2011 2. ha Munucmepcmeo na 30paseonasearemo.

VMBAIJI ,.CBera Mapuna“ EAJ[- rp. Bapna, myOmukysa HacTosinaTa MOKaHa 3a
npefocTaBsHe Ha O(GEpTH 3a JIEKAapCTBEH MPOAYKT C MEXIYHApOAHO HENATeHTHO
HaWMeHOBaHHe, BKJIFOYEH B CITUCHKA 10 WI. 2664, an. 2 ot 3JIIIXM, kakTo cieasa:

ATC MexayHapoaHO JlekapcTBeHa BeposiTHO/HE00X01H
HeNaTeHTHO dopma n MO/ KOJHYeCTBO
HaHMeHOBaHHe KOJIHYeCTBO Ha
AKTHBHOTO
BelIeCTBO
LO1EEO4 Selumetinib 10 mg hard capsules 360 xancymu

IMokanara ce OTIpaBsi 0 BCHYKH MPHTEKATEIH Ha pa3pelleHHe 3a ThProBUs Ha €/Ipo C
JIeKapCTBEHH MPOIYKTH, OIYYeHO Mo peaa Ha I'maa nesera ot 3JIIIXM.

Ha pasrnexjane nojmiexar eJHHCTBEHO O(epTH, KOHTO OTroBapsAT Ha YCIIOBHSATA
[IOCOYEHH B HACTOSIIATA [IOKaHa M IPHJIOKEHHTE 00pa3Iy, KaKTo ClIe/IBa:
j 1S O6exT: JlocTaBka.

2. IIpeamer: M360p Ha H3MBIHUTEIN 3a JOCTABKA HA JIEKAPCTBEHH MPOIYKTH, BKIIOYECHH B
CIMCHKa 1o 4. 266a, ain. 2 ot 3JITIXM.
3. Pen 3a Bb3aarane: Jleue6HOTO 3aBeJEeHHE 1€ CKIFOYM NMHCMEH IOTOBOP C H30OpaHHs

H3ITBJIHATEI 32 CPOK OT TPH MeCella, CYMTAaHO OT JaTaTa Ha CKJIIOYBAHETO My .

4. MsicTo Ha m3nbjaHenue: rp. Bapna, O6yn. . Xpucrto CmupreHcku™ Ne 1 — YMBAIJI
..CBera Mapuna™ EAJ], bonanuna anreka.

5.  Ocrarb4eH CpPOK Ha TrOJHOCT Ha JeKapcTBeHHTe mnpoaykTH: KeMm jgata Ha
H3BBpIIBaHE/TIpHEMaHe Ha JOCTaBKarTa, JJOCTABEHUTE JIEKAPDCTBEHH IPOMAYKTH CIeBa Ja ca C
OCTaTBY€H CPOK Ha FOJHOCT HE IT0-MaJIKO OT CPOKa Ha JI0roBOpa.

6. H3uckBaHMS KbM ChAbpPXKAaHHETO Ha odepTaTa:

7.1. IlputesxareauTe Ha pa3pelIeHHE 3a THProBUs HA €O C JIEKapCTBEHH MPOMYKTH, 110/1aBaT
otepra o obpazen (Ipunoscenue Ne 1), KbM KOSTO Ce IPUIIATAT CIIEJHATE JOKYMEHTH.

7.2. TIsTHOMOIIHO 3a MojaBaHe Ha odepTa, Korato opeprara ce MoAaBa OT YITBIHOMOIIECHO
qune. Koraro meIHOMOIIHOTO € M3JaeHO Ha 4yXKJ €3HK. KbM HEro ce Mpuiiara npeBoj Ha
OBITapcKH €3MK, U3BBPLICH OT MPeBOJaY, HMall IPABOTO Ja H3BbPLIBA OQHUIMAIHY [IPEBOIH
Ha ChOTBETHHS €3HK.

WNudopmanusra e 3anuueHa Ha ocHoBanue Pernament EC 2016/679



VHHBEPCHTETCKA MHOT ONIPO®ILTHA BO.THHIIA
3A AKTHBHO JTEYEHHE , CBETA MAPHHA® EAT - BAPHA

UNIVERSITY MULTIPROFILE HOSPITAL FOR ACTIVE
TREATMENT ,SVETA MARINA“ EAD - VARNA, BULGARIA

Gya  Xpucro Cymprenckn® M 1 9010 Varna, Bulgaria, 1 Hristo Smirnenski Bivd.

Tea: +359 52 302 851 70 55, @akc: + 359 52 302 874 Phone: + 355 52 302 851 to 55, Fax: ~ 359 52302 874
E-mail: office@svetamanna com E-mail: office@svetamarina com
Vebcaitt: www svetamanina com ‘Website: www svetamanna com

7.3. JIpyrd OTHOCHMH JOKYMEHTH MO MpeleHKa Ha JIMIETO M0aBalio odeprara.
*** 3abenexcka: Obpazeyvm na opepma no m. 7. 1. /IIpunodicenue Ne 1/ ce nybnukyea 3aeduno
¢ nokanama Ha oguyuannama unmeprem cmpanuya na YMbBAJI .. Ceema Mapuna ' EAJL
8. Ownenka Ha noaydennte odpepru: Komucusra mo wi. 4, ain. 1 onpezenieHa no peia Ha
Hapen6a Ne 10/17.11.2011 r. na M3, n36upa 3a u3neiHuTeNn odepraTa Ha THProBell Ha epo ¢
JIEKapCTBEHH MPOAYKTH, IPH YCJIOBHATa MocodeHH B wi. 156, am. 4 or Hapenba Ne
10/17.11.2011 r. ma M3.
9. Besika odepra nmo HacTosimata IMOKaHa, M3rOTBEHA CBIVIACHO YTBBPACHHUs oOpasen Ha
odepTa, ¥ NPHIOKEHHTE JOKYMEHTH, C€ I10J1aBaT Ha XapTHEH HOCUTE MM IO eJeKTPOHEH ITbT
B cpok 0 10.09.2025 r., BK/JIIOYHTEIHO.
9.1. Odepra nogazgeHa o eIeKTPOHEH BT CJe/IBa Jla ca H3TOTBEHM IPH yCJIOBHATA M pejia
Ha 3EJIEVY u nojpaznena Ha email: office(@svetamarina.com.
9.2. Odepra u3mpaTeHa Ha XapTHeH Hocutel, ce aapecupa 10 YMBAIJI ,.Ceera Mapuna™
EAJI otzen ,.JIelOBOACTBO™ HAa BHUMaHHETO Ha oTAelN ,,O0ImecTBeHH NOPHYKH H JOTOBOPH ™,
Ha azpec rp. Bapra, Oyn. ..Xpucrto CMupHeHcku™ Nel, B 3ameyaTtaH HENpo3pauH IUIMK C
HeHapyIIeHa IUIOCT, BbPXY KOMTO ce II0COYBar:

- Tloparen;

- Azpec 3a KOpECIIOHAEHIIMSA;

- Bbpxy Imumka ¢ JOKyMEHTH ce mocodBa M ciefHus TekcT: ,,Odepra 3a nocTaBKa Ha

JIEKapCTBEH IPOYKT C MEK/IyHAPOIHO HENaTeHTHO HaUMEHOBaHHUe ,.Selumetinib™
**% 3abenexcka: He ce pasanedcoam ogepmu, nooadenu 6 Hezane4aman, npo3pPayer ulu 6

RIUK C HAPYUIeHA YANOCM W UunU NONYYeHU U36bH ONPeOeleHus CPOK HA NOKAHAMA.
10. C moxaBaHeTo Ha odepra ce CUHTa, YE YYACTHUIMTE CE€ ChIVIaCABAT C BCHYKH YCIOBHs

[I0COYEHHM B MIOKAHATA M MIPUJIOKEHUTE 00pasiy.
11. YMBAIJI ,.Cseta Mapusa™ EAJI, B ka4ecTBOTO CH Ha AJIMMUHHCTPATOP Ha JIMYHH JIaHHH,
o6pa6oTBa MONyYeHUTEe JaHHH OT OdepTuTe Ha BCHYKH ydyacTHuMIM (ume, EI'H, naunu Ha
3aKOHHMS NPEJACTABMTE] MIM [BIHOMOIIHHKA My, JHMIE 3a KOHTAakKT, aapec TesehoH
€/eKTPOHHA MOWIA W JAp.) NPH CTPHKTHO CHa3BaHe HA HM3HCKBAHMATAa HA IPUIOKHUMOTO
3akoHojarenacTBo. CwOpaHWTe MJaHHM 1€ Ce H3MON3BaT CcamMO 32 LElNMTe Ha
CKJIIOYBaHE/U3bIIHEHHE/00sIBABaHE Ha JOTOBOD M 3a 3allMTa Ha 3aKOHHMTE MHTEPECH HA
VMBAIJI ..CBeta Mapuna“ EAJ], B ciy4aii Ha Hem3nbaHeHHeTo My. Ha ocHoBaHue wii. 266a,
an. 5, 1. 3 ot 3JIIIXM, moroBopa ce my6iuKyBa mo peza Ha wi. 26, ain. 1, T. 3 or 3akoHa 3a
00IIeCTBEHUTE OPHYKH.
12. TIpuioxeHus:

1. Odepra 1o obpazen (ITpunosicernue Ne 1).

2. TIpoeKT Ha JOroBOp 3a JOCTABKA Ha JIEKAPCTBEH NMPOJIYKT. BKIIOYEH B CIIMCHKA M0 YL
266a. an. 2 ot 3JIITXM. 3a cpok ot 3 (TpH) Mecena wnoogicenue Ne 2);

VYTBBpanIL:
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