JOIMOBOP
[Hec, |L|LClk(k"\J/|r_ B rp. Cothusa, mexay:

YMBAN"Uapnya WoanHa-UCYN"EAQL, cbCc cefanuuie u agpec Ha
ynpasneHne B rp. Cogwma, painoH "O6opuuwe"”, yn."bsano mope"Ne8, Ten. 9432215, akc
9432180, EMK 831605806, npeactaBnsBaHO OT gou. A-p [puropuii Hepenkos, aAm -
M3nbnHUTeNneH AUWPEKTOop, HapuyaHo 3a KpaTtkocT no-gony "BB3JTOXKUTEMN" oT efHa
CTpaHa, un

»PbOHUNKC dapma”’EOO/, cbc cepanuuie n agpec Ha ynpasneHue rp.Coguma-
1700, paitoH ,,CTyaeHTCKM”, yn. ,,OkonoBpbCTeH nbT“ Ne 199 A, 1en:02/965 8109, dakc
02/965 8828, ENK 203283623, npeactaBnseaHo oT BecenuH KyHeB u KOnuaH Hepenues -
ynpasuTtenu, 4pes nbuaHomowHuuyM Kpacumup Hwukonaes un [JlaHuena Hukonosa c
nbiHoMowHO Ne 2193/18.10.2016r., HapuyaHo 3a kpatkocT "W3MbJHWTEN" ot gpyra
CTpaHa, Ha OCHOBaHVe NpoBefeHa npoLefypa Ha Bb3/fiaraHe Ha 06 ecTBEHA MOpbYKa NO peja
Ha naBa 26, Ha cTOWHOCT Mo uyn. 20, an. 3, T. 2 ot 300 uype3 ny6nMKyBaHe Ha 06sBa 3a
cbbupaHe Ha oepTy 3a yyacTue, MH(opMaLMsaTa 3a KoaTo e ny6nnkysaHe B AOTT nog 1D Ne
9057624 wn Tlpotokon ot 02.11.2016 r., yTBbPAEH OT W3MBLAHUTENHWUA AUPEKTOP, CE CKIIYM
HaCTOALWMAT AOrOBOP, KATO CTPaHUTE Ce cnopasymsaxa 3a CNejHoTo:

I. TIPEOMET HA JOIrOBOPA

Un. 1. (1) BB3NTOXKWUTENAT Bb3nara, a W3MBJIHUTENAT npuema cpeLty
Bb3HarpaxzieHve fa U3BbpLUM LOCTaBKa Ha SIeKapCTBeHUS NPOAYKT OT 060cobeHa no3uums Ne
2 - Gefitinib 250 mg x 30, nepopanHa dopma on. 6 6p., - 4 268,40 ne. ¢ AAC 3a eauHuLa
MsApKa (0nakoBKa) CbrNacHO yCnoBusATa Ha HactosAwwmsa agorosop (,,Jorosop“) n LleHoBoTO
npegnoxeHve Ha W3MNBAHUTENA  (,LleHoBo npeanoxeHue”), npeacTaBnsBaLyo
MpunoxeHne No 1, HepasgenHa yacTt ot Jorosopa.

(2) 3a KpaTKOCT NpeAMeTHLT Ha HacToAlWwMA oroBop nocoyveH B an. 1 ule ce Hapuya B
Jorosopa , [JJocTtaBka“.

1. LEHA N HAUYVH HA NMNOAWAHE

Un. 2.(1) Bb3NOXWUTENAT gbmku Ha N3MNBIHUTENA Bb3HarpaxkaeHune 3a BCAKa
efiHa ussspuweHa ot U3MNBJAHUTENA n npreta ot Bb3/TOXKMNTENA OocTaBka, CbrnacHo
eANHNYHUTE LeHu, nocoveHn MpunoxkeHne Ne 1. [MocoyeHUTE LEHN BKOUYBAT BCUUKM TaKCK
N Apyru pasxofu BbB Bpb3Ka C [locTaBkaTa A0 MACTOTO Ha M3NbAHEHWe no una. 3, an. 5.
O6wwaTa CTOMHOCT 3a M3BbpLUBaHe Ha JOCTaBKMTE 3a Lenns cpok Ha forosopa e 25 610,40
NB. ¢ BKMouveH A4C.

(2) 3annawaHeTo Ha Bb3HArpaXaeHWeTo no an. 1 ce M3BbPLIBA NPU KYMY/aTUBHOTO
Hannuume Ha cieflHUTE LOKYMEHTHU:

a) noanucaH ot CTpaHUTe nNpuemaTenHo-npegasareneH npotokon no yn. 10, an. 2 oT
JoroBopa;

6) npegoctaBeHa ot M3MBbJIHUTENA dhakTypa 3a cboTBeTHaTa [locTaBka, npueta oT
BB3NMNOXUNTENA.

(3) AvmxkmmoTto ot BB3JTOXKUNTENA Bb3HarpaxzgeHne no an. 1 3a CbOTBETHATA
[octaeka ce 3annawa Ha W3MBbIHUTENIA no 6aHKOB NbT B CPOK A0 60 (LwecTaeceT) AHWU,
CUNTAHO OT U3NBJAHEHMETO W.

(4) NMnawaHeTo ce M3BbpLIBA B OBATApCKM f1IEBOBE, C MNMATEXHO HapexgaHe no
cneaHaTa 6aHKOBa cMeTKa, noco4veHa oT N3Mb/IHUTENA:

BIC: BG91 UNCR 9660 1030 8995 22, IBAN: UNCRBGSF, BAHKA: ,YHuKpegut
Byn6aHk”A/L

(5) MBMNBNMHNTENAT e anvxeH pa ysegomsaBa nucmeHo BB3JTOXKWUTENA 3a
BCMUKM Mocnejsaliy nNnpoMeHu B faHHWUTe 3a 6aHKoBaTa CMeTKa Mo ai. 4 B CPoK oT Tp”
CUMTaHO OT MOMeHTa Ha npomsHata. B cnyvaih ye WINBAHUTENAT He
BB3/TOXKUTENIA B TO3X CPOK MnAn nawaHeTo e m3sbpweHo ot Bb3/TOXKUTEL
noslyyaBaHe Ha yBeOM/IEHWETO, Ce CUUTA, Ye MNALLAHETO e HaANeXHO U3BbPLLEHO.



(6) EAVMHMYHNTE UeHW, nocoyeHu lMpunoxeHne Ne 1 He nopgnexaTt Ha M3MeHeHue 3a
CpOKa Ha HacTofLlma Jorosop.

1. CPOK N1 MACTO HA N3MNbJIHEHNE

Un. 3 (1) JoroBopbT ce CKAKOYBA 3a CPOK OT TPW MeceLa, CYMTaHO OT JaTtata Ha
NOAMMUCBAHETO MY.

(2) B pamkuTe Ha cpoka no an. 1 N3MNBJIHUTENAT ocbliecTBsABa AOCTaBKUTE B
CPOK [0 24 (mBajeceT M 4eTMpU) Yaca, CUYMTAHO OT 4yaca nocfefsall, yaca Ha MnosiyyaBaHe Ha
nucMmeHa 3anBka (,,3asBka”) oT Bb3/TOXUNTEA.

(3) Bb3/TOXWUTENAT mn3npawa 3asskata go N3MbJIHWUTENA Ha agpec, hakc mam
eNeKTPOoHHa noua:
agpec: rp.Coguma-1700, paitoH ,,CTygeHTCKM”, yn. ,,OKonoBpbCcTeH NbT* Ne 199 A
(pakc: 02/965 8828
e-mail: kr.nikolaev@phoenixi:)harma.bu
3asBKaTta MOXe [fa Obge 3a 4yacT WM 33 UANOTO MPOrHO3HO KOJIMYECTBO, KaTo
BBb3TOXUNTENAT He e 3aab/mokeH fa 3adaBM LANOTO MPOrHO3HO KOSIMYECTBO MO BpeMe Ha
cpoka Ha fioroopa. B cnyuaii, ye 3a Bb3/TOXKUTENA He e Bb3HUKHaNA HEO6XO4MMOCT OT
JocTaBka, CbLMAT MMa NPaBo fa He 3adBABa KOJMYeCTBa.

(4) [OorosopbT He o06Bbp3Ba BBHINMOXUMTENA cbC 3agb/mKeHUETO fAa Hanpasu
3asBKa, a nocnegHata e obycnoseHa OT Bb3HMKBAHe Ha Heob6xogummocT oT [locTaBka 3a
BBb3NNTOXXNTENA. B cnydyaihi 4e ycnoBueTo no MPeaxo4HOTO M3peYeHWe He e Hanuue,
BB3NOXKWNTENIAT He Hocu otrosopHocT, a U3MBJTHUTEJTAT Hama npaBo Aa npeTeHaupa
HEYCTONKMN M/ KakKBUTO U Aa e 610 06e3leTeHns 3a NPUUMHEHN Bpeau.

(5) MdacToTOo Ha M3NbAHEHMe Ha fgoctaBkute e: rp. Codwma, yn. ,,bano mope” Ne 8,
YMBA ,Llapuua MoanHa-UCYN” EAL - oTaen ,,60nHNYHa anTeka”.

IV. MPABA N 3AABJ/DKEHNA HA CTPAHUTE

Un. 4. Bb3NOXWNTENAT vnma npaso:

1 pa wsuckea ot U3MBAHUTENA ga n3nbnHABa B CPOK U 6e3 OTK/IOHEHUSA BCAKa
efjHa OT [OCTaBKMTe, CbINACHO yCnoBumATa Ha [lorosopa;

2. [a n3BbpLUBA MPOBEpPKA BbB BCEKM MOMEHT OT W3Mb/HEHMeTO Ha 3asaBkara no
[JloroBopa, OTHOCHO KayeCcTBOTO, KOJIYecTBaTa M TEXHUYECKMUTe napameTpu, 6e3 ¢ ToBa Aa
npeyn Ha geiHocTTa Ha M3MNBNHUTENA;

3. [a 3agbpxu/ycBoum CbOTBETHa 4acT OT [apaHuuATa 3a W3MNbJHEHWEe npu
Hem3nb/HeHMe OT cTpaHa Ha M3MNBbJIHWUTENA Ha [oroBopa U ga nofyyn HeycToika B
pasmepa, onpegeneH B pasgen VIl ot HacToAwma Jorosop;

4. pa nperfiefa goctaBeHaTa CTOKa W fa Hanpasu peknamauuu npu ycTaHOBABaHe Ha
HekayecTBeHa/HenbnHa JlocTaBka WM Takasa, KOATO He e B CbOTBETCTBUE C [MpunoxkeHne Ne
L

5. na nonyum [loctaBkaTta B CpOKa M NMpu yCNoBKUATa, AOroBopeHn mexay CTtpaHuTe;

6. fa He npueme [locTaBkarta M fa OTpas3M YCTaHOBEHWUTE HejocTaTsbUW/AUNCK B
npuvemo-npegasaTenHMa NpoTokon no yn. 10, an. 2, B cnyyan 4ye [locTtaBkaTa He OTroBaps Ha
n3nckeaHuaTa no MpunoxeHne Ne 1un ycnosmuata Ha 1o3u [orosop;

7. na npekpatu JloroBopa efHOCTpaHHO no BuHa Ha V3MBbHWTENA B cnydyali Ha
CbLLECTBEHO Heusnb/iHeHUe (N0 cMucbaa Ha un. 15, an.2) ot ctpaHa Ha W3MNbIHUTENA.

Un. 5 (1) BB3INNOXKUTENAT e pavxkedH pa 3annawa Ha W3MNbAHUTENA
Bb3HarpaxzaeHue npu nbaHO M KaYeCTBEHO M3Nb/HEHWe Ha [locTaBka B pasmep, Nnpu ycnosus
N B CPOKOBE CbrflacHO HacToswma [lorosop.

(2) BB3NOXUTENAT ce 3agbmkasa:

1. pa He pasnpocTpaHfBa Moj KakBaTo M fAa e dopma BCAKa npefocTaBeHa My OT
N3NBNHUTENA wHpopmauus, umalla XapakTep Ha TbproBcka TaillHa W W3PUYHO
ynoMmeHata ot N3MbJIHWNTEJIA kaTo TakaBa B nNpeAcTaBeHaTa OT Hero ogepTa.

2. npu [ocTaBAHe Ha cToKarta fa A npernefa, fa noOMb/HU
npegasaTesiHATe MPOTOKOAM U MPW YCTaHOBABAHe HAa fBHW HeLOCTATbUW WAW JIAMCU
oTpasu B npotokona no yn. 10,an. 2;



3. [la ocMrypu rnomelleHme 3a cbxpaHeHue crnopef CbOTBETHUTE U3NCKBAHUA, aKo MMa
TakuBa, Ha [JOCTaBeHOTO KO/IMYEeCTBO CTOKMU.

Un. 6. USMBAHNTENAT uma npaso:

1 fa nonyym yroBopeHOTO Bb3HarpaXkieHue npu ycnosmaTa n B CPOKOBETE, MOCOYEHU
B HacToALwma Jorosop.

2. Aa ncka oT BBb3TOXUMTENA Heo6XoAMMOTO CbAENCTBME 3a OCHLLECTBSABAHE Ha
[ocTaBkata no [lorosopa v npuemMaHeTo I, KOrato e U3MnbJIHEHA CbINIACHO U3UCKBaHWUATA MO
un.7, 1.1.

Un. 7. USNBJTHUTENTAT e anvxKeH:

1 fa u3nb/IHW BCAKA efHa OT LOCTaBKUTE KayeCTBeHO, B CbOTBeTCTBME C lMpuioxeHune
Ne 1 w HacTtoAwwmsa Jorosop. CpOKbT Ha rOAHOCT Ha LOCTAaBAHWUTE JIeKAPCTBEHU MNPOAYKTU
cnefiBa fia He e No-mManbK OT 75% Ha CTO OT 064BeHUs OT NPOM3BOANTENA CPOK KbM AaTtara Ha
BCsAKa efiHa OT 4OCTaBKUTE NO A0roBopa,;

2. [a cbXpaHfBa W TpaHcnopTupa [locTtaBkata A0 MACTOTO Ha M3NbAHEHWE Mpu
cnassaHe Ha NOCOYEeHUA OT MPOWM3BOAUTENSA TEMMEPATYypPeH pPexum W ApYyru ycnosus 3a
CbXpaHeHue;

3. B cnyyauTte no yn. 4, 1. 6, N3MbMHUTENTAT ca 3agb/mkasa fa 3aMeHW 3a CBOA
cMeTKa [locTaBkaTa C Apyra, oTroBapslia Ha u3nckeaHuata no T. 1 v no MpunoxeHune Ne 18
CpOK po 12 (gBaHafjeceT) u4aca, CUMTaHO OT Yaca, [MOCOYEH B TMPOTOKO/Ma 3a
HekauyecTBeHaTa/HenbnHa JocTaBka. B cnyyaii ye USMBJIHUTENAT He gocTaBu B cpoka no
NnpeaxoA4HOTO W3PEYEHME 3aMeHEHWUTE CTOKU W/WIWM [OCTaBeHUTe CTOKM He OTroBapAT Ha
n3nckBaHuATa no 7. 1 n no MpunoxeHne Ne 1, Bb3JTOXKWUTENAT Hauncnssa HeycToika Ha
N3MBJTHUTENA no un. 11, an. 2, KOATO ce yAbp>Ka or NapaHumnaTa 3a U3nbHeHue;

4. fa He M3N0N3Ba UAKM pasnpocTtpaHsaBa uHpopmauma 3a Bb3JTOXKUTENA, cTtaHana
MY W3BECTHA MPW M3NbAHEHUE HA 3a4b/DKeHMATA My Mo HacToAawma Jorosop.

Un. 8. USMNBJTHUTENAT ce 3agbnxkasa ga Npoab/KM M3NbAHEHWETO Ha JlocTaBkara
M B clyyail Ha 3abaBfHe Ha nnawaHe oT cTpaHa Ha BB3/TOXXUNTENA nopagn 06eKTUBHU
NPUYUHN.

V. TAPAHUWNA 3A N3MNBJIHEHUE

Un.9. (1) Mpu cknousaHe Ha forosopa V3MbHUTENAT npeactass MapaHuma 3a
n3nbnHeHne Ha forosopa (,,lapaHumsa 3a mM3nbaHeHWe™) B pasmep Ha 213,42 (ABecta u
TpuHageceT neesa n 0,42 cT.) ne.a, npepctasnssawm 1,00% (e4uH NpPOLEHT) OT HerosaTa
obwa crtoiHocT, 6e3 AAC. MapaHuuaTa 3a M3NbHEHUE Ce NPeACTaBA B efHa OT CnefHUTe
hopmu:

a) napmMyHa cyma, BHeceHa rno nocoyeHa ot Bb3JTOXKNTE A 6aHKOBa CMeTKa;

6) 6e3ycnoBHa HEOTMeHsiema 6aHKOBa rapaHUus; Unn

B) 3aCTpaxoBKa, KOATO 06e3neyaBa M3MNbJHEHWETO Ype3 MOKPUTUE Ha OTrOBOPHOCTTA
Ha N3MBJTHNTENA.

(2) MapaHumnATa 3a M3NbJIHEHWE CneABa Aa € CbC CPOK Ha Ba/IMAHOCT OT AaTaTa Ha
B/M3aHe B cuia Ha [loroeopa Ao Hail-manko 30 /Tpupecet/ AHU cnej U3TUYAHETO Ha CpokKa no
yn. 3, an. 1L

(3) TlapaHumAaTa 3a M3NbAHEHWE Ce YyCBOSBA MU3UANO  WAM  YACTUYHO  OT
BB3NTOXWUTENSA B cnyyail Ha Hem3nb/iHEHME Ha 3afb/keHuaTa Ha V3MNBAHUTENA 3a
yacTTa, CbOTBeTCTBalla Ha Heu3nbaHeHueTo. BB3NTOXKWUTENAT uma npasBo fga ycsou
lapaHuuaTa 3a U3nNbaHeHWe, 6e3 ToBa Aa ro fuwasa OT MPaBOTO Aa TbpPcu 06e3leTeHne 3a
Bpefu, HafBuLIaBaw M nosyyeHara cyma no FapaHumaTa 3a U3nbHEHME.

(4) Mpn nunca Ha Bb3paXeHUA/NpeTeHUNM BbB BPb3Ka C U3NbAHEHMETO Ha [orosopa
oT cTpaHa Ha BB3/TOXKWTENA, Toli ocsBoboxaaBa [apaHuusaTa 3a WM3Nb/HEHME (Bpblia
napuyHaTa cyma/opurmHana Ha msfafgeHara 6aHkoBa rapaHumsa/3acTpaxoBka) B cpok oT 30
OHW cnej NpUKIOYBaHe Ha M3MbJIHEHUETO UM U3TUYaHe cpoka Ha [oroeopa, 6e3 ga Ab/mku
NNXBW 3a Nnepuopa, npe3 KOWTo MapaHUuMATA 3a U3Mb/HEHWE e npecTosna npu Hero (B
ye e nofd hopmarta Ha napuyHa cyma).

(5) Pa3xoauTe N0 OTKpMBaHe, NoOAAbpXKaHe, MOAHOBSABaHe W 06CNYX
MapaHUmnATa 3a U3Nb/HEHWe ca 3a cMeTka Ha 3N bJTHUTENA.



(6) FapaHuMaTa 3a U3NbAHEHWe He ce ocBoboxpasa oT BBHINTOXKWTENA, ako B
npoueca Ha MW3NbAHEHWE Ha A0roBopa € Bb3HWMKHAN CrNop MeXAy CTpaHuTe OTHOCHO
Hensnb/HeHMe Ha 3aabikeHuata Ha N3MBAHUNTENA n BbNpoCchT € OTHECEH 32 pellaBaHe
npeg cvh. Mpu pewasaHe Ha cnopa B nonsa Ha BB3/TOXXWTE/A, Tolh MOXe Aa NpucTbiu
KbM YCBOfIBaHe Ha rapaHuuaTa 3a U3Nb/HEHKe.

VI. NMPEOABAHE I MPUEMAHE 3A N3MBbJ/IHEHUETO

Un. 10.(1) MpuemaHeto Ha foctaekata oT BBI/TOXKWUTENA ce u3BbpliBa upes
HavyanHnk otgen ,bonHuMyHa anTteka” wWaM Heros 3amecTHUMK. 3a BDB3JTOXKUTENA
npuemartefiHo-npegaBaTeNHUAT NPOTOKON Ce Mognucsa OT NMLETO npuemallo foCTaBKaTa, a
3a UMBNHWNTENA - oT onpefeneHo OT Hero fuLe.

(2) NMpuemaHeTo Ha [focTaBka Mo 3asfBKa Ce Y[LOCTOBepsABa C MOAMWCBAHE OT
npegcraButenuTe no an.l Ha ABYCTpaHeH MpuemaTtenHo-npefaBaTe/ieH NPOTOKO/, B KOWTO ce
oTpasfBa faTaTa M yaca Ha focTaBkarta, Buga n 6pos Ha [LOCTaBAHUTE JIEKAPCTBEHW MPOLYKTH,
CPOKbBT Ha FOAHOCT, KaKTO W npuipyxxasalwute rm AOKyMeHTU. [locTaBkara ce cumTa npueta
oT Bb3J/TOXKNTENA camo ako CbLWUAT e nognucan npruemMaTeiHo-npejaBaTte/siHMa MpoTOKON
6e3 Bb3paxeHns (MocoysaHe Ha HeAOCTATbLUU/IUMCKU Ha CTOKU WU LOKYMEHTUW, KOUTO CnefBa
[a rvi npuapykasar).

VII. HEYCTOWKMW

Yn. 11. (1) B cnyyaii 4e UBNBAHUTENAT He usnbaHM 3asBKa B Cpoka Mo un. 3, an.
2, Toin abmxun Ha Bb3JTOXXNTENA HeycTolika B pasmep Ha 0,25 % (Hyna usno n gBagecet un
neT CTOTHW MpPOLLEHTa) OT CTOMHOCTTA Ha HeM3nb/HeHaTa 3asaBKa 3a BCEKM MPOCPOYEH Yac, HO
He noBeye oT 10 % (meceT npouLeHTa) OT CTOMHOCTTA Ha [lorosopa.

(2) B cnyyvaih ye W3NBAHNTENAT un3nbnHu 3asBKa HEKAYECTBEHO W He 3aMeHM
JocTtaBkarta B cpoka no 4n. 7, T. 3 ¢ gpyra, oTrosapsllia Ha U3MCKBaHuATa no yn. 7, 7. 11 no
MpunoxeHne Ne 1, Toin Abmkn Ha BH3NTOXXNTENA HeycToiKa 3a BCEKM OTAENEH Clyvail B
pasmep Ha 10 % ( geceT nNpoueHTa) OT CTOMHOCTTA Ha HEM3MNb/IHEHATa YacT OT 3asBKaTa.

Un. 12. M3nnawaHeto/yabpXaHeTO Ha HeyCcTOWKM He nuwasa BBHb3NNOXWNTENA ot
npaBoTo fa TbpPCM peasiHo W3Mb/HEHME W ob6esleTeHMe 3a TMPEeTbPNEHUTE Bpeau,
HaAXBbLP/IALWM pa3mepa Ha HeycTolKara.

Yn. 13. MNpu npekparsasaHe Ha [lorosopa nopagm 0TKas OT JOCTaBKa Ha /1eKapCcTBeH
npoaykt, U3NbAHUTENAT pbmxkn Ha BB3NNOXKWTENA HeycToiika B pasmep Ha 20%
(hBajeceT npoueHTa) OT CTOMHOCTTA Ha 3asBeHaTa, HO HeusnbjHeHa [OCTaBKa.
BB3NOXKWUTENAT wma npaBo fa YyAbpXuU/ycBou HeycToilkata 0T [apaHuusata 3a
N3NbIAHEHME.

VIIl. HENPEABWOEHW OBCTOATENCTBA

Un. 14. (1) CTtpaHuTe no [orosopa He Ab/mKaT 00e3lleTeHNE 3a NPETbPMNEHN Bpeaun U
3arybu, B cnyyain 4e nocnefHuTe ca NPUYMHEHU OT HEMPeoAosiMMa cuia No CMUCHAA Ha Y.
306 oT TbpProBckMA 3aKO0H.

(2) B cnyuyain ye CTpaHaTta, KOATO € cfedBafno Aa W3MNb/HA CBOE 3aAb/DKEHMEe Mo
[orosopa, e 6una B 3abaBa KbM MOMEHTa Ha HacTbMBaHe Ha Henpeojonumara cunia, T He
MOXXe [ia Ce NM030BaBa Ha HenpeoLonMmMa cuna.

(3) CrtpaHaTta, 3acerHarta OT Henmpeofo/iMMa CUNa, e ANbXHa Aa npejnpuemMe BCUYKK
[encTBUA C rpmxara Ha fo6pus Tbprosew, 3a Aa Hamanum A0 MUHUMYM MOHEeCeHUTe Bpeau U
3arybu, Kakto v fa yBefoMu NuUcMeHo fpyrata CTtpaHa B TPUAHEBEH CPOK OT HacTbMBaHeETO
Ha HenpeogonuMata cuna. MNpu HeyBefOMSsABaHe ce Ab/KM 06e3lieTeHMe 3a HACTbNUANTE OT
TOBa Bpeau.

(4) [OokaTo Tpae HenpeofonuMmarta cuna, M3NbAHEHWETO Ha 3af4b/HKEHUATA M Ha
CBbP3aHNTE C TAX HaCpeLLHN 3afb/KeHUd ce cnupa.

IX. MPEKPATABAHE HA JOITOBOPA
Un. 15. (1) Hactoawumar Jlorosop ce npekparasa:
L C M3TM4YaHe Ha cpokKa no 4. 3, an. 1wnam c 4ocTuraHe Ha npeasunaeHara B u.
CTOIAHOCT;



2. N0 B3aMMHO cbrnacue mexay CtpaHuTe, U3paseHo B NMcMeHa hopma;

3. 0T Bb3noxutensa npu ycnosusata Ha un. 118 oT 3akoHa 3a 06LLLECTBEHUTE NMOPBUKM.

(2) BDB3JTOXKWNTENAT moxe ga npekpatu Lorosopa 6e3 npefns3BecTvie B Ciyyvail Ha
CbLEeCTBEHO HeusNb/IHEHMe Ha 3aAgb/HKeHmAaTa oT cTpaHa Ha W3MBJHUTENA. 3a
,»CbLLECTBEHO HEN3Mb/IHEHUE Ce CUMTa BCEKWN eiNH OT CNefHUTE Clyyau:

1 N3NBAHUTENAT 3a6aBu ABa UAK noBeye NbTU CPOKa 3a focTaBka no [orosopa
c noseye oT 48 (4eTupmaeceT N 0CeM) Haca;

2. U3NBJTHUTENAT gBa nam noseye NbTU He OTCTPaHW B Cpoka no una. 7, 1. 3
KOHCTaTMpaHu HegoctaTbum/nuncuy;

3. M3ANBNHNTENAT pgBa wnnmM noseye NbTU HE WU3NBLJAHM TOYHO HAKOe OT
3afbkeHudTa cu no [orosopa;

4. N3ANBNHUNTENAT 6bae 065BeH B HECHCTOATENIHOCT UM KOraTo € B MPOM3BOACTBO
MO HECHCTOATENIHOCT UM NUKBULALNS;

X. BAKTKOUUTENHW PA3MOPEABWU

Un. 16. (1) HactoawmaT [loroBop MoOXe fga 6bje N3MEHSH C MUCMEHO AOMbAHUTENHO
cnopasyMeHue nNpu ycnosmusaTa Ha ui. 116 ot 3akoHa 3a 06LeCTBEHUTE NOPBHUKM.

(2) Huto egHa OT cTpaHWTe HAMA MpPaBO Aa MPEXBbLPAA NpaBaTa U 3a4b/DKEHUATA,
npousTMYyally OT TO3M AOr0BOp, Ha TPeTa CTpaHa, OCBEH B ciy4vauTe, nocovyeHu B 30T01.

Un. 17. (1) Bcuukm cbob6LLeHUS, NpPean3BeCTUS W HapexaaHus, CBbp3aHuW C
M3NbJAHEHNETO Ha To3u [lorosop u pasMeHaHn mexay Bb3JTOXKUTENA n M3MBAHNTENA
ca Ba/MAHW, KOrato ca m3nparteHu Mo nowara ¢ obpaTHa pasnucka, no ¢akc, eneKTpoHHa
noLua nnm npefageHn ypes Kypuep cpeLty nognuc Ha npuemMallarta cTpaHa.

(2) 3a gataTa Ha CbOOLWEHNETO Ce cmATa:

1. patarta Ha npefaBaHeTO - NP npejaBaHe Ha pbka Ha CbOOLLEHNETO;

2. fjlaTaTta Ha NPUEMaHeTo - Mpu M3npatiaHe no akc;

3. fatarta Ha NoCTbMNBAHETO B e/IeKTPOHHAaTa Mowia - Npu nsnpawiaHe no uMewnn.

(3) 3a BanuAHW agpecun 3a npuemaHe Ha CbOOLLEHMA, CBbP3aHW € U3MbJIHEHWETO Ha
[lorosopa v npejaBaHe Ha LOKYMEHTM, Ce CMATAT:

E 3a BBb3JTIOXKWTENA: rp. Codua, yn. ,bano mope” Ne 8, otgen ,bonHuuyHa
anTteka’, ten. 02 9432429, takc: 02 9432117, e-mail: apteka@isul.eu.

2. 3a U3MNBNHUTENA: rp.Comna-1700, paitoH ,,CTygeHTCKN”, yn. ,,OKONOBPBLCTEH
nbT“ Ne 199 A, 1en:02/965 8109, thakc: 02/965 8828, e-mail: kr.nikolaev@ phoenixpharma.bg

Un. 18. B cnyuyain Ha npeobpa3syBaHe, BAuBaHe nau cnueaHe Ha B3/TOXKUNTENA unn
N3MNBNHWNTENA, wpuandecknte nmua, TeXHW NpaBonpMeMHUUM, ca 06Bbp3aHM CbC
3ab/DKeHnATa no To3x LOroBop nNpu cnassaHe nsncksaHunaTa Ha 30rM1.

Un. 19. Bcuuku cnopoBse no T03u Jlorosop e ce ypexkaaT upe3 NMperoBopu Mexay
CTpaHuTe, a NpM HEMOCTUTaHe Ha Cbrnacue - Lie ce 0THACAT 3a pellaBaHe OT KOMMETEHTHUA
cbAa B Penybnuka bvnrapus.

Yn. 20. 3a BCMUKK HeypefeHW B TO3M [JOroBop BbLNPOCK Ce npunarat pasnopenbuTte Ha
[NeACTBaLLOTO 6bATaPCKO 3aKOHOAATENCTBO.

Un. 21. Hepa3genHa yacTt oT HacTodAwms Jorosop e MpunoxeHne Ne 1.

3anuuena
Hactoawmar [loroBop ce CKAYM B [Ba efHO0OpasHW ek3emMnnspa - efuH (uHbopMamus
3annueHa
nHpopManus

3anuyeHa
nHpopManus

3anuyena nHpopManus
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LEHOBO MNMPEANOXEHUE

ATC INN

LO1XEO2 GEFITINIB 250mg x 30

JlekapcTBeHa
chopma

4

nepopanHa
topma

"it

EavHnua
MspKa

5

orl.

KonuyecTtBo

TbProBCcKO HaumMeHoBaHue

Iressa tabl. 250 mg x 30

MpunnoxeHne Ne8

LleHa 3a egnHuua EfonHu4yHa ueHa ¢
msapka ¢ 44C AOC Ha onakoBka
9 10

4268,40 4268,40





