NOIMOBOP
3a [JOCTaBKa Ha IeKapCTBEH NPOaYKT

[Hec, LLI )‘K ...2017 r., B rp. Cogous, mexay:

YMBAN "Uapuuya NoaHHa-UCYJT"EA[, ciCc cefjamiie u agpec Ha
ynpaeneHne B rp. Codwms, pailoH "O6opuwle”, yn."bBsno mope"Ne8, Ten. 9432215, dakc
9432180, EWMK 831605806. npeactaBnssaHo OT fou. A-p [puropwin HepenkoB. am -
M3nbnaHnTeneH AMpekTop, HapuyaHo 3a KpaTkocT no-gony "BBb3NTOXXUTEN" oT efHa cTpaHa,
n

SANTA ®PAPMACHKOTUKDB/IC” EOO/, cuc cefjanvile M adpec Ha ynpasnieHue
rp.Comna-1618, 6yn.”bwarapusa” Ne 118, Tten: 02 8549701, dakc 02 9532622, EWMK
175256438, npeacrasnasaHo oT Togop [ouyeB [ouyeB - ynpaBuTe/, HapU4yaHO 3a KPaTKOCT
"M3IMB/THUTEN" ot ppyra cTpaHa, Ha OCHOBaHVe MpoBefdeHa NpoLeaypa Ha Bb3flaraHe Ha
obLecTBeHa nopbyka no pega Ha Mnaea 26, Ha cToMHOCT no un. 20, an. 3, T. 2 oT 300 upe3
nybnnkyBaHe Ha 06sBa 3a CbOMpaHe Ha OgepTU 3a yyacTuve, MH(opMaumaTa 3a KOosATo e
nybnvkysaHe B AOIT nog ID Ne 9064146 w [lMpotokon 29.05.2017 r., yTBbpAeH OT
N3NBAHUTENIHUA OUPEKTOP, Ce CKIHUYM HaCTOALLMAT AOroBOp, Kato CTpaHWUTe ce criopasymsxa
3a cefHoTo:

. MPEAMET HA AOIOBOPA

Un. 1.(1) Bb3NNOXXNTENAT Bb3nara, a UMb/IHUTENAT nprema cpelly Bb3HarpaxaeHue

[a 1U3BbPLUM AocTaBka Ha 30 OMakoBKW OT NIeKapCTBeHMS NpodyKT Ramucirumab 10mg/ml -

10ml ¢ Teproecko HammeHoBaHMe Cyramza concentrate for solution for infusion 10 mg/ml -

10ml mg X 2 cbrnacHo ycnoBusitTa Ha Hactosiwms gorosop (,,Jorosop™) u LleHOBOTO
npegnoxenme Ha  WU3MBJAHUTENA  (,LleHoBO  npeanoxeHwe™),  npefcraBnssallo
MpunoxxeHne Ne 1, HepasaenHa yacT ot Jorosopa.

2 3a KpaTKoCT npeaMeTbT Ha HacToAwma [lorosop mocoyeH B an. 1 ule ce Hapuya B

[Jorosopa ,,JJocTaBka".

1. UEHA N HAYVH HA TJTIALLAHE

Un. 2.(1) Bb3JTOXKNTENIAT gomkn Ha N3MBIHATENA Bb3HarpaxzeHvie 3a BCAkKa
efHa m3sbplueHa oT UBMBJIHUTENA n npueta o1 Bb3TOXXNTENA [ocTaBKa, CbriacHo
eiMHN4YHaTa LeHa, noco4veHa B NpunoxeHne Ne 1 NocoyeHaTa LieHa BK/IHOYBA BCUUKM TaKCU U
Apyrv pa3xofy BbB Bpb3Ka € JJocTaBKaTa [0 MACTOTO Ha MU3Mb/HeHWe no un. 3, an. 5. Obuwarta
CTOMHOCT 3a M3BbpLUBaHE Ha AOCTaBKMTE 3a Leina CpoK Ha Jloroeopa e 58 165.50 nieBa, 6e3
OAC nnm 69 798.60 nesa ¢ BktodeH O/1C.

(2) 3annawaHeTo Ha Bb3HArpaXkaeHWeTo no an. 1 ce M3BbPLUBA MPU KyMYy/IaTUBHOTO
Ha/Imyme Ha CnefHNTe LOKYMEHTN:

a) nognucaH ot CTpaHWTe npuemaTenHo-npeasaTeneH NpPoTokoa no yn. 10, an. 2 ot
Jorosopa;

6) npepoctaBeHa ot N3MbJ/IHATENA ¢akTypa 3a CbOTBeTHaTa [JocTaBka, npuerta ot
Bb3/TOXNTENA.

(3) Abvmkmmoto ot BBINOXKUTENA Bb3HarpaxkaeHne no an. 1 3a CbOTBETHATa
[ocTaBka ce 3annawa Ha VI3Mb/IHUTENA no 6aHKOB MbT B CPOK A0 60 (LecTaeceT) AHW,
CUMTAHO OT MU3MbJIHEHMETO JA.

(4) MpawaHeTo ce u3BbpLIBA B ObLArapCcKM /1eBOBE, C M/IATEXHO HapeXxziaHe Mo
cnegHata 6aHKoBa CMeTKa, nocoyeHa ot U3Mb/IHATENSA:

IBAN: BG83UNCR76301078712175, BIC koa: UNCRBGSF, Ha 6aHka YHuUKpegut
BynbaHk

(5) NMBJTHNTENAT e pvxeH aa yBegomssa ncMeHo BB3JTOXXNTEA 3a Beuukm
nocnefBaliy NPoOMeHn B JaHHWTe 3a 6aHKOBaTa CMeTKa No an. 4 B CPOK OT TpW AHW, CYMTAHO
OT MOMeHTa Ha npomsHata. B cnyyaii ye 3MbJIHUTENAT He yBegomu BB3JTOXXNTENA B
TO3W CPOK WM nnawaHeto e u3BbpeHo oT BDB3/NIOXKUTENA npegu nonyyaBaHe Ha
yBeOM/IEHVETO, Ce CUMTa, Ye NIaLLaHeTO e HaA1eXKHO U3BBPLLEHO.



(6) EanHnyHaTa UeHa, nocoyeHa lMpunoxkeHne Ne 1 He nogiexu Ha U3MEHeHWe 3a
CpOKa Ha HacTosAwwms [orosop.

1. CPOK 1 MACTO HA N3MbJ/IHEHUVE

Un. 3 (1) doroBopbT ce CKNOYBA 3a CPOK OT TPM MeceLa, CYMTaHO OT JaTara Ha
MOAMWUCBAHETO My.

(2) B pamkute Ha cpoka no an. 1 VI3MbJ/TIHUTEJTAT ocbliecTssBa AOCTAaBKUTE B CPOK
[0 24 (OBajeceT M 4YeTMpK) Yaca, CUMTAHO OT vaca Mocnefpall, yaca Ha MojyyaBaHe Ha
nMncMeHa 3asBka (,,3asnBka'gd ot Bb3/TOXUTENA.

(3) BB3NTOXKUTENAT wm3npawa 3asskata go U3MNbJHUNTENA Ha agpec, dakc vnm
e/IEKTPOHHA MoLua:
agpec: rp.Coms, 6yn.“bunrapmsdiNe 118
(pakc: 02 9532622
e-mail: /op6/ altaph.eu
3asBkata MOxe pAa Obge 3a YacT WM 3a UANOTO MPOTHO3HO  KO/MIMYECTBO, Kato
BBb3/TOXXUTENAT He e 3agb/pkeH fa 3as8BM UANOTO MPOrHO3HO KOMMYECTBO MO BpeMe Ha
cpoka Ha [orosopa. B cnyuvaid, ye 3a Bb3JTOXXUTENA He e Bb3HWKHaMA HEOOXOAMMOCT OT
JocTaBKa, CbLUMAT MMa NPaBo [a He 3aABfBa KOIMYECTBA.

(4) OorosopsT He 06Bbp3Ba BH3JTOXKNTEJIA cbC 334b/DKEHNETO [a Hanpasu 3asBKa,
a nocnefHata e o00ycnoBeHa OT Bb3HMKBAHe Ha HeobxogMMocT OT JlocTaBka 3a
BB3TOXXNTENA. B cnyyail ye YCNOBMETO MO NPEAXOAHOTO W3PEYEHME He e Hauug,
Bb3/TOXXUTENAT He Hocu oTroBopHocT, a N3MbJ/IHATENAT HAma npaBo Aa npeTeHAupa
HEYCTOMKWN U/ KakBUTO M Aa e 61io 06e3LeTeHns 3a NPUUMHEHN Bpeau.

(5) MACTOTO Ha M3nb/IHeHMe Ha focTaBkuTe e rp. Codwms, yn. ,,bsano mope” Ne 8,
YMBAJ ,,Uapuua MoanHa-UICYN” EAL - oTaen ,,bonHnuHa anteka”.

IV. MPABA N 3AAB/DKEHNA HA CTPAHNTE

Un. 4. Bb3NNOXKUTENAT nma npaso:

1 pa nsuckea oT M3Mb/IHUTENA aa n3nb/HsBa B CPOK U 6e3 OTKNOHEHNS BCSKa efHa
OT AOCTaBKWTE, CbINAacHO ycioBuATa Ha [lorosopa;

2. [a W3BbpLUBA MPOBEpPKa BbB BCEKWM MOMEHT OT W3Mb/HEHWETO Ha 3asdBKaTa Mo
[loroBopa, OTHOCHO Ka4yeCcTBOTO, KO/IMYecTBaTa M TEXHUYECKUTe napameTpu, 6e3 e Tosa fa
npeun Ha feitHocTTa Ha N3MbJIHNTENY;

3. [Ja 3agbpku/ycBom CbOTBETHA 4YacT OT [apaHumaTa 3a W3Nb/AHEHWe Mpu
HensnbAHeHne oT cTpaHa Ha WVIBMBb/IHUTENA Ha [oroBopa U Aga NoMyynM HeycTOWKa B
pa3mvepa, onpegeneH B pa3gen VII ot HacTosAwms [lorosop;

4. fa npernefa focrtaBeHaTa CTOKa WM [a Hamnpasu peknamauun npy ycTaHoBsiBaHe Ha
HekayecTBeHa/Henb/iHa [locTaBKa UM Takasa, KOATO He e B CbOTBETCTBUE e punioxeHme Ne 1

5. fa nonyym [locTaBkarta B CpOKa 1 Npu YCNOBUATA, AOroBOpeHn Mexay CTpaHuTe;

6. fa He npveme JlocTaBkata M Aa OTpasn YCTaHOBEHWTE HeLoCTaTbLu/uncu B
nprvemo-npesasartenHusa NPoTokon no yn. 10, an. 2, B cnyyan ye JlocTaBKata He OTroBaps Ha
n3nckeaHuaTa no lMpunoxeHne Ne 1w ycnosusaTa Ha T03n [lorosop;

7. na npekpatu [loroBopa eAgHOCTPaHHO Mo BuHa Ha WN3MbJ/IHUTENIA B cnyyaid Ha
CbLLECTBEHO Hensnb/iHeHWe (Mo cMucbia Ha yn. 15, an.2) ot ctpaHa Ha VI3MbJTIHATENA.

Un. 5. (1) BDBINIOXKUTENAT e pgnvxkeH pa 3annawa Ha W3MbJHUTENA
Bb3HarpaXkaeHne npy mbAHO U Ka4yecTBeHO M3Mb/IHeHWe Ha [locTaBKa B pa3mep, Npu yCnoBua 1
B CPOKOBE CbI/IaCHO HacToAwma [lorosop.

(2) BB3NTIOXXNTENAT ce 3aab/mKasa:

1 [a He pasnpocTpaHsBa MO KaksaTto M Aa e (hopma BCAKa MpefoCTaBeHa My OT
N3N BTHUTENA uHgpopmauums, Malla XxapakTep Ha TbproBcka TaiHa v U3pUYHO ynomeHara
ot N3MBJTHNTEJIA kaTo Takasa B npeAcTaBeHara OT Hero ogepra.

2. Npu [oCTaBAHe Ha CToKaTta fJa A nperneja, fa MONbAHU  npueMaTenHo-
npefaBaTe/IHATE MPOTOKO/N M MPU YCTAHOBABaHE Ha ABHWM HefoCTaTbUWM WM NUNCU Ja Tw
0Tpasun B npoTokona no yn. 10, an. 2



3. [la ocuUrypu nomeLleHve 3a CbXpaHeHue crnopes CbOTBETHUTE W3UCKBaHUA, ako MMa
TaKMBa, Ha AOCTAaBEHOTO KOMIMYECTBO CTOKM.

Un. 6. USMBTHUTENAT nma npaso:

1 fa nonyym yroBopeHOTO Bb3HarpaXkaeHue npu ycnoBuATa U B CPOKOBETE, MOCOYEHU
B HacToALwma [lorosop.

2. pa vucka ot BB3JTOXKUTE/IA HeobXxoauMOTO CbAENCTBME 3a OCbLUECTBABAHE Ha
[JocTaBkara no [orosopa v npuemMaHeTo i, KOrato e M3Mb/IHEHa CbIaCHO M3WUCKBaHMATA MO
un.7, T.1.

Un. 7. USMBAHUTENAT e fnbxeH:

1 fa M3NbAHWM BCAKa efHa OT [0CTaBKUTE KauyeCTBEHO, B CbOTBETCTBME C [punoxeHne
Ne 1 u HactoAwma Jorosop. CpOKbLT Ha FOAHOCT Ha [OCTaBAHWUTE N1eKapCTBEHW MPOAYKTU
crefiBa Aja He e no-maibk oT 60% OT 065BEHNA OT MPOM3BOAWTENS CPOK KbM [aTara Ha BCAKa
eiHa OT [OCTaBKUTe MO [0roBopa:

2. [a CbxpaHasBa W TpaHcrnopTtvpa JlocTaBkata A0 MACTOTO Ha W3Mb/HEHWE npu
CnasBaHe Ha MOCOYEHWA OT NPOW3BOAUTENS TEMMEPaTypPeH pPexum U Apyrn ycnosus 3a
CbXpaHeHMe;

3. B cnyvamte no un. 4, 1. 6, U3MBJIHUTENIAT ca 3agb/kaBa fa 3amMeHU 3a CBOSA
cmeTKa [locTtaBkaTa C Apyra, OTroBapslla Ha nU3nMckBaHuATa no 1. 11 no MNpunoxeHne Ne 1B
CpOK [fo 12 (pBaHafeceT) udaca, CuMTaHO OT 4aca, MNOCOYEH B MPOTOKOMa 3a
HekauecTBeHaTa/HenbnHa [locTaBka. B cnyuain ye N3MbIHUTENIAT He gocTaBM B CpoKa Mo
NPeaXo4HOTO W3PeyYeHne 3aMeHeHUTe CTOKM W/WAM [O0CTaBeHWUTe CTOKM He OTroBapAaT Ha
n3nckeaHuATa no 1. 1 1 no Mpunoxernne Ne 1, Bb3JTOXKNTENTAT Haumcnsea HeycTorka Ha
M3MBbHNTENA no un. 11, an. 2, KoATO ce yabpxka oT [MapaHumaATa 3a U3Nb/HEHWE,

4. [a He 13Mo/s3Ba UM pasnpocTpaHasa MHgopmauma 3a Bb3/TOXUTENA, cTtaHana
MY W3BECTHa NPW U3Mb/HEHWE Ha 38b/DKeHUATa My Mo HacToALms Jlorosop.

Un. 8 U3MNbJIHUTENAT ce 3agb/kasa Aa NPOALIKN U3NbHEHMETO Ha JlocTaBKaTa 1
B Clyyali Ha 3abaBsiHe Ha MnawjaHe OT cTpaHa Ha BB3JTOXXNTENA nopagn 06GEKTUBHM
NPUYMHN.

V. TAPAHUWMA 3A N3MBbJTIHEHUWE

Un.9. (1) Mpmn cknousaHe Ha Jorosopa V3MBb/IHUTENAT npeactasa MapaHums 3a
N3Nb/IHeHMe Ha Jlorosopa (,, apaHuus 3a n3nbviHeHMe™) B pa3mep Ha 581.66 nea (NeTCTOTUH
ocemaeceT v eauH nes. 0.66 cT.), NpeacTasnsBawm 1,00% (eAMH NPOLEHT) OT HeroBaTa o6Lua
cToiHoCT, 6e3 AAC. NapaHumsTa 3a U3Mb/IHEHWe Ce NPeACTaBs B eAHa OT CrefHUTe PopMU:

a) napyyHa cyma, BHeceHa o noco4veHa oT Bb3/TOXXUTE/IA 6aHKOBa CMETKa,;

6) 6e3ycnoBHa HeoTMeHseMa 6aHKOBa rapaHLuus; um

B) 3aCTpaxoBKa, KOATO 0be3neyaBa M3Mb/IHEHNETO Ype3 NOKPUTME HA OTFOBOPHOCTTA Ha
N3MBJIHANTENSA.

(2) MapaHuuATa 3a M3Mb/IHEHWE CnefBa fa e CbC CPOK Ha BaMAHOCT OT Aararta Ha
B/13aHe B cuna Ha Jlorosopa Ao Hai-manko 30 /TpugeceT/ AHW Cnef U3TUYAHETO Ha CpPOKa no
un. 3, an. 1

(3) MapaHuumATa 3a N3MBIHEHWE Ce YCBOSBA M3LAN0 UK YacTUYHO OT Bb3J/TOXXUTENA
B C/lyyail Ha HeM3Mb/IHeHMe Ha 3agb/mkeHnsaTa Ha M3Mb/IHUTENA 3a yacTTa, CbOTBETCTBALLA
Ha Heun3nbnHeHWeTo. BB3/TOXKUTEJTAT mvma npaso Aa ycsowu [apaHUuMATa 3a W3Mb/HEHME,
6es ToBa fa ro fmwasa OT MNPaBOTO fJa TbpcW O06e3slleTeHMe 3a BpeaW, HafsuLLaBaLLM
noslyyeHata cyma no apaHumsaTa 3a U3nb/iHeHE.

(4) Mpy nnnca Ha Bb3padXKeHUA/MPETEHLUM BbB BPb3Ka C U3MNb/IHEHNETO Ha [lorosopa oT
cTpaHa Ha BDB3TOXWNTENA, Toii ocBobOXaaBa [apaHuUmsiTa 3a W3MbAHEHWE (BpbLua
napuvyHaTa cyma/opuruHana Ha usgafeHara 6aHKoBa rapaHums/3acTpaxoBka) B Cpok ot 30 AHu
CNnep, NPUK/OYBaHe Ha U3Mb/IHEHWETO WK U3TUYaHe CpPoKa Ha Jorosopa, 6e3 fa Ab/KK NNXBU
3a nepuoga, npe3 KoMTo MapaHumsaTa 3a U3Nb/HEHWE e NPEeCTosAa NpY Hero (B CyYal Ye e Mog
(hopmaTta Ha napumyHa cyma).

(5) PasxoguTe no OTKpWMBaHe, MNOAAbPXKaHe, MNOAHOBABaHe W 06CNy)XBaHe Ha
["apaHUMATa 3a M3Nb/IHEHWe ca 3a cMeTKa Ha 3IMbJ/THUTENA.



(6) apaHumaTa 3a M3MbAHEHME He ce ocBoboxaaBa OT BB3JTOXXUTENA, ako B
npoueca Ha W3Mb/IHEHWE Ha [0roBopa € Bb3HUKHA/A Crop Mexay CTpaHUTe OTHOCHO
Hensnb/iHeHNe Ha 3afgb/mkeHuaTa Ha V3MBIHNTE/A 1 BbNpoChT € OTHEeCEH 3a pellaBaHe
npeq cva. MNpn pelaBaHe Ha cnopa B nosnsa Ha Bb3/TOXXUNTESA, Toin MoXe Aa NPUCTBAN KbM
YCBOfIBaHe Ha rapaHuusTa 3a U3Mb/HeHe.

VI. MPEAABAHE U NMPUEMAHE 3A N3MBbJIHEHVETO

Un. 10.(1) MpuemaHeTo Ha poctaBkata oT BDBIJIOXKNTE/IA ce m3BbpluBa upes
HavanHuk otgen ,,bonHuyHa anteka” waM  HeroB 3amMecTHUK. 3a BbB3J/TIOXKUTENA
npuemMaTenHo-NpeAaBaTe/THUAT NPOTOKON Ce MOAMMCBa OT INLETO NPUEMALLI0 AOCTaBKaTa, a 3a
V3MBJ/THUATENIA - oT onpefieneHo OT Hero finLe.

(2) TMNpuemaHeTo Ha [focTaBKa MO 3asBKa Ce YAOCTOBepsBa C MOAMWUCBaHe OT
npeactasuTenuTe Mo anl Ha ABYCTpaHeH npuvematenHo-npejasaTesieH NPOTOKO/, B KOMTO ce
OTpassBa jararta M yaca Ha focTaBKaTa, Bua 1 6posi Ha JOCTaBAHWUTE JIeKapCTBEHW NPOAYKTY,
CPOKbBLT Ha rOAHOCT, KaKTO 1 Npuapy>kasalluuTe rm JOKyMeHTW. [locTaBKarta ce cuniTa npueta ot
BB3J/TOXKUTEJIA camo ako CbLUMAT e nognucan npvematenHo-npefaBaTe/iHAA NpPOToKos 6e3
Bb3paXeHUs (nocoysBaHe Ha HeLOCTATbUW/IMMNCKA Ha CTOKU WM LOKYMEHTW, KOWUTO Cnefsa fa
T NPUAPY>Kasar).

VIl. HEYCTOWKM

Un. 11. (1) B cnyuaii ye USMBHUTENAT He m3nbaHM 3asBKa B CPOKa No un. 3, an.
2, Tor Abmkun Ha Bb3JTOXKUTENA HeycTolka B pasmep Ha 0,25 % (Hyna usno v asagecet u
MeT CTOTHWU MPOLIEHTa) OT CTOMHOCTTA HA HEU3Mb/IHEHATa 3afBKa 3a BCEKWN MPOCPOYEH 4ac, HO
He noseye oT 10 % (feceT npoLeHTa) OT CTOMHOCTTa Ha [orosopa.

(2) B cnyyain ye UISMBAHUTENAT u3nbaHW 3asiBKa HEKAYECTBEHO U He 3aMeHu
JocTaBkaTa B cpoka o un. 7, T. 3 ¢ gpyra, 0TrosapsLLa Ha U3NCKBaHWATa Mo yn. 7, 7. 11 no
MpunoxeHne Ne 1, Toin gbmkm Ha BB3/TOXXKNTEA HeycToiKa 3a BCEKWU OTAeNIeH Ciy4aid B
pasmep Ha 10 % ( geceT NpoueHTa) OT CTOMHOCTTA Ha HeM3Mb/IHEHAaTa YacT OT 3asBKara.

Un. 12. M3nnawaHeTo/yabpXaHeTo Ha HeycToilku He nuwasa BBH3JTOXKUTENA ot
MpaBoTO Aa ThbPCU PeasiHO U3Mb/IHEHUE N 06e3LLeTeHNe 3a NPEeTbPreHNTe BPean, HaaXBbPAALLM
pasmMepa Ha HeyCToiKara.

Un. 13. Mpun npekpaTtaBaHe Ha [lorosopa mnopagn O0TKa3 OT AO0CTaBKa Ha /1eKapCTBeH
npoaykt, W3MbJHUTENAT abmkn Ha BB3NOXKXUTENA HeycToilka B pasmep Ha 20%
(aBageceT npoueHTa) OT CTOWHOCTTA Ha 3asBeHaTa, HO HeW3nb/HEHa [OCTaBKa.
BB3TOXKUTENAT wuma npaBo pfa yAabpxu/ycBom HeycTorkata oT [apaHumaTa 3a
N3MbIIHEHVE.

VIIl. HEMPEABVAOEHW OBCTOATEJ/ICTBA

Un. 14. (1) CtpaHuTte no [oroBopa He Ab/mKaT 06e3lIeTeHVEe 3a NPETbPMEHN Bpean Wy
3arybu, B Cny4ail Ye MOCMefHUTE ca NPUYMHEHW OT HENpeoLoNMMa cuna no CMMUCHAA Ha ufl.
306 OT TbProBCKMA 3aKOH.

(2) B cnyyan ye CrpaHaTa, KOSTO € CfefBasio fa W3Mb/HU CBOe 3af4b/DKEHWE MO
[oroBopa, e 6vna B 3a6aBa KbM MOMEHTA Ha HAcTbMBaHe Ha HeMpeogosmMmara cuia, T He
MOXXe [la Ce No30BaBa Ha HenpeoLonnmMa cuna.

(3) CrpaHara, 3acerHara OT Henpeofo/iMMa CWa. e [/TbXHa fa NpefnpueMe BCUYKM
[eiCTBNA C rpmkarta Ha 4obpus Tbproeel, 3a fa HaMain [0 MUHUMYM MOHECeHWUTe Bpean u
3arybu, KakTo 1 ga yBefioMn nucMeHo gpyrata CTpaHa B TPUAHEBEH CPOK OT HACTbMBAHETO Ha
Henpeogonumara cuna. Npy HeyBefoMsBaHe Ce Ab/DKN 06e3LLeTeHNe 3a HACTbNWUANTE OT TOBA
Bpeau.

(4) [okato Tpae HenpeogonuMmara Cwna, W3MbJHEHWETO Ha 3af4b/DKEHUATA U Ha
CBbP3aHNUTE C TAX HaCPeLLHN 3a4b/KeHns ce cnupa.

IX. MPEKPATABAHE HA O OBOPA
Un. 15. (1) HactoawumaT Jorosop ce npekparssa:

1 C M3TUYaHe Ha CpoKa Mo Y. 3, af. 1uam c gocTuraHe Ha npefsugeHara B ui. 2, an. 1
CTOMHOCT;
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2. N0 B3aMMHO Ccbriacue mexxay CtpaHuTe, 13pa3eHo B NMCMEHa popma;

3. OT Bb3noxutens npu ycnosmsaTa Ha yn. 118 ot 3akoHa 3a 06LEeCTBEHUTE MOPbUKMN.

(2) Bb3JTOXKUTENAT moxe aa npekpatu [Jorosopa 6e3 npeamnsBecTve B Cy4ail Ha
CbLLECTBEHO HEeM3Mb/IHEHME Ha 3afb/pKeHWAaTa OT cTpaHa Ha W3IMBb/IHUTE/A. 3a
,CbLLECTBEHO HEN3Mb/IHEHWE™ Ce cUMTa BCEKM eAWH OT CeAHUTe Cnydau:

1L N3MBNTHATENAT 3a6aBm [Ba wnm rnoBeye NbTU CPOKa 3a JocTaBKa no [orosopa ¢
rnoBeye OT 48 (4eTUPUZECET N OCEM) Yaca;

2. UBMNBNHUTENAT gBa wavM nosevye NMbTU He OTCTPaHW B CpPOKa Mo un. 7, T. 3
KOHCTaTMpaHn HegocTaTbuu/Imncu;

3. V3NBNMHUTENAT pgea v noseye MbTM HE U3MBLJAHA TOYHO HAKOE OT
3afb/HKeHnsTa cu no Jorosopa;

4. N3MBJTHATENAT 6bae 065BeH B HECHCTOATENIHOCT WM KOraTto € B NMPOU3BOACTBO
MO HECLCTOATE/THOCT W NNKBUAALMSA.

X. BAK/TIOUHUNTENTHW PA3MOPELB

Un. 16. (1) HactoAwmaTt JloroBop Moxe Aa 6bAe M3MEHSIH C MUCMEHO AOMb/IHUTENHO
crnopasyMeHvie Npy ycnosmsaTa Ha Yn. 116 oT 3akoHa 3a 0OLLECTBEHUTE MOPBUKU.

(2) Huto efHa OT CTpaHWMTe HAMA MpaBO fJa NPEXBbLPAA MpasBaTa U 3a4b/DKEHUATA,
NpoM3TUYALLN OT TO3M AOrOBOpP, Ha TPETA CTPaHa, OCBEH B C/lyyYauTe, nocoyeHn B 30T1.

Un. 17. (1) Bcuukm cboOLLEHUs, NpPeamM3BecTUs W HapeXaaHus, CBbp3aHu C
N3MbHEHNeTo Ha To3n florosop 1 pasmeHsaHn mexay Bb3NOXUTENA v U3MNB/THUTENA
ca Ba/IMHK, KOraTo ca MU3npaTeHu Mo nowjara ¢ 0bpaTHa pasnucka, rno Makc, eneKTpoHHa notua
Wnu NpegasfeHn ypes Kypuep cpeLly noAnuc Ha npuemaiara ctpaHa.

(2) 3a patarta Ha CbOOLLEHMETO Ce CMATa:

1 partaTa Ha MpefaBaHeTo - Mpuy NpejaBaHe Ha PbKa Ha CbOOLLEHMETO;

2. jaTaTa Ha npuemMaHeTo - Npy 13rnpaLlaHe rno gakc;

3. fjaTaTa Ha NOCTbNBAHETO B e/IEKTPOHHATA MOoLa - MpW U3npaLLaHe no nuMmein.

(3) 3a BaMgHM agpecn 3a NpuemMaHe Ha CbOOLLEHWS, CBbP3aHW C WU3Mb/HEHWETO Ha
[0roBopa 1 npejasaHe Ha JOKYMEHTWU, Ce CMATaT:

1 3a Bb3/TOXXUTENA: rp. Codms, yn. ,,bano mope” Ne 8, otgen ,,bonHnyHa anteka”,
Ten: 02 9432429, dakc: 02 9432117, e-mail: apteka(o isul.eu,

2. 3a M3MNBbNMHUTENA: rp.Codmna-1618, 6yn "bBvnrapna“ Ne 118, Ten: 02 8549701,
(hakc: 02 9532622, e-mail: /op(Y/ altaph.eu

Un. 18. B cnyyaii Ha npeobpasyBaHe, BNMBaHe wnn cnmBaHe Ha Bb3TOXXUTENA vm
N3MBbHUTENA, topuandeckuTe nvua. TEXHWM MNPaBOMpUEMHULM, Ca O0O6BbP3aHN CbC
3a4b/KeHMATA Mo TO3W LOroBop npu cnassaHe UsnckeaHuATa Ha 30IT,

Un. 19. Bcmuky cnopose no To3n [loroBop LUe Ce ypexkzaT uype3 Mperosopu Mexay
CTpaHuTe, a Npyv HernocTuraHe Ha cbriacue - LUe Ce OTHACAT 3a peluaBaHe OT KOMMETEHTHUS
cbA B Penybnuka bunrapus.

Un. 20. 3a BCUYKKN HeypefeHW B TO3M [loroBop BbNPOCK Ce npunarat pasnopefovte Ha
[e/CcTBaoTO 6bArapcko 3aKOHOAATE/ICTBO.

Un. 21. HepasgenHa yacT oT HacToAwma Jorosop e MNpunoxkeHne Ne 1

3anuueHa uHpopMaIys
Hactoswmar [loroBop ce CKI4M B [Ba eAHoobpa3Ha ¢
Bb3NTOXKUTENA (3, mraena TENA.
UHpOpMaLUS
BB3JTOXXUTEN: /| N3MbAHNTEN: /

3a YMBAJT ,Uapnua/floanHa-ICYN” EALL  3a
[ou.a-p Mpuropuii ViBaHoB Hepaenkos,
M3nbiHUTENEH AMpPeKTOp

3anuueHa uHpopMaIus
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LEEHOBO MPEAOJTIOXXEHNE

EAnHy Konunue Tbproecko Liera s
ATC INN JlekapcTBeHa (hopma ua eAnHNLA MApKa
CTBO HanMeHoBaHue
MApKa caac
2 3 4 5 6 7 9
Cyramza,
Concentrate for
LO1XC21 Ramucirumab 10mg/ml - 10ml x 2 napeHTepasHa popMa  Onak. 30 iSrfl)flllji:ngOI’ 2326.62
10 mg/ml - 10
ml;Pack 2

'[locTaBKa Ha AOMb/HUTENHN KonuuecTBa Ramucirumab 10mg/ml - 10ml 3a YMBA/TLlapuua MoanHa-UCYN" EAL;

IMpnnoxkeHre Ne8

EOnHMYHA LeHa ¢
OAC Ha onakoBKa
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2326.62





