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JOTOBOP

34 BE3JIarane Ha o0IleCTBCHA NOPBYKA 3a IEPHOIHYHO NOBTApsAmH ce JIOCTABKM Ha JeKapCcTBREeHH
NpoayKTH 32 Hy:KauTe Ha YCBAJIO EAJL

JHEC, e, r., B rp. Copms, mexay:

»YHUBEPCHUTETCKA CHENHAATH3UPAHA BOJHHIA 3A AKTHRHO JIEYEHHE TIO
OHKOJIOTHs” EAJL, che cenanuie B rp.Codua U ajjpec Ha ynpaBieHHe pation CTynenTexu, nk. 1756,
yn. “Ilnosauecko mone” Ne 6, EMK: 000662776, mpe/cTapissaHo ot A-p Crepan KoHcranTHHOB —
HM3IBTHATEICH AMPEKTOp U [IiMHuTpHta XpHCTOBa - IIIABEH CHETOBOJMTEN, HAPHYAHO HO-A0Ty 32 KpaTKoCT

BB3JOXHTEJL ot enna crpana,
H

“Aarta @apmacioTaxniac” EQOJI cbe cepandme n aJipec Ha ympawicnue rp.Codusa, i.x. 1618, 6y
Brnrapus 118, B.I1. AGaxyc, 1.2, EUK 175256438, npeacrapissado ot Togpop [over Joues — ynpasuren,
HapH4ano no-pony 3a kpatkocT H3ITbJIHHUTE ot npyra ctpana,

Ha ocHopaHue 4i. 112 or 3akonHa 2a oBuectrenu nopeukd ¥ Pemenme Ne 3-116/12.06.2020 rog. u
n3MeHeHue Ha Pemenne Ne 3-126/02.07.2020 rox. Ha M3OBIHHTETHUS AUPEKTOP 3a ONpeleisHe Ha

H3NBLIHKUTEN Ha 00IUECTBEHA NOPBYKA, C& CKIIOYH HACTOSLIHAT AOTOBOD 32 TOCTABKa NPH CIETHHTE YCIORHA:
3a O6ocobena nosumug Ne 5 ,,CucTeMHun XopMoHAIHM JeKapCTBeHH NPOIYKTH”, HOMEHKIATYPHA
eauHuLa Ne 119 n 120

3a O6ocobena nosunus Ne 7 ,,IIpeTHROTYMOPHH | HMYHOMOE/HPANIH JIEKAPCTBCHH IPOIYKTH”,
HOMEHIIATYpHH eitnHuim Ne 179, 180, 192, 198, 233, 247, 256 u 274.

L. IPEIMET HA JOT'OBOPA

Yx. 1. Bb3JOXHUTE/IIT ew3nara, a H3IThJIHUTEJIAT npHeMa J1a M3BBPLIBA MEPHOIHUYUHH
AOCTABKH Ha JICKAPCTBEHH ITPOJYKTH, NocoueHH B Crielndukanuata Ha Bh3JIOXKUTEJIS — IIpunoxenne
Ne 1, mapuuanu B poroeopa CTOKH, 1 n02po6HO OMMCaHH N0 BHT, IPOTHO3HO KONHUECTBO, EIUHHYHY IIEHH
¥ 0o0Ima CTOHHOCT B NMPELTOKEHNATA 33 U3ITBIHEHHE Ha nopwukata Ha H3IITBJIHUTEJIA - 1lpunosxenue

Ne2wu3.




(2). Moctaesanure CTOKH crensa Aa OTroBapAT Ha u3ucKBaHWATa Ha 3JIIIXM u cienpa na mmar
paspeileHte 3a ynotpeba Ha Tepuropusata Ha Peny6nuka Bwarapus, uamaneno no pena ma 3JITXM wou
Pernament (EQ) 726/2004 r., oceen koraro ca HEPETUCTPHPAHH JIEKAPCTBEHH NPOAYKTH ¥ OHBAT JOCTABAHY
no pena Ha HapenGa Ne 10/2011 1. 3a YCIIOBUATA N PEfla Ha JICYEHHE ¢ HEpaspellieHH 3a ynotpeba B
Peny6nuka Brarapus nexapcreenn MPORYKTH, KaKTO M 32 YCNOBHATA M PEla 3a BKIIOYBAHE, NIPOMEHH,

H3KMOYBAHE M 0CTABKA HA JIEKAPCTBEHH NPOYKTH MO CIIMCHKA TI0 L. 266a, an. 2 ot 3JIIIXM.

II. IPABA M 3AIBJIDKEHHS] HA BB3JIOKHUTEILS

Ya. 2. (1) Konxpetaure gocraky B PaMKHTE Ha IPEMETa Ha HACTOSLIHA JOTOBOP Ce M3BLPLIRAT Bb3
OCHOBA Ha LucMeHu 3asBku Ha BB3JAOKHATEJIA, B 3aBHCHMOCT OT Herosute oTpeSHOCTH M B
CBOTBCICTBHC C NPEANOKEHIATA 33 H3IbIIHEHHE HA Mopbukara na U3ITBJIHHATES - Ilprnoxenne Ne 2
n3.

(2). IlpeanoxenuaTa 3a U3ThJIHEHHE Ha noptykara Ha H3ITBJIHHATEJIS ca nepasgenna gacT oT
HAaCTOALNA AOToBOp - IIpunoxense Ne 2 1 3, kaTo YCIOBHATA M ce CIHTAT IO TPaRO YCJIOBHA HA HACTOALHA
JOroBOp.

Ya. 3. Hocraekure Ha CTOKHUTE, mnpeamer Ha HacTosums ROrOBOP, €€ H3BLPIIBAT OT
W3 THHATEJIS b2 0cHOBa HA MMcMena 3asBKa Ha BB3JIOKMUTENSA & cpok go 24 (mRajmecer u
HETHpPH) Yaca, a MPH CIEUHN cny4au - go 4 (4eTupw) yaca ot nomy4apanero i, B nucmenarta 3adBKa Ha
Bb3JIOKHTENSA ce chabpxar HWHAHBUyanusupanmre npusHaun Ha CTOKUTE, HOMEHKIIATYpHA
TIO3ULHA, BUA, THPrOBCKO HAUMEHOBAHHE M KONMHMMECTRO. [IHCMEHATa 3asBKa ce H3Mpaina no gakc UM e-
mail, nocouexs B w1 38, an. 3 or To3u JOTOBOP.

. 4. (1). 3a MACTO Ha H3MBIHEHHETO Ce CHMTA GOTHHYHATA AITEKA Ha ,,.YCBAJIO“ EAJL, rp. Codns,
CbraacHo 3aaekata Ha Bb3JIOKHATEJIS.

(2). 3a nata Ha focTaBAKE ce CUMTa jaTaTa, HA KOSTO CTOKMTE Ca NPHETH OT MATEPHAITHO ~OTrOBOPHOTO
mue va Bh3JIOXHUTEJIS ¢ NpHCMaTeNHO-NPeaBaTeNeH NIPOTOKON,

(3). JlocraekaTa Ha crokHTe ce YAOCTOBEpABA C TONIHCAHH OT YNBJIHOMOIUEHO JIHIE Ha
BB3JIOXKHTEJS, dakrypa u IIpUEMATENHO-TIPEAABATENIEH NIPOTOKOJL.

. 5. (1). Co6eTreHOCTTA BEpXY CTOKHTE H pucksT 0T cay4afiHoTo MM HOTHBALE MITH HOBpEX/Iate
npeMuHaBa Bepxy BB3JIOXKHUTEJSA B momenta na baKTHYECKOTO MM NpueMaHe Ha MACTOTO Ha
M3MBITHCHHE, CBIVIACHO NPENABATEIHO-PHEMATEHHA IPOTOKOIL.

(2). IocTaBKata ce oChbLIECTBARA OT HU3ITBJIHUTEJA ¢ tpancnopr, OTTOBApAIl Ha BCUYKH

HOPMATHITHH, TEXHHYECCKH H TEXHOMOTHYHHN H3HCKBaHHWA KbM JOCTABKaTa Ha croTeeTHarta CTOKA.



Un. 6. KavecTBoTO Ha JNOCTABEHHMTE CTOKM TpAOBa Ja OTTOBAPS HAa TEXHHYCCKHTE CTaHJapTH Ha
NPOH3BOJIMTENA, HOPMAaTUBHUTE HIUCKBAHUA M JIEKIapupaHoTo B ofepTaTa na USITBJIHATEJIS.

Yan. 7. (1) Beekn nexapcTBEH NpPOAYKT, AOCTARSH B M3MBIHEHHE Ha TO3H JOTOBROp, KbM AAaTaTa Ha
AOCTaBKaTa, TPAGBA a UMa He TIo-MaJIKo OT 12 (BaHaZeceT) Mecela OCTATBYUCH CPOK HA FOAHOCT.

{2) Korato 0GABCHHAT OT MPOM3BOAMTE/A CPOK HA TOTHOCT € no-Kpatek oT 18 (oceMHaeceT) mecena,
KbM JIaTaTa Ha N0CTAaRKATa TPAOBa Aa ca H3TEKNH He MoBede oT 50 % (neTmeceT NpolEHTa) OT TO3M CPOK.

(3) HocTaBka Ha TEKAPCTBEH NPOAYKT, ¢ OCTATHYEH CPOK HA TOAHOCT MO-KpaThK OT MOCOYEHHUS B ai. |
MM an. 2 ce M3BBpIIBA CaMO C LMCMeHoTo paspemcHue Ha BBHIJMOKHUTEISA. B tosn chyqaii
H3ITBbJIHUTEAT nemkd OTCTRIKA OT HEHaTa B pasMep Ha 10 % (zecet IIPOLEHTA) BEPXY CTOMHOCTTA
Ha JOCTaBKaTa.

Ya. 8. BB3JIOKHUTEIAT ce zaprmkaea ga nogasa go M3ITBJIHUTEJA mucMeHa zasfeka 3a
AoctaBka Ha CTOKUTE, kato 1 u3npaté no ¢axc wim e-mail, mocoueHy B wi. 3 oT HacToAIus JOTOROP,
ChABPKALIA BCHYKM JaHHH, HeO0OXO/IUMH 3a H3MBIHERHE Ha IPEIMETA Ha KOHKPETHATA TOCTARKA.

Y. 9. BB3JTOXHUTEISAT ce 3anpmxasa aa npueMe aocrapeaute CTOKH, croTBeTCTRAM 1O BHA,
KOJIMHMECTBO M Ka4€CTRO HA IOTOBOPEHHTE M 3adBEHM OT Herosa cTpana npea U3ITLJIHUTES.

. 10. BB3NOXUTEJAT ce 3agmpkaBa da 3amiaTv LEHaTa Ha aoctasennte CTOKH npm
YCJOBHATA HA HACTOALIWA AOTOBOP. 3a konu4ecTea, mfocTaBeHd ot U3IMBJIHHATEIS uzrtH wium He3
3a1BKa, BB3JIOKHUTEST nama 3a1s/0KkeHMETO Ja MpHEMa M 1A 3ailialla.

Y, 11. Bb3JIOKUTEJIAT moxe 2a oTKaXe ILIALAHETO Ha (BaKTyYpa, KOATO HE & oopMeHa cBriaacHo
H3HCKBAHMATA HA 3aKOHa 3a CHETOBOJCTBOTO HJIM HE CROTBETCTRA Ha fmocTaBenute CTOKH, 3a orkasa ce
CBCTABA MMPOTOKOJ, MOANMCAH OT YI'BIHOMOLEHHTE MPENCTARUTENN HA JBETE CTPaHH, ¢ MOCOYBAHE Ha

NpAMHMHHTE 3a 0TKasa.

III. ITPABA 1 3ABJDKEHUS HA U3IIBJTHUTEJIS

L. 12. H3ITBJIHUTEJIAT ce 3aapxkasa na aoctaen CTOKUTE JOTOEOPCHUA CPOK Che COOCTREH
CHeUHau3upaH TPAHCTIOPT, B CHOTBETCTBHE ¢ HOPMATUBHO YCTAHORCHUTE H2HCKBAHMATA U /a [M Hpenae,
NPUAPYXEHH C JOKYMEHTHTE 110 Uil. 20, an. 2 OT HACTOALMSA AOFOBOP.

Y. 13. USIIBJIHHATEJIAT ce 3ampixasa qa npenaae CTOKH, cernacHo 3aBEHOTO KOTHYECTBO OT
BB3JIOKHTEJISA v ¢ kagecTBo, CHIIIACHO NPEIIOKEHHETO CH 32 HAbIHEHHE — IMpunoxenue No 2 u Ne 3
KBM TO3H JOTOBOP, HA MACTOTO Ha JOCTABSHE, IOCOYEHO B Wi 4, an. 1 OT TO3H JOroBOp M HA MaTepHAITHO-

oTrosopHOTO HIle Ha BB3JTOKHUTEA.




Y. 14. H3ITBJTHUTEJIAT ce 3anbiokaka Aa peJCTABH HEOOXOANMUTE JJOKYMEHTH 34 H2BBpIIBAHE
Ha NIANAHETO HAaH-KBCHO B ieHA Ha foctargHe Ha CTOKHTE.

Ya. 15, (1). U3ITBJHHUTEJISAT ce 3aibJuKapa Ja NPeACTABH rapaHLIKs 3a U3ITbIHEHAE HA HACTOALMSA
AOTOBOD B pasmep Ha 2 % (OBa npoueHTa) OT cToiHOCTTa Ha Joropopa Ges skioven JJIC, u cbe cpok Ha
BajMAHOCT 60 (1ecTaeceT) THU CICA H3THYAHE CPOKa Ha JIOrOBOpA.

(2). I'aparnupaTa 32 M3NMBIHEHNE Ha A0rosopa e B obul pasmep 85 349.34 jepa / oceMaeceT W WeT
XHJISAIH TPHCTA YeTHPHAECET H AeBeT aB. i 34 cr./. ['apanuuira 2a W3NBIHEHHE C& TIPEACTARS B €4HA OT
cnepaute popmu, Karo ASIIBJIHHTEJAT usbupa caM Heiibara gopmara:

1. napu4Ha cyma;

2. DaHKOBRa rapaHIIMs,

3.3acTpaxoBKa, KoATo obesneyaBa HIIBIHEHHWETO 4pe3 NOKPUTHE HAa OTTOBOPHOCTTa Ha
H3INbJTHUTEJIA.

(3). bankosara rapaHuys 1o ain. 2, npejcrasena Ha Bb3JIOKUTEIA upu noamuceale Ha JOrosopa,
TpsabBa fa CHABPKA YCIOBHE 3a 0€3YCJIOBHO INANIAHE ClEH MHACMEHO TPEJABCHO MCKAHE OT CTpaHa Ha
BB3JIOXKUTEJIA.

(4). 'apannuaTa 32 U3IBIHEHHE Ha J0TOBOPA CIIYXKH 32 o0e3leuaBaHe Ha BCAKAKBA BH] HEH3IIbIIHEHHE
Ha JOroBOpHHTe Kiay3u oT crpana Ha H3IITBJHHWTEJIS, 6Ge3s ToBa jga H3KMOYBa NPaBoTO Ha
BBL3JIOXKHUTEJI aa Tepcu obe3MmeTeHue Ha/l HEHKA pa3sMep 110 ChOTBETHHA ChacOen pes.

(5). IIpH HeHsNIbIHEHHE HA KOATO U Jia € KJTay3a OT TO3H JI0roBop ot cTpaHa Ha U3ITBJIHUTEJIS —
HaCTHYHO WM W30, BKIIOUHMTE/IHO 33 YAOBIETBOPABAHE HA 23BJUKEHHETO MY IO 4. 7, ajt. 3 OT TO3H
noroeop, Bb3JIOJKHUTEJIAT uMa npaso ja 3aqbpxKH rapaHIMaTa H Ja c€ YIOBAETBOPH A0 pa3Mepa Ha
HEH3ITBIHCHHETO MUK [IPETHPIAHATA BpEIa.

(6). 'apanumaTa 3a usnbIHeHHe ce ockoboxaapa oT BBIJOKHTENS B 90-mHeBeH cpok OT
H3THYAHETO/TIPEKPATABAHETO HA TO3H JOTOROP, IIPH H3ITBIHEHHE HA BCHUKY 3aIBJDKEHHS OT CTPAHAa Ha JIBETC
CTpaHH H IIpH NHCMEHO HcKaHe oT eTpada Ha H3IThJIHUTEJLS.

Y. 16. H3ATBJIHHATEJIAT ce 3aabmkara 1a OTCTPaHH 3a CBOS CMETKR U B JOTOBOPEHUTC CPOKOBE
BCHYKH HECHOTBETCTBHA M/WIIH OTKIOHeHH: Ha JocTasenuTe CTOKM, KOHCTATUpaHM U NpesBEHH MO pela

Ha HACTOSIHS JOTOBOP.

IV, PHHAHCOBH B3AHMMOOTHOIUEHHA A

Y. 17. (1). Obmara nporaosHa cTOWHOCT Ha IOTOBOpa 34 IEPHO/id HA H3MBIHEHWETO MY BB3IH3a Ha 4

267467.00 1epa / MeTHPH MHIHOHA J{BECTA MIECTAECET M CeleM XHJIS/IH YeTHPHCTOTHH MIeCTAeCeT H



cegeM JiB./ 6e3 BRI JIIIC unu na 5 120 960.40 nesa /mer MaHoOHa CTO Y [IBaJieceT XHISAM NERETCTOTHH U

wecaeceT nesa u 40 cr./ ¢ mi. JJC, dopmupaHa b3 ocHOBa Ha odepHpanuTe €AHHUHHHM IEHH OT

M3ITB/THATEJISL u npensaputento nocouenurte kompuectea or BH3JIOKHUTEJIIS, B pamxure Ha

Bb3MOKCHHTE ¢ HACTOALIHA [JOTOBOP obocobenn HO3HHHH/HOMCHKJ1&T}’})HH CAHHHIH H CBriacHO

IIpunoxenue Ne 2 i 3, Hepaszgenna 4act oT IOTOBOPA, KAKTO C/IC/1BA:

powder for
suspension
o | % | 119 | HOICBO2 | Octreotide for 20 mg sz | 200 | 517.92 | as. 10358400 | as..
injection +
saivent
powder for
suspension
e;;:’:'[m ¥ | 120 | Ho1CBO2 Octreotide for 30 mg amirya 500 | 782.18 | aB. 391090.00 JB.
injection +
jsn:plvent:
owid, for
e;?{:ﬁa N | 179 | Lo1BAO4 Pemetrexed ]:‘011(‘.. f:r 1000 mg dnarou 200 142 .24 JIB. 28448.00 JB.
infusion
owd. for
E;z:ua ¥ | 180 | Lo1BAG4 Pemetrexed I::om:.I‘or 500 mg daxon 100 68.49 | as. 6849.00 JIB.
infusion
trat
E;;:;xa N | 192 | LoicDol Paclitaxel ;2:‘;2;;:;0: B I;Og,;:.;] h thnaxon 1000 37.50 JIB. 40140'00 JB.
for infusion
coma | | 198 | LOIDBOS | Epirubicin | *Jutionfor | 2meimi- g0 | 3000 | 43,36 | am. 130080.00 | aB.
ovmmgs | ¢ | 233 [ LOIXKO7 | Lapatinih | TTented | osomn | gnisp | 5600 | 22,51 | am. 126056.00 | am.
Film
oo | % | 247 | LMIXE25 | Trametinib coaiited 2 mg natn16p. | 9000 | 233.37 | AB. 2100330.00 | as.
tablet
Film
oow | % | 256 | LoxEn Pazopanib coated 400 mg | menisp. [ 6000 | 67.70 | am. 406200.00 | nm.
tahlet
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(2). Ennauunure nernte Ha CTOKHUTE, npeamer Ha HAaCTOAIINA JOTOBOP Ca CHITIACHO KJaCHpaHaTa
odepra Ha USITBJHHUTEJIS ¥ BKMOYBAT BCHYKH Pa3sXo[y 10 MACTOTO HA U3I'bIHEHHE — TPAHCIIOPTHH
pa3sXxojH, 3aCTPaXOBKH, AaHBLM, TAKCH H JIPYTH.

Y. 18. MBITBJIHUTEIAT rapantipa U3mbIHEHHETO HA HACTOANIHA JOTOBOP IO LCHH ¢hOOpa3HO
TIOCOYEHHUTE B odepTaTa My, BaJMIHH 3a HEJMA CPOK Ha U3IThIIHEHHE Ha JOTOBOPA.

Y. 19. (1). MsmeHeHue Ha JOTOBOPEHUTE LCHH CE JOIYCKa caMO Ha OCHOBAHHATA, MPEABH/IEHH B W1,
116 ot 30Il, npuicxknMaTa OTHOCHO MpEAMETa Ha NMOPBUKATA HOPMAaTHBHA 0aza M 3a JIEKApCTBEHWMTE
npoaykry, 3a kouro H30K e porosopuia ¢ npuTexaTennTe Ha paspellcHHATA 3a YHOTpeOGa WM ¢ TeXHH
YNMBIHOMOMIEHH NIPEACTABUTEN OTCTHIIKH OT CTORHOCTTA MM.

(2). B cmyqaii, ue B cpoka Ha AeHCTBHE Ha AOrOBOpa JBP/KABHO PEryJHpaHaTa I€Ha Ha HSKOH OT
JIEKapCTREHHTE MPpoIgyKTH oT Ilpunoxenne Ne 2 Ha IIJIC cTane no-Hucka ot gorosopenara, Mambinurenst
¢ IUIbKEH CBOCBPEMEHHO JIa IPOMEHH LleHaTa, Ha KOATO J0CTaRfd ChOTBETHUTE JEKAPCTBCHHU MIPOAYKTH, B
ChOTBETCTBHE ¢ onpeneneHara tena B ILIC, cuuTano oT naTaTa Ha BIM3aHe B CHJIA HA KOHKPETHOTO PEIICHHE
Ha HalloHa/IHiA CBEET 10 LIEHH H PEHHOYpCHpaHe Ha JICKAPCTBEHW NPOJAYKTH 3a TpoMAHATa. B cayuaii, ue
HU3ITLTHHTEIAT ne yeenomu BB3JIOXKUTEILA nucMeHo B S-THEBEH CPOK 32 IPOMAHATA H HE MPOMEHH
neHata, BL3JIOKHUTEIAT me samnama nexkapcTBeHUTE MPOAYKTH 110 MPOMEHEHATa I[eHa, CUHTAHO OT
JaTara Ha chOTReTHaTa mpoMsHa Ha [HIC.

(3) B cnyyaii 4e nmo pena, rMocodeH B an. 2, ¢€ CIyYH INpOMAHA HA [CHUTE ChC 3ajJHa& AaTa, Karo
MEKAYBPEMEHHO € M3BbPIUICHA JOCTAaBKa 110 AOTOBOPA, YHATO CTOHHOCT € (haKkTypUpaHa MO CTapHTE
nenn, U3ITBJIHUTEIIAT cnenpa ga H3Bbpwia HEOOXOAUMHTE AEHCTBHA 3a HaMAlIABAHETO Ha [IEHATa 110
H3Ja7ieHaTa Bede (aKTypa.

(4) 3a npoaykruTe, 4uATO pedepeHTHA CTOHHOCT, onpeeneHa B [Ipunosxkenne Ne 2 na ILVIC, e mno -
BHCOKa OT cToHHOCTTa, KoaTo H30K 3amnamia, qocrapkara ce H3BBPIIBA 110 L[EHH, HE T10 -BUCOKH OT TE3H
Ha H30K.

(5) OdrepupaHnTe CAMHHYHH IIEHH Ha JIEKapCTBEHUTE NPOAYKTH ca PUKCHPAHM H HE IIOIJICKAT HA
NpOMSAHA 3a CPOKaA Ha jelicTBHE Ha Jororopa. Ilo uskmodeHne JOroROpeHHTE LIEHU 10 JOTOBOpa MOKE 1A
ce H3MEHAT BbB Bpb3Ka ¢ mpoMmeHH B Hapenbarta 3a yclOBRHATA, NMpaBWIaTa W peaa 3a peryjHpaHe M

pPErucTpHpane Ha HeHHTE Ha JICKapeTBeHHTe NpoaykTH oT 30.04.2013 r. nnu npu H3MeHenne Ha Hapenba Ne




10 ot 2009 r. 3a ycnoBuATa, pela, MEXaHH3Ma M KpuTepuuTe 3a samuiamane or H30K Ha nekapcTBenu
MpOAYKTH, MEAULMHCKH H3AENHA H Ha THETHYHH XPaHHU 3a CIICHMATHA MEIHUILHCKH LICTH, A0T0OBapSHE Ha
OTCTRIIKH W MpHIaraHe Ha MEXaHW3MM, FapaHTHpaIlM NPEeIBHAHMOCT M YCTOHUYMBOCT Ha OropkeTa Ha
H30K., B To3u cny4aii, BE3JIOXHUTENAT me sannama CTOKHTE Ha nmo-Huckarta ileHa, CIHTaHO OT
JaTaTa Ha BJIM3aHE B CWIA HA KOHKPETHOTO H3MEHEHHE, B T.Y. U 3a HAJTMYHU JOCTABKH K&M Tas3H JIATA.

. 20. Ilnamanuara Ha goctasenute CTOKU ce mspwpiiBar upes CaHkOB MpeBo] MO CIEAHATA
Hankora cmetka Ha HIITHJIHHTEJIA:

BIC: UNCRBGSF;

IBAN:BG83UNCR76301078712175

YHHUKPEOHUT EVJIBAHK rp. Codmus, knon enpanen, mn. Ceera Henens

(2) INmamaneto ce W3RBpIWRA B cpok g0 60 (WecTaecer) aHM, CNE NPEAABAHETO Ha CTOKUTE H
NMpeaCTaBSHE Ha CEIHUTE JOKYMEHTH:
a) OpuruHanna Qakrypa, uzgageHa or U3MMBJHUTEJS, nognucana u ogodpeHa OT YIIBIHOMOINEH
npeacrasuten Ha BB3/IOZKHTEJA. Bus daktypara ce ocouBa HOMEp H 1aTa Ha JOTOBODa;

©) IpueMo — npegapaTesieH TPOTOKOJL.

V. CPOK HA TOT'OBOPA

Y. 21. Hactosamusr JloroBop BiH3a B cHJIa OT JaTaTa Ha MOAMMUCBAHETO MY OT CTPaHHTE H Ce CKIIOURA

3a cpok ot I2 (qraHageceT) MeceLa.

VI. IIPEKPATSIBAHE HA J1OI'OBOPA

Yax. 22. (1) HoroeopsT ce NpekpaTiBa ¢ W3THYaHE HA JOTOBOPEHHS CPOK B wi. 21 OT HETO WIH MpH
JOCTHTaHE Ha MPOrHO3HATa My CTOHHOCT MITH IOCTaBAHE Ha KOJIMYECTBATA, IFOCOYEHH B 4. 17, an. 1 oT Hero.
(2) Hororop®T MOXe Aa ce PEKPaTH MPEACPOUHO B CIIEHHUTE CIyYau:
1. C epHoctpanHo, 15-gHeRHO NHcMeHO yBepomienHe, otnpaseHo oT BB3JIOKHUTEJIISA, npy cucremMuo
HemsmeaHeHne oT cTpaHa Ha M3ITBJIHUTEJIA na sagwpkeHusaTa My 0O To3H jAoroeop 6Oes
BB3JTOKHUTEJIAT na 1Ky HEYCTORKH W/HIH 00¢3IIeTCHI.
2. Ilo B3aMMHO CBIJIaCHE Ha CTPaHUTE, H3pa3eHo B MACMeHa (opma.
3. B caydaii, 4e BB3 OCHOBA Ha BIA3LI B cujla aAMuHACTpaTAEeH akT Ha USIThJIHHATEJIA My 661€ 0THETO
NpaBoTO 12 UIBBPUIBA IOTOBOPEHATA ACHHOCT.

4. Ilpn npexparsaRaHe Ha IOPHAHYECKOTO JIHIlE WIH OTKPUBAHE Ha NPOHM3BOJACTRO MO JTHKBHIAIHA Ha

U3ITBJIHUTEJISL.




5. C ornipassre Ha 30 - mHeBHO mHcMeHo NpeanseecTre 0T Bh3JTOXKHUTEA no H3IIMTBJIHHUTEIA, Ges
BB3JNOKHUTEAT ga 06mKH HEYCTONKH HW/HIH 00€3IEeTeHHA, U 03 HeoOX0IHMOCT OT JONMBIHHUTEIHH
OCHOB2HHS.

6. Ennoctpanno, 6e3 npeauszeectue, or BB3JTOKHUTEA, upu yenosusra Ha un. 118 ot 3akona za
OOIIECTRECHHTE [IOPbUKH.

Y. 23. B cny4ail Ha npexkpaTiBaHe Ha JoroBopa o npeaxondara an. 2, T. 1, B3JIOKUTEJAT uma
TIPaBOTO []a MONYYH YrOBOpeHaTa B 4. 33 OT TO3M AOTOBROp HEYCTOHKa, KaKTO M Aa 3aJBPyKH TapaHIHATA 33
H3NbJiHEEHE HA JIOTOBOPA B ITLJIEH pa3Mep.

Y. Z4. Tipu HACTBIIBAHE HA HAKOH OT o0cTofreacTRaTa 10 Wi. 22, an. 2, 1. 3 u T. 4, U BJIHATEJLAT
¢ 1JThAKCH HezabapHo Aa veeaoMd BB3JIOJKHUTEJIA.

Ya. 25, (1) lIpy HewzmenHenue Ha 3aabmkedne Ha H3IMMBJIHHUTEJSA 3a moctaBka Ha 3agBCHHTE
CTOKH, BKIIOYHTENHO OTKA3H, 3a0apeHO HIIH HETOUYHO M3ITbJIHEHHE MOBEYE OT TPH IThTH 34 €1HA M ChIla
HoMeHknatypHa equHuta, Bh3JIOKHUTEIIAT uma npaso ga pazBany eAHOCTPaHHO U 6€3 Hpeau3eecTHe
TO3W AOTOROP, KakTo M ja 3anbp:xku npenoctareHaTa oT VM3IIBJIHUTEJIA rapanuus 3a U3NbIHEHHE B
ITEJICH pazMep.

(2) BB3JIOKHUTEJIMAT uma nparo Aa pa3Band HaCTHYHO JOTOBOpd, 3@ OTAENHH HOMEHKIATYPHH
eIMHULH, TIPH YCIAOBHATE, TIOCOUSHH NTO-rope B all. 1, KaTo B ocTaHagaTa yacT ce 3ana3ka BAIMIHOCTTA HA
poropopa. B T1o3u cnyvai, BBIJNOKHTEJAT zamspxka HacT OT TapaHnMaTa Ha H3IbLJIHCHHE,
CHOTBETCTBAILA B MPOMOPLHMA HA CTOHHOCTTa Ha HOMEHK/IATYPHATa €AUHHLA.

Y. 26. B cinydaii, ye MUHHCTEPCTBO HA 3PABEONA3BAHETO CKIIOYH PAMKOBH CIIOpa3yMeHHUs ¢ H30paHu
HM3BJHAUTENH, clicd TpoBeAcHA Mpoleqypa 3a LEHTpalu3HpaHa JOCTABKA Ha JIEKApCTBEHHU IIPOJIYKTH,
BB2IOKHMTENAT WMa TIpaBO Aa TPEKpaTH JOTOROpa MMM HEroBOTO HM3MbIHEHHE TO eIHAa WIH IIOBEYC
HOMEHKIATYpHH eIHHHIM oT obocobeHa mo3umma — eJHocTpadHo, ¢ 15 (meTHajgeceT) IHEBHO MHCMEHO
fipejaiBecTne, 0¢3 Ja JBIDKM HEYCTOMKN M/WMM 00e3lICTEHHE 3a TOBa, KAaKTo U Oe3 [a ¢ Heodxoamma

JOIBIHUTENHA 0OOCHOBKA 3a TIPEKPATARAHETO HA TOBA OCHOBAHHE.

VIL TAPAHIIVH 3A W3IBJIHEHHE HA TOTOBOPA. PEKJIAMAITHH.

Yn. 27. ABNBJIHUTEJIAT rapautipa romHocTTa Ha AoctaBeHHTe CTOKH cpobpasHo n3ncksanuaTa
Ha JeHCTBAOTO 3aKOHOATENICTBO M HACTOAIIHUA AOTOBOD.

Ya. 28. BB3JIOXKHUTEJAT upes MaTepHaTHO-OTTOBOPHOTO CH JIMIE MOXKE Jla OTKaXe MONyHaBaHe
Ha CTOKHWTE unu gacT of TAX, NpH HaJHYHETO HA €0Ha HJH MOBEYE OT CIECIHHTE XHIIOTEZH: YCTAHOREHH

JIMIICH, HApyIIEHAa IUIOCT HA ONAaKOBKUTE, JIMICa Ha NPHAPYXKaBallld CEpTH(HKATH 3a KadecTBo,




HECHOTBETCTRHSA C MHCMEHATA 3asiBKa, JIMIICA Ha paspellieHHe Ha W3lbAHUTeNHuA JupexTop Ha ,,YCBAJIO
EAJl, ip4 jlocTaBKa Ha JIEKAPCTBEH MPOYKT € OCTATBYEH CPOK Ha TOJHOCT MO-MAIBK OT IIOCOYEHHS B 1.
7, an. | wid ajn. 2 o TO3M AOTOBOP, IPYTH SBHH HECHOTBETCTBU C KJIay3HTE Ha HACTOALLIUA JOTOBOD.

Y1, 29, BB3JIOKHUTEJIAT moxe aa npepassapa pekaamaiiy npea H3ITbJIHATEJIA 3a:
- IBHH HEJOCTAaTBIM — B TpUAHEBeH cpok ot moiaydaraHe Ha CTOKHTE, a 3a xonuvecTBa, [0-Majiko OT
sasdBEHHTE 3a AOCTABKA, Be/{HATA [IPH N0Iy4aBaHETO;
- 33 CKpHTH HEZIOCTATBLLH - IIPE3 LENUS CPOK Ha TOAHOCT Ha IOCTaREHHTE CTOKH, BB3 0CHOBA Ha IPOTOKOJI,
H3ateH OT OTOPU3HPAH ABPKABEH OPraH.

Y, 30. BHIJTOXKUTEIAT yeegomara AH3MMBJIHATEJIA nucMero, no §ake HIH e-mail, mocodeHH
B wl. 38, an. 3 oT loroeopa 3a Hanuuuero Ha Acdextr B noctapeHuTe CTOKM Beanara cne KOHCTATHPAHETO
uM. B peknamauusTta ce INOCOYRA 3aIhKHTENHO MMCMEHATa 3a4B8Ka, /laTaTa Ha AOCTaBKara, Pec.
npotokona, Buga Ha CTOKHTE, ocHoBanueTo 33 peknamaluATa U KOHKPETHOTO HCKAHE 34 OTCTPAHABAHC
Ha gedexTuTe.

Y. 31. Tpu pexnamaiys 3a sBHH HeCOTBeTCTBAA W/HK oTKNoHeHHs HIITBJIHATEJIAT e nirsxen
B TPHMJHEBEH CPOK OT IOJYYaBaHe Ha pPEKIaMalyfATa 3a CBOA CMETKA M PUCK Ja 3aMEHW/JI0CTaBH
JIOFOBOPEHHTE CTOKH.

Y. 32. [Ipu pexnamauuu 3a ckpuru HepocTaTbii, H3MMBJIHUTEJAT ¢ amhxked B eAHOCCAMHEH
CPOK OT MMOTYYaBAHETO HA PEKJIAMALMATA 34 CBOS CMETKA M PUCK Ja 3aMCHM CTOKUTE 6e3 HeoOXOAMMOTO
Ka4ecTBO MITH /1a BhpHe nomy4ueHaTa rieHa 3a CTOKHTE, 3a konTo ca HanpageHH periaMaiiy, KaTo 3aIulaTy
uHa BB3JIOKHUTEJIA noroeopenata HeycToika 1o wi. 34 ot To3u goroeop. IIpagoTo Ha MpeanovYATaHe
MeXjly IocoYeHHTe mo-rope BbsmoxiuocTH ¢ Ha BBIJIOKHTEJIA, ¢ ornen Ha KOHKpeTHaTa My

H606XOJII/IMOCT OT Ta3H JOCTAaBKa.

VIIL. OTTOBOPHOCT NP HEM3IBJIHEHHUE. CAHKIIAA 1 HEYCTOUKH

Y. 33. B cnyuait, ye ASITBJIHUTEJAT ne nocrasn CTOKHTE, upenMer Ha cbOTBETHATA 3aBK4,
B JIOTOBOpEHHTE cpokoEe, culuAT 1bkk Ha BB3JIOJKHATEIISA neycroiika B pasmep Ha 0,7 % (Hyna wisno
H cefleM IpoLenTa) Ha IeH, Ho He noeeye oT 20 % (1BajicceT MPOIEHTA) OT CTOMHOCTTA Ha HEU3NIb/IHCHHETO,.
Y. 34, Korato npy Hammaue Ha pexnamalnds U3IMTBJIHHATEAT ne uznbiaHy 3abIDKEHHATA CH 110
NPeXOHES Pa3Aesi OT HACTOAIINS TOTOBOP HITH He TH H3NLJIHM B yKasanusa My oT BB3JIOKHTEJLA cpok,
chiquaT aeioku Ha BB3JTOXKUTEJS sveycroiika B pasmep Ha 3 % (TpH IpolcHTa) OT licHaTa Ha

CTOKHTE, 3a xoMTO ca HaIlpaBeHH PeKIaMallliuTe.




Ya. 35. [Ipy HeusmbHCHUE HA 38/{bJKEHHATA CH 3a ILallaBe Ha goctaBenute CTOKM B yroBopeHunte
cpokore, BB3JIOKHUTEAT aboku Heycrofika B pasMep Ha 0,05 % Bwpxy cTofiHOCTTa Ha 3a6aBeHOTO
TJIalIaHe 3a BCEKH IeH MPOCPOUHE, HO He Toeede oT 1 % oT croiiHocTTa Ha 3a6aBEHOTO MyTalnaxe.,

Yn. 36. BB3JTOKHTEJAT uma nparo /a yobLp:Ka AOTOBOPECHHTE HEYCTOHKH M OTCTBIIKH OT
upeacrasenara or H3II'bJIHATEJIA rapanimsa 3a 100po U3IbIHCHHE.

Y. 37. U3nnamaHeTo Ha HEYCTOWKM M MPHXBAILAHETO MM OT TapaHIMATA 3a 10Opo U3MBIHCHHE He
NMIN3Ba M3NpABHA4TAa CTPaHA [0 JIOCOBOpa OT IIPABOTO [a ThPCH 0O€3lIETEHHME 32 MPETHPIICHH Bpeau H

[IPOIYCHATH TIONI3H HaJl yTOBOPEHHTE PasMepH, Ha 00110 OCHOBAHHE.

IX. APYTH YCJIOBHA

Ya. 38. (1). Bcuuku cholliennd MEKAY CTpaHHTE, CBBLP3aHH ¢ M3MBIHCHHETO HA TO3H JOroBop ca
BANMAHM, aKo Ca HAIPAaBCHH B MHCMeHa (opMa, NOANHCAHM OT YITbIHOMOIUEHUTS IPCICTABHUTEIH Ha
BB3JOXKUTEJSA n H3ITbJIHUTEJLA.

(2).3a naTa Ha chOOLICHHETO CE CMATA:
- ZaTaTa Ha npeJaBaHeTo — PH PbYHO NMPE/IaBaHe Ha ChOOIEHHETO,
- IaTaTa Ha MOMEHCKOTO KIeHMO Ha oOpaTHaTa pa3slucKa — [P W3NpallaHe Mo nouara;
- ZaTara Ha IPEEMaHeTo — IPH u3npamaxe 1o Gake WK e-mail.

(3). AnpecuTe M KOOpAHHATUTE Ha CTPAHHTE Ca, KAKTO ClejBa:

3a BB3JIOAKHUTEJIA:

Anpec 3a kopecniouennus rp. Cogus 1756, yn. Ilnosauecko none Ne 6,
Qakc: +359 2 87 06 321

umeiin: rstoilova@sbaloncology.bg

Tenedon 3a spr3ka: 12/807 62 91

3a H3NbJIHUTEJA:

Axpec 3a kopecrionaenuus: tp.Codus 1331, 6yn. Crusauua Ne578 Jloructuuen ueHtep Kamiman,;
Wwmeitn: zop@altaph.eu;

Teaedon: 02/8549 700; 0886598 870

®axc: 02/9532 622,

(4). VIIBIHOMOIIEHHTE NIPSICTABUTEIH HA CTPAHKTE MO H3NBJIHEHUCTO Ha TO3H JOTOROP Ca:
3a BB3JTOXKHUTEIS Penn Cronnopa - ynpapuTen O0THHYHA aliTEKA;
3a M3ITBJIHHUTEJA Becka Konera.
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Y. 39. AKO HAKOA OT CTPAHHTE TPOMEHH TIOCOYEHHTE TTO-TOPE aPec U KOOpAuHaTH, Oe3 11a yBeAoMH
Apyrara cTpaHa, TOCNTEHATA He OTTOBaps 3a HEMONY4YeHa KOPECHOHICHIHA W/MIH YBEAOMICHHA W/UIH
cEOOINEHUA.

Y. 40. Beska oT cTpaHydTe MO TO3H JIOTOBOP CE 3a1b/DKAaBa [a He pasNpocTpaHsABa MHQOPMALA 3a
Apyrara cTpaHa, cTaHaia it H3BECTHA NMPH HIH 110 IOBOJ] H3ITBIHEHHETO Ha JOroBOPa.

Y. 41. Bcekn Cnop OTHOCHO CHIIECTBYBAHETO H NEHCTBHETO HA HACTOSMIIHA OTOBOP, BKIOYHTENIHO
CMOpOBETE M PA3HOTIACHATA OTHOCHO JCHCTBHTEITHOCTTA, ThIKYBAHETO, M3MBJHEHHETO, HEU3MBIIHEHHETO
WM IPEKPATABAHETO MY, LIE ¢ YPEKIAT OT CTPAHHTE IO CIOPasyMEHHE.

Y. 42. [py HENOCTHIAHE HA CTIOPa3yMEHHE, BCAKA OT CTPAHHTE MOKE a OTHECE CIIOpA 34 PASITICKIaHE
H pelllaBaHe OT KOMIICTCHTHHA OBIrapckH Chy.

Y. 43. Humo:KHOCTTa Ha HHKOS Kiay3a OT HACTOSLIMS JOroBop, ako ObAe obfBeHa OT Chia 3a
NpOTHBOpPEYAIla Ha 3aKOHa, HAMA jla HallpaBH HEBAIH/IHA ApYra HeroBa Knaysa HiH JOroBROpa KaTo L0,

Yn. 44. Tpu npeodpasyane Ha U3ITBJIHHUTEJIS B CROTBETCTBHE CBC 3aKOHOJATCICTBOTO Ha
nbpxagata, B kosaro ¢ ycraHoseH, BB3JIOKHUTEJ/DAT cxno4dea AOTBIHMTENHO CIIOpasyMEHME 3a
H3IMEHEHWe Ha JIOTOROpA 3a OBIIECTBEHA I0PBYKA ¢ MPaBONPHEMHUK. JloroBop 3a M3MEHEHHE Ha JIOTOBOPA
3a 0GIeCTBeHA NOPhUKA C€ CKIKOUBA C IIPABONPHEMHHKA IIPH yC/I0BMATA Ha un. 116, an. 1, T. 5 o1 30IL

Yp, 45. BB3JIOKHUTEIAT cm 3anazea [OpaBoTO, NPH HeoOXOAMMOCT OT NPOABDKARaHe Ha
NIOCTABKUTE, Ja YALLKM CPOKA Ha CKIIOYEHHs JAOTOROP 3a M3NBIHEHHME HA NOPBUKATa. YCIOBHATA, MpPH
KOMTO B/IM3a B CHJIA TA3M KNay3a ¢a CJICAHUTE:

1. BB3JIOKUTEJAT ¢ ornpaeste Ha Bb3iaaraTento nucvo no M3ITBJIHATESA eranara
H3ITbJIHEHHETO HA IOPBHUKATA 34 ICIBIHUTENEH CPOK;

2. CpoKBT Ha I0rOBOpa MOX¢ fa OB/Ie YABIDKEH 10 3 Mecena,

3. VanmKaBaHeTo Ha CpOKa € Fh3MOXKHO NPEjiM M3THYaHE Ha CPOKa Ha ASHCTBHE Ha JI0r0BOPA H
[IPH HATHYHETO HA KOIMYCCTRA, HE3aABEHH, CBIJIACHO WI. 17 OT TO3H AOTOBOP.

Yn. 46. B cayuall Ha BpeMEHHH 3aTpyAHECHHS Ha IOCTABKHYE NOpajy IIPOM3BO/ICTBEHH, IOCTABHH HITH
JpYrd HEMpeIBHANMH 0OCTOSATENCTRA, TIO NENeCho0pa3HOCT MOXKE [ ¢¢ M3BBPLIM BPEMEHHA 3aMsiHa Ha
nanena CTOKA ¢ gpyra cke chmusa ATC koj, Ha LEHa paBHa WITM MO-HMCKa OT L€HAaTa HA 3aMEHEHaTa
CTOKA. B Tesu cyuaun, U3ITBJIHUTEJIAT npencrass YBeAOMHUTEIHO IUCMO 33 HACTBIIMNOTO BPEMEHHO
0BCTOATENCTBO, CHIPOBOMICHO ¢ NIOAXOIAIH TOKYMEHTH, KakTo # ¢ Paspemenve 3a ynotpeba & Penybiuka
Brirapns u Kpatka xapaktepuictrka Ha 3amenanara CTOKA cxe ceuusa ATC xon.

4. 47. 3a BCHUKH HeypeAeHH BhIIPOCH 1 [IPAa3HOTH BbB BPBb3Ka C U3IBIHEHUCTO K MPEKPATABAHETO Ha

JOTOBOpA, Ce TIpHIaraT pasnopenGnTe Ha 3aKoHa 3a oOIIECTBEHWTE MOPBYKH M OTHOCHMOTO GBIrapcko

3aKOHOJATENCTRO.
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HepazznenHa 4acT OT HACTOSAIHA OTOBOD Ca!

Mpunoncenue M 1 — Texnudecka crenpduxaims Ha Bb3JIOKHUTE I

Mpunoncenue M 2 — Texunuecko npeanoxenne Ha H3IMTBJIHATEJDI 3a usirbnHenne Ha MOpBHKaTa
B CHOTBETCTBHE ¢ TexHu4YecKaTa CIeH(PHUKALKA U M3UCKBAHUATA HA BB3JI0KHTENA;

Hpunoycernue Mo 3 — enono npepnoxxenne va U3ITbJIHUTEJISL.

IIpH CLCTABAHETO HA HACTORLIMA JIOTOBOP €€ NPeJCTABHXA C/I¢AHATE I0KYMEeHTH:
- HokymenTtH no w1. 112 ot 3011, u30aneHn 0T KOMIICTCHTHUTE OPratH.

- FapaHum[ 34 U3NLJIHCHHE HA JOTOBOpA.

Bb3JOXKHUTE: ..... U3NI'BJIHHTE S

JI-P CTEDAH KOH/C’EAWQ ) TOAOP JOUYEB JOYEB
4 8 .

H3IbTHATEJEH JUPEK W

YCBAJIO EAJT

Jumurpuia XpHCTOBRA: |

(enasen cuemosooumen)
4

v
Crweracysan:
Teodopa Tpugonoea-Hatioenosa..
FOpuckoucyam, omoen IO
Iemwp Tonee..........
Durancos fcoumpoﬁa
Hzzomeun:
Pocuya Xpucmoea. (
Hrxonomucm, omoen
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