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JIOrOBOP N F
3A IOCTABKA HA JIEKAPCTBEHM ITPOAYKTH

Huec, —'“(67‘ 2078 :.Zr., B rp. Crapa 3aropa, Mexnay:

»KOMIUIEKCeH OHKOMOTH4YeH HeHTsp — Crapa 3aropa®“ EOO/, c anpec: rp. Crapa 3aropa
6003, yn. n-p Tomop CrosmoBuu Nel5, EMK 000812197, npeacraBnsBano ot A-p Ilerro Bniaues
Ywiunrupoe - VYmnpaeuren, HapHyaHo Imo-mony 3a kparkocer L, JIEUEBHO 3ABEJAEHUE -
BB3JTOXKHUTEJ” ot eqna crpana
5

wAara @apmacioTukbiac’ EOO/ — rp.Codus, cbe cemanuile U aapec Ha ynpapleHHe: Ip.
Codus, p-u Buroma, busnec uentsp Abaxyc, Oyn. bemrapms Nell8, er.2, EMK 175256438,
npeacrasnasano ot Tomop [oueB JloueB — VYmpaBuTen, HapUYaHO IO-A0NY 3a KpaTKOCT
HASIMBJIHUTEJ” ot gpyra crpana,

Ha ocHoBaHue wi. 112 or 3akona 3a obmecrBenute nopbuku (30II), BBB Bpb3Ka ¢ NpOBENEH
BBTpEIIeH KOHKYpeHTeH u3bop/mombiaHeHa odgepra mo PamkoBo crnopasymenue NePII-11-270 ot
22.06.2020r. ce CKIIOUYH HACTOSIIHS JOTOBOP 32 CIETHOTO:

I. MIPEMET W CPOK HA JIOT'OBOPA

Yn. 1 (1) JEYEBHO 3ABEJAEHHUE - BB3JTOXHUTEJ Bb3nara, a USIIBJIHUTEJIAT ce
3aIb/bKaBa [1a M3BBPILM JOCTaBKA Ha CIIEAHHTE JIEKAPCTBEHH IMPOJYKTH:

Ne | Obocobena mozmuma Ne 1
no | AHaTomMo- Mexayunapoano Hauun Ha | Mapka KonuyectBo
pe | TepaneBTHYEH KO/ | HeMATEeHTHO NpHJIoKEHHEe /mg,
it /ATC-xop/ nanmenosanme /INN/ tabl., ml.
u ap./
1 HO01CB02 Octreotide napeHTepanHa mg 10800
LO1XC21 Ramucirumab napeHTepanta mg 72000

(2) Horosopst Bu3a B cma oT 01.07.2021r., Twif KaTo B pe3ynTar Ha IPOBEACHATa MpoLeaypa
ca MOCTUIHATH L[€HH, KOUTO ca [10-BUCOKH OT cera JeiCcTBalUTe TaKMBa Ha JIKapCTBEHHUTE IIPOAYKTH
no ckiaoueHure ot KOL-Crapa 3aropa EOOJl nmoroBopu cbC ChLUMAT MPEeAMET M € CBC CPOK A0
31.12.2021r.

II. IEHA 1 OBIIA CTOMHOCT HA JOCTABKHWTE IO JJOTOBOPA

Yn. 2. (1) Llenara Ha crokuTe nmo 4n.l e cermacHo neHoro npegnoxenne Ha VU3TTBJIHUTEJIS,
Hepas/ielIHa 4acT OT J0roBOopa.

(2) Lenara BKIII0YBA CTOHHOCTTA Ha CTOKATa, ONIAKOBKA, 3acTpaxoBka u TpaHcnopt Ao JEYEBHOTO
SABEJEHWE — BB3JIOKUTEJ npun MuHuManeH cpox Ha roaHoct He mo-kparwsk ot 40 % or
00ABEHMS OT NMPOU3BOJIUTENIS 32 JIEKAPCTBEHUTE NPOJYKTH MM HE 10-KpaTek oT 20 % or obsBeHus or
TIPOU3ZBOTUTENS 32 OMOMPOAYKTUTE MM OHONOA0OHUTE NPOAYKTH, MUHUMATHHUIT CPOK HA TOJHOCT Ce
onpezesns KbM JlaTaTa Ha BCSKA JOCTAaBKA HA JIEKAPCTBEH MPOIYKT.

(3) O6mwara croiHOCT Ha JOCTABKHUTE MO AoroBopa € mo 752 612.18 (cemeMCTOTHH METAECET U JIBE
XWISJM LIECTCTOTMH M JBaHA/IECET JieBa U OCEMHaJeceT CTOTHHKH) jesa 6Oe3 Bkmoden JJIC u mo
903 134.62 (JIeBETCTOTHH U TPH XMW CTO TPUIECET U YETHPH JIeBa U LIECTACCET U JIB€ CTOTHHKH )
neBa ¢ BxaoueH JJIC.

(4) LlenaTa mo moroBopa e (pMKCHpaHa, He TOJIeNKH Ha MTPOMSHA 3a CPOKa Ha JIeCTBHE Ha JIOrOBOPa,
ocseH B cnydanTe Ha 116 ot 30I1.
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(5) B cnyuaii, ye 1ipe3 BpeMeTo Ha JeicTBHE Ha CHOTBETHHA JIOTOBOP CTOHHOCTTA, KOATO CAEABA A& Ce
3amIamia ¢ MyOJHYHHE CPEe/CTBA Ha JIEKapCTBeHH HPOAYKTH OT IT03UTHBHHA JIEKapCTBEH CIIMCBK CTAHE
HO-HHCKa OT JIOrOBOpeHara, Je4de0HOTO 3aBejleHde — BB3NOXKHTEN Oe3ycloBHO 3alliala
NeKapcTBEHUTE NPOJYKTH HA MO-HUCKATa CTOWHOCT, CUMTAHO OT:

- [Jatata Ha BIHM3aHE€ B CHJ4a Ha peunleHHeTo Ha HanWoHanHuMs CBBET 1O 1LEHH H
peumOypcupane Ha nekapersenute npoaykru ( HCLPJILD;

- JlaTaTta Ha aKTyauM3anuaTa Ha [Io3UTHBHHSA JEKApCTBEH CIHCHK 0 pexa Ha ui. 57, an. 1 or
Hapenfata 3a ycinoBusTa, NpaBHiaTa W peAa 3a PErylidpaHe W pPErHCTpHpaHe Ha LEHHTE Ha
nexapctBeHHTe npoayktH (HYTIPPPIUIII) 3a nexkapcrBeHUTE HPOAYKTH ¢ HaMaleHa CTOMHOCT 3a
OMaKOBKa, H3UHCIEHA HA 0a3a pepepeHTHa CTOHHOCT.

B cnydamte mo NpeAXOAHOTO H3peueHHe, CTOHHOCTTA C€ Ompelens KbM MOMEHTa Ha
pocraBkara (oANKCBaHe HAa TIPHEMO-TIPEABATEICH IIPOTOKO).

II1. YCJIOBUA H HAYNH HA TINTAIIIAHE

Yn. 3 (1) IInamaneTo mo HACTOALIMA JOrOBOP C€ OCBIUECTBABA 4pe3 0aHKOB NPEBOJ OT CTPaHA HA
JJEYEBHO 3ABEJIEHUE — BB3JTOXHTEJ no nmocouenara B wi. 15, an. 3 6aHKoBa cMeTKa Ha
H3NTBJIHUTEJIA.
(2) 3anmnamaneTo Ha CTOKHTE 10 ZOTOBOPa Ce W3BBPUIBA OTIIONEHO B cpok Jo 6( /mectneceTns/ neH,
CcJle]] IPEeICTABAHE Ha CIEXHHTE JIOKYMEHTH:

1. JlocraBHa thakTypa, ChCTaBeHa chrnacHo manuckBanugTa Ha 3MJ1C u HH3AC;

2. TIpueMaTenHO-TIpE/JABATEHH TIPOTOKOIIHN;
(3) B ciyuaii, 4e MOCOYCHHUTE B WI. 3, al. 2 QOKYMEHTH €a HEPEAOBHH WIH HE C2 KOMIJIEKTOBAHH,
ceiure ce Bpewar Ha ASH'BJIHUTEJIA ¢ npuemartento — npeasaTeneH IPOTOKOI 33 U3NpaBiHE
Ha HepegdocTate. Cpokxst mo wi.3, an. 2. 3an04Ba J1a Tede 0T AaTaTa Ha HPeACTaBiHETO Ha IIOCIERHUS
M3UCKYEM CE€ JIOKYMEHT.
(4) Ilpn daxTypupase Ha 3ajABEHHTE KOIMYECTBA JICKAPCTBEHH IIPOAYKTH, IO BCAKA OTHENHA 3a:ABKa,
llcHaTa Ha OMNAaKoBKa He cJeABa J1a HaJBHUIABA ompenencHaTa B lIo3MTHBHHMS AEKapPCTBEH CIUCHK-
[Mpunoxenne Ne 2, pedepenTHa CTOHHOCT Ha ONAKOBKA 3a CHOTBETHMA JIEKapCTBEH NpoJjiykr. B
clilydail Ha HM3IYMCIIBAHE Ha CTOMHOCT IO-BUCOKA OT pedepeHTHaTa CTOHHOCT HA ONAKoBKa 3a
CHOTBETHUA JICKAPCTBEH NPOAYKT, CTOMHOCTTA ¢ HaMansBa M 3aMiamla A0 CTOHHOCTTA Ha ONaKOBKa
onpeaenesa B [Io3UTHBHUA NekapcTBeH clIMChK- IIpunoxkenue Ne 2,

IV. CPOK HA JOCTABSHE

Yn, 4 (1) JEYEBHOTO 3ABEJEHHE ~ Bb3JTOXXHUTEJI 3asBiasa He0OXOANMHUTE MY KOTHYECTRa
¢ nucMena zasska 10 HM3IIBJIHHTEJIA. 3asskara ce BpbuYBa JIMYHO Cpelly IOANHC Ha
H3ITBJIHUTEJIS wiH yirbnHOMOILEHO OT HEro JHLE HIH Ce H3fpalla ¢ Ipernoph4yano MHCMO ¢
obpaTHa pazmucka, o (paKe WIK 10 eeKTPOHEH BT,

(2) Beaka otnenHa [JocTaBka, ciefBa Ja Objle JIOCTABEHA B CPOK A0 7 KaJCHIAPHU AHU Clel
nosydagane Ha 3aapkata oT JIEHEBHOTO 3ABEJAEHHUE — BB3JTOKHTEJ u 3a komu4ecTBaTa U
onakoepkHTe (CHOOpasHO KOHKPETHHTE JCKAapCTBCHH IPOAYKTH, IOCOYEHH B TEXHHYECKOTO
IPeJIOKEHHe HA W3NBIHWTENs), TOYHO ONPCHETCHH B 3aiBKaTa. B ciaydal, ue ce mpaBs IbpBa
HOCTABKa OT Ja/IeHa [MapTH/a Ha JIEKapCTReH HPoaykT, ce npeacrass Ceptudurar 3a oceoborkaaBaHe
Ha MapTHAaTa, H34ajeH oT kpamudunupano nuue no 3JIIXM ma enexrporen HOCHTEN WU TIO
CAEKTPOHCH MBT Ha €IeKTPOHHATA IOINA, MOCOYeHa KaTo a/pec 3a KOPECIOHAEHLMA, NPHAPYXKEH ¢
HpPEeBo/ HAa OBITapCKH €3WK 0T PupMa, CKIFOUMNA JOTOBOP ¢ MHHUCTEPCTBO Ha BHHIIHUTE paboTH 3a
U3BBLpHIBaHE Ha OQULUHANHH NpeBoAH. M36poeHUTe TOKYMEHTH ce NIPEACTABAT B CHOTBETHOTO 3BEHO,
onpezneneHo ot JedebHoTO 3aBencHME — BBR3AOKUTEN. [IpH cneiBalu OOCTaBKM Ha JEKapCTBEHU
IPOIYKTH OT ChLIATA NAPTHIA, CepTHOHKATET HE Ce [PeACTABSL.

(3) B cnyuait Ha HeoOxommmoct ot ciemHa jgocraska, JIEUEBHOTO 3ABEJIEHHUE -
BBL3JOXHUTEJ mocoupa M3pHYHO B 3adBKaTa, 4e € HEoOX0oAuMo Ja Oblle W3BBPILEHA CIELIHA
qocraska. B To3M ciydaili, JocTaBKaTa cieapa Aa Ople HM3BBpIIEHA 10 6 Yaca oT [oAy4aBaHe Ha
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3afBKaTa W 3a KOJMYECTBara W OfaKkoBkuTe (choOpa3HO KOHKPETHHIC JEKapCTBEHH IPOAYKTH,
TIOCOYCHH B TEXHIYECKOTO NPEAIIOKEHHE HA HAITBIHUTEN ), TOYHO ONPEIEIEHH B 3asBKATA.

(4) HIITBJIHUTEJAT ce 3apnmxasa, B cpox 1o | paboren feH, B cIydauTe 10 al. 2 1 B cpox jgo 1
4ac, B CIy4anTe Ha an. 3, cye/l [TONy4aBaHETO Ha BCAKA 3afBKA JIa YBEJOMH IHCMEHO Wi 1o Qakc
JEYEBHOTO 3ABEJEHHE — BB3JTOXHUTEJI B cnyuail ye He MOXe J[a H3BBPIIN JOCTABKA MM
B cly4ail, 4e HE MOXE [a CIIa3y CPOKBT 33 M3BBPILBAHE HA [JOCTABKATA, NPEAMET Ha KOHKPETHATA
3aABKa.

(5) Kem garata Ha BCAKAa AOCTAaBKa, OCTATHYHHAT CPOK HA TOJHOCT HA JICKAPCTBEHMTE NPOAYKTH,
cienpa Ja 0b/e Be no—mMansk oT 40 % /derupueceT Ha cTO/ OT 00SIBEHNS OT MPOHUIBOIHTENS,

(6) KBM naraTa Ha BCAKa JAOCTaBKa OCTATBYHHMAT CPOK HA MOAHOCT HA OMONPOAYKT MM Ouononobex
HPOJYKT, cleiiBa Aa OB/l He To—Mairbk oT 20 % /aBapecer Ha ¢ro/ 0T 00ABEHUS OT IPOUZBOTUTES.
(7) 3a xommuecrBa pocraBeHH M3BBH 3asBkata no Wi 4, anl, JEYEBHOTO 3ABEAEHUE -~
BB3JNOXKHUTEI aama 3aipiDKeHKE 3a aaljafe.

(8) B ciysante no un. 10, an. 7 oT gororopa, CPOKET Mo an. 2 ® 3 3anousa ga tede OT jJaraTa Ha
nucMenoTo cernacue Ha JIJEYEBHOTO 3ABEJIEHME - BB3JIOXKHUTEL

V. M3ICTO HA TIOCTABSHE

Yn. 5. (1) 3a MacTo Ha JlocTaBsHE HA CTOKHTE IO TO3H JIOTOBOP CC ONpPEHess CiAeAHHs ajpec:
Bboannyna anrexa Ha "KOII-Ctapa 3aropa" - rp.Crapa 3aropa, yi. "JI-p T.Crosnopuu™ 15.

(2) PucxsT 0T criyualiHOTO OTHBaHE WK MOBPEXIaHe HA cTokuTe npemuHara Bppxy JEYEBHOTO
3ABEJEHHUE - BB3JOKHUTEJ or MoMeHTa HA NPHEMAaHETO HM Ha MSACTOTO Ha JOCTaBSHE C
[IpHEMaTENHO-TIPE/IaBATENeH IPOTOKO.

VI. JATA HA TOCTABAHE HA CTOKHTE

Yn. 6. 3a nata Ha AOCTaBsIHE CE CUATA JlaTaTa, HA KOATO CTOKHMTE ca JIOCTABEHM JI0 aJpeca IMOCOYeH B
uil. 5, an. |, npu yenosusgTa Ha wi. 9, ain. 2.

VIIL. 3AABJKEHH A HA N3ITBJIHUTEJA

Y. 7. BH'BJIHUTEJIST ce 3aapmkara;

1. Ha mocTaBd CTOKHTE B joroBopeHus cpox u aa ru upenaie #a JEUEBHOTO 3ABEJIEHUE —
BB3JIOXKHAUTEL

2. Ma npenaje crokure, NakeTHPaHY M MapKHPAHH B CHOTBETHHA BHJ, KOJTMYCCTBO M KAYeCTBO Ha
MSCTOTO Ha JIOCTABAHE.

3. Ilpn moanKcBaHETO HA JOTOBOpA /12 HPEACTARH:

a) JoKyMeHTH 1o wi. 112, an. 1 ot 30I1.

6) rapaHius 3a U3NbIHEHHUE, B eHa oT popmuTe, onpenenend B wi. 111, an. 5 or 3011, ¢be cpok Ha
BaauRnocT 60 JHM Clle/l H3THYAHE CPOKA Ha JI0TOBOPA, KOATO ce ocBoboXkaaBa B cpok 1o 60 IHH crel
HM3IBIIHEHHE Ha JIOroBopa. B ciaywail, ye BaluAHOCTTa HA rapasLUATa H3THYa Ipean aorosopa aa opae
wsneiHed, H3ITBJIHUTEJIAT ce sagpmkasa Ja yABRIAM CPOKA HAa BAIMAHOCT Ha TapaHUMATA C
TOJIKOBa JIHH, TAKA 4€ rapaHiuiATa Aa IOKPHBa OUaKBaHHA CPOK 32 M3IIBIHEHHE Ha JIoroBopa mioc 60
gud. I'apanuusita e B pasMep Ha 3% ot croiinocTra Ha gorosopa Gez JJIC u mb3iH3a Ha
22 578.36 nena,

(4) Ja nocraes sEKapCTBEHM NPOAYKTH, KOHTO OTTOBApAT HAa W3NCKBAHHATAa Ha 3akoHa 3a
JIEKAPCTBEHUTE NPOAYKTH B XyMaHHata Meaurnaa (3JIMTXM) — na npuTekaBar BanugHo paspeniedie
3a ynotpeba B crpadara, usgaaeHo mo peaa Ha 3JIIIXM wmmm Permament (EO) Ne 726/ 2004 r. Ha
Esponefickus mapigament u CuBera /un. 23, an. | Ha 3JITIXM/.

(5) a mocrapsa nexapcTBeHH TPOAYKTH, KOUTO ca BkMovyenn B IIpunoxenue Ne 2 wa ITosnTuBHMA
JCKApCTBEH CIHCBK.

(6) B ciryyaii, ue ce npary NBEpBaA JIOCTABKA 110 JI3/IeHa IapTH/Ia Ha IEKapCTBEH MPOAYKT, 1a IPSCTaBs
Ceprudmkar 3a ocBoGOXKIABAHE HA NAPTHAATA, H3ajeH OT xBamuduuupanc juue no 3JIIIXM Ha
eJIEKTPOHEH HOCHTEN WIH IO eNeKTpPOHEH BT Ha eNeKTPOHHATa [OMHIa, NOoCoYeHa KaTo ajipec 3a
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KOPECIIOHJICHIINSA, TPHIPYKEH C TPEBON HA OBIrapckd €3MK OT (HpMa, CKIIUHIA JOTOBOP ©
MuHHCTEPCTBO HA BRHIDHHTE paboTH 32 H3BHPIIBAHE HA OQHIHATHY IPEBOJIH.

VIIL 3AABJNXEHUA HA JEHEBHOTO 3ABEJIEHUE —~ BB3JOXKHUTEJL

Ya. 8. JEMEBHOTO 3ABEAEHHE — BB3JIOXKHTEJI ce 3anbmkaga;

1. Jla npueMe ZOCTaBEHUTE B CPOK M Ha MSCTO CTOKH, CHOTBETCTBALIM 10 BH, KONMYECTBO U KaUeCTBO
HA OMMCAHOTO B HACTOSALUMS IOTOBOP.

2, Jla sanjiaTd AOCTABEHUTE CTOKH 10 pela Ha 4il. 3 OT HACTOSLMS JIOT'OBOP.

3. Cnen NpHKIIOYBAHE H3IIBJHEHHETO HA JIOrOBOpa Jia 0cBOOO/M rapaHIMaTa 3a H3IIbIHeHKe, Oe3 xa
IUBJIKH JTHXBH 32 CPOKA, IIPe3 KOHTO CPEACTRATA 3aKOHHO ¢a MPECTOATH Y Hero.

IX. IPUEMAHE U IIPEJABAHE HA CTOKHUTE

Wi 9. (1) IlpremaHeTo Ha CTOKHTE € M3BEPILBA HA MACTOTO HA JIOCTABsIHE [TOCOYEHO B Wit 5, ast. 1.
(2) HAMNBJHUTE/UAT wnM  yobIHOMOIIEH OT HEro IIpe/ICTaBHTel M IIPEACTABHTEN Ha
JEYHEBHOTO 3ABEJAEHHUE - BDB3JNOXKHWUTEJ noanucear npueMarenHO-NpeaaBaTeNeH
IIPOTOKON, YAOCTOREPABAIN IIOTY4aBaHETO HA CTOKHTE.

X. KAHECTBO, TAPAHHOU ¥ CPOK HA TOJHOCT

Y. 10. (1) CrokuTe, npeaMeT Ha HAaCTOAIIMA AOTOBOD, CJIEJIBA /1a OTrOBAPAT HA M3UCKBAHMATA Ha HJl.
7, an.4m15.
(2) KoM gaTata Ha JocTaBKaTa, OCTATBYHHAT CPOK Ha TOJHOCT HA JIEKAPCTBEHHUTE LPOAYKTH, CIIEIRA
na 6pze ne no—mManek or 40 % /geTupuaeceT Ha cTo/ OT 06ABCHHA OT IPOH3BOTUTEIIL.
(3) B ciryuaii Ha gocTaBKa HA JIEKAPCTBEHMA TPOAYKT € N0 — KpaThK OT ZOTOBOPEHHsA CPOK Ha TOJHOCT,
JUBJIKHMAaTa HeYCToMHKa Jia O'bjle IpOMEHEHa, KaKTo CIeBa:

o1 39,99% no 30% - 3 % BBPXY CTOHHOCTTA HA JIOCTABKATA;

oT 29,99% 1o 20% - 5 % BBPXY CTOHHOCTTA Ha OCTABKATA;

oT 19,99% a0 10% - 7 % BBPXY CTOIHOCTTA Ha IOCTABKATAa;

rog 10% - 10 % BBpXy CTOHHOCTTa Ha JOCTABKATA.
(4) OcraTh4HHEAT CPOK HA r'ofHOCT Ha OHOMPOMAYKT /OHomoo6eH IMPOAYKT, cleasa Aa ObAe He Io-
mansk oT 20 % /nBajeceT Ha cro/ oT 00sABEHMS OT NPOUIBOANTENS KBM HATATAa HA BCAKA JOCTABKA.
(5) B cnyyaii na ocraBka Ha OHONPOAYKT/OHOMOAOOCH NPOAYKT € 110 — KPATHK OT JOTOBOPEHHS CPOK
Ha TOJIHOCT, IHDKAMATA HEYCTOHKa € KAaKTO clle/Ba;

ot 19,99% nro 10% - 2 % BBpXy CTOHHOCTTA HA OCTABKATA;

ot 9,99% 1o 5 % - 4 % BBpXy CTOHHOCTTa Ha JOCTABKATA;

roj 5% - 6 % BBpXy cTOHOCTTA Ha AOCTABKAaTa.
(6) JEYEBHOTO 3ABEJAEHHE — Bbh3JOXKHUTEJI Moxe na oTkake NpHEManeTo Ha CTOKHTE,
aKo B JIEH® HA TAXHOTO NPUCTHraHE WM NPHEMAaHEe OCTAaThYHUA CPOK HA TOMHOCT € MO — MalbK OT
onpenencHus B wi. 10, an. 2. 1 an. 4 MMHMMAIIEH CPOK Ha IFOJIHOCT.
(7) Hocrapkara Ha JEKapCTBEH NPOAYKT ¢ OCTATBhYEH CPOK HA FOJHOCT Ho-Manbk oT 10 Ha cTo oT
0OABEHNMS OT MPOM3BOANTENA H HA OUONPORYKT/OHoNonobeH IIPOAYKT ¢ OCTATBUEH CPOK HA FOJHOCT
1o-Manek oT 5 Ha ¢ro OT 00SABEHHS OT MPOH3BOJUTENL Ce M3BHPIIBA CAMO C MMCMEHO CBIVIACHE Ha
JEYEBHOTO JABEJIEHHUE - Bb3JI0AKHUTEI 3a KOHKpETHO KOIHYECTBO, OIPEAENICHO OT HEro.
bes w3puuno nucemeno ceriacie Ha JIEUEBHOTO 3ABEJAEHHME - BB3JIOKHTEJ croxnre
HAMa Ja OhIaT 3annaliaHu.
(8) Uckaneto 3a mUCMEHO ChIJlAcHe, B ciy4adre Ha ai, 7, cnensa jga nocreid B JIEHEBHOTO
3ABEJIEHHUE — BB3JIOKHUTEJI B cpox 1o 1 (e/1uH) paboTeH AeH 0T NOJyyaRaHe Ha 3afBKATA.
(9) B ciryuanre Ha crieIIHH TOCTAaBKH IIOCOYEHMTE B aJl. 3 M aJl. 5 HEYCTOHKH He ce NpuIiarar.
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XL OTTOBOPHOCT 3A HETOUYHO H3IBEJHEHHUE. PEKJTAMAIINNA

Yan. 11. (1) JEYEBHOTO 3ABEAEHHWE — Bb3JIOXHUTEJ Moxe na npeasripa pexiamMaliuu
npen USITBJIHUTEJIA za;

) KOJIMYECTBO U HEKOMIUIEKTHOCT HA CTOKHMTE WM TEXHHICCKATA JOKYMCHTAIHA (IBHH HEAOCTATbBLH);
6) KauecTBO (CKPUTH HEZOCTATBIIH ):

- IpH IOCTABAHE HA CTOKY HE OT JOIOBOPEHUA BHJ, [TOCOYEH B 4. 1;

- IpH KOHCTaTHpaHe Ha Aedektn npu ynorpeba Ha CTOKHTE,

(2) Pexnamanmy 3a aBHM HepocTaThlM Ha ctokute ce npaesat ot JEYEBHOTO 3ABEJNEHUE —
BE3JTOXKHNTE, B MOMEGHTa Ha HPEHaBAHETO UM, 3@ KOETO CE CHCTABA MPOTOKOJ, IMOMITHCAH H OT
ABETE CTPaHHU.

(3) Pexnamaiuy 3a CKpHTH HEJOCTATBLM CE IPABAT NPE3 LENHA CPOK HA TOMHOCT HA JOCTABEHUTE
CTOKH, KaTO peKIaMalHATa C€ [PHIAPY)KaBa 3a[lBIDKHTEIHO OT KOHCTATHBEH NMPOTOKOJ, M3JaIEH OT
UsnenaATENHATA areHIIHs 33 JIEKAPCTRATA,

4) JEYEBHOTO 3ABEJEHHE - BB3JMOXKHUTEJN e papx#e Aa YBEOOMH ITHCMEHO
H3IIBJIHRTEJI 3a ycraHoBeHHTe JetheKTH B 5 (1IeT) AHEBEH CPOK OT KOHCTATHPAHETO UM.

(5) B pexnamanuuTe ce mocouBa HOMEPEHT Ha AOrOBOPa, TOYHOTO KOJIHYECTBO HA OMYYEHHTE CTOKH C
TEXHHA DApTHACH HOMEp, OCHOBAHMETO 33 pexyaMauud M KOHKperHoTo uckahe Ha JIEYEBHOTO
3ABEJEHHUE ~ Bh3JIOKHUTEJI.

(6) B 5 (mer) mHeBeH cpok OT monyvapaHe Ha pewiamanusra, U3IIBJHUTEJST cneasa ga
otropopy Ha JIEYEBHOTO 3ABEAEHWE — BB3JOKHWTEJ nucMeHO H KOHKPETHO AaIH
[IPUEMA PEKJIaMALMATA HIIH 1 OTXBBPIIL.

(7) Ilpu pexnamanus 3a asHA Hepocrarsuy U3ITBJIHUTEJAT e nusxer B cpox of 2 paboTHY AHK
0T NOoJiydaBaHe Ha peKiliaMalMATa 3a CBOS CMETKa M PHCK JIa JIOCTABM HA MCTOTO HA JOCTABSHE
KOJIMYECTBOTO JIMIICBAILH B JIOCTABKATa / HEKOMIUIEKTHH JOTOBOPEHH CTOKH.

(8) Ilpn pexnamaimsa 3a CKpUTH HeaocTaTbud, B ciuydail ye HM3IThJHUTEJIAT e npuen
peKnaMaLMATa, CBIMAT € OukxeH B [0 (geceT) AHEBEH CpPOK OT HONyYaBaHeTo H Ja 3aMeHH
IOOCTAaBEHUTE HELOTOBOPEHH MO BHJ / JepeKTHH CTOKHM 3a CBOS CMETKA M PHCK HJM IO LPEIEHKA Ha
JIJEHEBHOTO 3ABEJIEHHE - BB3JIOXHUTEJ g2 pepHe CHOTBETHATa YacT OT 3arJaTeHaTa
[[eHa, BEJHO ¢ ABJDKMMHTE TUXBH.

(9) M300p®T HA IOCOYEHHTE [IO-TOPE BE3MOXKHOCTH JI2 C€ BhPHE ChOTBETHATA YacT OT WJIATCHOTO WIIH
Jia ce nocrasAaT HOB# cTokk npuHaanexu Ha JEYEBHOTO 3ABEJAEHHWE — Bb3JIOXHUTEJI u ce
YIPaXHABA OT Hero noj dopmara Ha nmucMeHo yeeaomaenue Ao U3IMNBJIHUTEJIS, kato pasxogure
H PHCKOBETE II0 HOBOTO RocTasaHe ca 3a cmeTka Ha U3ITbJIHUTEJIA.

(10) Croxute, npeamer Ha pexiaamanusa ce cexpansear ot JIEUEBHOTO 3ABEJIEHHE -
BB3JOXHUTEJ no ypexxaaHe Ha pexamMalinre.,

XIL. OTF'OBOPHOCT IIPU HEU3IIBJIHEHHUE

Ya. 12, (1) 3a HeH3ILJIHEHHE Ha 3albJDKSHUATA CH 10 HACTOALIUS JOTOBOD € H3KIIOYEHHE HA TE3H II0
yn. 10, an. 2 u an. 4, B3INBJHUTEJAT nenxu Heycroiika B pasMep Ha 0.5 % Ha geH BEpXy
CTOHHOCTTA Ha KOHKpeTHaTa 3aiBKa, HO He momeude oT 10 % (mecer mpoueHTta) oT cTOHHOCTTA Ha
KOHKPETHaTa 3ajBKa, KakTo M 00e3LIETCHHE 3a NPETHPNEHHTE NCHCTBUTENHH BPEAM B CIyHaHTE,
KOraTo T¢ HaJXBBDPIST AOrOBOpEeHaTa HeycTolka. B cioyuamte mo wi. 4, an. 3, mocoueHara B
IpeIXOJHOTO U3peueHHe HeycTolika B pasMep Ha 0.5 % ce HauMCIABA 38 BCEKH Yac POCPOYHE, HO HE
noseye oT 10 % (mecer nmponenTa) ot cToifHOCTTA Ha KOHKPETHATA 3asBKa, KAKTO H obe3neTeHne 34a
NpETBEPICHATE ACHCTBUTENHH BPEOH B CIYYaHTe, KOTAaTO T€ HAIXBBPIAT JOTOBOPEHaTa HEYCTOMKA.

(2) Koraro npu nannuue Ha pewnamaimy, AIIMTbJIHUTEISAT He M30bJIHMA 330b/DKEHHATA CH TIO
pasaen XI or Hacrosmus A0roop B cpok, chuAT AnmkH Ha JIEUEBHOTO 3ABEJEHMUE-
BB3JOXKHUTEJI neycroiika B pasMep Ha 2 % OT ueHaTa Ha CTOKHTE, 3a KOMTO Ca HANpaBeHi
peKIaManHHTe.

(3) JEYEBHOTO 3ABEJEHUE — BL3IJIOKUTEJI yipoenersopssa npeTeHIMHTE CH OTHOCHO
HEeH3IIBJIHCHHETO HAa JOroBopa, KaKT¢ H 33 3alllaliaHe Ha HEyCTOHKMTE OT CTpasa Ha
M3IMTBJIHHUTEJIS karo 3arbpaka rapanilMara 3a W3IeIIHeHue 1o Wi, 7, ai. 3, 6ykea “6” ot gorosopa,
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KaTO IpeArpHeMa ASHCTBHA 3a HEHHOTO YCBOABaHe. B cilydyad, ye CTOWHOCTTa Ha rapaHousaTa 3a
H3mpiIHeHHe He nokpuea Beuukd ABMKAMH ot MBITBJHHTEJIA neycroiikn, JEHYEBHOTO
JABEJJEHHUE - BB3JIOXKHUTEJI mpuxpama ABIKHMHTE CYMH OT HACpPEIUHM MNalaHus KbM
HU3TTBJHUTEJISA.

(4) Tlpu Tpu nbTH BHHOBHA 3a0aBa Ha USITBJIHHATEJIA, npoasikuiia ¢ mopeye OT MONOBHEATa OT
CpOKa 33 H3I'BIHECHUE HA CBOTBETHOTO 3ajb/DKeHHE, B pamkure Ha Tpu Meceua JIEUEBHOTO
SABENEHUE — BH3NNOXKUTE nMa npaBo J1a MpeKkpaTH JIOroBopa €AHOCTpaHHO ¢ |5-aHeBHO
MpeaN3BECTHE.

(5) JEYEBHOTO 3ABEJAEHUE - Bb3JIOXKUTEJ umva npaso fa IpeKpaTH eJHOCTPAHHO H 6e3
npeH3BecTHE HACTONIMA JIOTOBOP B CIy4ail Ha CHCTEMHO HETOYHO U3NBIHEHUE HA 3aJBIDKCHHATA OT
H3ITBJIHUTEJS v npemndaBeHH noBede OT TPH peKiJaMalMM B paMKUTE Ha TpH Mecelia oOT
JEUYEBHOTO 3ABEJEHHE — BB3JTOXKHUTEJ no pega na raa XL

(6) B cnyuait, ue no otuomenune Ha USH'BJIHATEJIS nacteisT obcrosrencrrara o wi, 54, an, 1,
n wi 55 an. 1 or 3akona 3a obmecreennTe nopsukd, JEYEBHOTO 3ABEJIEHHE-
BB3NOXHUTEJ uma npaso Aa nOpekpaTH ©THOCTPAHHO HACTOAINMA MAOTOBOp, 0€3 IHCMEHO
npejiM3eecTie 1 0e3 1a JIbIDKH HEYCTOHKH.

XIIL. @OPCMAXOPHH OBCTOATEJCTBA

Ya. 13 (1) Crpanure 1o HACTOAIMIKA AOTOBOP HE ABJIKAT 00E3IISTEHHE 33 IOHECEHH BpelH M 3arydu,
aKO0 NOCIEeJHUTE Ca NPHYHHEHH B PE3yIITaT Ha HelpeoIolIiMa CHIIa.

(2) Ako cTpanaTa, KOATO € CIeBANIO Ad M3IIBIHE CBOE 3a/lBIKCHUC Mo Jorosopa ¢ Omna B 3abapa, T4
HE MO’KE /14 C€ NO30BABA Ha HETIPEOI0IHMa CHIIA,

(3) “Henpeononuma cuiia” no CMHMChAA Ha TO3H JIOTOBOP € HENPeABHJISHO H/WIM HelpeIoTBPATHMO
CHEOHTHE OT H3BLHPE/ICH XapaKTep, BE3IHUKHAIO CIe/ CKIYBAHETO Ha A0TOBOPA.

(4) Crpanara, 3acerHaTta OT HEMpeoJOJHMA CHIIA, € JIBXKHA O3 OpednpHeMe BCHYKH AEHCTBHA C
rpuxara Ha J00Bp CTOINAHMH, 33 Ja HaMalld 10 MUHHMYM IIOHECEHHTE BpelH H 3ary0H, KakTo U Ja
YBEJIOMH ITMCMEHO JIpYraTa CTpaHa B 7-IHEBEH CPOK OT HACTHIIBAHETO HA HENpeoAoaAHMaTa crla. Ilpu
HEYBEJOMSBAHE B TMOCOYCHHS B [PEJXOJHOTO H3PEYEHHE CPOK e JIbJDKM obeslieTeHde 3a
HAaCTHOWIATE OT TOBa Bpeau. Hempeogonumara cuila ce JIOKA3Ba OT 3acerHarara CrpaHa Cbe
cepTuduKar 3a opcMaxkop, H3ZANEH N0 CHOTBETHHA pejl OT KOMIIETEHTHHMA OpPraH B JIbpKaBara, B
KOATO Cca HACTBITHIH (pOPCMOKOPHUTE 0OCTOATENCTRA.

(5) loxaro Tpae Henpeozonumara CHila, W3NBIHCHHETO HAa 3aABDKEHHMATa H CBBP3AHHTE € TAX
HaneI}IHH 3aBIDKCHHA Ce CIIHpa.

(6) He npencrapmspa “Henpeoponuma cuia” cpOHUTHE, NPUYMHEHO IO HEOpe)KHOCT WM Upes
YMHIIUIEHO JAEHCTBUE HA HAKOSA OT CIPAHNTE WIH TeXHH NPEACTABHTENH W/HIIM CHYXKUTEIH, KAaKTO ¥
Hepoctira Ha napuanu cpeacrea Ha M3HNBJHHUTEJA un JEYEBHOTO 3ABEJEHHE -
BB3JIOXKHUTEJL.

XIV. CITOPOBE

Y.14. (1) Be3HUKHAIKTE NP3 BPEMETPACHETO Ha JIOTOBOPa CIIOPOBE H PAa3HOITIACHS: MEMKAY CTPAHHTE
CE PEemaBaT upe3 MPEroBOPH MEXAy TAX. [locTHrHaTHTEe AOTOBOPEHOCTH ce OMOPMAT B ITHCMEHA
(opMa ¥ ce IpeBpEIIAT B Hepa3/IellHa YacT OT AOTrOBOpa.

(2) B ciry4aii Ha HETNIOCTHTAHE Ha JOTOBOPEHOCT IO NPEAXOJHUA YWiEH, BCHYKH CIOPOBE, IOPOJEHH OT
TO3H JIOTOBOP HIIA OTHACALUN CE /10 HEero, BKIOYHTENHO CIIOPOBETE, HOPOAEHH OT MITH OTHACSIIH Ce JI0
HETOBOTO THIKYBAHE, HEJEHCTBUTENHOCT, HCH3IBIHEHHE HIH NpeKpaTsarane e 65AaT pa3pellapaHi
criopez 6BArapcKUTe MaTEPHAIHH 1 TIPOIIeCyalHH 3aKOHH OT KOMIIETEHTHHA cbj Ho pena Ha I'TIK.

XV. CbOBIHEHHUA
Yn. 15. (1) Benukn ChoOMICHHA MSKIY CTPAHMTE, CBBP3aHH ¢ M3DBJIHEHHETO HA TO3M JIOTOBROp ca
BJIH/IHH, AKO ¢4 HANPABEHM B ricMeHa (opMa U ca IOANHCAaHH OT YI'BJIHOMOLIEHUTE IIPEACTABHTENH
Ha BN BJIHUTEJISA wir JEUEBHOTO 3ABEJJEHUE — EB3JIOKUTEJN.
(2) 3a paTta Ha CHOOLIEHMETO CE CMATA! '
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v JaTata HA IPEJABAHETO — IPKH PBYHO [PE/laBaHe Ha CHOOIEHHETO,

v JlaraTa Ha IOIIEHCKOTO KIelkMo Ha ofpaTHaTa pa3snucka — [IPH K3IpallaHe 110 MOIIATa;

v JlaTaTa Ha NIPUEMAHCTO — TIPH H3npalnane mo dakc uum e-mail.

(3) 3a BanmaHM ajgpecd 3a NpHeMaHne Ha CHOOLIEHHA W DAHKOBM CMETKW, CBBP3aHH C HACTOSUIMS
JIOTOBOD €€ CMATAT:

3A W3ITBJIHUTEJISA: 3A JEYEBHOTO 3ABEAEHHUE-BB3JTOKHATEIL
rp. Codus 1331, 6yn. CnueHuna 578, rp. Crapa 3aropa
JloracTuyen nenTsp Kannman yi1. ,,4-p Toyop CrosHosuu™ Nel5

ten: +35928549700; dakc: +35929532622;
e-mail: zop@altaph.eu

BAHKA: UniCredit Bulbank

IBAN: BG83UNCR76301078712175

BIC: UNCRBGSF

(4) Tlpn npoMsHa Ha MOCOYEHHA 1O ai. 3 ajpec WIH OaHKOBa CMETKA CHOTBETHATA CTpaHa ¢ JIBXKHA
JIa4 YBEJIOMH APYTaTa B TPUAHEBEH CPOK OT LIPOMSHATA.

XVIL. JPYT'H YCJIIOBHA

Yn. 16. (1) Ilpapata ¥ 3aJbIDKCHHATa 10 HACTOALMSI JOTOBOP HE MOrar 1a ce MpexBBbpisT
eJIHOCTPAaHHO Ha TPEeTH JHLA W Nojo0HM aKTOBE HE IOPXAAT IPaBHO HeiicTaMe Oe3 HUCMEHOTO
ChIIaCHE Ha APYraTa CTpaHa, OCBEeH B cnydanTe Ha ofesledapade (FapaHTHpPAHE) Ha 33/{bJDKEHHSA TI0
0aHKOBH KPEJHTH.,
(2) 3a HeypeleHuTe BBUPOCK B HACTOAIHMSA XOrOBOP C€ IpHIara ACHCTBAIIOTO OBITapCcKo
3aKOHOAATENCTBO.

XVIL. NOAU3NBJIHUTEIH
(NPUAOICUMO CAMO 8 CYHAUME, 8 KOUIMO U3OPAHUA 30 USHBAHUINEG] YHACHIHUK € HOCOUUN, He uje
HOR36a NOOUIHDAHUINEN U, HPU CRINIOYGAHE HA PAMKOBOMO CHOpAZyMeNe)

Yn, 17. (1) HOJTUIIMIBJIHUTEJIATE 1pabsa ga 01roBapaT Ha CHOTRETHHTE KPHTEPHH 3a 11oa00p
ch00pazHo BUAA U JIeNa OT IOPBUYKATA, KOHTO Iie M3ITbIHABAT, H 32 TAX Jia HE Ca HAJHLE OCHOBAHHA 33
OTCTPAHABAHE OT MPOLELypaTa.

(2) JEYEBHOTO 3ABEAEHUE - BB3JIOKUTEJ m3ncksa samana na NOJUIINbJIHUTEL,
KOWTO HE OTrOBapA HA YCIIOBHATA o an. l.

(3) Koraro uwacrra oT nmopnukara, kosto ce usnsndgsa o HOJAMSITBJIHATEN, moxe na 6vae
npegageHa xaro otaeneH obext Ha H3MNBJAHHWTEIA uin ma JEYEBHOTO 3ABEJEHHE -
BH3JTOXKHUTEJN, nociaeanns samnama Bb3narpaxaense 3a tase 9acT Ha HOJAU3ITBJIHUTEJLS.
(4) Pasnnmamapmsta no an. 3 ce  OCBHINECTBABAT BB3 OCHOBA HAa HCKaHe, OTIPABEHO OT
NOJUMBIBJHUTENA a0 JEYEBHOTO 3ABEJAEHHUE -~ BB3JIOKHUTEJA upes
M3 BJIHUTES, xoiiro € rbXKeH Jla To MPeIOCTaBH Ha BB3IOMKHTENE B 15-IHEBEH CPOK OT
NOJYYaBaHeTo My.

(5) KM nexanero no an, 3 N3IMTBJIHUTEJIAT npepocTaps cTaHOBHIUIE, OT KOETO J1a € BHIHO AAJH
OCNOPEA [UIAIAHUATA WIH 9acT OT TAX KATO HEIB/LKHMH.

(6) JEUEBHOTO 3ABEJAEHHE — BB3JIOKUTEJ nma npaso ga OTKaxe IUIAMIAHE IO al. 3,
KOTATO HCKAHETO 32 IJIallaHe € OCHIOPEHO, 10 MOMEHTA Ha OTCTPaHABAaHE Ha IPHYMHATa 34 0TKa3a.

(7) Hezasucumo or wznompanero Ha HOJAWBIIBLIIHUTEIIA orrosoprocTTa 32 H3NBIHCHHE HA
aoroeopa ¢ Ha U3ITBJIHATEJISA.
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XVIIL 3AKJTIOYUTEJHU PA3IIOPEABU

Y. 18. (1) IIpn creraBsHETo Ha HACTOSAIIMS JOTOBOP CE MPEACTABUXA CIEAHUTE JOKYMEHTH:
HoxymenTtu o un, 112 ot 3011,

Jexnapanus ro 4. 55, an. 6 ot 3JIIIXM (xoraTto e npuioxumo);

I'apanuus 3a u3nbIHEeHHE;

Texunuecko u LleHOBO npemioxkeHue, Hepas/eiHa YacT OT JOroBOpa;

HJexmaparyu no 3MHUIL

(2) Hacrosmuar 10oroBop ce chCTaBU B TPH €AHO00pa3HU eK3eMIisipa Ha OBJITapCKH €3MK — eJUH 32
M3ITBJIHUTEJIS n nBa 3a JEYEBHOTO 3ABEAEHUE — BB3JIOKUTE.

%K

JIEYEBHO 3ABEAEHUWE — Bh3JTOXKUTEJ: N3NBJIHUTET:

»KOII-Crapa 3aropa“ EOO/] »Aara papmacioTurnic” EQOO/

At C r i >
3anuueno na DCHOEﬂHﬂB;_‘!EH)A / >/ (3anuuenno na ocnosanue
Peznamenm (EC) L8 i ' Peznamenm (EC)
Ynpasuren: 2016 /679 Y;Hpaémen; 2016 / 679
=] I 11 4 , :
/n-p T1. Un \\ <& \/Igp;:(g il : g/ |
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ANTA PAPMACKOTUKDB/IC EOO[ - TexHU4ecKo U L,eHOBO NpeasioXKeHue

AHatomo- |Mex M En ueHa 3a Ob6wa
< ARAPRRES A Heobxopg AN Ep ueHa 3a ,,w'
TepaneBTUYEH| HEnaTeHTHO HaumH Ha /mg, Tobproecko . | eanHuua CTOMHOCT

um 6poit eauHMLa
Kog fATC- | HaumeHOBaHUE | TNPUAOKEHUE tabl.,, | HammeHoBaHue, NMPY sl mApKa 6e3 mApKa ¢ LC 6e3 AAC,
koa/ JINN/ ml./ P nac P ne.

Sandostatin LAR, Powder
and solvent for

HO1CBO2 Octreotide napeHTepasHa mg |suspension for injection, 10800 26.254513 31.505416| 283,548.74
Novartis Pharma GmbH,
FepmaHus

Cyramza, Concentrate for

solution for infusion,

LO1XC21 R i b 72000 6.514770 7.817724| 469,063.44
amuciruma napeHTepanHa mg Eli Lilly Nederland B.V, 7

Huaepnasgma

O6wa cr-cT 6ez AAC 752,612.18
O6wa cr-ctc 4AC 903,134.62

MapaHuma 3%
8
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