% JIOTOBOP i‘
3A TOCTABKA HA JIEKAPCTBEHU TPOXVKTH

,,KOMHJIEKCEH OHKOJIOI" HUYIEH IIEHTT)P IIOBJIMB” EOQO]I, EUK 000463379,
CBC CEMIANRINE ¥ alpeC Ha ynpasncuue: rp. 1inos ms, Oyi. ,,Bacun Aopunos™ NelSA, opexcTapngsano ot
a-p ITapamker LIBETKOB — yOpaBWTeN, HaApWYaH 110-{0Jy 3a KPaTKocT ,,Be3aoxuTen” ot efHa cTpana u

»Pom brarapas” EOOI, EMK131279951, cee cenamunie ¥ axpec va yupasneaue: rp. Codus,
n.k.1618, yn. Bano none Ne 16, mpexacrasmiearo or Anrtonao Amape Jle Coyea Jle BackoHcenmoc H
Eprern#i Huxonacs HuxonOB B Ka9eCTBOTO HM Ha YHPABUTEIH HA APYKECTBOTO, HAPHUAH IO-J0IY 34
KparkocT , J3npmuten” ot Apyra crpaHa,

U Ha ocHoBamme 4i. 112, an. 1 or 3akoma 3a ofmecTBenuTe HoprakH B Pemenue Ne 47 ot
23.01.2020r. na yopasarens Ha , KoMilneKkceH OHKOJIOTHYeH HeHTHD ~ IInosnus” EOOJT 3a onpenemsine
ma Msnnamuren Ha oOIMecTBEHA TIOPHYKA € IIPCAMET: ,,JlocTaBKa HA OHKOJOTHYHM JICKAPCTBEHH
HPOAYKTH 33 HyXauTe Ha ,,KoMmaexkcen onxosrormien nearsp — Hnosxus” EOO/d mo oGocobenu
HO3HUHR™ ce CKIIOYH HACTOAINMIT JOTOBOD 3a Bhanarane Ha OGocobena mosuums Ne 1 m Ne 2, mpu
CIICIHATE YCHOBAI:

LTPEAMET HA 10FOBOPA

Yn. 1(1) Beznoxurendar sp3nara, a Asnniaurenir npremMa 14 H3BHPIIEA TEPHONMIHH JOCTABKH
Ha OHKONOTHYHH JICKaDCTBEHH INPOAYKTH, BKMoueHu B [losutueeH nekapctReH cmuchkk (ITJIC) mmo
obocobena/u mosatua/u Nel u Ne2, ceriacro Texmmdeckara cnenupuxauns — [Ipunoxerne Nel, kaxro u
Texumeckoto 1 Henonoro npeanoxetne sa MsmnianTeist, Hepas)eHa Jact 0T HAaCTOAES JOTOROD, | B
CHOTBETCIBHE € M3UCKBAHMATA Ha HacToAns JloroBop.

(2) MocraBkuTe ce H3BBPIIBAT IIEPHONHYHO, IO 3aiBKa Ha Bwanowurens. Buinoxurersr
3a/{bJUKEH Ja IPHEME H 3allIaTH CaMO XOJMYECTBATA H BHAOBETE, KOHTO C& 3a4BCHE M KOHTO €A JOCTaBeHH
IIPH YCIOBHATA HA HACTOSIIUS ,D;orosop

o II. HEH B HAYWH HA HJJAIITAHE

U 2 (1) O6mara NporHo3Ha CTOMHOCT HA JOCTABKWTE, IPEAMET Ha JloroBopa, € B pasMep /o
1490 131. 19 ne. ¢ JIIC, n Brmo4Ra BCRIKH ILIamanust KeM Maneiaaurens. O6mara Iporno3na CroidocT
Ha JIOCTaBKHTC € MaKCHMANNa 34 CPOKA Ha IOTOBOPA M He € 0OBEP3BAIa 3a CTPaHuTe, KaTo BEINOKUTeTaT
HMa 1pagd, B 3aBUCHMOCT OT HYXIHTE CH H (DHHAHCOBHSA PECYPC, ¢ KONTO paslonara, Aa He Rb3jara
JOCTABKH 34 11s11aTa 00112 HpOryo3sa CTORHOCT.

(2) Epuanduata neHa Ha JIOCTaRIHHTE CTOKM € CBIVIAaCHO L[eHOBO mpefToikeHHe Ha
WsmenHATe s, HEPA3eIHA YacT OT HaCTOAIIHS JOTOBOD.

(3) Ilo BpeMe Ha AeficTBEE Ha [OIOBOpa IIPH HaMalsBade Ha pedepentHara CTOMHOCT 3a
eJIMHHLA MApKa 0T JICKAPCTBCHOTO BEINECTBO B 1103UTHBHMA HEKAPCTBEH CITUCHK, HIH Ohae 00sSBEHA HOBA,
HO- HHCKA 3amiaana uexa ot crpana Ha H30K, nocraBennre nexapcTBEHu NPOAYKTH ce 3alialdar Ha
[o- HECKaTa HeHa, CYMTAHO 0T jJaTara Ha PCIIeHdeTo Ha KOMMCHITA ¥IH OT JaTara Ha NPOMIHaTa Ha
nenara Ha H30K, koero ot ABeTe chOMTHA HACTBIH 10-paHo.

(4} Tlo Bpeme Ha felCTBHME HA JOTOROPA, NPY YBOAWUABAHE HA pedepeHTHATA CTONHOCT 3a
eIWHAIa MIPKa OT ACKApCTBEHOTO BellecTso B [lo3mturpmsa nexapcTBen cimcsK H Obae 00ABeHa HOBA,
TIO-BHCOKA 3amialiana nesa ot crpasa na H30K, mexapersenure MpoAyKTH IIpeAMET Ha JOCTaBKa e ce
3aMaaT Ha Ho-Bhcoka UeHa. Ceiara Ime NpefcTaBiea CHOTHOLICHHE, KATO CE 3aIa3Ba pasimKara
MeXIY TBPBOHAYANHO NpeSIOKeHaTa OT YYaCTHMK2 TICHA # pedepeHTHATA CTOWHOCT, XKouTo ¢ Ouna
aKTyalHa KbM MOMCHTA HA [OHaBaH¢ Ha odepTaTa, UpH YCIOBME, 9€ M3ILIHHTENLT € IIPELIOKHIT 0~
HHCKa HEHA OT pe)epeHTHATA CTOHHOCT 3a €/[MHHNA MApKa OT JIEKAPCTBEHOTO BemecTso B 1losuTuBHES
JeKapCTBEH CUHCHK. AKTYAIH3aldATa Ha NEeHaTa e ce H3BLPIIN OT jJaTaTa Ha HeWHaTa IpoMsHA B
couchka Ha H30K.

Hn. 3 (1) 3annamaneto Ha BCAKa JOCTaBKa CE U3BLPIIBA Ha 6a3a HA NOKYMEHT, YAOCTOBEPABALI
IIPHEMAHETO Ha CTOKata, NOIICaH OT IpeNCTaBATEIN HA CIpaHATC H Cpelry wu3maneHa daxrypa,
ChABPIKAINA JAHHH 34 J0CTABKATA, KAKTO ¥ BCHYKHA HEOOXOAUMH 3aKOHOBH PEKBH3HTH.
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(2) 3amnamageTo Ce U3RHPITBA j ObpIrapeku nepa o GaHKOB BT B ¢pok fo 60 KaneHmapHu JIHA,
CHINIACHO pasmopeadnTe Ha wi. 303 a, an. 2 oT Thbproeekud 3aK0H, CIEK CHOTBETHATA JOCTABKA, CYMTAHO
OT JaTtara Ha HM3/dBaHeTo Ha (akTypara, IPHIPYXKEHa € JOKYMEHT YHOCTOBCpABAIl NPUEMAHETO Ha
CTOKATA, KaxTo 1 3amiamane ot H30K/P30K.

(3) IInaniangusTa ce U3BBPIBAT B OBArapcKy JieBa [0 cheJHata DaHKOBa CMETKa, [TOCOUSHA OT
Wairbraurens:

Bauka Vuuxpenur bynGanx AJ]
IBAN BG62UNCR9660100ROCHEBG
BIC UNCRBGSF

Turymap ga ecMetka  Pomt Benrapua EOQOJ

W3nemHATEIAT € IIBKSH 7Ja YBEOOMIBA INMCMEHO BEL3I0KHTCNS 33 BCHUKH I[IOCIEBAIIH
npomMeny Ha (aHKOBAaTa MY CMETKa B CPOK JI0 2 (1BA) paGoTHy [(HH, CYATAHO OT MOMEHTA Ha npoManara. B
Clydail, 4e HW3ThIHHTEIAT HE YyBENOMEH DBEB3MOXWTENs B TO3M CpPOK, cumTa c€, 9€ TUIAlaHHsTa 1o
HOCOYEHATA B HACTOAIMS WieH GaHKOBa CMETKA Ca HaJICIKHO H3RBPIICHH.

(4) Koraro Mznpmmurenar Owie yBeioMeH, 9¢ QakTypa HE MOWE Aa 0BIC [UlATCHA HOpai|
KOHCTATHPAHO HECHOTBETCTBHE € YCIOBUATA HA TO3H. JOTOBOP, TOH TpA0Ba 1A OTCTpaHH HeChOTBETCTBHATA
B CPOK OT 7 KaJleH/lapHH AHH clel KaTo OBle yBenoMeH. B Te3m ciygan CpoKbT 1o al 2 CuEpa 2 Te9e H0
OTCTPAaHABAHE Ha HECHOTBETCTRUATA.

(5) Hapuanute B3eMaHKA 00 TO3H JOTOBOP M IIO JOTOBOP 32 HOAH3IBIHEHNES CA IPEXBEPIACMH,
Morat na OBJar 3anaragy v BBPXY TIX MOXKE Ja C& H3RGHPHIBA NPHHYAUTENHO H3IbIHSHHe, B cnyyaii, ge
332 TIAPHYHO B3e€MaHE IO TO3H IOTOBOP H/HIM IO [OTOBOP 3a TOMMANBIHCHUS ¢ HAUIG [IPSXBBDITHE,
3aJlarafe WM IpPUHYIUTEIHO U3HbIHeHNE, M3NBMHUTeNIT € IrbkeH 4 VBeIOMHE HHCMCHO Bhanoxures
B 3-HHEBEH CPOK OT HACTBLIIBAHETO Ha CHOTBETHOTC OOCTOSTEICTRO, KATO IPEHCTABS HAUICKHO 3aBEPEHO
KOIIHe 0T CHOTBETHHTE JOKYMEHTH.

(6) Korato mpu m3nbiaueHue Ha J[OoroBOpa y4acTBAT ¢aUH wid ITOBCYE IIOXM3IBIHIMTENH, CE
mpuaara ai. 15,

III. CPOKOBE
Y. 4 (1) HacroAmusT JOorogop Biusa B cuina ot 477 3. 207490 wecne cpox Ha JeHcrere 12
(nBaHa;{eeﬁfmeceﬂa.
# IV.MACTO H ¥CJIOBUS HA TOCTABKA

Yn. 5 (1) Msctoro Ha nocraBka € 4o: ,.KoMmmnekceH oHkonora4ed neHTsp — [Inopgue” EOO/ -
Bonauwia antexa, Haxo/gma ce B Tp. [lnoBous, Oyn. ,Anekcamsp Crambonumiicku” Ne2A. Hocraskara
Hd JIEKAPCTBEHHTE POAYKTH ce OChilecTBsBa OT M3meiHurens € TpagcmopT, OTrOBapsAnl Ha BCHYKH
HOPMATHUBHY HU3WCKBAHHS.

(2) VsmreaaATeaT ce 3a4bDKaBa Aa JOCTaBH CTOKHTE, IPEIMET Ha HACTOAIUH AOT0BOP HE 110-
KBCHO OT 24 (mBajieceT H YeTHpH) Haca cliell HOTY9aBaHe Ha 3asBKa OT cTpaHa Ha Be3/IokuTe s, ChITIACHO
TexHERYecKOTO NpeaIoKenHe Ha M3rsHUTeI, Hepasaenta 9acT OT HacTOAIIH FOT'0BOP.

(3) M3nenauTendaT ce 3aAbiDKaBa Ja AOCTABW CTOKWTE, HIpeiMeT Ha HacTOAIOHS LOroBop, 3a
KOHTO € He0oOX0IEMa COCIIHA JOCTABKA B CPOK 10 8 (oceM) Haca ciel noirydeHa 3asBKa 0T Be3noxkurend,
chrmacuo Texmudeckoto npeanokenue Ha Hamenaurens, gepaznenta yacT oT HACTOAMML JOTr0BOD.

Yr 6 (1) llpm ppumemane Ha CTOKHTE ce HONIMCBA JBYCTPAHECH IIPHEMHO-IIPEIaBareIeH
TPOTOKON, YIOCTOBEPSBAIL, Ye CTOKHTE 0T CHOTBETHHS BMX, KOIMIECTBO W KadecTBO ca nonydesn. llpn
BCYKA JOCTABKA Ce TMpeicTaps cepradMKaT OT npou3BOMETeNS Ha JASKapCTBEHHS/TEe NMPOayKI/|
VIOCTOBEPSIBAI CPOKA M HA FOAHOCT 3a CBOTBETHATA IAPTHIIA.

(2) 3a maTta Ha JOCTAaBsHE Ce CUHTA JaTata, Ha KOATO CTOKHWTE ¢a IPHCTHIHANHM IIPH KpanHWg
TMOAyYaTell, ChrIACHO HOINMCaHH ABYCTpaHeH IPHEeMHO-TIPEIABATEEH [IPOTOKOL.

(3) Tlpm xoHCcTaTHpaHe¢ HA HYACTHYHO MM I[UIOCTHO HECBOTBETCTBWE HA JAOCTABSHHTE
TEKAPCTBEHH TPOAYKTH. BB37I0KUTERAT HMA IPABO [a OTKAXKE HAa MOSIHIE NOKYMEHTA, YI0CTOBEpABAM]
JMOCTARKATA, KAKTO W 12 OTKAXEe W30 WIH YACTHYHO A IpHeMe J0CTaBkara. B Tesn ciygau, Crpanute
HOIIHCBAT KOHCTATHRCH HMpPOTOKON, B KOUTO Ce OMHCBAT KOHCTATHPAHHTE HEJOCTATHIM, NHMICH H/HIH
HECHLOTBETCTBHA H €€ II0COYBA CPOKBT, B KOHTO CHINETE IIE OBIAT OTCTPAHEHM IO peja, ITOCOYCH B
HacToamps jorogop. CTIpaHuTe HOANHMCBAT JABYCTpameH JOKYMEHT, YHOCTOBEpABAml IPHEMAHETO HA
JeKapcTBEHUTE [IPOIYKTH CHEN OTCTPAHABAHE HAa HeCHOTBETCTBHATA.
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(4) BLzooxuTernar uva npaBo Ha pexnaManuy npeX M3nemaTens 3a: %

4) HeCHOTBCTCTBHMSA HA JOCTABCHATE JISKAPCTBEHH HPOAYKTH CHC 3a9BEHOTO KOJAYECTBO W/HIH
CBC 3asABEHHA BAL;

0) HCCHOTBETCTBHETO Ha JOCTABCHHTE JIEKAPCTBEHH HPOAYKTH ¢ TeXHHYECKOTO IPEAIoKEeHHE 1
¢ TexHudeckara cueluQuKalys HepasAelHa 9acT 0T HACTOSINUS JOTOBOP;

B) HECBOTBETCTBHC HA CPOKA HA M'OJHOCT € ITOCOYEeHA B TeXHIIECKOTO EPCATIOKESHHIE.

(5) Pexnamanmp 3a CKpHIH HECBOTBETCTBHS CE IPaBIT [PH OTKPHBAHETO HM, KATO
Brsnoxurendar e mIbKeH Na yBeJoOME THCMEHO M3nrbnauTens He3abaBHO TpH KOHCTATHPAHETO WM.

(6) IIpy HecBOTBETICTBHE Ha JOCTABEHUTE JICKAPCTBEHH TIPOAYKTH ¢ H3UCKBANuATa Ha JJorosopa,
KOHCTATHPaHH [0 pPeia Ha MPCAXONHUTE anuHew, V2UBLIHWTENST 3aMEHT HeCLOTBETCTBANIMTC
JEKAPCTBEHH MPOAYKTH C HOBH, CHOTBETHO JOMLIBA JOCTABKATA, B CPOK J10 48 (YeTHPHICCET H OCeM) Jaca
OT IIOJMECBAHE HAa ChOTBETHHSA HPOTOKOHA OT CTPAHHUTE;

(7) Kem marara ga mocrapka, CPOKBT Ha TOAHOCT HA CTOKHTE, HPEaMeT Ha HACTOSIIMS JOTOBOD
ne Tpabsa na e mo-kpathk OT 25% (ABazeceT W mer HPOLEHTA) OT CPOKa HA TOJHOCT, IOCOYeH OT
npousBoAuTend. B ciyuall Ha 0cTaBKa Ha JEKapeTBeH/H HOAYKT/H ChC CPOK Ha TOJHOCT IO-KPaThK OT
NOTOBOPSHUH, TIEHATA TI0 JOTOROPA c& HAMAIIIBA C HeycToHKa B pazMep Ha 15% (meTHaaeceT MponesTa).

(8) [locragkata Ha JCKapCcTBEH TIPOAYKT ¢ OCTATEYCH CPOK HA FOJHOCT NO-KParbk oT 25%
(BajeceT W IET NPoNeHTa) OT OOABEHHA 0T MPOH3BONTENS C& H3BBPLIEA CAMO C IIPECTABCH JIOKYMEHT
OT ITIPOM3BOJMTCIA/BHOCHTENS 3a IHNCAZ Ha KONHYECTBa B CTpAmaTa C MO-HBIBI CPOK HA TOAHOCT.
BhanoxurensT CH 3anazsa HpaBOTO /la OTKa3Ba [JOCTABKA HA OHKOJOTHYHE JICKAPCTBEHH HPOAYKTH C
OCTATBEYCH CPOK Ha roguoct mofa 253% (apajeceT M IeT MPOLCHTA) HE3ABHCHUMO OT IIPENCTABCHHUTE
AOKYMCHTH.

(9) CpoksT Ha rOAHOCT Ha Tpemarapute cnenubuur GHOTOTHYHH JEKAPCTBEHH MPOIYKTH
craexsa fa Obxe HE HO-MaIbK 0T 25% (ABalleceT M HeT NPOHeHTa) 0T OOSBeHH OT MPOM3BOTUTEN KLM
JaTtara Ha BCHKa A0CTaBKa,

(10) MHocrapka Ha cHemu@IEd OWONOIHYHE IIEKAPCTBCHM TPOAYKTH ¢ IO-KPaTBK OT
HOrOBOPEHHs CPOK Ha TOJHOCT OT OOSBEHHA OT IPOM3BONMICIH CE H3BLPINBA CAMO C NPENCTABEH
TOKYMEHT OT IIPOH3BO/IHTEIA/BHOCHTENA 38 IIHICA HA KOMHMYECTBA B CIPAHATA C [I0-TBIBI CPOK HA TOTHOCT
Karo UsmenmuTensar samnama Heyerofika B pasmep Ha 0,25% (Myna usno XBAEECET W HCT MPONEHTA)
BBPXY CTOHHOCTTa Ha JOCTaBKaTa. DBB3TOXHTEIAT CH 3ala3Ba IIPAROTO Ja OTKa3Ba IOCTaBKa Ha
crenuduIHA GHONOTHYHY JIEKaPCTBSHH IIPOXYKTH ¢ OCTATHYEH CPOK HA TOJHOCT 10 25% (HBameceT
IIET IIPOTIEHTA) He3aBUCHMO OT HPEACTaBeHHTE NOKYMEHTH.

(11) Beanoxurensy uMa Ipae0 Ja HPUXBaHe JICAATA Ha HeCHOTBCTCTBAIWIS IIPOAYKTH CpEuLy
IcHATa HA JISKapCTBEHUTE NPONYKTH, IPEAMET Ha Cle/Balla JocTaBka Ha Msnsaaurens.

(12) Korato Ms3mBIHHTENAT € CKIIOYAI JOTOBOP/H 34 IONM3IGIHEHHe, paboraTa HA
TONHM3TBIHUTENRUTE C€ NpHeMa 0T BB3NoxuTens B npucsCTBHETO 1A VISILIHUTENS H DOXH3IIBIHUTEII
W YITBIHOMOINEHH OT THX NIPEACTABATENH,

Hn. 7 CobecTBenOCTTa M PUCKA OT CIOyYaiHO IOBpeXIaHe WM HOTHBAHE HA JICKAPCTREHHTE
IIPOAYKTH, IIpEIMET HA NIOCTARKA, NpeMuiiapa ot Msnwmaaurens supxy Branoxurena oT qarara (MOMEHTA)
HA NPHEMAHCTO MM, BIIMCAHA B JOKYMEHTA, YAOCTOBEPSBAIL IPHEMAHEeTO HA CTOKATA.

V.IIPABA U 3ATBJIKEHAA HA H3ITBJIHUTES

Un. 8 (1) MsoeiaATenar ce 3a0bmKaBa;

a) ciejl H3NpaTeHa 3a9BKa 0T BB3IoxuTtensd, nojgydeHa Ha daxc Ha Mamsnantens 02/8591199,
und  mMedn:  Beleariaorders@roche.com, Oa ocraBH  cTOKATE CHOOPasHO W3MCKRAHHATA 32
TPaHCIOPTHPAHE Ha NEKapCTBCHH MPONYKTH B JOTOBOPEHMS CPOK ¥ Ja TH Ipelajue NPUAPYXKEHH ¢
HeoOXomMaTa JOKYMEHTAIIMS 32 KA4ECTBO H IIPOM3X0X B CBINACHO HOPMATHBHHTE H3HCKBAHHAA 34 J0Opa
IUCTPUOYTOPCKA IPAKTHKA H CBHITIACHO HM3HCKBAHMSTA HA 3aKOHA 34 JIGKAPCTBEHHTE MPOLYKIH B
XymaHnara MeIHIMHA, KaKT0 H YCIOBHYTA HAa TexXnuuecKoro mnpeiokeHHe Ha M3nbIHMTEII W Ha
Texamueckara cuenupuxanns Ha BB37I0XKATENS, 0 CHUHHYHA M OOIIH TEHH, TOCOYCHA B LleHOBOTO
IpeTOKenne Ha MsirbimuTes, Hepas/IenHa YacT OT HACTOALNHS JOTOBOD;

0) ma mpenane CTOKHTE B CHOTBETHIS B, KONMYECTBO, KA9ECTBO H CPOK HA TOHOCT HA MACTOTO
Ha JOCTaBsIHE.

(2) MsObIHATENAT € MIBKEH Ja H3NBIHE 3aJp/DKeHmITa cH mo Jorosopa u Aa VIpakHsABA
BCHUKHUTC CH HpaBa € OrTiey] 3allHTa HHTepecuTe Ha Bramoxutens.

\ (3) VB3I'bIHUTEIAT CE 3aXLIDKABA KA M3MBIHIBA B JIOTOBOPEHUL CPOK 3a4BKITE Ha Branoxurens.
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* ITpu HeRBE3MOKHOCT 32 IOCTARAHE Ha OTPLACICHATS MeKapCTBEHH TIPOAYKTH HIIH KONHYECTBa 10
nolydenara 3adBKa, He3abaBHO NMCMEHO Ja yeemoMu Beamoxwutens. llpuw cucremen orkas Ha
HsmepmmauTens (Tpy MM 1OBEYE ITH B pAMKHITC HA CPOKa Ha JOTOBOPA) J1a H3ILIHN HallpaBeHara 3asbKa,
BranoxurenaT @Ma IpaBo Ja HPeKpaT HOTOBOPA, KAaKTO W IPABO Jia TIONY9IH HeycTolka B pasMep Ha
cyMaTa IO rapagiHaTa 33 H3NBIHCHHC Ha J0r0oB0Opa, BKIIOYHTEHO 1A YCBOM CyMara IIo NpeJocTaBeHata
TapaHITus.

(4) M3bHUTeNaT e AIpKeH Na pueMe M YPEiKAa 110 YTOBOPSHMS PEj, BAIS/KI0 TIPeANBCHATE
oT BeanosxuTens pexnamMaliy 0 peaa Ha HaCTOSLIHS JONOBOD.

(5) Ilpu TouHO W HABPEMEHHO H3IIBIHCHUE HA 3a0B/DKCHHATA CH II0 HACTOSIIMS JOrosop,
V3npnEATensT HMa IPaBo /1a NONYYY HeHATa [0 JOTOBOPA, ChINACHO ONPeIeie s HAYMH Ha TINalaHe.,

(6) VIzmsmyTenar ce 3a/JBJDKaBa a CKIIOYH JIOTOBOP/H 34 IIOAM3ITBIHCHHE ¢ HOCOYCHHTE B
ohepTaTta My HOJHM3NEBINUTENH B CPOK OT 3 (TPH) AHH OT CKINOYBAHE HA HACTOSIH AOTOBOP. B cpok 1o
TPU JHE OT CKIFOYBAHETO HA JIOTOBOP 33 NO/M3NBIHCHKE WM Ha NOTLIHUTENHO CIOPAIYMEHHE 33 3aMIHa
Ha TIOCOYEH B odepTaTa IOAUNBIHMTEN, VI3OBIHHTENAT B3lpama KoIMe Ha JOroBOpa W Ha
HOIBIIHUTETHOTO ClOpasyMeHHe Ha Branmodkurens, 3aeQHo ¢ JOKA3ATENCTBA, 9¢ Ca WAMBIHCHH YCIOBAITA
o an. 66, an. 2, 1. 11 o1 3011

(7) VIamenHATEIAT WMA NPaBO Ja HcKa 0T BB3mokuTend HeoOXoIuMOTO chacicTeue 3a
OCBIIECTBABAHE Ha paboTara IO JOrOBOPA, BKIIOYHTCHHO IPEIOCTaBsIHC Ha HYXHATA HHGOPMANMS H
DOKYMEHTH 33 M3UBTHCHHUE Ha KOTOROPA.

(8) MzuesnHuTenAT ce 3aibIKapBa Aa HOANMINe AWYHO WM 9pe3 HaUEKHO VIBTHOMOIIEHH
HOpeICcTaBUTENH MPOTOKONA/HOKYMEHTA 3a JIOCTaBKa M/uik KOHCTATHBHHTE MPOTOKOMH, KAKTO H JAPYrUTC
NOKYMEHTH, CBIUBTCTRAIGM MOCTABKATA W/HMIMH [pPSABHAeHM B HAcTOoAwws morosop. [Ipm orkas Ha
WMamrsmavTenst HIH Ha VITRIHOMOIIEHO OT HEro NUIE 1a MOJUAIIe IPOTOKON, NPEIBHASH B TO3H JOTOBOP,
Branoxurenar msnpama Ha M3ueirHATENs KOHCTAaTWBEeH HPOTOKOI NOANHCAH OT CBOH IIPEACTaBHTEIN,
KOHTO ¢ 00BRp38alL 33 V3nsmHuTe .

(9) H3nenHATENsT HOCH OTTOBOPHOCT 34 CBHOTBETCTBHETO HA JIOCTABCHUTE JIEKAPCTBEHH
OPOAYKTH ¢ H3UCKRAHHATA Ha TexHudeckard crHemMQHKAIAa ¥ BCHYKM OCTAHATH M3HCKBAHHS 110 TO3H
JOTOBOP, H € JThXKeH 2 00e3IeTH BCHYKH BDPeOH, HaHeCEHH Ha BB3loxwrens w/unu TpeTH IWHA OT
HECHOTBETCTRANIH MPOYKTH.

(10) O1roBopHOCTTA 3a M3TRIHEHNE Ha HACTOSINMSA /IOTOBOD € Ha V3TBIHKUTENA, HE3aBHCHMO OT
BE3MOKHOCTTA 33 H3NOM3BAHE Ha NOJM3MBIAUTEN/H. MRIBIHATEIST HOCH IIbIIHA OTTOBODHOCT 3a& BPEIU,
TIPOH3TEKITH OT JOCTABCHU OT HErO HEKaUeCTBeHH JTEKApCTBEHH OPOAYKTH.

(11) VismenauTeNdT HiMa TIPaBo Jla I0CTABS JIEKapCTBEHH IIPOJIYKTH, PAa3sIHUHA OT MOCOYEHUTE B
TPHIIOKEHAATa, H/WIH HPOU3BEACHH 0T [APYr TNpPOM3BOJNTEN, OCBEH HOCOYEHHI B TEXHHYECKOTO
NIpeTOKEHHEE.

(12) Vi3OBIHATENSAT MMA IPago, IPH HOKA3aHa 10 HANIEKEH Pell H CbC ChOTBETHH JOKYMEHTH
0DEKTHBHA HEBB3MOKHOCT, BL3HUKHANA HE3aBHCHMO OT HETOBara BOJIA, N1a JOCTABA €IMH MM IIOBeue
JEKapCTREHH HPOJYKTH B CBOTBETCTBHE ¢ HOCOYCHHTE B TEXHHYECKOTO HpPEIUIOKEHHE, MHUCMEHO A2
IpeAnoXkd Ha Beanoxutend cemuTe na OpAaT 3aMcHCHH C APYTH SKBHBANGHTHH CTOKH, 34 KOHTO
TIPEICTABs MOAXOASIIA TEXEHYeCcKa JOKYMEHTAIHS 3a I0KA3BaHe ChOTBEICTBUETO HM C H3UCKBAHUATA Ha
Br3moxrTens, IOCTAReHH B JOKYMEHTAIMATA Ha OOmMeCIBeHATa Nophuka. IlpoMsaHara/zaMsaHara e ce
M3BBPINBA €HHCTBEHO CICH H3Pa3eHo MICMEH0 ChITacHe OT CTpasa Ha Buanoxurens.

(13) B cinyuaute Ha oj00peHa Ipomama/3aMgHa HE ce JOIyCKa YBEIMYaBaHe HA CITHHMYHHTE
IIEHH HA JOCTABKA W/HIH Ha o0nlaTa cTofHOCT Ha JOTOBOpA.

(14) 1Ipy M3OLIHEHHETO Ha HACTOAIIAA JOroBop M3mbLIHETENIT ¥ HErOoBHTES IOIHAIBIHHTEIH
(Koraro e HPHIOKEMO) Ca ATBXHH Ja Cla3BaTl BCHYKH IPHIOKHMH TPABKIA W H3HCKBAHMS, CBbP3aHd C
ollazBaHe HAa OKOJHATA CPejia, COLMATHOTO ¥ TPYOOBOTO MPaBO, IPHIOKAMH KONEKTHUBIH CIOPa3yMEHHT

w/rii pasnopenty Ha MEXIyHAPOTHOTO eKOJIOTHIHO, COIMATHO B TPY/A0BO IPABO CBITIACHO IPHIOKECHHE
Nel0 or 3011

VI. ITPABA U 3AALKEHHA HA BB3J1OKUTEJES
U 9 (1) Besnmoxmrendr ce 3albDKaBa Ja 3alialga lCHATa Ha JOCTaBCHHTE JIEKapCTBCHH
IPOAYKTH, ChIIACHO YCIOBHSTA H 110 HAYHHA, HOCOYCHH B HACTOAIIMS JIOFOBOP.
(2) BE3MOKHTENAT ce 3a/(bIKaBa Ja OpreMe JOCTABKATA Ha MPOJYKTUTC, IPSIMeT Ha J0CTaBKa
110 pefia Ha WI. 5, aKo OTrOBapAT HA JOTOBOPEHHTE M3HCKBAHH.
. (3) BrpanmoxwuTenst ocurypssa CBOH [pPEACTABHTENM, KOHTO 2 IpUEMAT AOCTABKHIC B



' IOFOROPEHOTO BpeMe, % . *

(4) Bwsnoxumrenar mMa [paBo Ja HcKa oT Msmeanwrens Ja HIMBIHSBA JOCTABKHTC Ha
JICKapCTBEHUTE IIPOAYKTH O IIOCOYEHOTO B 4. 5, an. 1 OT JOrOBOpS MSCTO Ha HOCTARKA, B Cpok m 0e3
OTKJIOHEHHS OT JOTCBOPEHHATE H3UCKBAHUA.

(5) Br3oxuTeRAT WMa Npaso Ja NoaydaBa HHGOpMAanpd IO BCIKO BPEME OTHOCHO
HOATOTOBKATA, X0ja H OpraEH3aluaTd [0 HIMHEIHCHACTO HA JOCTaRKarTa W JCHHOCTHTS MpPEaMET Ha
JOTOBOpA.

(6) BranoxmTensr MMa IIpaBO Ha peKiaManpsi Ha JOCTABEHHTE 1O JOrOBOpa JCKAPCTBCHM
NPOAYKTH, IIPH YCIOBHATA, IIOCOYEHH B HACTOAIUS JOTOBOD.

(7) BeanokurensT BMa UpaBO X2 u3uckpa 0T VI3MBIHMTERE 3aMaHaTa Ha HeChOTBETCTBAINH
JEKapCTBCHY NPOMYKTH ¢ H3HCKBanuaTa Ha J{orosopa, wim chOTBETHO HAMATABAHE Ha IICHATA IO Pela U B
CPOKOBETE, ONpEAEIeHH B Y. 5 OT JOTOBODA. '

(8) Bp3noxHTEIAT HMA IIPABO Ja OTKaKe NPHEMAHETO Ha MOCTaBKaTa, Koraro MamLIuurensT He
CHa3Ba M3MCKBAHMATAZ Ha JOTOBOPa M TEXHUYECKATa CHCHH(HKAUNL, JoKato V3OBIHHTENIT HE H3ITHIHA
H3I50I0 CBOHTE 3ABIDKESHIA CHIVIACHO YCIOBHATa Ha HOTOBOPA, HIH A OTKaKe A M3ILIATH YacTHYHO HIIH
H3HUI0 AOTOBOpPEHATA [IEHA.

(9) BeanoxurenaT uMa Iparo Ja H3UCKRa OT V3meoHmrens Aa CKOTH U Ja MY HPEACTABH
KOITMA 0T JOI'OBOPH 34 HOMAM3IIBIHEHHE ¢ NOCOUEHHUTE B ofeprara My NOIN3NEIHATEIH.

(10) Bp3moxurensar € ANRKEH J@ HE paslpocipansba HOI KakKparo ¥ Oa e (opMa BCIKa
IpeAOCTaBEHa My OT Manbimurens umGopManms, HMalla Xapakrtep Ha THProOBCKAa Taiida M H3pHIHO
nomenata oT ManeiHuTeNs KaTto TaKkapd B IpeAcTaBeHara oT Hero odepra.

(11) ITpm cucreMRo HewsnbBrHEeHAE (TPY HTY HOBEYE IBTH B PAMKHTE Ha CPOKa Ha JA0T0BOpa) Ha
H3HCKBAHHUATA HA TO2H JOTOBOp OT ¢rpaHa Ha Msnbnawrtend, Be3moxHTENST HMA IPaBO A& MPEKPATH
JOTOBOpA, KaKTO H IpaBo Jia HOAYYH HEeYCTOMKa B pa3Mep Ha CyMaTa O TapagiyaTa 34 M3NGIHEHHES Ha
IOroBOpPa, BRIIOYATENHO A4 YCBOM CyMara 110 NPeI0CTABCHATA TaApaHIH.

(12) BoanoxurensaT EMa IIPaBO 1a HE 3asBH B IbIeH 00eM JaJeHo IPOTHO3ZHO KOIHYECTBO
JMCKApCTBCH UPOAYKT, CBIMIACHO TexHudeckata chenudHKanms, KAKTO W J2 3asgBdBa IJOCTaBKH Ha
JNEKapCTBeHH IPONYKTH CIIE NOCTHUIaHS Ha IMOCOYEHHTE 33 TAX IIPOTHO3HH KOJMYECTRa, 0 JOCTHTaNe Ha
od1ara MpOTHO3HA CTORHOCT HA JOTOBOPA.

VIL. TAPAHIIWS 3A N3ITHJIHEHHUE

Hi. 10 (1) MsnsnaurensT rapaHTipa H3OBIHCHACTO HA IPOU3THYALIMTE OT HACTOSAIINA JOrOBOP
CBOM 3aXBIIKCHHA ¢ TapAHITHA 3a H3IbIHEHNHS B pasmep Ha 0,5% (Hyna NsN0 W DeT Ha CTO) OT CTOHHOCTTA
Ha JOororopa 0o 9. 2, ait. 1 o1 norogopa, 6e3 IJ1C, pasuspaina ce va 6 208.88 ms .

(2) MsbnHuTensT UpeAcTaps IOKyMEHTH 34 BHECEHA rapaHIis 38 H3MLIHSHEE Ha JOTOBOPA KbM
JaTara Ha CKITFOIBAHETO MY.

(3) Tapannmara e mpejcraseHa no/ fopmara Ha HAHKOBA TapaHI(as.

(4) Misrrenaurenar u30npa ¢popMaTa Ha rapaHnudara H3MEHY SOHA OT C/le/JHATe: IapudHa cyMa,
BHeceHda 110 OanKoBa cMeTKa Ha BrajioxmTerns; OaHkKoBa rapaHUms; HIH 3aCTPAXOBKa, KOATO o0e3nedaBa
H3NBIHEHUETO Ype3 TOKPHUTHE Ha OTrOBOPHOCTTA Ha M3snenHuTes.

Yn. 11 (1) KoraTo rapapnmsra ce Upe/CTaBsa BEE BYJl Ha IapA4Ha cyMa, T4 e BHACA 10 CIC/{HATa
OaHkoBa cMeTKa Ha Be3noskurend:

»KOIT - TInosaus” EOOJ] - ,,O0muscka Ganxa” AJl, 6ankosa cmerka BG21 SOMB 9130 1010
1605 01, daaros xox SOMBBGSF.

Beuxu GagroBH pa3sxoaHd, CRBP3aHU ¢ HPEROJHTC HA CYMaTa Ca 3a CMeTKa Ha M3nbIHATeNS.

(2) KoraTo usmsIHUTEILAT OPEACTaBY OaHKOBA TapaHIH, Ce IPEICTABY OPHTHHATELT i, KaTo TSI ©
Oe3ycnoBHA, HEOTMEHAEMA M HEMpPEeXBbpseMa, Karo noxpusa 100% (cro mporenTa) 0T CTOMHOCTTA Ha
rapasiyiTa 3a M3IBIHCHUCTO My, ChC CPOK HA BAMJZHOCT CPOKa HA ASHCTBHE HA AOropopa, mwmoc 30
{TpujeceT) HHH.

(3) Crpanute ce cpruacsear, B chydalt Ha yupeassade Ha GaHkoBa TapaHius, T Ja CHILPKA
YCIIOBHE, e IPH OEPBO MOUCKBaHe OaHkaTa CHelBa Jia 3allIaTH CyMAaTa II0 TapaHHEATa HE3ABHCHMO OT
HAIPABEHUTE BB3PAKCHHA | 3AIMUTA, BL3HUKBAINH BLB BPE3Ka C QCHOBHHTE 3aNE/DKEHNAS.

{4) Benmuxy OaHKOBH pPasXoAW, TakKCH, KOMHCHOHHM H JDYyTH IUIAIAHHS, CBEP3aHH ©
00CIyKBAHETO HA OPEBOJA Ha TapasiyaTa, BKIFOYHTENHO OPH HEHHOTO BE3CTAHOBIBAHE, €A 38 CMCTKA Ha
WMsnnnuprens.

{5) 3actpaxopkara, X0AT0o OGe2ledaRa WBNBLIHEHMETO upe3 MOKPHTHE Ha OIrOBOPHOCTIA Ha




Hzmenmurens, e CchpOK Ha BaUAHOCT, CpOKa Ha JeHCTBHE Ha Kororopa, muoc 30 (Tpuaccer) aHH.
Beanoxurenar cmempa ga 6n7¢ HOCOYEH Karo TPETO HON3BAINO C€ JIMUE II0 Ta3H 3acTPaxoBKa.
3actpaxosKara CTeIBA Na NOKPHBA OTTOBOPHOCTTA HA M3MEIHHATEN NpH THIHC ¥IH YacTHYHO
HEM3IBIHCHUE HA JOTOBOPA, ¥ HEe MOXe Ja Objie M3N0M3Bana 3a 00e3necUeHie Ha HeroBata OTTOBOPHOCT
1o ApYT HoroBop. Pasxoimre mo CKIIOYBAHETO HA 3aCTPAaXOBATENHUS HOroBOpP ¥ IONABDKAHCTO Ha
BATHIHOCTTA HA 33CTPAaX0OBKAaTa 33 H3HCKBAHMS CPOK, KAKTO W 110 BCAKO H3IIAINAHE HA 3aCTPaXORATEIHO
o0esmeTeHne B ronza Ha Brnanoxwmrens, mpm Halmdwe Ha OCHOBAHHE 24 TOBA, Ca 32 CMSTKa HA
Vizorsmmrrens.

(6) Ilpn noxrosgpane ua Jlorosopa ceriacuo wi. 17, Usnsiaarensrs e AMBKEH J1a Y (BIDKH CPOKa
Ha IPEeNCTaBeHAaTa Fapatiis MM i IIPEICTaBy HOBY FapaHius, IIPH YCIOBHATA Ha HACTOSIMHS JAOTOBOP.

Ui 12 (1) Beanoskurenst ocroboxIasa rapaHIyAaTa 3a H3bIHeHHe Ba Jlorosopa B ¢pok j10 30
(TpHIeceT) OHH, Clel H3THYAHE CPOKa HA HACTOSLI{HS JIOTOBOD.

(2) I'apannmara He ce ocBoGOKIaBA OT BBINOKHTENE, ako B Opoieca Ha H3MEBIHCHEE Ha
HAOT0OBOPA € BE3HHKHAT CIIOP MCKIY CTPAHUTE OTHOCHO HEeM3IILIHEHEE Ha 3aTbDKeHTgTa a V3oeTHrrers
W BBOPOCEHT € OTHECE 3a pelNasare 1pen ¢wA. lIpu pemraBane ma cropa B momsa Ha BeasioxuTens Toi
MOXE Ja IPACTRIM KbM YCBOSBAHE HA IApaHIHITA.

(3) Boianoxurenar EMa TpaBo Ja 3aOBPIKH/YCBOH H3ILIO YUIM 9YaCTHIHO rapaHuygara 3a
W3IBIHCHNC, NPH WHIHO WIH TACTHHYHO HCH3IBIHCHWE HA 3aZBDKEHMNTA 110 HACTOSIIHA HOFOBOP OF
crpana Ha W3nenHUTENsS M/UMH IPH pasBaTsHE WM NMPeKPATSRAHE HA HACTOAIIHL JOTOBOP 10 BHHR Ha
Wzpenmutens. B tesu ciyuan, BBanokuTenAT EMa IPaso Jia YCBOK OT TapaHivaTa 3a M3NBIHEHHE CYMH,
DOXPHBAIM OTTOBOPHOCTTA Ha VI3MBIAATENA 34 HEM3BIHEHUETO. B HOITRIHEHRE KM rOPHOTO, CTPAHHTE
H3PHYHO CE CIIOPa3yMABAT, de:

a) Beagoxmrenar wva mpaBo ma 3aubpaB/YCROH TApAHIMSTE B IIBICH pasMep NpH CHCTEMSH
(rpH WM IOBEYE OHTH B PAMKHTE HA CPOKA HA JOTOBOPA) OTKA3 OT crpana Ha M3osanmresid 3a 10CTaRKa
Ha 3asBCHY OT BB3NOKWTENs NEKapCTBEHH IPOAYKTH; W/WIM [PH CHCTEMHO (TPH KX IOBEYE IHTH B
paMKaTe Ha CpOKa Ha JOrOBOpa) HEChOTBETCTBME HA JIOCTABEHHTC IEKAPCTBEHM MPOAYKTH ¢
JOTOBOPEHHTE H3UCKBAHILL,

6) Ilpu HeM3OBIHCHUE HA 3abTKeHRT Ha V3nsimuTels 3a OTCTPAHABANE Ha ARHY W/ CKPHTH
HCCBOTBETCTRYSA, YCTAHOBEHH HO MIPE/BHICHES B JOTOBOPA Ped M B JOTOBOPEHHA CPOK, KAKTO H OTKA3 3a
AOCTaBKA Ha 3adBCHH JICKApPCTBEHM ITPOAYKTH, BL3NOMHTENST HWMa IIPaBO Ja 3a4bPXKK/YCBOH OT
rapaHiy|ara 3a H3OBIHCHHC CYMH, Ha CTOMHOCT CBOTBETHO Ha HECHOTBETCTBAINATE JNEKAPCTBEHH
OPOJYKTH MM Ha JIEKAPCTBCHHTE HPOJYKTH, THATO JOCTABKA € OTKA3aHa;

B) BE3MOKHTENAT BMa IIPaBO da 3a0BPIKa/yCBOABA OT CYMHTE IO TapaHIASTA 38 MIBIHCHHE
CyMH, PaBHH Ha pa3Mepa Ha HATWICICHUTC HCYCTOHKM H 00e3MEeTEeHHd IO HACTOSIINS HOTOBOP, HOPAIH
HEM3UBIHEHHC Ha 3a1bIoKeHnsTa ua Hanemurens.

(4) B cnywait na 3ayispxane/ycposBane o1 Beanoxurens Ha cymu oT rapasuuuTe, VsmbammTtens
€ JUTHXKEH B CPOK J0 7 (cenem) JHU Ja JONBIHHA CHOTBETHATA TAPAHIH 10 pasMepa i, yroropes B 9. 9,
an. 1, kaTo BHece 3aJbpiKkaHaTa/ycBOeHaTa OT BB3NOKuTeNd cyMa MO CMETKA HA BB3nourens, WM
ydapean OGapxopa TapaHIHsS 3a CyMa B pa3Mep Ha 3agbpiKaHara/yceoeHaTa, HIH Ja 3acTpaxora
OTrOBOPHOCTTA CH A0 pa3Mepa B Wi 9, ai. 1.

VIIL HEVCTOUKHU

. 13 (1) Ilpu 3abaBeHo H3NBIEEHAS Ha 3aXBIDKSHNS TI0 JOTOBOPA OT CTpaHa Ha MamenadTens,
CHIMAT 3aljama Ha Bwirnoxurens Heycrodika B pasmep uHa 5% (meT Ha cTo) OT crodHOCTTIAa Ha
JCKapCTBeHHTE UPOAYKTH, YHATO AOCTABKA € 3a0aBeHa, WM 10 OTHOMICHHE Ha KOHTO HE Ca OTCTpaHEHH
KOHCTATHPaHHTE HECHOTBETCTBUA B JOTOBOPEHHA CPOK, 34 BCEKHM IIPOCpPOUCH JEH, HO He nopede oT 50%
(HeTHeceT Ha CTO) OT CTOMHOCTTA Ha JeKapCTBEHUTE IPONYKTH, 34 KOATO ce 0THACH 3abasara.

(2) 1Ipu 3abapa Ha JocTaBka o1 cTpaHa Ha Vi3mbianurens, wid 3abasa Ha Msmenrwrens na
OTCTPAHH KOHCTAaTHPAHH HECHOTBETCTBHA, NPOIBbIDKKIIA II0BEYE 0T 5 THH, BTL3NOXKHATENST UMA [PABO 14
UpeKpaT# HacTOAIMs JOT0BOP, KaTo Nane Ha Msnenawrens 5 nHepeH cpok 3a u3nslgeHre. B To3n ciuyuait
Brazoxurensr uMa npaso Ha HEYCTOHKa, paBHa Ha 10% (meceT Ha CTO) OT paziIMKara MeXIy IMPOrHo3HaTa
CTOHHOCT Ha A0TOBOPA HO 4. 2, aji. 1 ¥ rienaTta Ha M3BBPIICHATE KOCTABKH B H3TBIHCHHUE Ha JOTOBOPA.

(3) 1lpm HemocTarsHe oT V2IrbiHETENs HA 3agBeHa OT BL3MOKHTENM nekapcTBeHa opma, HA
Jpyra TakaBa, KOETO € JOBENO J(0 YacTW4YHOTO H HEH3NON3BAHE H CLOTBETHO A0 IIPAKTHUECKOTO
VEBCIIMUABaHe Ha I[EHATA Hajl JOroBopeHara, MsmenHuTendr ABIDKE HeycToika, CchpasMepHA Ha
HEH3IOMBAHOTO KOJIMYECTBO, 4 aKO TO He MoXe /la OpAe OUpeneneHo, He mosede or 60% (mectaecer Ha

Y



CTO) OT CTOMHOCTTA Ha JOCTARKATA HA NEKapCTBSHHS IIPOJAYKT. %

(3) B caywait va 3 (Tpy) H TIOBCHE PEKNaMalidi B PaMKHMIC Ha CPOKa Ha JA0TOBOPA, HWATO
OCHOBATCIHOCT € YCTaHOBEHA Mo IpenasuacHH B Jloropopa peln, Br3nokurensr UMa IpaBo Ja OpeKpaTn
JIOTOBOPa eIHOCTPAHHO, KaKT0 M Ha HeycToiika, pasna Ha 10% (zeceT Ha €TO) OT pasmuKaTa MEKOY
MPOTHO3HATA CTOMHOCT Ha J0rosopa 1o Wi 2, al. 1 ¥ ugnata ga M3BLPLICHATE AOCTABKY B U3NBLIHCHAE HA
OroBOpa.

(4) Tipn npexparsaBaHe Ha HACTOSIIHA JOINOBOp OT BBIIOKHTEIM Ha HAKOS OT OCHOBAHHATA IO
un. 16, an. 2, 6ykeu ,,27, ,,0” 1 ,,8” BeanoXUTeNST MMa IIPaBo ja TONydr HeyCcTolKa B pa3Mep Ha cyMmara
10 rapaHimugra 3a U3ObAHEHAE Ha J0I0BOpd, BKIIOYATEIHO Aa YCBOH CYMHIE IO IPEOCTABEHHTE
TapaHiyi.

(5) BeanoskmrensT Moke Ja IpeTeHmupa obesleTeHre 3a HaHSCeHN BPEeIN B TPONYCHATH O3
1o o0MHEA pen, He3aRHCUMO OT HA4HCICHUTE HEeYCTOMKH M HE3aBUCHMO OT YCBOsABAHE Ha FapaHOHATA 3a
H3IBEIHCHHE.

{6) Heycrofixwte ce aannamar He3adaBHO, Tip IOUCKBAHE OT BE3NOKMTENA, HO IOCOYEHA OT
rocneHus 0aHKoBa cMeTKa. B cioydal, 4e OaHKOBaTa cMeTKa Ha BE3moxuTens He € 3aBepeHa ¢bC cyMara
Ha weycTolikara B cpoK oT 7 (cedeM) AHH OT HcKamero Ha Bp3moXuTens 3a IUlallaHe Ha HEyCTOHKa,
BanokaTersiy ¥Ma Ipak0 Ja 3ambpiKu/yCBOM CHOTBETHATA CYMa OT TapaniiigTa 3a W3NhHeHNe.

(7) B cuyuaii, e Br3ioxutensT npexkpaTH WIH pa3Baly HACTOSIIHA TOTOBOD 6e3 OCHOBAHHE,
Toit neKE Ha V3oeaHWTENs HEyCTOHKA, paRHa Ha 1% (€ZHO Ha CTO) OT Pa3iHKaTa MEXIY TPOTHOZHATA
CTOHHOCT Ha JOTORODA ¥ LIEHATA HA U3RBPIICHUTE 10 MOMCHTA Ha NIPEKPaTABane NOCTARKH,

IX. TIO MBI BLJITHUTE TN
Ui, 14 (1) 3a w3pbpmBade Ha HNelHOCTHTS 1o Aorosopa, M3neIHuTensT UMa upaBo jAa 1I0I3Ra
caMmo OJM3IBIHUTENUTE, TOCOMEHH 0T Hero B odeprara, B3 OCHOBA Ha KOATO € n30paH 3a Mannnuuren.

(2) 3a m3pEpmBade Ha AefiHOCTHTE IO HOToBOpa. VI3WBIHETENST € mOCOYHN B odeprara cH
CHEMHUSA/TE TOMUATBIHUTE/ 1!
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(3) TMou3msHATeTATE HAMAT TIPARO JA IPERRZTATaT e/HA Ui [oBeYe 0T AeHHOCTHTE, KOHTO ca
BKIIOMEHN B HpeAMeTa Ha AOrobBopa 3a mopmmbinenue. He e Hapymenze Ha 3adpaHara J0ocTapkara Ha
CTOKHM, MaTepHaid Ky 000pyaBaie, HEOOXOIUMH 3a HRIIBIHCHAETO Ha o0IMecTseHATa IOPEHYKA, KOTAaTo
Takapa JI0CTaBKa HE BKJIHOIBA MOHTAX, KAKTO M CKIIOYBAHETO Ha JOTOBOPH 34 YCIYIH, KOMTO He ca dacT
OT JIOrOBOPA 34 00LIeCTREHATa TTOPHUKA;*€bOTRETHO IOTOBOPA 3a I0AN3ITLIHECHHE.

(4) IIponesTHOTO YuacTHEe Ha NMOAM3IBIHHTEIHTE B I€HAaTa 33 H3ITLIHEHHE HA NOTOBOpA HE
MoOzKe Ja OB/e Pa3miuHO OT MOCOYEHOTO B Oeprara Ha Manbmanrens.

(5) VsnbaHuTEIST MOXKE /1a H3BBPIIBA 3aMAHA Ha IIOCOYEHNTE NOH3IBIHUTEIH 32 U3NBIHEHHE
Ha JOTOBOpa, KAKTO M Ja BKMOYBA HOBH HOAM3NBRHHTENIH B Ipexasmuennate B 3011 ciydam U npum
npensuacEuTe B 3011 yCrnoBHES - MO R3KMIOYEHHES, KOTATO BH3HAKHE HeoOXONMMOCT, aKO €A HU3IFLITHEHH
eAHOBPEMEHHO YCIOBEATa IO 4. 66, an. 14 or 30IL Ilpu 3amsiia UM BKTIOUBARS Ha IMOXMIIBIHMTEN,
M3menHuTEnST TpencTasd HA BB3TOXATENS BCHYKH JOKYMEHTH, KOHUTO AO0KA3BaT M3IUBIHEHHETO Ha
ycoBUATa 110 Wi 66, al. 14 ot 3011

(6) HesasucuMO OT H3HON3BAHECTO Ha NOAHU3IBIHATEIM, OTTOBOPHOCTTZ 3a H3NBIHEHHE Ha
HACTOSIMAL JoroBop e Ha Mansmmirerst

(7) CxmodBaHeTo HA HOTOBOP ¢ IMMONMRNBIHHUTEN, KoliTo He e obsABeH B odeprara Ha
WzreimEuTend M HE € BKIIOYEH 110 BpeMe Ha u3IsnHeHne Ha JJoroBopa no npejasuaenus B 3011 pen, wmu
U3OBIHEHHETO Ha ACHHOCTHTE 10 JOTOBOPA OT JIHIlE, KOSTO He e oMM bIHnTel, 004BeH0 B odeprara Ha
Mznpammrens, ce cuuTa 3a HEM3ULIHEHHE HA AOTOBOpA H € OCHOBAHHC 33 €NHOCTPAHHO HpeKparsBaHe Ha
JOroBopa oT cTpana Ha Beinoxuresst H 3a yecBosABaHe Ha NBIHNAA pa3Mep Ha TapaHNAATA 32 H3IbIIHCHUE,

Yn 15 (1) Hpu ckmoysanme Ha JOTOBOpHTE ¢ HOAM3IBIHHTeNHTe, odepupanu B odeprara Ha
H3nenauTesis, NOCIeRHUAT € IBKCH J4 Ch3/Aa/e YCIOBHA U TapaHIliHg, de:

a) IPHIOKHMHTE KIay3H Ha NOTOBOPA 34 3ab/DKUTEIHY 34 H3NBIHEHHE OT IOH3BIHHTEIHUTE,

6) medctBuiaTa Ha [loAM3OBIHUTENHTE HAMa Jia JOBCAT MIPIKO HIM KOCBEHO A0 HEH3IThIHEHHE
Ha IOTOROPA;

B) IIPH OCHUISCTBIBAHE HA KOHTPOJHHTE CH (PYHKUHH IO OOorosopa Be3jloskuTeIHT Iue MOXke



OesmpenaTCIBeHO A U3BHPINBA 1IPOBEPKA HA IEHHOCTIA ¥ JOKYMEHTANHATA Ha HOXI3IbIHHTETHTC,

Hn. 16 (1) Koraro gacTra OT IOPBUKATA, KOATO C& M3UBIHARA OT MOMH3IBIEATEN, MOXKE /14 OB1e
upenafgeHa KaTo oTAcneH oO0eKT Ha VI3ubmHmTend wim Ha BB3nokBTens, BB3mONKHTENAT 3alljiamg
Bh3HArpAXKACHHUE 33 TAZH YacT Ha NOMH3IEIHATEI.

(2) Pazmnamanmsra mo an. 1 ce oCHINeCTBSABAT Bb3 OCHOBA HA HCKAaHE, OTIPABEHO OT
HOOM3NBIHUTERA 10 Boeimoxkutens wypes Mambimmrrens, KOHTO e ATBHXKEH Ja IO HpeJOCTaBH HA
Branoxmrens B 15-mmeBeH cpox oT monydasarero my. Mekameto TpsGBa ma chabpia Hal-Malko
crennara HHpOpMalKs: MICHTRPUKATMOHHH JaHHH 33 HONU3NBIHATENS, OCHOBAHYE A CyMa HA HCKAHETO
Ha pasinamane, BUAZ Ha UBNLAHEHWTS NeHHOCTH XKaro orgeneH olexr/4acT oT TOpHIKara,
CBHOTBETCTBAINMA HA Te3u NCHHOCTH I OT NOPBYKATa, OAHKOBA CMETKa, IO KOSTO Ja C€ M3BBLPIIH
nnamageTo. Mckanero Tpsadsa ga OB/e HPHAPYKEHO OT JOKYMEHTH, JOKa3BaIl@ IO II0 OCHOBAaHPE W
pasmep.

(3) Kpm vekaneTo no wi. 14, an. 2 Msmenaurenst npepoctass CraBOBHINES, OT KOETO Jia € BHIHO
Jlaiy OCHOPBA IUTAMAHHASTa HITH YacT OT TIX KaTO HegbIKHMHA.

(4) Be3noxuTenaT MMa IpaBO Ha OTKaKe mnamaHe mo 4wi. 15, am 2, KOraro HMCKaHero 34
IIJANIAHe € OCIIOPEHO, IO MOMCHTA Ha OTCTPAaHARAHE Ha IIPHYKMHATA 34 OTKa3a.

X. YCJIOBMSE 3A HPEKPATSABAHE HA TOTOBOPA

Y. 17 (1) HacTosmuar JOroBop ce IPEeKparsBa B CISAHNTE CIIyYan:

a) HO B3aAMHO CBIIIACHE Ha CTPaHUTE, H3Pa3eHO B MHCMEHa (popma;

6) e w3THYaHe Ha YIOBOPEHHSA CPOK HIM © JOCTHraHe Ha o0Liata HpOrHO3HA CTOMHOCT Ha
IOCTABKHTE IO 9I. 2, ai. 1;

B) KOTaTo ¢a HACTHOMIIH CHIIECTBEHH NPOMEHH BEB (JMHAHCHPAHETO Ha O0IMEeCTBEHATA TOPLUKA -
OpeiMeT Ha HOroBOpa, M3BHH IIPABOMOIIMATA Ha Bh3moxkurens, KOHTO TOH He MOTHI HIH He € Oul
IUrbXKeH Ja NPEABHAH MW Jd MPEJOTBPATH - € IHCMEHO YBEIOMICHHE, BSAHATA Clé/l HACTHIBAHE Ha
obcrogTeICTRATE,

I) UpH HACTHLIBAHE HA HEBHHOBHA HEBB3IMOKHOCT 32 H3NEBIHEHHE - HEMPEHABUISHO MM
HEMPeJOTBPATAMO CHOHTHE OT H3BBHPEACH XapakTep, REIHUKHANO CHEN CKIHOYRAHETO HA HOTOBOPA
(,,HeTIpeodonuMa cHiia’”) IpodbDKKANA MoBede oT 13 (meTHaxeceT) HH;

1) Opy NPEKpaTIBade Ha XOPHIHIECKO NHIE - CTpaHa II0 J0TOBOpa, Oe3 IPaBONMpPHEMCIBO, L0
CMHCHITA HA 3aKOHOATEICTROTO HA HLPIKABATA, B KOSTO CHOTBETHOTO JIHIIE € YCTAHOREHO;

€) TIpK yenosugTa 0o Wi F, an. 1, 1. 3 or 3ADOHPIONIPCI, v B apyrE ciyyan OpeABUIEHY TiO

34KOH.
) eJHOCTpaHHo of Branoxurend O3 mpeamssecTHe IPU BE3UHKBAHE HA OCHOBAHHETO 110 Wi/
or IMocranoenerue Nel46 or 09.06.2015r. ma M3 3a cwsnapade Ha L{eHTpaneH opraH 3a BB3JIarade Ha
ODINECTBEHM NOPBYKHM B CEKTOp ,3apaBeconaspane™. OCHOBaHHMETO HE C€ IpHIara, ake nonaiga B
XWIIOTe3aTa Ha 9. 7, al. 3, H3B. BTOPO.

(2) Brp3noxureist MOXe a IPEKPaTH eAHOCTpaHHo HacTosmusa Horosop:

a) mpy cucTeMHu (ITPH MM II0BEYS NBTH) B paMKHTE HA CPOKa Ha JOropopa: 3abapgHe Ha
JIOCTaBKH Ha JICKapCTREHHTE IIPOAYKTH; W/HIH 3a0aBsHe MIH OTKa3 3a OTCTPaHSBAaHE HA HECHOTBETCTRHA
H@ NIEKapCTBEHMTE MPOAYKTH, KOHCTATHPAHW IO pema Ha JA0TOBOpa; W/HMIH OTKAa3 3a H3BBPIIBAHE Ha
JOCTABKA; M/HIH IOCTABKA Ha JEKapCTBEHH IPOIYKTH ¢ HeCHOTBEICTBHS € H3MCKBAaHMATA HA IOTOBODA,
KOHCTaTHPaHH IO PEla IOTOBODE;

6) B cmywa#f, ye M3nmpmHuTeIMT HM3HON3BA MOIWSIIBIHATEN, 0e3 Jla € HeKnapupan ToBa B
JOKYMEHTHTE 3a YYACTHE, WU H3II073Ba IIOJU3IIEIHUTEN, KOUTO € pa3inH4eH OT TO3H, KOHTO ¢ I10coHeH,
oceeH B cIydaure, B KOMTO 3aMsgHATa, ChOTBETHO BKIOUBAHETO HA TOMM3NBIHHATEN, € H3BBPIIEHO ChC
ChITIACHETO Ha BBaNoxuTeNs U B cr0TReTcTRHE ¢he 3011 # macTosmm 10TOBOP;

B} HE OTICTPaHH B CpOKa IO =L 5, am. 6, KOHCTATHpaHW IIPH YCHOBHATA HA TO3H JOIOROP
HECHOTBETCTBUATA HA CTOKHTE {periiaMaliun);

r) Korato 3a Manemaurens 0b/1e OTKPUTO HPOU3BOCTBO IO HECLCTOATSIHOCT WK NHKBH AN -
o ucKaue Ha Branoxurens.

(3) BeanmokurensT upekparssa JoroBopa B ciyuante o @i, 118, an. 1 ot 3011, 6e3 na gemxu
obesmerenre Ha M3mbiHpTens 3a HpeTHPUCHH OT IMpekpaTSBaHeTo Ha JOTOBOPA BPENH, OCBEH aKo
npekparaBadero ¢ Ha ocHopaHme wi. 118, am. 1, 1. 1 or 30I1. B mocnemums ciyvail, pasMepbT Ha
00e3meTeHACTO e OOpenens B IIPOTOKON WM CIOpa3yMCHHWE, TOAIMCAHO OT CTPaHuIe, a TpH He
IIOCTHT2HE Ha ChIVIACHE - IO PeAa Ha KJiay3ara 33 pa3pemiaBaHe Ha CIopoBe HO TO3H TOTOBOP.
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(4) TpexpaTaBancTo BIH3a B CHJA CHeZ YPEKAane Ha (PHHAHCOBUTE B3afMOOTHOICHHS MEKIY
CTpaHUTC 3a WIBLPLICHWTe OT CTpaHa Ha M3mbinmurens ¥ omoOpenn 0T Bnaioxwtens ACHHOCTH 1O
H3OBIHEHHETO Ha JIOroBOpa.

Un. 18 (1) HacrosmuaT ZOTOBOp MOXe Aa OBJE W3MEH®H IUIH JOUBIBAIl 0T CIPAHHTE IIPH
ycnosmsTa Ha wi. 116 o1 3011

(2) Ceriacmo yclnoBdaTa Ha AOKyMeEHTanugra 3a oOUIECTBeHaTa IOpBYKA, €€ IPeIBIKIA
BBE3MOJKHOCT 32 IIOMHOBIRAHE HA JOTOROPA, BKIIIOYBAINO HOBTOPSHME HA JOCTaBKHTE 3a CPOK oT 6 (1mecT)
Mecela, ¢ 0beM H NPOrHo3Ha CTOMHOCT e/iHa BTOpa, IPH CIEAHNTE YCIOBHAL:

a) HACTOSIOHUAT AOTOBOP MOXe Jia OBIe eNHOKpPATHO IOAHOBEH, IO CMHCBAA Ha 4. 6, ai. 1 or
13011, mo wHummaraBa Ha BE3N0XKATENS, IpH Hampdre Ha (EHAHCOB PECYype M HEOOXOJIHMOCT OT
JAOCTABKK Ha CTOKWTIE, ITPeAMET Ha JOTOBOPA,

6) HOMHOBSBAHECTO MOXE Aa OBAe HHHHMMPAHO OT BBL3NOXKWTENd IIpU BE3HMKBAHE Ha
obcTosTencTro o wi. 16, an. 1, 6yksa ,,0” 0T HacTOosMmHs JOrOBOP;

B) NOJHOBAEAHETO BKIOYBA NOBTOPEHNE Ha BCHYKH JieMHOCTIH IO IpeAMeTa Ha JOTOBOpa, NpH
CBIHTE YCIIOBHSL, 34 cpok 0T 12 (mBamazeceT) Mecena ¢ obem u 00ma cToHHOCT ChIVIacHO JOTOBOPEHOTO B
HACTOALHS JIOTOBOP;

T) B COyYawrTe HAa MOZHOBIBAHE, MakcmMannara ofma croimoet mo wi 2, an. 1, ¢ BKmOUEHO
IOAHOBIBANE, HEC MOXKe Aa Haxpumaea 2 483 551.98 ne. 6e3 JAJIC, a MaxcEMaTHHAT CPOK M0 911, 4, an. 1, ¢
BKJHOYEHO MOJHOBARANE, ¢ 24 Mecena.

) TOMHOBARBAHETO CE& OCHIIECTRABA ©MHCTBECHO NPHW OTHPABSHO BL3NATATENHO HUCMO OT
Be3nosxarens go MzmenHurend, B KoeTO € TIOCOYCHA HAYaHATA Jara HAa U3neiaHeHme. BB3marareiHoro
TMHUCMO 34 TIOAHOBABAHE CTaRa HEPa3AeHa JacT OT AOrosopa.

XL HEITPEOZOJIUMA CHJIA

Un. 19 (1) Crpasute ce ocBoOOXKIaBaT 0T OTTOBOPHOCT 32 HEH3NBIHCHUE Ha 38/ IB/DKCHUATA CH,
KOTATO HERB3MMKHOCTTA OT U3UBIHCHEE CE IBIAKH Ha HEIIPEOA0IAMA. CHIa, TI0 cMHACKTA Ha 1. 306 ot T3.
Hskost 0T cTpaHuTe HE MOXE Ia Ce HO30BaRa HAa HEOPEOJOIMMa CHia, ako e Owia B 3abapa ¥ He e
yHbOpMEpaa JpyraTa CTpaHa 3a BE3HHKBAHETO Ha HEIIPeOJIOINMA CHNa.

(2) Ctpandara 3acerHaTa OT HCIPCOAOMMME CHA, € ANLKHA /32 TPSIUPUEME BCHYKH Pa3yMHU
YCHJIHS. ¥ MEPKH, 33 Ja HaMaiW J0 MHHAMYM HOHECCHHTE BpeAH H 3ary0i, KaKkTo B 1a yBEIOMY IMHCMEHO
Jipyrara cTpaHa Heza0aBHO NP HACTHIIBAHE Ha HEHPEo0IMMaTa CHia.

(3) Hoxato Tpac HENPEOAOIHMATA CHIa, H3NBIHEHHETO Ha 3aABIDKSHHEETO CE CINpa.

(4) He moske 7a ce T0O30BaBa Ha HEMPEOJONMMA CHJIA OHAZHM CTPaHa, YHATO HeOPSKHOCT HIH
YMHUIIUICHH AeHCTBHS BT Oe31eHCTRYS Ca IOBETTH A0 HEBH3MOKHOCT 3a M3UBIHCHAE Ha NOIOBOPA.

XIIL. KOHOUAEHITMAJIHOCT

Y. 20 (1) CtpasuTe ce chIIacsaBar Ja TPETUPAT KaTo KoH(uaeHIHanHa cile/lHaTa vHdopmanus,
TTOTyYCHA TIPK M 10 TIOBO/ H3IIEIHEHAE HA JOrOBOpa:

Hsma urdopMainis, KoSTo Aa ce TPeTHpa KaTo KOH(PHIeHIINATHA.

(2) Huxos crpasa HAMa IIpaBo 0e3 IPeaRapuTeiIHO NHCMEHO ChITIacHe Ha npyrafra Iia pasKpuBa
110 KaKBBTO U Ja € HaU¥H W 10 KaKBaTo ¥ Ja e ¢opMa KoHpHAcHIHATHa nHbOpMaNasd, Ha KOTOTO H J1a €,
OCBEH HpelN CBOMTE CAYXKHWTEeTd /Wi KOHCYHTaHTd. PasxpmBaHero Ha KOHQUOSHIMATHA HHPOpMAIHA
IOpern TAKbR CHYKATE/KOHCYNTAHT ce OCBHIISCTBIBA caMO B HeoOXOAMMAaTa CTEICH ¥ CaMo 3a IeNUTe Ha
F3ITRJIHCHUETO Ha J0TOBOpA U clIell NoeMaHe Ha ChOTBETHHUTE 3aXbIIKCHIS 32 KOHGH IEHIIHATTHOCT.

XIII. AONBJTHHUTEJIHUA PASIIOPEIBH

Yn. 21 (1) 3a BcHYKHM HEYypeACHM B HACTOAIHS JAOrOBOP EBIPOCH ce NPMiara AeificTpaioro
OBITapPCKO 3aKOHOTATEICTRO.

(2) VsobnanTensT ¢ JIBXKEH Ja yBelloMsasa BL3mokuTens 3a BCHUKH IPOMEHH OTHOCHO CTATyTa
CH, peopraHu3anis, HPOMCHH B NaHBHYHATA U APYTH PErucTPaIlHi, HPOMEHHE B 00CTOATENCTRATA, H3HalaHe
B HEMIATESKOCHOCOOHOCT, OTKPHBAHE Ha IPOH3BOJACTBO HO HECHCTOATEHHOCT CRINAcHO 13 u ApyTH.
VYBenoMmaBaHeTO ce H3BBPINBA HCMEHO B 3-THEBEH CPOK OT HACTBIBARETO HA CHLOTBETHATA IPOMIHA, KATO
VBoeIHATENAT IPEACTaBs M HA/UISKHO 3aREPEHO KOMEE OT CHOTBETHHA/TE JOKYMEHT/H.

(3) Huaro enpa oT cTpaHHTe HAMA NIPABO Ja IPEXBBPIIL [IpaBaTa B 3aIbJDKEHUATA, IPOU3THYaITH
OT TO3H ZOTOBOP, HA TPETA CTPaHa, OCBEH B PErTaMEHTHPAHHNTE ChC 32KOH CIYYaH,

Un. 22 (1) YUBIHOMOMEHHU NPEACTaBHUTENH Ha CTPaHUTe, KOHTO MOorar JAa IPHEMAT M MpaBsT



H3ABJICHHA IO U3HEBIIHCHHEETO HA HACTOI IS I[OI‘OBOP Caj
3a Be3noxurend:

Mar. gapm. Jlopa Ipmxesa — yupasuren bonawana arrreka na ,, KOII - ITnosaue” EQO/,
Ten. 0889 341 402

3a Mzrenaarend:

Tang Yaynora — Memmikep . Jlorncraka u o6enyxsate Ha kueHTH” B “Ponr Brrapas”™ EQOJ,
I'p. Codus 1618, yu. ,.bano mone” Nel6, ten. 02/8184444.

(2) Benraxm crobinends ¥ yBeNOMIEHES, CBEP3AHHA ¢ H3IBIHCHHETO Ha TO3H IOTOBOP, Clle/iBa aa
ChIbpXa HAHMEHOBAHNETO i HOMEPA Ha JOroBopa, aa Obiar B nucMena (opmMa 3a JelCTBUTEIHOCT.

(3) Crpanute ce 3agkmKaBaT Ja ce HHOOPMHpAT B3aHMHO 33 BCAKA HPOMSHA HA TIPABHAS CH
CTATYT, AAPECHTE CH Ha YIPABicHNe, Tene(OHATe W JIHIATA, KOUTO TH IPCICTaBIIBAT.

(4) Odunmaraa KOPECIIOHACHIDIL MEX/Ty CTPAHHTE C€ pPasMeHsd Ha IIOCOYCHHTE B HACTOSIOHS
JIOTOBOP a[pecH Ha YIPaBICHKE, OCBEH aKO CTPaHHTE He ce HHMGOPMupAT MUCMEHO 33 APYTH CBOU aPECH.
Tlpu HeyBemoMiBaHE HIM HECBOCBPEMEHHO YBEJOMSBAHC 32 HPOMSHA Ha &/IpeC, KOPECHOHACHIMMATA,
M30paTeHa Ha aApeCuTe MO HACTOAMs Wl 21, ce CYHTaT 3a BAIMIHO HAIIPATeHH W NONYUCHH OT Jpyrara
CTpaHa.

(5) Bemuku cpo0ImeHnd B yBEIOMACHHS Ce M3NPAINaT [0 HOMATA ¢ MPENOPRYANA ITPATKA M 110
xKypuep. IlmcMenuTe yBemOMIEHHMsA MEXAY CIPAHHMTE HO HACTOSIIAS JIOTOBOP C€ CUMTAT 3a BAHIHO
H3NpaTedd 10 (aKkc ¢ aBTOMATHYHO TEHEPHpaHo choOmEeHHe 3a mojiydaBaHe OT agpecara HIM 110
eJIEKTPOHHA JOIIA HA CTPAHUTE.

Yn. 23 (1) Bewdke crnopope, IOPORCHHE OT TOZH JONOBOP MM OTHACAIIH c€ J0 Hero, me Oniar
paspemasady IEPBO IO H3BLHCHACOEH PEJl Ipe3 HPEeroBOPH MY JBETS CTPAHH, Karo B COy4all Ha crop,
BCAKA CTpaHa MOXKE Ja W3NpaTd Ha Jpyrara, Ha IMOCOUCHHTE anpecd 3a KOPECIOH SHIHS, MOKaHa 3a
TIPETOBOPH € TIOCOYBAHE HA JATa, Jac U MIACTO 33 HPOBEXAANCTO HM.

(2) B cayuail Ha HEIOCTHTaRe Ha NOTOBOPEHOCT MO Pela Ha IPEIXOJHATA ANHHEd, BCHIKH
CHOPOBE, HOPOJICHH OT TO3H JOIrOBOD MK OTHACSIIH C€ /10 HEeT0, BKIIYHTEIED CIOPOBETE, OTHACIIH CS
J0 HETOBOTO THIKYBaHe, HEJACHCTBHTENHOCT, HEH3IBIHCHHE WM [IpeKparsiBaHe, mie ObAaT OTHACAHH 38
pasriexIane u perasade oT KOMICTeHTHHS Cb/| Ha PemyOmka brnrapus no pena va ['TIK.

Yn. 24 HumoXHOCTTA HA HAKOS OT KJAy3WTe HO JOroBOpa MM Ha JOIBIHATENIHO YTOBODEHH
YCIOBMS HE BOJM JI0 HUIOKHOCT Ha ApYyra Kiay3a Wil Ha JOroBOpa Kato Ao,

. 25 Hepas/jensa 9acT 0T HaCTOANIHS TOTOBOD €A CISAHATE TIPHITOKCHI:

Tiprnoxerme Nel - TeXHquCKa,cﬁeuHQ)HKaum #a BoinoxuTers;

Iprnoxenune Ne2 - TeXHquCIgé opennoxkenue ga MsnnianTens;

Tipuoxenne Ne3 — Henoro npeanoxenue na VIsrbrHHTEN.

Hacrosama noroeop ce n@gqﬁca B TPH eaH000pa3HA eK3eMILIApa - /Ba 3a Bhamoskurens u ems

sa MsnpmmmTens. ‘ \ \L
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Mpunoxenue Nel

TexHuuecka cneyudUKaLnA Ha AeKaPCTBEHHM APOAYKTH, HEOBXOAMMM 33 ARUEHUE HA OHKONOIUUHY 3a601ABARMA 33 HYKAUTE HA

"KomnnexceH oHKoAorMueH uenTbp - Mnosgmus” EOO/ no o6ocobern noauumm

no | TepanesTuieH koA, | | Mesk/yHapoAHO HenaTenTHO

pea|  /ATCkon/ = | Haumenosauue /INN/ | nexapcrsewa dopma | Mapka | . Anc o |u niectso ao:| AC 3a 12 mecela
1 LO1XE15 Vemurafenib nepopanda ¢opma 0.205497 4193 280 861706.46
2 LO1XX43 Vismodegib nepopanna popma 2.31856 273 000 £632966.88
OBLLA MPOIHO3HA CTOMHOCT: 1494673.34

3abenesxka: 1. Mpwu sanska oT bonHuuHaTa anTeka npu KOL, - Naosaue 3a KOHKpeTHa nexapcTeeHa Gopma 0T 1eKapCTBEH NPOAYKT A3 Ce A0CTaBM ChbiljuA

B1y, 6e3 Aa ce 3ameHA ¢ ABONHO KOAMYECTBO NO-Manbk GO 1 06paTHO. AKO Ce Hanara 3amMaHa, 4a CTABa CaMo CbC ChINIACHATO Ha BOAHMYHE anTeKa
npu KO - Nnospuve

CreunduraumaTa e U3roTBEHA NO akTyanmsupaHuna Ha 02.01.2020 r. N/1C Ha PEbarapua v Cnucbka Ha H30K kum 02.01.2020 .

Wzrotann: mar.-dapm. Jopa Npakesa




O6pazers Nel

TEXHWYECKO MPELIONKEHAE 3A H3RBJTHENHUE HA MOPHLYKATA B CROTBETCTBUE C TEXHNYECKUTE CHELHOHKALENN 1 M3IHCKBABHSTA HA
BEIJIOKUTE S

Honynognucannre, EBTEHWN HUKOJIAEB HHKOJIOB, ETH 7201146520, B kauecTroTo ¢ Ba ynpasuten 4 POMEO BJIAJUMIPOB MHITKOB, EI'H 6808194026, &
KAYECTROTO CH HA THPTOBCKM ABIHOMOLIHEK Ha "Pom Bearapus” EOOJL , yreiroMolen ¢ IBNHOMOWHO per. Ne 1045/13.05.2019r. sasepeno ot notapuye & paiton Codus per.Ne 207 na

Horapuanpara Kamapa, IpeRcTaBIBauA 2aeiHo ,Poix Bearapus”

EOQOI -~ yuacrHus B yuacTHay b npoueaypa na AprosapaHe Ge3 npedrapuTenno obasREHHe o pena Ha 3011 3a

BE3araHe Ha obIUecTBeHa IOPBYKA ¢ npeamer: ,,JI0CTABKE Ha ONKONOTHYHNK JIEKAPCTBENH MPOAYKTH 33 HYKIMTE Ha ,,KOMIAEKCEH OHKOROFHtER HEHTBD ~ [TNOBAHE" EOOJI no ofocobeny

nozuuuu’t, AOTINe 00045-2020-0001

Bu nipencragsaMe HACTOALIOTO TEXHHIECKO IPENIOKEHHE BEB BPR3KA ¢ obsBeHaTa oT Bac Iponenypa:

1, exnapupame, 4e ¢ HOAABAHETO HA HACTORIUATA OPEPTATA CE CHINACARAME C BCHUKH YCIOBHA HA BBANOKKTENA, B TL C Off
2. Jlexmapupame, ¥e cpoxa Ha JOCTABKA Crejl HallpaBeHa 3an8Ka oT Beanoxurens e 24 (1sapecet 1 YETHPH}

*CpoKbT HA AOCTARKA CNelBa Na Gbie A3 ODie efH M CBUI 32 BCUYKH 06ocofeHn NLO3HLHY, 32 KOUTO YYACTHHKET 0/aBa odepTa.
3. Mexnapupame, 4e Pazpeienne 3a ynorpeba 8 Penybmuka Bunrapua, nagaseno no pena ma 3JHIXM/Pernavent Ne726/2004r. ra RIT 3a nexapcreen npoaykr ZELBORAF, Film coated

tablet, 240mg x 56 e ¢ NeEU/I/12/751/001 w cpok Ha BaTMAHOCT Be3cpouno , KOETO & Ty OMUYHO JOCTBIHO Ha CIeTHHA HHTE

register/2016/20160922135750/dec_133750_bg.pdf

Hﬁﬁmﬁ,mo OHKCaHnne Ha JICKapCTREHHA TIPOAYVKT € Su\mbﬂaﬂo AROCTBHITHO HA CNCAHEA HRTEPHET &M

register/2019/20190218143877/anx_143877_bg.pdf

pec: https://ec.europa.eu/health/documents/community-

4. Jlexnapupame, e 11pu BCiIKa IOCTARKA A JIEKAPCTBEH HPOAYXT LIE OCHTYpIBAMe CEPTHRMUKAT 32 TPOU3ROICTBO N0 NAPTH/IEH HOMED Ha ChOTRETHHI TOKANCTREH TIPOAYKT.

5. Hexnapnpame, 4 OCTATHYHHA CPOK HA FOMHOCT Ha NEKAPCTREHHTE NPOAYKTH, KOWTO 1€ TOCTABAME HiMa Aa &ppe kpatsi o1 60%
CpoKBT HA FORHOCT HA HPEJUTATAHHTE CTICUHMHYHA GHOROTHIHY IEKAPCTREHN IPOAYKTH HIE NOCTABAME ChC CPOK HA TONHOCT HE HO-
MPOHIBOANTENST (KOrato ¢ NPUnoxkuieo). IIpy HeRBIMOMKHOCT Na HAHILAM HOCTABKATA Ha ACKApCTBEHMTE TIPOAYKTH ¢ TOPEIocoueH

TPEARKACHH B MPOESKTA HA JOTOBOPE, KBM HACTOAINATA COUIECTREHA TOPBIKA.
6. SasipsiBame, Ue B cnyqait 9e Trrem u3Bpanu 3a MIBIHUIEN Ha IOTOBOPA Ha 0BILECTRE AT TIOPDBYKA, Hie NOCTABUM CIIGAHUTE JIEKAPCTECHH [IPOXYKTH:

PeNelieHks Ha BAMTHOCT HA OlepTHTE | C IIPOEKTA Ha JOrOBOp.
vaca, a CPOKET HAa BOCTARKA HPK CSIHHK ciy4aH ¢ § {occem) uaca,

pret aapec: hitp://ec.europa.eu/health/documents/community-

(IUECTHECET HA CTO) OT OBSBEHHS OT IPOH3BOAHTERS.
KpaTeK oT 25% (ABageceT W MeT Ha CT0) OT O0ABEHHA OT
WA CPOK Ha FOLHOCT C& CHINACIBAME A HEYCTOHKHTE

Ne rio | Aunatomo- ] ) ) Euo:wmcnm,wﬁ_ AR zg_z_nm,:_.s Ha Eooii ;

pea | Koano |rTepanesrnue MexayHAPORIO HERATEHTHO Teproecio .n@.ﬁ...niw.._.oh Ha .:a.. arcTBena hobha Matpia mz,.,_._,m.za.ﬁ_ : m.“_c: B Kom .
Ha H30K | u kog /ATC- Hampernonanne NN/ - NAHMEHOBAHNRE PAIPEIUICIHETO 3A . cleap : thopna WP NEKAPCTECHD QROIIATENR ) oMM €CTRO Mo

; . : ” . o : c o " OHAXGRKRA
on Kot/ : | ymotpeta,  BCL{ECTBO - RN
ZELBORAF, Film MPY: Roche
1 {LH305 LOIXELS Vemurafenib coated tablet, 240mg Registration nepopanta dopma mg 240 mg %56 4193 280
X 56 GmbH, Mepmatria

Hara: 13.01.2020r.

Yuacrru:
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[Eprennti Huxonop/
/Pomeo Munxozs/
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TEXHUYECKO HPEAAOWEHME 3A M3TBAHEHHE HA TOPBLUKATA B ChOTBETCTBHE C TEXHUUECKUTE CHENHGHKANNN W MIHCKBAHWUATA HA
Bb3JICKHTEA

Jonymognucannte, ERTEHIN HUKOIAER HUKQHOB, E'H 7201146520, B kauecTBOTO cH Ha ynpasuren u POMEC BJIAJJMMPOB MHAKOB, EI'H 6808194026, B
KA49eCTROTO CH HA ThPTOBCKH MMBRHOMOWHUK Ha "Poww Brarapua” EOOJT, yrsinnoMoten ¢ mearomomso per. Ne 1045/13.05.2019r, 3ABEPEHC OT HoTapiyc B pafion Codms per.Ne 2077 ua
Horapuannata xamapa, npeactasnisamy saequo Pour Brarapyus” EOO — yuatTHAK B YHaCTHHK 8 Hpolenypa Ha gorosapsue Gez npenBapPHTEIHO obsenenne no pexa va 3011 3a
BL3NAIAHE Ha ODLECTEeHA nopBuKa ¢ npesMer: ,JocTaka Ha OHKONOMHTHM NEKAPCTBERH TIPOAVKTH 34 Hy#auTe Ha  Kommercen oHKoIOrHIEH Lentsp ~ [Inosaue” EOOJ no ofocobexu
noautn®, AOTINe 00045-2020-0001
B npeicTassimMe HACTOSUIOTO TEXHUYECKO NPENNOKEHNE BER Bphaka ¢ obssenara ot Bac nponesypa:

1. Hﬂmz,:mﬁxﬁmgm. ¢ ¢ NOAABAHSTO HA HACTOAIATA O%Qﬁ.ﬂmﬂm CC CprilacApaMe ¢ BCHYKH YCIOBHR HA REINOKUTENS, B T.Y. C OTIPCACNICHIA Ha BAMHJHOCT Ha O&mﬁex.ﬁm K ¢ [IPOCKTA HA AOrOBOP.

2. Ilexnaprpame, 4 Cpoka Ha AOCTABKA CIEX HANPaBeHa 2aseka o1 Branoxurens ¢ 24 (Asagecer u YETHPY) Yaca, & CPOKBT Ha JOCTARKA MPH CIIEWMHH ciyyay e § (ocem) uaca.

*CpoKBT Ha [10cTaBKa CeARa ia Obe 1a GbAe eMH ¥ OB 38 BCHUKH 060COGEHH TOHIUMH, 33 KOUTO YYacTHUKET [OAABA o(epra.

3. Mexnapupame, ye Paspemerne sa ynotpeba B Peny6muxa Berrapas, nazageno no pena na 3JTIXM/Pernament No726/2004r. na BIT 3a nexapeTren npopykr Erivedge hard capsules 150
mg x 28 e c Ne EUI/1/13/848/00] w cpok Ha BanMuHOCT 5 eodumu - 0626.05.20212. , koeto e (yGIHYHO IOCTRIAO Ha CISHHM HHTEPHET anpec:
58”\\mn.o:_Aomw.@céomxw\moo:_sga\ooaEzi@-%mmmﬁiwoMQmoaomwm_mAm@Qamo{BAm@ol@m.w&u ]

Kpatko omicanne Ha TEKapCTBEHUA POAYKT € My GIHMuHO JOCTHIHO HA CHE/RUS HETEPHET aupec: hitps:./fec.enropa.ewhealth/documents/cemmunity-
register/2018/20181122142714/anx_142714_bg.pdf ,

4. llexnapupame, Ye NPy BCSKA ZOCTABKA Ha NEKAPCTBEH IPOAYKT IIE OCHIYPABaMe cepTbuKar 3a NPOH3BOACTRC HO MAPTHNEH HOMED HA CHLOTBETHHS NEKAPCTBEH MPOOYKT.

5. Hexnaprpane, 1€ OCTATBUHUA CPOK HA TOLHOCT HA JIEKAPCTBEHUTE HPOAYKTH, KOHTO LIS AOCTABRME HAMa 13 Bbie xpartk oT 60% (mectaeceT Ha ©T0) 6T OBABEHMA OT MPOUIROAHTET.
CpOKBT Ha TOIHOCT Ha NpeliaraHuTe CrieuHIYHE GHONOTAIHY fICKAPCTBERI [IDOAYKTH 1@ ROCTABAME CbC CPOK HA TOAHOCT He NO-KPAThK 0T 23% (ABameceT H AT Ha CTO} OT OBABEHHS OT
TPOH3BOMHTENS (KOTATO & MPHACHEMO). Tip# HeBBIMOMHGCT Jia MANBIHIM HOCTARKATA Ha :mzmvoﬁwnnﬁm Euo\@.ﬁx c ﬂ.ownqoo.o:m:xm CpoK Ha ﬂohmoﬁ, ce ChrrNaciramMe mm.:mﬁaom:x»m
TIpeRBHACHH B TPOSKTA Ha JOrOBOPa, KbM HACTOAIATA 0biuecTBeNa NOpHUKa,

6. asenBame, e & ciyqait ye Opnem n3GpaH 3a NANBAHATEN HA JOrOBOpa Ha oBLeCTEEHATA HOPBUKA, (e AOCTABHM CHEAHKTE NeKaPCTREHH [POAYKTH:

Nemo| Anaromo- ) . HpouisoanTen un . Komuuecroo Ha Eooii

pes | Kogne |vepanesrtive] Memgynapoato nenateisno Toprosexe . | npuremaren na Tekanernena M AKTHBHOTO o _u :.m: Ko 0 10:
Ha H30K ' | w koa /ATC- HanMenoBanie ANN/ HAHMEROBAHE ‘paspeinenieT 3 rAapeTeel opma AR JIERAPCYRENO ROMCLATENHR | ROAHUECTEO 402

\ " . PdEME B ; ORI ; . : : ] o OIAKORI
Ol1} : .. 1oaf : : yrorpeba B . : BeweCTBG | :
. MPY: Rochie
. . Erivedge hard \ )
2 [LH385 L01XX43 Vismodegib Registration riepopanta opma mg 156 mg X 28 273 000
capsules 150 mg x 28
GmbH, fepmanus

Hara; 13.01.2020r, fErresuii Hukomos!
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Obipazey N2
HEHOBO MPELACHKEHHE

ot flonynonnucasiure, EBTEHFH HUKOIAEB HHKGIIOB, ETH 7201 146520, b kaeernore én i yeipasiren w POMBQ BIAHMIFOS MUIKOB, BIH 6808194026, » ka1eCTROTO 0t A TEPYOBCAR [RISOMOMNK 12 "Powm
Bearapus” EOOJL, ynbanomowmen ¢ memtoMougo per. Ne 1045/13.05.2019r. 3AREPEHO OT HOTapuyC & pation Coduan per.Me 207 na Hotapramuatra kavapa, npefcTanngsaiui 3aeaH0 ,Pow Gearapua"EOQOM ~ yuactuug B pougayps na
Aorosapane Oe3 npeapapuTenso obasnenne 00 pefia 1a 3001 3a puaRarane Ha obneoToena NOPBUKA C IPEAMET: ,,[J0CTABK 1 OHIONOTIMINE ALKAPCTBLHN MPOAYITIIIA HYMAITE Ha ,, KOMATEKEEr 0H0Soriaen newrsp — Flronans” E00]
w0 oBocofhenn nozumun® , ADTNe 06045-2020-0001

1. Hexnaprpame, 4e NPSAMATAHATA LSHA HE € TI0-HHCKA OT LISHATA HA OPOHSEOAHTENH, U 1€ He HAABULIARA NPEJSNHO AONYCTHMATE, N0CONENa B [TOIUTHBINA FEKAPCTREH CIHCHK Ha MHHRCTEPCTSE HA 3APAREOTIAIBAHETO WAiNY pedepentinie
crofinoett no H3IOK xeM MoOMeHTa Ha nogabane ua otieprara.

BERIECTRO

ZELBORAE, Film | 1PY: Roche
LH30S coated tabiet, |[Registration GmbH, 240 mg x56
1 LOIXELS Vemurafenibh 240me %56 fepmanKa nepopanka popma me 0,2046; 2745,884] 41931280 857 945,09

L, \ {Esrernit Hukamnos/

JHara: 13.01.20620r. ] VHacTHEK:
2, n\\.M\W B ') fPomeo Munxos/
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Obpazey Mo
HEHOBO NPELICHEHHE

or Jonynogeucanste, EBIBHHA HUKONAER BUCOIOR, EFE 7201 146520, b kawectBoTo ci A yrpasuren u POMEG BITAJHMMPOR MUITKOB, ETH 6808194026, 5 xa92cts0T0 i 2 TEPTOBCKH TRAHOMOINGH 1 "Por
Byarapas® EOOJ, yneanomomen © neanoMourio per. Ne 10454 3.05.2019¢. SABEPEHO OT HOTAPHYE B pafion Codms per.Ne 207 pa Horapuanuara KAMAPA, UPSACTABRARAIMN 3A2AKC . Pow Bomrapus EQOQL ~ yuacrwan b POUSYER HA
acrosapate 6e3 ApeABAPHTENHG O0ARNEHIE 10 pena #a 3071 3a susnarace ka obuesTsena NOPBUKE € TPeAMET; ,, [0CTABICA 111 OUKGIOTHAMIE JISRAPCTR e 1N HPORYRTIN 33 HyRHIere 6 K onnnekcenr onkoaorimen wentip - [Hropmn” EQOT
ne obocofenn woTnnma’ , AOMN: D0045-2020-0001 -

| dewnapupave, ue npep/iarakaT UeHA HE & 1z0-HACKA OT UGKATA HA NPOAIBOMNTENT, H e ke HANBHMIIABA MPERSNHO AOMYCTANATA, nocevena p [TosnTnpuua nerapersen cnnebk ra MunHCTEPCTBO 1A IAPABCONAZBANETE MY PelepenTinTe
croftrocTy o H30K ksM MomenTa na nogaeane na oeprata,

OB Sy c

SLREKADLY:

...u_.: TPEna - . BEUlECTBS
Erivedge hard TIPY: Roche
LH365 i ) capsules 150 mg | Registration GrmbH, 150 mg X 28
2 LO1XXA3 Vismodegih ¥ 28 CErMaUa nepopania gopma mg 231571 97259521 273 00C 532 186,104
Hara: 13.01.2020r. - YaaeTHu: /Enresnii Hukonos/




