A0I'OBOP j/f y

3A TOCTABKA HA JIEKAPCTBEHHU MPOOAYKTH

Huec, 5746}6 ..... 20:’/. [ r., B rp. Crapa 3aropa, Mexnay:

wKommuiekcen oHkoorn4en menTsp — Crapa 3aropa“ EOO/, ¢ agpec: rp. Crapa 3aropa
6003, yn. n-p Tomop Crosmosuu Nel5, EMK 000812197, npencraBnseano or a-p Ilerso Briayes
Yunuuarupos - VYnpaeuten, HapuuaHo mo-joiy 3a kparkoct , JIEUEBHO 3ABEJIEHME -
BB3JOKUTEJ” ot eqna crpana
"

»Pour bearapua® EOO/M — rp.Codus, ceec cepanuie v aapec Ha ynpapnenue: rp. Codus, ixk
Manactupcku nuBaau - 3anaf, yn. bano mone Ne 16, EMK 131279951, upeacraBisiBaHo 3aeiHo OT
Eprennii Huxonaes Hwuxomos - VYopasuren m Pomeo BnaguMupoB MHIKOB — TBProBCKH
oeiIHOMOIHKMK Ha ,Pomr Bearapua“ EOOJI, ymeaHOMONIEH € TBHPrOBCKO IIBIHOMOIIHO per.Ne
Ne394/04.03.2021r. 3aBepeHo oT Horapuyc B paiion Codus per.Ne207 na Horapuannara kamapa,
Hapu4iano 1o-goiy 3a kparkoct ,, MSITBJIHUTEJI” ot npyra crpana,

Ha ocHoBaHue wi. 112 or 3akona 3a oOwecreeHure nopwukd (30I1), BEB BpB3Ka C INpoBeleH

BBLTPELIEH KOHKypeHTeH u3bop/mombnHeHa odepra mo PamkoBo crnopasymenue NePJ[-11-270 ot
22.06.2020r. ce CKII0YH HACTOSAIIUS JOTOBOP 3a CIIEAHOTO:

L. IPEIMET W CPOK HA JOT'OBOPA

Ya. 1 (1) JEYEBHO 3ABEJEHHUE - BB3JIOXHUTEJ Bb3nara, a USIMIBJHUTEJIAT ce
3a/IBJDKABa [1a U3BBPILH JOCTABKA HA CIEHUTE JIEKAPCTBEHH MPO/{YKTH:

Ne | O6ocobena mo3muusa Ne 1
no | AmaromMo- MexRayHapoaHo Hauun Ha | Mapka Koanuecrso
pe | TepaneBTHYEH KO/l | HEMATEHTHO NPUJIOKEHH e /mg,
it {ATC-xon/ HauMeHoBaHmue /INN/ tabl., ml.
u ap./
1 L0O1XCO03 Trastuzumab napeHTepasHa mg 864000
2 LO1XCO07 Bevacizumab napeHTepagHa mg 1200000
3 LO1XCI3 Pertuzumab [IapeHTepatHa mg 499800
4 |LOIXCl4 g;fflﬁzl“n‘:db napenTepana | mg 57600
5 LOIXC32 Atezolizumab napeHTepanHa mg 652800

(2) JloroBopsT BIM3a B cMNa OT AaTaTa Ha CKIIOYBAHETO My, ThH KAaTO B pPE3yiaTar Ha
[POBEJEHATa MPOLEAYPa €4 MOCTHUTHATH LIEHH, PaBHU MM MO-ONaronpusTHH OT cera JieicTRamuTe
TaKWBa Ha JIEKAPCTBEHHTE NPOAyKTH mo ckmrodeHuTe ot KOIL[-Crapa 3aropa EOOJl mnoroBopu che
CBILUAT MPEIMET U € Che cpok ao 31.12.2021r.

II. HEHU ¥ OBLIA CTOMHOCT HA JOCTABKHMTE I1O JJOTOBOPA

Ya. 2. (1) Henata Ha crokure mo un.l e cerinacHo meHoBo npemioxenue Ha WIMMBJIHUTEJISA,
Hepas/ielIHa 4acT OT I0TOBOpa.

(2) Llenara Bru104Ba CTOMHOCTTA HA CTOKATA, ONAKOBKA, 3acTpaxoBKa u TpaHcmopr jo JIEUEEHOTO
SABEJEHUWE - BH3JOKHUTEJ npy MAHAMAaNeH cpoK Ha FOAHOCT He mo-kparsk oT 40 % ot
00sIBEHMsI OT [IPOU3BOAUTEIS 32 JIEKAPCTBEHUTE MPOAYKTH MM HE MO-KpaTek 0T 20 % oT 06saBeHus ot
IPOM3BOJUTEINA 32 OMONpoAYKTHTE MMM OUOMoI0OHNTE TIPOAYKTH. MUHHMAIHUAT CPOK HA FOJAHOCT CE
OTpEeAEeNs KbM JaTaTa Ha BCAKA IOCTABKA Ha JIEKAPCTBEH MPOIYKT.
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(3) Obwara cToiiHOCT Ha JocTaBkuie mo gorosopa € go 17 255 24585 ( cemeMHajecer MHIHOHA
ABECTA METACCET U HET XUIUAH [BECTa YCTHPHICCET M HET JieBa M OCEMIECET ¥ II€T CTOTHHKM) HeBa
6e3 srmouer JAC u no 20 706 295.02 (asajgecer MHIMOHA CENEMCTOTHH M LIECT XHIAAH IBECTA
JEBETACCET M IIET JICBa U JIB€ CTOTHHKH) neBa ¢ rrmoue JIJIC.

(4) Lenara no goroBopa e GuKcHpaHa, HE MOICKK HA IPOMAHA 33 CpOKa Ha JCHCTBHE Ha JOTOBOPA,
OCBEH B cydanTe Ha 116 ot 30I1.

(5) B cnmyuait, ye npes BpeMeTo Ha [ISACTBHE HAa CHOTBETHHA JOFOBOP CTORHOCTTA, KOATO CIIEABa Ja ce
3aIUania ¢ nyOMWIHH CPe/ICTBA Ha JEKAPCTBEHH NMPOIYKTH OT [I03UTHBHHSA NeKapcTREH CIIHCEHK CTaHe
NO-HHCKAa OT JIOrOBOPEHATd, Je4eOHOTO 3aBeleHHE — BB3MOXHTED OE3yCIOBHO  3aIuiama
JEKApCTBEHHUTE NPOAYKTH Ha NO-HHCKATa CTOMHOCT, CYUTAHO OT:

- [Jarara Ha BIH3aHE B CHIA Ha pENIEHHeT0 Ha HauuoHalHMA CBBET 00 IIEHH H
peumOypcupane Ha nexapcersenure npoxykru ( HCLIPJIIT);

- JaTaTta Ha aKkTyanusauuara Ha [TosuTHBHMA NeKapcTBeH CIMCHK MO peaa Ha Wi 57, an. | or
Hapepbara 3a ycnoBusTa, NpaBHIaTa M pefia 3a PEerymMpaHe H pETHCTPUpAHe HA IIEHHTE Ha
nexkapcrsenute npoayktd (HYTIPPPIUIII) 3a nexapcTBeHMTE IPOAYKTH € HaManeHa CTOMHOCT 3a
OIlaKoBKa, H3yuciieHa Ha 6a3a pedepenTHa CTOHHOCT.

B cnyyaute DO MOPENXOJHOTO W3PEYECHHE, CTOMHOCTTA CE Ompejens KbM MOMEHTA Ha
JOCTaBKaTa ([IOJIIHCBAHE HA IPUEMO-TIPEABATEICH IPOTOKOII).

IIL. YCJIOBUSI H HAYHH HA IVIAHIAHE

Ya. 3 (1) IInawanero no HacTOAMMA JOTOBOP C& OCLLIECTBABA 4pe3 GAHKOB IIPEBOJ OT CTPAHA Ha
JEYEBHO 3ABEJIEHHUE - BB3JIOKUTEJ no nocouenata B wi. 15, an. 3 6ankora CMETKa Ha
H3ITBJIHUTEJIA.
(2) 3annamaneTo Ha CTOKMTE TIO IOTOBOPA CC M3BBPLIBA OTIOKEHO B cpox jo 60 /mectreceTus/ neH,
cnej| npejicTaBsHe Ha CIICIHUTE JOKYMEHTH:

1. Jocrasna daktypa, checTaReHa ChIVIACHO n3nckBanuara ua 3J1C u II3JIC;

2. IlpueMareiHo-IpeJaBaTeTHH TIPOTOKOIH;
(3) B ciyuail, ue nocodeHuTe B wi. 3, an. 2 JOKYMCHTH €4 HEpPEeROBHM MIH HE ca KOMIIJIEKTOBAHH,
couure ce Bpbar Ha USIThJIHMTEJIA ¢ npueMaTenHo — npegaBaTellcyl IPOTOKOI 3a H3MPABIHE
Ha HepeaHocTUTE, CPOKELT HO 9.3, an. 2, 3amoyBa Aa TEUe OT JATATA HA NPEJICTABAHETO HA IOCIIEHH
H3HCKYEM C€ JIOKYMEHT.
(4) Tlpu daxTypupane Ha 3asBEHMTE KOITMYECTBA NEKAPCTBEHU NPOAYKTH, N0 BCAKA OTHETHA 3asiBKA,
leHaTa HA ONAKOBKA HE CHelBa Ja HaJ[BMIIABA OINpefciicHara B [IO3MTHBHHA JIEKAPCTBEH CIHMCBK-
ITpunoxenne Ne 2, pedepentna CTOHHOCT Ha ONMAKOBKA 33 CLOTBETHHS JIEKapCTBEH IPOAYKT. B
Cly4ad Ha M3YHCIABAHC Ha CTOHHOCT MO-BHCOKA OT pediepeHTHATa CTOMHOCT HA ONAKOBKA 32
CBOTBETHHA IEKAPCTBEH IIPOYKT, CTOMHOCTTA C& HAMANARA M 3alIalla A0 CTOMHOCTTA HA ONAKOBKA
onpenenena B JI03SHTUBHUA llekapcrBeH cruehX- [Ipunokenme Ne 2,

IV. CPOK HA JOCTABSAHE

4Ya. 4 (1) JEYEBHOTO 3ABE/JIEHUE - Bb3JIOXKUTE 3as8578a HEOOXOAMMHITE MY KOIHYIECTRA
¢ unemena saseka jjo U3IBJIHUTEJIA. 3aspkata ce BphRYBA JIMYHO cpemy MOANMC HA
H3ITBJIHUTEJIA unn ynrbliHOMOIIEHO OT HETO JIHIE WIM C& W3Npala ¢ NPENophYaHO [HCMO ©
o0paTHa pasnmMcKa, 10 (PAKC UK 110 eJEKTPOHEH ITLT.

(2) Beska otrgenHa jocraBka, cnepBa jga Objie JOCTaBeHa B CPOK A0 7 KallCHOApHE JIHU ClIe]
noiry4aBane Ha sasekara oT JIEHEEHOTO 3ABEJAEHHUE — Bb3JIOXKHUTEJ & 3a konmdecTBaTa u
OMAaKOBKMTE (CHOOPASHO KOHKPETHHTE JEKAPCTBEHM NPOAYKTH, IIOCOYEHH B TEXHHUYECKOTO
TPEITIOXNCHHE HAa W3IIBJIHMTEN), TOYHO OTMpERENeHH B 3aspkara. B cnyuail, ye ce mpasu Irspsa
AOCTABKA OT Jla/ieHa MapTHIA Ha JCKapCTBEH NPOAYKT, ce npenacrasa Ceprudukar 3a ocsobokaasaie
Ha napTHAara, M3gageH or xsammduuupano nune no 3JIIIXM na enekTpoHeH HOCHTEN WM TIO
eIEKTPOHEH MBbT HA CJICKTPOHHATA IIOIIA, [IOCOYEHa KATO afipec 3a KOPECIIOH/EHLNs, NPHAPYKEH C
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NpeBoj Ha OBArapcKu €3uK oT (PHpMa, CKIIOIHIA J0ToBOp ¢ MuHHCTEPCTBO Ha BBHIUHKMTE paboTH 33
H3BBpIIBaNe Ha odunuanHy npepoan. M3bpoenure JoKyMeHTH ce MPEACTABAT B CHOTBETHOTO 3BEHO,
OMNpENEeH0 OT Ne4e0HOTO 3aBeJIEHHE — BB3NMKHTEN. [IpH creABawyd JOCTABKM Ha JEKApCTBEHH
OPOJYKTH OT ChIIaTa [apTHAA, cepTR(HKATET He Ce IPesICTaBS.

(3) B cnyyaii Ha HeoOxomuMmocT ot cnemna goctaBka, JIEMEBHOTO 3ABEJEHHE -
BDL3JIOKHUTEJ nocoupa H3pHUYHO B 3ansKaTa, ye € HeoOXoauMo ja Ohle M3BRPIOICHA CIICIIHA
nocraska. B To3u cnyyail, pocraBkara ciejBa jfa Ob/ie M3BBpOIEHA 0 6 yaca OT NOJy4aBaHe Ha
329BKATA M 3& KOJHMYECTBATA M ONAKOBKHTE (CHOOPA3HO KOHKPETHHTE JEKapCTBEHH NPOIYKTH,
[IOCOYEHH B TEXHUYECKOTO IPSIIOKESHNUE HA HIITBIIHUATENA ), TOYHO ONpPEREICHH B 3a1BKaTA.

(4) MITTBJIHUTEJIAT ce 3agpmxasa, B cpok go | paboren aeH, B COydauTe Mo al. 2 M B cpok o 1
4ac, B CIyYaMTe Ha all. 3, cle] N0J1y4aBaHETO HA BCAKA 3aABKA Jla YBEIOMH MMCMEHO WIH MO (dakc
JEYEBHOTO 3ABEJJEHHUE ~ Bh3JIOXKHUTEJ B caydaif ue He MOXKe Ja H3BEPLIM AOCTABKA WK
B CIIy4aH, 4e HEe MOXE Jia CIasH CPOKBT 34 M3BBPIIBAHE Ha JOCTABKaTa, MpeJMeT Ha KOHKpPETHATA
3A5BKA.

(5) KoM parara Ha BCSKA JOCTABKA, OCTATHYHHAT CPOK HA I'OJHOCT Ha JEKAPCTBEHWTE NPOMYKTH,
crnepsa g2 oexe He no—manek ot 40 % /dernpugecer Ha ¢To/ OT 0OABCHUA OT MIPOUIBOIHTEN,

(6) KeM parata Ha BCsxa JOCTABKA OCTATHYHHAT CPOK HA TojHOCT Ha GHOMpOLYKT WK Guonoaoben
IPOIYKT, caefBa Ja Objae He no-Marex or 20 % /aBagecer Ha cTo/ 0T 0OSIBCHMA OT IPOH3BOJUTEIIA,
(7) 3a koyMyecTBa JOCTaBEHH M3BBH 3asBKaTa mo 4w 4, anl, JJEUEBHOTO 3ABEJIEHHE -
BB3JTOXHUTEJI uaMa sagnDKCHEE 34 ILTALaHe.

(8) B cnyyaure mo wn. 10, an. 7 ot goroBopa, cpoxbT Mo an. 2 M 3 3amousa Aa Teye OT JATATA HA
nrcMenoTo cernacke Ha JEHEBHOTO 3ABEAEHUE - BB3J10OXKHTEA,

V. MACTO HA TOCTABSIHE

Y. 5. (1) 3a MAcTO Ha JOCTaBAHE HA CTOKMTE 110 TO3H JLOTOBOP Ce ONpejens CISAHHMA apec:
Bbosnu4na antexa Ha "KOIL-Ctapa 3aropa" - rp.Crapa 3aropa, yii. "I-p T.Crosnosuy" 15.

(2) Puckbt 0T cyvaHHOTO NOTHBAHE WIH MOBPEXKAaHE Ha CTOKMTE pemuHasa sppxy JEUEBHOTO
3ABEJIEHHE - BB3IJIOKHUTEJ or MoMeHTa Ha MpHEMAaHETO MM Ha MACTOTO HA JOCTABAHE C
[IPHEMATENHO-TIPEIABATENIEH NIPOTOKOI.

VI JATA HA JOCTABHAHE HA CTOKUTE

Ya. 6. 3a 1aTa HA JOCTaBSHE Ce CYMTA JATaTa, HA KOATO CTOKUTE Ca JOCTABEHH JI0 a/ipeca [OCOUYEH B
. 5, ann. 1, apu yenosuaTa Ha Wi 9, an. 2.

VII. SAABJIKEHUS HA U3ITBJITHATEIA

Ha. 7. K3IIBJHUATENAT ce 3annmxkasa;

1. Jla moctaBm cTOKHMTE B AOTOBOPEHHA CpoK U Aa r'M npexane va JJEHEBHOTO 3ABEJIEHUE -
BB3IJIOXKUTEJL

2. Jla mpejaje CTOKHMTE, HAaKETHPAHW ¥ MApKHPaHH B CLOTBETHUA BUA, KOJIHYECTBO M KaYeCTBO Ha
MACTOTO Ha JOCTaBsHE,

3. IIpu noAnUcBaHeTO Ha JIOTOBOPA Jia OPE/ICTABH:

a) OOKYMEHTH 110 wI. 112, an. 1 ot 30I1.

0) rapanumus 3a M3IBJIHEHHE, B €HA 0T (opMuTe, onpezenesy B wI. 111, ar. 5 ot 3011, cwe cpok Ha
BanuaHocT 60 DHM cief H3THUAHE CPOKa Ha JIOTOBOPA, KosTo ce ocBoboXAaBa B Cpok jio 60 mnH cuex,
H3IBIIHEHHE Ha jorosopa. B cirydaii, ye BAIMAHOCTTA Ha rapaHIlMiaTa U3THYA TIPEIU JOTOBOpA ja Ohie
usnensed, H3MThJHUTEJIAT ce sagemkaba Ja YABIDKH CPOKA Ha BATHAHOCT HA TAPAHIMATA C
TOJKOBa JHH, Taka 4e rapaHUUATa Jia IOKPUBA OYAKBaHHA CPOK 33 U3MBJIHCHUE HA JAOTOBOpa muoc 60
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nnd. I'apanuunaTa e B pasmep Ha 3% or crofinoerTa Ha gorosopa 6e3 JJIC u BB3aM3a Ha
517 657.37 nena.

(4) Ja nocTaBsa NEKapcTBEHH MNPOJAYKTH, KOHTO OTIOBAPAT HA HM3UCKBAHMATA Ha 34aKOHA 3a
JIEKAPCTBEHUTE NPOAYKTH B XyMaHHaTa MeaunuHa (3JIIIXM) — na nputexasar BAIHAHO paspelucHHe
3a ynotpeba B cTpaHarta, u3gancHo no pena Ha 3JIIIXM unu Pernament (EQ) Ne 726/ 2004 r. Ha
Esponeiickus nmapnamenT u Cneera /. 23, an. 1 Ha 3JITIXM/.

(5) Jla nocraBa nekapcTBEHM NPOJYKTH, KOMTO ca BKIo4eHH B llpunoxenne Ne 2 na IlosuruBHus
JEeKapCTBEH CIIMCBK.

(6) B cyqaii, 4e ce npagM ITbpPBa JJOCTABKA 110 JI3J(CHA [APTHAA HA JIEKaPCTBEH NPOAYKT, A4 [IPECTaBs
Ceprutukar 3a ocBofoxkaaBaHe HA NAPTHAATA, M3AJeH OT KBamubunupano auue no 3JITXM na
€JICKTPOHEH HOCHTEN HIM [0 €NEeKTPOHEH IIBT HA CIEKTPOHHATAa IIOINA, MOCOYEHA KATO ajpec 3a
KOPECIIOHACHIMSA, TPHAPYAEH C IPEeBOA Ha OBRrapcky e3uK OT (MpMa, CKIIOYMIA JOTOBOpP C
MuuucTepcTBO Ha BRHINHHUTE PabOoTH 32 M3BhPUIBAHE Ha OQHIHANUHA [IPEBOIH.

VIIIL 3SAABJIKEHWS HA JIEYEBHOTO 3ABEAEHUE - BB3JTOXHUTEJ

Yu. 8. JEUEBHOTO 3ABEJIEHHE - Bb3JIOXKWUTEJI ce 3anbikasa;

1. Jla npueMe NOCTaBEHUTE B CPOK M HA MACTO CTOKH, CHOTBETCTBAIIH 110 BHA, KOJIHYECTBO U KAYECTBO
Ha OIIHCaHOTO B HACTOAH{UA JIOI"OBOp.

2, Jla 3annaTv JOCTaBEHHTE CTOKY 110 peia Ha 9L 3 OT HACTOALMS IOTOBOD.

3. Cnen npuxIIroYBaHe H3MBIHEHWETO HA JIOTOBOPA Ja OCBOOO/M IapaHmyATa 3a M3IBIHEHHE, Oe3 1a
ABIDKH JTMXBU 32 CPOKA, IPe3 KOMTO Cpe/ICTBATa 3aKOHHO €A IIPECTOANH Y HETO,

IX. IPHEMAHE A I[IPEJABAHE HA CTOKHTE

Ya. 9. (1) [IpuemaHeTO Ha CTOKUTE C¢ HIBHPILBA HA MACTOTO Ha JIOCTARAHE IIOCOYEHO B WL 5, ai. 1.
(2) U3NBJHUTEJAT wnu ynmsaHOMONIEH OT HEr0 MpeACTasdTe]l H NPEACTABUTEN HA
JIEHEBHOTO 3ABEJEHHME - BDb3JIOXKHTEJ noanucear mpHEeMaTEIHO-TIPSAABATEIEH
IIPOTOKOJI, YAOCTOBEPABALL [TOY4aBaHETO HA CTOKHTE,

X. KAYHECTBO, TAPAHIVMH U CPOK HA TOJAHOCT

. 10. (1) Croxure, IpeAMET Ha HACTOAIINS IOTOBOP, CIEABA Ja OTIOBAPAT HA H3HUCKBABMATA HA WI.
7,an, 4us.
(2) KoM piarata Ha QOCTAaBKaTa, OCTATHYHMAT CPOK HA TONHOCT Ha JICKAPCTBEHWTE MIPOIYKTH, CIIE/IBA
na 6se ve no—Mansk or 40 % /fueTHpumecer Ha cTo/ OT 00BEHMS OT IPOU3BOIATENIA.
(3) B cayuaii Ha Ji6CTaBKA HA JIEKAPCTBEHHA NPOYKT € 10 — KPAaThK OT TOTOBOPEHHS CPOK Ha FORHOCT,
IBIDKHMATA HEYCTOIKA Jla Ob/ie MpoMeHeHa, KaKTo Cle/Ba:

oT 39,99% no 30% - 3 % BBpXy CTOHHOCTTZ HA JOCTABKATA;

ot 29,99% no 20% - 5 % BBpxy cTOHHOCTTA HA JOCTABKATA,

ot 19,99% no 10% - 7 % BBpXY CTOHHOCTTA HA JOCTABKATA,

noz 10% - 10 % Bwpxy croifHOCTTa Ha loCTABKATA.
(4) OcTaThuHMAT CPOK Ha TOJHOCT Ha Gmompoaykr /Guonogoben NpoaykT, crienpa ga OLMe He Ho—
ManeK oT 20 % /aBagecer Ha c1o/ 0T 0OABEHHs OT MPOU3BO/IMTENS KBM JATATA HA BCAKA JOCTABKA.
(5) B ciy4aii na aocraska Ha OMonpomyKT/OHonof06eH NPOAYKT ¢ 110 — KPATHK OT JIOTOROPEHMA CPOK
Ha TOIHOCT, ABIKIMAaTa HEYCTOHKA € KaKTO cluejsa;

ot 19,99% no 10% - 2 % BBpXy CTOHHOCTTA Ha JOCTABKATA,

ot 9,99% 10 5 % - 4 % BBLpXY CTOMHOCTTA HA JOCTABKATA;

nog 5% - 6 % BBpXy CTOHHOCTTA Ha AOCTARKATA.
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(6) JEYEBHOTO 3ABEJEHUE - BB3JIOKHUTEJ mMoxe [1a OTKaxe NPHEMAHETO HA CTOKHTE,
aKO B JIEHS HAa TAXHOTO IIPHCTHTAaHE MNM IPHEMAaHE OCTATHYHUSA CPOK HA TOJHOCT € 10 — MaibK OT
onpeaenerus B ui. 10, an. 2. u an. 4 MHHUMAallEH CPOK HA FOAHOCT.
(7) HocraBkata Ha nekapcTREH IPOAYKT € OCTaTBYCH CPOK HA TFOAHOCT Mo-mManek oT 10 Ha cTO oT
06ABEHHN OT MPOM3BOIUTENA U Ha Oronpoaykr/6HonoJo6eH NPOIYKT ¢ OCTATBYEH CPOK HA TOAHOCT
HO-MallbK OT 5 Ha CTO OT 00ABEHMA OT NMPOMZBOIUTCIA CC U3BHPIUBA CAMO C MHUCMEHO CHIVIACHE Ha
JEYEBHOTO 3ABEJAEHHE - BBH3JIOXKHTEJ 32 KOHKPETHO KOMMYECTRO, OINPEAEIEHO OT HEro.
bes mapuuno nucmeno cernacue Ha JJEUEBHOTO 3ABEJAEHUE - BB3JOKHTEI croxute
HAMa Ja ObJaT 3annanany.
(8) HckaHeto 3a mucMeHO CBIMIacHe, B clydaute Ha al. 7, cuegsa Aa nocrenx B JJEHERHOTO
JABEAEHME - BB3JIOKHMTEJ B cpox no 1 (equH) paboTen AeH OT moay4Yasade #a 3as1BKATa.
(9) B cy4yante ma Cheiiny JOCTaBKH [TOCOYEHHUTE B a1, 3 ¥ am. 5 HeycTOHKM HE ce HpHIarar.

XI1. OTIrOBOPHOCT 3A HETOUYHO U3NBJIHEHHUE. PEKJAMAIIAH

Ya. 11. (1) JEYEFHOTO 3ABEXEHHE - Bbh3JIOKHUTEJ Moxe aa npemssisa pekaaMariyy
npen U3ITHJAHMTEIIA 3a:

a) KOJIMYECTBO M HEKOMILIEKTHOCT HA CTOKHTE MIIM TEXHHYECKATA JOKYMEHTANNA (1BHH HEMOCTATBIM);
0) xayecTBO (CKPHTH HEOCTATHIN):

- [IPY JOCTaBHE HAa CTOKH HE OT JIOTOBOPEHHS BH/I, MOCOYEH B L. 1;

- Ip¥ KOHCTaTHpaHe Ha AedekTH NpH yIoTpeda Ha CTOKHTE.

(2) Pexnamanuy 3a ABHH HeJOCTaTbuy Ha croknre ce npaear or JIEYEBHOTO 3ABEJEHHE -
B'Bb3JIOKHUTEJ], B MoMeHTa Ha HpEAaBaHETO MM, 3@ KOCTO C€ ChCTaBi NHPOTOKOI, MOJINMCAH B OT
JIBETE CTPaHH,

(3) Pexinamanmu 3a CKpUTH HeJOCTATBIM CE TIPABAT MPeE3 ICIHA CPOX HA FOAHOCT Ha JIOCTABEHHTE
CTOKH, K4TO PEKNaMAnuATa C€ NMPHAPYXKABA 3aJbIKHTCIHO OT KOHCTATHBEH NPOTOKOJ, H3JaAcH OT
WsnbiiHUTENHATA arcHIKs 33 JIEKapCTRATA.

(4) JIEYEBHOTO 3ABEAEHME - BB3JIOXHUTEN e mrexkHo A2 YBEJIOMH HHCMEHO
M3ITBJIHUTEJIA 3a yeranosenure AedekTd B 5 (11€T) THEBEH CPOK OT KOHCTATHPAHETO HM.

{(5) B pexnamaunure ce nocodsa HOMEPHT HA JI0TOBOPA, TOUHOTO KOJIHYECTBO HA HOIYYEHHTE CTOKH C
TEXHHsl NMAPTHACH HOMEP, OCHOBAHHETO 3a PCKIaMAalys U KOHKpeTHoTo MckaHe Ha JIEUEBHOTO
JABEJEHUE - Bb3JIOKHUTEJL

(6) B 5 (mer) nHeBeH cpoK OT Iony4aBaHe Ha periamaumara, USIMBJIHHUTEJAT cicnsa aa
orropopr Ha JIEMEBHOTO 3ABEJAEHHE - BB3JIOXKHUTEJ nucMeHO M KOHKDETHO Aalu
IIPHEMA PEKJIAMALMATA HIH A OTXBEPIIAL.

(7) llpu pexnamanus 3a asHU Hepocrarsy U3ITBJIHUTEJIAT e jurexen B ¢pok oT 2 paboTaH gHH
OT NOJY4Y4BdaHE Ha pexnaMaluara 3a CBOA CMETKa M PHCK Ja JOCTaBH Ha MACTOTO HA JOCTaBsHE
KOMMYECTROTO JIKTICBAIH B JOCTABKATA / HEKOMILIEKTHH JOTOBOPEHH CTOKH.

(8) Ilpn pexnamauus 3a cKkpuTH HefoctaThiy, B caydail e HIIMNBJIHHTEJIAT e upuen
pEKNIaMALIMATA, CBIUMAT € JABKeH B 10 (OeceT) AHEBeH CPOK OT IOAYYaBAHETO H Ha 3aMcHH
JOCTaBEHUTE HENOTOBOPEHH 10 BUJ / Ae(EKTHH CTOKH 32 CBOS CMETKA M PHCK MM 110 TIPELeHKa Ha
JEYHEBHOTO 3ABEJIEHHE - Bh3JIOXHTEJ na BbpHe ChOTBETHATa YacT OT 3aluiaTeHara
[ela, BEOHO ¢ TLIDKUMHATE JIMXBA.

(9) U360ppT HA NOCOYEHHUTE NO-TOPE BE3MOXHOCTH /I C€ BEPHE CLOTBETHATA YACT OT MIATEHOTO WIH
Ja ce mocTaBAT HOBH cTokM npuHamiexku Ha JJEYEBHOTO SABEJAEHUE — Bh3JIOXHUTEJ u ce
YIpaxHABA OT Hero noj gopMara Ha nmucMeno ysegomnenne 1o H3IMMBJHUTEIIS, kato pasxoaure
M PHCKOBETE 10 HOBOTO ROCTaBAHE ca 3a cMeTka Ha H3IThJIHUTEJIA,

(10) Crokure, npeamer Ha pewnaMauus ce cbxpaussatr ot JIEYEBHOTO 3ABEJEHHE -
BB3JIOKHUTEJ no ypexane Ha peKIIaMAlHHTE.

XIlI. OTTOBOPHOCT NP HEU3III'BJIHEHUE

Y. 12. (1) 3a HeM3TEIHEHHE HA 3aBIDKEHUATA CH 110 HACTOALIHA TOTOBOP ¢ M3KIIOYEHHE HA TE3U 1O
yr 10, an. 2 u an. 4, H3IBJIHATEJIAT aemxm Beycrolixa B pasmep #Ha 0.5 % Ha JeH BBPXY
CTOMHOCTTA Ha KOHKPETHATa 3afBK4, HO He noBede oT 10 % (meceT mpouenTa) OT CTOMHOCTTa Ha
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KOHKpETHATa 3aiABKAa, KaKTo W 00e3IeTeHME 3a IPeTbPICHUTE ASHCTBUTEIHH BPEOH B CIYYAHTE,
KOraTo T¢ HAIXBEPIAT JOI'OBOPEHAaTa HeycTolika, B cinyuaure mo wn. 4, aun. 3, mocodeHara B
NPEAXOAHOTO M3pEdeHHe HeyCToHKa B pasMep Ha 0.5 % ce HauuCIsIBa 32 BCEKH Yac NPOCPOTHE, HO HE
noseye oT 10 % (meceT npolleHTa) OT CTOHHOCTTZ HA KOHKPETHATA 3afBKa, KaKkTo u obe3merenne 3a
[PETHPICHUTE AEHCTBUTEHH BPEAH B CIyYanTe, KOTATO T€ HAOXBLIIAT JOrOBOPEHATA HEYCTOHKA.

(2) Korato npu wanmume Ha perxnamanud, ASHBJIHHUTEIAT ne #3UBIHA 3aIbIKCHUATA CH IIO
pazgen XI oT nHacrosius IOroBop B cpoK, chIMAT abwk¥ Ha JIEUMEBHOTO 3ABEJEHMUE-
BBb3JOXKHTEJ neycroiika B pasMep Ha 2 % oOT LeHara Ha CTOKHTE, 33 KOHTO Ca HANPaBeHH
peKIaMalHHTe.

(3) JEYEBHOTO 3ABEJEHHME - BB3JOXMTEJI ynosnerropasa NMpeTeHHMHTE CH OTHOCHO
HeM3NBIHEHHETO Ha JOrOBOPa, KAaKTO M 34 3allalllaHe Ha HEYCTOHKHTE OT CTpaHa Ha
N3ITBJIHUTEJIA kato 3aabpxa rapadizaTa 3a H3NbAHeHue no 9. 7, an. 3, 6ykea “6” o1 gorosopa,
KaTO MpeANpUeMa JAEHCTBHSA 33 HCHHOTO ycBosgaHe. B cmywal, ye CTOHHOCTTAa Ha TrapaHuuara 3a
usnbadenue ne noxpupba BeMukM Abxkumu oT W3IIBJHUTEISA ueycroiiku, JIEMEFHOTO
3JABEJJEHUE - Bb3JIOKHUTEJ npuxsama Ab/DKMMHTE CYMM OT HAcPEIIHM IUIAIAHUA KbM
N3INBJIHUTEJA.

{(4) Ilpy Tpu neTH BHHOBHA 3a6aBa Ha U3IIBJIHUTEJISA, npogsiokuia ¢ Nogeye OT IOJIOBHHATA OT
CpOKa 38 H3NLJIHCHHC HA CLOTBETHOTO 3aJbIDKEHHE, B paMKHTe Ha TpH Meceua JJEUEBHOTO
3ABEJAEHHE - BB3JTOXHTEJ uma npaBo Ja mpekpard A0T0BOPa €NHOCTPaHHO ¢ 15-ZHEBHO
npean3BeCTHE.

(5) JEYUEBHOTO 3ABEJEHHE - Bb3JIOKUTEJ rimMa npaBo jia OPEKPATH eAHOCTPAHHO M Oe3
IIPEAUIBECTUE HACTOANIMA JOTOBOP B ClTy4ail HA CHCTEMHO HETOHHO H3MBIHCHHE HA 3a0LIDKCHMATA OT
H3NBJIHUATEIA n npepssenn nosede OT TP peKknaMaliHyl B pPaMKWTE HA TPH Mecelia OT
JIEYEBHOTO 3ABEJFHHE - Bb3JIOXKHUTEJ 1o peaa va raaea XI.

(6) B ciyuaii, 1e mo otxomenue ua H3ITBJIHUTEISA nactsuar obcrogrencrsara no 4. 54, an. 1,
¥ wi 55, an. 1 ot 3akoma 3a obmectBenute nopsuku, JIEUEBHOTO 3ABEJIEHUE-
Bb3JIOKUTEJl nMa mpaBo Ja UPEKpaTH eJHOCTPAHHO HACTOMIIMA JIOTOBOP, 6e3 NMCMEHO
[peiM3BeCcTHE K 0e3 a IBIDKH HEYCTOMKH,

X111, ®OPCMAKOPHHU OBCTOSITEJICTBA

Y. 13 (1) Crpanute Mo HacTOMMA JOTOBOP He ABLIKAT 00e3IeTeHUE 32 IOHECEHK Bpen M 3arylm,
aKO NOCJIEAHUTE Ca IIPUYUHEHH B Pe3yNTAT Ha HEIPEOJOIMMA CHla,

(2) Axo cTpaHaTa, KOATO € CIEABANO Ja U3IIBIHH CBOE 3aBIKEHHE [0 JOrOB0Opa € Ouia B 3abapa, T4
HE MO3Ke 12 ce [I030BaBa Ha HEMPeo 0IMMa CHla.

(3) “Henpeonomma cuia” 1o CMHUCHIA HAa TO3H JIOTOBOP € HEMPEeJBUACHO H/MIIH HENPEIOTBPATHMO
CHOMTHE OT H3BBHPE/CH XapaKTep, BE3HUKHANO Clie){ CKITIOYBAHETO HA AOr0BOPa,

(4) CrpanaTa, 3acerHata OT HEHNpEOZONMMA CHIA, € ANBXKHA Ja NpeanpueMe BCHYKH JASHCTBHA C
TpuKaTa Ha N0OLP CTONAHMH, 3a A3 HAMAIM A0 MUHHMYM [IOHECEHHTE BPEOH U 3arybH, K4KTO M Ja
yBEOOMH ITHCMEHO ApyraTa ¢TpaHa B 7-JHEBEH CPOK OT HACTHIIBAHETO Ha HeTlpeoiofmmara cuaa, fpu
HEYBEJIOMABAHE B IIOCOYEHHA B IPEIXOZHOTO H3peHeHHE CPOK ce OBDKM 00c3uleTeHHe 3a
HACTBIIMIMTE OT TOBa BpeAd. HenpeojgomuMaTra CHIa ce JOKa3Ba OT 3acerHaTaTa CTpaHa Cue
cepTuuxar 3a GopcMaxkop, M3aNEH 10 CLOTBCTHHA Pl OT KOMIIETEHTHUS OpPrag B ALPIKABara, B
KOATO €a HACTBIIMIM QOPCMAKOPHUTE 0OCTOATEINCTRA.

(5) HoxaTo Tpae HempeoJoaMMaTa CHIA, M3IBLIHCHHETO HA 3aIBIDKCHHATA W CBBP3AHHTE C TAX
HaCpEIHH 32Jb/DKEHAA Ce CIIHpa.

(6) He npexacrasmasa “menpeosiomuma cHila” CHOMTHE, NPUYHHEHO 1O HEOPEXKHOCT HIM 9pes
YMHILUIEHO JCHCTBHE Ha HAKOA OT CTPAHMTE WIH TEXHH TPEICTABHTENM H/HIH CIVKHTENH, KAKTO M
Hejoctura Ha uapuwdnM cpeacrsa Ha HU3ITBJIHMTEJA n JJEUEBHOTO 3ABEJAEHHE -
Bb3T0XKHUTEJL
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XIV. CIIOPOBE

Y.1.14. (1) BrsHMKHAIHTE Pe3 BPEMETPACHETO Ha JIOrOBOPA CIIOPORE H PASHOTIACHS MEXY CTPAHUTE
Ce pemarar 4pe3 nperosopu mexay Tax. IHocturnatute morosopenocTn ce oopMsaT B MHCMEHA
(hopma ¥ ce IPeBPBILAT B Hepa3jlenHa JacT 0T JOroBopa.

(2) B cnyvai Ha HeOCTHTaHE HA JOTOBOPEHOCT IO NIPSAXOOHUS WICH, BCHYKH CIIOPOBE, MOPOJIEHH OT
TO3HM JOTOBOP MIIM OTHACALIM CE 0 HEro, BKIIFOYHTETHO CHIOPOBETE, HOPOJEHH OT MIIH OTHACAIIH CC H0
HEroBOTO ThIKYBaHE, HEACHCTBUTEINHOCT, HEM3ITEIHEHHE UITH TIpeKpaTaBaHe we ObAaT paspeiasany
cnopeq OBIATapCKUTe MaTEPUAIHA M NPOIIECYATHN 38KOHH OT KOMIICTEHTHHSA ChA no peia Ha I'TIK.

XV. CBOBHIEHA
Y. 15, (1) Benyxm choOmenHs Mexly CTPAaHHTe, CBBP3AHH ¢ H3MBIHCHUETO HA TO3M JOTrOBOP ¢4
BAJIMJIHK, 2KO Cd HAIIPAaBEHH B NMCMEHRA GOpMa H Ca IIOAIMCAHA OT YIBIHOMOINEHHTE IPEACTABHTENH
Ha H3NBJHUTEJRA nnr JEYEBPHOTO 3ABEJEHHE - BH3JIOKHTEJL
(2) 3a jmara Ha cLOOIIEHMETO ce cMATa:

v JaTara Ha MPeAaBaHeTo — [P PRYHO HpelaBaHe Ha ChODILIEHHETO,
v JaTaTa Ha DOMICHCKOTO KreiiMo Ha o6paTHaTa pasIlicKa — IPY W3IPAILAHE 110 MOMIATa;
v JATaTa Ha IPHEeMAaHEeTo — NPH H3Ipamate no Gaxc HiM e-mail.

(3) 3a BaymMmHH afpecH 3a IpHEMaHe Ha CHOOHICHHMS H OAHKOBH CMETKH, CBBDP3aHH C HACTOAIUT
LOTOBOP CE CMATAT:

3A IBHBJIHHATEJIA: 3A JEYEBHOTO 3ABEJIEHNE-
BB3JIOAKHUTEJL:

»POIU BLJITAPHA” EOO/, rp. Codus, n.k. 1618,

kB. ,MaHacTHpckd nuBagu — 3amag’, yi. ,.bsio

none” No 16; Ten. 02/8184444; daxc 02/8591199;

email: Bulgaria.orders@roche.com

bankora cmetka: bBauka: YHEKpeaur Bynbank AJ]

IBAN: BG62UNCR96600100ROCHEBG;

BIC: UNCRBGSF

rp. Crapa 3aropa
ya. ,.a-p Togop Crosuosua™ Nel5

(4) Tlpn npoMsHa HA HOCOYEHHA M0 AJl. 3 aApec WM GAHKOBA CMETKA ChOTBETHATA CTpaHa € JThAHA
J1a YBEAOMH JIpYTaTa B TPUAHEBEH CPOK OT HPOMSAHATA,

XVL APYI'RR YCIIOBHUA

Yn. 16. (1) Ilpasata u 3agpKEHMATA HO HACTOSIIMA JOTOBOP HE MOTAT JAa Ce NPEXBHPILAT
€JHOCTPaHHO Ha TPETH JHHA ¥ MMOJoOHHM aKkTOBe He IOPAXKAAT IPaBHO JelicTBUe Ge3 MUCMEHOTO
ChIIACHE HA APYraTa CTpaHa, OCBEH B cliydauTe Ha obe3znmevapaHe (rapalrupane) Ha 3aJbDKEHHSI 10
OaHKOBY KpEAHTH,
(2) 3a ueypenenmTe BEIPOCH B HACTOAINMA FOPOBOP CE NpHIara JCHCTBAIIOTO GHIrapcko
3aKOHOJIATEJICTBO.

XVIL MOMM3ITBJITHHTEM
(anbTODJClIMO CamMo g CAVHAUME, 8 KOUmMo M36PHHHH 3 UIRNBJARUMEN YUHACMHUK € ROCOYHUT, Ye e
noaAzed nodusnbﬂﬁumeﬂu, npu CRAOYsdHE HA PAMKOE8OMO CnOpﬂ?)fM&’HME)

Y. 17. (1) HOAUIITBJIHUTENHNTE Tpatea fa 0TroBapiAT Ha CHOTBETHHTE KPUTEPHH 3a MOAGOD

CLOﬁpBEHO BHAa 1 O€a OT IOPBYKATA, KoiiTo 1me H3IOBIHABAT, M 3a TAX Ja HC Ca HaJKIE OCHOBAHUA 3a
OTCTpAaHABAHE OT IIpOLCaYypaTa.
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(2) JEYEBHOTO 3ABEJEHHUE — BB3JIOXKUTEJI usuckea 3amana na MOAU3IMTBJIHATE,
KOWTO HE OTroBaps Ha YCIOBUATA MO ai. |.

(3) Korato yactra or nopsuxara, xosaro ce u3nbiaHasa or IMOJUIBJIHMUTEI, moxe na O6bae
npeganena xkato otaeneH obexr Ha M3IMBJHUTEISA wmm na JEYEBHOTO 3ABEJIEHME -
BB3JIOXKUTEJI, nociennus 3aruialia Bp3Harpaxenue 3a tasu 4act Ha O3 bJIHUTEJISA.
(4) Pasnnamanmara nmo am. 3 ce OCBHIISCTBABAT BH3 OCHOBA HA HCKaHe, OTMPABEHO OT
NOAUBITBJIHUTEA g0 JIEYEBHOTO 3ABEJEHME - BB3JIOXKHTE] upes
VITbJIHUTEJIS, xoiiTo e JubXeH Ja To MpeJOCTaBH Ha BB3NOXKUTENsI B |5-JHEBEH CpOK OT
MOJY4aBaHETO MY.

(5) KM uckanero no an. 3 ASIIBJIHUTEJSAT npenocraBs cTaHOBHUILE, OT KOETO J1a € BUAHO JalH
OCIOPBA IUAIAHUATA WK YacCT OT TAX KATO HEIBJDKHMHU.

(6) JEYHEBHOTO 3ABEJEHME - BB3JTOKUTEJ uma npaBo Ja oTKake IUIAlaHe 110 ail. 3,
KOI'aTO MCKAHETO 34 IUIALAaHE € OCMOPEHO, 10 MOMEHTa Ha OTCTPAHABAHE HA IPUYMHATA 33 OTKA3A.

(7) HesaBucumo ot msnomsBanero Ha ITOJUSITBJIHUTEJIA otroBopHOCTTa 3a M3NLIHEHME HA
norosopa ¢ Ha I3ITHhJIHATEJIA.

XVIIL SAKJIIOYUTEJIHU PABIIOPEABH

Ya. 18. (1) IIpu cbeTaBAHETO HA HACTOALIMSA JOTOBOP CE IMPEICTABUXA CIIEHUTE JOKYMEHTH:

v Hoxymentn no 4. 112 ot 3011,

4 Hexnapaiius mo wi. 55, an. 6 ot 3JIIIXM (koraro e npuiIoKIMO);

v I'apanius 3a U3MIBIIHEHUE;

v Texunuecko u LigHOBO MpeIoAKeHHe, Hepa3/eliHa YacT OT AOT0BOpa;

4 Hexnapauuu no 3MHAIL

(2) HacrosiuuaT JOroBOpP C€ ChCTABH B TPH €THOOOPAa3HH €K3EMILLAPA HA OBIrapcku e3uK — edH 3a
M3IBJIHUTEJISA u aga 3a JEYEFHOTO 3ABEJAEHUE - Bb3JIOXKHUTEJL.

JIEYEBHO 3ABE,I[EH? - BB3J10KUTEJI: M3IBJIHUTEJ:

[

3anuueno na ociosanue
Peznamenm (EC)
2016 /679

»KOII-Crapa 3aro 60@
Kou

Crapa 3aropa

3anuueno na ocnosanue
Peznamenm (EC)
2016 /679

F

» PO BBJITAPHS“ EOOJ

EBI'EHHAMA HUKOJIOB - YIIPA RUTT “’7// /

3anuueno na ocvosanue
Peznamenm (EC)

»POLI BBJITAPHS“ EOO/ 2016 /679
POMEO MHMJIKOB - \'I}P{'OBC&H
IbJIHOMOIIHHUK

Vpaeuren:
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