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e JIOTOBOP

3A JJOCTABKA HA JIEKAPCTBEHH NPOJAYKTH

Huec, 0! \@OD' ...... Z(Ig‘p r., B rp. Codus, Mexy:

,» YHHBEPCHTETCKA CICUHATM3NPAHA G0JTHHUIA 32 AKTHBHO JICHEHHE 110 ouxosiorua” EAJl, c¢nc
cepanuue B rp. Codus U aapec Ha ypaieHue paiod CTyASHTCKH, IL. K. 1756, yn.”TInoBaMBCKO TIoNE”
Ne6, EWK 000662776, npeacraBnssado oT A-p Credan KoHCTAHTHHOB — HU3nbiaHUTENEH AUPEKTOD,
Hapu4aHo 1o-xoiy 3a kparkoct ,,JJEYEBHO 3ABEJIEHME — BB3JTOXKHUTEJL” ot enHa crpaHa

n

,,POLI BhJATAPUA" EQO/, c¢he ceranyiue H aapec Ha yNpasIeHUC TIP. Codus, mk.1618, x.x
"MaHacTRpckM NHBaaM - 3anax’, yia. "bano none" Nel6, EHK 131279951, npeacraBnsBaHo oT
npeacrasnasano ot Esrennit Huxonaes Hukonoe — Ympasuten Pomeo {unkoe —
THProOBCKM MbIHOMOUEHK na ,Pom Benrapus” EOOI, yIBIHOMONICH « wowiii w0 perNo
1045/13.05.2019 T. Ha noTapuyc B paiton PC Codu per, Ne 207 na Horapuannata kamapa, HapuyaHo
mo-gony 3a kpatkocT ,, A3ITBJHUTEJL” oT apyra cTpana,

ua ocHoBaHyue wi. 112 oT 3akoua 3a obmecrsenure nopbyku (30I1), BLE BpB3Ka C TPOBEACH BBTPEIICH
KOHKYpeHTeH H36op/iombaneHa odepra o PamMKOBO CIOPa3yMEHHE Ne PJ1-11-277/24.06.2020r.” 3a
cpok oT 12 mecena u ¢ Pewenne Ne 3-204/10.11.2020 r. ce CKIIOUH HACTOALLNA L0rOBOP 34 CIIEHOTO:

I. IPEAMET M CPOK HA JJOI'OBOPA

Yn, 1 (1) JEYEBHO 3ABEJEHHE - BB3JIOJKUTE. sranara, a M3IMBJIHUTEJAT ce
3aXBJDKABA J]a H3BBLPIIH JIOCTABKA Ha CIIeJHUTE JICKAPCTBEHH TIPOAYKTH:

Ob6ocobena mosunua Ne 2

AHaTOMO- MeskayHapoIHo Haumun Ha | Msipka Konu4ecTso mg
TepameBTHYEH KO | HEMATEHTHO NpnJoKeHne /mg, tabl,,

/ATC-ron/ HaumenosaHue /INN/ ml. u ap./

LO1XE1S Vemurafenib film-coated tablets 240 mg 5096256
LO1XE36 Alectinib Capsule, hard 150 mg 672000
LO1XX43 Vismodegib capsules, hard 150 mg 66000

(2) JloroBophT BiM3a B CHIa OT JaTaTa Ha MOJNHCBAHCTO My OT ABETE CTPaHA M € CBC CpoK IO

I., HO He no-KhcHo ot 31.12,2021 r.

I1. HEHA U OBLIA CTONHOCT HA JJOCTABKHUTE 10 JTIOTOBOPA

Ya. 2. (1) lenara Ha crokure Mo Wil ¢ CHraacHO LEHOBO MPELTMKEHUC Ha M3IBJIHUTEJIA,

Hepas3jeaHa 4acT OT AOroBopa.




(2) Lienata BKiro4Ba CTOMHOCTTA HA CTOKATA, OMAKOBKA, 3aCTpaxoBka M tpaucnopt o JJEHEBEHOTO
3ABEJEHUE — Bb3JIOKHUTEJ] npu MHHHMATEH CPOK Ha 'OAHOCT HE NO-KpaTek oT 40 % ot
00ABEHHS OT IPOH3BOIHTENA 33 JICKAPCTBCHUTE HPOAYKTH WIH He No-KpaThk oT 20 % o1 00sBeHHs OT
TPOU3BOANTENA 3a OHONpOayKTHTE HIIK OHononobHUTE NpoAYKTH. MUHHMATHHAT CPOK Ha FOIHOCT CE
OnpeneNs KbM JaTaTa Ha BCAKa JOCTaBKa Ha JICKAPCTBEH HPOIYKT.

(3) O61ara croiHOCT HA JOCTABKHUTE N0 10roBopa € 70 1 166 577.54 (eann MHIMOH CTO WIECTAECET H
IHECT XMJIAIH NEeTCTOTHH ceJleMAeceT U celeM JB H 54 ¢r) eBa e3 kawden JJIC v no 1 399 863.04
(eIMH MHNHOH TPHCTA IEBETAECET M JIEBET XHIAAH OCEMCTOTHH AEBETAECET H TPH JIB. H 4 CT.) J1eBa C
prnoged JJC.

(4) Uenara no goroeopa ¢ $HKCHpaHa, He NOMIEKH HA MPOMSHA 33 CPOKA Ha JIeficTBHE HAa JOrOBOpA,
ocseH B cnydante Ha 116 ot 3011

(5) B cayuaii, 4e npe3 BpeMeTO Ha JeMCTBHE HA CHOTBETHUSA [OIOBOP CTOHHOCTTA, KOATO CIIEABaA Ja Ce
3amniama ¢ myOIHYHU CPeJCTRBa HA NEKAPCTBEHH NMPOAYKTH OT ITO3HTHBHUA EKapCTBEH CIIMCBK CTAHE
HO-HUCKA OT JJOrOBOpeHaTa, 1e4ebHOTO 3aBeJeHHUE — BB3JIOKHUTE! (e3yCI0BHO 3aIUIalla JICKApCTBCHUTE
IPOJYKTH Ha IO-HHCKATa CTOHHOCT, CUMTAHO OT:

- jarara Ha BIH3aHe B CHJIA HA PEIICHAETO HAa HauMoHATHHS CBBET MO HEHH M peuMOypcHpaHe
Ha nekapcTeeHuTe nponyktu ( HCIIPIIID);

- JaraTta Ha akTyanusanusra Ha [To3uTHBHHA NEKapCeTBEH CMUCHK MO pefa Ha 4n. 57, an. 1 or
HapenbaTta 3a ycimoBMaTa, NpaBHNaTa M pelda 3a peryldpaHe M pEeruUCTpHpaHE Ha LEHHWTE Ha
nekapcteenute npoayktd (HYTIPPPUJIIT) 3a nexkapcrBeHuTe [POAYKTH ¢ HaMaleHa CTOHHOCT 3a
OIMAKOBKA, H34HCIIeHa Ha Daza pedepeHTHA CTOHHOCT.

B cayuauTe o NpeaxoIHOTO H3peUueHue, CTOHHOCTTA Ce ONpeleld KbM MOMEHTA HA JOCTAaBKaTa
(moamMcBaHe Ha TIPHEMO-TIPEIABATENIEH TPOTOKOM),

II1. YCJIOBHUA 1 HAYHH HA II'TAIITAHE

Ya. 3 (1) Ilnawanero 110 HaCTOsIIME JOTOBOpP C€ OCBHIIECTBABA upe3 OAHKOB MpPeBOA OT CTpaHa Ha
JEYEBHO 3ABEJEHUE — BB3ITTOXKHNTEJ no nmocodvenata B 4n. 15, an. 3 OaHkoRa CMeTKa Ha
N3INBJIHUTEJIS.
(2} 3annamadeTo Ha CTOKMTE 10 AOTOBOpa Ce H3BBPIIBA OTIOKEHO B cpok a0 60 /mectaecetus/ JeH,
Cllefl pe/ICTaBAHe HA CETHHTE JOKYMEHTH:

1. JlocraBna dakTypa, ChCTABEHA ChINTACHO H3MckBaHuATa Ha 3JJ1C u I3 1/1C;

2. IlpueMaTenHO-IpeIaBaTeNHU IPOTOKOIH;
(3) B cnyyaii, e mocoyeHHTe B Wi. 3, ajl. 2 JIOKYMEHTH Ca HePeJOBHH HIIM HE Ca KOMIUIEKTOBAaHH,
ceiuTe ce Bpbiuar Ha H3ITbJIHUTEJIA ¢ npueMarenHo — peJaBateneH OpOTOKOI 3a H3NpaBsHe Ha
Hepeanoctute. CpokbT no w3, an. 2. 3anousa ja Te4Ye OT JaTaTa Ha MPEACTABAHCTO HA MOCJICIHUA
M3HCKYEM C€ JOKYMEHT.
(4) Ilpu daxrypupane Ha 3aABeHHTE KOJIMYECTBA JIEKAPCTBEHH NMPOJYKTH, [10 BCAKA OTIE/IHA 3asBKa,
LICHAaTa Ha ONAKOBKA HE ClIeJBAa Ja HaJBHMIIAaBa onpeneneHata B [IO3MTHBHMA JIGKAPCTBEH CIIMCHK-
Ipunoxenne Ne 2, pedepenTHa CTOHHOCT Ha ONAKORKA 3a CHOTBETHHA ICKAPCTBEH NPOAYKT. B ciyyaii
HA M3YMCIABAHE Ha CTOHHOCT MO-BHCOKA OT pediepenTHATa CTOMHOCT HA ONAKOBKA 32 CHOTBETHHA
NCKAPCTBEH IPOAYKT, CTORHOCTTA C& HaMalldBa U 3aIlIallla 40 CTOMHOCTTA Ha OMaKOBKa OIpeleicHa B
ITosuTHBRHHA NekapcTBeH CIHCBK- [Ipunoxenue Ne 2.

IV. CPOK HA JOCTABAHE



Yn. 4 (1) JEYEBHOTO 3ABE/IEHUE — Bb3JIOJKHTEJI 3asBa8a HCOOXOMMHUTE MY KOITHYECTRA
¢ nucmena 3aiska go H3ITBJAHHUTEJIA. 3asexkara ce BpbYBa JIMYHO CpENly [OANHC Ha
U3MMBJHHUTEJA wid yIIbIHOMOILEHO OT HETO JIMIE HIIM ¢¢ H3Mpalia ¢ Mpernophiano MHCMOo ¢
o0paTHa pas3nucka, No akc HNH N0 eNeKTPOHCH ITBT.

{2) Besika oTaenHa A0CTaBKa, crie/iBa j1a Objie 10CTaBeHa B CPOK A0 7 KaJICHAapHH JIHU ClIe/l 10/1y1aBaHe
Ha 3asekata ot JIEUEBHOTO 3ABE/JIEHHUE — BB3JIOKHUTEJI 1 3a xond4yecTBaTa H OIIAKOBKUTE
(chOBpa3HO KOHKPETHHTE JICKAPCTBEHH MPOAYKTH, [I0COUYCHH B TEXHHYECKOTO MPEATOKEHHC Ha
M3MBLIHHTENA), TOYHO ONpeiAciCHH B 3agBkara. B ciyuad, e ce mMpaBH mbpBa JOCTABKA OT Ja/icHA
MAPTH/AA Ha IEKaPCTBEH MPOAYKT, ce npencTaba CepTHQHKaT 3a 0cBoDOK JaBaHe HAa NAPTHIATA, H3/1a1€H
or ksanuduuupano gune mo 3JIIIXM Ha enekTpoHeH HOCHTEN WJIH TIO €NEKTPOHEH BT HA
MEKTPOHHATA TI01LA, TOCOUEHA KAaTO ajpec 3@ KOPECIIOHCHINA, IPHIPYKEH ¢ NPEBOX HA OBJITapCKH
e3MK oT (UpMa, CKIIOYWNa JIOroBop ¢ MMHUCTepCTBO Ha BBHIIHMTE PabOTH 32 M3BBPLIBAHC Ha
odunHanny npesoau. U3bpocHuTe JOKYMEHTH C€ NPEACTABAT B ChOTBETHOTO 3BCHO, OTPE/CNEHO OT
neyebHOTO 3aBeleHRE — BB3A0KUTEL [IpH ClieaBany AOCTABKH Ha JIEKApCTBCHH IIPOJAYKTH OT ChLIATA
MapTHA, CepPTUPHKATET HE CE MPEACTABS.

(3) B cnyuait ma HeobxomumocT or cmemHa jocranka, JIEUEBHOTO JABEJEHHE -
BB3JIOKHNTEJ nocousa M3pu4HO B 3asBKara, 4e € HEOOXOAMMO Ja Obae U3BBPHICHA CMEIIHA
AocTaBKa. B To3M clyuai, JoCcTaBKata ciie/iBa a Ob1e M3BBpIIEHA 10 6 4aca OT MOMy4YaBaHe Ha 3asBKata
M 33 KOJNMYECTBAaTa M ONAKOBKHTE (CHOOpAa3sHO KOHKPETHWTE JICKAPCTBCHH INPONYKTH, IOCOYCHH B
TEeXHHYECKOTO MPEANIOKCHHE Ha HAITBITHUTENA), TOYHO ONPEICACHH B 3adBKaTa.

(4) IBITBJIHUTEJIAT ce 3anbmkasa, B cpok 40 1 paGoTen JIeH, B Cy4auTe 110 al. 2 ¥ B CpoK 10 1
yac, B ClydaumTe Ha an. 3, cned MONydasaHeTO Ha BCAKA 3aiBKa a YBEJOMH IHCMCHO WITH TI0 dbakc
JEUEBHOTO 3ABEJIEHHE — BB3JIOKHUTE/ B cinyqaii 4¢ He MOXe Ia U3BBPIIHM JOCTABKA HIH
R CJTy4ail, ye He MOXKE J1a CTIa3¥ CPOKBT 32 H3BBPILIBAHE HA JOCTABKATA, MPEAMET HA KOHKPETHATA 334BKA.
(5) K1M jaTaTa Ha BCSKA JOCTABKA, OCTATHYHUAT CPOK HA TOAHOCT Ha JIEKAPCTBEHHTE IPOIYKTH, ClIe/Ba
na 6bae He no—Mansk ot 40 % MeTupuaecer na cTo/ ot 06ABeHKA OT IIPOH3BOANTENA.

(6) KEM gataTa Ha BCAKa JIOCTABKZ OCTATBYHHAT CPOK HA TOAHOCT Ha GHOMPOAYKT HMIH ornono00eH
IIPOIYKT, CNeNBa ja ObIe He Mo—Marsk 0T 20 % /nBajeceT Ha CTO/ OT 0OABCHHA OT MPOU3BOAHTEIA.
(7) 3a xonuuecTBa AOCTABEHH W3BBH 3asBKaTta mo un 4, anl, JEYEBHOTO 3ABEJIEHHE -
BB3JOXKHKUTEJI HaMa 3aak/DKEHHE 3a MITALLAHE.

(8) B ciyuaure mo un. 10, an. 7 or A0roBOpa, CPOKET M0 ajl. 2 M 3 3anodea 1a TeHe OT JIaTaTa Ha
nucMmenoto ceracue Ha JEUEBHOTO 3ABEJIEHHUE — Bb3JTOXUTEJL

V. MACTO HA TOCTABAHE

Ya. 5. (1) 3a MACTO Ha DOCTABSHE HA CTOKHTE T10 TO3H AOT'OBOP €€ OMPEAEIA CICIHNS apec: Ip. Codus
1756, yi. ITnosauscko noie Ne 6.

(2) PUCK®BT OT ¢ny4aifHOTO NOTHBAHE HIM MOBPEXK/IAHE HA CTOKHTC IPEMHHABA BBPXY JJEYEBHOTO
3ABEJEHHUE — BB3JIOKHUTEJL o1 MOMCHTa Ha NpHEMAHCTO HM Ha MACTOTO Ha J0CTaBAHC C
NpHEMATENHO-IIPEIARATENEH IPOTOKOJ.

V1. IATA HA JOCTABSIHE HA CTOKHTE



1. 6. 3a naTa Ha JOCTABAHE CE CUMTA JATaTa, Ha KOATO CTOKUTE Ca JJOCTABEHH 0 ajpeca MOCO4EH B 1l
5, an. 1, npu ycnosusTa Ha wi. 9, a. 2.

V1. 3AJBJIKEHUSA HA U3IBJIHUTEJIS

Ysn. 7. H3MNBJIHUTEJAT ce 3annipkaBa:

1. Jla 1OCTaBH CTOKUTE B JOTOBOPEHHA CPOK W Aa TH Npelane Ha JEYEBHOTO 3ABEJEHHE -
Bb3J10XHTEJL

2. Jla npenaje CTOXMTE, MAKETUPAHH M MAPKHPAaHH B CHOTBETHMA BHI, KOJIHYECIBO M KA4eCTBO Ha
MSICTOTO Ha JIOCTaBAHE.

3. [lpx moanMcBaHeTo Ha JOr0BOpa Aa NpelcTaBH:

a) noxymedtu no wi. 112, an. 1 ot 301L

6) rapaHIua 3a H3MBIHEHHE, B €HA OT (POPMHTE, OTIPEIEICHH B 11, 111, an. 5 ot 30I1, cbe cpok Ha
panuarocT 60 AHM Clejl M3THYAHE CPOKA Ha JOrOBOpPa, KOATO ce 0cBOOOKAaBa B CPOK JI0 60 nHu caen
M3MbJIHEHAE Ha Joropopa. B cnydail, 4e BANHAHOCTTA Ha rapaHUMsTa H3THYA NPEAX A0T0BOpa 1A Obae
winbaner, H3AITBJHUTEJAT ce 3agbikaBa Ja YABIDKM CpOKa Ha BATMIAHOCT HA [APaHIMATA €
TOJIKOB2 [JHH, TAKA Y€ FAPaHlMATA Ja MOKPHBA OYAKBAHHS CPOK 32 M3MBJHEHUE HA 10T0BOPA [NIOC 60
anu. TapanuusaTa e B pazMep Ha 3% oT cTOHHOCTTA HA 10T0BOP2 Ge3 JIJIC u Bp31H3a Ha 34 997.33
(TpHAeceT H YeTHPH XMJIAIM A€BETCTOTHH XCBETAECET H CE/1eM JIB. I 33 cT.} nesa.

(4) Ja nocraBs [1eKapcTBEHHM TPOAYKTH, KOWTO OTFOBAapAT Ha M3MCKBAHHATA Ha 3akoHa 3a
JleKapcTBEHHTE TIPOAYKTH B XyMaHHara Meaununa (3JIIXM) — na npurexapaT BATHAHO pa3pelieHHne
3a ynotpeba B cTpaHaTa, w3/iafeHo 1o peaa Ha 3JIIIXM minu Pernament (EOQ) Ne 726/ 2004 r. Ha
Eppotieiickus napnament u Cpeera /w1, 23, an.1 va 3JITIXM/.

(5) Jla nocTaps NeKapCTBEHM MPOAYKTH, KOHTO ca BKmo4uenu B Ilpunoxenue Ne 2 na IlosuTHBHHSA
neKapCcTBEH CIKCHK.

{6) B ciryuaii, e ce npaey mbpBa JOCTAaBKA N0 AaJeHA MaPTH/A HA JICKAPCTBEH MPOAYKT, /14 IPECTaBs
Cepripukar 32 ocBobok/aBaHe Ha MapTHAATa, H3AaJeH OT KBATHQULUKPAHO JIMLE 1O 3JITIXM na
EJEKTPOHEH HOCHMTEN WIH IO €JEKTPOHCH NLT HAa €NeKTPOHHATA TOUIA, MOCOYEHA Karo ajpec 3a
KOPECHOH/ICHIIMs, NPHAPYXKEH C NMPEeBOA Ha OBIrapcKd €3MK OT (HUPMaA, CKMOHMIA J0r0BOp ¢
MUHKCTEPCTBO HA BLHUIHKUTE PaGOTH 32 H3BBPIUBAHE HA OQHUHAIIHH PEBOIH.

VIIL 3AIBJIXKEHUS HA JIEYEBHOTO 3ABEJAEHUE - Bb3JIOXKHUTEJI

Y. 8. JEYEBHOTO 3ABEJEHHUE — BB3JIOXKHUTEJI ce 3anbmxasa:

1. Jla npueme JOCTABEHHUTE B CPOK M HA MACTO CTOKH, CHOTBETCTBALIM 10 BH/I, KOMHYECTBO M KAYECTBO
Ha OTIHCAHOTO B HACTOSILHA JOI0BOP.

2. Jla 3amnaTHi AOCTABEHHTE CTOKHM I10 Pelia Ha 4. 3 0T HACTOANIUA JOTOBOP.

3. Cliel MPUKTIOUBAHE M3MBIHEHHETO HA J0TOBOPa 43 0CBOOO/M rapaHnuMsaTa 3a W3nbaHeHue, 6e3 1a
IBJKM JIMXBH 3a CPOKA, [1pe3 KOHTO cpeAcTBaTa 3aKOHHO Ca IIPECTONAIN Y HEeTO.

IX. IPHEMAHE U IIPEJABAHE HA CTOKHTE

Yn. 9. (1) [IpreMaHeTO Ha CTOKKTE C€ M3BbPIIBA Ha MACTOTO Ha JIOCTARAHE IOCOYEHO B 4. 5, ax. 1.



(2) M3IBJHUTEJAT wunu yOBIHOMOWIER OT HEr0 TPESACTABHTEN W INPEACTABUTEN HA
JEYEBHOTO 3ABEJAEHHUE - BB3JIOXKMUTEJ mnmoamuceaT NpHEMAaTEeIHO-IIPCIABATEIICH
IPOTOKOJI, YAOCTOBEPABALL FIONYyYaBaHETO Ha CTOKHTE.

X. KAYECTBO, TAPAHIIUHA U CPOK HA TOJHOCT

Y. 10. (1) Crokute, npeIMeT Ha HACTOAILUSA JIOTOBOD, CNICABA Jla OTTOBapAT HA H3UCKBAaHMATA HA 1.
7,am.4us.
(2) Kum snaTaTa Ha IOCTaBKaTa, OCTATHLYHHAT CPOK HA MOJHOCT Ha JIEKAPCTBEHUTC MPOLAYKTH, cre/Ba ga
6wnae He no-Manbk oT 40 % /yerupuaeceT Ha cTo/ OT OOABEHUA OT MPOM3BOIUTENS.
(3) B caryyait Ha J10CTaBKa Ha JIeKapCTREHNS MPOAYKT € 10 — KPAaTBK OT JOTOBOPEHHA CPOK Ha TOJIHOCT,
TBIKUMATA HEYCTOMKA 1a ObJIe MPOMEHEHA, KaKTO ClleBa:

ot 39,99% 10 30% - 3 % BBLpPXY CTOMHOCTTA Ha AOCTABKATa;

ot 29,99% 10 20% - 5 % BBPXY CTOHHOCTTA HA JOCTABKATa;

ot 19,99% o 10% - 7 % BBpXY CTOMHOCTTA Ha NOCTaBKaTa;

nox 10% - 10 % BbpXy cTOIHOCTTA HAa AOCTABKATA.

(4) OcTaThUHHUAT CPOK Ha TOAHOCT HAa OHOMPOIYKT /6uononobeH MpoOAyKT, cieaBa na Obae HE Mo—
mansK oT 20 % /npaneceT Ha ¢To/ oT 0OsBeHHMs OT NPOHM3BOAMTEIL KBM JlaTaTa Ha BCAKA IOCTaBKa.

(5) B ciydaii Ha 10cTaBKa Ha GHONPOAYKT/6HONOKOOCH OPOAYKT € MO — KPAaThK OT AOTOBOPCHHA CPOK
Ha FOAHOCT, IBJDKMMATA HEYCTOHKA € KaKTO CleBa:

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

oT 9,99% a0 5 % - 4 % BBEpPXY CTOHHOCTTA Ha JIOCTABKATa;

nox 5% - 6 % BBpPXY CTOHHOCTTA Ha JIOCTABKAaTa.

(6) JEUEGHOTO 3ABEJEHHUE - BH3JIOKHATE/I moxe 1a 0TKaxe NIPUEMAHETO Ha CTOKHTE, aKo
B JGHA HA TAXHOTO MPHCTUIaHE WM IPUEMAHE OCTATBYHHMS CPOK HA FOAHOCT € NO — MalkK OT
onpesnenenns B €. 10, an. 2. 1 an. 4 MMHEM&ICH CPOK HA TOTHOCT.

(7) JlocTapkaTta Ha JeKapcTBEH TNPOIYKT € OCTATHYEH CPOK Ha TOAHOCT NMO-MANbk oT 10 Ha cTo OT
OGABEHMA OT TPOU3BOAUTEIA H Ha GuonpoykT/6nonofoben NpoayKT ¢ OCTAaThYEH CPOK HA TOAHOCT 1O~
MallbK OT 5 Ha CTO OT OOABCHMS OT TIPOM3BOJUTENH CE U3BBPIUIBA CAMO € IIHCMEHO CBITIACHE Ha
JJEUEFHOTO 3ABEJJEHHE — BB3JTOKHUTEJI 3a KOHKPETHO KONUYECTBO, OMPEENIEHO OT HETO.
Be3 mapuuno nrcMeno chriacke Ha JEYUEBHOTO 3ABEJEHHUE — Bb3JIOXKHTE.T crokuTe Hima
na 6bAaT 3aruIatlanH.

(8) MckaHeTo 3a NMMCMEHO CBIIacHe, B CIydauTe Ha ai. 7, cliefBa Ja TOCTBIIH B JEYEEHOTO
3ABEJIJEHHE - BB3JIOKHUTE.L B cpox ao | (exnn) paboTeH [eH OT N0TyIaBaHe Ha 3aiBKAaTa.
(9) B ciry4anTe Ba CNIENIHH JOCTABKH TIOCOUEHHTE B all. 3 W aNl. 5 HEYCTOHKH He ce IpHrarar.

XI. OTTOBOPHOCT 3A HETOUYHO M3I'bJIHEHHE. PEKVIAMALTAA

Y, 11. (1) JEYEBHOTO 3ABEJJEHUE - BB3JIOKHTEJI moxe na npeaapaBa peKlaManii Npei
H3ITBJIHUTEJA za;

) KONHYECTBO H HEKOMILIEKTHOCT Ha CTOKHMTE WM TeXHHYECKATa JOKYMEHTALUs (ABHH HEIOCTATBIH);
0) Ka4eCTBO {CKPUTH HENOCTATHIIN):

- TIPM JIOCTaBSIHE HA CTOKH HE OT JIOFOBOPEHHS BUJ, TOCOUEH B 4. 1;

- IPH KOHCTAaTHpaHe Ha AedeKTH NpH ymoTpeba Ha CTOKHTE.

(2) Pexsamaniun 3a SBHH HEJOCTAaTBIM Ha croxute ce nparar or JIEUEBHOTO 3ABEJEHHUE -
BBH3JOKHUTEJL, 8 MoMeHTa HA IPEIABAHETO MM, 33 KOCTO C€ ChCTaBH IPOTOKO, IOAITHCAH H OT ABETC
CTPaHH.



(3) Pexiamaiiiy 33 CKPUTH HEIOCTATBLM CE [IPABAT NPe3 Leus CPOK Ha FOAHOCT HA JOCTABEHUTE CTOKH,
KarTo peKNaMauMsaTa ce MpHAPYXKasa 3aJb/DKMTENHO OT KOHCTATMBEH IIPOTOKON, H3AaJeH OT
H3mbaHUTENHATa areHlMa 3a JIeKapcTBara.

(49) JEYEBHOTO 3ABEJEHHE - BbB3JIOKHTEJ ¢ qiekHO 1a YBEAOMH MHCMEHO
HN3IIBJIHUTEJISA 32 ycranoBeHuTe JedeKTH B S ([IET) AHEBEH CPOK OT KOHCTATUPAHETO HM.

(5) B pexnaMallMHTe C€ MOCOYBA HOMEPET HA AOrOBOPA, TOYHOTO KOJHYECTBO Ha IIONYUEHHTE CTOKH ¢
TeXHHMS MapTHIEH HOMEP, OCHOBAHHETO 32 PeKIAMALMA U KOHKpeTHOTO uckane Ha JIEHEBHOTO
3ABEJIEHUE — Bb3JIOXKHTEJL

(6) B 5 (11er) aneBeH cpok oT nonyyasane Ha pexnamMannara, M3ITbJIHATEIAT crenpa na oTroBopH
Ha JIEYEBHOTO 3ABEJEHME - BB3JIOXKHUTEJ nucMeHo u KOHKPSTHO JamH [pueMa
pEeKaMalHATa WIH A OTXBBPIA.

(7) TIpu pexnamauns 3a ssuy Hepoctarbid H3IThJIHUTEJIAT ¢ anbxeH B CpoK oT 2 paboTHH OHH
OT MOJY4aBaHE HA PEKIAMAlMATA 34 CBOS CMETKA W PHUCK Aa JOCTaBM HAa MACTOTO HA JOCTABAHE
KOJIMYECTBOTO JIUIICBALHM B JOCTARKATA / HEKOMIUICKTHH JOTOBOPEHH CTOKH.

(8) Ilpu peknamanus 3a CKpUTH Hemoctareud, B caydadl ye M3IBJIHUTEJSAT e npuen
PEKIAMALIMATA, CBIMAT € ATbxeH B 10 (DeceT) AHEBEH CPOK OT NONYUaBAHETO i /1 3AMCHH JI0CTABEHUTE
HE/IOTOBOPEHH 110 BUJ / 1e(PEKTHU CTOKM 32 CBOS CMETKA M PHCK MJIH 110 TIPELIEHKA Ha JIEHEBHOTO
3ABEJAEHHUE -~ BB3JJOXHUTEJ na BbpHe CLOTBETHATA 4acT OT 3aM/aTEHATa UEHA, BEAHO C
IABIKUMUTE TUXBH.

(9) M360pBT HA MOCOYEHUTE MO-TOPE BB3MOXKHOCTH [Ia C€ BbPHE CbOTBETHATA HaCT OT IUIATCHOTO HIIH
11 ce JOCTARAT HOBH cTokU npuHantexd Ha JJEYMEBHOTO 3ABEJIEHME — Bb3JIOKHUTE u ce
YIPaXHsBA OT HEro Moj opMaTa Ha MUCMEHO YBEIOMIICHHE 10 H3NBJHUTEJISA, xaro pasxoaure u
PHCKOBETE 110 HOBOTO AOCTaBsARe ca 3a cMeTka Ha H3ITBJIHUTEJIA.

(10) Croxure, npeaMeT Ha pexnamauus ce cbxpadssar oT JIEHEBHOTO 3ABEJEHHE -
BB3JMOKHUTEJ no ypexaaHe Ha peKnaMalidiTe.

XII. OTITOBOPHOCT IIPH HEH3IITHJIHEHHUE

Y. 12. (1) 3a geusnbAHEHHE HA 3aIBDKSHUATA CH 110 HACTOALLMS JOTOBOP € H3KIIOYECHHE HA TE3M N0
yn 10, an. 2 v an. 4, H3ITBJHUTEJIAT abiku HeycToiixa B pasmep Ha 0.5 % Ha jgeH BbPXY
CTOIMHOCTTAa HA KOHKpETHATa 3aiBKa, HO He moeeue oT 10 % (meceT mpoueHTa) OT CTOHHOCTTA Ha
KOHKPETHATA 3a5BKa, KAKTO 1 06e3LIeTeHUE 33 NPEThPTIEHUTe ACHCTBUTENHH BPEIM B CITy4auTe, KOraTo
Te HaIXBBPIAT AOroBOpEHaTa Heycroiika. B ciywaurte mo un. 4, an. 3, nocoueHata B NpeaXOAHOTO
M3pedenne HeycToika 8 pasMep Ha 0.5 % ce Ha4uCIABa 3@ BCEKHM YaC NPOCPOYNE, HO HE MOBEYE OT 10
% (meceT MpOLEHTa) OT CTONHOCTTA Ha KOHKPETHATA 3aABKa, KaKTO M 00e3IUETEHHE 3a TPEThPIICHATE
NeCTBUTEIHN BPeJ B CIIYYaMTe, KOTaTo T¢ HAAXBbPJIAT JOTOBOPEHATA HEYCTOHKA.

(2) Koraro npu nanuuue Ha pexnaManuy, USITBJIHATENAT He u3nbiHu 3a4B/DKCHHATA CH IO
pasgen X1 oT HacToAwms JOTOBOp B CpoK, chmmaT Abiku Ha JIEUEBHOTO 3ABEJAEHHE-
BB3JOXKHUTEJ neycroiika B pasMep Ha 2 % OT LieHaTa Ha CTOKHTE, 32 KOMTO Ca HalpaBeHH
peKIaMaIlHmTe.

(3) JEMEBHOTO 3ABEJIEHHUE - BB3JIOKHUTEJI y1oBncTBOpsABa MPETEHIMHTE CH OTHOCHO
HEH3NbIHEHKETO Ha AOroBOPA, KAKTO M 3a 3amNalliaHe Ha HEYCTOMKMTE OT CTpaHa Ha
M3IBJIHUTEJA xaro 3aaspxa rapaHUMATa 3a M3ITbIHEHHE 10 Wi 7, an. 3, 6yksa “0” oT norosopa,
K4TO MpellpueMa ACHCTBHA 334 HEHHOTO ycBOsBaHE. B ciydal, 4e CTOHHOCTTa Ha rapaHuuAra 3a
M3MbIHEHHE He NOKpuBa BCHukd Abmkumu o1 H3IIBJHHUTEJS weycroiiku, JEHEBHOTO
3ABEJEHHUE - BB3NOKHTEJ mnpuxBalla OBIAKHMHTE CYMH OT HAcpeIUHHM IJIAlAHMA KbM
HU3IIBJIHUTEJIA.



(4) TIp1 Tpy IbTH BHHOBHA 326382 Ha V3ITHJIHATES, npoabinkiia ¢ oBeUe OT MOJIOBHHATA OT
cpoka 3a M3NBJIHCHHE Ha CBOTBCTHOTO jaIb/DKCHUE, B PAMKHTe Ha TPH Mecela JIEYUEBHOTO
3ABEAEHUE — BB3JOKHUTEJ nma npako Ji@ NpexpaTd A0roBopa enHOCTpaHHo ¢ 13-AHEBHO
TIPEIM3BECTHE.

(5) JEYEBHOTO 3ABEJEHUE - BL3JIOKMTEJ] nma mpaso na TIpeKpaTH €IHOCTPAHHO H 6e3
IpEeAN3BECTUE HACTONILMSA JOTOBOD B clTyuail Ha CHCTEMHO HETOUHO M3NBIRCHIC Ha 3a/bKEHAATA OT
M3MBJAHUTENSl 1 mpeaseeny rnoseye OT TPH pexilaMaliii B paMKHTE Ha TpH Meceua oOT
JJEUEEHOTO 3ABEJJEHHE - BBL3JTOXKNTEJ no peaa Ha rnasa X1.

(6) B ciy4aii, ve 110 OTHOIMICHHUE HA M3 BJIHUTEJIS HacTbnaT 06CTOATENCTBATA 110 M. 54,an. 1, u
yn. 55, an. 1 oT 3akoHa 3a 00MleCTBEHUTE MOPBYKH, JJEYEEHBOTO 3ABEJJEHHE- BL3JOKUTEN
MMa ITpaBo 12 MPEKPATH eIHOCTPAHHO HACTOAIINSA JOTOBOP, 0€3 ITHCMEHO LIPEAN3BECTHE H 6e3 1a IbITKH
HEYCTOMKH.

XIII. ®°OPCMAKOPHHA OBCTOSATEJCTBA

Yn, 13 (1) CrparuTe N0 HACTOAILMS TOTOBOP HE aBhIKaT 00e3eTeHHE 32 MOHECCHM BPElH u 3arybw,
AKO TOC/IGAHMTE Ca IPHUMHEHH B PE3YNITAT Ha HENPEQ0IHMA CHAA.

(2) AKO CTpaHATa, KOATO € CIIC/RATIO 1 M3IIB/IHH CBOC 3abIKEHHE N0 A0ToBopa ¢ Guna B 3a0aBa, TA He
MO3KeE JIa c€ [TO30BaBa Ha HEMPCOoA0aHuMa CHIIa.

(3) “HenpeosionsiMa cuia” [0 CMHCHIIA Ha TO3H J0TOBOP ¢ HETpEeBHICHO /MY HENpeI0TBPATHMO
cBOMTHE OT H3BBHPEEH XapaKTep, Bb3HUKHANO CJIE] CKIIOYBAHCTO Ha IOTOBOpA.

(4) CTpanaTa, 3aCerHaTa OT HeMpeoIo/1iMa CHIIa, € JUTHKHA 13 peAnpreMe BCUUKH AefiCTBHA C IPHXKaTa
Ha 106Bp CTOMAHHUH, 32 [a HaMalH N0 MHHHMYM TOHECEHHTE BpeaH W 3ary0H, KaKkToO H a YBEIOMH
MUCMEHO JIpYraTa CTpaHa B 7-QHEBEH CPOK OT HACTBIIBAHCTO Ha HenpeononuMara cHna. llpu
HEeyBEJOMSABAHE B TOCOUEHHS 6 TIPEAXONHOTO HIPEUCHUE CpOK ce ABIKH 00€3METEHHUE 32 HACTBIMIUTE
oT ToBa Bpedd. Hempeomonumara chja ce J0Kasga OT 3acerHaTaTa CTpaHa CbC CepTU(HKAT 3a
dopeMaKop, H3aeH Mo ChOTBETHMA PEAL OT KOMIICTEHTHHA OPraH B IbPKaBara, B KOATO ¢a HACTRININ
dopcMaxopHUTe 06CTOATENCTBA,

(5) MokaTo Tpae Hempeoo/iMMaTa CHIA, WIIBIHCHHETO Ha 3a0B/HDKEHHATA W CBBP3aHUTE C TAX
HACPELUHH 3aIbJKEHNS CE CIIMpa.

(6) He npeacrapisea “HENpe010IMMa cua” chBUTHE, IPHYTHHCHO MO HeOPEKHOCT HITH Hpe3 YMHILICHO
NEHCTBHE HA HAKOA OT CTPAHMTE HIIM TEXHH NPEACTaBATENIN W/WIH CAY>KUTENH, KaKTO B HEOCTHrA Ha
MapW4HK CpeiaCcTBA Ha M3ITBJIHUTESA u JEYEBHOTO 3ABEJEHHE - BH3JIOXKHUTEJL

X1V. CITIOPOBE

Y:1.14. (1) Be3uukHaluTe Npe3 BPeMETPAacHETO Ha 0T0BODPA CRIOPORE H Pa3HOIIIACHs MEKTY CTPaHHTE
ce pelraBar ype3 NPeroBOpH MEXIY TAX. TIOCTHIHATUTE AOrOBOPEHOCTH ¢ OQOPMAT B NHCMEHA dopma
| Ce NPeBphILAT B HEpA3Ae/Ha HacT OT JOrosopa.

(2) B ciy4aii Ha HEDOCTUIAHE HA JOTOBOPEHOCT 110 TIPE/IXOHNA WICH, BCUUKH CIOPOBE, TOPOACHH OT
TO3M JIOTOBOP M OTHACALIM CE 10 HEro, BKJTHUHTENHO CIIOPOBLTE, MOPOAEHH OT WK OTHACALIM C€ 10
HEroBOTO THIKYBaHE, HEACHCTBUTEIHOCT, HEM3IBIHCHAC HIH npekpariBane uie GbaaT paspelaBaii
criopes ObArapcKUTe MATEPHATHN H NIPOLUECYAHH 3aKOHH 0T KoMIeTeHTHU: ch no peaa ua I'IIK.

XV. ChOBIIEHUA



Ha. 15. (1) Benuku chobuienns Mexuy CTPaHMTC, CBBbP3AHM € M3MBIHEHUETO HA TO3M JOTOBOD ca
BaIU/IHH, AKO €A HANPABCHU B MHCMEHA (opMa M Ca MOAMHCAHM OT YIIBIHOMOILEHHTE npeAcTaBUTENN
na M3ITBJIHUTEJIA win JEYEBHOTO 3ABEJIEHUE - BH3J0KUTEL

(2) 3a jara Ha CLOBLIEHHETO Ce cMATA:

v AaTaTa Ha NpeAaBaHeTo — [IPH PBYHO IPCIABAHE HA CHOBIEHHETO,
v Aararta Ha TIOLEHCKOTO KIeHMO Ha 06paTHaTa pasnucKa — NpH HIMPaIEHE 110 NoLaTa;
v AaTara Ha NPHEMAHETO — NIPH H3Mpallake mo ¢akc uiaM e-mail.

(3) 32 BanuaHu aapecy 3a NpHeMaHe HA CHOBLIEHUA U GAHKOBH CMETKH, CBBP3aHH C HACTOSLIUA OTOBOP
€€ CMATAT;

3A H3IYLJIHUTEJIA;
baakxopa cMeTKa B

BIC xon

IBAN: I

Anpec 3a kopecnonaentmsa: rp. Codus 1618, x.x ManacTHpcky nuBaau — 3anax, yi1. bano mone Nel6
e-mail: bulgaria.orders@roche.com

Tenegon 3a Bpu3ka: 12/8184444 1 0888352343,

Juue 3a konTakt: Tans Yiynopa

3A JIEYMEBHOTO 3ABE/IEHUE
BbB3/IOKHUTEN:

bankor

IBAN:

BIG: LU

Jlnue 3a konrakr: Penu Cronnosa

rp. Codua 1756, yn. [Inosauscko none Ne 6,

akc: +359 2 87 06 321, ten.: 02/807 62 91,
HMei: rstoilova@sbaloncology.bg.

(4) I1pu npomana na nocoyenns no an. 3 agpec unu GaHKOBA CMETKA CLOTBETHATA CTPAHA € MIBXKHA /12
YBEJIOMH ApYyTaTa B TPHAHEBEH CPOK OT IPOMSHATA.

XVL APYTH YCJIOBHS
" 16. (1) [lpaBaTa ¥ 33/1b/KeHHATA 10 HACTOALLMA JOTOBOP HE MOTAT /14 CE IIPEXBBLPIAT €AHOCTPAHHO
Ha TPETH JIMNA H MOAOOHH aKTOBE HE MOPAXKIAT IPABHO AeHCTBHE 6e3 MMCMEHOTO ChIVIACHE Ha ApyraTa
CTpaHa, OCBEH B Cly4auTe Ha oOe3ledapane (rapaHTHpaHe) Ha 3a1bIKEHUA N0 GaAHKOBH KPEIUTH.
(2) 3a umeypenemure BBMPOCH B HACTOAWMA [OFOBOP CE€ MpHAara AeHCTBAMIOTO Obirapcko
3aKOHO/IaTENCTRO.

XVIIL IIOJHAU3ITBJIHUTEJIHU
(npunodCUMO CaMO 8 CRYHAUME, 8 KOUMO UOPAHUA 30 UINBAHUMEN YRACMHUK € NOCOYUI, Ye e
RON36A ROOUINDAHUMEN Y, NPU CKAIOHBAHE HA PAMKOGOMO CROPA3yMeHie)

Ya. 17. (1) NOAU3OBIHUTEJINTE Tpsafea 1a 0TTOBapAT Ha CHOTBETHHTE KpUTEpHH 3a noabop
CHOOPaA3HO BUAA U [eNIa OT NOPBUKATA, KOHTO Lie M3NMBIHABAT, M 33 TAX A2 He ¢a HAIMIE OCHOBAHUS 34
OTCTpaHsABaHe OT [IPOLieAyPaTa, '
(2) JEMEBHOTO 3ABEJAEHHE - BB3JJOXKHTEJ usucksa 3aMfHa Ha INOAUBITBJIHHTEN,
KOHTO He OTTORApsA HA YCIIOBHSATA 110 ail. 1,

(3) Korato yactra OT mophykaTta, KOATO C€ H3IIbJIHABA OT HOANIIMBAHMUTE, Moxe aa 6bie
npenajena xaro oraeneH obekr Ha M3MMBJIHHUTENSA uwnu ua JEUYEBHOTO 3ABE/IEHUE -
BBb3J10KHTEJI, nocieanus 3annaima Bp3HarpaxKIeHHe 3a Ta3H YacT Ha IHNOJU3NNbJHUTEA.



(4) Paznnamanusra Mo al. 3 ce OCBLWICCTBABAT Bb3 OCHOBA HA MCKaHe, OTMNPaBCHO OT
NOJU3NBJIHUTEAA 1o JEYEBHOTO 3ABEJEHME - BB3JIOKHTEd  upes
H3MBJHUTEJNSL, koiito ¢ LTBKEH Ja o TNpeAOCTABH HA BBAIOKHTENA B 15-IHEBEH CPOK OT
MOJY4aBaHETO MY.

(5) K™ uckanero no an. 3 U3ITbJIHUTEJAT npenocrabs CTaHOBHILE, OT KOETO Jia € BUANO Janu
OCTIOpPBA MIAIAHHATA WIK MACT OT TAX KATO HEABDKHMH.

(6) JEYEEHOTO 3ABEJEHHUE — BB3JIOKHUTEJ nma mpaBo Ja OTKaXe IAMaHe M0 all. 3,
KOraTo UCKAHeTo 3a MialllaHe € OCIIOPEeHo, 10 MOMCHTA Ha OTCTPAHABAHE Ha MPUYIMHATA 33 OTKAa3a.

(7) Hesasucumo ot msnomssanero Ha [IOJIU3ITBJIHHUTEJIA orroBopHOCTTa 32 M3NBIHCHHE Ha
noropopa € Ha U3IThJIHHTEJIA,

XVIIL 3AKJIFOYUTEJHU PASIIOPEBH
Y. 18. (1) ITpu ¢bCTaBIHETO HA HACTOSMIKSA AOrOBOP C€ MPEACTABUXA CIIEAHNTE JOKYMEHTH:
Joxymentu no 4. 112 ot 30T1;
Jexnapanusa no wi. 55, an. 6 ot 3JIIIXM (xoraro e IPHIIOXKHMO);
[apantng 3a U3IIBLIHEHHE,
Texaudecko ¥ IleHoBo nNpeaioxkeHue, HEPa3aeaHa 4yacT OT IOrOBOpa;
v Hexnapauuu no 3MUIL
(2) HacTOAIMAT HOTOBOP C€ CHCTABH B TPH eAHOODOPA3HU EK3CMIUIAPA HA OLArapcky ¢~ STTTT nn
N3ITBJIHATENS v nsaza JEYUEBHOTO 3ABEJEHHE - BB3JIOXHUTEJL

ANENENRN

BH3JTOKUTE M3BJIHUTEN: .,
-PCTE®@AH _____, | _ POMEOQ BJIAJJUMUPOB Mnuanob
H3m,ﬂHHTEJIEﬁ THUPEKTOP HA
,, VCBAJIO” EAJL " _" EBIrEHMI HUKOJIAEB HUKOJIOB
e

I'TABEH CHETOBO/H
CBETJIA JOJAITYHUEE

3JIJ1 na ocnoBanue 4i1.37 ot 30I1
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