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JOrogop eles. 2

3A TOCTABKA HA JIEKAPCTBEHH ITPOJYKTH

I[H@C,O..I..'.Q?)..T ........... ZOau.. r., 8 rp. Cogus, Mexay:

» Y HHBEPCHTETCK 2 cneunanmiupana 0oHHIA 34 AKTHBHO JIeYeHHe N0 OHKOJI0rHa” EAJl, c¢Be
cepamuue B Tp. Codus 1 anpec Ha ynpaenenne paion CTyaentekn, 1. k. 1756, yn."[110Bauscko nose”
Neo, EMK 000662776, npencrasnssano ot a-p Credan Koncrantunos — UsmsnauTencu JIHPEKTOD,
HapH4aHO [0-101y 32 KpaTkocT ,, JJEYHEBHO 3ABEJEHHE - Bb3JIOKHUTEJ” ot efina cTpaHa

H

»POII BLJATAPUS" EOOJ, ¢be cepanuiie H aapec Ha YUPaRIEHHE IP. Codmus, nx.1618, x.x
"Manactvpekn smeamu — 3anan”, yn. "Bamo mone" Nel6é, EHK 131279951, npeacraBasBaHo OT
NnpeacTaBiAsBaHo or Berenuii KOJI0B — YnpaBuTen u Powme (MTKOB —
TBPrOBCKH ITBIHOMOLWIHHK Ha ,Pom Bearapus” EOO]l, ynBIHOMOIIEH C ITBIHOMONIHO per.Ne
1045/13.05.2019 r. na Hotapuyc B paiion PC Codus per. Ne 207 na Horapuaisara KaMapa, HApU4aHO
no-zony 3a kpatkocT , UITBJIHUTEJ” or apyra ctpana,

Ha ocHoBaHKe wi. 112 ot 3akona 3a obwecTennTe nopuuky (30TT), BBE Bpb3Ka ¢ NpoBeeH BBLTpPEILECH
KOHKYpeHTeH H300p/monbaHeHa odepta mo Pamkoso crmopasymenue Ne PJ1-11-270/22.06.2020r. 3a
cpok ot 12 meceua U ¢ Pewenre Ne 3-203/10.11.2020 r. ce cK/IFOMM HACTOAMIMA JOTOBOP 3& CIEIHOTO:

L ITPEAMET H CPOK HA JOI'OBOPA

Yn. 1 (1) IEYEBHO 3ABEJEHUE — BB3JIOKHUTEJ Bwinara, a UIMMBJHHTEIAT ce
3ab/IKABA Jla H3BBPLUIM JIOCTABKA HA CJIeTHHTE JIEKAPCTBCHH IIPOXYKTH:

Ootocofena mozumug Ne 1

AHATOMO- MexiynapoaHo Hauun Ha | Mspka KoanuecTro mg
TepaneBTHYEH KOJX | HEITATeHTHO NpUIoKEeHHEe /mg, tabl.,
/ATC-ron/ HauMeHoranue [INN/ ml. u ap./
solution for 220440
LO1XCO03 Trastuzumab injection 600mg/5ml
' concentrate for 290620
solution for 26 mg/mi-
LO1XC07 Bevacizumab infusion 16 ml
solution for 113400
injection, pre-
LO1XCI3 Pertuzumab filled syringe 420 mg
Concentrate for 240000
solution for 1200 mg -
LO1XC32 Atezolizumab infusion 20 ml

(2) JorosopsT BAM3Aa B CHIA OT J4TATA HA MOANHCBAHETO MYy OT HBETE CTPaHH H € ChC CPOK J0
............................ ., HO He Io-KbeHO 0T 31.12.2021 1,




II. HEHU K OBILIA CTOIHOCT HA JOCTABKUTE I10 JOI'OBOPA

Yyr. 2. (1) licnata Ha CTOKHTE M0 uqn.l e ¢bIJIACHO LEHOBO ILIPEJIOKEHUE Ha N3IThJHHATEIA,
HepaszeiHa 4acT OT JOroBOpa.

(2) LenaTa BKIIO4BA CTOHHOCTTA HA CTOKATA, ONAKOBKA, 3aCTPaxXOBKa M TPAHCIOPT A0 JEYEBHOTO
3ABEJEHHE — Bb3JOXKHUTEJ npx MHHUMAICH CPOK Ha rogHocT He no-kparsk ot 40 % ot
0GABEHMA OT IPOH3BOMUTEN 32 JEKAPCTBEHUTE MPOIYKTH WM HE no-xpathbk 0T 20 % or 00s1BeHMA OT
MPOU3BOAMTENS 32 GHOIPOIYKTHTE KM GuonoaobHuTE TPOAYKTH. MHHAMATHHAT CPOK HA TOJHOCT CE
ofpeiesia KbM AaTaTa Ha BCAKA JOCTaBKa Ha ICKApCTBEH [OPOAYKT.

(3) Obmara CTONHOCT Ha JIOCTABKUTE Ti0 JOTOBOPA € 110 4 638 665.58 (ueTHpyU MHIHOHA WECTOTHH
[leTIeceT M 0CeM XHJISJIH NIECTCTOTHH WeCTAeceT H NET JIB M 58 cr) Jepa Oes Brarouen JIC u 1o
§ 590 398.70 (ner MHIMOHA NMETCTOTHH M ACBETACCET XHSM TPHCTA IEBETACCET U OCEM 1B, H 70 ct.)
nesa ¢ sxouex JJC.

(4) Llenara 110 AoroBopa € QUKCHPAHA, HE TIOANCHKH HA MpOMsAHA 32 CPOKA HA AEHCTBHE Ha JOr0BOPA,
ocBeH B caydante Ha 116 o1 30IL

(5) B cnyuaii, ue npe3 BpEMETO Ha JeiicTBUE HAa CBOTBETHUSA AOTOBOP CTOMHOCTTA, KOATO C/IeJBa J1a ce
3annaia ¢ My6IMYHu CPeACTBa Ha NeKAPCTBEHH NPOAYKTH O1 [To3MTHBHHA JIEKAPCTBEH CIMCBK CTAHE
[10-HHCKA OT JOTOBOpeHata, 1euefHOTO 3aBe/ICHUE —~ BB3IOXKHTEN fe3yCIIOBHO 3arLIania JIeKapCTBEHHTE
NPOLYKTH Ha [0-HUCKATA CTOHHOCT, CYMTAHO OT:

. jartaTa HA BIK3AHE B CHJIA HA penieHMeTo Ha HaluoHamuus ChRET O UCHH u penmOypcHpaHe
Ha JIeKapCTBEHHUTE IPOAYKTH ( HCIPIIID);

- jaTtaTa Ha aKTyaIM3anuaTa Ha [JO3MTUBHHSA JIEKAPCTBEH CIIMCBK MO pela Ha w1, 57, an. 1 ot
Hapenbata 3a yclnoBusTa, DpagniaTta U peja 3a peryMpane M PETHCTPHPAHE Ha LCHHTE Ha
JIEKapCTBEHUTE TIPOAYKTH (HYTIPPPLUJIIT) 3a sekapCTBEHMTE MPOAYKTH € HamajieHa CTOMHOCT 3a
ONAKOBKA, H3YHCIIEHA Ha §a3a pedieperTHa CTOHHOCT.

B cayuauTe 1o IPEAX0AHOTO H3PEUEHHE, CTOHHOCTTA CE Olpeiens KbM MOMEHTA Ha I0CTaBKaTa
(HoamycBaHe Ha NPHEMO-MPEIaBATEICH IPOTOKOI).

111. YCJOBHS U HAYMH HA IVIAIIAHE

Yn. 3 (1) [namaneto N0 HACTOAIMS [OTOBOP CC OCHIICCTBARA upe3 GaHKOB MPeBOI OT CTpPaHa Ha
JIEYEBHO 3ABEJIEHUE — BB3JIOKHTEJI o mocouenara B 1. 15, an. 3 DankoBa CMCTKa HA
M3NbJIHUATEISA.
(2) 3aruiauiaHeTo Ha CTOKUTE [0 J0TOBOPA C€ M3BBLPLIBA OTHOXEHO B CPOK 10 60 /urectiaeceTus/ AeH,
cile]l NpeACTaBAHE HA CIeNHUTC NIOKYMEHTH!

1. TocTapsa hakTypa, CLCTABEHA CBHITACHO M3NCKBAHUMATA HA 3JUIC u [II1314C;

2. IlpuemareiHO-TIPEAABATEIHH [TPOTOKOIH;
(3) B cinyvaif, y€ MOCOUEHHTE B L. 3, an. 2 JOKyMEHTH Ca HEPEIOBHH HIIM HE C3 KOMILICKTOBAHH,
cpmmTe ce Bphiat Ha M3IBJIHHUTEJLA ¢ npueMaTeiHo — NpeiapaTeict IPOTOKOJ 33 U3NPABAHE HA
HepennocTute, CpOKBT Mo wi.3, an. 2. 3amotsa Ja Tede OT Jarata Ha NpeACTaBAHETO Ha MOCIeIHHA
H3HCKYeM Ce JOKYMCHT.
(4) Tpy daxrypupaHe Ha 3agBEHHTE KOJKYECTBA JICKAPCTBEHH NPOAYKTH, [I0 BCAKA OT/IE/IHA 3aABKA,
[I€HATA Ha OMAKOBKA HE CleBa A3 HaABHIIABA OMPEACNCHATA B [1034THBHHMA JICKapCTBEH CIUCHK-
Tpuaoxenne Ne 2, pedhepeHTHa CTORHOCT Ha OTIAKOBKA 38 CHOTBETHHA JCKAPCTBEH npoaykt. B ciyuai
Ha H34MCIABAHE HA CTOMHOCT M0-BMCOKA OT peepeHTHATa CTOHHOCT Ha OMAKOBKA 33 CHOTBCTHHA



JIEKapCTBEH NPOAYKT, CTOHHOCTTA CC HaMalfBa ¥ 3ariaia a0 CTOWHOCTTA Ha ONaKkORKa ONPEACIeHa B
ITo3uTHBHUA NekapcTBeH cHCLK- [Ipumoxkenne Ne 2.

IV. CPOK HA TOCTABSHE

Y, 4 (1) JEYEBHOTO 3ABEJIEHHE — Bb3JI0OKHTEJI 3aaesaea HCOOXOIHMHTE MY KOTHYECTBA
¢ nucMeda 3sassxka Ao HW3HNBJIHHUTEJIS. 3asaskara ce BpbYBa JIMYHO CpeLly [IOANMC Ha
U3NBJHUTEJIS] un yobIHOMOIEHO OT HETO JIMIE HIAM CE€ M3npailla ¢ Npenopr9aHo [MHCMO C
o6paTHa pa3ncKa, 1o (ake WIH [0 €IEKTPOHEH MBT.

(2) Besika oTaenia A0CTaBKa, ciefBa fa ObJe JocTaBeHa B CPOK 40 7 KaJICHIApHH AHU CJIe]] TONTy9aBaHe
ua zagexaTta ot JEUEBHOTO 3ABEJEHUE ~ BL3JIOXKHWUTEJ] 4 33 KOIHYECTBAT2 H ONTAKOBKHTE
(cHOBPa3sHO KOHKPETHWTE IEKApCTBEHM INPOAYKTH, MOCOYEHH B TEXHHYECKOTO MPEANONKEHHE Ha
W3MBIHUTENA), TOYHO ONpeAedeHH B 3asBKara. B cimydaH, ue ce IpaBH I'bPBa JAOCTABKa OT HaicHa
MapTHA Ha JIEKAPCTBEH MIPOAYKT, ce mpeacTapd CepTudHkar 3a ocBoOok1aBaHe Ha IAPTHAATA, H3Ja/eH
ot kpamudmimpado auune no 3JIIIXM na enexktpoHeH HOCHTEN HIM 110 €NEKTPOHEH BT Ha
¢EKTPOHHATA TIOIA, MOCOYEHA KaTo aJpec 3a KOPECIOHACHIINS, MPHAPYKEH C MPEBOX Ha OBIArapcKu
e3Mk OoT (UPMa, CKIIOYWIA J0roBop ¢ MUHMCTEPCTBO Ha BBHIIHMTE paboTH 3a H3BBPIUBAHE Ha
ouiManny npeeoay. M3bpoeBuTe JOKYMEHTH CE NPEACTABAT B CBOTBETHOTO 3BEHO, ONPCACICHO OT
1euedHOTO 3aBeieHle — BB3IOKATEN. [IpH cleIBaiy NOCTABKH Ha JICKAPCTBEHH NPOAYKTH OT ChINaTa
napTuaa, CepTUQHUKATET HE CE IIPE/ICTABA.

(3) B cayuaii ma neobxommMoct or cnemsa jocraska, JEYEBHOTO 3ABEJEHHE -
BB3JIOKHUTEJ nocousa u3pHYHO B 3asdBKaTa, Ye ¢ HeoOxoAuMo da Obje M3BbpLIEHA CHEIIHA
JocTaBka, B To3u cydaid, qocraskaTa ceBa 1a ObJe H3RBPIICHA [0 6 Yaca oT MoNy4aBaHe Ha 3adBKaTa
M 33 KOJIHMYECTBATA M OMAKOBKUTE (ChOOPA3HO KOHKPETHHTE JICKADCTBEHHW NPOAYKTH, NMOCOYCHH B
TEXHUYECKOTO NIPEUIOKeHUE Ha H3IIBIHUTENS ), TOUHO OMPEAC/ICHU B 3aABKaTA.

(4) IBIYBJIHUTEJIAT ce sanbikasa, B cpok a0 1 paboreH feH, B clIyqanTe No an. 2 ¥ B CPOK 10 |
yac, B CNTydauTe Ha al. 3, c/iejl MOIyyaBaHeTo Ha BCAKA 3adBKA Ja YBEIOMH MHCMEHO WM MO dake
JJEUEBHOTO 3ABEJEHHUE - BL3JIOZKHUTEJI B ciayyail ye He MOXE Ja M3BBPIIH OCTaBKa HIIH
B C/TyHail, 4e He MOKe Ja CNa3y CPOKET 33 U3BBPILIBAHE Ha JOCTABKATA, NPSIMET HA KOHKPETHATA 3asBKa.
(5) KM atata Ha BCAKa JOCTABKA, OCTATHYHUAT CPOK HA FOJHOCT Ha JICKAPCTBEHHTE IPOAYKTH, CJIC/(Ba
na 6nae He 1o—-MaasK oT 40 % /qerupuaeceT Ha cTO/ OT OOABEHHA OT IIPOH3BOJHTENA.

(6) KbM 1aTaTa Ha BCAKA JOCTaBKa OCTATHYHMAT CPOK Ha TOJHOCT Ha GHONpOIYKT MM SnoronoGeH
MPOJIYKT, cleaBa aa 6b/e He mo—Mansk oT 20 % /asajgeceT HA €T0/ 0T 00ABEHUS OT MPOM3BOIUTENA.
(7) 3a KonMuecTBa AOCTaBeHH M3BBH 3agekara mo wi. 4, an.l, JEYEBHOTO 3ABEJEHHE —
BB3JIOKHUTEJ HaMa 3a0bKCHUC 3 TUTALHAHE.

(8) B cayuaute no wi, 10, an. 7 or gorosopa, CpoOKbT N0 al, 2 ¥ 3 3amousa Ja Teue OT gararta Ha
nucMeroTo ceraacke Ha JEUEBHOTO 3ABEJAEHHUE ~ Bh3JIOAKHTEL

V. MACTO HA TOCTABAHE

Y. 5. (1) 3a MSCTO Ha ZOCTABSHE HA CTOKUTE IO TO3M JOrOBOD C¢ ONpeens cneanus anpec: rp. Copus
1756, yn. IInopauecko nomne Ne 6.

(2) PHcKBT OT CTY4aifHOTO MOTMBAHE WK NOBPEKIaHE Ha CTOKMTE npeMuHasa Bepxy JIEHEBHOTO
3ABEJIEHHE — BB3JOXHUTEJI or MoMeHTa Ha MPHEMAHETO MM Ha MACTOTO Ha JOCTaBAHE C
MPHEMATEITHO-NIPEIaBATENIEH MTPOTOKOI.



VL. JJATA HA JOCTABAHE HA CTOKHTE

Yy, 6. 32 1aTa Ha IOCTABAHE CC CUMTA JATATa, Ha KOATO CTOKHUTE Ca JOCTABSHM 0 apeca NOCOYEH B HIlL.
5, an. 1, npu ycnosuaTa Ha 4. 9, an. 2.

VI1. 3AIBJDKEHUS HA U3ITBJIHATERA

Ya. 7. ABIIBJAHUTEIAT ce 3agsmkasa:

I. Jla mocTaBM CTOKMTE B JIOTOBOPEHHA CPOK M Ia I'M Mpeaaje Ha JEYEEHOTO 3ABE/IEHHUE -
BBL3JIOKHTEJ.

2. Jla npenane cTOKUTE, NIAKCTHPaHH M MAapKMPaHH B ChOTBCTHHA BHI, KONHMUYCCTBO H KAHCCTBO HA
MSCTOTO Ha [IOCTaBAHE,

3. Ilpu moaAMUcBaRETO HA TOTOBOPA A4 NIPEICTABH.

a) jokymenTu no 4. 112, an. 1 or 3011

) rapaHiius 3a U3MNBIHEHHKE, B e/lHa OT (dopMuTE, ONPEAETEHH B YL 111, an. 5 ot 3011, ¢be cpok Ha
samaHocT 60 JIHHE e/l M3THYaHe CpOKa Ha JIOTOBOpa, KosTo ce ocBoboxkuasa B cpok 1o 60 nuu cen
M3I'BIIHEHHE HA JOroBopa, B cimywail, ye BAMHAHOCTTA HA rapaHLMATa M3THYA NIPEAH N0T0BOPA 1a Opae
wanrenner, U3MBJIHUTEJIST ce 3agbmxaBa ga yIBL/DKH CPOKAa Ha BAMHOCT HA IrapaHUMATa <
TOJKOBA OHH, TAKA Y€ FapaHlMATA J1a IOKPHBA O4AKBAHUA CPOK 33 M3MBLIHEHUE HA JOrOBOpA MOC 60
nun. TapanunaTa e B pasmep Ha 3% 0T CTOHHOCTTA Ha 10roBopa 6e3 JJIC v BB3nn3a na 139 759.97
(CTO TpHIECET M AeBeT XHIAIH CeAeMCTOTHH NeTRECET U AeBeT JiB. H 97 CT.) s1eBa.

(4) Jla foctaBs JIEKApCTBEHM NPOAYKTH, KOMTO OTroBapAT Ha H3MCKBAHMATA Ha 3akoHa 3a
NeKapcTBEHHTE MPOAYKTH B XyMaHHara MeauumHa (3JIIIXM) — Jia MIPUTENABAT BATHAHO pa3pelleHe
3a ynotpeba B cTpaHata, usjgadeHo no peaa na 3JIXM nin Pernament (EQ) No 726/ 2004 r. na
Erponeitckus napiamenT u ChseTa /. 23, an.l na 3JIIIXM/.

(5) Jla mocraBs JeXapcTBEHHM MPOXYKTH, KOMTO ca BKmodyeHH B Iipunoxenue Ne 2 Ha Ilo3uTHUBHESA
NIEKAPCTBEH CITHCBK. '

(6) B cryuait, ue ce mpasy bpBa HOCTABKA 110 JajeHa MapTuAa Ha JCKapCTBEH IPOAYKT, Aa PeacTaB
Cepruduxar 3a ocBoBoxIaBaHe HA MAPTMAATA, H3AAEH OT KBAIHGHUIMPAHO Juie N0 3J1IXM ra
eNeKTPOHEH HOCHTEN WM 1O CICKTPOHEH BT Ha €NEeKTPOHHATA IIOWa, MOCOYEHA KaTo aapec 3a
KODECIIOHAEHINSA, NPHAPYXKEH C NpeBoJ Ha OBATapcku e3uk OT (UpMa, CKIOYMIA JOTOBOpP €
MHHHCTEPCTBO Ha BHHIUHUTE paboTH 32 U3BBPIIBAHE Ha OGULMAIHI TPEBOIM.

VIIL 3AXBI)KEHUA HA JIEYEBHOTO 3ABEJJEHHUE - Bb3JJOXKUTE.T

Y. 8. JEUEBHOTO 3ABEJIEHHE — BB3JIOKHTEJI ce 3agbmkasa:

1. Jla mpHeMe JOCTABEHHTE B CPOK H Ha MACTO CTOKH, CHOTBETCTBALIH IO BUJ1, KOMHYECTBO U KAYCCTBO
Ha OIMMCAHOTO B HACTOALIMSA JOCOBOP.

2. Jla 3an1aTd JOCTaBSHUTE CTOKHM 110 peda Ha WI. 3 OT HaCTOALIMA JOIOBOP.

3. Creql NPUKMIOYBAHE M3MBIHEHHETO HA JIOTOBOPA Aa 0cBoboaM rapaHnuATa 32 U3NbIHEHHE, Oe3 Ja
ABJDKH THXBH 33 CPOK, Mpe3 KOMTO CPeICTBATa 3aKOHHQ €A IIPECTOIH Y HETO.

IX. MPUEMAHE U IIPEJABAHE HA CTOKHTE



Y. 9. (1) [IpuemaHeTO Ha CTOKHTE CC U3BBPIIBA HA MACTOTO HA JIOCTABAHC HOCOYEHO B Wil 5, an. 1.
(2) M3NBJIHUTEJAT wumu YI'LIHOMOMIEH  OT  HETO [IpeACTABHTEN ¥ MPEACTaBHTC] HA
JEYEBHOTO 3ABEJEHHE - BBH3IJIOKHUTEJ noanucear npreMaTenHo-TpeAaBaTencH
NPOTOKO1, YAOCTOBEPABALL O HABAHETO HA CTOKMTE.

X. KAYECTBO, TAPAHIITMI B CPOK HA TOXHOCT

Ya. 10. (1) Ctokute, IPSAMET HA HACTOALLIUAA JIOTOBOP, Cle/Ba Aa OTTOBAPAT HA WIMCKBAHHUATA Ha HJT.
7,an. 4 u .
(2) K'bM faTaTa Ha J0CTaBKaTa, OCTATBIHHAT CPOK Ha FOHOCT Ha JeKaPCTBEHHTE POTYKTH, CIIe/Ba Ad
&bie He 110—Manbk oT 40 % /ueTHpHIeceT Ha ¢To/ OT 0OABEHHA OT MPOU3BOAUTENIA.
(3) B cayuait Ha JOCTaBKa HA JIEKAPCTBEHHA MPOAYKT ¢ N0 — KPaTkK OT JAOTrOBOPEHMs CPOK HA FOAHOCT,
TBIDKMMATA HEYCTOMKa N2 6b/e MPOMCHEHE, KaKTOo CNeABa:

oT 39,99% g0 30% - 3 % BBPXY croliHOCTTa Ha AOCTABKATA,

ot 29,99% 1o 20% - 5 % BBPXY CTOHHOCTTA Ha JOCTaBKaTa,

or 19.99% 10 10% - 7 % BBPXY CTOHHOCTTA Ha JAOCTABKATA,

nox 10% - 10 % Bbpxy CTOHHOCTTA Ha A0CTABKATA.
(4) OcTaTbYHUAT CPOK Ha TOAHOCT HA 6rONpOIYKT /BrONON0OCH HPORYKT, crenBa jga Owe He 10—
mansk o1 20 Y% /nBazseceT Ha CTO/ OT OBABEHAA OT TIPOM3BOAUTENS KBM JIaTaTa HA BCAKA JOCTABKA.
(5) B ciydait Ha 10CTaBKa Ha GuonpoaykT/61Hono1o0eH MPOLYKT C 10 — KpaThK OT JOIOBOPCHHS CPOK
Ha roJ{HOCT, Kb/IKHMaTa HEYCTONKA € KAKTO CIIE/BA.

ot 19,99% no 10% - 2 % BbpXy CTOHHOCTTA Ha J0CTaBKATA,

oT 9,99% no 5 % - 4 % BBPXY CTOMHOCTTA Ha JIOCTABKATA;

ron 5% - 6 % RBPXY CTOHHOCTTA HA IOCTABKATA.
(6) JEUEBHOTO 3ABE/IEHME — BB3JOKUTEJ Moske 1a OTKaxe IPUEMAHETO Ha CTOKHTE, aKO
B JeHA HA TAXHOTO TPHCTHIaHE WK NPHEMAHC OCTAaTHUHHS CPOK HAa FOAHOCT € MO — MalbK OT
onpeaenenys B 1. 10, an. 2. nall. 4 MuHMMAJeH CPOK Ha TOJHOCT.
(7) HMocraBkata Ha JICKapCTBEH HPOAYKT € OCTATBYEH CPOK HA TOAHOCT MO-MalbK OT 10 Ba cTO OT
oBABEHUS OT MPOMU3BOANUTENA 1 HA GuonpoaykT/GronosobeH IPOAYKT € OCTATLUCH CpOK Ha FOJHOCT Mo~
MATEK OT 5 Ha cTO OT OBABCHHS OT IIPOM3BOMHTENA CC M3BBPIIBA CAMO C MHACMEHO CBIIACHC Ha
JEYEBHOTO 3ABEJEHHE — BB3IJTOKHUTEJ 3a KOHKPETHO KOJIHYECTEO, ONIPEAEIEHO OT HETO.
Bes H3pHYHO MHCMEHO CBIJIAcHE Ha JIEYMEBHOTO 3ABEJJEHHE — BB3JOKHUTEJ crokure HAMA
na 6bAaT 3arIallaHH. :
(8) VickaHeTo 32 MHCMERO CBIIACHC, g cryyaute Ha ajg. 7, cnelBa ja nocteiu 8 JIEUEBHOTO
3ABEJEHUE — Bh3JIOKUTEJIL & cpok 10 1 (eaun) paboTeH ACH OT MOTydaBale Ha 3asBKATA.
(9) B cyuaunTe Ha CUCHIHM JTOCTARKH IOCOYEHUTE B al. 3 ¥ a7, 5 HeyCTOMKM He ce npHarar.

X1. OTTOBOPHOCT 3A HETOYHO M3MBJIHEHAE. PEKTTAMALIMHA

Y. 11, (1) JEYEBHOTO 3ABEJEHHE - BB3JIOKHTEJ Moke 1a Tpe/sBABa pexIaMalini pen
M3NTBJHUTEJHA 3a:

4) KOJIMYECTBO U HEKOMILIEKTHOCT Ha CTOKHTC WITH TEXHHYECKaTa JOKYMCHTALWA (IBHH HEAOCTATBLUH Y,
6) KauecTBO {CKPHUTH HeJ0CTaThIH):

- IIp¥ JIOCTaBsHE Ha CTOKH HE OT JIOrOBOPCHAA BHJI, IOCOYCH B W, 1

- IIpH KOHCTATHPAHE Ha NeQeKTH NP ynotpe6a Ha CTOKHTE.



(2) Pexnamauwu 2a SRHM HeOCTATBIM HA CTOKUTE ce npaear ot JIEHEBHOTO 3ABEJEHME -
BB3JIOXKUTE, p MomenTa Ha NPE/IABAHETO HM, 38 KOETO Ce ChCTaBsA MPOTOKO, IOAMHCAH M OT JIBCTe
CTpau.

(3) Pexnamauun 3a CKpUTH HeOCTATBIM ce [PABAT MPe3 UEITHA CPOK Ha I'OAHOCT Ha JOCTABEHHTE CTOKH,
KaTo pexnaMaluaTa Cce NpUApYKaBa 3aIb/UKHTENIHO OT KOHCTATHBEH IOPOTOKOJN, MH3JafeH OT
Mambinutennara arenuus 3a nexapereara.

(4) JIEYEBHOTO 3ABEJEHUE - BB3JIOXKUTEN € INBXKHO [a YBCIOMH HHUCMEHO
M3IIbJIHHUTEJIA 3a ycranoBeHuTe AedekTH B 5 (ner) AHEBEH CPOK OT KOHCTaTHPAHETO UM.

(3) B pexnamanmure ce nocoysa HomepsT Ha AOTOBOPA, TOYHOTO KOMHYECTBO Ha MONYYEHHTE CTOKY C
TEXHHA NapTHACH HOMEpP, OCHOBAHMETO 3a PeknaMauMsa M KOHKpETHOTO Mckane Ha JIEUEEHOTO
3ABEJIEHHE - Bb3JIOJKUTEJL.

(6) B 5 (met) auesen cpok oT Hosyuapate Ha peknamaipara, H3ITbJHUTEIAT crenga na OTTOBOPH
na JIEYMEBHOTO 3ABEJEHME - BBL3JIOKHUTEN nmucMeno u KOHKDETHO Janu mnpuema
PEKNaMalluATa HIH 5 OTXBEPIIA.

(7) Tlpu pexnamauus 3a ssuu Hegocrarsiy H3MIbJIHUTENSNAT o ATBXKEH B CPOK OT 2 paoTHH AHU
OT MOIy4aBaHC HA PEKTAMAUMATA 32 CBOA CMETKA M PHCK Aa MOCTABH HAa MACTOTO HA IOCTABAHE
KOTUYECTBOTO JIMNICBAIM B JOCTABKATA / HEKOMIUIEKTHH IOTOBOPEHH CTOKH.

(8) Ilpn pexnamanma 3a ckpuru HenocraTslun, B cayvan ue HIIIBJIHUTEJISAT e npuel
PeriaMalitaTa, ChILMAT € UTbkeH B 10 (DeceT) nHEBEH CPOK OT ONMyuaBaHeTo i Ja 3aMeHH JOCTABCHHTE
HEJIOrOBOPEHH 110 BHI / NeeKTHH CTOKM 33 CBOS CMETKA U PHCK MM 1O npeuerka na JEYEBHOTO
3ABEJAEHHUE - BB3JIOXKUTEJ na BBPHE CLOTBETHATA YACT OT 3arlIaTeHara 11eHa, BEeJHO ¢
ABLIKUMHTE JIHXBH,

(9) U360pbT Ha MOCOYEHHTE NO-TOPE BLIMOKHOCTH 1A ce BbPHE CROTBETHATA YACT OT MJIATEHOTO HIIH
fla €€ NOCTaBAT HOBU CTOKYU npuramnexn Ha JEYESHOTO 3ABEJEHHE — BB3JIOKUTEJ u ce
YNPaXKHABA OT HEeTo N0/ GOpMAaTa HA MHCMEHO YBEIOMIICHHE 10 M3IIbJIHUTEJIA, kato pasxoaure u
PHCKOBETE IO HOBOTO JOCTABAHE Ca 3a cMeTka Ba H3IThJIHHUTEJIS.

(10) Crokute, mpesmeT Ha peknamanms ce ¢expanasar or JEYEBHOTO 3ABEJEHUE -
BB3JIOXKHUTEJ no ypexnaxe Ha pexilamMarumTe.

XII. OTTOBOPHOCT ITPH HEU3II'LJIHEHUWE

"o 12. (1) 3a HeH3NMBIHEHHE HA 3AXBIDKCHHATA CH 110 HacTOAWHA A0T0BOD ¢ M3KIYEHHE HA TE3H [10
i 10, an. 2 u an. 4, M3BNBJAHUTENAT auioku HCYCTOHKa B pasmep na 0.5 % ua sen BBpPXY
CTOHHOCTTAa Ha KOHKDETHATA 3aABKA, HO He rosede oT 10 % (mecer mpoueHTa) 0T cTOHHOCTTA Ha
KOHKPETHATA 3a5BK4, KaKTO M 0be3leTeHUe 38 NPEThPITEHHTe NeifCTBHTENHI BpeIH B CTy4auTe, KOraTo
T¢ HaIXBLPJIAT AOrOBOpeHaTa HeycTo#ka. B ciydante no un. 4, an. 3, nocouenara B NPEAXOAHOTO
M3PEYEHHE HEYCTOMKa B pasmep Ha 0.5 % ce HAYMCIIABA 32 BCEKH yac [POCPOHHKE, HO HE 1oBeye ot 10
% (meceT mpouenTa) 0T CTOWHOCTTa Ha KOIKDPETHATA 3aBKa, KAKTO M O0e3IIETCHHE 32 IPEThPICHUTE
AEHCTBATENHH BPe/JM B CIy4aHTe, KOTATO Te HaJIXBBLPJIAT JOTOBOPEHATA HEYCTOMKA.

(2) Koraro upyn vannuue na pexmamaunu, M3MBJIHUTEIAT se M3MBJIHH 33BIKEHHATA CH TIO
pasgen X! OT HACTOAIIMA ZOrOBOp B CPOK, CHLIMAT avioxku Ha JIEHEBHOTO 3ABEJIEHME-
BB3JIOXKHUTEJ neycroiika B pasmep ua 2 % or Lewara Ha CTOKHTE, 33 KOMTO €A HAMpPaBeHH
peKiIaMaiHKTe.

(3) JIEYEBHOTO 3ABEJIEHUE - BB3JOKHUTEI YOOBIETBOPABA MPETEHIHUTE CH OTHOCHO
HCH3UBIHEHHCTO Ha JOroBOpa, KaKTO M 3a 3amiallaHe Ha HEYCTOHKMTE OT CTpaHAa Ha
H3ITBJIHATEJIS xato 3agbpxa T'apaHIMATA 33 M3NBAHEHUE 10 Yn. 7, an. 3, 6ykea “6” or JOT0BOpa,
Karo [peanpHeMa ACHCTBHA 32 HeHHOTO ycBogBaHe. B Clywad, 4e CTOHHOCTTA Ha rapaHuMsTa 3a



H3NBJIHCHUE HC nOKpuBa BCUYKHM AwkuMu oT M3ITBJIHUTEJIA ueycroiiky, JEYEBRHOTO
3ABEJIEHUE - BB3JI0OKHTEJ NpuxBaua AbDKAMATE CYMH OT HAcpellHH MJalaHHA KbM
N3ITBJIHUTEJAL,

{(4) llpn Tpu nvTH BHHOBHA 3abaBa va U3ITBJIHHATEIS, MPOIBIKUIA C TIOBCYE OT IOJIOBHHATA OT
CPOK2& 3a M3IBIHECHWE Ha CHOTBETHOTO 3alb/DKEHHe, B paMkHTe Ha TpH Mecena JIEUEBHOTO
3ABEJXEHHUE - BB3JIOKHTEJ uma npaso a NpekpaTH JOT0OBOpPa CAHOCTPAHHO C 15-HEBHO
IPEAU3BECTHE.

(5) IEHEBHOTO 3ABEJAEHHE - BB3JIOKUTEJI nMa 1paso Aa NpeKpaTH eqHOCTPaHHO U Ge3
[IPEAH3BECTHE HACTOALIMA JOTOBOP B CTY4al HA CUCTEMHO HETOYHO M3MBJIIHEHHE HA 3a0bIDKCHHATA OT
H3ITLJIHUTEJIA n npensBeHH moBede OT TPM pCKNaMalMH B PAMKHTE Ha TPH Mecella OT
JEYEBHOTO 3ABEJEHHE - Bh3JOXKUTE rio pena ua riasa XI.

(6) B ciyuaii, ye mo orHomenune Ha H3ITBJIHUTEJIA nacThuaT o6cToATeNCTBATa o un. 54, an. 1, u
ui. 55, an. 1 or 3akoHa 3a obuwecrsenute nopsuxy, JEHEBHOTO 3ABEIEHHE- Bh3J10XKHTE
UMa TIPABO Ja NPEKpaTH €AHOCTPAaHHO HACTOAIHA JIOTOROD, O3 MHCMEHO IIpean3BecTHe K 0¢3 Aa AbIDKU
HeYCTOHKH.

XIII, ®OPCMAKOPHU OBCTOSATEJICTBA

Ya. 13 (1) CtpanuTe Mo HACTOAIMINA IOTOBOP HE ABIDKAT o0e3leTCHIE 3a TOHECCHU BpeIy U 3ary6H,
aKo TIOCIIEAHUTE ca IPHYHHEHH B PE3Y/ITAT HAa HENPEOAOIHMA CHIIA.

(2) Axo cTpaHaTa, KOATO € cJIe/IBa/I0 J1a H3ITBJIHKM CBOE 3a/TRKSHHE 110 JI0TOBOpa € Ouna B 3abaBa, T4 He
MOXKE Jla CE [T030BABA HA HENPEO0IUMa CHITA,

(3) “Henpeoaonnma cuna” mo cMHChHIa Ha TO3H JIOTOBOP € HEMNpEIBHACHO M/MIIH HENMpPEIOTBPAaTHMO
CHOHTHE OT M3RBHPEAEH XapaKTep, BB3HUKHAIO CNIeX CKIYBAHETO Ha JIOTOBOpA.

{4) Ctpanara, 3aceriara OT HEHPEOAOINMA CHJIA, € JUTBXKHA 18 IPEANIPHEME BCHUKH ACHCTBUS C MPHKATA
Ha JoOLP CTOMAHHH, 33 Ja HAMANM 10 MUHMUMYM [IOHCCCHHTE BpeIOy M 3arybH, KakTo ¥ J1a YBEAOMH
INHCMEHO Jpyrata CTpaHa B 7-HEBEH CPOK OT HACTBIIBAHETO Ha HenpeoionuMara cuwia. Ilpu
HEYBEOMARAHE B MOCOUYCHHS B IIPEAXOTHOTO M3PEIEHHE CPOK ¢€ ABJIKH 0fe3MEeTeHHe 3a HACTRITHITUTE
OT ToBa Bpenu. Hempeomomumara cuna ce OOKa3Ba OT 3acerHATaTa CTpaHa CbC CepTHMKAT 3a
(hopecmakop, U3AaNeH 10 ChOTBETHUS Pejl OT KOMIIETEHTHHS OpraH B IbPKaBaTa, B KOATO Ca HACTBITHIH
tdopcMakopHHUTE 06CTOATENCTRA.

(5) JloxaTo Tpae HENpPEOJ0JIMMATA CUIA, H3IMBIHEHHETO HAa 3a0bIDKCHHUATA M CBBP3AHHTE ¢ TAX
HacpelIHH 3aIbIDKEHHS ce CITHpa.

(6) He npeacrasnsea “Henpeogonuma cuna” ¢s0UTHE, TPUYHHEHO 110 HEOPEKHOCT MM Ype3 YMHLLICHO
NefiCTBHE Ha HAKOA OT CTPAHHTE MJIH TEXHH NPE/CTAaBUTENHN H/HIH CIYKHTEH, KAKTO M HEAOCTHIA Ha
napuunu cpeactsa Ha H3IMTBJIHUATEIA n JEYHEBHOTO 3ABEJAEHHE - BB3JIOKHUTEJL

XIV. CITIOPOBE

Y1.14, (1) Be3HuxkHANHTE Npe3 BPEMETPAEHETO HA JOTOBOPA CIIOPOBE K Pa3HOIIACHA MEX/y CTPaHHTE
Ce pelarar upes NperoBopu Mexay Tax. IlocTuruarute AorosopeHocTy c¢ 0GopMAT B MUCMEHA QopMa
W cE MPERPBINAT B Hepas/le/lHa YacT OT J0roBopa.

(2) B cnyyvaii Ha HEMOCTHTAHE Ha JIOTOBOPEHOCT MO NPEIX0JAHHA WICH, BCUYKH CIOPOBE, [IOPOICHH OT
TO3H AOTOBOP HIIH OTHACAIIM C€ A0 HETO, BKIIYHTEIHO CIIOPOBETE, IIOPOACHU OT HIH OTHACALIN CE /10
HErOBOTO TBIKYBaHe, HENCHCTBUTEIHOCT, HEM3NBIHEHNE UITH NIpEKpaTaBade e ObaT paspeliaBaHy
cnopes OBIrapCKHTE MaTCPHAIHH M TIPOLIECYATHH 3aKOHH OT KOMIIETEHTHHA ¢hA 1o peaa Ha I'TIK.

XV. CbOBLLEHUS



Y. 15. (1) Bemuku chobiuenns Mexay CTpaHuTe, CBLP3AHH ¢ M3MBIHCHHETO Ha TO3H AOTOBOp Ca
BaIMIHH, KO Ca HAIIPABEHM B [HCMeHa PopMa i Ca MOANHCAHH OT YIBIHOMOIICHUTE TIpelICTABUTEIH
na M3IIbJIHATEJS nm JEYEBHOTO 3ABEJEHHE —- BB3JTOXKHTEJL

(2) 3a gara Ha CHODILEHUETO CE CMATA!

v 1aTaTa Ha [PEJABAHCTO — MIPH PBUHO [PE/IABAHE HA CHOOLEHHETO,

v laTaTa Ha MOLIEHCKOTO KIIeiiMo Ha 06paTHaTa pasiucka — NP H3MpaliaHe no nomard,

v JIATATA Ha NPHEeMaHeTo — P H3NpalllaHe 1o daxc uiu e-mail.

(3) 3a BaJIB/IHM A7PECH 33 IPHEMAHE HA CHOOIICHHA U GaHKOBH CMETKH, CBBpP3aHH C HACTOAWMA JOTOBOP
ce CMATAT:

3A H3II'BJIHHUTEJIA:

Tecsann arramma v VouKnanur RVITRAHK-AT

« ManacTupeky nuBaan — 3anaz, yi. bsto none Nel6
e-mail: bulgara.orders(@roche.com
Tenedon 3a Bpb3ka: 02/8184444 1 0888352343,
JTuue 3a koutakT: Tana Y3yHosa
3A JEUEEHOTO 3ABEJEHHME
BB3TOXKHTEJL
b: KA
IE

BLU. LW ANPT LW LN FS N N

Jlune 3a kourakt: Pedn Crounosa

rp. Cotus 1756, yi. IlnoBauecko nome Ne 6,

dakc: +359 2 87 06 321, Ten.: 02/807 62 91,

umMeiln: rstoilova@sbaloncology.bg.

(4) Tpy npoMsHa HA NIOCOYEHH 110 all. 3 anpec WM GaHKOoBA CMETKA ChOTBETHATA CTPAHA ¢ JUTEIKHA 13
YBeJIOMH IIPYraTa B TPHAHEBEH CPOK OT IPOMAHATA.

XVL JIPYI'H YCIIOBHA
Ua. 16. (1) TIpapara 1 3a4bJKCHHATA [0 HACTOSIIHA JOr0OBOP HE MOTaT [a C€ MPEXBBPIIAT CIHOCTPAHHO
Ha TPETH ML U TI0/I06HA AKTOBE He TIOPAKIAAT IIPABHO ICHCTBHE 0e3 NMCMEHOTO CBIJIaCHE Ha IpyraTa
CTpaHa, OCBEH B CTydanTe Ha obe3neuaBane (rapaHTHPaHe) Ha 3a/IbIDKEHHA 10 OaHKOBH KPEIMTH.
(2) 3a HeypeAcHHTE BBIIPOCM B HACTOAMHA [0rosop ce npuiara JelicTBallOTO OBIArapcKo
3aKOHOZIATENICTBO.

XVIIL. NOJA3INbJIHUTEJIA
(npuUnoICUMO CAMO 6 CAyHaUmMe, 8 KOumo u30panusl 3a USHbARUMEN YUaCHUK & NOCoYUa, He ue
HOA36G NOOUIHLAHUMENN, NPU CKIHOUBAHE HA PAMKOBOMO CHOPA3YMERUE)

Y. 17. (1) NOAU3NBLJIHUTEINTE Tpsabsa na 0TroBapAT Ha CBOTBETHHTC KPHTEPHH 3d noabop
choOpasHo BHIA ¥ JAeNa OT IIOPBhYKATa, KONTO WIE H3ITBL/AHABAT, H 32 TAX 1 HC €2 HAJINIC OCHOBAHHA 32
OTCTPAaHABAHE OT NPOLIEAYPaTa.

(2) JEUYEBHOTO 3ABEJAEHHE - Bb3JIOKUTEJ] usnckea 3amsHa Ha NMOJA3MBJIHUTE,
KOWTO HE OTroBaps Ha YCIOBHATA 110 aj.l.



(3) Koraro uacTtra ot nophUKaTa, KOATO €¢ U3TbIHARA OT HOI[I/BII'I:JIHPITEJI, moxe fa Obae
fpenaneHa KaTo OTACICH obeKT Ha M3 BLJIHUTEIA umn Ha JEUEBHOTO 3ABEJEHHE -
BB3JOKUTEJL, nociefnus sariama BhL3HArpaKAEHHE 34 Ta3H 9acT Ha IIOIII/BI['I:JIHHTEJIH.
(4) PasnuamannsTta 10 . 3 ¢ce oOCBUIECTBABAT BB3 OCHOBA ga HCKaHe, OTMPaBeHO OT
HOIIH3H’I>JIHI/ITEJIH no JIEMEBHOTO 3ABEJEHUE - BBH3IJOKUTEI  upes
V3ITBJIHATEJIA, kodTo € JUIBXKEH Aa TO MpPEAOCTAaBH HA BLANOKMUTENS B 15-IHEBEH CPOK oT
MOIy4YaBaHETO MY.

(5) KbM HcKaHeTo no an. 3 W3LJIHUTEIAT npenoctass CTAHOBMILE, OT KOETO /ia € BAAHO Naltl
OCTIOpRA MIAIAHHATA UK HacT OT TAX KATO HEABLIDKHMH.

(6) JEYEBHOTO 3ABEJEHHUE - BBL3JOKUTEJ nma mpapo Ad OTKaXKe IUIallaHe mo ajl. 3,
KOTATO HCKAHETO 3@ TUIAIAaHe & OCTIOPEHo, A0 MOMEHTA Ha OTCTPaHIBaHe Ha NIPHYWHATA 33 OTKa34.

(7) HesaBHCHMO OT W3ION3IBAHCTO na TIOIA3ITBJIHATEIIA OTFOBOPHOCTTA 32 H3ILIHCHHC Ha
norosopa e Ha M3ITBJIHUTEJIA.

XVIII 3AKAIOUHUTE/HHA PA3IIOPEJIBH
Y1 18. (1) Tipu CHCTABAHETO HA HACTOALIHA JOTOBOP CE MPEACTABHXA CIEIHNTE JOKYMEHTH!
v ToxymenTh 1o 1. 112 o7 301
v JlexnapauMs no 1. 55, an. 6 ot 3JIIXM (koraro ¢ {IPUII0KHUMO);
v [apaHiis 33 U3ITBIHCHAC;
v Texuuuecko 1 LIeHOBO NPEUIOKEHNE, HEPA3ENia YacT OT JIOr0BOPA;
v Jexnapauun no 3MUIL.

(2) Hacroamu m ammes w e anNQOPA3HH EK3EMIUIAPA HA OBIATapcKH €3UK — CIUUH 34 ;
W3IBJIHUT 3F{EHHE — BH3JIOXKHTEIL ’
BB3JOXKHA M3OBJIHUTEN: ..o C
JI-P CTED@A POMEQO ' T
N3N LJIHAT
»YCBAJIO” wuma - EBI'EHHA 0J10B
AT A P e

[JIABEH CYETOBOJUTEJ . A
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