JIOrOBOP
3A IOCTABKA HA JIEKAPCTBEHU MPOAYKTW

[Hec. I'II .............. 209M r., & Tp. Codhuns, Mexay:

YMEBAN"Uapuya MoanHa-UCYN"EA/, cbC cejavilie W afpec Ha yrpasneHue B rp.
Codms, paitoH "Obopuie”, yn. "bsno mope” Ne 8, Ten. 9432215, pakc 9432180, EMK 831605806,
npegcTasnaBaHo oT npod). A-p boiko Meoprues Kopykos, a.M - V3NbiHUTENEH AUMPEKTOP, HapvyaHo
no-gony 3a kpatkoct ,,JIJEUEBHO SABEAEHWNE - Bb3J/TOXXWTEJI” oT egHa cTpaHa

n

,PO BBNTAPUA” EOO[ cvC cefanuuwie v agpec Ha ynpasneHue rp. Cogms - 1618, X.K.
MaHactupckn nueagu - 3anag, yn. “bsano none* Ne 16, Ten: 02 818 4444, thakc 02 859 1199 EMK
131279951 npepacTaBnsBaHo oT AHTOHMO AHApe e Coyca [e BackoHcenoc u EBreHuii Hnkonaes
Hwnkonos - ynpaeuTenun, HapnyaHo no-gony 3a kparkoct ,,3MbJ/IHNTEJT” oT Apyra cTpaHa,

Ha OCHoBaHMe un. 112 oT 3akoHa 3a o6uiectBeHUTEe nopbykn (30M1), BB Bpb3Ka C MpPOBeAEH
BbTPELLEH KOHKYpPeHTeH 136op no PamMkoBo crnopasymeHue Ne P[-11-270 ce CK/IOYM HaCTOALMSA
[lOroBop 3a cnegHoTo:

I. MPEAMET N CPOK HA AOITOBOPA
Un. 1 (1) TEYEBHO 3ABEAEHWVE - BDB3/TOXXWTEN Bb3nara, a N3MBJHUTENAT ce
3a[b/KaBa Aa U3BbPLLUM A0CTaBKa Ha CMeAHNTE NEKapcTBeHM NpoayKT oT O6oco6eHa nosuums Ne 1:

Heobxoaym
ATC INN HaumH Ha npunioxeHve Msipka 6poii
L MSPKM
LOIXCO3 Trastuzumab | napeHTepaiHa mg 240000
LOIXCO7 Bevacizumab |napeHTepanHa mg 700000
LOIXC13 Pertuzumab | napeHTepaiHa mg 84000
LO1XC14 Trastuzumab Emtansine napeHTepaiHa mg 13600

(2) [oroBopbT BAM3a B CMna OT JaTaTa Ha MOAMWCBAHETO My OT [BeTe CTPaHM W € CbC CPOK A0
31.12.2021 .

1. LLEHWN 1 OBWA CTOMHOCT HA JOCTABKWTE MO JIOrOBOPA

Un. 2. (1) LleHaTa Ha CTOKMTe Mo 4.l e cbrnacHo ueHoBo npegnoxerHve Ha N3MbJIHUTENA,
HepasgenHa YyacT OT [40oroeopa.
(2) LleHaTa BKNtOYBaA CTOMHOCTTA Ha CTOKaTa, ONakoBKa, 3acTpaxoBka v TpaHcnopTt ago JIEYEBHOTO
SABEAEHWVE - BB3/TOXXWNTEJT npy MUHMMaNeH CPOK Ha FOAHOCT He Mo-Kpatbk oT 40 % ot
065BeHMS OT NPOM3BOAMTENS 3a SIEKAPCTBEHUTE MPOAYKTU UK He MOo-KpaTbK 0T 20 % OT 065BeHNs OT
NpPon3BOANUTENSA 3a BUONPOAYKTUTE UM BMOMOLO6HMTE NPOAYKTN. MUHUMAIHUAT CPOK Ha rOLHOCT Cce
ornpefens KbM JaTaTa Ha BCAKA [,OCTaBKa Ha /IeKapCTBEH MPOAYKT.
(3) Obuwiarta CTOMHOCT Ha JOCTaBKMTe Mo foroBopa e Ao 5 192 922,02 nesa 6e3 BkntoyeH A4C v go
6 231 506,43 neBa c BkntoyeH AC.
(4) LeHaTa no gorosopa e PuKcmrpaHa, He NOASIEXN Ha NPOMSHA 3a CPOKa Ha [ieiiCTBMe Ha [0roBopa,
0CBeH B cnyyauTe Ha 116 ot 30r1.
(5) B cnyyait, ye npe3 BPeMETO Ha JeliCTBME HA CbOTBETHUS AOr0BOP CTOMHOCTTA, KOSATO CejBa Aa ce
3annawa ¢ ny6nnyHM cpefcTsa Ha JIeKapCcTBEHN NPOAYKTW OT MO3UTUBHMS NEKapPCTBEH CMUCHK CTaHe
no-HMCka OT [OroBopeHaTa, /ie4eOHOTO 3aBefeHMe -  Bb3OXKUTEN  6Ge3yCcrioBHO  3analla
NeKapCTBEHUTE NPOAYKTU Ha NO-HUCKAaTa CTOMHOCT, CYATAHO OT:

- faTata Ha BfM3aHe B CWNa Ha pelleHneTo Ha HauuvoHanHWA CbBET MO UEHN U
pemmbypcupaHe Ha nekapcteeHuUTe npogykTtu ( HCLIPM);



- [aTaTa Ha akTyanu3auuaTta Ha [o3suTUBHMA NeKapCTBeH CMMCHK MO pefa Ha un. 57, an. 1ot
Hapepbara 3a ycnosudaTta, Mpaeunata M pefa 3a peryavpaHe W peructpyMpaHe Ha LeHUTe Ha
nekapcTBeHuTe npoayktn (HYTIPPPLUIM) 3a nekapCTBEHWUTE MPOAYKTU C HamaseHa CTOMHOCT 3a
OrMakoBKa, 134mcneHa Ha 6a3a petepeHTHa CTOMHOCT.

B cnyyante Mo npeaxofHOTO M3peYeHue, CTOMHOCTTa Ce Oonpefenss KbM MOMEHTa Ha
[ocTaBKaTa (NoAnuceaHe Ha NpuemMo-npesasaTesieH NpPoToKoN).

1. YCnoBnda M HAYMH HA MNAWAHE

Yn. 3 (1) MnawaHeTo No HaCTOSALLMS JOroBOP Ce OCbLUECTBABA Ype3 6aHKOB NPeBOJ, OT CTpaHa Ha
NEYEBHO 3ABEAEHWVE - BB3/TOXWTE/ no nocoyeHara B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3N BJTHUTENA.
(2) 3annawjaHeTo Ha CTOKMTe MO [OroBopa Ce M3BbPLLBA OT/IOKEHO B CPOK A0 60 /wecTaeceTus/ OeH,
cnep NpeAcTaBAHE Ha CnegHUTE JOKYMEHTU:

1. JlocTaBHa (paKTypa, CbCTaBeHa CbrnacHo usnckeaHuaTa Ha 344C v NMN344C;

2. [lpuemaTenHo-npefasaTeiHX NPOTOKOMNN,
(3) B cnyyait, ye nocoyeHmTe B Y. 3, al. 2 JOKYMEHTU ca HepefOBHU WM He Ca KOMIM/IEKTOBAHW,
cbwmte ce Bpbwat Ha U3MBbJIHUTENA ¢ npuemaTenHo - npefasatesieH NPOTOKO/ 3a M3MpaBsAHe
Ha HepefHocTUTe. CPOKbT MO Yn.3, an. 2. 3arnoysa Aa Teye OT Aarara Ha NpeacTaBAHeTo Ha NocnefHUs
N3UCKYeM Ce [JOKYMEHT.
(4) Mpy akTyprpaHe Ha 3asBeHWUTe KO/IMYECTBa /IEKAPCTBEHN NMPOLYKTKW, MO BCAKA OTAe/HA 3asBKa,
LileHaTa Ha OMakoBKa He cnefsa fa HajBullasa onpefeneHata B [M03UTUBHUA NEKAPCTBEH CMUCHK-
MpunoxeHre Ne 2, pedepeHTHa CTOMHOCT Ha OrMakoBKa 3a CbOTBETHWUA /IEKapPCTBEH MPOAYyKT. B
C/lyyail Ha M34MCnsiBaHe Ha CTOMHOCT MO-BUCOKA OT pediepeHTHaTa CTOMHOCT Ha OMnakoBKa 3a
CbOTBETHMWS /IEKAPCTBEH NPOAYKT, CTOMHOCTTA Ce HaMassBa W1 3anfalla O CTOMHOCTTa Ha OMakoBKa
onpegeneHa B No3nMTUBHUA TEKAPCTBEH CMUCHK- [punoxeHne Ne 2,

IV. CPOK HA AOCTABAHE
Yn. 4 (1) TEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTE 3aaB5Ba HEO6X0AMMUTE MY KONMYeCTBa
Cc nucmeHa 3adBka o0 W3MNBJ/IHWUTENA. 3adBkaTa ce BpbYBa JIMYHO CpeLly MNOAMMC Ha
N3NBJIHUTE/TA nan ynbHOMOLLEHO OT HEro nule wWan ce n3npawa c npenopbyaHo nucmo C
obpaTHa pa3nucka, No ¢)akc Un no eneKTPOHEH MbT.
(2) Bcaka oTgenHa AocTtaBKa, cnefBa Aa O6bfe [OCTaBeHa B CPOK [0 7 KaNeHAApHW [HU Cleq,
nonyyasaHe Ha 3aaBkata oT JIEUEBHOTO 3ABEAEHUVE - BBb3/TOXKWTEJ] 1 3a KonnyecTtsarta u
OnakoBkuTe (CbOOpa3sHO KOHKPETHUTE JIeKapCTBEHW MPOAYKTU, TMOCOYEHUM B  TEXHWUYECKOTO
npes/ioXkKeHne Ha U3MbAHWUTENs), TOYHO OnpefefieHW B 3asBKaTa. B cnyyald, Ye ce npaBu Mbpsa
[0CTaBKa OT fJafieHa napTuga Ha leKapcTBeH NpPoayKT, ce npeacTass CepTudurkar 3a 0cBoOOXKaBaHe
Ha napTugata, m3gafgeH OT KeanuuuupaHo nvue no 3/1NMXM Ha efneKTPOHeH HocuTen Wau Mo
e/IeKTPOHEH MbT Ha eNeKTPOHHaTa nowja, nocoyeHa Kato agpec 3a KOPecrnoHAeHUMs, NPUapy>KeH C
MpeBoj Ha 6bArapcky es3nk OT PrpMa, CKIKYMNa 4Orosop ¢ MUHUCTEPCTBO Ha BBLHLUHUTE paboTy 3a
N3BbPLUBaHE Ha ohmunanHn npeBoan. V136poeHNTe JOKYMEHTU ce NPeAcTaBsAT B CbOTBETHOTO 3BEHO,
onpeaeneHo OT fie4yebHOTO 3aBefeHMe - Bb3oXKuten. Mpu cnedpaliy AOCTaBKM Ha IEKapCTBEHU
NPOAYKTW OT CbLiaTa NapTuaa, CepTUGUKaTLT He ce NpeAcTaBs.
(3 B cnyyain Ha HeobxogumocT OT cnewHa poctaBka, JIEUEBHOTO 3ABELEHUVE -
BBH3/TOXKNTEJ/T nocousa M3PUYHO B 3asiBKaTa, Ye € HeobXxoauMmo fa Obe M3BbpLUEHA CriellHa
[locTaBKa. B T03u cnyuvald, focTaBKaTa crefiBa Aa Obfe M3BbPLUEHa A0 6 4yaca OT Mo/jyyaBaHe Ha
3adBKata W 3a Ko/MmMyecteBata M ONaKoBKWUTE (CbOOPa3sHO KOHKPETHWUTE JfIeKapCTBEHM MPOAYKTY,
MOCOYEHN B TEXHNYECKOTO MpessioXKeHNe Ha U3MbHUTENSA), TOYHO OMNpeaesieHn B 3aABKara.
4 N3NBNHMNTENAT ce 3agb/kaBa, B CPOK A0 1 paboTeH [eH, B cyvyanTe no an. 2 U B cpok Ao 1
yac, B C/lyqamte Ha an. 3, cfef nosyvyaBaHeTO Ha BCAKA 3asBKa Aa yBeOoMW MUCMEHO WA Mo (akc
JNEUEBHOTO 3ABELEHWVE - Bb3/TOXXWNTEJ B cnyyain Ye He MOXE Aa U3BbPLUM [OCTaBKa Um
B C/My4yail, Ye He MOXe [a Crasu CPOKbT 3a M3BbPLUBAHE Ha A0CTaBKaTa, MpeAMET Ha KOHKpeTHaTa
3aBKa.



(5) Kbm paTtata Ha BCAKa [OCTaBKa, OCTaTbYHMAT CPOK HAa FOAHOCT Ha JIEKAPCTBEHUTE MPOAYKTH,
cneaBa fja 6bae He No-mManbk oT 40 % /yeTUpUeceT Ha CTO/ OT 06ABEHNS OT NPOU3BOANTENS.

(6) Kbm paTarta Ha BCsika AOCTaBKa OCTATbUYHMAT CPOK Ha FOAHOCT Ha 61MonpofdyKT unm 6uonofobeH
NPOAYKT, cneaga Aa 6bvae He no-manbk oT 20 % /aBajeceT Ha CTO/ OT 06SBEHWS OT NPOU3BOAUTENS.
(7) 3a konunuecTBa foCTaBeHW W3BBLH 3asBKaTta no un. 4, an.l, TEYEBHOTO 3ABEAEHUE -
BB3/TOXKWTEJ HAMa 3afb/iXKeHne 3a nnaLlaHe.

(8) B cnyyante no un. 10, an. 7 oT AOroBopa, CPOKLT MO an. 2 1 3 3ano4ysa Aa Teye OT jJararta Ha
nnucmeHoTo cernacne Ha JIEYUEBHOTO 3ABEAEHWE - BB3/TOXWUTE.

V. MACTO HA 4OCTABAHE
Un. 5. (1) 3a mMACTO Ha goCTaBsAHe Ha CTOKWUTE MO TO3M [OroBOP Ce Onpefens cnegHws agpec: rp.
Cotus, yn. ,bsno mope” Ne 8, YMBA ,Llapnua MoanHa-ICYN” EAL - otaen ,,BonHnuHa
anTeka”
(2) PUCKbBT OT cNy4aiiHOTO NOrvMBaHe WM MOBPEX/JaHe Ha CTOKUTe npemMuHasa BbpXy JIEHUEBEHOTO
3ABEAEHWVE - BB3/TOXKWTEJ1 0T MOMeHTa Ha NpuemMaHeTo MM Ha MACTOTO Ha [OCTaBAHE C
npuemMartenHo-npeaasaTesied NPoTOKON.

VI. JATA HA JOCTABAHE HA CTOKWNTE
Un. 6. 3a fgata Ha AoCTaBAHe Ce cYMTa gartaTta, Ha KOSATO CTOKUTE ca AOCTaBEeHW [0 afpeca MNOCOYeH B
yn. 5, an. 1, npun ycnosmata Ha yn. 9, an. 2.

VIIl. 3AABJ/IXXEHNA HA N3MBIHUTENA
Un. 7. USMBbNHWUTENAT ce 3agbmxasa:
1 [a poctaBu CTOKWUTe B [OrOBOpPeHUst CpoK 1 da ru npegage Ha IEUEBHOTO 3ABEAEHWE -
BB3NTOXUNTE.
2. Ja npefage CTOKWTE, MakeTMpaHU W MapKMpaHW B CbOTBETHUA BWA, KOMMYECTBO W KayecTBO Ha
MACTOTO Ha AOCTaBsHe.
3. MNpu nognuceaHeTo Ha [OroBopa Aa NpeacTasu:
a) JOKYMeHTM no un. 112, an. 1ot 30r1.
0) rapaHumsa 3a U3Nb/IHEHWE, B e4Ha OT hopmuTe, onpegenenn B . 111, an. 5 ot 30Tl1, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cref M3TUYaHe CpoKa Ha [oroBopa, KOATO ce 0CBOO0XKAaBa B CPOK A0 60 AHWU cref
M3MbJIHEHME Ha JorosBopa. B ciyyald, Ye BaIMAHOCTTA Ha rapaHumsaTa n3tuya npeaum forosopa ga 6vae
n3nviHeH, N3MNbJIHUTENAT ce 3agb/mkasa fa YAL/MKW CPOKa Ha Ba/IMAHOCT Ha rapaHuusaTa C
TONKOBA [JHW, Taka 4e rapaHumaTa fa nokprieBa O4akBaHUSA CPOK 3a U3Mb/IHEHME Ha forosopa natoc 60
AHn. TapaHumsaTa e B pasmep Ha 3% OT CTOHOCTTa Ha gorosopa 6e3 AAC u Bb3/iM3a Ha
155 787,66 neBa.
(4) Da poctaBA fieKapCTBEHU MPOAYKTU, KOUTO OTrOBapAT Ha WM3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBeHUTE NPOAYKTWN B XyMaHHaTa MeauumHa (3/1MXM) - ga npuTtexxasaTt Ba/IMAHO paspeLLeHune
3a ynotpeba B cTpaHarta, u3gafeHo no pega Ha 3/1MXM wnm PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeiickna napnameHT n CbeeTa /un. 23, an.l Ha 3/MXM/.
(5) Oa poctaBa nekapCTBeHW MPOAYKTW, KOUTO ca BKIOYeHW B punoxeHne Ne 2 Ha lo3UTUBHUA
NeKapCcTBeH CMUCHK.
(6) B cnyuyaid, Ye ce npasu MbpBa [LOCTaBKa No fajieHa NapTuia Ha leKapCcTBeH NPOAYKT, Aa NpeLcTass
CepTugmkaT 3a 0CBOOOXJaBaHe Ha napTuaaTa, u3gageH OT KeanuguumpaHo nuue no 3/IMXM Ha
€IEKTPOHEH HOCUTEN WUAM MO eNEeKTPOHEH MbT Ha eNeKTPOHHaTa MOoLLa, MocoYeHa Kato ajpec 3a
KOPECNOHAEeHUMS, NPUAPY>KeH C NpeBoj Ha Obirapcky esuk oT gwmpma, CKauyuna [orosop c
MMWHNCTEPCTBO Ha BLHLUHWTE paboTy 3a M3BbPLUBAHE Ha OhULIMaIHM NPEBOAN.

VIII. SAOB/DKEHUA HA NEYEBHOTO 3ABEAEHUNE - BB3/TOXUTE
Yn. 8. TEYUEBHOTO 3ABEAEHWE - Bb3/TOXWTEJ ce 3agbmkasa:

1 [la npueme AOCTaBEHUTE B CPOK U Ha MACTO CTOKW, CbOTBETCTBALLW MO BN, KOJIMYECTBO N KavyeCcTBO
Ha ONMCaHOTO B HaCTOALLMA A0roBop.

2. [la 3annatn gocTtaBeHUTE CTOKM MO pefa Ha y/. 3 OT HACTOALLMA AOroBOp.



3. Cnef NpUK/OYBaHe M3MbIHEHUETO Ha [OrOBOpPa fa 0CBOGOAM rapaHLUMsTa 3a U3Mb/HeHWe, 6e3 fa
OB/DKN NINXBM 33 CPOKA, NPEe3 KOMTO CpeacTBaTa 3aKOHHO Ca NPECTOs/IN Y HEro.

IX. MPMEMAHE U NPEAABAHE HA CTOKUTE
Yn. 9. (1) MNpremaHeTo Ha CTOKMTE Ce U3BbPLUBA HA MACTOTO Ha [JOCTaBsAHe MOCOYEHO B y/l. 5, an. 1
@ WMINBIAHWUTENAT wwm ynb/HOMOWEH OT Hero npeAactaButen W nNpeacTaBuTen Ha
NEYEBHOTO 3ABEAEHUVE - BbB3/IOXWTEJ/T nognuceat npuemartenHo-npeaBartesneH
NPOTOKO/, YA0CTOBEPsABALL, NOMyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TrAPAHUNN N CPOK HATOAHOCT

Yn. 10. (1) CtokuTe, NpefMeT Ha HaCTOALLMA LOrOBOp, CNefBa Aa OTroBapAT Ha M3MCKBaHMATA Ha usl.
7,an. 4n5.
(2) Kbm patata Ha focTaBKaTa, OCTaTbYHWUAT CPOK Ha FOAHOCT Ha SIeKapCTBEHUTE MPOAYKTW, ChnefBa
Aa 6bae He no-manbk 0T 40 % /ueTMpUAeceT Ha CTo/ OT 06SBEHUA OT NPOU3BOANUTENS.
(3) B cnyyaii Ha focTaBKa Ha NeKapCTBEHWSA MPOAYKT C MO - KpaTbK OT JOrOBOPEHUS CPOK Ha FOAHOCT,
Ab/DKMMaTa HeycTolka a 6bie NPoOMeHeHa, KakKTo CrefBa:

0T 39,99% a0 30% - 3 % BbpXY CTOMHOCTTA Ha A0CTaBKAaTa,;

0T 29,99% a0 20% - 5 % BbpXY CTOMHOCTTA Ha A0CTaBKaTa;

oT 19,99% no 10% - 7 % BbpXY CTOMHOCTTa Ha A0CTaBKara,

nog 10% - 10 % BbpXYy CTOMHOCTTA Ha 0CTaBKaTa.
(4) OcTaTbYHMAT CPOK HAa FOAHOCT Ha GUoNpPoAYKT /6uonofobeH NPOAyKT, cnedsa ga 6bvae He no-
mMastbk 0T 20 % /nBafieceT Ha CTO/ OT 065iBEHMSI OT MPON3BOAUTENSA KbM [aTaTa Ha BCAKa [40CTaBKa.
(5) B cnyyait Ha focTaBKa Ha 6ronpoayKT/61Monogo6eH NPOLYKT C MO - KpPaTbK OT A0r0BOPEHUSA CPOK
Ha rofjHoCT, Ab/HKMMATa HeYCTOKa e KakTo Crefsa:

oT 19,99% no 10% - 2 % BbPXY CTOMHOCTTa Ha A0CTaBKara,;

0T 9,99% [0 5 % - 4 % BbpPXY CTOMHOCTTA Ha [A0OCTaBKaTa;

nog 5% - 6 % BbpXY CTOMHOCTTA Ha AOCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHWVE - BBb3/TOXXWTEJT MOXe fa OTKaXe MpPUemMaHeTo Ha CTOKMUTe,
aKO B [leHSl Ha TAXHOTO MPUCTUraHe WAN NPUEMaHe OCTaTbyYHWUA CPOK Ha FOAHOCT € MO - MaTbK OT
onpegeneHuns B yun. 10, an. 2. v an. 4 MUHUMaANEH CPOK Ha FOAHOCT.
(7) OoctaBKaTa Ha /IeKapCTBEH MPOAYKT C OCTaTbyeH CPOK Ha rofAHOCT no-masbk OT 10 Ha cTo oT
065BeHNA OT MPOU3BOAUTENS M HA GMONPOAYKT/6Monofo6eH MPOAYKT C OCTaTbyeH CPOK Ha rogHoCT
no-Maibk OT 5 Ha CTO OT 006siBEHMS OT NPOWM3BOAMTENS Ce M3BBLPLUBA CamMO C MUCMEHO Cbriacue Ha
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJ] 3a KOHKPETHO KO/IMYECTBO, OnpefesieHo OT Hero.
Be3 m3pmyHo nucmeHo cvrnacne Ha JIEUEBHOTO 3ABEAEHWE - BB3/TOXKWNTEJ cTokuTe
HAMa Aa 6baat 3annawaHu.
(8) NckaHeTo 3a NUCMeHO cbrnacue, B cnydamTe Ha an. 7, cnegga ga noctenu B JIEYUEBHOTO
3SABEOEHWE - Bb3/TOXXWTE B cpok Ao 1(eauH) paboTeH [eH OT Nofy4vaBaHe Ha 3asiBKaTa.
(9) B cnyyanTe Ha CrneLHN JOCTaBKM MNOCOYeHUTe B al. 3 U a/l. 5 HeYCTOMKM He ce npuarar.

XI. OTroBOPHOCT 3A HETOYHO M3MNBbJIHEHUVE. PEKTTAMALNN
Un. 11. () NTEYEBHOTO 3ABEAEHWE - BB3/TOXXWNTEJT Moxe fa npeassaBa peknamaunm
npeg N3MbNHNTENA 3a:
a) KO/IMYECTBO U HEKOMIM/IEKTHOCT Ha CTOKUTE WM TEXHUYeCKaTa OKYMeHTaUnsa (ABHU HeLoCTaTbLW);
0) Ka4yecTBO (CKpUTW HeaocTaTbLm):
- NPV [OCTaBAHE Ha CTOKM He OT LJOrOBOPEHWNSA BUL, MOCOYEH B . 1;
- MPU KOHCTaTMpaHe Ha JedeKTn npu ynotpeba Ha CTOKUTE.
(2) Peknamaumun 3a SiBHWM HefocTaTbUM Ha cTokuTe ce npasAt oT JIEYHEBHOTO 3ABEAEHUE -
BB3/TOXKWTEJI, B MOMeHTa Ha npeAaBaHeTo MM, 3a KOeTO Ce CbCTaBA MPOTOKOA, MOAMUCaH U OT
[\BeTe CTpaHu.
(3) Peknamaumun 3a CKpUTWU HeLOCTaTbLM Ce MpaBAT Mpe3 Lenns CPOK Ha rofHOCT Ha [0CTaBeHuTe
CTOKW, KaTo peknamauusaTa ce npuapy>kasa 3afb/DKUTENHO OT KOHCTaTMBEH MPOTOKOA, MU3fafeH OT
M3nbnHuTeNHATA areHums 3a fiekapcreara.



4 NEYEBHOTO 3ABEAEHVE - BDB3/TOXXWNTE/ e AnbXHO pfAa YyBeAOMM MUCMEHO
N3MBbNHNTENA 3a yctaHoBeHUTe aedekT B 5 (NMeT) AHEBEH CPOK OT KOHCTATUPAHETO UM.

(5) B peknamauunTe ce Nocoysa HOMepPbT Ha 4OrOBOPa, TOYHOTO KO/IMYECTBO HA NONYYEHUTE CTOKU C
TEXHUS MapTUaeH HOMep, OCHOBAaHWETO 3a peknamaumsi U KOHKPeTHOTO uckaHe Ha JIEHEBHOTO
3ABEOEHWVE - Bb3/TOXXUTE/.

(6) B 5 (net) gHeBeH cpoK OT nony4vaBaHe Ha peknamaumsata, U3MbAHUTENAT cneasa aa
otrosopy Ha JIEHEBHOTO 3ABEAEHWE - Bb3/IOXWTE/T NUCMEHO U KOHKPETHO Aaniu
npuemMa peknaMmaumaTa unm 1 0TXBbpIs.

(7) Mpwn peknamaums 3a sBHKU HegocTaTbuy M3MBHUTENAT e g/ibKeH B CPOK OT 2 paboTHU AHU
OT MNOMyYaBaHe Ha peknamauusaTa 3a CBOA CMETKa M PUCK Aa [OCTaBM Ha MACTOTO Ha [0CTaBAHe
KONMYEeCTBOTO NINMCBALLM B AOCTaBKaTa / HEKOMMIEKTHU LOrOBOPEHU CTOKM.

(8) Mpu peknamaumsi 3a CKpUTU HepocTaTbuu, B cnydaid Ye WSMBIAHUTENAT e npuen
peknamauuaTa, CbluAT e AnbxeH B 10 (geceT) AHEBEH CPOK OT MOMyyaBaHeTO M fa 3ameHu
[IOCTaBeHNTE HeAOroBOPEHN Mo BUA / fedeKTHU CTOKM 3a CBOA CMeTKa U PUCK WM MO MpeLeHKa Ha
NEYEBHOTO 3ABEAEHWE - BbBb3/TOXWTEJ/T fa BbpHe CbOTBETHaTa 4acT OT 3arnjareHara
LieHa, BeHO C Ab/DKUMUTE NNXBU.

(9) M360pbT Ha NOCOYEHMTe NO-rope Bb3MOXXHOCTM Aja Ce BbPHe CbOTBETHATA YacT OT MNJIaTEHOTO WK
[la ce AoCTaBAT HOBW CTOKM npuHagnexu Ha JIEHEBHOTO SABEAEHWME - BB3/TOXXWTE m ce
ynpaxHsBea OT Hero nof gopmara Ha nucmeHo yeefomneHve o N3MbJIHWUTENA, kato pasxoaute
N pUCKOBeTe N0 HOBOTO JoCTaBsAHe ca 3a cMeTka Ha 3MbJ/THUTENA.

(10) CrokuTe, npefMeT Ha peknamaums ce cbxpaHasat ot JIEYEBHOTO 3ABEAEHUE -
BB3/TOXKWTEJ o ypexaaHe Ha peknamauumumre.

XIl. OTTOBOPHOCT MNP HEN3MBIHEHNE
Un. 12. (1) 3a Hem3nb/IHEHNE HA 33 b/DKEHUATA CM NO HACTOALLMA LOTOBOP C U3KNHOUYEHME Ha Te3n Mo
un. 10, an. 2 n an. 4, N3NBAHUNTENAT gbmku HeycToilka B pasmep Ha 0.5 % Ha feH Bbpxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, HO He noseye OT 10 % (geceT MpoueHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KakTo W obe3slleTeHMe 3a NPEeTbpreHuTe AeNCTBUTENHW Bpeau B CryyauTe,
KoraTto Te HaaxXBbpNAT [OroBopeHaTa HeycTorka. B cnyvamte no un. 4, an. 3, nocodveHata B
NPeaxo4HOTO M3peyeHne HeycTolka B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac NMpocpoumne, HO He
noseye oT 10 % (AeceT NpoLEeHTa) OT CTOMHOCTTA HA KOHKPeTHaTa 3asBKa, KakTo U 06esLleTeHre 3a
npeTbpreHnTe AeCTBUTENIHN BPeAM B CyYauTe, Korato Te HaaxXBbp/IAT A4OroBOopeHaTa HeyCcTomKa.
(2) Korato npu Hamnuve Ha peknamauumu, N3MBIHUTENAT He n3nbaHM 3a4b/iKeHUATa cu no
pasfen Xl| OT HacToAWMA [OroBOp B CPOK, CbwmAaT abmkn Ha JIEHEBHOTO 3ABEAEHWE-
BBb3/TOXXWTEJT HeycTolika B pasmep Ha 2 % OT LeHaTa Ha CTOKUTE, 3a KOWTO Ca HarpaBeHu
peknamauunTe.
(3 NEYEBHOTO 3ABEAEHWE - BBb3JTOXXWUTEJ ynosnetsopsBa NpPeTeHUMUTE CU OTHOCHO
HEM3Mb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3annawjaHe Ha HeycTOMKMTe OT CTpaHa Ha
N3MNBTHNTENA KaTo 3aabpXa rapaHumsTa 3a U3nb/HeHne no uyn. 7, an. 3, bykea “6” oT 40roeopa,
KaTo npegnpuema AenCTBUSA 3a HEMHOTO YCBOsIBaHe. B cnyuyail, ye CTOMHOCTTa Ha rapaHumsTa 3a
M3Mb/HEHME He MNOKpuBa BCUYKM Abmkumu oT U3MBIHUTENA HeycTolikn, JIEYEBHOTO
3ABEAEHWVE - BB3/TOXWTE/T npuxsawia AbMKUMUTE CYMUM OT HACPELUHW MNMallaHuA KbM
N3NBbTHUTENA.
(4) Mpn Tpn NbTK BMHOBHA 3a6aBa Ha N3MbJTHUTEA, npoabmkuna ¢ noBeye OT NOAOBUHATA OT
CpOKa 3a M3Nb/IHEHME Ha CLOTBETHOTO 3aA4b/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
SABEAEHWE - BB3J/TOXKWUTEJT nma npaBo Aa npekpatn gorosopa eAHOCTPaHHO C 15-AHeBHO
npeansBecTye.
(5) NEYEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJT nma npaso Aa npekpatn eaHOCTpaHHO 1 6e3
npen3BecTe HaCTOALLMA JOrOBOP B C/lyYail Ha CUCTEMHO HETOYHO U3Mb/IHEHME Ha 3a4b/DKEHUSATA OT
N3MNBIHUTENA wn npeasseHn noseye OT TPWM peknaMauum B paMKWUTE Ha TpuU Meceua oT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTE/ no peaa Ha rnasa Xl
(6) B cnyyait, ye no oTHoweHve Ha U3MBJIHUTENTA HacTbnat ob6cToaTencTeara no yn. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a ob6ulecTBeHUTe nopbukn, JIEUEBHOTO 3ABELOEHWE-



BBb3/TOXKWNTEN wuma npaBo [fa npekpat¥ efHOCTPaHHO HacTosWmMs [Orosop, 6e3 MUCMeHO
npegmssecTue 1 6e3 fa Ab/IHKU HeYCTONKW.

(7) Mpn HemsmbiAHEHWe Ha 3a4b/KeHweTo cu no un.3, an.2, JIEUHEBHOTO 3ABEAEHUE -
BB3TOXNTEN abmxkn Ha U3MBNHUMUTENA HeycTolika B pasmep Ha 0.1% (Hyna usno u eanH Ha
CTO) OT LleHaTa Ha 13BbpLLEHAaTa A0CTaBKa 3a BCEKM AeH 3abaBa, HO He noBeye OT 5 % (MeT Ha CTOo) OT
CTONHOCTTa Ha [joCTaBKara.

XIl. POPCMAXOPHW OBCTOATENCTBA
Yn. 13 (1) CtpaHuTe NO HACTOSLLMS JOrOBOP He Ab/MKaT 06e3LeTeHre 3a MOHECEHW Bpean 1 3aryom,
aKo rnocnefHUTe ca NPUYMHEHW B pe3ynTaT Ha HenpeoaonnmMa cuna.
(2) AKo cTpaHarta, KOATO e c/iefiBasio fa U3Mb/HM CBOe 3afb/DKEHNE NO Aorosopa e buna B 3ab6aBa, T
He MOXe /ia Ce N030BaBa Ha HENPEoLoNNMa CUNa.
(3) “HenpeogonumMa cuia” no cMUCHAA Ha TO3W [OroBOP € HenpeasuaeHO W/Mnn HenpeLOTBPaTMMO
CbOWTUNE OT N3BBHPEAEH XapaKTep, Bb3HUKHAMO C/ef, CKNHOYBAHETO Ha [0roBopa.
(4) CrpaHata, 3acerHara OT Henpeofo/iMMa Cwna, e A/bXHa Aa NpefnpueMe BCUYKW [eNcTBUA C
rpmxara Ha Jo6bp CTOMaHWH, 3a [a HaMain [0 MUHUMYM MOHECEHUTE Bpeau U 3arybu, Kakto u ga
yBe4oMU MUCMEHO ApyraTta cTpaHa B 7-AHEBEH CPOK OT HaCTLMNBAHETO Ha Henpeogonumata cuna. MNpu
HeyBefOMsBaHe B MOCOYEHUS B MPeLXOLHOTO W3peyveHMe CPOK Ce [Ab/DKM  06eslleTeHVe 3a
HacTbMuAMTe OT TOBa Bpeau. HenpeogonvmaTta cuna Ce [OKasBa OT 3acerHarara CTpaHa CbC
cepTudmkar 3a opcMaxop, n3gageH No CbOTBETHUA pef OT KOMMETEHTHUSA OpraH B Abp)Xasarta, B
KOATO Ca HaCTbNWUAM (DOPCMaXKOPHUTE 0BCTOATE/CTBA.
(5 [okato Tpae Henpeogonumara Cwna, W3MbAHEHWMETO Ha 3a4b/DKEHUATA W CBbp3aHUTE C THAX
HaCPELLHM 3aib/KEHNSI Ce Crmpa.
(6) He npeactaensiBa “HenpeofoniMma cuna” CboOWUTME, MNPUUUHEHO MO HEOPEXHOCT WM uype3
YMULLINIEHO [eCTBME Ha HAKOA OT CTPaHWUTE WM TeXHW MPeacTaBUTenn UW/Wnn CRyXUTenun, Kakto u
HefocTura Ha napuyHu cpeactea Ha W3MBAHWUTENA v NEYEBHOTO 3ABEAEHUVE -
BB3TOXUTE.

XIV. CrNOPOBE

Un.14. (1) Bb3HUKHanMTe npe3 BpeMeTPaeHeTO Ha 40roBopa CrnopoBe M pasHOriacusa Mexay cTpaHuTe
Ce peLuaBaT 4pe3 Mperosopu mexay Tax. ocTurHatute JOrOBOPEHOCTU Ce O(OPMAT B MMUCMEHA
(hopMa U1 ce NpeBpbLUAT B HepasjesiHa yacT OT [0rosopa.

(2) B cnyyait Ha HenocTUraHe Ha AOrOBOPEHOCT MO NPEAXOAHUS YNEH, BCUYKX CMNOPOBE, MOPOAEHN OT
TO3M JOr0BOP WM OTHACALLM CE 0 HEro, BKIKOUUTEIHO CMOPOBETE, MOPOAEHN OT UM OTHACALLN Ce [0
HEroBOTO Tb/IKyBaHe, HeAEWCTBUTENHOCT, HEM3Mb/IHEHWE UMM MNpeKpaTsaBaHe We 6bAaT paspellaBaHu
crnopef 6bArapcknTe MatepuaiHv U NPOLEeCyasHN 3aKOHWM OT KOMMETEHTHUA Cbf No pega Ha MK,

XV. CbOBLWEHNHA

Un. 15. (1) BCMUYKM CbOOLLEHNA MeXAY CTpaHWUTe, CBbP3aHW C M3Mb/IHEHWETO Ha TO3WM A0roBop ca
Ba/IMAHM, aKO Ca HampasBeHW B NUCMeHa (hopMa 1 ca NoAMNuUCcaHW OT YMb/IHOMOLLEHUTE NpeACTaBUTENN
Ha U3MBHUTENA nam NEYEBHOTO 3ABEOEHVE - Bb3/TOXXUNTEJ.
(2) 3apata Ha CbOOLLEHMETO Ce CMATa:
6 [araTa Ha npejaBaHeTo - Mpy PbYHO NpefaBaHe Ha CbOOLLEHNETO;
S [iataTa Ha MoLEeHCKOTO K/ieiiMO Ha obpaTHaTa pasnucka - npy u3npatyaHe no nowara;
S farara Ha NpYemMaHeTo - Npu nsnpatyaHe no gakc nam e-mail.
(3) 3a Ba/maHM agpecy 3a MpveMaHe Ha CbOOLLEHMS U GAHKOBM CMETKW, CBbp3aHU € HacTOALLMA
[LOrOBOp Ce cMATar:

3A N3MBHUTENA:

agpec: rp. Codwms, 6yn. "Mckbpeko woce™ Ne 7, TbproBckun LeHTbp EBpona, crpaga 6, cknag 8
n 9 - TaHs Y3yHoBa, Ten: 02 8184428 thakc: 02 8591199, e-mail: tanva.uzunova@roche.com

6aHKoBa cMeTKa, nocodeHa oT 3Mb/IHUTENA: BIC koa: UNCRBGSF
IBAN: BG62UNCR9660100ROCHEBG

SAJTEYEBHOTO 3ABEAEHUE- Bb3/TOXWUTEJT:


mailto:tanya.uzunova@roche.com

rp. Cotusa, yn. ,.bsano mope” Ne 8, otgen ,,bonHunyHa anteka”, Ten 02 9432429, (akc 02
9432117, e-mail: apteka(a isul.eu.
(4) Mpwn npomsHa Ha MocoyeHns Mo an. 3 agpec UM 6aHKOBa CMeTKa CbOTBETHAaTa CTpaHa € AJ/TbKHa
[la yBeAoMW apyrata B TPUAHEBEH CPOK OT NpoMsHaTa.

XVI. OPYTWN YCNoBWNA
Un. 16. (1) MNpaBata M 3agb/HKeHWATa MO HACTOAWMA [OroBOP He MoraT fga ce MNPexXBbpnar
eJHOCTPaHHO Ha TPeTu Nuua W MoJOOHM aKTOBE He MOpaXKhaT MpaBHO fAeicTBme 6e3 NUCMEHOTO
Cbl/acvie Ha Jpyrara CTpaHa, OCBEH B C/lyyauTe Ha ob6e3neyaBaHe (rapaHTupaHe) Ha 3af4b/DKeHUs Mo
6aHKOBMN KpeauTy.
(20 3a HeypefeHuTe BBMPOCM B HACTOAWMA [OroBOp ce npwiara [edCcTBalloTO 6barapcko
3aKOHO/aTesICTBO.

XVII. MOAN3NBb/THUTEJTA - Henpunoxxnmo
(Npuno>krMmMo camo B CnyyanTe, B KOUTO M36paHus 3a U3MbAHUTEN y4aCTHUK € MOCoYL, Ye Lie
non3ea NnoAu3NbAHUTENN, NMPU CKNOYBAHE HA PAMKOBOTO CropasyMeHue)
Yn. 17. (1) NO4N3MBNIHUNTENNTE Tpsbea fa 0TroBapsT Ha CbOTBETHWUTE KpUTepuM 3a nogoop
Cbo6pasHo BMAaA 1 fjena OT Nopbykata, KOWTO Le U3Mb/HABAT, M 3a TAX [a He ca Ha/lnue OCHOBaHMS 3a
OTCTpaHsBaHe OT npoLiefypara.
(20 NEYEBHOTO 3ABEOEHWVE - Bb3/TOXWMNTEJ nsnckea 3amsaHa Ha NMOAV3MB/IHATE,
KOMTO He 0Troeaps Ha ycnosusTta no an.l.
(3) Korarto yacTTa OT nopbykarta, Kosto ce m3nbaHasa ot NMOAN3MBIHUTE, moxe ga 6bve
npegageHa kato otgeneH 06ekt Ha M3MbJIHWUTENA wam Ha IEUEBHOTO 3ABEAEHUE -
BBb3/TOXWNTEJ, nocnefHus 3annalla Bb3HarpaxzaeHuve 3a 1asm yact Ha NMOAMN3IMbAHNTENA.
(4) PasnnawaHmaTa Mo an. 3 Ce OCbLeCTBABAaT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO OT
noaAM3NbBAHNTENA po JIEHEBHOTO 3ABEAEHWE - Bb3/IOXWUTE/  upes
N3MBNHUTENA, KOWTO € AnbXeH fAa ro NpeaocTaBy Ha Bb3NOXUTeNs B 15-AHEBEH CPOK OT
nonyyaBaHeTo My.
(5) Kbm nckaHeto no an. 3 U3MbJIHUTENTAT npefoctaBa CTaHOBMLLE, OT KOETO Aa € BUAHO Aanu
0CropBsa nnaLaHnaTa UM Y4acT OT TAX KaTo HeAb/HKUMU.
(6) NEYEBHOTO 3ABEAEHWME - BB3/TOXKWMTE/T nma npaBo Aa OTKaxe njaijaHe rno an. 3,
KOraTo UCKaHeTo 3a Mn/alliaHe e 0CrnopeHo, 40 MOMeHTa Ha OTCTpaHABaHe Ha NPUYMHATA 38 0TKa3a.
(7) HesaBucumo ot usnonssaHeto Ha NMOAUIITB/IHUATEJIA oTroBopHOCTTa 3a W3MNb/IHEHME Ha
forosopa e Ha U3MBJTHUTENA.

XVII. 3AKJTIOYUTENHW PA3MNOPEABU
Un. 18. (1) MNpun cbCTaBAHETO Ha HACTOSALLMA AOrOBOP Ce NpeAcTaBuxa CnegHUTe JOKYMEHTH
S JokymeHTu no un. 112 ot 30IT,
S Jeknapaumsa no un. 55, an. 6 ot 3/IMXM (korato e npuiIoXKMmo);
S ["apaHumMA 32 U3NbIHEHWE,;
A TexHn4Yecko v LIeHOBO npef/ioKeHne, HepasaeiHa YacT OT 40roBopa;
S Jeknapayymm no IMAIT.
(2) HacToAwmAT 1orosop ce CbCTaBu B TPW efHO0Opa3HN ek3emnigpa Ha 6barapcky e\lLY- ean
N3MNBNHWNTENA v gea3a TEYEBHOTO 3ABEOEHWVE - Bb3/TOXXWTE/. [O

3asmyeHa nHgopmaums
3annueHa nHhopmaums N3IMb.
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Heobxoay Konmuect

[epmaHuA

JlexapcTB < Mdpka Tbproscko OkoHuare
M 6poit 3abenexu Craryc /136paH BO HannueH
ATC INN eHa VDK Ha ﬁ::/g,tabl, e Py PY :s;IgﬂeHOB AKTVBHO Mspka Q:ZKQBKa B IUC
(popua i3 BELLeCTBO
. Roche
Trastuzum napeHTep Soltion Registrati 600 mg/5 HanmueH
LO1XCO3 b aha 240000 mg fo_r _ BampeH [a on GmbH, Herceptin m mg 1 B U
injection
[epmaHus
Roche
Bevacizum napeHTep Registrati . 25 mg/ml- HannueH
LO1XCO7 b aha 700000 g BampeH [a on GmbH, Avastin 16m mg 1 B U
lepmaHus
, 25 mg/ml- HannueH
Avastin am mg 8 [C
Roche
Pertuzum napeHTep Registrati . HanmueH
84000 BampeH [a on GmbH, Perjeta 420 B IUIC



Trastuzum Roche

napeHTep Registrati 160 mg/8 . HasmueH
LOIXC14 ab . ana 13600 mg BampeH [l on GmbH. Kadcyla m 1vial B IUIC
Emtansine
epmaHVs
Kadoyla L0MO/5 vl e

m BIVIC



