JO re
NOroBOP
3A JOCTABKA HA IEKAPCTBEHW MPOAYKTW

JHec, *&V.........cceeueee. 20:.7 1., B Ip. Codhnis, Mexay:

YMBAN"Uapuua WMoaHHa-UCYJI"EAL, cbCc cefjanuile v afpec Ha ynpasneHue B Tp.
Codusi, paiioH "O6opulle”, yn. "bsano mope” Ne 8, Ten. 9432215, hakc 9432180, EMK 831605806,
npegcTaBnsaBaHo oT npod. A-p boiko Meoprves Kopykos, .M - W3Mb/HUTENEH AUPEKTOP, HapuiaHo
no-gony 3a kpartkoct ,,JIJEHEBHO SABEAEHWE - Bb3/TOXKWUTEJ1” 0T efHa cTpaHa

n

,POLL BBJITAPUNA” EOO/ cbc cepanvule U agpec Ha ynpaeneHne rp. Coua - 1618, XK.
MaHactupckn nueaam - 3anag, yn. “bsno none” Ne 16, Ten: 02 818 4444, dakc 02 859 1199 EWMK
131279951 npeacTtaBnsBaHoO oT AHTOHMO AHpe e Coyca [e BackoHcenoc n EBreHuin Hukonaes
Hvkonos - ynpasuTenu, HapuyaHo no-gony 3a Kpartkoct ,, 3N bJ/IHWUTEJT” oT apyra ctpaHa,

Ha ocHoBaHMe un. 112 oT 3akoHa 3a obuwectBeHUTe nopbyky (30M1), BLB Bpb3Ka C MPOBEAEH
BbTPeLLeH KOHKYpPeHTeH M36op no PamMKOBO crnopasymeHue No P-11-277 ce CKIOYM HACTOALLMSA
[l0roBOp 3a CNeAHOTO:

I. MPEAMET M CPOK HA IOFOBOPA
Un. 1 (1) NTEYEBHO 3ABEAEHWVE - BDB3J/TOXXWNTEJ Bb3nara, a U3MBbHUNTENAT ce
3aAb/KaBa [a M3BbPLUM A0CTABKa Ha CeAHNTE NIeKapcTBeHU NpoayKTy oT O60cobeHa nosuuus Ne 2:

Heobxoamm
ATC INN HauvH Ha npunoXxeHue Mspka 6poii
MSAPKU
LO1XE15 Vemurafenib nepopasHa TBbpAaa mg 1075200
LO1XE36 alectinib nepopasiHa TBbpAa mg 672000
LO1XX43 Vismodegib nepopasiHa TBbpaa mg 504000

(2) OoroBopbT BAM3a B cuna OT gataTa Ha MOAMMCBAHETO My OT [BeTe CTpaHuW UM € CbC CPOK A0
31.12.2021 r.

(3) Ha ocHoBaHue un. 112, an. 6 ot 30l goroBopsbT BAM3a B cunia oT 02.12.2020 r. 3a NPOAYKTUTE C
ATC LO1XE15.

1l. LEHW 1 OBWA CTOMHOCT HA JOCTABKWTE MO JOrOBOPA

Un. 2. (1) LeHata Ha cTOoKUTE NO 4n.l e CbriacHoO LeHoBO npegnoxeHne Ha N3MbJIHUTENA,
Hepasze/nHa YacT OT [oroeopa.
(2) LleHaTa BK/OYBaA CTOMHOCTTA Ha CTOKaTa, OMaKoBKa, 3aCTpaxoBKa 1 TpaHcnopT ao JIEHEEHOTO
3ABEJEHWVE - BDB3/TOXXWNTEJ/T npu MUHMManeH CpoK Ha rofHOCT He Mo-KpaTbkK oT 40 % oT
0651BEHMS OT MPOV3BOAMUTENS 3a JIEKAPCTBEHNUTE MPOLYKTU UK He No-KpaTbK OoT 20 % 0T 065BEHNSA OT
NPOM3BOAUTENSA 3a BMONPOAYKTUTE UK BMONOA06HMTE NPOAYKTUN. MUHUMAHUAT CPOK Ha ro4HOCT Ce
ornpefens KbM [aTtaTa Ha BCAKa AOCTaBKa Ha /IEKapCTBEH MPOAYKT.
(3) ObuwaTa CTOMHOCT Ha AOCTaBKMTE NO gorosopa e A0 1321 629.96 nesa 6e3 BkatoveH A44C v oo
1585 955.95 nesa c BkntoyeH A/4C.
(4) LleHaTa no gorosopa e (hmkcrpaHa, He MOA/EeXM Ha NMPOMsiHa 3a CpOKa Ha AelCTBMEe Ha LOroBopa,
0CBeH B cnyyauTe Ha 116 ot 30r1.
(5) B cnyuyait, ye npe3 BpeMeTO Ha AENCTBME HA CbOTBETHMSA [OrOBOP CTOMHOCTTA, KOATO CNefga fa ce
3annawla ¢ ny6anyHN cpefcTsa Ha IeKapCTBEHM MPOAYKTU OT MO3UTUBHUA NIEKAPCTBEH CMUCHK CTaHe
Mno-HUCKa OT [OroBopeHaTa, J/le4ebHOTO 3aBefeHMe -  Bb3NIOXKWUTEN  6Ge3yc/ioBHO  3ansala
NeKapCTBEHWUTE NPOAYKTU Ha NO-HUCKaTa CTOMHOCT, CYMTaHO OT:

- [atata Ha BAM3aHe B CWIa Ha pelleHVeTo Ha HauuoHanHMS CbBET N0 LEeHW W
pemmoypcupaHe Ha nekapcTeeHUTe npoaykTtu ( HCLPAM);



- [aTaTa Ha akTyanmsaumata Ha [Mo3UTUBHUA NEKAPCTBEH CMUCHK NO pefa Ha yn. 57, an. 1 o1
Hapepbata 3a ycnosusta, npasuiaTa M pefa 3a peryivmpaHe M peructpyvpaHe Ha LeHuTe Ha
nekapcTBeHnUTe npoayktn (HYTIPPPLJIM) 3a nekapCTBeHMTe MPOAYKTU C HamasieHa CTOMHOCT 3a
OMaKoBKa, 134mcneHa Ha 6a3a pedpepeHTHa CTOMHOCT.

B cnyvante no npeaxogHOTO M3peyeHMe, CTOMHOCTTA Ce Onpedens KbM MOMEHTa Ha
[loCcTaBKkara (no4nuceaHe Ha NpueMo-npegasaTenieH NpPoToKoN).

. YCNnoBmnAa N HAYMH HA NAALWAHE

Yn. 3 (1) MnawaHeTo no HacTosAWmMs [OroBop Ce OCbLUeCcTBABa Ype3 6aHKOB MPeBOf OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBb3/TOXXWTEJ] no nocoyeHata B yn. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBJTHUTENA.
(2) 3annawaHeTo Ha CTOKUTE MO AOroBopa Ce M3BbPLUBA OT/IOXEHO B CPOK A0 60 /wecTtaecetuns/ [eH,
cnep npeacTaBsHe Ha CNeHUTE AOKYMEHTU:

1 JloctaBHa (hakTypa, CbCTaBeHa CbriacHo nsncksaHuata Ha 344C v NMN344C;

2. TlpviemaTenHo-npeaasartesiH NPOTOKONN;
(3) B cnyuaid, 4ye nocoyeHUTe B un. 3, an. 2 AOKYMEHTU Ca HEPEAOBHU WM He Ca KOMIM/IEKTOBaHW,
cblmTe ce Bpbvwat Ha M3MNbJTHUTENA ¢ npnemaTenHo - npegasaTesieH NMpOTOKON 3a M3NpaBsHe
Ha HepeaHocTMTe. CPOKbLT MO YUn.3, an. 2. 3arnoysa Aa Teue OT AaTarta Ha NPeAcTaBAHETO Ha NocnegHus
N3NCKYEM Ce JOKYMEHT.
(4) Mpwn akTypupaHe Ha 3asaBeHUTE KONMYEeCTBa /IEKAPCTBEHW NPOAYKTU, MO BCSAKA OTAE/HA 3asBKa,
LleHaTa Ha OMakoBKa He CfnefBa fa HafBuvlasa onpegeneHara B MO3UTUBHUA /1IEKAPCTBEH CMMUCHK-
MpunoxeHne No 2, pedepeHTHa CTOMHOCT Ha OMaKOBKa 3a CbOTBETHUS NIEKAPCTBEH MPOAYKT. B
CNyyail Ha WM34MCNsiBaHe Ha CTOMHOCT MO-BMCOKA OT ped)epeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMS IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HaMasifBa M 3anfalla 4o CTOMHOCTTa Ha OnakoBKa
onpeaeneHa B M03UTUBHUA NEKapPCTBEH CNUCHK- MNpunoxkeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEYEBHOTO 3ABEAEHUE - Bb3/TOXXWTEJ 3asB51Ba He06X0AMMUTE MYy KO/IMYECTBA
C nucmeHa 3aaBka fo W3IMBbHWUTENIA. 3adBkaTa ce BpbYBa /IMYHO Cpelly noanuc Ha
N3MBTHUATENA nan ynbnHOMOLLEHO OT Hero vue wunm ce msnpawa ¢ npenopbyaHo MMCMO C
obpaTHa pa3nucka, no (akc Uam rno eneKTPOHEH MbT.
(2) Bcsaka oTgenHa goctaBka, cnedpa fa Obfe [OCTaBeHa B CPOK [0 7 KaneHAapHU [HW Chef
nonyyasaHe Ha 3aaskata oT JIEUEBEHOTO 3ABEAEHWVE —Bb3/1I0XXWTEJI 1 3a Konuyecteata 1
OnakoBKMTe (CbOOPa3HO KOHKPETHWUTE /IEKapCTBEHW MPOAYKTW, TMOCOYEHN B  TEXHUYECKOTO
NpeoKeHe Ha W3NbHUTENS), TOYHO ONpefenieHV B 3asBkata. B cnydair, ye ce npasu Mbpsa
[0CTaBKa OT fafeHa napTua Ha NIekapcTBeH NPOoAyKT, ce npefacTas CepTUdUKaT 3a 0CBOOOXKJaBaHe
Ha naptujara, u3fgageH oT kKsasmgpuumpaHo nvue no 3JIMXM Ha enekKTpoHeH HocuTen uau no
eN1eKTPOHEH NbT Ha eNIeKTPOHHAaTa MoLLa, NOCoYeHa KaTo ajpec 3a KOPECMOHAEHUNA, NMPUAPYXKEH C
NnpeBof Ha Ob/Irapcky e3nk OT (pMa, CKIYMIa 4Orosop ¢ MUHUCTEPCTBO Ha BLHLUHWUTE paboTu 3a
M3BbPLUBaHE Ha O(hULMaTHN NPeBoan. M36poeHNTe JOKYMEHTU Ce NPeLCTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT Ne4yebHOTO 3aBefeHWe - Bb3NOXKWUTEN. [Mpu cnedpalin [OCTaBKM Ha JIEKAPCTBEHU
MPOAYKTK OT CbLyaTa NapTnaa, CepTUPUKATLT He Ce NpeACTaBs.
(3 B cnyuyair Ha HeobxoAMMOCT OT crewHa poctaBka, JIEUEBHOTO 3ABEAEHUE -
BBH3NOXWTEJT nocoysa M3pMUHO B 3asBKaTa, Ye € HeobxoaMMo fAa 6bAe M3BbpLUEHA ChellHa
foctaBka. B T03M cnydyair, foctaBkata cnefjBa Aa 6be M3BbplUeHa JO 6 yaca OT nosyvaBaHe Ha
3afBKaTa M 3a KO/IMYecTBata WM OMakoBKUTE (CbOOPA3HO KOHKPETHUTE /IEKapPCTBEHW MPOAYKTH,
MOCOYEHMN B TEXHNYECKOTO MPeLIoXeHWe Ha U3MbIHUTENS), TOYHO OMpefesieHn B 3asBKara.
(4 N3NBNHWNTENAT ce 3agb/mKaBa, B CPOK A0 1 paboTeH feH, B CnyyanTe No an. 2 1 B CPOK Ao 1
yac, B C/lyyamTe Ha an. 3, Cfief nosiyvyaBaHETO Ha BCAKA 3asBKa [a yBefOMMW MUCMEHO WM MO (akc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXKWUTE/ B cnyyald Ye He MOXe [ia U3BbPLUM JOCTaBKa UK
B C/lyyaid, Ye He MOXe [a Crasu CPOKbT 3a M3BbPLUBAHE Ha A0CTaBKarta, MpegMeT Ha KOHKpeTHaTta
3asBKa.
(5) KbM fpaTaTa Ha BCAKa [0CTaBKa, OCTaTbUYHWUAT CPOK Ha FOLHOCT Ha /1eKapCTBEHUTE MPOAYKTH,
cneapa a 6bvae He no-manbk oT 40 % /ueTmpuaeceT Ha CTO/ OT 06ABEHNS OT NPOU3BOAUTENS.



(6) Kbm paTaTa Ha BCKa [OCTaBKa OCTaTbYHWMAT CPOK HA rOAHOCT Ha BGUMONPOAYKT mam 6ruonofo6eH
NPOAYKT, cnefga aa 6vae He no-manbk oT 20 % /aBageceT Ha CTO/ OT 005IBEHWS OT NPOU3BOAUTENS.
(7) 3a konnyecTBa [4OCTaBeHM WM3BBLH 3adBkaTta no un. 4, anl, IEHEBHOTO 3ABEAEHWE -
BBb3/TOXWTEJ] Hama 3aab/KeHne 3a naLlaHe.

(8) B cnyyante no un. 10, an. 7 OT A0rosopa, CPOKbLT Mo an. 2 1 3 3anoysa fa Teye OT AaTara Ha
nncmeHoTo cvrnacve Ha JIEYEBHOTO SABEAEHWE - Bb3/TOXKWUTE.

V. MACTO HA AOCTABAHE
Un. 5. (1) 3a macTo Ha [OCTaBAHE Ha CTOKWUTE MO TO3M [OrOBOp Ce ONpefens CnefHvs agpec: rp.
Cotwmsa, yn. ,,6ano mope” Ne 8, YMBAN , Llapuua MoanHa-UCYN” EAL - oTaen ,,50nHUYHA
anteka”
(2) PUCKBT OT cny4ainHOTO NorvBaHe UM NOBpeXJaHe Ha CTOKUTe npeMuHasa Bbpxy JIEUEBHOTO
SABEAEHWE - BDB3/TOXKWUTEJT oT MOMeHTa Ha NpMemMaHeTo MM Ha MACTOTO Ha [OCTaBfHe C
npuemarenHo-npeaasaTeneH NpoToKos.

VI. BATA HA JOCTABAHE HA CTOKWNTE
Un. 6. 3a gata Ha foCTaBsAHe ce cuMTa faTara, Ha KOATO CTOKMTE ca [0CTaBeHWN [0 afpeca Noco4veH B
yn. 5, an. 1, npun ycnosmaTa Ha un. 9, an. 2.

VII.3AAB/DKEHNA HA N3MNBJTHUTENA
Un. 7. N3MBNHUTENAT ce 3agbnkasa:
1 [a focTtaBu CTOKUTE B [OroBOPeHUA CPoK K aa rn npepage Ha JIEYEBHOTO 3ABEAEHWUE -
BB3/TOXKXUTEN.
2. Ja npefage CTOKuTe, nakeTvpaHW M MapkKupaHu B CLOTBETHWA BUA, KO/IMYECTBO WM KayeCTBO Ha
MACTOTO Ha JOCTaBAHE.
3. Mpu nognuceaHeTo Ha [Orosopa Aa npeacTasu:
a) JOKYMeHTM no yn. 112, an. 1ot 30r1.
0) rapaHumsa 3a u3nb/HEHWe, B efHa OT opmMuTe, onpegeneHn B yn. 111, an. 5 ot 30I1, cbC CPOK Ha
Ba/IMAHOCT 60 AHM cnef n3TMYaHe CpoKa Ha A0roBopa, KoATo ce 0CBO6OX/aBa B CPOK 0 60 AHW cnep,
M3Mb/IHEHWE Ha JoroBopa. B cnyyait, Ye BaMAHOCTTa Ha rapaHUmMsTa u3tnu4ya npeamn foroeopa ga obae
n3nwvnHeH, N3Mb/THUTENAT ce 3aab/mkasa fa YAb/MKA CPOKa Ha BaIMAHOCT Ha rapaHumaArta c
TO/IKOBA [IHW, TaKa Ye rapaHumaTa aa noKpmea 04akBaHWA CPOK 3a U3Nb/IHEHWE Ha Jorosopa natoc 60
OHW. TapaHumaTa e B pasmep Ha 3% OT CToMHOCTTa Ha gorosopa 6e3 AAC u Bb3NM3a Ha
39 648.90 neB.a.
(4) Oa poctaBA /fleKapCTBEHM TMPOAYKTM, KOUTO OTroBapAT Ha M3MCKBaHMATA Ha 3akoHa 3a
NeKapcTBEHUTe NPOAYKTU B XyMaHHaTa MeauumHa (3/IMXM) - ga nputexasaT BIMAHO paspeLLeHue
3a ynoTpeba B cTpaHata, u3gageHo no pega Ha 3JTMXM wnn PernameHT (EO) Ne 726/ 2004 r. Ha
EBponelickmsi napnameHT n Coeeta /un. 23, an.l Ha 3/TNXM/.
(5) Oa pocTaBs NnekapCcTBEHM MPOAYKTM, KOUTO ca BKAOYeHU B lMpunoxeHne Ne 2 Ha [Mo3MTUBHUA
NNeKapCTBeH CMUCHK.
(6) B cnyuyait, Ye ce npaBu NbpBa A0OCTaBKa Mo fageHa napTuia Ha NekapcTBeH NPOAYKT, Aa NpeacTass
CepTudmkaTr 3a 0CBOOOX[AaBaHe Ha MapTuaarta, u3gafdeH oT KeanuduuumpaHo nuue no 3/1MXM Ha
€NIEKTPOHEH HOCWUTEN WU MO €NEeKTPOHEeH MbT Ha eNeKTPOHHaTa MoLla, MocoyeHa KaTo agpec 3a
KOPECNOHAEHUMS, NPUAPYXXEH C MPeBOf Ha ObArapckuM esnk OT (upMma, CKIO4YMNa [OroBop C
MMWHUCTEPCTBO Ha BbHLUHWUTE PaboTK 3a N3BbPLLBAHE HA O(MLMAIHN NPEBOAM.

VIII. SAO0B/TIKXEHNA HA NTEYEBHOTO 3ABEAEHWE - Bb3/TOXWMNTEN
Un. 8. TEMEBHOTO 3ABEAEHWE - Bb3J/TOXXWTEJ] ce 3aabnkasa:
1 [la npueme [OCTaBEHUTE B CPOK N Ha MACTO CTOKW, CbOTBETCTBALLM MO BUA, KOIMYECTBO M Ka4ecTBO
Ha OMMCaHOTO B HACTOALLMSA [OrOBOpP.
2. [la 3annatn fOCTaBEHUTE CTOKM MO pefa Ha Y. 3 OT HACTOoALLMA [OroBop.
3. Cnep NpUKNOYBaHe M3Mb/IHEHMETO Ha [OroBopa fa 0cBO60AM rapaHumsaTa 3a U3nb/HeHWe, 6e3 fa
OB/DKW NINXBU 33 CPOKa, Npe3 KOUTO cpefcTBaTa 3aKOHHO ca NMPeCcTosNN Y Hero.



IX. MPMEMAHE " NPEJABAHE HA CTOKUTE
Un. 9. (1) NMpremaHeTO Ha CTOKMTE Ce M3BbPLUBA HA MACTOTO Ha [OCTaBsAHe MOCOYEHO B U/. 5, an. 1
(2 M3NBJIHUTENAT waM  ynb/HOMOLLEH OT HEero npeactaBuTeNl WM NpeAcTaBuTesl  Ha
NEYEBEHOTO 3ABEAEHWE - BDB3NOXWTE/T nognucear npuemartenHo-npefasatenieH
NPOTOKO/, YA0CTOBepABaLL, NO/Ty4aBaHETO Ha CTOKMTe.

X. KAYECTBO, TAPAHUMN 1 CPOK HATOAOHOCT

Yn. 10. (1) CtokuTe, NpeiMeT Ha HaCTOALLMA LOrOBOp, CfefBa Aa OTrOBapAT Ha U3NCKBAHWUATA Ha Y.
7,an.4nb.
(2) Kbm pataTta Ha gocTaBKarta, OCTaTbYHWUAT CPOK Ha FOAHOCT Ha fIeKapCTBEHUTE MPOAYKTU, CrefBa
na 6bae He no-manbk 0T 40 % /4eTmpraeceT Ha CTo/ OT 06SBEHMSI OT NPOU3BOAUTENS.
(3) B cnyyait Ha focTaBKa Ha NeKapcTBEHUA NPOAYKT C MO - KPaTbK OT JOrOBOPEHUS CPOK Ha rogHOCT,
Ab/DKMMaTa HeyCTolKa fja 6bae NPoMeHeHa, KaKTo CrefBa:

0T 39,99% 10 30% - 3 % BbPXY CTOMHOCTTA Ha AOCTaBKaTa,;

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha AOCTaBKaTa,

0T 19,99% no 10% - 7 % BbpXYy CTOMHOCTTA Ha [OCTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha JOCTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha rOAHOCT Ha GMonpofyKT /6uonofobeH MPOAyKT, cnefsa fa 6bAe He no-
mManbk oT 20 % /aBajieceT Ha cTo/ OT 005BEHMS OT NMPOU3BOANTENSA KbM AaTaTa Ha BCSAKa [OCTaBKa.
(5) B cnyyaii Ha focTaBka Ha 6ruonpoayKTt/61onofobeH NPoAyKT € Mo - KPaTbK OT [AOr0BOPEHUS CPOK
Ha rofHoCT, Ab/HKMMATa HeYyCTOMKa e KaKTo crefsa:

0T 19,99% no 10% - 2 % BbPXY CTOMHOCTTA Ha AOCTaBKara,

0T 9,99% [0 5 % - 4 % BbpPXY CTOMHOCTTA Ha A0CTaBKara,

nog 5% - 6 % BbPXY CTOMHOCTTA Ha JOCTaBKara.
(6) NTEYEBHOTO 3ABEAEHWVE - BBb3/TOXXWUTEJ MOxXe fa OTKaXe MpuemMaHeTo Ha CTOKWUTe,
aKo B [IeHSi Ha TAXHOTO MPUCTUraHe WM NpueMaHe OCTaTbYHWUA CPOK Ha FOLHOCT € MO - MaibK OT
onpegeneHuns B un. 10, an. 2. n an. 4 MUHUMANEH CPOK Ha FOAHOCT.
(7) OocTtaBkaTta Ha neKapcTBeH MPOAYKT C OCTaTbyeH CPOK Ha rogHOCT no-masbK OoT 10 Ha CTO OT
06sBEHNA OT MPOM3BOAUTENA U HA BMONPOAYKT/61onofobeH MPOAYKT C OCTaTbyeH CPOK Ha rogHOCT
no-MalbK OT 5 Ha CTO OT 00siBEHWS OT MPOWM3BOAUTENS Ce M3BbPLUBA CaMO C MUCMEHO Cbr/iacne Ha
NEYEBHOTO 3ABEAEHWE - BBb3/TOXKNTEJ] 3a KOHKPETHO KO/IMYECTBO, OMNpeseneHo OT Hero.
Be3 m3puuHo nucmeHo cbriacve Ha JIEYMEBHOTO 3ABEAEHWE - BB3/NOXWTE crokute
HAMa fa 6baat 3annawaHu.
(8) NckaHeTO 3a NUCMEHO cbrfiacue, B cnydante Ha an. 7, cnegga ga noctenv B JIEYEBHOTO
3SABEOEHWVE - Bb3/TOXKNTEJI B cpok Ao 1 (eanH) paboTeH AeH OT NonyvaBaHe Ha 3asBKarta.
(9) B cnyyanTe Ha crneLHW fOCTaBKM NOCOYeHMTe B a. 3 U a/l. 5 HeYyCTOWKM He ce npwnarar.

XI. OTFTOBOPHOCT 3AHETOYHO N3MNbJIHEHWE. PEKTAMALNW
Yn. 11. (1) NEYEBHOTO 3ABEAEHUE - BB3/TOXWUTEJT Moxe fa npeassssa peknamauuu
npeg N3MbJHUTENA 3a:
a) KO/IMYECTBO M HEKOMMNEKTHOCT Ha CTOKUTE WU/ TeXHMYecKaTta JOKyMeHTaums (SBHU He4OCTaTbLM);
0) KauecTBO (CKpUTW HeaoCTaTbLM):
- NPV foCcTaBAHe Ha CTOKWN He OT JOrOBOPEHUS BU, NOCOYEH B Unl. 1;
- NPU KOHCTaTMpaHe Ha fedeKTv npu ynoTpeba Ha CTOKUTE.
(2) Peknamaumun 3a SiBHM HefocTaTbuUyM Ha cTokuTe ce npasat oT JIEUEBHOTO 3ABEAEHUE -
BB3/TOXXWNTEJ], B MOMEHTa Ha npefaBaHETO UM, 3a KOETO Ce CbCTaBA MPOTOKOA, noAnucaH n ot
[IBETE CTPaHW.
(3) Peknamaummn 3a CKpUTU HeLOCTaTbUM Ce MpaBAT Mpe3 Lefnsa CPOK Ha FOAHOCT Ha [OCTaBeHuTe
CTOKM, KaTo peknamauusaTta ce npuapyxasa 3afb/DKUTENHO OT KOHCTaTMBEH MPOTOKO/, M3fadeH OT
M3nbnHWUTENHaTa areHums 3a nekapcreara.
(4 NEYEBHOTO 3ABEAEHWE - BDB3/TOXKWMTE/T e anbXkHO pfa yBeAOMW MUCMEHO
N3N BbTHNTENA 3a ycTaHOBeHUTE AeeKTn B 5 (NET) AHEBEH CPOK OT KOHCTATUPAHETO UM.



(5) B peknamauuute ce nocoysa HOMepPHLT Ha LOroBopa, TOYHOTO KOIMYECTBO HA MOyYeHUTe CTOKM €
TEXHUA NMapTUAEH HOMep, OCHOBaHMETO 3a peknamMauma U KOHKPeTHOTO uckaHe Ha JIEUEBHOTO
3ABEAEHWE - Bb3/TOXWTE.

(6) B 5 (net) gHeBeH CpOK OT nony4vaBaHe Ha peknamaumsata, N3MBbIAHUTENAT cneasa fa
otroBopn Ha JIEHEBHOTO 3ABEAEHWE - BDB3/TOXXKWTEJl NUCMEHO M KOHKPETHO daiu
npremMa peknamauuaTa uan 9 0TXBbpAs.

(7) Mpn peknamaums 3a sBHU HegocTatbum N3MBJIHUTENAT e anbXeH B CPOK OT 2 pabOTHN AHU
OT MO/lyyaBaHe Ha peknamaumaTa 3a CBOA CMeTKa M PUCK [a [OCTaBM Ha MACTOTO Ha [OCTaBsiHe
KONMYEeCTBOTO NUMCBaLLM B focTaBKaTa / HEKOMIMIEKTHU OrOBOPEHU CTOKM.

(8) Mpu peknamaums 3a CKpPUTU HegocTaTbuu, B cnaydah 4ve WIMNBAHUTENAT e npuen
peknamaumsTa, CbWwuAT e anbkeH B 10 (geceT) AHEBEH CPOK OT MO/y4vaBaHETO M [a 3aMeHu
[LOCTaBeHNTE HeAOrOBOPEHN MO BUA / Ae(eKTHN CTOKM 3a CBOA CMETKA WU PUCK UM MO MpeLeHKa Ha
NEYEBHOTO 3ABEAEHWE - BbB3/IOXKWTEJ/T ga BbpHe CbOTBETHATa 4acT OT 3anjaTeHara
LieHa, BeJHO e AL/DKUMUTE INXBU.

(9) MN360pbT Ha MOCOYEHNUTE NO-rope Bb3MOXHOCTK [a Ce BbpHE CbOTBETHATA YacT OT MaTeHOTO WK
[la ce 0OCTaBAT HOBM CTOKM NpuHagnexun Ha TEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTE/ u ce
ynpaxHaBa 0T Hero nog opmara Ha NMcMeHo yeegomneHve o N3MbJIHWUTENA, kato pasxogute
N PUCKOBETe MO HOBOTO AocTaBAHe ca 3a cmeTka Ha 3MbJ/IHUTENA.

(10) CrokuTe, npegMeT Ha peknamauus ce cbxpaHasar or JIEUEBHOTO S3ABEAEHUVE -
Bb3/TOXWTEJ no ypexaaHe Ha peknamauunTe.

XIl. OTTOBOPHOCT INMPN HEWN3MbAHEHWE
Un. 12. (1) 3a HeM3Mb/IHEHME HA 334 b/KEHUATA CU MO HACTOALLMA AOrOBOP C MU3K/IKOUYEHWEe Ha Te3u Mo
un. 10, an. 2 n an. 4, USNBNTHUTENAT gbmkn HeycToika B pasmep Ha 0.5 % Ha geH BbpXy
CTOMHOCTTA Ha KOHKpeTHaTa 3afBka, HO He noseyve oT 10 % (deceT NpoLeHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakKTO M 06e3lieTeHVe 3a MNpeTbpreHnTe [LeiCTBUTENHW BPeau B ClydauTe,
Korato Te HafXBbpiAT [OroBopeHaTa HeycTolka. B cnyyaute no un. 4, an. 3, nocoyeHara B
NPeaX04HOTO M3peyeHre HeycToika B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKU Yac Npocpoyne, HO He
noseye oT 10 % (geceT MpoueHTa) OT CTOMHOCTTa Ha KOHKpPeTHaTa 3asBKa, KakTo 1 0beslleTeHne 3a
NnpeTbpreHnTe LeCTBUTENHN BPeay B CyYauTe, KOraTo Te HaAXBbpAAT AOroBopeHaTa HeycTomKa.
(2) Korato npu Hannume Ha peknamauun, U3MBJTHUTENAT He M3NbAHU 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToAwMmsA [OroBop B CPOK, cbwmAtT Awvmknm Ha JIEMEBHOTO 3ABEAEHWUE-
BBH3/TOXWTE/ HeycToilka B pasmep Ha 2 % OT LeHaTa Ha CTOKWTE, 3a KOMTO Ca HanpaBeHu
peknamauunTe.
(3 NEYEBHOTO 3ABEAEHUE - BDB3/TOXWTE yposnetsopsiBa NpeTeHLMUTEe CU OTHOCHO
HEM3Nb/IHEHMETO Ha [OroBopa, KakTo W 3a 3anjawaHe Ha HeycTOWKUTe OT CTpaHa Ha
N3MNBAHWNTENSA Kato 3agbp)ka rapaHumsTa 3a u3nb/HeHne no ys. 7, an. 3, 6ykea “6” oT 4orosopa,
KaTo npeanpvema [eincTBMs 3a HEMHOTO ycBosiBaHe. B cnydait, ye CTOMHOCTTa Ha rapaHumsTa 3a
M3Mb/IHEHWE He MOKpmBa BCUMYKM Abmkumn ot USMBAHUTENA Heyctorikn, TEHEBHOTO
SABEAEHVE - BDB3/TOXWTEJT npuxsawa Ab/HKMMUATE CyMUM OT HaCPeLHW niawaHua KbMm
N3MNBNAHUNTENA.
(4) Mpw Tpn NbTM BMHOBHA 3a6aBa Ha N3MbJTHUTENA, npogb/mkuna ¢ noseyve OT MosioBMHaTa OT
CPpOKa 3a M3MbL/IHEHME Ha CbLOTBETHOTO 3afb/DKEHWe, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
3ABEAEHWVE - BB3/TOXWTEJ/T vma npaBo fa npekpatu Aorosopa eaHOCTpaHHO C 15-AHeBHO
npesan3BecTye.
(5) NEYEBHOTO 3ABEAEHWVE - Bb3/TOXXWTEJT nma npaso Aa npekpaTn eaHOCTPaHHO U 6e3
NpeAn3BecTMe HaCTOALLMA AOroBOP B C/y4vail Ha CUCTEMHO HETOYHO M3Mb/IHEHUE Ha 3afb/DKEHMATA OT
N3MBNHWUTENA n npefsseHn noseye OT TPU peknamauum B pamMKUTE Ha Tpu Mecela OT
NEYEBHOTO 3ABEAEHWE - Bb3/1IOXWTEJ no pefa Ha rnasa Xl.
(6) B cnyuait, ye no otHoweHne Ha N3MBIHMUTENA HacTbnaT obcToATencTBaTa no yn. 54, an. 1,
m uyn. 55 an. 1 or 3akoHa 3a obuwectBeHuTe nopvykn, JIEUEBHOTO 3ABEAEHUE-
BBH3NNOXKWTEN uma npaBo Aa Npekpat¥ €AHOCTPaHHO HacToAllMs Aorosop, 6e3 MNUCMEHO
npegun3BecTve 1 6e3 fa Ab/MHKM HeYCTONKM.



(7) Mpun HemsnbiHEHWe Ha 3a4b/KeHweTo cu no un.3, an.2, JIEUEBHOTO 3ABEAEHWVE -
BB3NOXUTEN gbmxn Ha UM BTHNTENA HeycTolika B pasmep Ha 0.1% (Hyna usno v eimMH Ha
CTO0) OT LleHaTa Ha 13BbpLLEHaTa [OCTaBKa 3a BCEKM AeH 3abaBa, HO He noBeye OT 5 % (NeT Ha cTo) OT
CTOMHOCTTa Ha [joCTaBKarTa.

X1, ®OPCMAXOPHWN OBCTOATE/ICTBA
Un. 13 (1) CtpaHnTe NO HACTOALLMA AOrOBOP He Ab/iKaT 0besleTeHe 3a MOHECeHN Bpean 1 3aryowm,
aKo nocnefHUTe ca NPUYMHEHW B pe3y/TaT Ha HenpeoLoimma cuna.
(2) Ako cTpaHarta, KoATO e cefiBasio fa U3MbJIHWM CBOe 3ab/HKEHMe N0 Jorosopa e 6una B 3abasa, T4
He MOXXe [ja Ce N030BaBa Ha HernpeosoIMMa cusa.
(3) “HenpeogonvumMa cuia” no CMUCHIA Ha TO3M [OroBOP € HerpeaBUAEHO W/UAM HenpeaoTBPaTUMO
CbOUTKE OT N3BLHPELEH XapaKTep, Bb3HWKHAO Cief CKIHOYBAHETO Ha A0roBopa.
(4) CrpaHata, 3acerHara OT HenpeofosMma cufia, e ANbXKHa fa npeanpuvemMe BCUYKW AEWCTBUSA C
rpwxkara Ha [o6bp CTOMaHWH, 3a fa Hamav A0 MUHUMYM MOHECeHWUTe Bpean U 3arybu, Kakto v aa
yBe4oMM MUCMEHO ApyraTta cTpaHa B 7-[HeBeH CPOK OT HACTbLMBAHETO Ha Henpeofonumara cuna. Mpu
HeyBeZlOMABaHe B MOCOYEHWUA B MNPEOAXOAHOTO M3peyeHWe CPOK Ce [Ab/DKM  0b6eslleTeHre 3a
HacTbNWAUTE OT TOBa BpeAan. Henpeofonumara cuia ce f[okKasBa OT 3acerHarara CTpaHa CbC
cepTudumkar 3a opcMaxop, n3fageH no CbOTBETHUA pef, OT KOMMETEHTHUSA OpraH B AbpXKasaTta, B
KOSITO Ca HaCTbNUAN (hOPCMaKOPHUTE 0BCTOATE/NCTBA.
(5 [okato Tpae HenpeogonuMmara Cwna, W3MbAHEHVWETO Ha 334b/DKEHWUATA M CBbp3aHWUTe C TaAX
HacpeLLHW 3a4b/KEeHNs ce cnupa.
(6) He npeactaensia ‘“Henpeofonuma cuna” CbOUTWE, MPUUMHEHO MO HEBPEXHOCT WM upes
YMULLNEHO [EeCTBME Ha HAKOS OT CTpaHUTE WM TEXHW NPeACTaBUTENIN WU/UNWU CNYXUTENN, KaKTo W
Hegoctura Ha napuyHu cpeactea Ha W3MNbHUTENA n JIEUEBHOTO 3ABEAEHUE -
BB3NNOXUTE.

XIV. CINOPOBE

Un.14. (1) Bb3HUKHaIMTe Npe3 BpeMeTpaeHeTO Ha OroBopa CropoBe M pasHOor1acus Mexay cTpaHute
Ce peluaBaTt upe3 Mperosopu mexay Tax. ocTurHatute LOrOBOPEHOCTU Ce O(OPMAT B NUCMEHa
(hopma 1 ce NpeBpbLLAT B HepasAeHa 4yacT OT 40roBopa.

(2) B cnyyaii Ha HenocTuraHe Ha OrOBOPEHOCT MO NPeAXOAHUA YfieH, BCUYKM CNOpoBe, MOPOAEHN OT
TO3M JOr0BOP WX OTHACALLM Ce A0 HEro, BKIKOUUTENIHO CMOPOBETE, NMOPOAEHM OT U OTHacALWM ce A0
HEroBOTO Tb/IKyBaHe, HeAeWCTBUTENIHOCT, HEU3Mb/IHEHWE UM NpeKpaTaBaHe e 6baaT paspeLuaBaHut
cnopep 6bArapckuTe MaTepyasHu U NPOLECYasTHN 3aKOHM OT KOMMETEHTHMS Cb/ No peda Ha MK,

XV. CbOBLWEHNA
Yn. 15. (1) BcMukM CHOOGLLEHNSA MeXaY CTpaHWuTe, CBbp3aHW C M3Mb/IHEHWMETO Ha TO3W [JOroBop ca
Ba/IMAHK, aKO Ca HarpaBeHW B MMCMeHa (hopma 1 ca MOAMMUCaHN OT YMb/IHOMOLLEHUTe NpeACcTaBuTeNn
Ha U3MBbNHWNTENA wnn TIEYEBHOTO 3ABEAEHWE - Bb3/TOXUTE.
(2) 3apaTa Ha CbOOLLEHMETO Ce CMATA:

Yy [ararta Ha npefaBaHeTo - Mpy PbYHO NpesasBaHe Ha CbOOLLEHUNETO;
Yy faraTa Ha MoLLEeHCKOTO K/ieiiMo Ha obpaTHaTta pasnucka - npu u3rnpatlaqe rno nowiara;
Yy filaTata Ha NpYemMaHeTo - Npu usnpatlaHe no gaxc nay e-mail.

(3) 3a Ba/maHM agpecy 3a NpueMaHe Ha CbOOLLEHWA M GAHKOBU CMETKW, CBbP3aHW C HACTOALMSA
[LOrOBOp Ce cMATaT:

SAN3IMNBAHUTENA:

agpec: rp. Cogwmsa, 6yn. "Mckbpeko woce” Ne 7, ThproBCku LeHTbp EBpona, crpaga 6, cknan 8
n 9 - TaHa ¥Y3yHoBa, Ten: 02 8184428 thakc: 02 8591199, e-mail: tanva.uzunova@roche.com

6aHKoBa cMeTKa, nocoyeHa ot I3Mb/THUTENA: BIC koa: UNCRBGSF
IBAN: BG62UNCR9660100ROCHEBG

3SAJIEUEBHOTO 3ABEOEHWNE- Bb3/TOXXWTEN:

rp. Codwmsa, yn. ,.bano mope” Ne 8, otaen ,,bonHuuHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
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(4) TMpu npomsaHa Ha NocoyeHnsa no an. 3 agpec uan 6aHKoBa CMeTKa CbOTBETHATa CTpaHa e A/TbXHa
[a yBejlOMU gpyraTa B TPUAHEBEH CPOK OT NnpoMsHaTa.

XVI. APYTWN YCNnoBUA
Un. 16. (1) MNpaBaTa M 3a4b/DKEHMATA MO HACTOALLMA [OrOBOP He Morat fa ce MpexBbpnsr
eHOCTPaHHO Ha TPeTU Nuua 1 NoJo6GHN aKTOBE He MopaXAaT MpaBHO AelicTBME 6e3 MUCMEHOTO
cbrnacme Ha gpyrara cTpaHa, OCBeH B CinyvamTe Ha obesneyaBaHe (rapaHTVpaHe) Ha 3a4b/DKEHNS MO
GaHKOBM KpeauTu.
(20 3a HeypefeHWTe BbBMPOCK B HACTOALLMSA [OrOBOpP Ce npwuiara [eicTBawoTo 6barapcko
3aKOHO/aTesCTBO.

XVII. NOAN3MBNAHNTBE/IN-HenpunoXxnmo
(Npuno>KMMO camo B CllyqanTe, B KOUTO M36paHusa 3a U3MBbAHUTEN yH4aCTHUK € NOCOUNS, Ye Lie
non3ea NnoAU3NbIHUTENN, NPU CKIK0YBAHE HA PAMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3NBNHUTENTNTE TpsbBa Aa OTroBapsAT Ha CbOTBETHUTE KPUTEPUM 3a Nogbop
Cb06pasHo BMAaA M fjena OT Nopbykara, KOWTO LUe U3Mb/HABAT, M 3a TAX Aa He ca HaMLe OCHOBaHWA 3a
OTCTpaHsBaHe OT npoueaypara.
(2 NEYEBHOTO 3ABEAEHWVE - Bb3/TOXXWTEJ usuckea 3amaHa Ha MO 4VN3MBAHUTEN,
KOITO He 0TroBaps Ha ycnosusTa rno an.l.
(3) Korato yacTTa OT nopbykata, KosiTo ce usnbaHsea ot MOANIMBb/IHUTE, moxe ga 6bae
npegageHa kato otaeneH obekt Ha W3MBHUTENA wvam Ha TEYEBHOTO 3ABEAEHWE -
BB3/TOXXWNTEJ, nocnefHusa 3annalla Bb3HarpaxaeHve 3a tasm yact Ha MO AN3Mb/IHUTENA.
(4) PasnnawaHuaTa no an. 3 Ce OCbLeCTBABAaT Bb3 OCHOBA HAa MWCKaHe, OTMPaBeHO OT
NOAN3MNBIIHUTENA po JIEUHEBHOTO 3ABEAEHWE - BbB3/IOXKWTE/T  upes
N3MNBNTHNTENA, KoiWTOo e AbXeH fa ro npefocTaBuM Ha Bb3OXKUTENs B 15-AHEBEH CPOK OT
Nnony4yaBaHeTo My.
(5) Kbm nckaHeto no an. 3 U3SMb/THUTENAT npenocTass CTaHOBULLE, OT KOETO fa e BUAHO Aann
ocrnopsa nnallaHuaTa UM YacT OT TAX KaTO HEAL/HKMUMU.
(6) NTEYEBHOTO 3ABEAEHWVE - BBb3/TOXXKWTE/ nma npaBo fa OTKaxe niawjaHe no an. 3,
Korato MCKaHeTO 3a MnallaHe e 0CropeHo, 40 MOMEHTA Ha OTCTPaHABaHe Ha MpUYMHaTa 3a 0TKasa.
(7) Hesaeucumo ot umsnonssaHeto Ha MOAVSIMB/IHUTE/IA OTroBOpHOCTTA 3a M3Mb/IHEHWE Ha
fgorosopa e Ha U3MBJTHUTENA.

XVII. 3AK/TKOYUNTENHW PA3MNOPELBN
Un. 18. (1) MNpun cbCTaBAHETO Ha HACTOALLMS OrOBOP Ce NPeAcTaBMXa CnefHUTe LOKYMEHTH:
A JokymeHTr no un. 112 ot 30I7,
A Jeknapaumsa no yn. 55, an. 6 ot 3/IMXM (Korato e NpuioKmMmo);
S MapaHuma 3a N3NbLIAHEHWE,
A TexHu4Yecko 1 LIeHOBO npefioXeHne, HepasesiHa 4yacT OT [40rosopa,;
S Jeknapauymm no IMAIT.
(2) HacToAwmaT forosop ce CbCTasM B TPU €4HO06pPa3HM ek3emmnispa Ha Ob/irapckn esuk - eaviH 3a



[lpepnaraHn LLeHOBW NapameTpu

LO1XE36 alectinib nepopasnHa Tebpaa mg BanmpgeH 0,254421 0,305305 672000 170970,80 205164,96

L01XX43  Vismodegib nepopasHa TBbpaa mg Banimpen 1,919312 2,303174 504000 967333,08 1160799,70
1321629,96 1585955,95
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Heobxogu Konuuect
. Mspka TbProscko OkoHuaTe
JNlekapcTBeHa M 6poii 3abenex Cratyc MN36paH BO HannueH
ATG INN /mg,tab PY HaumeHoBa Mspka NHa
thopma MSPKU Ha nnc Py aKTVBHO B M/1C
[,ml/ Hue OMnaKoBKa
N3 BeLLecTBO
. nepopasHa Roche Registration Hannuex
1075200 m BanugeH ZELBORAF 240 56
LOIXELS  Vemurafenib TBLPOA g A fa GmbH, FepmaHuns Mg B INJ1C
- nepopasiHa Roche Registration HannueH
alectinib 7200 m BanvaeH Alecensa 150 m 224
LO1XE3® n TBbpAa 6 0 g A ha GmbH, F'epmaHus g B [/1C
. . nepopasnHa Roche Registration . Hannyex
504000 m Bannge Er 150 m
L01XX43  Vismodegib rEbpa g ngeH pa GmbH, Tepmatis ivedge g 28 .
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