w ‘Llapyua VoaHHa

& 'b Oodwn
1OTOBOP ,p@“
3a 0CTaBKa Ha JIeKapCTBEHW MPOAYKTU 3a OHKO/I0TMYHA 3ab0n19BaHMNA U ia I'IalJ,I/IeHTI/I Ha o

Xemoguanusa rno obuwecteeHa nopbvyka ¢ ID Ne 00494-2018-0012 v <r- A
OHec,n.inn.n...2018 r., B rp. Codmst, mexay:

YMBAN"Uapuuya MoanHa-UCYN"EA], chc cefanmiie 1 afpec Ha yrpasneHe B
rp. Codwms, parioH "O6opuwe”, yn. "bsano mope" Ne 8, Ten. 9432215, thakc 9432180, EVK
831605806, npeactaBnsaBaHO OT npod. A-p Boiko [eoprveB Kopykos, A.M,- WM3NbAHWUTENEH
[AMPEKTOop, HapmyaHo 3a KpatkocT no-gony "Bb3NNOXNTE" oT egHa cTpaHa, 1

,»POLL BEBJITAPNA” EOO/ cbe cefanumule 1 agpec Ha ynpasneHue rp. Cogums - 1618,
X.K. MaHactupcku nueagu - 3anag, yn. ”’bano none“ Ne 16, ten: 02 818 4444, dakc 02 859 1199
ENK 131279951 npeacTaBnssaHo oT Metoams Yagukoscku u EBreHunini Hukonaes Hwkonos -
ynpaBuTeNn HapryaHo 3a kpatkoct "U3Mb/IHNTEN" oT gpyra cTpaHa, Ha OCHoBaHue yn. 112, an.
1 ot 3akoHa 3a obuwectBeHuUTe nopbyky (30MM) u B u3NbAHeHMe Ha PewieHne Ne -PA-03-
46/27.09.2018 r. Ha W3nbanHuTenHus aupektop Ha YMBAJ ,Lapuua MoanHa-MICY/T” EA/ 3a
onpefensiHe Ha M3Mb/HUTEN Ha OOLLIECTBEHA NOpPbYKa e npeameT e "'JlocTaBKa Ha NeKapCcTBEHU
NPOAYKTN 3a OHKOJIOTUYHM 3ab0/siBaHUSA WM 3a MNaumeHTU Ha Xemoguanmsa 3a YMBAJ]
"Lapuua WoaHHa-UCY1” EA[™, ce CKIOUYM HACTOALWMAT [JOrOBOP, KaTto CTpaHWTe ce
crnopasymsxa 3a CnefHoTo:

I. MIPEAMET HA JOIOBOPA

Un. 1 (1) BDB3NIOKUNTENAT Bb3nara, a W3MNBbJAHUTENAT npuema cpeLty
Bb3HaArpaxaeHve fa n3BbpLUBa NepuognUYH AOCTABKM Ha NEKapCTBEHN MPOLYKTU 33 OHKO/IOTUYHU
3abonsasaHus no MpunoxxeHre Nel ,,Cneyudurkaumns KbM gorosopa” no obocobeHa nosvumsa Ne 1
HOMeHKNaTypHU eanHunum 43, 44, 46, 47, 50, 51, 52, 72, 81, 89 n ob6ocobeHa no3mumsa Ne 2
HOMEHKIaTypHU eavHuuM 1, 3 un3rotBeHa Ha 6a3a TexXHUYeCKOTO NpeasioKeHne Ha
N3MBJTHATENA, npeactasnasawo MpunoxeHne Ne 2 (,lMpennoXkeHne 3a WM3NbHEHME Ha
nopbykara®“- MpunoxxeHne Ne 1 oT oteprtara) v LieHoBoTO npegioxeHve Ha N3MbJ/IHUTENA,
npeactaensasawo MpunoxeHve Ne 3 (,,LleHoBO npeanoxkeHue* - MpunoxxeHne Ne 4 oT odeprara),
CbrNacHO YycnoBusATa Ha Hactoswms porosop (,,[OroBop“) M M3NCKBaHUATA, MOCOYEHU B
TexHuyeckata cneungukauma Ha Bb3JTOXKXKUTENA. MpunoxeHndata ca HepasfenHa 4acT oOT
Jorosopa.

(2) 3a KkpaTKOCT npeameTbT Ha HacToAwwma JloroBop nocoyeH B an. 1 Wie ce Hapuya B
Jorosopa ,,JlocTaBka“.

(3) BBb3n0XXUTENAT He Ce aHraxupa CbC 3aKynyBaHETO Ha LAN0TO NPOrHO3HO KOMYECTBO.

(4) Bb3noxXuTenaT Moxe fa 3asBu AOCTaBKaTa Ha AONb/HUTE/NIHW KOIMYECTBA /IeKapCTBEHM
NPOAYKTWN OT AafeHa HOMeHKNaTypHa eauHMLLA HaZ ONpeaeneHoTo NPOrHO3HO KO/IMYeCTBO, HO Camo
npwn ycnoBusaTa Ha HaCcToALLMA Or0BOP.

1. UEHA N1 HAYMH HA MNJ1AWAHE

Un. 2.(1) Bb3NTOXXUTENAT gbmkn Ha N3MBJ/THUTEJIA Bb3HarpaxeHue 3a BCAKa efHa
n3pbpieHa ot N3Mb/IHUTEA n npueta ot Bb3/TOXXUTENA [ocTaBka, CbriacHO eAMHUYHUTE
LieHu, nocoyeHu B MpunoxeHue Nel , Crieyngmkauma KM gorosopa”. NocoyeHnTe LeHN BKIKOYBAT
BCUYKW TakCU 1 ApYry pa3xofm BbB Bpb3ka ¢ JlocTaBkarta [0 MACTOTO Ha U3Mb/IHEeHWe Mo Y. 3, a.
5;

(2) 3annawaHeTo Ha Bb3HarpaxaeHWeTo Mo ai. 1 ce u3BbpLBA MpU KyMynaTUBHOTO
Ha/M4umne Ha CregHuUTe JOKYMEHTU:

a) nognucaH ot CTpaHWTe npuematenHo-npesasareseH NpoTokon no uyna. 10. an. 2 ot
JoroBopa;

6) npegoctaBeHa oT U3MBJ/IHATENA akTypa 3a cboTBeTHaTa [locTaBka, npueta oOT
BBb3NTOXXUTENS.

(3) AvmkmnmoTo ot BB3/TOXXUTENA Bb3HarpaxaeHue no an. 13a cboTeeTHaTa JocTaBka
ce 3annawa Ha N3MbJHUTENA no 6aHKOB NMbT B CPOK 4O 60 (LecTheceT) AHW, CUYATAHO OT
N3MbIHEHWETO WA,
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(4) MnawaHeTo ce M3BBLPLUBA B Ob/rapCcKM NEBOBe, C MNATEXHO HapeXpaaHe Mo crefHara
6aHKoBa cMeTKa, nocodeHa ot N3Mb/AHNTENA:

IBAN: BG62UNCR9660100ROCHEBG, BIC koa: UNCRBGSF,

(5) VBMBIHUTENAT e gnbxeH ga yeegomsiBa nucMeHo BBHB3TOXKUTENA 3a BCuUKK
nocnefgawiy NPOMeHN B JaHHWTe 3a 6aHKOBaTa CMeTKa Mo an. 4 B CPOK OT TPU AHW, CUMTAHO OT
MOMeHTa Ha npomsiHata. B cnyuain ye 3MBbJIHUTENAT He yBegomu BB3/TOXUTENA B TO3n
CPOK 11 nnataHeTo e nssbpLueHo ot Bb3JTOXKNTEA npeay nony4vasaHe Ha yBeAOMIEHNETO, Ce
CuuTa, Ye NnalaHeTo e HaJ1eXXHO U3BBPLLEHO.

(6) EaMHMYHMTE UeHKW, nocodeHn B Mpuno>keHne Nel He nognexxart Ha U3MeHeHWe, OCBEH B
cnyyante, NPeABUAEHN B HacToAWMSA Aorosop 1 B un. 116 ot 30r1.

(7) ObLuaTa CTOMHOCT 3a M3BbpPLUBaHE Ha LOCTaBKMUTE CbracHo MpunoXkeHne Nel 3a cpoka
Ha [orosopa e 3929 453,83 (cnoBoM: TpU MWIMOHA [EBETCTOTUH [ABAfECET U [eBeT XWUNsaaum
YETUPUCTOTUH neTaeceT v Tpu n.., 0,83 cT.) neBa, 6e3 AAC vnu 4 715 344,59 (cnoBoM: 4eTmpu
MWINOHA CeAEeMCTOTUH W NeTHAZeCeT XUNaan Tpucta YetmpuaeceT v yetrpn ne., 0,59 cT.) neBa ¢
BK/toveH O44C;

I11. CPOK HA JOIMOBOPA. CPOK N MACTO HA N3MbJ/IHEHWVE

Un. 3 (1) [oroBopbT Ce CKIYBa 3a CPOK OT efHa roAgMHa CyYMTaHO OT farara Ha
MOAMUCBAHETO My.

(2) B pamkuTte Ha cpoka no an. 1 V3MBb/IHUTENAT ocbLyecTBaBa JOCTaBKUTE B CPOK OT 24
(cnoBom :ABafieceT M YeTUPUM) Yaca, a Mpu CnewHW 3asBkKK - [0 2 (4Ba) Yaca, CUMTAHO OT 4aca,
nocnefpaLl, vyaca Ha rnoslydaBaHe Ha nMcMeHa 3asBka (,,3asaska™) oT Bb3/TOXUTE/A.

(3) BBINTOXKUTENAT wusnpawa 3asskata fo W3Mb/IHATENA Ha agpec, (akc wm
e/IEKTPOHHa MoLLa:
agpec: rp. Codwms, 6yn. ,Mickbpcko wwoce” Ne7 Tbproeckn LeHTbP EBpona, crpagab, cknag 8 u 9
TaHs Y3yHoBa, (hakc: 02 859119
e-mail: Bulgaria.orders@roche.com
3afBKaTa MoXKe Aa 6b/e 3a YacT WUm 3a LAN0TO NMPOrHO3HO KOMYecTBO, kKaTto BH3NTOXKUNTENAT He
e 3a/lb/DKEH fa 3asBY LiAN0TO NPOrHO3HO KO/IMYECTBO MO BpeMe Ha Cpoka Ha Jlorosopa. B cnyyait, ye
3a BBb3/IOXKNTENA He e Bb3HMKHaNa HeobxoAmMmocT OT JlocTaBKa, CbLMAT MMa NpaBo fa He
3asBfABa KO/IMYECTBa.

(4) foroBopbT He 06BbpP3Ba BBI/TOXKNTE/A CcbC 3aab/DKeHMETO Aa Hanpasu 3asBka, a
nocnegHara e obycnoBeHa OT Bb3HMKBaHe Ha HeobxoamMmMocT oT [loctaska 3a Bb3/IOXXNTE/IA. B
C/lyyail Ye YCMOBMETO MO MNPEAXOAHOTO M3peyveHue He e Haiuue, BB3NTOXUTENAT He Hocu
oTroBopHocT, a 3MbJIHUTENAT HaAma npaBo fa npeTeHAupa HeYCTOMKN U/WW KakBUTO U Ja e
610 o6esLLeTeHns 3a NPUYMHEHN Bpeau.

(5) MsacToTo Ha M3Nb/HeHWe Ha focTaBkuTe e: rp. Codms, yn. ,,bsno mope” Ne 8, YMBAJ]
~Lapnua NoaHHa-CY” EAL - oTaen ,,BonHNYHa anTeka”.

IV. MPABA N SAABJ/IXKEHNA HA CTPAHUTE

Un. 4. Bb3JTOXKUTETAT vma npaso:

1 pa mnanckea ot U3MBJ/IHATEIA aa M3nb/HSABaA B CPOK M 6€3 OTKNOHEHWS BCSIKa efHa oT
[IOCTaBKUTE, CbrlacHoO ycnosuaTa Ha [orosopa, TexHu4Yeckata crieyndukaums n rNpeaioxxeHneTo
38 U3Mb/IHEHVE HA NOPBLYKaTa;

2. la N3BBLPLLUBA NPOBEPKA BLB BCEKM MOMEHT OT M3Mb/IHEHWETO Ha 3asBkaTa no Jlorosopa,
OTHOCHO KayeCTBOTO, KOMMYeCTBaTa M TEXHUYECKMUTe napameTpu, 6e3 ¢ ToBa fa npeymn Ha feHoCTTa
Ha 3MNbJHUTENA,

3. [la 3a4bpKM/yCcBON CbOTBETHA YacT OT [MapaHUMATA 32 U3Mb/IHEHME MPU HEN3Mb/IHEHME OT
cTpaHa Ha I3MbJIHUTENSA Ha [loroBopa 1 Aa Nnony4yn HeycTolka B pasMepa, OnpefeneH B pasaen
VII oT HacToAwmA Jorosop;

4. fa nperneja [oCTaBeHaTa CTOKa M Aa HanpasW peknamauuy npu yCTaHOBSIBAHE Ha
HekayecTBeHa/Henb/iHA [locTaBKa WM TakaBa, KOATO He e B CbOTBETCTBME C [1pea/ioKeHVeTo 3
n3nbAHeHVe Ha nopbykata Ha 3Mb/THUTENA;

5. fla nonyyn [JocTaBKaTa B CPOKa M MpU YCNOBUATA, AOr0OBOPeHU mexXay CTpaHuTe;
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6. fa He npveme [locTaBkaTa W Aa OTpasn yCTaHOBEHWUTe HefoCcTaTbUW/MNCKU B NpPUeMo-
npegasatesiHns NPoTokon no yn. 10, an. 2, B cny4ain ye JloctaBkata He OTroBapsi Ha U3NCKBaHUATA
no MpunoxkeHne Ne 1n ycnosmusaTa Ha 1031 [Jorosop;

7. pa npekpatu [orosopa efHOCTpaHHO no BuHa Ha W3MBJ/IHATENA B cnyyaih Ha
CbLLECTBEHO Hen3nb/HeHre (Mo cMucbaa Ha yn. 15, an.2) ot ctpaHa Ha N3N b/IHUTENA.

Un. 5.(1) Bb3NTOXXUTENAT e gnbxeH ga 3annawa Ha N3Mb/IHUTENA Bb3HarpaxgeHue
Npn Mb/HO N Ka4yecTBeHO M3Nb/IHeHWe Ha [locTaBka B pasMep, Npu YCNOBUA U B CPOKOBE CbLI/IaCHO
HacToAwmA orosop.

(2) BB3NNOXUTENAT ce 3aab/kasa:

1 pa He pasnpocTpaHsBa MO KakBato W fJa e (hopMa BCAKA NpefocTaBeHa My OT
N3MBAHUTENA nHbopMaums, nmalla XxapakTep Ha TbproBcka TalHa U M3pUYHO ynoMeHaTa oT
N3MBbJ/THATEJIA kato TakaBa B NpefcTaBeHaTa OT Hero ogepra.

2. Npv [OCTaBsAHe Ha CToKaTta [a A npernefa, Aa Nonb/aHW npuematesiHo-npefaBaTeIHUTe
NPOTOKONN N NPU YCTaHOBABAHe Ha ABHW HeJoCTaTbUX UM NUNCK [a r'M 0Tpasv B NPOTOKONA o
yn. 10, an. 2;

3. [4a ocurypu nomeLleHve 3a CbXpaHeHue crnopes CbOTBETHUTE WM3MUCKBaHUA, ako MMa
TaKuBa, Ha AOCTaBEHOTO KO/IMYECTBO CTOKMU.

Un. 6. USMBIMHNTENAT m“ma npaso;

1 pa nonyyn yroBOPEHOTO Bb3HArpaXkAeHWe Mpu YCnoBUATA U B CPOKOBETE, MOCOYEHU B
HacTosALma [lorosop.

2. pa ucka ot BB3NIOXKUTENA Heob6XoAMMOTO CbAEWCTBME 3@ OCHLUECTBSIBAHE Ha
[JocTaBkarta no jorosopa v nNpuemaHeTo i, KOrato e M3mnb/iHeHa CbrNacHO U3NCKBaHMATa Mo Yn.7,
Tlnt 2

Un. 7. NSMBJIHUTENAT e gibxeH:

1 fa u3nbiHM BCAKa efHa OT AOCTaBKUTE KauyeCTBEHO, B CbOTBETCTBUE C [MpunoxkeHue Nol
,CneunpurKaLmsa KbM 4orosopa” 1 Hactoawms Jorosop;

2. [la U3NbLAHW BCAKA efjHa OT AOCTaBKUTE C OCTATbYeH CPOK Ha FOAHOCT Ha /IeKapCTBEHUTE
NPOAYKTU 3a fIeYeHne Ha OHKONOrMYHKN 3ab60NsBaHNA He No-ManbK oT 60 %, a Ha 6uonoruyHuTe
NeKapcTBeHN MPOAYKTN M NEKapPCTBEHUTE MPOAYKTU 3a XemoAmanusa - He no-mManbk oT 25 % oT
065BeHNA OT NPOU3BOAUTENS CPOK KbM JaTaTa Ha [JOCTaBKUTE;

3. B cnyyamte no un. 4, 1. 6, M3MNbJIHUTENAT ca 3aab/mkasa fa 3aMeHM 3a CBOA CMeTKa
JlocTaBkaTa Cc gpyra, OTrosapsila Ha usnckeaHuata no 7. 1 m no MNpunoxeHne Ne 1 B cpok go 12
(hBaHapeceT) yaca, CUATAHO OT Yaca, MOCOYEH B MPOTOKO/A 3a HeKayecTBeHaTa/Henb1Ha JlocTaska.

4. B cnyyar, ye U3BMBMHUTENAT He gocTaBu B cCpoka Mo T. 3 3aMEHEHUTe CTOKM,
BBb3TOXUTENAT Hauucnssa HeycToika Ha 3MB/IHUTENA no un. 11, an. 1, KoATO ce yabpXKa
0T cnefBawnTe nnaaHna KoM 3nsnHUTENns unm ot [MapaHumuaTa 3a U3NbHEHWE,

5. B cnyvaid, ye M3MB/TIHUTENTAT gocTtaBy CTOKKW, KOMTO He OTTrOBapsT Ha WU3MCKBaHUATA
no 1. 2, Bb3NNOXKUTENAT Hauncnssa HeycToika Ha N3MBAHATENA no un. 11, an. 2, KoATO ce
yabpXKa OT cneApalliuTe nnawaHna KoM M3nbaHuTens unm ot MapaHumaTa 3a U3nb/HeHWe,;

6. Aa CbXpaHABa 1 TpaHcnopTupa [locTaBkata 0 MACTOTO Ha M3Mb/IHEHME NPU cna3BaHe Ha
NMOCOYEHNA OT NMPOU3BOAUTENA TeMMepaTypeH PEXUM 1 ApYrv YCNOBUA 3a CbXPaHEeHMe;

7. 0a He M3N0N3Ba MM pasnpocTpaHasa MHpopmauma 3a Bb3JTOXXUTEJIA, ctaHana my
N3BECTHA NPU U3MbJIHEHME HA 3a4b/DKEHMATA MY NO HacToAWwmMa [orosop.

Un. 8. USMNBJTHUTEJTAT ce 3agb/mkasa fa NPOAL/MKN U3MbAHEHMETO Ha JocTaBkaTta 1 B
cny4ail Ha 3abaBsiHe Ha NnawaHe oT cTpaHa Ha Bb3J/TOXKUTEJTA nopaay 06eKTUBHU NPUYNHM.

V. TAPAHLUWA 3A N3MBbJIHEHNE

Un9. (1) Mpu cknousaHe Ha [MAorosopa W3IMB/IHUTENIAT npeactasa [MapaHumsa 3a
n3nbaHeHve Ha Jorosopa (,,lapaHuMa 3a u3NbAHeHWE™) B pasvep Ha 19 647.27 (CNOBOM:
[ieBeTHaZeceT XWISAM LUECTCTOTUMH YeTupuieceT v cegem ne,, 0,27 CT.) neBa, NpeAcTaBNsBaLLM
0,5% (Hyna usno W MNeT npoueHTa) OT HeroBaTa o6wa CTOMHOCT Mo uyn. 2. an.7, 6es AAC.
apaHumMATa 3a U3MbJIHEHWE Ce NPeAcTaBsa B eAHa OT CreAHUTe hopMu:

a) Nap1yHa cyma, BHeceHa rno noco4veHa oT Bb3/TOXXUTEA 6aHKOBa CMETKa,;

6) 6e3ycnoBHa HeoTMeHseMa 6aHKOBa rapaHLms; Um

B) 3aCTpaxoBKa, KOSATO 06e3neyaBa W3Mb/IHEHWMETO 4pe3 MOKPUTWE Ha OTrOBOPHOC
N3MbAHNTENA.



(2) MapaHumATa 3a M3MbJIHEHWE CefBa fia € CbC CPOK Ha Ba/IMAHOCT OT faTaTa Ha BNn3aHe B
cuna Ha [lorosopa o Hail-manko 30 /TpugeceT/ 4HW Cnef U3TUYaHeTo Ha cpoka no yn. 3, an. 1

(3) MapaHumAaTa 3a U3NbIHEHWE Ce YCBOsBA M3UAMO MAK YacTuuHO oT BB3/TOXKNTENA B
Cyyail Ha Heusnmb/HEHWE Ha 3aabikeHuaTa Ha V3Mb/IHWTENA 3a yacTTa, CbOTBETCTBALLA Ha
HensnbAHeHneTo. BB3JTOXKUTENAT uma npaso ga ycsou [MapaHuUMsTa 3a U3nb/HeEHUe, 6e3 ToBa
[ia ro nMwasa OT NpaBoTO Aa Tbpcy 06e3LeTeHe 3a BpeauW, HafBuLLaBally MosyyeHaTa cyma no
["apaHUunATa 3a U3Nb/IHEHNME.

(4) Mpun nunca Ha Bb3paXeHUA/NPeTeHLUUN BbB BPb3Ka C U3Mb/HEHMETO Ha [lorosopa OT
cTpaHa Ha BB3JTOXXNTE/IA, Toin ocBo6oXAaBa MapaHumsaTa 3a M3nb/HeHWe (Bpblya napuyHarta
cyma/opurvHana Ha wu3gageHata 6aHKOBa rapaHUms/3acTpaxoBka) B Cpok oT 30 AHW cnep
NPUKNIOYBaHe Ha W3Mb/IHEHWETO WM WU3TUYaHe CpoKa Ha Jorosopa, 6e3 Aa Ab/KW NIMXBU 3a
nepuoga, npe3 KOWTO [apaHUmATa 3a U3Mb/HEHWE e NpecTosnia npu Hero (B Ciay4vail ye e nog
(hopmara Ha napuyHa cyma).

(5) PasxoguTe nNo OTKpMBaHe, NOAAbPXKaHe, NOAHOBABaHe M 06CNy)XBaHe Ha [MapaHumMATa 3a
N3Nb/IHEHME ca 3a cMeTKa Ha N3IMbJ/THUTE/A.

(6) MapaHUMATa 3a M3Nb/IHEHME He ce 0cBOOOXAaBa 0T Bb3/TOXXKUTE/HA, ako B npoLeca Ha
M3Nb/IHEHME Ha [0roBopa € Bb3HWKHAM Cnop MeXAy CTpaHWUTe OTHOCHO Heus3MNb/IHEHWe Ha
3aabmxeHuaTa Ha VISMb/TIHWTEA 1 BbNpoCckT € OTHEeCeH 3a peluaBaHe npeA cbi. [Mpn peluaBaHe
Ha cnopa B nonsa Ha Bb3JTOXXNTEJIA, Toli MoXe fa NpUCTBNM KbM YCBOsIBaHE Ha rapaHumaTa 3a
N3Nb/IHEeHNe.

VI. MPEAABAHE U NMPUNEMAHE 3A N3MbJ/IHEHUWETO

Un. 10.(1) MpuemaHeTo Ha goctaBkata oT Bb3/TOXKNTENA ce n3BbpLuBa yYpe3 HavanHuk
otaen ,bonHuMyHa anteka” WA HeroB 3amecTHUK. 3a BDB3JIOXKUTENA npuemaTenHo-
npegasateIHAAT NPOTOKOAN Ce MOAMMCBA OT NINLIETO NpuemMallo goctaekara, a 3a 3MNb/IHUTENA
- OT OMpeAenieHo OT Hero NnLe.

(2) TpuemaHeTo Ha [focTaBKa NO 3asBKa Ce YAOCTOBepsBa C MNOAMUCBaHe OT
npeacrasutTenuTe no anl Ha ABYCTpaHeH npuematesiHo-npejasartesieH MPOTOKOA, B KOWTO ce
OTpassBa farata M 4aca Ha [oCTaBkara, BuAa M Opos Ha AOCTaBAHWTE NIeKapCTBEHW MPOAYKTH,
CPOKBLT Ha FOAHOCT, KaKTO U NpuUApy>KasalluTe rv LOKYMeHTW. [locTaBKaTta ce cumta npueta ot
BBb3/TOXKUTE/IA camMo ako CbWMAT e nognucan npuemarteniHo-npeaasaTeIHAA NpoTokon 6e3
Bb3paXXeHus (MocoyBaHe Ha HeAOCTaTbUW/NUMCK Ha CTOKM WAW OOKYMEHTWU, KOUTO cnefsa fa rv
npuapy>ka.ar).

VIl. HEYCTOWKMN
Un. 11. (1) B cnyvaii, ye M3MBJIHATENAT He m3nbiHM 3asiBKa B CPOKa no un.3an2,
A no Yn.7, 7. 4, Toin avmkn Ha Bb3NTOXKUTENA HeycToiKa B pasmep Ha 0,25 % (Hyna usno un
[BafleceT 1 neT CTOTHM MPOLeHTa) OT CTOMHOCTTA Ha Heu3Mb/iHeHaTa 3asBKa 3a BCEKM MPOCPOYEH
yac, Ho He noseye OT 10 % (geceT NPOLEHTA) OT CTOMHOCTTA Ha HEM3Mb/IHEHATA YacT OT 3asBKarta.
(2 B cnyuain, ye M3NBAHNTENAT um3nbnaHm 3asBKa C AOCTaBKa Ha /1eKapCTBEHU
NPOAYKTU C MO-KpaTbK CPOK Ha rOAHOCT OT nocodeHus B un. 7, T. 2, USMBbJIHUTENAT gbmku
HeyCTOMKa. Pa3mepbT Ha HeyCTolKaTa e KakTo Crefga:
E 3a 1IekapCTBEHM NPOAYKTU 3a SIeHeHNe Ha OHKOIOTUYHY 3a00/15BaHNS:
- 071 59,99 % no 40 % - 0,5 % BbpPXY CTOMHOCTTA Ha A0CTaBKaTa;
- 0T 39,99 % 10 30 % - 3 % BbpPXY CTOMHOCTTA Ha JOCTaBKaTa;
-0T7 29,99 % 0o 20 % - 5 % BbPXY CTOMHOCTTA Ha [JOCTaBKara,
-nog 20% - 20 % BbpXYy CTOMHOCTTA Ha [4OCTaBKara;
2. 3a 6MONOrNYHMTE NEKapCTBEHN NPOAYKTU U NIEKAPCTBEHNTE NPOAYKTU 3a XeMoAMann3a:
- 0T 24,99 % pgo ot 15,00 % - 0,1 % BbPXY CTOMHOCTTA Ha A0CTaBKara,;
- 0T 14,99 % po 10,00 % - 0,3 % BbpXy CTOMHOCTTA Ha AOCTaBKaTa;
Un. 12. N3nnawaHeTo/yabpXXaHeTo Ha HeycTorku He inwasa Bb3/TOXKUTEA oT npaBoTo
[ia TbPCK peasiHO M3MbJIHEHNE N 0Oe3LLeTEHNE 3a MPETHPMNEHNTE BPeaW, HaaXBbPAALWWM pasMepa Ha
HeycTolKaTa.
Un. 13. (1) MNpn npekpaTtsaBaHe Ha Jlorosopa nopagny OTKa3 OT A40CTaBKa Ha /IeKapCTBeH
npoaykt, W3MbAHUTENAT gbmkn Ha Bb3/TOXXNTENA HeycTolKa B pasmep Ha 20% (aBagecet
NpOoLeHTa) OT CTOMHOCTTA Ha 3asiBeHaTa, HO HEM3Nb/IHEHa J0CTaBKa.



(2) Bb3n0XXUTENAT YAbPXKA AbMKUMUTE CYyMU 3a HEYCTOWKA MbPBO OT CNeABALLMTE NallaHus
KbM W3MbAHUTENS, a Cnef, ToBa OT rapaHLMsTa 3a U3Mb/HEHVE Ha 0roBOpa.

(3) B cnyyamte no an. 2, Korato Bb3noXUTensT e yAbp)Kan HeycToiikaTa OT CTOWHOCTTa Ha
rapaHUusTa 3a U3MbHEHWEe. V3MbAHUTENST € A/TbKeH B 5-IHEBEH CPOK OT YBEAOMSIBAHETO MY 3a
YCBOSsIBaHe Ha YacT OT rapaHuUmMsTa, [a J0Mb/HM rapaHLUMsTa 3a U3Mb/HEHVe [0 pa3Mepa, onpeaeseH
Bun. 9, an. 10T oroBopa v Aa npeacTasy Ha Bb3noXKnUTens CbOTBETHUS IOKYMEHT.

VI, HENPEABVOEHN OBCTOATEJICTBA

Un. 14. (1) CtpaHute no JloroBopa He Ab/KaT 06e3WeTeHMe 3a NPeTbpreHn Bpean u
3aryom, B cryyai ye nocnefHUTe ca NPUYMHEHN OT HEMPeodoMMa cunia no cM1cbia Ha un. 306 ot
THProBCKNA 3aKOH.

(2) B cnyuari ye CtpaHarta, KOATO € Cnefgasnio [a M3nb/HWU CBOe 3adb/HKeHne no [orosopa, e
6vna B 3a6aBa KbM MOMEHTa Ha HaCTbMBaHe Ha HeMmpeogonMMaTa cua, Ta He MOXe [ja ce Nno3oBasa
Ha HenpeogonvMMa cuna.

(3) CrpaHaTa, 3acerHata OT HenpeogonMma Cwna, € A/bXHa Aa npeanpueMe BCUYKK
[IeCTBMSA C rpuxKaTa Ha Ao6punst TbProBeL, 3a Aa Hamaaun 40 MAHUMYM NOHECEHUTE BPean 1 3aryou,
KakTo M fAa yBefoMW nuUCMeHo pApyrata CTpaHa B TpUAHEBEH CPOK OT HACTLMBaHETO Ha
Henpeogonumata cuna. Mpu HeyBefoMsiBaHe Ce Ab/DKU 06e3leTeHVe 3a HacTbnNuauTe OT TOBa
Bpeau.

(4) [QokaTo Tpae HenpeogonMMaTa cuia, U3Mb/IHEHNETO Ha 384 b/DKEHMATA U Ha CBbp3aHUTe C
TAX HAaCPeLLHW 3a[b/DKEHMSA Ce crmpa.

IX. BbSMO>XHOCTWN 3A USMEHEHWVE HA O OBOPA

Un. 15. CernacHo un. 116, an.l, 7. 1 ot 30l ce npeapwxaar cnefHWTe Bb3MOXXHOCTM 3a
N3MeHeHne Ha 40rosopa:
1. Mpwv nnnca Ha HOB A0rOBOP CbC ChLUMA MPEeAMET, CKNOYEH No peaa Ha 30I1, 1 B ciyyald, Ye cneq
M3TMYaHe CPOKa Ha [0roBopa He e mu3yepnaHa CTOMHOCTTa My, TO CbLUMAT MOXe fAa Oble YAb/MKEH
[0 13pa3xofBaHe Ha NpefBuaeHaTa B HEro cyma, Ho He rnoseye oT 3 (Tpu) MeceLa.
2. Bb3noxXntensaT MoXe Aa 3asBK AoCTaBKaTa Ha No-rofieMn KOMMYecTBa IEKAPCTBEHN MPOAYKTU OT
eflHa UM NnoBeyve HOMEHKMATYPHU eauHULM, HO Camo B paMKMTe Ha obLuaTta CTOMHOCT Ha A0roBopa;
3. OthepupaHnTe LIEHM 3a ONaKoBKa Ha /1eKapCTBEHUTE MPOAYKTN ca (PUKCUPaHM 1 He NOoANeXxaT Ha
NMPOMsHa 3a CpoKa Ha [eilcTBMe Ha forosopa. Mo M3K/IKYeHWe [OroBOPEeHUTE LiEHW MO [Orosopa
MOXe [la Ceé M3MeHST BbB Bpb3ka C MPOMeHU B Hapepbata 3a ycnosusTa, npasuniata u peja 3a
perynnpaHe n peructpupaHe Ha LieHWUTe Ha fiekapcTBeHuTe npoaykty ot 30.04.201 3r./ u3m. 1 gon.
OB. 6p.8 ot 24 Axyapn 2017r., npasewwy HEBb3MOXHO W3Mb/IHEHMETO HAa [Orosopa npu
[LOr0OBOpPEHNTE YC/oBUA.
4. B cny4ait, Ye B CpOKa Ha [OroBopa AbpXKaBHO perysnvpaHaTa LeHa Ha HAKOW OT NIEKapCTBEHNUTE
npofyktn ot [lpunoxenve Ne 2 Ha [103UTUBHUA NEKapCTBEH CMWUCBLK CTaHe MO-HUCKa OT
florosopeHata, M3NbAHUTENAT e ATbXeH CBOEBPEMEeHHO Aa MPOMEHM LieHaTa, Ha KOATO [ocTaBs
CbOTBETHUTE /IEKAPCTBEHUTE NPOAYKTW, B CLOTBETCTBME C OnNpefeneHara LeHa B [103MTUBHUA
NEeKapCTBEH CMUCHK, CYATAHO OT fatata Ha npomsHa. B cnydail, Ye He yBefomMu Bb3noxutens
NMNCMEHO B 5-HEBEH CPOK 3a NpoMsAHaTa U He MPOMEHW LeHaTa. Bb3noxuTenart Le 3annaia
NeKapCTBeHUTe MNPOAYKTM MO MpPOMEHeHaTa LeHa, CuuMTaHO OT JaTata Ha CbOTBeTHaTa
AKTyanun3aumns Ha No3nTUBHUA NeKapCTBEH CMIUCHK.
5. B cnyyaid, ye B cpoka Ha foroeopa OT cTpaHa Ha H3OK 6baaT AOroBOPeHu MO-HUCKK LieHU OT
othepupaHnTe. Bb3noxuTenar Lie 3annawa 6e3yc/ioBHO NeKapCTBEHWUTE MPOAYKTU Ha Mo-HUCKaTta
LieHa, CYMTaHO OT JaTtaTa Ha CbOTBETHATa NPOMsHa.
6. B cnyvail, 4ye B CpoKa Ha [OroBopa HSKOW /IeKApPCTBEHU MPOAYKTN ObAaT M3BafeHu OT
MpunoxeHune Ne 2 Ha MNO3NTUBHMA NeKapCTBEH CMMUCHK /mopagn cnupaHe Ha NPOW3BOACTBO, BHOC
Wi gpyra npuuvHa/. Bb3noXutenat MoXe [fa 3asBsiBa [OCTaBKata Ha [pYyru JIeKapCTBEHU
MPOAYKTM CbC CblinA AHaTOMO-TepaneBTuyeH kof /ATC kof/, no ueHW, onpeaeneHy no pefa Ha
Hapepbara 3a ycnosuata, npaswiaTa W pefa 3a peryavpaHe W peructpvpaHe Ha LeHUTe Ha
nekapcteeHUTe npogyktn ot 30.04.2013r./ u3am. n gon. AB. 6p.8 ot 24 AHyapu 2017 r., wm
forosopeHun ot H30K.
7. B cnyvaid, Yye npyHUMNanbT Ha APY>KeCTBOTO € NpoBen npoueaypa 3a LeHTpam3mpaHa 40CTaBK
Ha NIeKapCTBEHM NPOAYKTU M MUMa CK/IHOYEHW PaMKOBWM CropasyMeHUs C M36paHn WU3MbIHUTESO



BBb3/TOXKXUTENAT nma npaso fa npekpatn [orosopa Wam HeroBoTO U3Mb/HEHME MO efHa WK
roBeye HOMEHKMATYPHU efuHMUM OT 060cobeHa nos3vuus - eAHOCTPaHHO, e MEeTHAAeceT LHEeBHO
MACMEHO npeamn3BecTue, 6e3 ga Ab/MKM HEYCTOMKM UK 06e3weTeHns U 6e3 Heo6XxoaMMOCT OT
[ONb/IHUTEIHA 060CHOBKA.

X. MPEKPATABAHE HA O OBOPA

Un. 16. (1) HacToAawmaT [L,orosop ce npekparssa:

1 c n3TnyaHe Ha cpoka no un. 3, an. 1,

2. M0 B3aVIMHO cbrnacue mexkay CTpaHuTe, U3paseHo B NMCMeHa (hopMa;

3. 0T Bb3noxuTens npu ycnosusaTta Ha 4. 118 oT 3akoHa 3a 00LLEeCTBEHUTE NOPBYKM.

(2) BB3IJTOXKUTENAT moxe ga npekpatu [loroBopa 6e3 npeausBecTve B Cyyail Ha
CbLLECTBEHO HEM3Mb/IHEHME HA 334b/bKeHuATa oT cTpaHa Ha W3Mb/IHUTENA. 3a ,,CbllecTBEHO
HensNb/IHEHME™ Ce CUMTa BCEKU efIUH OT CNeAHUTE CyYaun:

1L N3MBNHATENAT 3abaBu ABa vnn MoBeve MbTU CPOKa 3a AocTaBka no Jlorosopa c
rnoseuye OT 48 (4eTMpULECET N OCEM) Yaca,;

2. VIBMNBbJIHUTENAT pBa wnm nosBevye MbTU He OTCTPaHM B CPokKa nNo un. 7, T. 3
KOHCTaTMpaHu HegocTaTbsLu/anncy;

3. MSMBbJIHATENAT aBa wan noseye NbTU He U3MbLAHU TOYHO HAKOE OT 3ab/DKeHUsATa CU
no [lorosopa;

4. N3MBNHUTENAT 6bae 065BEH B HECHCTOATENIHOCT WM KOraTo € B MPOM3BOACTBO MO
HEeCbCTOATENIHOCT WU IMKBUAALUNS;

(3) Bb3/TOXKUTENAT nma npaso Aa npekpaty [loroBopa WUav HeroBoTo W3Mb/HEHWE MO
eflHa Un noBeye HOMEHKIATYPHU eanHMUM OT 060c06eHa No3uumsa - eA4HOCTPaHHO, C neTHageceT
[IHEBHO MWUCMEHO Mpean3BecTre, 6e3 aa Ab/HKU HEYCTOMKM UK 0BE3LLETEHNS U 6e3 HEO6X0ANMOCT
OT AOMb/IHMUTENHAa 060CHOBKA, B C/lyyail Ye NMPUHLUMNaTBLT Ha 4PY>KECTBOTO e NpoBe/ npoueaypa 3a
LieHTpanmMsnpaHa f0CTaBKa Ha /1eKapCTBEHM NPOAYKTU, MMa CK/IKOYEHU PamMKOBW CriopasyMeHus C
n30paHn N3MBLIHUTENN N 1IeYeOHOTO 3aBefleHVe e 3aABU/I0, Ye LUe Ce Bb3M0/3Ba OT CK/IKOYEHUTE Mo
npoueayparta gorosopu. Mpu npekparsaBaHe Ha TOBa OCHOBaHWE, (PMHAHCOBWTE B3aMMOOTHOLLEHUS
mexay CTpaHuTe 3a MU3BbpLleHUTe oT cTpaHa Ha V3MbJ/TIHUTENA u npuetn ot Bb3JTOXXNTESA
[eHOCTM MO U3Mb/IHeHWe Ha [loroBopa, ce ypexaaT Hali-KbCHO A0 60 AHKM OT NpeKpaTAaBaHeTo.

XI. OBPABEOTBAHE HA JAHHIW, CBIM TACHO AEPVHNUNATA MO Y/, 28 HA
PEFNAMEHT (EC) 2016/679 HA EBPOMENCKWA MAPJIAMEHT U HA CbBETA OT 27
AMPWMI 2016 TIOQNHA(PErMTAMEHTA), OTHOCHO 3ALLNTATA HA ®UN3NYECKUTE
JTIMUA BbB BPB3KA C OBPABOTBAHETO HA JTIMYHW OAHHW

Un. 17. (1) HacToawmaAT pasgen vma 3a Len Aa perynvpa iMyHuTe npasa v 3a4b/KeHUs Ha
CTpaHuTe, BbB BPb3Ka C AaHHW U MH(OpMaLus, onpeaeneHa Kato noBepuTenHa, KOUTo ca ctaHaiu
13BECTHM NO BPEME Ha U3BbPLUBAHE Ha AeHOCTUTE, OMNMcaHn B HacToAawms [,orosop.

(2) 3a uenuTe Ha [orosopa Te3n JaHHW WU MH(OPMAaLMS e Ce cYMTaT 3a MOBEPUTESTHU U
CTpaHuTe ce 3aAb/mKaBaT Aa He NPeAoCcTaBAT Ha TPETU CTPaHW U Nnua, NUYHUTE JaHHW, NpeaMeT
Ha [loroBopa, WAN NNUYHU JaHHW W UH(OPMAUWA, CTaHaIM UM W3BECTHWU MPU U3MbJHEHWE Ha
[loroeopa.

3 lMoBepuTeNHMA XapakTep Ha ropenocoYeHnTe JaHHU 1 MHopMaums e Tpsbsa da 6bae
N3PNYHO AeKnapvpaH, C NOANMUCUTe Ha NPeACTaBUTeIUTE Ha CTpaHUTe.

Un. 18. CTpaHuTe ce aHraxupaTr fa npuemar BCUYKA MEpPKM 3a CUTYPHOCT, KOWUTO ca
HeoOXoAMMM 3a 3aliMTa Ha AaHHUTe W MH(OpMaumAaTa OT MOBepuTeNIeH XapakTep U fga ce
rapaHTupa, Ye TAXHara NOBEPUTENTHOCT MO HMKAaKbB HaYMH He e HapyLUeHa.

Un. 19. CTpaHuTe, NOANMCBAKN HacToALLMS [1OroBop AEeKnapmpar, Ye Lie W3non3BaT camo
06paboTBaLM IMYHN JaHHW, KAKTO U 4e ca Npeanpuenn LOCTaTbYyHM MOAXOAALM TEXHUYECKN U
OpraHv3auMoHHM MepKM MO TaKbB HauuH, 4e 06paboTBaHETO fAa MpoTUyYa B CbOTBETCTBUE C
M3NCKBaHUATa Ha PernameHTa ¥ no TO3M HauvH OCUTypsiBaT 3alliuMTa Ha npasBaTa Ha CyGeKTuTe Ha
[laHHW.

Un. 20. CTpaHuTe BbBEXAAT MOAXOAALLN TEXHUYECKM WU OpraHu3aLMOoHHN MepKu, 3a ja ce
rapaHTMpar, 4e no nogpasdmpaHe ce 06paboTBaT caMO /IMYHM AaHHW, KOMTO ca HeobxoauMmn 3a
BCAIKA KOHKpeTHa uen Ha o0b6paboTBaHeTo. ToBa 3afb/HKEHME Ce OTHacA A0 obema Ha ChopE
NMYHW flaHHW, CTeneHTa Ha 06paboTBaHETO, Neproa Ha CbXpaHsABaHETO UM M TAXHATa AOCTb



Un. 21. TpeTupaHeTO Ha BCUYKM NIMYHW [aHHU Tpsbsa Aa OTroBaps Ha CbOTBETHOTO
HaLVOHaHO 3aKOHOAATE/NICTBO Ha Y4aCTHULMTE, MO-CreumasHO BbB BPb3ka CbC 3aKOHa 3a 3awmra
Ha IMYHUTE JaHHW U Ha PernameHTa.

Un. 22. CTpaHuTe 06paboTBaLy IMYHW [aHHW UMaT BbBEAEHN BbTPELUHM NpaBuia 0THOCHO
06paboTKata 1 CUrypHOCTTa Ha IMYHUTE JaHHW U rapaHTUpaT, Ye 06paboTeHUTe NIMYHM [aHHW ca
[OCTBIMHM CaMO 3a HANEXHO YMTb/IHOMOLLEHWN CNY>KUTESN.

Un. 23. JIN4HUTe [aHHKW, KOUTO Ca CTaHa/M W3BECTHW MO cuiata Ha Hactosawwma [orosop
WA MO BPeMe Ha W3Mb/IHEHMETO My, ca MpeaMeT Ha 06paboTBaHe OT CTpaHWTe 3a MOCTUraHe Ha
LenuTe 1 npeiMeTa Ha [0rosopa, ce 06paboTBaT 3a CPOK He NO-AbAbrr OT 12 Mecela, CYMTAHO OT
fiataTta Ha NoAnunceaHe Ha JOrosopa.

XIl. SAK/TFOUNTEJTHW PA3IMOPEABU

Un. 24. (1) HactoAwmaT Jorosop Moxe fa 6be U3MeHsH € NMMCMEHO AOMbHUTESTHO
crnopasymeHve Kakto e npeasuieHute B Pasgen 1X. Bb3MOXHOCTU 3a M3MEHEHMe Ha [0roeopa,
Taka U npuv ycnosuaTa Ha . 116 oT 3akoHa 3a 06LLEeCTBEHUTE MOPBUKU.

(2) Huto epgHa OT cTpaHWTe HAMa MpaBO [fa MPexBbp/A npaBaTa W 3a4b/DKEHUATA,
Npon3TUYAaLLM OT TO3W LOrOBOP, Ha TPeTa CTpaHa, OCBEH B c/ly4yauTte, nocoyeHu B 30r.

Un. 25. (1) BcuYkM CHOOLLEHNS, MPEAN3BECTUSA U HApEXAaHWs, CBbP3aHU € U3Mb/IHEHNETO
Ha To3n [loroBop v pasMeHsaHn mexay Bb3J/IOXKNTENA n UN3MBJ/TIHUATE/IA ca BanuaHW, Korato
ca m3npaTeHn No nouiara e obpaTHa pasnuncka, no (akc, eneKTPoHHa MoLa AN npejageHn ypes
Kypuep cpeLly noanuc Ha nprvemMatlara cTpaHa.

(2) 3a paraTa Ha CbO6LLEHMETO Ce cMATa:

1. paraTa Ha npefaBaHeTo - Mpy npejasBaHe Ha pbKa Ha CbOOLLEHNETO;

2. [jataTa Ha NpuemMaHeTo - Npuv n3npatiaHe no gakc;

3. fjaTara Ha NOCTbMBAHETO B e/IEKTPOHHATa NoLa - npw nsnpatiaHe no UMens.

(3) 3a BampHM afpec 3a MNpuemMaHe Ha CbOOLLEHMS, CBbp3aHW € W3Mb/IHEHWETO Ha
[lorosopa 1 npefasaHe Ha JOKYMEHTU, ce CMATAT:

1 3a Bb3/TOXUTENA: rp. Codms, yn. ,,bsno mope” Ne 8, otaen ,,bonHMYHa anTeka”, Ten
02 9432429, thakc 02 9432117, e-mail: apteka@isul.eu.

2. M3NBNMHUTENA: rp. Codus, 6yn. "Mckbpeko woce” Ne 7 TbproBcku LieHTbp EBpona,
crpaga 6, cknag 8 m 9 - TaHa Y3yHoBa, Ten: 02 8184428 hakc: 02 8591199, e-mail:
tanva.uzunova@roehe.com

Un. 26. B cnyyalh Ha npeobpasyBaHe, BAvMBaHe Wnu cnmBaHe Ha BB3JTOXUTENA unn
M3MBbMHUTENA, topuanyeckuTe nAvuUa, TEXHU NpPaBOMpPUEMHMUM, ca 06Bbp3aHM  CbC
3a[lb/XeHUATA Mo To3K AOroBop Mpu cnassaHe NnckeaHuATa Ha 30IT.

Un. 27. Bcnukn cnopose no To3uM [loroBop LWe Ce ypexaaT upes MNperosopu Mexay
CTpaHunTe, a Npu HenoCcTUraHe Ha Cbrnacue - LUe ce OTHACAT 3a pellaBaHe OT KOMMETEHTHUA CbA B
Peny6nvka buarapus.

Un. 28. 3a BCUYKM HeypeaeHW B TO3M [lOroBOp BbLMPOCK Ce MpunaraT pasnopeaoute Ha
[eiCTBaL0TO 6B/IrapcKo 3aKOHOAATE/ICTBO.

Un. 29. HepasfenHa yacTt oT HacToAwmA [Jorosop ca:

1 MpunoxkeHne Ne 1 -, Cneumgurkaums KbM orosopa”;

2. MpunoxeHwne Ne 2 - “IpennoxeHre 3a U3NbAHEHWEe Ha Nopbykata”;

3. MNpwunoxeHune Ne 3 - “LleHOBO Npea/ioxKeHue”.

HacToawwmar [loroBop ce CKIWOYM B [Ba efHO0OpasHM ek3emnnspa
Bb3/TOXXNTENAG 1 eniad 22 INROKOHIATENEA.

3anuuena uHpopmanus 3anuuena uHpopManus

3annyeHo cburn. yn. 2, an. 2 ot 33/14
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46

47

50

ol

ATC

L01XCO03

LO1XCO03

LO1XCO07

LO1XCO07

LO1XC13

LO1XC14

Mpunoxexue Ne 1 -, Crneyndukaums KbM gorosopa”

INN

3

JleKapcTBeHM NPOAYKTU 3a
OHKONOrMYyHm 3abonaBanns

TRASTUZUMAB 150 mg

TRASTUZUMAB 600 mg

BEVACIZUMAB 100 mg

BEVACIZUMAB 400 mg

PERTUZUMAB 420 mg

TRASTUZUMAB ENTANSINE
100 mg /5 mi

JlekapcTBeHa
opma

napeHTepasHa
(hopma - camo
BEHO3Ha
napeHTepaiHa
(hopma
napeHTepasiHa

(hopma

napeHTepasiHa
(hopma

napeHTepa/iHa
(hopma

napeHTepasiHa
(hopma

Mspka

.

.

.

.

Tbproecko HaMmMeHoBaHue,
obLla

Konnue  KonnuyecTBO Ha aKTUBHOTO e[l LieHa C obLLa ueHa
LieHa 6e3
CTBO NeKapCTBEHO BELLECTBO, nAC c c gac
JlekapcTBeHa opma AL
6
Herceptin powder for concentrate
1300 for solution for infusion 150 mg x 996,04  1079043,33 1294852,00
1vial
1p0  Hereeptin solution forinjection ) o5 35055000 38670240
600 mg/5 ml x 1vial
Avastin concentrate for solution
220  for infusion 25 mg/ml - 4 ml (100 536,60 98376,67  118052,00
mg/4 ml) x 1vial
Avastin concentrate for solution
800 for infusion 25 mg/ml -16 ml 214457 1429713,33 1715656,00
(400 mg/16 ml) x 1 vial
go  edetaconcentrate forsolution  or) o0 5o2914 00 35725680
for infusion 420 mg x 1 vial
Kadcyla 100 mg/5 ml powder for
20 concentrate for solution for 3609,38  60156,33 72187,60

infusion x 1vial



52

72

81

89

LO1XC14

LO1XE15

LO1XX43

LO3AB04

LO1XCO02

L01XC02

TRASTUZUMAB ENTANSINE
160 mg/ 8 mi

VEMURAFENIB 240 mg

VISMODEGIB 150 mg

INTERFERON ALFA-2a - 3 MIU

CreundunyHn nekapcTeeHu
npofykTtun 3a KAKXO

RITUXIMAB 100mg, Kog H30K
LH154

RITUXIMAB 500mg, Kog H30K
LH436

napeHTepaiHa
(hopma
nepopasiHa

(hopma
nepopasnHa

(hopma
napeHTepasHa
(hopma

napeHTepa/iHa
(hopma

napeHTepanHa
(hopma

Q.

ornak.

orl.

.

.

30

40

45

1000

26

10

Kadcyla 160 mg/8 ml powder for
concentrate for solution for
infusion x 1 vial
Zelboraf film-coated tablets 240
mg X 56
Erivedge hard capsules 150 mg x
28
Roferon-A 3MIU solution for
injection 0,5 ml x 1 pre-filled
syringe + needle

MabThera concentrate for
solution for infusion 100 mg/10
ml x 2 vials
MabThera concentrate for
solution for infusion 500 mg/50
ml x 1vials

5782,20

2749,88

9725,95

22,49

706,28

1783,72

144555,00  173466,00
91662,67  109995,20
364723,13  437667,75
18741,67 22490,00
7651,37 9181,64
14864,33 17837,20

3929453,83 4715344,59
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46

47

50

51

ATC

LO1XCO03

LO1XCO03

LO1XCO7

LO1XC07

LO1XC13

LO1XC14

MPEANOXEHWME 3A N3MNBNHEHWE HA TMOPBYKATA
ydacTHukK: Pow Bvarapua EOO/[, EMK 131279951

INN

3
JleKapCcTBeHU MPOAYKTU 38 OHK/TOTUYHU
3abonsiBaHNA

TRASTUZUMAB 150 mg

TRASTUZUMAB 600 mg

BEVACIZUMAB 100 mg

BEVACIZUMAB 400 mg

PERTUZUMAB 420 mg

TRASTUZUMAB EMTANSINE 100 mg/ 5
mi

JlekapcTBeHa hopma

napeHTepasHa popma -

caMo BeHO3Ha
napeHTepanHa gopma
napeHTepanHa popma

napeHTepanHa gopma
napeHTepanHa popmMa

napeHTepanHa popma

74

MpunnoxxexHne Ne 1

Tbproecko

HaumMeHoOBaHUe,
MpuTexaTten paspeweHneTo 3a
KonunyecTtBo Ha aKTUBHOTO

ynoTtpeb6a
NneKapcTBEHO BeL,ecTBO U
npeagnaraHa onakoeka

Herceptin powder for MPY 0T 06.04.2018r. CbITiacHO PeLLeHve
concentrate for solution ;%e&m”eﬁﬁap;fg&m vi?aa
1\‘,?;|nfu5|on 150mgx 1 ynoTpe6aNe Eu/1/00/145: Roche

Registration GThH FrenmaHna*
PY 0T 06.04.2018r. CbITiacHO PeLLeHVe

Herceptin solution for 1 Esporielickara koo 3a
injection 600 mg/5 ml X 1 npexBHAHE Ha paspeLLEHMe 3a
vial ynorpe6aNe Eu/1/00/145: Roche

Registration GMhH renmanus==

Avastin concentrate for
solution for infusion 25
mg/ml - 4 ml (100 mg/4
ml) x 1vial

Avastin concentrate for
solution for infusion 25
mg/ml - 16 ml (400
mg/16 ml) x 1 vial
Perjeta concentrate for
solution for infusion 420 Roche Registration GmbH, MepmaHms
mg x 1vial

Kadcyla 100 mg/5 ml
powder for concentrate
for solution for infusion x
Lvial !

Roche Registration GmbH, 'epmaHys

Roche Registration GmbH, NepmaHysa

Roche Registration GmbH, MepmaHmns




Kadcyla 160 mg/8 ml

52  LO1XC14 TRASTUZUMAB EMTANSINE 160 mg /8 napeHTepasiHa hopma powdler for congentrqte Roche Registration GmbH, 'epmaHms
ml for solution for infusion x
1vial
MPY ot 06.04.2018r. cbriacHo PelueHune
. Ha EBponeiickaTa KomMucus 3a
58  LO1XEO3 ERLOTINIB 100 mg. nepopanHa jopma Tarceva filrm-coated MpexBbP/sHE Ha paspeLLeHVe 3a
tablets 100 mg x 30 ynotpeba Ne EU/1/05/311 Roche
tablets Registration GmbH. Fer>MaHus**
MPY o1 06.04.2018r. cbriacHo PelueHne
. Ha EBponelickaTta KomMucKs 3a
59  LO1XEO3 ERLOTINIB 150 mg. rnepopasiHa opma Tarceva film-coated MpexBbP/sHE Ha paspeLLeHme 3a
tablets 150 mg x 30 ynoTpeba Ne EU/1/05/311: Roche
tablets Registration GmbH. MeomMaHus****
MPY ot 06.04.2018r. cbriacHo PelueHne
Ha EBponelickarta komucus 3a
72 LO1IXE15 VEMURAFENIB 240 nepopasnHa opma . MPexBbP/sHE Ha paspeLUeHie 3a
™ Pop bop Zelboraf film-coated ynoTtpe6aNe EU/1/12/751: Roche
tablets 240 mg x 56 Registration GmbH. [eoMaHus*****
Erivedge hard capsules
8l  LO1XX43 VISMODEGIB 150 mg rnepopasiHa hopma 150 mg x 28 Roche Registration GmbH, Mepviarins
Roferon-A 3MIU
80  LO03AB04 INTERFERON ALFA-2a-3MIU napemTepanHa gopa  SOUtON for INIECON05 o, e o EOOR, Buirapns

ml x 1pre-filled syringe
+ needle

CellCept capsule, hard
250 mg x 100 capsules  Roche Registration GmbH, epmaHis

Mycophenolic acid /Mycophenolate mofetil

91  LO4AA06 250 mg

nepopasiHa jopma

Cpok Ha focTaBKa [0 24 yaca, npu CheLwHY 3a9BKU - 0 2 yaca.

* BbB Bpb3Ka C pelLeHve Ha EBponelickata komucnsa (EK) 3a npomsaHa 1 npexsbprsHe Ha paspelueHue 3a ynotpeba Ne EU/1/00/145 Ha npeanoxeHuns nekapcTseH NpogaykT v PewweHne Ha HCLPIMN
Ne HCP16000/22.06.2018r. 3a sonyckaHe NpoMsiHa Ha MHgopMaumsTa 3a MPY B peructpuTe Ha CbBeTa, KbM HACTOALLOTO MPeAnoXeHUe 3a U3Mb/IHEHWE Ha NOpbYKaTa npuaaraMme 0TOpU3aLMOHHN
[LokymeHTu oT MPY Roche Registration GmbH MepmaHua n PeweHne Ha HCLIPJTM Ne HCP16000/22.06.2018r.

** BbB Bpb3Ka C peLleHne Ha EBponeiickata komucus (EK) 3a npomsHa 1 npexBbpsHe Ha paspeLleHme 3a ynotpe6a Ne EU/1/00/145 Ha npeanoXeHns nekapcTBeH npodyKT v Pewwenve Ha HCLIP/IM
Ne HCP16001/22.06.2018r. 3a fonycKaHe npomMaHa Ha MHopmauuaTa 3a MNPY B pernctpute Ha CbBeTa, KbM HACTOALLOTO MPeL/IoKEHNE 38 U3Mb/IHEHWE Ha NopbuKaTta npunaraMme 0TopusaLoHHN
[fokymeHTun oT MPY Roche Registration GmbH MepmaHus n PelweHne Ha HCLIP/IM Ne HCP16001/22.06.2018r.



*** BbB Bpb3ka C pelleHne Ha EBponelickata komucks (EK) 3a npomMsiHa 1 NpexsBbpiisiHe Ha paspeLueHue 3a ynoTpeba Ne EU/1/05/311 Ha npeAnoxeHns nekapcTBeH NPOLYKT v PelueHne Ha
HCUPM Ne HCP16160/13.07.2018r. 3a fonyckaHe npomsaHa Ha nHpopmauusTa 3a MPY B pernctpute Ha CbBeTa, KbM HACTOALLOTO NPeS/IoXKeHMe 3a U3Mb/IHEHUE Ha NopbyKaTa npunarame
0TOpU3aLMOHHN JoKyMeHTU oT MPY Roche Registration GmbH MepmaHus u Pewernne Ha HCLP/IM Ne HCP 16160/13.07.2018r.

**** BB Bpb3Ka C pelleHne Ha EBponeiickata komucmsa (EK) 3a npoMsHa 1 NpexBbp/siHe Ha paspelleHue 3a ynotpeba Ne EU/1/05/311 Ha npeanoXeHUs NeKapCTBeH NPOAYKT U PelleHne Ha
HCLPAM Ne HCP16162/13.07.2018r. 3a fonyckaHe nNpomsaHa Ha HgopmauusTa 3a MPY B pernctpute Ha CbBeTa, KbM HaCTOALLOTO MPeA/IoXeHWe 3a U3Mb/IHEHUE Ha NopbyKaTa npunarame
0TOpPM3aLMOHHY fOKYMeHTU oT MPY Roche Registration GmbH MepmaHuna n Pewwenne Ha HCLPIM Ne HCP 16162/13.07.2018r.

**k** BLB Bpb3ka C peLleHne Ha EBponeiickata komucus (EK) 3a npomsiHa 1 npexsBbpsHe Ha paspelueHme 3a ynoTpebaNe EU/1/12/751 Ha npefnoXeHWs NeKapCcTBEH MPOAYKT U peLleHne Ha
HCLPM Ne HCP-160002/22.06.2018r. 3a fonyckaHe NpoMsiHa Ha MH(opMaumsTa 3a MNPY B peructpute Ha CbBeTa, KbM HACTOALLETO MPeA/IoXKeHNe 3a U3Mb/IHEHVE Ha MOopbYKaTa npuiarame
0TOpPM3aLMOHHN JoKYMeHTU oT MNPY Roche Registration GmbH epmaHus n npewenne Ha HCLPM Ne HCP-160002/22.06.2018r.



1

3

ATC

LO1XCO02

LO1XCO02

MPEANOXEHWE 3A N3MNBJIHEHWE HA NMOPBYKATA
y4yacTHUK: Pow Bbvarapua EOO/[, EMK 131279951

INN JlekapcTBeHa opma
3 4
CneynuuHun nekapcTeeHn npoayktn 3a KAKXO
RITUXIMAB 100mg, Kog H30K LH 154 napeHTepaiHa (opma
RITUXIMAB 500mg, Kog H3OK LH 155 napeHTepa/iHa opmMa

Cpok Ha gocTaBKa 0 24 yaca, Npu CrewHn 3ad9BKN - 10 2 yaca.

Jata 31.07.2018

Mopnwuc.
/Mapusa TpudoHoBa, TbproBcku /EBrennii Hikonos,
Mb/HOMOLLHWK/ Ynpasutesn/

MpunnoxeHve Ne 1

Tbproscko

HauMeHoBaHue,
MpuTexaTten paspeweHneTo 3a
Konnyectso Ha akTUBHOTO

NneKapcTBeHO BeWecTBO n yn0Tpe6a

npegnaraHa onakoeka

5 6

MabThera concentrate for
solution for infusion 100
mg/10 ml x 2 vials Roche Registration GmbH, 'epmaHys
MabThera concentrate for
solution for infusion 500
mg/50 ml x 1vial Roche Registration GmbH, Mepmarms
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44

46

47

50

51

ATC

L01XCO03

L01XC03

L01XCO07

L01XCO07

L01XC13

L01XC14

LIEHOBO MPEANTOXXEHUNE

yyacTHUK: Pow Buarapua EOO/, EMK 131279951

INN

3
JlekapcTBeHM NPOaYKTY 3a
OHK/I0rMYHM 3a60/151BaHMS

TRASTUZUMAB 150 mg

TRASTUZUMAB 600 mg

BEVACIZUMAB 100 mg

BEVACIZUMAB 400 mg

PERTUZUMAB 420 mg

TRASTUZUMAB
EMTANSINE 100 mg/ 5 ml

NekapcTeeHa (opma

SN

napeHTepasiHa dhopma - camo
BEHO3Ha

napeHTepanHa opma

napeHTepanHa opma

rnapeHTepa/iHa (oopma

napeHTepanHa opma

napeHTepa/iHa hopma

Mspka

KonuyectBo

1300

120

220

800

60

20

MpunoxkeHre Ne 4

Tbpro.scko
HanmeHoBaHwVe,
Konunyectso Ha

aKTMBHOTO

JIeKapCTBEHO
BELLIECTBO,
JlekapcTBeHa hopma

EgvHuyHa LeHa Ha

OdeprpaHa 0OMaKoBKa,M34ucIeHa

ueHa 3a DDD  Ha 6a3a pethepeHTHa
CTOMHOCT

Herceptin powder for
concentrate for solution
for infusion 150 mg x 1
vial

6,64027 996,04

Herceptin solution for
injection 600 mg/5 ml x 1
vial

3222,52000 3 222,52

Avastin concentrate for
solution for infusion 25
mg/ml - 4 ml (100 mg/4
ml) x 1vial

Avastin concentrate for
solution for infusion 25
mg/ml - 16 ml (400 mg/16
ml) x 1vial

1878,10000 536,60

1876,49875 2 144,57

Perjeta concentrate for
solution for infusion 420
mg x 1vial

Kadcyla 100 mg/5 ml
powder for concentrate for
solution for infusion x 1
vial

14,17686 5954,28

36,09380 3 609,38



52

58

59

72

81

89

91

L01XC14

LO1XEO3

LO1XEO3

LO1XE15

L01XX43

LO3AB04

LO4AAQ06

TRASTUZUMAB
EMTANSINE 160 mg/8 ml

ERLOTINIB 100 mg.

ERLOTINIB 150 mg.

VEMURAFENIB 240 mg

VISMODEGIB 150 mg

INTERFERON ALFA-2a-3
MIU

Mycophenolic acid
/Mycophenolate mofetil 250

mg
Jarta 31.07.29]]§r. N

NOAMUNC .,
/Mapusa TpuhoHOBa,
THProBckn MbAHOMOLLHUK/

napeHTepanHa gopma

nepopanHa topma

nepopasHa popma

nepopasHa opma

nepopasHa opma

napeHTepanHa opma

nepopanHa opma

K

Mognwc...
/EBreHnin Hukonos,
Ynpasuten/

hn.

onak.

onak.

onak.

on.

hn.

onak.

30

30

40

40

45

1000

30

Kadcyla 160 mg/8 ml
powder for concentrate for
solution for infusion x 1
vial

Tarceva film-coated
tablets 100 mg x 30 tablets

Tarceva film-coated
tablets 150 mg x 30 tablets

Zelboraf film-coated
tablets 240 mg x 56

Erivedge hard capsules
150 mg x 28

Roferon-A 3 MIU solution
for injection 0.5 ml x 1
pre-filled syringe + needle

CellCept capsule, hard
250 mg x 100 capsules

36,13875

64,53850

64,13867

392,84000

347,35536

14,99333

6,59040

5782,20

1290,77

1924,16

2 749,88

9 725,95

22,49

82,38
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ATC

L01XC02

L01XC02

LEHOBO MNPEATOXXEHUE

yyacTHuK: Pow Bwarapua EOO/, EMK 131279951

INN

3

NekapcTBeHa hopma

CneuntunyHu nekapcTeeHn NpoayKtn 3a KAKXO

RITUXIMAB 100rng, Koz
H30K LH 154

RITUXIMAB 500mg, Koz
H30OK LH 155

Jata 31.07.2M8r.

/Mapusa TpudoHoBa,
TBProBCKN NbIHOMOLWHUK/

napeHTepanHa opma

napeHTepanHa gopma

Moanwnc
/EBreHunin Hukonos
Ynpasuten/

Mspka

.

hn.

KonunyecTtso

26

10

MpunoxeHne Ne 4

Tbproecko
HaVMeHOBaHMe,
EpvHnyHa ueHa Ha
KonnyectBo Ha
OdbepupaHa o0MakoBKa,n3umnCneHa
aKTVBHOTO
ueHa 3a DDD  Ha 6asa pethepeHTHa
NeKapcTBeHO o
CTOMHOCT
BeLLeCTBO,
JlekapcTBeHa hopma
7 8 9
MabThera concentrate for 353140 206.28
solution for infusion 100 ' '
mg/10 ml x 2 vials
MabThera concentrate for 3.56744 178372

solution for infusion 500
mg@/50 ml x 1vial





