HOFOBOP%~ U\—_Hb\ 1.0, %0180,

s Y .. 2015 1, B Tp. CO(bmx MEXAY:

MMHMCTEPCTBOTO HA 3HPABEOHA3BAHETO ¢ anpec: rp. Codusa 1000,
ma. ,.Csera Hemens® Ne 3, EWK 000695317 w JJIC wument. Ne BG000695317,
npeacrasispaHo ot A-p I[lerbp MoOCKOB - MHHHCTBP Ha- 31ApaBeona3BaHeTo W Mapus -
benomopoBa, nupekTop Ha aupekuus ,BC”, Hapuuano. .nmo-momy 3a. KpaTkocT
.BB3JIOKUTEJ”, ot eana CTpaHa, ‘

" :

»A6Bu” EOOJL, cbe cepanuiie v anpec ua ynpasienue: rp. Codus, 6yn. CHTHAKOBO
Ne d8, et. 7, EMK 202594913, npencrapnsisaio oT Knpun Hukonues - anaBmen Hap1uaHo
no-nony 3a kparkoct “U3NBJIHUTEJ”,

Ha OCHOBaHHe 4. 41 orT 3akoHa 3a OOilecTBeHHTEe nopbukH u Pewenne Ne PJ-11-
112/24.02.2015 rox. Ha BB3JIOXKUTEJIS 3a onpenensine Ha KjlacMpaHeTo 10 obLIECTBEHa
nopwv4Ka ¢ MnpeameT: ,,HM300p na u3nvinumen 3a O0OCMABKA HA GHMUPEMPOSUPYCHU
NeKAPCMEEHU CPeOCHIBa 3a onvasane Ha onepamusnua peseps no Hpozpama , IMpesennua
U KOHMPOA HA XHB/CHHH”, Ce CKIIIOUYH HACTOSILLMST JOrOBOP 3a CICAHOTO! '

I. IPEAMET U CPOK HA IOI'OBOPA
1.1. BB3JIOKUTEJAT Bb3nara, a U3MTBJIHUTEJSAT ce 3anbikaBa 1a 10CTaBH
ﬂekapCTBEHl/l MPOAYKTH, HAPHYdHM HAKPATKO I10-107Yy ,.CTOKa/Te™ CBhIMacHO YCJOBHSTA,
noApoOHO ONHCAHH B HACTOSLIHS IOTOBOP. :

S INN o JlekapcTBena (popma. V WfI(doAJ_i’,u\quTBo no:
LOPINAVIR/RITONAVIR nepopanna o \llé | 39840 ta6n
200mg/50mg pop b L0 ]

' 2. JloroBopsT BilM3a B CHla OT ZaTara Ha MOAMHCBAHETO My OT JIBETE CTPaHH H €-Che )
_ CPOK: €4Ha TrojMHa. o oTHoMeHHeE - Ha “YCNOBHS, HAa4HH M CpPOK Ha Mnnalaxe” M
OTrOBOPHOCTTA Ha M3ITBJIHUTEJISA, cpoksbT Ha ﬂencmne € CBbIIAaCHO ROrOBOPEHOTO B
Paznen Il u cvots. Paznen VII ot HacTosiwums aorosop.

1L LlEHl/i M OBILIA CTOHHOCT HA
JAOCTABKHUTE 110 10I'OBOPA
2.1. Llenata Ha cTOKMTe MO uil.l., CBIIACHO NpPEACTABEHO LEHOBO - PeaOKEHHE,
HepasjiesiHa 4acT OT JIOrOBOPa € KaKTO Crle/Ba:

- Jlexapcrsen npoaykt | Ea.uena | En.uenac | Ilenasa , O6wa
no Teprobeko - [Ges AAC3a| JAC3a | onakoBka | OHaKi " .CTOHHOCT ¢
_HauMeHoBaHme. - | - Taba. Taba. 6e3 UIC | . ° JAC no
Kaletra 1 : _ '
film coated tabl. 5.33035 nB. | 6.39642 ns. 639.64 8. 254 833.37 ns.
200 mg/50 mg x 120 ' '

2.2. llenara BKIOYBA CTOMHOCTTA Ha CTOKATa, BK/IOYBA BCHMUKH pa3XO4M 1O
J0CTaBKaTa Ha JIeKAPCTBEHHTE MPOAYKTH 0 MACTOTO HA JIOCTABKA — MHTHH.cOOpOBE, TaKCH,
APYFH JaHbUH NMPH BHOC WM JAPYIH B3€MaHHS W JAaHBLUH (BKAIOUMTENHO JaHBK nodaBeHa
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CTOHHOCT), KaTo CTOMHOCTTa HM Ce noco4sa MOOTACIHO, NPH MUHHUMANCH CPOK HA IOJHOCT HE

‘TO-KpPaTbK OT 75 % Ha cTO OT 00SIBEHHS OT NPOU3BOAHTEIA KbM Jarara Ha BCAKa 4OCTaBKa.

2.3. Obuiara croitHocT Ha noroopa € no 212 361.14 nB.  (aBecta ¥ ABaHajieceT
XHJSM TPHCTA. LWIECTAECET W elAMH JieBa W 14 cToTuHKM) jeBa ©Oe3 BkmoueH JJIC, no
254 833.37 nB.  (ABecTa METAECET H YETHPH XHIISH OCEMCTOTHH TPHIECET W TpH NieBa U 37

CTOTHHKH) ¢ Bkntouen JIJIC.

2.4. llenata no jnorosopa € (MKCHpaHa, He TOANEKH HA TPOMSHA 33 CPOKA HA
NCHCTBHE HA [OTOBOpA, OCBEH B cilydanTe Ha uj. 43, an. 2.ot 30Il. B ciyuvaii, ye npe3
BpEMETO Ha JeliCTBHe Ha AOroBOpa CTOMHOCTTA, KOATO cilefBa Aa Ce 3amnjala ¢ nyGiaHuHH
CPe/CTBA HA JIEKAPCTBEHH MPOAYKTH OT [103MTHBHMSA JIEKAPCTBEH CMIHCHK CTAHE NO-HUCKA OT
JOTOBOPEHATA, Bb3NOKHTEAT OE€3yCIOBHO 3aralla JeKapcTBEHUTE NPOAYKTH HA MO-HUCKATa
lleHa, OT jaTraTa Ha BiM3aHe B CHJa HAa KOHKPETHOTO pelleHHE Ha KOMIETEHTHHUS OpraH
/HauxoHanHHs CbBET 110 LEHH H peMMOYpCHpaHe Ha NeKapCTBEHHTE MPOAYKTH/ .

I11. YCJIOBUSI M HAUYUH HA TUVIALIAHE
3.1. NnawaHeTo MO HACTOALUMS JOTOBOP CE OCHLUCCTBSABA upe3 OaHKOB npeso:l oT
ctpaHa Ha BDB3JIOKWUTEJIA no nocouenara B un. 15.3. ©OaHkoBa - cMeTKa Ha .
M3ITBJIHUTEJIA. '

2. 3annaulaHeTo Ha CTOKHTE 0 J0roBopa ce W3BbpLIBA B ObArapcku iepa, Mo
OankoB TbT, upe3 100 % (cTo npoueHTa) aBaHCOBO IUlALlAHE B CPOK 10 15 (meTHaaeceT)
pabOTHH AHW OT MOANMCBAHETO Ha JOroBOpa W MNpeiacTaBsHe Ha npodopma-(pakrypa: (Mau
OpHruHan) u Oe3ycjioBHa M HEOTMeHseMa OaHKOBa rapaHliMsi 3a aBaHCOBO [LjlallaHe 3a
€KBMBAJICHTHATA CyMa, U3[ajleHa B 107132 Ha. MHHHCTEPCTBO Ha 3/1paBeona3BaHeTo B CpOK 10
5 (met) pabOTHM OHM OT MOAMHCBAHE Ha JOroBopa M BanHaHa 60-(uiecTaecer) Ka.rleﬂﬂapmi
AHM Cle ]l laTaTa Ha U3THHAHE CPOKa Ha JIOFOBOpA;

["apaHuusiTa 3a aBaHCOBO nnauwane ce ocBoOOXkaBa ciell NPeACTaBsiHE Ha CAeIHUTE
JOKYMEHTH: '

- J0CTaBHa (baKTypa OpUTHHAT;

- MHWCMEHH 3asiBKH 3a JIOCTaBKa OT BB3HO}KI/ITEHH

- ABYCTPaHHO MOANHMCAHM M MOANEYaTaHH NpHeMaTeIHO-NPENABATENHH IPOTOKOIH;

- OIMC Ha NpHeMaTesHO - MpeaaBaTesHUTe MPOTOKOJIH; '

- CepTudukat 3a 0cBOOOKAaBaHE HAa BCAKA NapTHAA (B KOMME , 3aBEPEHO C IPHP
.BSpHO ¢ opurdHana” cbC CBEXK MeyaT M MOAMNMC HAa YMNbIAHOMOLUEHHS B
PenyGnuka bBbarapus npeacTaBuTenl Ha  POM3BOAMTENs/NpHTEXKATENs Ha
pa3peLeHHeTo 3a ynorpeda).

B cayuaii, ue Bb3noxkuTens He 3asBH 3a I0CTaBKa LSI0TO AOTOBOPEHO KOJIHYECTBO /10
u3THyane cpoka Ha norosopa, To M3ITBJIHUTEJIAT Br3ctanosssa na Bb3JIOXKMUTEJLA no
OaHKOB N'bT HaJNaTeHaTa aBaHCOBO cyMa (3a HEAOCTABEHUTE KOJHUYEeCcTBa) B Cpok a0 14
(4eTHpMHaneceT) OHH Cilel JaTaTa HA M3THYaHe Ha Aoroopa. B ciyuaii, 4e B-TO3M Ccpok
HaanaaTeHaTa cyma He e MOCTBIIMIA 110 aHKoBaTa CMeTKa Ha Bb3JIOKUTEJIA, cbluara ce
yIbpia OT rapaHLMsTa 33 aBaHCOBO IUIALLAHE.

M36poeHnTe AOKYMEHTH Ce NpeAcTaBiT B AENOBOACTBOTO Ha MMHHCTEPCTBO Ha
3/[paBeoNna3BaHETO, KjlaCHpaHu M NpHKayeHH B Mnarka. B nankara ce npuiara nmucMo ¢ onkc
Ha ChAbPXKALLNTE Ce B Hesl JOKYMEHTH, KaTo 3aXb/KHTENHO Ce [I0COUBAT HOMEpaTa, IaTHTe |
6posi Ha NPUNOKEHHTE TOKYMEHTH OT BCEKH BHI.

M1

3.3. B cryuaii, ye mocoueHMTe B Wi. 3.2 JIOKYMEHTH Ca HEpelOBHM HIH He ca
KOMIMAEKTOBAHH, CBLUHTE CE€ BPbUIAT Ha W3ITBJIHUTEIS ¢ npveMaresiHo — npeaasaTeseH
NPOTOKOJI 3a U3MpaBsHe Ha HepeaHocTHTe. CpoKbT Mo ujl. 3.2. 3anoyBa 1a Teye OT JaTaTa Ha

MPEACTaBAHETO HA MOCAEAHHSA U3UCKYEM CE IOKYMEHT. '



IV. CPOK HA IOCTABSIHE
. 4.1. He no-kbcHo oT 13 (meTHazeceT) AU ciieldl MojiydaBaHe Ha [IMCMEHA 3asiBKa. OT
BB3JTOXUTEJISAL.

42. MBITbJIHUTEJSIT ce 3a/lbJIKaBa, B CPOK /10 /1BA-JIHU [peAH BCsKa [0CTaBKa /12
yB€Il0Mld nucmeHo unu no ¢axc BB3JIOXMHTEJIA 3a M3BBPLIBAHE HA JOCTaBKUTE Ha
CTOKHTE, MpEAMET Ha HACTOSUIMA A0roBop. [IpH HEBB3MOXKHOCT 3a HW3BLPLUBAHE. Ha
JIOCTABKUTE HA CTOKWTE MpeAMeT Ha HACTOSALIHS IlOFOBOp na yBenomu MHCMEHO HITH M0 dakc
BB3JIOXKUTEJIA. .

4.3, 3a KoJMYyecTBa, JOCTaBEHH H3BLH 3agBKaTa 1O ~H4Jl. 4.1. noun. 4.2,
Bb3JIOXKUTEJIAT uama 3anbakeHue 3a rnijallaHe.

4.4. JlocTaBAHETO HA CTOKM 0€3 3a8BKH € JOMYCTHMO CaMO B M3KMIOUHTENIHH CilydaH,
3aCTpalLaBAllM KHBOTA H 3APABETO HA IPAXKIAHUTE H CJIEJl H3PHUHO THCMEHO [OTBBPIKAEHHE
OT CTpaHa Ha MMHHCTBPA HiIH CbOTBETHHS PECOPEH 3aMECTHUK — MUHHUCTBP.

4.5. B cayyaurte no un. 10.2.-u 10.3. oT moroBopa, cpoksT Mo 4il. 4.1. 3anoysa 1a Teye
OT J1aTaTa Ha MUCMEHOTO chriacke Ha Bb3JIOXKHWTEJIA.

V.MACTO HA JOCTABSHE

5.1 Msicto Ha noctapsine - “CBAJIMIIb — npod. MB. Kupos™ EAJl, rp. Codus,
oyn. ,,Axan. Uean ['emioB™ No 17. ' ‘
5.2. . PHCKBT OT cilydyalHOTO MOrMBaHE WJIK MOBPEKIaHE Ha CTOKMTE MpEeMHHABa

Bbpxy BB3JIOXKUTEJIA or mMomeHTa Ha npHeMaHeTO MM Ha MSCTOTO Ha AOCTaBSHE C
rpueMaTeHo-NpeaaBaTesieH NpoTOKOI. :

VI. JATA HA JOCTABAHE HA CTOKUTE
6. 3a mara Ha JOCTABAHE CE€ CYMTA [1aTara, Ha KOATO CTOKMTE Ca JOCTABEHH 110
KpaHHHTE MOoJIyyaTeili, pH YCIOBHATA Ha ui. 9.2.

VIL. 3AABJI’)KEHUS HA l/Bl'lI)JIHl/lTE.HH
7. USITBJIHUTEJIAT ce 3apbnxaBa:
7.1. Jla noctaBH CTOKHTE B JIOrOBOPEHHUs CPOK H Ja TH npeﬂa}le Ha KpaHHHUTE
nosyyaTesu.
7.2. la npenaje CTOKHTE, AKETHPAHH H MAPKHPAHH B ChOTBETHHS BUJI, KOJMUYECTBO H
Ka4yeCTBO Ha MSCTOTO Ha JOCTaBsHE.
7.3. [lpu noanyucBaHeTo Ha IOroBOPA a MPeACTaBH:
a) JIOKYMEHTH TI0 Y1, 47, an. 10 ot 3011, u3naneH1 OT KOMNETEHTHHTE opraHn
) rapaHLus 3a U3MBJIHEHHE, B e1Ha OT (opmuTe, onpeaeient B 4l 60 ot 30I1,
KOATO ce ocBoGOXAaBa 10 60 JHM Cleld MPHKIIOUBAHE M3MBLIHEHHETO HA JOTOBOPA.
[Mapanumusita e B pasmep Ha 3 % ot cToiiHOCTTa Ha gorosopa 6e3 JIJIC u Bb3au3a Ha 6 370. 83
neBa.

7.4. Jla nocraBs JIeKapCTBEHH TMPOIAYKTH, KOWTO OTrOBapsT Ha HM3MCKBAHHATA Ha
3aKoHa_ 3a JIEKapCTBEHWTE MPOAYKTH B XyMaHHara meauuuHa (3JIIIXM) — npunpyxenu ¢
BANM/HO paspelleHHe 3a ynorpeba B CTpaHara, uszfaaaeHo no peaa Ha 3JHIXM HITH
PernameHT (EO)_N9 726/2004 r. na EBponeiickus napmameHT U CbBera /un. 23, an.l Ha
3JITXM/. B cilyyaii Ha M3THYAHE HA CPOKA Ha pa3pelIeHHMETO 3a ynorTpeda Ha jeKapcTBeH
npoaykt npe3 2015 r.;y.qaCTHuka JeKJIapHpa B ChbOTBETCTBHE C UJl. -55, an. 6 ot 3JINIXM, ye
KOJMYeCTBATa 3a JeKapcTBEHUS MPOAYKT ca HATHUHH. '

, VIIL 3AABJIKEHUA HA Bb3JIOKHUTEJIA
8 BT)3HO)KI/ITEHHT ce 3aabihKaBa:
. Jla mpHeMe AOCTAaBEHUTE B CPOK M HA MSICTO CTOKI/I, CBHOTBETCTBALH [0 BHII,
KommeCTBQ M KaueCcTBO Ha OMKUCAHOTO B HACTOSALLHMS AOFOBOP.
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8.2. Jla 3annaTu JOCTaBeHMTe CTOKM MO pexa Ha un. 3.1., 3.2. u 3.3. oT HacToswus
JI0rOBOP.

8.3. Criext NPHKIIIOYBaHE M3IIBIHEHHETO HA JI0rOBOpa M ChracHo 4il. 7.3, 6yksa “6”
Ja OCBOOOAM TrdpaHLMsiTa 3a M3MbAHEHHE, 0e3 Aa Ob/KM JHXBU 3a CpPoOKa, Npe3 KOHTo
CpeACTBaTa 3aKOHHO €a NPECTOSTH Y HETO.

IX. IPUEMAHE U NIPEJABAHE HA CTOKUTE '
9.1. [IpuemaHeTo Ha CTOKMTE C€ M3BbLPLUBA Ha MACTOTO Ha JOCTABAHE OT
MPEeACTABUTEN HA KpaiHUTE 1101y YaTely. ~
9.2. UBIBJIHUTEJAT wu npencraBuTen Ha kpannme nonyanenu NOMHCBAT
NpUeMaresHo-NpeaaBaTelied NPOTOKO, YAOCTOBEPSBALLL MOJYUYaBAHETO Ha CTOKMTE.

X.T'APAHUHUHU U CPOK HA TOJHOCT

10.1. KbM natara Ha 10CTaBKaTa, OCTaTbYHMAT CPOK HA FOJHOCT HAa CTOKHTE MpeaMeT
Ha HaCTOdAlIMS JOroBOp, cjeaBa ja Oble He Mno-Maibk OT  75% OT 00sBEeHHs OT
NPOM3BOAUTENS KbM JaTara Ha BCSKA JA0CTABKA. o

B ciyuali Ha 10cTaBKa Ha IEKAPCTBEHHS TIPOIYKT € MO — KPaTbK OT A0OrOBOPEHHS CPOK
na roanoct, U3ITBJIHUTEJIAT mbixku HeycTolKka, KakTo cilie/Ba;

oT 74,99% 10 60% - 10 % BBpPXY CTOHHOCTTA HA IOCTABKATA;
oT 59,99% 10 50% - 20 % BbPXY CTOHHOCTTA Ha JIOCTABKATA;
oT 49.99% 1o 40% - 30 % BBLPXY CTOHHOCTTA HA OCTABKATa;
0T 39,99% 10 30% - 60 % BLPXY CTOMHOCTTA Ha AOCTABKATA,;
oT 29,99% no 20% - 75 % BBbpPXY CTOHHOCTTA HA IOCTABKATa;
- noit 20% - 90 % BbpXY CTOMHOCTTA Ha JOCTaBKaTa.

10.2. JlocTaBkara Ha JeKapcTBeH MPO/YKT C OCTAThUYEH CPOK HA FOAHOCT MI0-MaibK OT
30 Ha cTo OT OOsBEHMs OT MPOM3BOAMTENS CE M3BBPLUBA CAMO C [IHCMEHO Cbriacke Ha
BB3JIOXKHUTEJIS 3a KOHKPETHO KONHYECTBO, OMPEEIeHO OT HEero. bes H3pHUHO MHCMEHO
cerinacve Ha BB3JIOXKUTEJIA croxuTe Hama na Obaat 3anianianu. MckaHeTo 3a MHCMEHO
CbIJIACHE CileBa Aa NocTbnM B AenoBoaAcTBOTO Ha BB3JIOKUTEIIS B cpok a0 3 (Tpu) ot
noJiyyaBaHe Ha 3asiBKaTa. - ‘

10.3. B cnyuait Ha 6e3MMaTHO TOCTABAHE HA HAKOH OT CTOKMTE MO JOrOBOPA, ChIIACHO
noropopenoro ¢ M3ITBJIHUTEJIS, cbumte cresBa na OTroBapsT Ha MOCOYEHHTE OT
BB3JIOXKUWTEJIS u3nuckBaHHS OTHOCHO CpOK Ha TOHOCT M CPOK Ha JIOCTABKA, B
CbOTBETCTBHE € TOUKH 4.1, 4.2. u 10.1.

XI. OTTOBOPHOCT 3A HETOYHO U3IMbJHEHUE. PEKJIAMALIUU
- 11.1. Bb3JIOXHUTEJIAT moxe na npensssiBa pexknamauuu npea U3ITBJIHUTEJIA
3a: '

a) KOJIHYECTBO MW HEKOMIUIEKTHOCT HAa CTOKHTE WM TEXHHYECKATa NOKYMEHTaLus
(IBHM HEAOCTATBLH);

0) KayecTBO (CKPUTH HEAOCTATBLH):

- [IpM 10CTaBSIHE Ha CTOKM HE OT JOrOBOPEHHS BHJ, MOCOUYEH B uil. |;

- [IpY KOHCTAaTHpaHe Ha AeeKTH ApH ynoTpeda-Ha CTOKHTE.

11.2. Pexnamauuu 3a sBHU HEAOCTATbLIM HA CTOKHTE Ce MPaBAT OT BB3HO)KI/ITEHH
upe3 KpallHUTe nojyyaTean Ha CTOKHTE, B MOMEHTA Ha NMPEeAaBaHETO UM, 32 KOETO C€ ChCTaBsl
MPOTOKO, TOJINHCAH H OT JABETE CTPAHH. A

11.3. Pexknamaumy 3a CKpUTH HEJOCTATbLUM Ce MPaBST NPe3 LEHst CPOK Ha FOAHOCT Ha
JIOCTABEHHUTE CTOKM, KATO peKjaMalMsTa ce IMpUApPYKaBa 3aJbIKUTENHO OT KOHCTATHBEH
MpOTOKO, W3ajaeH oT M3nbaHuTenHaTa areHuus 3a JeKapcTBaTa.

11.4. Bb3JIOXXUTEJIAAT e nnbikeH na yBEJOMH MHCMEHO I/I3HBHHI/ITEHH 3a
ycTaHoBeHHTe AedekTH B 15 (reTHazeceT) MHEBEH CPOK OT KOHCTATHPAHETO HM.
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I1.5. B pexnamaumnure ce nocoupa HOMEPHT Ha J0roBOpa, TOYHOTO KOJHYECTBO Ha
MOJYyYeHHTE CTOKH C TEXHUS NMapTHAEH HOMEpP, OCHOBAHHUETO 3a pexnawaum{ U KOHKPETHOTO
nckane Ha Bb3JIOJKMUTEJISL.

11.6. B 10 (neceT) mHeBeH CPOK OT MosyyaBaHe Ha peknamanusita, U3[TBJIHUTEJAT
cnensa na ortrosopu Ha BDB3JIOXKMUTEJNS nucMeno M KOHKPETHO Jaid  [IpHema
peKnaMauMsTa Wil s OTXBbPIIS.

11.7. Tlpu peknamauus 3a ssuu HepocTatbun W3ITBJIHUTEJIAT e anbiken B
€/IHOMECEYEH CPOK OT honyuaBaH'e Ha peKjamMalusTa 3a CBOS CMETKa W PUCK Ja ZOCTaBH Ha
MSACTOTO Ha I0CTABSHE KOJIMYECTBOTO JIMIICBALIM B 10CTaBKaTa / HEKOMITIEKTHH JIOrOBOPEHH
CTOKH. : ' -

1'1.8.' [lpu pexnamauusi 3a ckputd HepoctaTbun M3ITBJIHUTEJIAT e anbxen. B
€HOMECEYEH CPOK OT [OJy4aBaHETO H Aa 3aMEHH JHOCTaBEHHTE HEJOroBOpPeHH MO BHI /
ne)eKTHH CTOKH 3a CBOsSI CMeTKa M PUCK HJIH mo npeuénka Ha Bb3JIOXKUTEJIA na swuphe
CbOTBETHATA Y4CT OT 3ai1aTEeHATa LIeHa, BEAHO C Ib/IKMMHUTE JHXBH.

11.9. 1/1360pr Ha TIOCOYEHHTE MO-TOpe BL3MOKHOCTH 14 C€ BbPHE ChOTBETHATA yacT
OT MJIATEHOTO WM Ja CE NOCTaBAT HOBH CTOKM NpuHamicku Ha BB3JIOXUTEJS u ce
yNpaxHsBa OT Hero roa ¢opmara Ha nmHcMeHo ysedomienue no M3ITBJIIHUTEIS. karo
pa3XoAHTe W PUCKOBETE M0 HOBOTO J0cTaBsHe ca 3a cMeTka Ha U3IThJIHUTEJIA.

11.10. PeKnamnpaHuTe CTOKHM C€ CbXpaHsiBaT OT CbOTBCTHHWSI KpaeH [ojyyateln 10
ypeKIaHe Ha peKJiaMallHHuTe.

’

XII. OTTOBOPHOCT-TTPH HEM3MTbJIHEHUE

12.1. 3a Heu3NbIHEHHE HA 3aAbIKEHHSTA CH 110 HACTOSILHS JAOTOBOP C H3KITIOUeHHE
Ha Te3u o T. 10.2 u 1. 10.3, U3MBJIHUTEJIAT abiku Heycroiika B pasmep Ha 0.7 % Ha aeH
BbPXY CTOWHOCTTA H& HEW3MBJIHEHOTO B JIOTOBOPEHHTE CPOKOBE 3aIbJIKEHHE, HO HE [10BEUE
ot 10 % (nBazeceT npoueHTa) OT CTOHHOCTTa Ha HEH3MbIHEHHETO, KAKTO U 0Oe3lleTeHHe 3a
NpeTbprneHuTe NCHCTBUTEIHW BpEeIW B Cy4vauTe, KoraTo T€ HAIXBLPJAT JOrOBOpeHaTa
HeyCcToMHKa. . _ _

» 122, Korato npu Hanuuue Ha peknamaimu, W3IBJIHUTENIAT we wu3nbiHu
3QIbLIKEHHATA CM No paszgen X| OT HacToslMs JOroBOp B CPOK, CBLIMAT IAbIKH Ha
BB3JIOXKUTEJIS neyctoiika B pasmep Ha -2 % OT LeHaTa Ha CTOKMTE, 3a KOMTO ca.
HanpaBeHHW peKjlaMaLHUTe. '

12.3. Bb3JIOXKUTEJIAT yIlOBTICTBOpSIBa NPETEHUHUUTE CH OTHOCHO HEU3MbBIHEHHETO
Ha 70roBOpa, KakTO W 3a 3arjauiaHe Ha HeycTolikute ot ctpana Ha M3ITBJIHUTEJIA kato
3aibpika rapaHLMsiTa 3a H3MbiIHeHHe No i 7.3, Oyksa “6” OT 10roBopa, ciiefl KOETO M0
ChOTBETHHS PE/l. ' g

12.4. llpu BuHOBHa 3abaBa Ha W3IIBJIHUTEJIA, npombnxuna ¢ nosede ot
NOJIOBMHATA OT CpPOKa 3a M3MbJIHEHHE HA CbOTBETHOTO 3aibiikeHue, Bb3JIOKUTEJIAT uma
1paBo Aa pa3Bajld JOrOBOpa €NHOCTPAHHO ¢ 15-1HEBHO NpeaAH3BeCTHE.

12.5. Bb3JIOXKHWTEJIAT uma npaBo na npekpaTH €IHOCTPaHHO ¥ 0e3 NMpeau3BecTHe
HACTOSILIMA AOrOBOp B cliyyad Ha CHCTEMHO HETOYHO HW3MbJAHEHHE Ha 3a1bJKEHHUSTA OT
M3ITbJIHWUTEJIA u npensBeHu noseye oT Tpu pekinamaiidd ot Bb3JIOXKUTEJIA no ra. XI.

12.6. B cayuaii, ye no otHowenue Ha U3ITBIIHUTEJIS nacThnsat obcTosTencTata
no 4. 47 ot 3akoHa 3a obuiectBenrTe nopbukd, Bb3JIOXUWUTEJIAT uma npaBo aa npexpatu
.€THOCTPAHHO HACTOS LM JOroBOp, 6€3 MHCMEHO NMpeAW3BeCTHE U 0e3 1a AbJIKH HEYCTOHKH.

XII. @OPCMAKOPHHU OBCTOATEJICTBA
13.1. CTpannTe 1o HaCTOALMS AOTOBOP HE ABJKAT 00€3LIETEHHE 3a MOHECEHH BPEH
M 3ary6H, ako MOCNeHUTE Ca IPHUYMHEHH B Pe3y/ITaT Ha HENpeoIoiuMa CHIA.
13.2. Axo cTpaHara, KOsiTo € Cle/IBailo /1a U3IIbIHU CBOE 3a/lbJI)KEHHE MO-10roBopa e’
Ouita B 3abaBa, TS HE MO»e /1a C€ M030BaBa Ha HENPEOA0aHMa CUla.



13.3. “HenpeosoniMa cuia” no cMHCHAA HA TO3M NOFOBODP € HENpPEABHACHO H/HiH
HENpe0TBPATHMO. CbOHTHE OT W3BBHPEIECH XapakTep, Bb3HMKHANO Cliejl CKIOUYBAHETO Ha
JOroBOpa. '

13.4. CrpanaTa, 3acersara OT HENPEOAONMMA CHIla, € JUTbIKHA J1a pearpHeMe BCHUKH
NEHCTBUS C rpHXKaTa Ha J00BbP CTOMAHHWH, 3a J1a HaMalK 10 MUHHUMYM TOHECEHHTE BPEAH M
3aryOu, KaKTo ¥ 11a YBEJOMH MMCMEHO JpyraTa CTpaHa B- 7-AHEBEH CPOK OT HACTBIBAHETO HA
HenpeojonuMata cuna. [lpu HeyBenOMsiBaHe ce AbLIKH OGe3LIETeHHe 33 HACTBIHJIMTE OT
ToBa Bpelln. Henpeononumara cuna ce Joka3Ba OT 3acerHaraTta CTpaHa cbC cepTH(HUKAT 3a
: (])opcmax\op M3IaZIeH 110 ChOTBETHHS Pejl OT KOMIMETEHTHHUS OPraH B JIbpiKaBaTa, B KOATO ca
HacTBITHIH (PopCMaKOPHUTE OOCTOATENCTBA.

13.5. Jlokato Tpae HenpeopojiMMara CUIa, M3MBIHEHMETO Ha 3aAbDKEHHSTA N
CBBP3AHHTE C TAX HACPELLHH 3AIbIIKEHHS Ce CHpa.

13.6. He npencrasisisa “Henpeononuma cuiia” CbOHTHE, MPHYHHEHO MO He6pe)i\HOCT
MM 4Ype3 YMHILACHO [eHCTBHE ‘HAa HAKOS OT CTPAHHTE WIH TEXHH MPEeNCTaBUTENH /MM
CNYXKHTEMH, KAKTO U HENOCTHTa Ha napuynu cpeactsa na Bb3JIOXHWTEJIA.

‘ XIV. CITOPOBE :

14.1. Bb3uukHanute Mpe3 BPeMETPACHETO Ha [0roBopa criopose H pa3HOornacks
MEXKly CTPaHHTE Ce peLuaBat upe3 nperoBop mexay ax. Iocturnarnre noroaopeuocm ce
o(opMAT B MHCMeHA hopMa K ce NpeBPbLIAT B HEpase/Ha: 4acT OT JIOroBopa.

14.2. B cayuail Ha HenocTHraHe Ha JOrOBOPEHOCT MO NPEIXOAHMS UJIEH, BCHUKH
cnopOBe: MOPOJICHH OT TO3M JIOTOBOP MJIM OTHACSLIM €€ JI0 HEro, BKIKOYHUTENHO CHOPOBETE,
MOPOAEHH OT MM OTHACALLH C€ [0 HErOBOTO THJIKYBaHE, HEJEHCTBUTENHOCT, HEU3MbIAHCHHE
WnM  npekparsBaHe wle ObAar paspeluaBaHd crnopen. Obarapckute MaTepHalHH H
MPOUECYATHH 3aKOHH OT KOMNETEHTHHA ChI1 110 pesla Ha I'TIK.

XV. CbOBILEHHS
15.1. Beuukw CbOOLLIEHHUS] MEX/y CTpaHHTe, CBbpP3aHM C H3MbIHEHHETO HA TO3H
JIOrOBOp ca BAJIMIHHM, aKO ca HanpaBeHHW B INHcMeHa (opma M ca TOANHMCAHH OT
ynbiaHomolueHuTe npeacrasureny Ha USITBJIHUTEJIA unn BB3JIOXKUTEJIA.
15.2. 3a nara Ha chbOOLIEHHETO CE CMSATA:
v/ jaTara Ha NpelaBaHeTo — NPH PhUHO TpeaaBaHe Ha ChOOUICHHETO;
v/ jlaTaTa Ha NOLUEHCKOTO KieHMOo Ha oOpaTHaTa pa3snucka — [pH H3MpallaHe no
noulaTa;
v/ JaraTa Ha [pHEeMAHETO — NPH H3Mnpailaxe no ¢axc i e-mail.
15.3. 3a BasiiMAHU aApecH 3a fpHeMaHe Ha CboOLIeHHS 1 0aHKOBH CMETKH, CB'bp3aHH c
HaCTOsILLIHS IOTOBOP CE CMATAT:

3A U3ITBJIHUTEJIA: 3A BB3JIOXKUTEJIA:
“A6Bu” EOOJ S MHHHCTEPCTBO HA 31PaBEONA3BAHETO
rp. Codus " : rp. Codus 1000
oyi. ,,CUTHSIKOBO™ NO 48.et1.7 1. “Ceta Henens” Ne 5
Teit. 02/90 30 430 Test. 02/946 14 82
¢akc 02/90 30 431 v ‘ dakc. 02/946 14 82
e-mail: stefan.ivanovi@abbvie.com e-mail: kosta.vannisi@gmail.com
BaukoBa cMeTKa ' - BankoBa cmeTka
Tb bHII-TTapuba C.A. BHB LlenTtpanHo ynpasienue
IBAN: BG40 BNPA 9440 1010 0678 11 IBAN: BG83 BNBG 9661 3000 1293 01,
BIC kon: BNPA BGSX BIC koa na BHb — BNBG BGSD

15.4. [Ipu npoMsiHa Ha nocoyeHus no 4. 15.3. aapec cbOTBETHATA CTPaHa € AlbikKHa
Jla YBEJOMH JIpyrara B TPHIHEBEH CPOK OT MpOoMsIHATA.



XVL APYI'U YCJIOBHUSA ,

16.1. IlpaBaTa ¥ 3aAbJIXKEHHATA MO HACTOSILLMS JAOTOBOP HE MOraT [a Ce NpexXBbpJsT
€HOCTPaHHO Ha TPeTH JHMla M MONOOHH aKTOBE HE MNOpakIaT MNpaBHO JeHcTBHe Oe3
MHCMEHOTO ChIJIACHE Ha Jpyrara CTpaHa, OCBEH B CiiyuaHTe Ha oOe3neuaBaHe (rapaHTHpaHe)
Ha 3abIKEHHS 10 OAHKOBH KPEAMUTH.

16.2. 3a HeypeleHHTE BBIPOCH B HACTOALIMA JIOFOBOp €€ MpHiara neficTBaLOTO
ObJrapcko 3aKOHOAATENCTRO.

XVIL 3AKIIOYUTEJIHH PASITIOPEIBH

17.1. TlpH CBbCTaBAHETO HA HACTOALUMSA . NOFOBOP C€ MpPEACTAaBHXA CIIEHHTE
JIOKYMEHTH, KOMTO Ca Hepa3jiesiHa Heropa 4acT: »
Pewenus Ne PJI-11-112/24.02.2015 roa. Ha BB3HO)KHT€Y1$1 3a onpejeisHe Ha
N3ITBJIHUTEJ] Ha obuiecTBeHa nopbyKa;
ILOKyweHTn no uin. 47, an.10 or 30IT;
["apaHuMs 32 M3BITHEHHE;
LlenoBo npeanoxeHue;
TexHHUeCKO npeasioKeHHE.

17.2, HacTosiuusT 1OroBOp Ce€ ChCTaBH B TpPl eqHOOOpa3HH €eK3eMIiisipa Ha
Obarapcku e3uk — ennt 3a U3IMTBJIHUTEJIA u asa 3a Bb3JIOXKUTEJISL.

<

AN NN

U3NMbBJIHUTEJ:

AU AL L/
KUPUJ HUKOJIYEB
YIIPABUTEJ

MAPHSI BEJIOMOPOBA / .
JUPEKTOP HA JIUPEKLUSI ,,5C”




TEXHHYECKO INPEJJOKEHHUE
3A YYACTHE B OTKPUTA ITPOIEAYPA 3A Bb3JIAT'AHE HA OBHlECTBEHA
INOPBYKA C IPEAMET:
,»H300p Ha wsnvanumen 3@ 00CMASKA HA AUMUPEMPOSUPYCHU JIEKAPCMEEHU cpedcmea 3a
donvaeare Ha onepamughua pesepe no Ilpozpama , IlIpesenyus u konmpoa na XHB/CITHH”

JJO: MUHHUCTEPCTBOTO HA 3JPABEOIIA3BAHETO, rp. Codus 1000, nn. “Ceera
Henena” Ne 5

Or: ,,A6Bu” EOOJ

c aapec: rp. Codust 6yn. ,,CurHaKkoBo‘‘ Ne 48, eT. 7

ten.: 02 90 30 430, paxc: 02 90 30 431, e-mail: stefan.ivanov @abbvie.com

Byncrat / EMK: 202594913,

Iata u mMacto Ha peructpauus no JJIC: 02.09.2013 r., rp. Codpus

YBAXKAEMH JJAMHU U TOCIIOJIA,

C HacrosuoTo, Bu npeactaBaMe HALIETO TEXHUYECKO MPEATOKEHHE 3a M3MbJIHEHHE Ha
o6aBenata oT Bac mpouefypa 3a Bb3naraHe Ha oOllecTBeHa Nopbyka C npeamert: ,,H3bop Ha
U3NBIHUMEN 3d 00CMABKA HA AHMUPEMPOGUPYCHU NeKAPCMEeHU Cpedcmed 3a 0onvigane Ha .
onepamusnua pezeps no Ipozpama , Ipesenyua u konmpon na XUB/CITHH”

1. CpoxbT 3a M3MBbJHEHHE Ha NpeaMeTa Ha nopbykata € 1 (egHa) roAHHa OT AaTraTa Ha
MOANKCBAHETO HA JOr0BOPA OT ABETE CTPAHH.

2. CpokbT 3a JOCTaBKa Ha JAEKapCTBEHHTE MpPOAYKTHTE € 15 (meTHagecer) aHu cien
noJryyaBaHe Ha NHcMeHa 3asaBKa ot Bb3JIOJKHUTEJISA. '

FapaHTupame, ye CME€ B CBCTOAHHEC pAa H3NBAHUM Kad€CTBEHO IIOpbYKaTa B HBJIHO
CBLOTBETCTBUE C TOPCONKCAHATa otbepTa.

CobriacHd cMe BaJIMIHOCTTA Ha HalleTo npeloxeHue aa 6bvae 100 gHH, HO HE MO-MANKoO OT
90 xaneHAapHH JHU OT KpaifHaTa [iaTa 3a Mojly4yaBaHe Ha OdEpPTHUTE U TO LIE OCTaHe 0OBBP3BALLO 3a
Hac, KaTo MoXke Ja ObJ1e PHETO MO BCIKO BPEME MPEIH U3THUAHE HA TO3H CPOK.

IHpunoxkenus:
1. IIoopo6no Texnuuecko npednodcenue Ha y4acmHuxka [M3roTBEHO CbITIACHO Tabnuua-
obpazewy.
2. Hexnapauus, ue nexapcmeenume npodykmu ca exarodenu 6 Ilpuroncenue Ne 3 na

ITo3umuenua nexapcmeen CRUCHK, AKMYyaien KbM 0amama Ha omeapane Ha ogepmume (natupana,
MOANKCAHA H NojneyaTaTa OT MPeJCTaBIABALIOTO YYACTHHKA JHLE/a).

HaTta: 30.01.2015 r. ' Hoanuc u neﬁﬂ@y
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ObPA3EI]

HEHOBO IIPENJIOKEHUE

3A YHACTHUE B OTKPUTA NPOIEAYPA 3A BB3JIATAHE HA OBILIECTBEHA
IIOPBYKA C ITIPEIMET:

s, M{300p HA U3NBAIHUMEN 30 0OCMAGKA HA AHMUPEMPOBUDPYCHU IEKAPCMEEHU CPeOCmea 3a
Oonvneane Ha onepamuetus pesepé no Ilpozpama ,Ilpecenuyus u Koumpon Ha
XUB/CITHH”

A0: MUHHUCTEPCTBOTO HA 3JPABEOIIA3BAHETO, rp. Codus 1000, mn. “CeeTta
Henens™ Ne §

Or: ,,A6Bu”’ EOOJ

¢ agpec: rp. Codus 6yn. ,,CurHaxoBo* Ne 48, eT. 7

Ten.: 02 90 30 430, daxc: 02 90 30 431, e-mail: stefan.ivanov@abbyvie.com
Byncrat / EUK: 202594913, R

Hata u mscto Ha peructpauus no JIJIC: 02.09.2013 r., rp. Copusn
Pa3nnauarenta cMeTka:

6anxoB koa: BNPABGSX;

6ankoBa cMetka: BG40 BNPA 9440 1020 0678 11;

6anka: BHII - ITapu6a C.A.;

rpap/knon/oguc: Codus;

YBAKAEMH JJAMH 1 TOCIIOJA,

Cnel 3ano3HaBaHe ¢ YCIOBHUSATA Ha nopwUKara, 3asBaBaMe, e )KeaaeM Aa yyacTsaMe B
obsBeHara oT Bac oTkputa npouemypa 3a Bh3naraHe Ha OGLIECTBEHA MOPBYKA C MPEOAMET:
»»H300p HA UNBAHUMEN 30 0OCMABKA HA AHMUPEMPOBUPYCHU TEKAPCMBEHU CPedCmea 3a
donvaeane Ha onepamugnus peseps no Ilpozpama ,JIlpeeenuyus u Konmpon Ha
XHB/CITHH” BB BpB3Ka ¢ K0eTo BH npejcrapsiMe HawaTa odepra, KakTo ciieasa:

254 833,37
JBecTa
39642 (
6, 639,64 767,57 MeATeCET U
5,33035 (wecT nB.
(wecToTHH (CEeNEeMCTOTHH | YeTHpH
Kaletra film-coated | (metnB.u | ¥ Tpu TPUAECeT H e 1 N
tablets 200mg/50mg | Tpu TpH JeBeT P
JEBETJIB. U | celeM JIB. W OCEMCTOTHH
x 120 HyJjla TpH uIecT . N
LeHceT u neTAeceT H TpHIiCET U
TIET CT.) YETHPH ,
Be cT.) YETHPHU CT.) | CEHEM CT.) TpH jeBa "
A ' : TpuUHceT U
CEZIEM CT.)

3abenexcka: Kpaiinama eOunuuHa yena HA npeonazanama nO3ULUUA MO cheyuuKkayuama,

([edor  Ulsorcls UGancC 000100




caedea 0a ce opmupa 0o nemuam 3HAK caed decemuynama zaneman. I{enama 3a onaroexa
c1e06a 0a ce npeonoycu 00 6MOpuU 3HAK C1ed deceMUYHAMA 3anemas.

Taka npeanoxeHata UeHa BKJIFOYBa BCHMYKM Pa3XOAW 3a M3MBbJIHEHHE MpeaMeTa Ha
nopbukara.

B ciyuaii, ye npe3 BpemeTO Ha A€HCTBHE Ha JOrOBOpa CTOHHOCTTA, KOSATO CleaBa Aa
ce 3annamia ¢ nyOnM4YHM CPEACTBA Ha EKapCTBEHH MPOAYKTH OT IT03UTHBHHA JleKapcTBEH
CIMCBK CTaHe TM0-HHCKa OT [OrOBOPEHaTa, BB3JOXKUTENST 6e3yc/oBHO 3aruialua
NEeKapcTBEHUTE NPOAYKTH Ha MO-HUCKATa LieHa, OT IaTaTa Ha BM3aHe B CH/Ia HA KOHKPETHOTO
pelueHHe Ha KOMIMETeHTHUs opraH /HauumoHanHus cbBeT MO LEHH W peuMOypcHpaHe Ha
JIeKapCTBEHUTE MPOAYKTH/.

Ipeanaranata ueHa € ¢opmupaHa 3a CPOK Ha FOAHOCT HE MO-MalbK OT OT 75 %
(cenemaeceT M MET NPOLEHTA) KbM JaTaTa Ha JOCTaBKa.

IlpennoxeHUTe LEHUM ca ONpeleleHH MNpPH NBJIHO CHOTBETCTBHE C YCAOBHATA OT
JIOKyMEHTaluATa Mo npoLeaypara. '

TIp1 HECLOTBETCTBHE MEXAY NMPEMIOKEHHTE eIMHUYHA K OOIA LieHa, BAaMHAHA Lie
6bae eaMHUYHATa LieHa Ha odepTara. B ciny4aii, ye 6bAe OTKPUTO TaKOBa HECHLOTBETCTBHE,
we ObJeM 3aJb/DKEHH Ja npuBejeM o0LIaTa LieHa B ChOTBETCTBHE C €MHUYHATA LEHA Ha
odeprara. _

[Ipn HecbOTBETCTBME MeEXAy MNpEAJIONKEHaTa LEHa, HM3MKCaHa CIOBOM W LEHaTa,
nocoyeHa ¢ UM(pH, BanuaHa lie 6bAe UeHATa, IOCOUEHA CIIOBOM.
3aabKaBaMe ce, ako HawaTa ogepra 6bje npyeTa, 1a U3NBJIHHUM U ApeJaleM OrOBOPEHHTE
paboTH, CBrIacHO CPOKOBETE W YCAOBHATA, 3aJIErHAIH B JOFOBOpA.

Ipu ycnosue, ye 6baem n3OpaHH 3a U3MBAHUTEN Ha OOLIECTBEHATA MOPBYKA, HUE CME
CBIJIACHW [a MOJAMHIUEM M TNpEeACTaBUM NapuuHa/OaHKOBa rapaHuus 3a H3MbJIHEHHE Ha___
3a{bJKEHUSATA 10 J0roBopa B pa3Mep Ha 3 % ot croiHocTTa My, 6e3 JIIC. A EONN

27T
/“f( AR
Jlata: 30.61.2015 . U W " Y

Kupun Topopos Hekonues
Vnpaeuren
A6Bu EOO/1

To3u 00KyMeHmM 3a0baANCUMENHO C€ NOCMABA OM YHACMHUKA 8 OMOeaeH 3anedamaH Henpo3payen
naux c Haonuc IVTHK Ae 3.
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