JAOI'OBOP
3A TOCTABKA HA JIEKAPCTBEHH INPOJAYKTH

N KO0/~ UG AR M A0

JlHec, Ag\ﬂ{ 2021 r., B rp. Codus, mexay:

YMBAJI,,Csera Exarepuna® EAJL, c anpec Ha ynpasnenue: rp. Codus, 6yi1. “I1. Cnaseiikop”
Ne 52A, EMK 831605845, npencrasinssano ot npod. a-p I'endo Haues, IMH - H3IbIHHTEEH JHPEKTOP,
HapuyaHo no-zoy 3a kparkoct , JJEHEBHO 3ABEJIEHUE - Bb3JIOJKHUTEJI” ot eina crpana
"
»@bOHUKC ®APMA” EOO/, che cenanuie 1 anpec Ha ynpasiaenue: rp. Codus, 1.x. 1700, paiion
Crynentcky, yi1. "OxonoBpseren nsT" Ne 199 A, EMK 203283623, npeacrapnseano ot Hukonaii bunes
Kones, Becenun Bennukos Kynes u Kupun Xpucros Iletpos, upe3 nbinoMomuuuute — Kpacumup
Hukonaes Hukonaes u Becenun Bennukos Kynes, Hapuuano no-znoiny 3a kparkoct ,, U3ITbJIHUTEJI”
OT Jpyra cTpaHa

Ha ocHoBaHue 4. 112 ot 3akona 3a oOmecTBennTe nopbukH (30I1), BEB Bpb3Ka ¢ MpOBE/IeH BhTPELIEH
KOHKypeHTeH n30op/nonbinena odepra no PamkoBo cropasymenue Ne PJI -11-62 / 01.02.2021r. ce
CKJIKOYH HACTOSIIIMS OTOBOP 3a CIIETHOTO:

I. MIPEAMET U CPOK HA 1OI'OBOPA

Ya. 1 (1) JIEHEBHO 3ABEJEHHME - BbB3JIOXKHUTEJ Bw3nara, a U3IIBJHUTEJSAT ce
3a/bJDKaBa Jia U3BbPIIX JOCTABKa Ha CIIEJIHUTE JIEKAPCTBEHU TIPOJIYKTH:

Obocobena mo3muus Ne 1
Anaromo- Mexaynapoano Haunn Ha | Msapka KoanuecrBo
TEpaneBTHYEH KO/ | HENMATEHTHO NPHI0KEHHE /mg,
/ATC-kon/ HaumenoBanne /INN/ tabl., ml.
u ap./
BO1AAOQ7 Acenocoumarol repopajiHa TBbpja mg 74880
B0O1ACO04 Clopidogrel nepopajiHa TBbpia mg 2283940
BO1ACI11 Iloprost napeHTepaiHa mg 9
B01ADO2 Alteplase napeHTepajiHa mg 1000
BO1AF01 Rivaroxaban nepopajiHa TBbpaa | mg 37800
BO3ACO1 Ferric carboxymaltose napeHTepajiHa mg 26000
B03AC02 Saccharated iron oxide napeHTepaiHa mg 44200
BOSBA10 Combinations napeHTepaiHa ml 288000
B0O5XA01 Potassium chloride napeHTepajiHa mg 74636200
Sodium hydrogen
BO5XA02 carbonate napeHTepajiHa mg 79032408
B05XB02 Alanyl glutamine napeHTepaiHa ml 26000
Combinations (trace
BO5XX elements) napeHTepasHa ml 260

(2) JloroBopsT BiM3a B CHMJa OT jJaraTa Ha IMOJNHMCBAHETO MY OT JBETE CTPAHH H € ChC CPOK JI0
31.12.2021 r.

‘OAPM4
II. HEHH ¥ OBLIIA CTOMHOCT HA JJOCTABKHUTE I1O I[OFOBOP/@/\
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Ya. 2. (1) Lenara na crokure mo wi.l e cbriacHo neHoBo npemwioxkenue Ha U3IMIbJIHUTEJIS,
HepasJie/lHa 4acT OT J0roBopa.

(2) Llenara BkmouBa cTOHHOCTTA HA CTOKATa, ONIAKOBKA, 3acTpaxoBka u Tpanciopt g0 JJEHEBHOTO
3ABEJEHHUE - Bb3JIOJKHUTEJI npun MHUHHMaJeH CPOK HA TOAHOCT HE Mo-Kparbk oT 40 % ot
00sIBEHHs OT MPOM3BOIHUTENIS 3a JICKAPCTBEHUTE TIPOAYKTH HIIH He 10-KpaThK oT 20 Y% OT 06sBeHNs OT
MPOM3BOJIMTEIS 3a OMONPOAYKTHTE HIIH OHONOAOOHUTE MPOYKTH. MHHHMAITHUAT CPOK HA TOJHOCT Ce
onpesiesisl KbM JlaTaTa Ha BCSKA JOCTAaBKa Ha JIEKApCTBEH MPOJYKT.

(3) O6mara croifHOCT Ha JIOCTABKUTE 110 JoroBopa e j1o 381 742.82 (TpucTa oceMaeceT U eiHa XHJIsIH
CE/JICMCTOTHH YEeTHPHJICCET U JIBA JIB. H OCeMJIECeT U JBe CT.) jeBa 0e3 Bkioyen JIJIC u no 458 091.38
(UeTHPHUCTOTHH METAECET W OCEM XMIISJM M JEBETACCET M €IMH JIB. M TPUJECET U OCEM CT.) JIEBa C
Brouen JIJIC.

(4) Llenara mo jorosopa e (ukcHpana, He TOJUICKH Ha TIPOMSIHA 3a CPOKa Ha JIeHCTBHE Ha JI0TOBOPA,
ocBeH B ciayyaute Ha 116 ot 30I1.

(5) B ciyuaii, ye npe3 BpemeTo Ha JielCTBHE HA CHOTBETHHMS JIOTOBOP CTOHHOCTTA, KOSITO ClIE/Ba JIa ce
3aruiaiua ¢ myOIMYHH Cpe/ICTBA HA JIEKAPCTBEHU NPOAYKTH OT I103UTHBHHS JIEKAPCTBEH CITHCHK CTaHe
0-HHCKA OT 0rOBOpeHara, JIe4e0HOTO 3aBeJICHHE — BB3JIOXKHUTEN 0e3yCIIOBHO 3aIliaiia JeKapCTBEHUTE
IPOJYKTH Ha MO-HUCKATA CTOIHOCT, CYUTAHO OT:

- JlaTara Ha B/IM3aHEe B CHJIa Ha peureHneTo Ha Hanuonanuus chBeT no e u peumOypeupane
Ha nexapcteenure npoaykru ( HCIIPJIIT);

- JlaTarta Ha akTyanu3auusTta Ha [103UTHBHMS JIeKapCTBEH CIUCHK 10 peaa Ha wi. 57, ain. 1 or
Hapenbara 3a ycnosusaTa, mpaBuiaTa M pefa 3a peryjidpaHe MW pPErHCTPUpaHe Ha IEHHTE Ha
nexapcrBenure npoaykrd (HYTIPPPIUIIT) 3a nexapcTBeHuTe NMpPOAYKTH ¢ HaMajeHa CTOMHOCT 3a
OMNaKOBKa, U34Mc/IeHa Ha Oasza pedepeHTHA CTOWHOCT.

B ciyyauTe no npeaxoHOTO H3peueHHe, CTOWHOCTTA ce OTpejiesis KbM MOMEHTa Ha JI0CTaBKaTa
(moanmMcBaHe Ha MPUEMO-TNIpeaAaBaTesIeH IPOTOKOI).

III. YCJIOBUS U HAUHH HA IUIALIAHE

Y. 3 (1) Inamanero no HacTOAIIMS JIOTOBOP CE OCBINECTBABA Ype3 GAHKOB MPEBOJ OT CTpaHa Ha
JIEYHEBHO 3ABEJEHUE — Bb3JIOJKUTEJI no nocouenara B ui. 15, an. 3 GaHkoBa cMeTKka Ha
N3ITHJIHUTEJIS.
(2) 3annamaneTo Ha CTOKHTE 110 JOrOBOpPa Ce W3BbPIIBA OTJIOKEHO B CPOK J0 60 /inectaeceTus/ jieH,
clie]l IpeACTaBsHE Ha CICIHUTE JIOKYMEHTH:

1. JlocraBHa pakTypa, chcTaBeHa cbriiacHo u3nckBanusrta Ha 3JJ1C u IT13]1J1C;

2. IlpuemarenHo-npenaBaTeHH IPOTOKOJIH;
(3) B cayuaii, ue nocouenute B ui. 3, ai. 2 JOKYMEHTH ca HEpEJOBHH MIIM HE ca KOMILICKTOBAHH,
ceirre ce Bpbiar Ha U3ITbJIHUTEJIA ¢ npuemarenno — npeaaBartesieH NPOTOKOJ 3a H3NIPaBAHE Ha
HepeaHoctute. CpokbT o wi.3, aj. 2. 3anouBa Ja Teye OT JaTara Ha MPEJCTABSIHETO Ha MOCIEHUs
HU3HCKYEM C€ JIOKYMEHT.
(4) Ilpn daxrypupaHe Ha 3assBEHHTE KOJIMYECTBA JICKAPCTBEHH MPOJYKTH, 110 BCSKA OT/E/IHA 3asBKa,
[ieHaTa Ha ONaKOBKa HE Clie/iBa J1a HaJBHIaBa onpejeneHara B [103UTHBHUS JI€KApCTBEH CIIMCHK-
[Ipunoxenne Ne 2, pedepentHa CTOHHOCT Ha ONAKOBKA 3a CHOTBETHHSI JIEKAPCTBEH MPOAYKT. B ciyuyai
Ha H3YHCIIABAHE HAa CTOMHOCT II0-BHCOKA OT pedepeHTHAaTa CTOMHOCT HA ONAKOBKA 3a CHOTBETHMS
JIeKapcTBEH MPOJIYKT, CTOWHOCTTA C€ HaMallsBa M 3arJialla /0 CTOHHOCTTa Ha OMAaKOBKa OIPE/IEICHa B
[TozuTuBHUSA NexapeTBeH cnuchK- [punoxenne Ne 2.

IV. CPOK HA TOCTABSIHE

Y. 4 (1) JEHEBHOTO 3ABEJAEHHUE — Bb3JIOYKHTEJI 3asBsiBa HEOOXOAMMHUTE My K

¢ mnucMena 3asBka g0 M3ITBJIHHUTEJISA. 3asBkata ce BpbuBa JIMYHO cpelly
U3ITBJIHUTEJISL niu ynbJHOMOIIEHO OT HEro JIMUE MM Ce M3Ipauia ¢ mperont e
oOpaTHa pasnucka, 1o (akc Ui 1Mo eJIeKTPOHEH IIbT.




(2) Besixa otnienna jocraBka, ciejiBa 1a 6b/ie 10cTaBeHa B CPOK JI0 7 KaleH IapHH JIHU ClIe]] 110J1yyaBaHe
Ha 3asBkara oT IEHEBHOTO 3ABEJAEHHUE - BB3JIOXKHUTEJI u 3a KonnyecTBaTa H ONAaKOBKUTE
(cb00pa3HO KOHKPETHHTE JIEKAPCTBEHHW NPOAYKTH, NMOCOYEHH B TEXHHYECKOTO MpEUIOKEHHE Ha
M3IILJIHUTENS), TOYHO ONpEJE]eHH B 3asBKaTa. B ciydaii, ye ce mpasu mbpBa J0CTaBKa OT JajieHa
napTH/ia Ha JIEKapCTBEH NPOAYKT, ce npezicTass CepTuukar 3a ocBoOOXk/IaBaHe Ha ApTHIATa, H3/a/leH
or kBanupuuupano juue no 3JIIIXM Ha elekTpoHEH HOCHTEN WM 10 EJIEKTPOHEH NbT Ha
€JIEKTPOHHATA M0I1a, MOCOYEHa KaTo ajIpec 3a KOPECHOHAEHIUS, PUPYKEH ¢ MPEeBOJl HAa ObIrapcKH
€3MK OT (UpMa, CKJIIOYHJA JIOTOBOp ¢ MHHHCTEPCTBO Ha BBHIUHMTE pabOTH 3a H3BbPIUBAHE HA
opuumannu npepoau. M3dpoeHure JOKyMEHTH ce MpPEJCTaBAT B ChOTBETHOTO 3BEHO, ONPEEIEHO OT
1e4eOHOTO 3aBe/IcHHE — Bb3/10kuTEN. [IpH cieaBalm 10CTaBKH Ha JIEKAPCTBEHHU TPOAYKTH OT ChlaTa
napTuja, cepTu(UKaTHT He ce NMPeICTaBs.

(3) B cayuaii na HeoOxomumoct ot cnemHa jocraska, JIEHEBHOTO 3ABEJIEHUE -
Bb3JIO’KHUTEJI nocoupa M3pHyHO B 3asBKara, ye € HEOOXOAMMO 1a Objle M3BBPILICHA CIIENIHA
nocraska. B To3u ciyyaii, ocTaBkara ciejisa 1a ObJie U3BbpIIEHa 10 6 Yaca OT M0JIyYaBaHe Ha 3asBKaTa
M 3a KOJIMYECTBAaTa M ONAKOBKMTE (CHOOpa3HO KOHKPETHUTE JIEKAPCTBEHH MPOJAYKTH, [IOCOUEHH B
TEXHHYECKOTO MPEJIOKEHHE HA U3MTBJIHUTENIN), TOYHO ONPEJICIICHH B 3asBKAaTa.

(4) UBITBJIHUTEJIAT ce 3anbmxasa, B cpok 10 | paboTeH JieH, B ciiy4yauTe 1o aji. 2 H B CPoK 1o |
Yac, B CJIyyauWTe Ha ajl. 3, cle/l MOoJIy4aBaHETO Ha BCsKa 3asBKa Jla yBeJIOMH MHCMEHO WM Mo (akc
JEYEBHOTO 3ABEJEHHUE — Bb3JIOZKHUTEJI B ciyyaii ue He MO3Ke Jia H3BBPLIH JOCTABKA HIIH
B CJIy4ai, 4e He MOJKE J1a CIa3H CPOKBT 3a W3BBPIIBAHE HA JOCTABKATA, IIPeJAMET Ha KOHKPETHATA 3a8BKa.
(5) KpM naTaTa Ha Besika J0CTaBKa, OCTATHYHUST CPOK Ha FOAHOCT Ha JIEKAPCTBEHHTE IIPOJIYKTH, cjle/iBa
na 6ue He no—Mmanek oT 40 % /veTHpHaeceT HAa ¢TO/ OT OOSBEHUS OT MPOU3BOJAUTEI.

(6) KbM nataTta Ha Besika JIOCTaBKa OCTAaThUHHMSAT CPOK HA TFOAHOCT HAa OHONPOAYKT MiM OMONoao0eH
NPOJYKT, clie/iBa 1a Obie He no—Manbk oT 20 % /aABajecer Ha ¢T0/ 0T 0OSBEHHS OT POU3BOUTEIS.
(7) 3a xomuuecTBa J0CTaBeHH H3BBH 3asBkara nmo wi. 4, an.l, JEYEBHOTO 3ABEJEHUE -
BB3JIOYKHUTEJI usima 3anbinKeHune 3a riialiaHe.

(8) B cinyyante no ui. 10, ain. 7 ot JjoroBopa, CpoKbT 1Mo al. 2 U 3 3anoysa Aa Teye OT jaraTa Ha
nucMeHnoto cbriaacue Ha JEYEBHOTO 3ABEJAEHHUE — Bb3JIOKUTEJL.

V.MSICTO HA TOCTABSIHE

Y. 5. (1) 3a MACTO Ha 10CTaBsIHE HAa CTOKUTE 110 TO3H JIOTOBOP Ce OIpe/iesisi ClIe/IHHs ajIpec:

YMBAJI “CBETA EKATEPUHA” EA/I] — Boannuna Anreka, rp. Copus 1431, Cronuuna obmuna
— paiion Tpuaauua, Oyin. “Ilenyo CnaseiikoB™” Ne 52 A

(2) PucksT OT citydaiiHOTO nOrHBaHe MIHM MOBpeXkIaHe Ha cToKuTe npemunasa Bspxy JJEHEBHOTO
JABEJAEHHUE - BB3JIOKHUTEJI ot MoMeHTa Ha NpHEMaHETO UM Ha MSCTOTO Ha JOCTaBSIHE C
npuemMaTeaHo-1peaaBaTelieH IMPOoTOKOJI.

VI. JIATA HA JOCTABSIHE HA CTOKUTE

Y. 6. 3a nata Ha J0CTaBsHE CE CYNTA JaTaTa, Ha KOSATO CTOKHTE Ca J0OCTABEHH /10 aJpeca OCOYEH B Ul
5, an. 1, npu ycnoBusATa Ha wi. 9, an. 2.

VII.3AABJIZKEHUS HA U3ITBJIHUTEJIA

Ya. 7. ABIIBJHUTEJIAT ce 3anbikasa:

1. Jla moctaBu CTOKHTE B JIOrOBOpeHHs cpok u aa ru npeaajge Ha JEUEBHOTO 3ABEJIE A
Bb3JIOKUTEJL c‘m
2. Jla npenane CTOKMTE, NAKETHPAHH M MAPKHPAHH B ChOTBETHHS BHJ, KOJIHUYECTBO H KAWPATratra ¥
MSICTOTO Ha JIOCTaBsiHE.

3. Ilpu noanucBaHeTo Ha IOrOBOpa Aa MpeICTaBH:
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a) JokyMeHTH 1o 4. 112, an. 1 or 30I1.

0) rapanuus 3a U3NbIHEHHE, B €Ha 0T (opmuTe, onpeaeneHu B wi. 111, an. 5 or 30I1, cbe cpok Ha
BalMAHOCT 60 JHH CJIe/l M3THYAHE CPOKa Ha JI0r0BOPa, KOATO ce 0cBOOOK/1aBa B ¢poK J10 60 JHH ciej
H3I'bJIHEHHE Ha JI0roBopa. B ciyyaii, ye BannAHOCTTa HA rapaHIUsATa H3THYA NIPE/IH JIOrOBOpa J1a Obj1e
usnbided, U3IIbJIHUTEJIST ce 3aasmkaBa Jla yIB/KH CPOKa Ha BAIMIAHOCT HA rapaHIMATa C
TOJIKOBA JIHH, TAaKa Y€ rapaHi¥sATa Jla IOKpHBa 0YaKBaHHs CPOK 3a M3IMbIHEHHE HA J0roBopa mioc 60
Auu. FapanuusiTa e B pasmep Ha 3% ot croiinocTTa Ha forosopa 6e3 J1JIC u Bb3an3a na 11 452,28
jeBa.

(4) Jla nocraBs JIeKapCTBEHHW MpPOJYKTH, KOUTO OTroBapsAT Ha M3MCKBAHMATA HAa 3aKoHa 3a
JICKQpCTBEHUTE NMPOJYKTH B XyManHara MeauiHna (3JIIIXM) — na npurexasat BaIMaHO pa3pelieHue
3a ynorpeba B cTpanara, u3nazeno no peaa Ha 3JIIIXM winu Pernament (EO) Ne 726/ 2004 r. na
Esponeiickus napnament u Coeera /ui. 23, an.1 wa 3JITIXM/.

(5) a nocrass jexapcTBEHH MPOAYKTH, KOMTO ca BKioveHd B Ilpuinoxkenue Ne 2 Ha Ilo3uTuBHUS
JIEKapCTBEH CIUCHK.

(6) B ciyuaii, ue ce npaBu IbpBa J0CTaBKa 110 JajieHa NapTH/IA Ha JIEKAPCTBEH NMPOJYKT, JIa TPEICTAaBsI
Ceprudukar 3a ocBoOo}k/1aBaHe Ha mapTUAATa, U3/ajeH oT KBaaupuuupano jaune no 3JI[IXM na
CJICKTPOHEH HOCHTENl WIIM 10 €JIEKTPOHEH IbT Ha €JEeKTPOHHATa TMOoIl@, MOCOYeHa KaTo ajpec 3a
KOPECTIOH/ACHIHs, NMPHJPYKEH ¢ MpeBojJ Ha ObIrapcku e3uk oT (upMa, CKIIOYMIA JIOrOBOp C
MuHHCTEPCTBO Ha BHHITHUTE pabOTH 3a U3BBPIIBAHE HA OPUIHAIHN IPEBOIH.

VIIL. 3BAABJIKEHHUS HA JIEYEBHOTO 3ABEJAEHUE - Bb3JIOKUTEJI

Y. 8. JEYHEBHOTO 3ABEJJEHHE - Bb3JIOKUTEJI ce 3anbikasa:

1. Jla npueMe 10CTaBEHHUTE B CPOK U HA MSICTO CTOKH, ChOTBETCTBALIM 110 BHI, KOJIMYECTBO H KAYECTBO
Ha ONHMCAHOTO B HACTOALIMS JOTOBOP.

2. Jla 3amiaTi JI0CTaBEHUTE CTOKH MO pejia Ha Wi. 3 OT HACTOSIIIHS JOrOBOP.

3. Ciien npuKIfOYBaHe U3IIBJIHEHHETO Ha JIOTOBOpA Ja 0CBOGOAM rapaHIUATa 3a U3NbIAHEHHE, 6e3 ja
I'bJDKH JIMXBH 3@ CPOKa, Mpe3 KOMTO cpeIcTBaTa 3aKOHHO Ca IIPECTOSIIH Y HEro.

IX. IPUEMAHE H IIPEJJABAHE HA CTOKUTE

Y. 9. (1) [Ipuemanero Ha CTOKUTE ce U3BBPIIBA HA MACTOTO Ha JI0CTABAHE MIOCOYEHO B 4. 5, ai. 1.
(2) M3IBJHUTEJIAT wnnm ynbiaHOMOLIEH OT HEro MpeJCTaBUTE] M IPeJCTaBHTE] Ha
JIEYEBHOTO 3ABEJJEHHE - BB3JIOKHUTEJ noamucsar npuemareiHo-TpeaBatesien
IPOTOKOJI, YAOCTOBEPSIBALLL 110J1y4aBaHETO HAa CTOKUTE.

X. KAYECTBO, TAPAHIIUH U CPOK HA I'OJHOCT

Y. 10. (1) CrokuTe, npeIMET HAa HACTOSIIMS JOTOBOP, CIE/BA Jla OTFOBAPAT HA M3UCKBAHMSATA HA WL
7,am 4us.
(2) KbM nataTa Ha locTaBKaTa, OCTaThYHMSAT CPOK Ha FOJHOCT Ha JIEKAPCTBEHUTE TIPOLYKTH, ClIE/Ba J1a
Obsie e no—manwk ot 40 % /yeTupuaeceT Ha cTO/ OT OOSIBEHUS OT IPOU3BOIAUTENS.
(3) B ciyuaii na 1ocTaBKa Ha JIEKapCTBEHUS POAYKT € 110 — KPAThK OT JJOFOBOPEHHS CPOK Ha FOJHOCT,
JIbJDKMMaTa HeyCcTolKa 1a Objie MpoMeHeHa, KaKTo Clie/iBa:

oT 39,99% 1o 30% - 3 % BbpXY CTOHHOCTTA Ha JIOCTABKATA,

0T 29,99% no 20% - 5 % BBpPXy CTOMHOCTTA Ha JJOCTABKATA;

oT 19,99% no 10% - 7 % BbpXy CTOHHOCTTA Ha JIOCTABKATA;

nozx 10% - 10 % BbpXy cTOHHOCTTA HA JOCTABKATA.
(4) OcTaThyHHAT CPOK HA TOAHOCT Ha OUOMPOAYKT /GHONOA06EH NPOAYKT, cliejBa ja 6
mMansk o1 20 % /nBaznecer Ha cTo/ OT OOSBEHHS OT IPOU3BOMTENS KbM JIaTaTa Ha BCsAKa J




(5) B ciyuait na nocraBka Ha 6HONpPOYKT/OHOMOA00EH IPOAYKT C MO — KPAaThK OT JOTOBOPEHHS CPOK
Ha rOJAHOCT, AbJKMMAaTa HeyCToiKa € KakTo Cjie/Ba:

o1 19,99% 1o 10% - 2 % BbpXY CTOHHOCTTA Ha JI0CTABKATA;
0T 9,99% 10 5 % - 4 % BBPXY CTOMHOCTTA HA JIOCTABKATA;
oz 5% - 6 % BbpXy CTOMHOCTTA Ha JI0CTABKaTa.

(6) JEYEBHOTO 3ABEJJEHHUE — Bb3JIOKHUTEJI Mmosxe 1a oTKaxke IpHEMAHETO Ha CTOKUTE, aKO
B JIEHA Ha TAXHOTO INPUCTHraHe HJIM NpPHEMaHE OCTAaThYHHUS CPOK Ha TOAHOCT € 110 — MajJbK OT
onpenenenus B wi. 10, an. 2. u an. 4 MHHUMAaJICH CPOK Ha FOJIHOCT.

(7) HocraBkara Ha JeKapcTBEH MPOAYKT ¢ OCTATBYEH CPOK Ha TOJHOCT MO-MainbK oT 10 Ha cTo OT
00sIBEHHUS OT IPOU3BOANTESI H HAa OHONPOYKT/OGHONI0100€H MPOIYKT ¢ OCTAThYEH CPOK Ha FOAHOCT MO~
MaJIbK OT 5 Ha CTO OT OOSIBEHMS OT NPOU3BOJAMTENIS Ce H3BBPIIBA CAMO C IHCMEHO ChIJIACHE HA
JIEYEBHOTO 3ABEJEHHUE - BB3JIOKUTEJI 32 KOHKPETHO KOJHYECTBO, ONPEJEICHO OT HETO.
be3 uzpuuno nucmeno cwriacue Ha JEYEBHOTO 3ABEJIEHUE — BB3JIOKHUTEJ crokuTe Hima
Na ObJaT 3ansalaHy.

(8) MckaneTo 3a mMcMeHO chrjacue, B cilyyauTe Ha ai. 7, ciensa jaa nocteind B JEUEBHOTO
3ABEJIEHHUE - BB3JIOKHUTEJI B cpok 10 1 (eauH) paboTeH JieH OT HOJIyyaBaHe Ha 3asBKaTa.

(9) B ciiyyauTe Ha CieIIHM IOCTAaBKH IOCOYEHUTE B ajl. 3 U all. 5 HEYCTOMKHU He ce TpuJarar.

XI. OTTOBOPHOCT 3A HETOYHO M3IIBbJIHEHHUE. PEKJIAMAILIUA

Y. 11. (1) JEYEBHOTO 3ABEJIEHHE — Bb3JIOKUTEJI mosxe f1a nipeisiBsiBa peKjiaMaliiy 1mpeji
M3ITbJIHUTEJISA 3a:

a) KOJIMYECTBO U HEKOMIIJIEKTHOCT HA CTOKMTE MJIM TeXHUYECKaTa JJOKYMEHTAIMs (SIBHH HEJIOCTATBIIH);
0) KauecTBO (CKPUTH HEJIOCTATBIH):

- [IPH JIOCTaBsIHE HAa CTOKH HE OT JOrOBOPEHHS BHJ, MIOCOYEH B 4JI. 1;

- [IPY KOHCTaTHpaHe Ha JedeKTH npu ynorpeda Ha CTOKHTE.

(2) Pexnamanuu 3a sBHM HejnocTarblu Ha ctokute ce npapsat ot JJEHUEBHOTO 3ABEJAEHUE —
BB3JIO’KHUTEJL B MOMeHTa Ha IpeJIaBaHETO UM, 3a KOETO C€ ChCTaBsi IPOTOKOJI, MOJNKCAH U OT JIBETe
CTpaHH.

(3) Pexnamanyu 3a CKpUTH HEJJOCTATBLM CE TIPABAT TPe3 LEHsI CPOK Ha FOJHOCT Ha JIOCTABEHUTE CTOKH,
KaTo peKjaManusaTa ce MpPUApYKaBa 3ab/DKMTETHO OT KOHCTATHBEH MPOTOKOJ, H3JaJeH OT
M3nbiHuTtenHara areHims 3a jeKapcTpara.

(4) JEYEBHOTO 3ABEJEHHUE - BB3JOXKHUTEJl e uibKHO Ja YBEJIOMH ITHCMEHO
U3ITBJIHHUTEJIA 3a ycranoBenute aedext B 5 (1eT) AHEBEH CPOK OT KOHCTATHPAHETO UM.

(5) B pexnamanuunTe ce nocoysa HOMEPHT Ha JIOrOBOPA, TOYHOTO KOJIHYECTBO HA MOJIYYEHHTE CTOKHU C
TEXHHUs NMAapPTHJEH HOMEpP, OCHOBAHUETO 3a peKjaMalus W KoHKpeTHoTo HckaHe Ha JIEUEBHOTO
3ABEJEHHUE - BB3JIOKHUTEJL.

(6) B 5 (ner) nueBen cpok oT mosyuasane Ha peknamaunsta, U3ITbJIHUTEJISAT crnejsa 1a orroBopu
Ha JIEYEBHOTO 3ABEJEHHE - BB3JIOKHUTEJ nucMeHO ¥ KOHKPETHO JaiM IpHEMa
peKJlaMalaTa UM s OTXBBPIIAL.

(7) llpu pexnamanus 3a seun Henoctatbid USITBJIHUTEJISAT e jurbxen B cpok oT 2 paGoTHH JHH
OT MOJIyyaBaHe Ha peKjaMalusiTa 3a CBOS CMETKa M PHCK Ja JIOCTaBH Ha MSICTOTO Ha JOCTaBsHE
KOJIMYECTBOTO JIMIICBAILH B JIOCTABKATa / HEKOMIUIEKTHH IOTOBOPEHH CTOKH.

(8) Ilpu peknamaums 3a ckputH Henocrarbuu, B ciayyad uye H3ITBJIHUTEJISIT e npuen
peKamMalusaTa, ChLUUAT € JIbKeH B 10 (1ieceT) AHeBEeH CPOK OT 10J1y4aBaHETO i J1a 3aMEHH JIOCTABEHUTE
HEJIOTOBOPEHH 110 BH / 1e()eKTHH CTOKH 3a CBOS CMETKA M PUCK WIH 110 nipenieHka Ha JJEYUEBHOTO
3ABEJIJEHHUE - Bb3JIOKHUTEJI na BbpHe CHOTBETHATa 4acT OT 3aljlaT€HaTa I€HA, BEIHO C
JBJIKUMUTE JTUXBH.

(9) HU300pbT HAa MOCOYEHUTE MO-TOPE BE3MOXKHOCTH JIa C€ BbPHE CHOTBETHATA YaCT OT MJIATEHOTO HIH
na ce nocraBiaT HOBU cToku npuHaiexku Ha JEYEBHOTO 3ABEJIEHUE — BL3JIO)K}11&E‘#RHQ
ylpakHsiBa OT Hero noj ¢popmara Ha nucmeno yseaomienue jo U3ITbJIHUTEJIS, KaTOxWO
PHCKOBETE 110 HOBOTO JlocTaBsiHe ca 3a cMeTka Ha U3ITbJIHUTEJIS. A A



(10) Crokure, mpeamer Ha peknamanus ce cbpxpanssar ot JIEHUEBHOTO 3ABEJIEHUE -
BB3JTOXKHTEJI o ypexkaHe Ha pekiaMalure.

XII. OTTOBOPHOCT NP HEU3ITbJIHEHUE

Y. 12. (1) 3a Heu3NbIHEHHE HA 3abJDKEHHUSTA CH 10 HACTOSIIHS JOrOBOP C H3KJIIOUEHHE HA TE3H 110
wi. 10, an. 2 u an. 4, M3IIBJIHUTEJIAT nbmxn neycroiika B pasmep Ha 0.5 % Ha JieH BbpPXY
CTOMHOCTTa Ha KOHKpETHara 3asiBKa, HO He noBeue oT 10 % (mecer mpoleHTa) OT CTOWHOCTTA Ha
KOHKpETHATa 3asBKa, KaKTo u 00e31eTeHne 3a MPEeThPIEHHTE ICHCTBUTEIHN BPEIH B CIIyYauTe, KOraTo
T€ HaJXBBPJIAT JOroBopeHara HeycrToika. B cioydaute no un. 4, an. 3, nmocoyeHara B NMPeAXOIHOTO
n3pedeHue HeycTolika B pasmep Ha 0.5 % ce HauncngBa 3a BCEKH 4ac NMpocpoyue, HO He nmoseue ot 10
% (necet nponeHTa) OT CTOHHOCTTA Ha KOHKpETHATa 3asBKa, KAKTO W o0e3lleTeH e 3a NPeThpIeHnTe
JICHCTBUTEJIHM BPE/IU B CIIlyyauTe, KOraTo T€ HaJAXBBPJIAT JOrOBOpEeHATa HEYCTOHKA.

(2) Koraro npu nannuue Ha pexinamanuu, UITBJIHUTEJISAT He M3MbJIHM 3aJbIDKEHHATA CH 1O
paszen XI or HactosAmmMs J0roBop B cpok, chumsT abkd Ha JIEHEBHOTO 3ABEJAEHUME-
BB3JIOKHTEJI neycroiika B pasmep Ha 2 % OT lieHaTta Ha CTOKHTE, 3@ KOMTO Ca HallpaBeHH
peKJIamalHHTe.

(3) JEHEBHOTO 3ABEJIEHHE — Bb3JIOKUTEJI ynosieTBopsiBa NPETEHIIHMUTE CH OTHOCHO
HEU3IBJIHEHHETO Ha JIOrOBOpa, KakTO M 3a 3alulalllaHe Ha HEYCTOHKHWTe OT CTpaHa Ha
M3ITBJIHUTEJIS xato 3axbprKa rapaHuusTa 3a M3ImbjHEHHE 110 4. 7, an. 3, Oyksa “6” oT JoroBopa,
KaTo IMpeanpueMa JCHCTBHS 3a HEHHOTO ycBosiBaHe. B ciywaii, ye cTOMHOCTTa Ha TapaHlMsaTa 3a
H3IbJIHEHHE He MNokpuBa BCHYKM AbKUMH 0T USIIBJIHUTEJISA neycroiiku, JIJEUEBHOTO
3ABEJEHHUE - BB3JIOKHUTEJI npuxsaia Ib/DKHMHTE CYMH OT HACpeLlHH IUIAIIAHUS KbM
U3ITbJIHUTEJIS.

(4) Tlpu Tpn nbTH BUHOBHA 3abaBa Ha U3IThJIHUTEJIS, npoasmkuia ¢ noBeye OT MOJOBHHATA OT
CpoOKa 3a M30BJIHEHHE Ha CHOTBETHOTO 3ajb/uKeHHe, B paMkute Ha Tpu Mecena JJEHEBHOTO
3ABEJJEHHE - BB3JIOKUTEJI uma npaBo ja nmpekpatd J0roBopa €IHOCTPAHHO ¢ 15-IHeBHO
Npe/IM3BECTHE.

(5) TEYEBHOTO 3ABEJIEHHE - Bb3JIOJKHUTEJI uma npaBo na npekpat eJIHOCTPaHHO K Oe3
[IPE/IM3BECTHE HACTOSIIINSA JOTOBOP B Cllyyali HA CUCTEMHO HETOYHO M3MBbJIHEHHE Ha 3a[bJKEHHUSITA OT
M3ITBJIHUTEJISI u npensBenn moBeue OT TpPU peKjaMalM¥ B paMKHTE Ha TPH Mecela oT
JIEHEBHOTO 3ABEJIEHUE - Bb3JIOKHUTEJI no pexa na raasa XI.

(6) B cinyuyaii, ye no orHomenue Ha U3IMIbJIHUTEJIS nacTensar obcrostencrsara o wi. 54, an. 1, u
ui. 55, an. 1 ot 3akoHa 3a obmecteenure nopvuku, JEUEBHOTO 3ABEJEHHUE- BH3JIOKHUTEJ]
¥Ma [1paBo Jla IPEKPATH eIHOCTPAHHO HACTOSIIHS I0TOBOP, 6€3 MHCMEHO NMpeIn3BECTHE U 03 J1a AbJIKH
HEYCTOHKH.

XII. ®OPCMAKOPHH OBCTOSATEJICTBA

Y. 13 (1) CrpanuTe N0 HACTOSIIMUS JIOTOBOP HE AB/DKAT 00e3LIeTeHNue 3a IOHECEHH BPE/IU H 3ary6Hu,
aKo IOCJIE/IHATE ca MPUYUHEHH B pe3y/ITaT Ha HEMpPeo10J1uMa ChJia.

(2) Ako cTpaHata, KOSTO € CIeABaJI0 Ja H3II'BJIHK CBOE 3a/IbJKEHHUE 110 I0roBopa € Ouia B 3a0aBa, T He
MOJe€ J1a c€ 11030BaBa Ha HeNpeo,10JMMa CHla.

(3) “Henpeononuma cuia” no cMHCbIa Ha TO3H JIOFOBOP € HENpPEeIBHACHO H/WUIIK HENpeJ0TBPATHMO
CLOMTHE OT H3BBHPEIEH XapaKTep, Bb3HUKHAJIO CJIe/l CKIIOYBAHETO Ha J0Tr0BOpa.

(4) Crpanata, 3acersara oT HEIpeo10J1MMa CHJIa, € JUThKHA Ja Ipe/ilpueMe BCHYKH IeHCTBHS C IPHKaTa
Ha J00Bp CTONAHMH, 3a JIa HaMaJIX IO MHHHMYM TIOHECEHHTE BpeH U 3aryOu, KakTo W Jia YBEJIOMHU
NUCMEHO Jpyrara cTpaHa B 7-JIHEBEH CpPOK OT HACTBIIBAHETO Ha HENpeoJao/IMMara C
HEyBEJIOMSIBAHE B IIOCOYEHHS B IIPEJIXOIHOTO U3PEUYEHHE CPOK CE JIL/DKH 00e3IeTeH e 3a
oT ToBa Bpeiad. Henpeononumara cuia ce joka3Ba OT 3acersarara CTpaHa ChC
dopcMmakop, U31a1eH 110 ChOTBETHUS P/l OT KOMIIETEHTHHS OPraH B IbpiKaBara, B KOATORA g
¢opcmakopaHuTe 00CTOSATENCTRA.




(5) Jloxaro Tpae HempeojoiMMara CHia, M3NBIHEHHETO Ha 3abJDKEHHATA M CBBP3aHHTE C TAX
HACPEIIHH 3aIbJDKEHUS ce CIUpa.

(6) He npencrapnssa “HenpeononnMa cuia’” cbOMTHE, MPUUMHEHO 10 HeOPEKHOCT HITH YPe3 YMHIIICHO
JIEUCTBHE HA HSKOS OT CTPAHUTE MJIM TEXHH NPECTABUTEIH W/UIIH CIYXKUTE/IH, KAKTO M HEJIOCTHIa Ha
napu4uny cpejctsa Ha H3ITBJIHUTEJISA w JEYEBHOTO 3ABEJIEHUE - BH3JIOKHUTEJL

XIV. CIIOPOBE

Ya.14. (1) Bb3HuKHamMTE Npe3 BpeMeTpaeHeTo Ha IOroBOpa CIOPOBE U Pa3HOITIACHS MEXKILY CTPaHHTE
Cce peliaBar Ypes3 NperoBopu MEKay TaX. [locTUrHaTuTe 10roBOPEeHOCTH ce 0hopMAT B MHcMeHa hopma
M Ce MPEeBPBIUAT B HEpPa3/JIeIHa YacT OT JJOTOBOPA.

(2) B cnyuait Ha HenlocTHraHe Ha JOTOBOPEHOCT MO MPEAXOIHHS WICH, BCHUYKH CIIOPOBE, OPOJEHH OT
TO3H JIOTOBOP MJIM OTHACHINHU C€ JI0 HEro, BKIIOUUTEIHO CIIOPOBETE, TOPOJICHH OT HJIM OTHACAIIH CE JI0
HEroBOTO TBJIKYBAaHE, HEJIEUCTBUTEIHOCT, HEM3IBIHEHHE MIIM NpeKpaTsaBaHe 1ie ObJaT paspeiiaBaHu
criopest ObJIrapcKuTe MaTepHAIHH H IPOLECYATHH 3aKOHH OT KOMIIETEHTHHs ChJl 110 pena Ha ['TIK,

XV. CbOBUIEHHS

Ya. 15. (1) Benukn choblienus Mexy CTpaHMTE, CBbP3aHH C H3IIBJIHEHHETO Ha TO3M JIOFOBOP ca
BAJIM/IHH, aKO Ca HanpaBeHH B MUCcMeHa (JOpMa U ca MOAIHCAHH OT YI'bJIHOMOIIEHHTE TIPEICTABHTEH
Ha H3ITBJIHUTEJIA wnu JJEYEBHOTO 3ABEJAEHUE - BB3JIOKHUTEJL

(2) 3a nmarta Ha cHLOOLIEHHETO CE CMATA:

v JlaTaTa Ha IpeJlaBaHeTo — MPH PhYHO NpeJiaBaHe Ha ChOOIIEHHETO;
v JlaraTa Ha IOLIEHCKOTO KieiMo Ha oOpaTHaTa pasnucKa — HpH U3INpallaHe 1mo MolaTa;
v JlaTara Ha MpHeMaHeTo — MpH H3npaiate 1o (akc wim e-mail.

(3) 3a Banuiuu ajpec 3a npueMane Ha choOlIeH s 1 GAHKOBH CMETKH, CBbP3aHH C HACTOAIIMS JI0rOBOP
ce cMATAaT:
3A U3ITBJIHUTEJISA:

rp. Codus 1700, yiu. ,,OxonoBpseren st Ne 199A,

e-mail: g.ivanova@phoenixpharma.bg

Ten. 02/ 965 8199

banka: YuuKpeaur bynGank AJ]

bankoBa cmeTka:

IBAN: BG91 UNCR 9660 1030 8995 22;

BIC: UNCRBGSF;

3A JIEYEBHOTO 3ABEJIEHHUE- Bb3JIOJKUTEJI:
rp. Codus, 6yn. "I1. Cnaseiikos” Ne 52A
bAHKA: Untepuemrsibin Acer bauk AJ]

IBAN: BG45IABG81231000185400
BIC: JABGBGSF

(4) Tlpn npomsaHa Ha noco4yeHus 110 aj1. 3 aapec WM GaHKOBAa CMETKa ChOTBETHATA CTPaHa € JUIbiKHA A
YBEJIOMH JIpyraTta B TPHJIHEBEH CPOK OT IPOMSIHATA.

LAPYI'N YCJIO0B
XVIL [ OBUs o %



Y. 16. (1) IIpaBara 1 3a1bJI’KEHHSATA 110 HACTOSIIIHS IOTOBOP HE MOTAT Jia Ce IIPEXBBPIIAT €HOCTPAHHO
Ha TPETH JIMIA H NI0I00HH aKTOBE HE NMOpakJaT NpaBHO JeficTBUe 6e3 MUCMEHOTO ChIvlacHe Ha JApyrara
CTpaHa, OCBEH B cllydauTe Ha ode3neyaBaHe (rapaHTHpaHe) Ha 3a/IbJKEHHSI 110 OAHKOBU KPEIAUTH.

(2) 3a HeypemeHHTE BBIPOCH B HACTOSIIMS JOTOBOP ce TNpujiara JeHCTBAIOTO ObIrapcko
3aKOHO/IaTEJICTBO.

XVIIL NOJU3ITBJIHUTEJIN
(MPUROIICUMO CaMO 6 cryyaume, 6 KOUMO U3Opanus 3a USNBAHUMEN YYACMHUK € NOCOYUT, Ye fe
nON36a NOOU3NBIHUMENU, NPU CKIIOYGAHE HA PAMKOBOMO CROpA3yMeHue)

Ya. 17. (1) HOJAU3SITBJIHHUTEJIUTE Tpsa6Ba na oTroBapsT Ha CbOTBETHHTE KPHTEPHH 3a MOAGOP
cboOpa3HO BH/IA M Jiena OT MopbuKaTa, KOITO 111€ U3ITBJIHSBAT, H 3a TAX Jla HE ca HAJIMIIE OCHOBAHHUS 3a
OTCTpaHsBaHe OT Npolieaypara.

(2) JEYHEBHOTO 3ABEJEHHUE — BB3JIOKUTEJI usucksa 3amsna Ha [TOJAU3ITbJHUTEJL,
KOWTO HE OTroBaps Ha ycJIoBUATa 110 aj. .

(3) Koraro uactra ot nopbukara, koato ce u3nbiadssa ot INOJU3IBJIHUTEJL, moxe na Obae
npenajgena karo otjesned odbekt na U3ITBJIHUTEJS wim na JIEHEBHOTO 3ABEJIEHUE -
Bb3JIOKHUTEJL nocneanus 3amama sb3Harpaxienue 3a tasu yact Ha [NOAU3ITbJIHUTEJIS.
(4) Pasmnamanusara nmo an. 3 ce OCBHUIECTBSIBAT Bb3 OCHOBA Ha HCKaHE, OTIPABEHO OT
NOAU3ITBJHUTEJIA o JIEYEBHOTO 3ABEJAEHHUE - BbL3JIOKUTEJ upes
M3ITBJIHUTEJIS, koiito e JurbXKeH Aa ro NpeaocTaBH Ha BB3IOKUTENS B 15-1HEBEH CPOK OT
NOJIy4aBaHETO MY.

(5) Kum nckanero no an. 3 UBITBJIHUTEJISAT npenocraBsi CTaHOBHINE, OT KOETO J1a € BHAHO JaJIH
OcCIopBa IJIAlAHKAATA WK YacT OT TAX KaTO HEJbJIKHMH.

(6) JEYHEBHOTO 3ABEJEHHUE — BB3JIOKUTEJI uma npaBo ja oTKake IJjaiaie mno ai. 3,
KOraTo HCKaHEeTO 3a IJIalllaHe € OCIIOPEHO, JI0 MOMEHTA Ha OTCTpaHsBaHe Ha NMPUYHHATA 33 OTKAa3a.

(7) HesaBucumo ot usnonssaneto Ha [IOJIU3ITBJIHUTEJIM otroBopHOocTTa 3a M3NbIHEHHE Ha
norosopa e Ha U3ITBJIHUTEJIA.

XVIIIL 3AK/IIOYUTEJIHA PA3IIOPE/IGH

Y. 18. (1) IIpu cheraBsiHETO HA HACTOSIINS JJOTOBOP CE MPEACTABHXA CIIEJAHUTE JOKYMEHTH:
v JoxymenTtn no wi. 112 ot 30IT;

v Hexnapauus no wi. 55, an. 6 or 3JIIIXM (korato e npujiokumo);

v ["apanius 3a u3nbIHEHHE,

v Texnnuecko u LleHOBO npejuloKeHHe, HepasJienHa yacT OT J10roBopa;

Hexnapanuu no 3MHAII.
(2) HacTrosmusaT 10roBOp ce ChCTaBH B/TPH e1HO00pasHH eK3eMIuisipa Ha Obiarapcku e3 %'H 3a
MN3IM'bJIHUTEJISI u 1Ba 3a EBHOTO 3ABEJAEHUE - BB3JIOKHUTEJL / /(G
/m

JIEHEGHO 3ABEJEH E/',‘—/B"b /MC*’V]JI: N3I'BJIHUTEJL: \"°
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