JA0I'OBOP
3A JOCTABKA HA JEKAPCTBEHH INPOJIYKTH

s AD-0H-98/03-09 J0M

ﬂHec,T)}O(J 20:’??.4 r., B rp. Codus, mexuy:

YMBAUJI,,Csera Exarepuna“ EAJL, ¢ anpec na ynpasienue: rp. Codus, 6yn. “I1. Cnaseiikos”
Ne 52A, EMK 831605845, npescrasnspano ot npod. a-p ['enuo Haues, MH - H3IBIHUTENEH JUPEKTOP
, HapuyaHo 1o-j07y 3a kparkoct ,, JIJEHEBHO 3ABEJJEHUE — BB3JIOKHUTEJI” ot enna cTpana
"
»@bOHUKC ®APMA” EOOJ], che ceanuie 1 aapec Ha ynpasienue: rp. Codus, n.x. 1407, paiton
Crynentckw, yi. "Oxonospberen eT" Ne 199 A, EMK 203283623, npezcrasinssano ot Hukonait Bunen
Kosnes, B kayecTBOTO My Ha YnpasisBaul aupextop U Becenun Benuukos KyHes, B KauecTBOTO My Ha
Hupexrop IpogaxOn, upes [Ibnuomomunum — Kpacumup Hukosnaes Hukosaes u Becennn Bennukos
Kynes, napuuano no-aoay 3a kparkoct ,, USITBJIHUTEJI” ot apyra crpana,

Ha ocHoBanue uil. 112 or 3akona 3a obmecTBenute nopwvuky (30I1), BbB Bpb3Ka ¢ IpOBe/IeH BhTPELIEH
KOHKypeHTeH u3bop/nonbinena odepra no PamkoBo crniopasymenue Ne PJI -11-24 /18.01.2021r. ce
CKJIIOYM HACTOSIHSA JIOTOBOP 32 CJIETHOTO!

I. IPEJMET U CPOK HA 1I0OI'OBOPA

Yn. 1 (1) JEYEBHO 3ABEJIEHUE — Bb3JIOJKUTEJ Bwinara, a U3MNBJIHUTEJAT ce
3a/bJIKaBa J1a M3BBPIIN JI0CTaBKA HA CIIEJAHUTE JICKAPCTBEHH MPOIYKTH:

Ob6ocobena mo3umus Ne 2
Anaromo- MexayHapoano Hauun Ha | Mapka Kosmuecro
TepaneBTHYeH KO/l [ HENMATEHTHO npuJioKeHne /mg,
[ATC-xon/ HaumeHoBanmne /INN/ tabl., m
U ap./
L04ADO02 Tacrolimus nepopajiHa TBbpAa | mg 960

(2) JloroBopsT BiM3a B CHJIa OT JaraTta Ha MOANMHCBAHETO MY OT JIBETE CTPAHH M € ChC CPOK JI0
31.12.2021 r.

I1. HIEHU U OBIIA CTOMHOCT HA JJOCTABKHUTE I10 JOr'OBOPA

Ya. 2. (1) Llenara na crokute nmo 4in.l e cbriacHo 1eHoBo npemnoxenne Ha USITBJIHUTEJIS,
HepasJieliHa 4acT OT J0roBopa.

(2) Llenara BkII0YBa CTOMHOCTTA HA CTOKATa, OMAKOBKA, 3acTpaxoBka 1 tpancnopt a0 JEYEBHOTO
3ABEJIEHHUE — BB3JIOKHUTEJI npu MHHHUMaleH CpPOK Ha TOJHOCT He mo-kpatbk oT 40 % ot
00sABEHHs OT NPOU3BOJINTEIS 32 JIEKAPCTBEHUTE MPOAYKTH HIIH He MO-KpaThbk oT 20 % 0T 00sBEHUS OT
NPOU3BOJIUTENS 3a GHONPOAYKTHTE MITH OHONOA0OHUTE NPOAYKTH. MHHUMAIHUAT CPOK Ha FOAHOCT ce
onpejens KbM JlaTaTa Ha BesKa JIOCTaBKa Ha JIEKapCTBEH MPOAYKT.

(3) O6mara cToiftHocT Ha jocTaBKHTE 110 AoroBopa e 10 1 491.31 (Xuisoa vemupucmomun oesemoecem
u eoun 6. u 31 cm.) nepa 6e3 Bunouen JIJ1C u no 1789. 58 (Xunsoa cedememomun ocemoecem u oeeem

n6. u 58 cm.) nesa ¢ Bkmoyen JIJ1C. 7 ~obONL M&a
(4) Llenara mo porosopa ¢ (hpuKcHpana, He MOJUIEKN Ha IPOMsIHA 3a CPOKA Ha JAEHCTBHE Ha ﬂgromv' wg%%? 3 nﬁr

(5) B cnyuait, ue npe3 BpemMeTo Ha JielicTBHE Ha CHOTBETHHS J0TOBOP CTOMHOCTTA, KOATO l/b Or,ﬂ

ocBeH B ciyyanTe Ha 116 ot 3011 U/A(,u Ay M}i
6 . I
3anaia ¢ nyOJHYHM CpelcTBa Ha JIEKapCTBEHU NpojyKTH oT [To3uTHBHUS Jlekape™ Wb/d« 1@‘5‘!’%"" ),



M0-HUCKA OT JIOrOBOPEHATa, JIe4yeOHOTO 3aBe/IcHHE — BH3JI0JKHTEN Oe3yCI0BHO 3aruiania JJeKapcTBEHHTE
NPOAYKTH Ha MO-HUCKATa CTOHHOCT, CYUTAHO OT:

- JlaraTa Ha BJIM3aHE B CHJIa Ha pelneHHero Ha Haumonanuus ceBet no 1enu u peuMOypcupane
Ha nekapcrBeHuTe npoaykta ( HCLIPJIIT);

- JlaraTta Ha akTyaiu3aiusaTa Ha [Io3uTHBHMA JIeKapCcTBEH CNHCHK MO peaa Ha wi. 57, an. 1 or
Hapenbata 3a ycnoBusita, mpaBwiaTa W pefa 3a peryjupaHe W PErHCTPHpaHe Ha IIEHHTE Ha
nexkapctenute npoayktu (HYIIPPPLUIII) 3a nexapcTBeHuTE NpOJYKTH C HaMalleHa CTOMHOCT 3a
OIaKoOBKa, U34YHCciIeHa Ha 6a3a pedepeHTHA CTOMHOCT.

B ciygauTe 110 npexoAHOTO H3peUeHHe, CTOMHOCTTA ce Onpeens KbM MOMEHTA Ha JIOCTaBKaTa
(moanucBaHe Ha NpUEMO-IpelaBaTesieH IPoTOKOI).

I11. YCJIOBUS U HAYHH HA IIVIALLIAHE

Y. 3 (1) ITnamaneTo no HaCTOSILIMS JOrOBOP CE OCBILECTBSIBA ype3 OAHKOB MPeBOJl OT CTpaHa Ha
JEYEBHO 3ABEJIEHHUE — BB3JIOKHUTEJI no nocoyenara B 4. 15, an. 3 6aHkosa cMeTka Ha
N3IT'BbJIHUTEJIS.
(2) 3amamaneTo Ha CTOKHUTE 110 JIOrOBOpa ce M3BBLPIIBA OTIOKEHO B CpokK ji0 60 /mectiaeceTus/ neH,
CJIe]l IPeJICTaBsIHE Ha CJIe/IHUTE JOKYMEHTH:

1. JloctaBHa (haktypa, cheTaBeHa chriacHo u3nckpanusTa Ha 3JJ1C u ITI3JIC;

2. TlpuematesHo-npeaBaTeIHH IPOTOKOJIH;
(3) B cuyyaii, ye nocoyeHute B wi. 3, ajl. 2 JIOKYMEHTH Ca HEPEJOBHH MJIHM HE Ca KOMIUJICKTOBAHH,
coiuuTe ce Bpbinar Ha U3ITBJIHUTEJIS ¢ npuemarenno — npeaasaresieH NpOTOKOJI 3a H3NpaBsiHe Ha
HepeaHocTuTe. CpOKBT Mo 4.3, aj. 2. 3anouBa Jia Teye OT JlaTata Ha MPEe/ICTaBsIHETO Ha MOC/IEeAHHUS
H3UCKYEM C€ JOKYMEHT.
(4) IIpu ¢aktypupane Ha 3agsBEHUTE KOJIMYECTBA JIEKAPCTBEHU NMPOJYKTH, 10 BCsIKa OT/ACIHA 3asBKa,
lleHaTa Ha ONAKOBKA He cJIe/lBa Ja HajBHIlIaBa omnpejesneHara B [T03UTHBHHS JleKapCTBEH CHUCHK-
[Tpunoxenne Ne 2, pedepertHa CTOHHOCT Ha OIAKOBKA 3a ChOTBETHHS JIEKAPCTBEH MPOAYKT. B crnyuaii
Ha M3YHCIIIBAaHE HA CTOMHOCT IM0-BHCOKa OT pedepeHTHaTa CTOWHOCT HA ONAKOBKA 32 ChOTBETHHS
JIEKapCTBEH NMPOJYKT, CTOWHOCTTA Ce HamaJlsBa U 3aruiala Jio CTOHHOCTTa Ha OIIAKOBKA OMpe/ie/ieHa B
[To3utnBHUA NeKapcTBeH cnuchk- [Ipunoxkenne Ne 2.

IV. CPOK HA TOCTABSIHE

Yn. 4 (1) JEYEBHOTO 3ABEJAEHHE — BB3JIOKHUTEJI 3asBsiBa HeOOX0AHMHTE MY KOJIHYECTBA
¢ nucmena 3asBka A0 H3IIBJIHUTEJIS. 3asskata ce BpbYBa JHYHO Cpelly IOJIHC Ha
U3BITBJIHUTEJIS unu ynbJIHOMOLIEHO OT HEro JIMLE WM Ce M3Mpamia ¢ MpernopbhyaHo MHUCMO ¢
obparHa pa3nucka, 1o (hakc Win 1o eJIeKTPOHEH MbT.

(2) Besika otenna jroctaBka, cie/iBa jia Objie JocTaBeHa B CPOK J10 7 KalleHJapHH JTHU CJIe/] IoJIyYaBaHe
na 3aaskara ot IJEHEBHOTO 3ABEJIEHHUE - BbB3JIOKUTEJI 1 3a konxyecTBaTa H ONaKOBKUTE
(cboOpa3HO KOHKPETHHTE JIEKAPCTBEHH MPOJYKTH, TMOCOYEHH B TEXHHYECKOTO MpEUIOKEHHE Ha
U3IBIHUTENS), TOYHO OMNpeJeeHH B 3asBKarta. B ciyuaii, ye ce npaBu mbpBa J0CTaBKa OT JlajieHa
napTH/a Ha JIeKapcTBEeH NPOJYKT, ce npesctass Ceprudukar 3a ocBob0K1aBaHe Ha MapTHAATA, H3AAIEH
or kBanupuumpano sune no 3JIIIXM Ha enekTpoHeH HOCHTEN WIH MO EJIEKTPOHEH MbT Ha
€JIEKTPOHHATA M10111a, MIOCOYEHA KaTo ajpec 3a KOPECTIOHCHIHS, TPUAPYIKEH C MPEeBOJ Ha Obarapcku
€3MK OT (pupma, CKJIIOYMIA J0TOBOP ¢ MHHHCTEPCTBO Ha BBHINHHTE paboOTH 3a HM3BBLPIIBAHE Ha
ounmanuu npesoau. M30poeHuTte TOKYMEHTH ce MPEACTABIT B ChOTBETHOTO 3BEHO, OMPEIENIEHO OT
ne4eOHOTO 3aBe/ileHHe — Bb3a0KuTelN. [1pu creaBaiiy 10CTaBKU Ha JIEKapCTBEHH MPOAYKTH OT ChlIaTa
napTujia, cepTH(HUKATHT HE Ce MPEeICTaBs.

(3) B cayuait na HeoOxommmocT oT cnemna jaocrtaBka, JIEUEBHOTO 3ABE}IEHI@E§_‘F%“QM.
BB3JIOKUTEJI nocousa u3puyHO B 3asBKata, 4ye € HeoOXoauMo jga ObJe H3BLpILIEHA _Gﬁ”ukf?o _
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M 3a KOJMYECTBaTa M ONAKOBKHMTE (ChOOpa3HO KOHKpPETHHTE JIEKAPCTBEHH IPOIYKTH, MOCOYEHH B
TEXHHYECKOTO MPeUT0NKEHUE Ha U3ITBIIHUTENS ), TOYHO ONPEIeSICHH B 3asBKaTa.

(4) UBITBJIHUTEJIAT ce 3anbmxkasa, B cpok jio 1 paboteH aeH, B ciiydaute 1o ain. 2 U B CpoK Jio |
yac, B CJIy4auTe Ha ajl. 3, cjell NoJy4aBaHETO Ha BCsKa 3asBKa Jia yBEJIOMH NMHCMEHO WM Mo (akce
JEYEBHOTO 3ABEJIEHHE - Bb3JIOKHUTEJI B ciyuait ue He MOJKe J1a H3BBPILH JOCTABKA I
B ClTy4ail, 4e He MO3KE J1a CIIa3u CPOKBT 3a U3BbPIIBAHE HA JOCTABKATA, IPEMET Ha KOHKPETHATA 3asBKa.
(5) KbM naTaTa Ha Besika IOCTaBKa, OCTaThUHUAT CPOK Ha FOAHOCT Ha JIEKAPCTBEHUTE TIPOJIYKTH, CJie/IBa
na 6bae He no—Manek o1 40 % /yeTHpuaecer Ha ¢To/ OT 0OSIBEHHS OT POU3BOJAUTEIISL.

(6) KvM nataTa Ha Besika JlocTaBKa OCTAThYHUAT CPOK HA FOJHOCT Ha OMONMPOAYKT MM GHONO 00eH
NPOAYKT, cle/Ba j1a Obje He no—Manbk o1 20 % /aBajgecer Ha ¢T0/ 0T O0SBEHUS OT MPOU3BOAUTEIS.
(7) 3a xonuuecTBa JocTaBeHH H3BLH 3asBkara no wi. 4, anrl, JEYEBHOTO 3ABEJIEHHUE -
BB3JIOZKHUTEJI nsma 3aab/KeHue 3a I1alaHe.

(8) B ciyuaure mo un. 10, an. 7 or poroBopa, cpoKbT MO ai. 2 W 3 3amoyBa Jia Teue OT jarara Ha
nucmenoto cbriacue Ha JEUHEBHOTO 3ABEJIEHUE — BB3JIOKHUTEJL

V. MACTO HA JOCTABSIHE

Y. 5. (1) 3a MscTO Ha AOCTABSIHE HA CTOKHUTE 10 TO3HU JIOFOBOP C€ OMPEAEsis CleHHs ajipec:

YMBAJI “CBETA EKATEPUHA” EAJl — boannuna Anrteka, rp. Copust 1431, Cronuuna obiuHa
— paiion Tpuanuua, Oyiu. “Ilenyo Cnaseiikos™ Ne 52 A

(2) PucksT OT ciayyaifHOTO NOrMBaHe WIIH MOBpeJKIaHe Ha cTokuTe npemunana Bspxy JIEUEBHOTO
SABEJAEHHUE - Bb3JIOKHUTEJI or MoMeHTa Ha NpHEMaHETO MM Ha MSCTOTO Ha JIOCTaBSHE C
TNpHEMAaTEeIHO-TIPelaBaTe/IeH IPOTOKOIL.

VI. JATA HA TJOCTABSIHE HA CTOKHUTE

Y. 6. 3a jlaTa Ha J0cTaBsiHE Ce CUMTA JaTaTa, Ha KOSITO CTOKMTE ca JI0CTABEHH JI0 ajpeca MOCOYEH B UJl.
5, an. 1, npu ycnoBusTa Ha 4. 9, ai. 2.

VII. 3AABJI)KEHUS HA U3ITBJIHUTEJISA

Y. 7. UBITBJIHUTEJIAT ce 3anbmxasa:

1. /la nocraBu cTOKMTE B I0TOBOpEeHHUs cpok H jaa ru npexaaae Ha IEUEBHOTO 3ABEJIEHUE —
Bb3JIOKHUTEJL

2. Jla npenajie CTOKHTE, MaKeTHPAHH W MapKMpaHH B CHOTBETHHSI BHJ, KOJHYECTBO H KauyeCTBO Ha
MSCTOTO Ha JOCTABSIHE.

3. IIpu noanucBaHeTo Ha J0rOBOPA /1A PEJICTABH:

a) nokymeHnTH o wi. 112, an. 1 or 30I1.

0) rapanuus 3a U3MbIHEHHUE, B €1Ha OT popmute, onpezaenien B wi. 111, an. 5 ot 30I1, cbe cpok Ha
BajuIHOCT 60 JTHM cile/l H3THYaHe CpoKa Ha J0roBopa, KosiTo ce 0cBoO0KaaBa B Cpok Jio 60 AHHU cliel
M3ITbJIHEHHE Ha JloroBopa. B ciayyaii, ue BaauaHOCTTa HA rapaHLsITa H3THYA MIPE/IN J0roBopa Aa Obje
u3biiHed, USITBJIHUTEJISAT ce 3aapmkaBa aa yabaku CpoKa Ha BaAMIHOCT HA rapaHiMsTa C
TOJIKOBA JIHH, TaKa Ye rapaHuusTa Jia IOKpMBa 0YaKBaHMs CPOK 3a M3MbJIHEHHE Ha JIoroBopa mmoc 60
anu. N'apanuunara e B pasmep Ha 3% ot croiiHocTTa Ha aorosopa 6e3 JI/IC u Bb3im3a na 44,74
JieBa.

(4) Jla nocraBs JI€KapCTBEHH TMPOAYKTH, KOMTO OTroBapsT Ha HW3MCKBaHMATa Ha 3akoHa 3a
JIEKapCTBEHUTE NPOJYKTH B XymaHHata Meannuna (3JIITXM) — na npurexasat BaauaHO paspelieHne
3a ynorpeba B crpaHara, u3iajaeHo no peja Ha 3JIIIXM wnn Persmament (EOQ) Ne 726/ 2004 r. Ha,,

Epponeiickus napaamenT n Cbeera /ui. 23, an.1 na 3JITIXM/. M)
" M
(5) Jla nocraBst JekapcTBEHHM MPOAYKTH, KOMTO ca BKItoueHd B Ilpunoxenne Ne 2 na 1o u_&, M
JIEKapCTBEH CITUCHK. 5M 3V AM&/&}
il ..qHﬁ



(6) B ciyuaii, ye ce npaBu nbpBa JOCTaBKa 110 JajieHa MapTHa Ha JIeKapCTBEH MPOIYKT, /Ja pe/ICTaBst
Ceprudukar 3a ocBobokaaBaHe Ha napTujara, u3faiaeH ot keamuduuupano nuie no 3JIIIXM Ha
€JIEKTPOHEH HOCHTE] WIIM MO EJEKTPOHEH NbT Ha eJIEeKTPOHHATa Molla, MOCOYeHa KaTo ajapec 3a
KOPECHOH/IEHIMs, TPHJPYKEH C IPEBOjl Ha OBIrapcku €3uk OT (upma, CKIIOUHIA JOroBOp C
MuHuCTEPCTBO Ha BRHIIHUTE pabOTH 3a U3BBPIIBAHE HA OQHIIHATHH IPEBOJIH.

VIIL. BAABJIZKEHUSI HA JIEYUEBHOTO 3ABEJAEHUE - Bb3JIOKUTEJI

Ya. 8. JEYUEBHOTO 3ABEJIEHHUE — Bb3JIOJKUTEJI ce 3aasixkasa:

1. Jla mpueme 10CTaBEHUTE B CPOK M Ha MACTO CTOKH, ChOTBETCTBALIM 110 BHI, KOJHYECTBO U KAYECTBO
Ha ONHCAHOTO B HACTOALIMSA 10T OBOP.

2. Jla 3amu1aTi JOCTABEHUTE CTOKH 110 pejia Ha Wi. 3 OT HACTOSIIMS JJOTOBOP.

3. Cnex npMKIIOYBaHE H3MBJIHEHHUETO HA JOIOBOPA Ja OCBOOOAM rapaHuMsaTa 3a U3MbJIHEHHUE, Oe3 Ja
Z'BIIKH JIMXBH 3a CPOKa, 1pe3 KOMTO Cpe/IcTBaTa 3aKOHHO Ca IPECTOSIIH Y HEro.

IX. IPUEMAHE U ITPEJJABAHE HA CTOKHUTE

Y. 9. (1) IlpuemaneTo Ha CTOKUTE Ce W3BBLPIIBA HA MACTOTO HA JOCTABSHE MMOCOYEHO B Wil 5, ail. 1.
(2) M3INBJHUTEJST wunu ynobIHOMOIIEH OT HEro [MpeACTaBUTE] H TMPEACTaBUTE]l Ha
JIEHEBHOTO 3ABEJAEHHUE - BDb3JIOKUTEJ noanucear mnpueMaTeaHO-NpeaaBaTesieH
IPOTOKOJI, YAOCTOBEPSBALL [10JIy4aBaHETO HAa CTOKUTE.

X. KAYHECTBO, T'APAHIIMH H CPOK HA TOJJTHOCT

Y. 10. (1) CroxuTe, npeAMET Ha HACTOAIIMS JOTOBOP, CJIE/IBa Jla OTrOBapAT Ha M3UCKBAHHATA HA YJI.
7,an.4mnS5.
(2) KbM narara Ha JocTaBKaTa, OCTaThbYHUST CPOK Ha FOJIHOCT HA JIEKaPCTBEHUTE MPOAYKTH, ClIe/Ba Ja
Obze He no—Manbk ot 40 % /yeTupujecer Ha cTo/ OT 00SBEHUS OT MPOU3BOJANUTEIIS.
(3) B ciyuaii Ha 10cTaBKa Ha JIEKapCTBEHUS IPOJIYKT € 10 — KPAaThK OT JA0rOBOPEHHs CPOK Ha FOAHOCT,
JbJKUMaTa HeyCTOHKa J1a Obie IpoMeHeHa, KakTo clie/iBa:

ot 39,99% 110 30% - 3 % BbpXY CTOHHOCTTA HA AOCTABKATa;

o1 29,99% 110 20% - 5 % BBpXY CTOIHOCTTA Ha JOCTABKATA;

ot 19,99% 1o 10% - 7 % BbpXY CTOHHOCTTA HA J0CTABKATa;

noja 10% - 10 % BppXy cTOHHOCTTA Ha JIOCTaBKaTa.

(4) OcTaTbuHHUAT CPOK Ha TOAHOCT Ha OMONpOAYKT /Ouonoao0eH MpoOAYKT, ciejBa jia Objle He mo—
mairbk oT 20 % /nBajieceT Ha ¢To/ OT OOSIBEHHS OT MPOU3BOJIUTENS KbM JlaTaTa Ha BCsKa JI0CTaBKa.

(5) B ciyyait Ha nocraBka Ha OHONPOAYKT/GHOMO100€H MPOIYKT € 10 — KPaThK OT JJOrOBOPEHHS CPOK
Ha roJIHOCT, IbJKUMaTa HEYCTOMKa e KaKTo clie/iBa:

ot 19,99% 1o 10% - 2 % BBpXY CTOMHOCTTA Ha JIOCTaBKaTa,
0T 9,99% 110 5 % - 4 % BBpPXY CTOHHOCTTA Ha JIOCTaBKaTa;
nox 5% - 6 % BbpPXy CTOHHOCTTA HA JIOCTaBKAaTa.

(6) JEYEBHOTO 3ABEJIEHHUE — Bb3JIOZKUTEJI moske 1a 0TKaxe NpueMaHeTo Ha CTOKUTE, aKo
B JIEHs Ha TAXHOTO NPHUCTHTAaHE MM NpUEMaHe OCTAaThbYHHUS CPOK Ha rOJIHOCT € MO — MalbK OT
onpezenenus B wi. 10, an. 2. u aj. 4 MHHUMaJIEH CPOK HA TOAHOCT.

(7) JocraBkara Ha JeKapcTBEH NPOJYKT C OCTAThYEH CPOK Ha FOAHOCT Mo-Maubk oT 10 Ha ¢TO OT
00sIBEHHS OT IPON3BOANTEIS U Ha OHONPo YK T/6Uuono100eH NPOoAYKT ¢ OCTaTh4Y€H CPOK Ha FOAHOCT IO~
MalbK OT 5 Ha CTO OT OOSBEHHsl OT NPOM3BOMMTENS CE M3BHPIIBA CAMO C NHCMEHO ChIJIACHE Ha
JIEHEBHOTO 3ABEJEHHE — Bb3JIOKHTEJI 3a KOHKPETHO KOJIMYECTBO, ONpeIesIeHO or .Hwo.!
bes u3puuno nuemeno cwvriacue Ha JEHEBHOTO 3ABEJIEHHUE — BB3JIOAKHUTE cro;qfffr A d?ﬁP
na ObaT 3anjamanu. NVW Lun
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(8) Mckanero 3a mucMeHO chbrylacue, B ciaydauTe Ha aji. 7, cieasa jga noctsnu B JJEUEBHOTO
3ABEJJEHHUE - Bb3JIOXKHUTEJI B cpok 110 1 (enn) paboTeH JIeH OT 10J1yyaBaHe Ha 3asBKaTa.
(9) B ciiyyauTe Ha cnieminy 0CTaBKH MIOCOYEHHTE B al. 3 M aJl. 5 HEYCTOMKH He ce NpuJiarar.

XI. OTTOBOPHOCT 3A HETOYHO U3ITbJIHEHHUE. PEKJIAMAILIUHA

Ya. 11. (1) JEYEBHOTO 3ABE/IEHUE — Bb3JIOJKHUTEJI Moske 11 nipe/isiBsiBa peKjiaMaiuy npej
HU3ITBbJIHUTEJISA 3a:

a) KOJTMYECTBO W HEKOMILIEKTHOCT HAa CTOKHTE I TEeXHHYECKarTa JOKYMEHTAlMs (IBHH HEJ0CTAThIH);
0) KauecTBO (CKpUTH HEJIOCTATHIIH):

- IIPU JIOCTABSIHE HA CTOKH HE OT JIOrOBOPEHUS BUJL, MTOCOYEH B 4l 1]

- [IPY KOHCTaTHpaHe Ha AeeKTH NpH ynotpebda Ha CTOKHTE.

(2) Pexnamanuu 3a siBHM HejoctaTblin Ha crokure ce npasar ot JJEUEBHOTO 3ABEJIEHUE -
Bb3JIOKHUTEJL B MoMeHTa Ha NIPe/IaBaHETO MM, 33 KOETO C€ ChCTaBS TIPOTOKOJI, IIOITMCAH H OT JIBETE
CTpaHH.

(3) Pexnamaru 3a CKpUTH HEIOCTATBIIM CE MPABST NPe3 LeHsi CPOK HAa TOHOCT Ha JIOCTABEHHUTE CTOKH,
KaTo peKjiaMalusaTa ce TpHApY’kKaBa 3aJb/DKHTETHO OT KOHCTATHBEH MPOTOKOJ, H3JaJeH OT
M3nbanuTenHara areHius 3a JiekapcTpara.

(4) JEYEBHOTO 3ABEJAEHUE - BB3JOXHTEJ e uibkKHO 1a YBEIOMH IHCMEHO
U3ITBJIHUTEJISI 3a ycranoBenute aedextn B S (1eT) AHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B peknamanuuTe ce nocoyBa HOMEPHT Ha JIOrOBOPA, TOYHOTO KOJIMYECTBO HA MOJIyYEHHTE CTOKHU ¢
TEeXHHS MapTHIAEH HOMEP, OCHOBAHMETO 3a pekjaMalus U KoHKpeTHOTo uckane Ha JIEUEBHOTO
3ABEJAEHHE — Bb3JIOKHUTEJL.

(6) B 5 (er) muesen cpok ot nosyyasane Ha pexaamanusta, U3ITbJIJHUTEJISAT cienpa ia orrosopu
Ha JIEYEBHOTO 3ABEJEHHE - BB3JIOKUTEJI nucMeHo M KOHKPETHO Jaid IpUHeMa
peKJiamalMaTa Win S OTXBBPJISL.

(7) Ilpu pexnamanus 3a ssau Hepoctatbid U3ITBJIHUTEJISAT e jurbien B cpok oT 2 paGoTHH JHH
OT I0JIy4aBaHE Ha peKjlaMalusiTa 3a CBOS CMETKAa M PUCK Jla JIOCTABH Ha MICTOTO Ha JIOCTABSIHE
KOJIMYECTBOTO JIMIICBALIM B J0CTABKATa / HEKOMIUIEKTHH JIOTOBOPEHH CTOKH.

(8) Ilpn peknamamus 3a ckputH Hemocrarbiu, B ciydaih ue H3ITBJIHUTEJISIT e npuen
peKIaManuATa, ChIIUAT € JUIbKeH B 10 (1eceT) AHeBeH CPOK OT MOJTy4aBaHeTo i Jia 3aMEHH JIOCTABEHHUTE
HEJIOTOBOPEHH 110 BUJL / Ie()eKTHH CTOKH 3a CBOSI CMeTKa M puck uiH no npeuenka Ha JEYUEBHOTO
SABEJJEHHUE - BbB3JIOKUTEJI na BbpHe chOTBETHATA 4YacT OT 3arulaTeHaTa lleHa, BEIHO C
IbJKMMHTE JINXBH.

(9) 1U306opbT HA MOCOYEHHUTE 10-IOPEe BE3MOKHOCTH JIa c€ BbpPHE ChOTBETHATA YacT OT IJIATEHOTO HJIH
Ja ce pocrasat HOBH cToKHU npuHauiexku Ha IEUEBHOTO 3ABEJIEHHUE — BB3JIOKHUTEJ u ce
ynpaxkHsBa oT Hero noj (popmara Ha nucmeno yeenomienue 10 U3IIbJIHUTEJIS, kato pasxoaure |
PHCKOBETE 10 HOBOTO JocTaBsHe ca 3a cmeTka Ha U3ITBJIHUTEJISA.

(10) Crokure, mpeamer Ha pexnamanusi ce cbxpanssar or JIEUEBHOTO 3ABEJIEHUE -
Bb3JIOYKHUTEJI no ypexane Ha pekiaMainuuTe.

XII. OTTOBOPHOCT ITPU HEU3ITbJIHEHUE

Y. 12. (1) 3a HeM3NbIHEHHE HA 3aIBJDKEHHSATA CH 110 HACTOSIIMS JIOTOBOP C H3K/IIOUEHHE HA TE3H 110
wi. 10, an. 2 u an. 4, U3II'BJIHUTEJIAT nbmku Heycrolika B pazmep Ha 0.5 % Ha JieH BbpXY
CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, HO He noesede ot 10 % (xecer mporueHTa) OT CTOWHOCTTA Ha
KOHKpETHATa 3asABKa, KaKTo W 00e31IeTeHne 3a NPeThPIeHNnTe JeHCTBUTEIHN BPEIH B CJIy4anTe, KOraro
T€ HAJXBBPIAT J0roBopeHara Heycroiika. B ciyyante no un. 4, an. 3, nocoyeHara B NpeaX0AHOTO
u3pedyeHue Heycroiika B pazmep Ha 0.5 % ce HauucsBa 3a BCEKH Yac NPOCcpovre, HO He nonqumﬂ“’ pl
% (1eceT MPOLEHTa) OT CTOHHOCTTA Ha KOHKPETHATA 3asBKa, KAKTO H 00E3IIETeHHE 3a IPETHR" \/WY, fh

}ICHCTBHTQHHH BpPEIH B CIIYHAHTE, KOraTto T¢ HaJAXBbPJIAT A0roBopeHara HC}’CTOHKa \Lﬂﬁbgﬁw%%
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(2) Korato npu nHanuuue Ha pexnamanuu, USITBJIHUTEJISIT He M30bIHH 3a[bJIXKEHHSITA CH 110
pazaen XI or Hacrosums aoroop B cpok, cbiuAT abkd Ha JIEUEBHOTO 3ABEJEHHME-
BB3JIOKHUTEJI neycroiika B pasmep Ha 2 % OT IeHaTa Ha CTOKHMTE, 3a KOMTO Ca HalpaBeHH
peKJiaMaliuuTe.

(3) IEYEBHOTO 3ABEJIEHHE — Bb3JIOKHUTEJI ynoBneTBopsiBa MPETEHIHHTE CH OTHOCHO
HEM3NBJIHEHHETO Ha JIOroBOpa, KakTo M 3a 3aluialllaHe Ha HeyCTOWKHTe OT CTpaHa Ha
M3IT'bJIHUTEJISA xaro 3aabpka rapaHuusiTa 3a M3nbjiHeHHe 1o wi. 7, ai. 3, 6yksa “6” ot gorosopa,
KaTo Npeanpuema JIeicTBUs 3a HEHHOTO ycBosiBaHe. B ciyuail, ye cTolHOCTTa Ha rapaHiuusTa 3a
H3nbjJHeHHe He mnokpuBa BcHYKH AbKMMH oT UBITBJIHUTEJIS neycroiiku, JIEHUEBHOTO
SABEJJEHHUE - BB3JIOKHUTEJI npuxsaiia Ab/HKAMHTE CyMH OT HACpPElHH IUIALIAHHS KbM
N3ITbJIHUTEJISL.

(4) Tlpu Tpn nbTH BuHOBHA 3abasa Ha U3ITbJIHUTEJIS, npoasmkuia ¢ noBeye OT MoJIOBUHATA OT
CpoKa 3a M3IIbJIHEHHE Ha ChOTBETHOTO 3aab/DKeHHe, B pamkure Ha Tpu Meceua JIEUEBHOTO
SABEJEHHUE - BB3JIOKUTEJI uma npao aa npekpaTtu JOroBopa €IHOCTPaHHO ¢ 15-1HEeBHO
Npe/in3BeCTHE.

(5) IEYEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJI uma npaso Jia npekpati eAHOCTPaHHO H 0e3
NPEeIH3BECTHE HACTOSLINA JIOTOBOP B CIy4ail HA CHCTEMHO HETOYHO M3MbJIHEHUE Ha 3ab/KEHHATA OT
M3ITBJIHUTEJISI w npeassenn nosede OT TPH peKIaMallid B paMKHUTE Ha TpPU Mecela oT
JEYEBHOTO 3ABE/IEHHUE - Bb3JIOKHUTEJI no pena na rnapa XI.

(6) B cityuaii, ye no otHowmenue Ha USITbJIHUTEJIS nactbnsar obcrositencTpara no wi. 54, an. 1, u
yi. 55, an. 1 ot 3akona 3a obmecteerure nopsukd, JEUEBHOTO 3ABE/IEHUE- Bb3JIOKHUTEJI
MMa 1paBo J1a NPEeKpaTH eIHOCTPAHHO HACTOAIINS JOTOBOP, O3 MUCMEHO Npein3BecTHe H 6€3 /1a IBIIKH
HEYCTOWKH.

XII. ®OPCMAKOPHH OBCTOSATEJCTBA

Y. 13 (1) CrpannuTe 1o HACTOSAMIMS JIOTOBOP HE AbJDKAT oOe3lleTeHHe 3a MOHECeH! Bpeu U 3aryou,
aKo IOCJIE/IHUTE ca IIPHYHHEHH B pe3yJITaT Ha HEMPEOo10JIMMa CHia.

(2) Ako cTpanarta, KosITO € CJIJBAIO J1a U3II'bJIHU CBOE 3a/Ib/UKEHHE 110 1oroBopa e Ouiia B 3abasa, Ts He
MOJKE JIa Ce M030BaBa Ha HENpeoA0IMMa CHila.

(3) “Henpeogonuma cuna’” 1o CMUCHJIA Ha TO3H JIOTOBOP € HENPEJBUACHO W/HIIH HEMpeJI0TBPATHMO
cbOUTHE OT H3BBHPEACH XapaKTep, Bb3HUKHAJIO Clie/l CKJIIOUYBAHETO Ha J0I0BOpA.

(4) Ctpanara, 3acersara OT HENpPEO10JUMa CHJIA, € JUTh)KHA JIa peANpHeMe BCHUKH JIeHCTBHS C rpHsKaTa
Ha J100bp CTONAHHUH, 3a Ja HaMalu J0 MHHHMYM MOHECEHHTE BpeAM M 3aryOH, KakTo M Jia YBEJIOMH
MHCMEHO Jpyrata CTpaHa B 7-JHEBEH CpPOK OT HACTBIIBAaHETO Ha Henpeojonumara cuia. [lpu
HEYBEJOMSBAHE B MIOCOYEHUS B IIPEJIXOIHOTO H3PEYEHHE CPOK CE JIBJIKHU 00€311eTeHHE 3a HACTHITHIIHTE
or ToBa Bpeau. Hempeononumara cuna ce Joka3Ba OT 3acerHarara cTpaHa che ceprHdukar 3a
(opcmakop, U3/1a1eH 10 ChOTBETHHS Pe/l OT KOMIIETEHTHHS OpPraH B IbpiKaBara, B KOSITO ¢a HACThITHIIN
hopecMmakopHHTE 0OCTOSTENICTBA.

(5) loxato Tpae HenpeoJoIMMaTa CHJIAa, M3MBJIHEHHETO HA 3a/bJDKCHHATA M CBBP3aHHTE C TAX
HACpEIHH 3albJDKEHHS Ce Cupa.

(6) He npencrasissa “Henpeojosinma cusa’” cb0HTHE, NPUYHHEHO 10 HeOPEIKHOCT HITH Ype3 YMHIILICHO
JEeHCTBHE HA HAKOS OT CTPAHUTE MJIM TEXHHU IPEACTABUTEIIN H/MIIN CIY)KHTEIH, KAKTO U HEJOCTHTa Ha
napuynu cpezactsa Ha U3ITBJIHUTEJIS u JEUHEBHOTO 3ABEJAEHUE - BB3JIOJKUTEJL

XIV. CIIOPOBE

Yu.14. (1) Be3uuknanute npe3 BpeMeTpaeHeTo Ha J0roBOpa CiOpoOBe M Pa3HOIIaCHs MEX/LY CTPaHHTe
ce peluasat 4pe3 NperoBopu Mexay Tax. [locTHraaTuTe 10roBopeHocTH ce ohopMsT B NHUCcMeHa gg\&;)pl\fa )}

H Cce MpEeBpbLIAT B HEPA3/IEJIHA YACT OT JJOrOBOPA. / As y & LMW

(2) B cayuail Ha HenocTUraHe Ha JOTOBOPEHOCT 10 MPEAXO/AHUS YWIEH, BCHYKH CIIOPOBE. nﬂ" W o) ‘é?

TO3H JIOTOBOP MJIM OTHACSIIHN C€ JIO HEro, BKJIIIOYMTEIIHO CIIOPOBETE, OPOJIEHH OT WIH MWW tﬁj?g /6 ;g
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HETOBOTO TBJIKYBaHE, HeﬂeﬁCTBHTeHPJOCT, HEU3ITBJIHEHHE HJIH NPEKpaTsIBaHE I1I1E Obaar paspellaBaHn
criopen G'bJ'Il"apCKHTC MAaTCpHa/IHH H MpolecyallHd 3aKOHH OT KOMINIETEHTHHA CBI 110 pe€lla Ha I'TIK.

XV. CbOBUIEHHS

Ya. 15. (1) Benukn choOimenus MeXIy CTpaHHTe, CBbP3aHH ¢ M3ITBIHEHHETO Ha TO3M JIOTOBOP ca
BaJIM/IHH, aKO ca HalpaBeHU B MHCMEHa GopMa M ca NOJANHUCAHU OT YITbJIHOMOILEHHTE MPEJACTABUTEIIH
Ha U3ITbJIHUTEJISA win JEYEBHOTO 3ABEJIEHUE — BB3JIOXKHUTEJL.

(2) 3a naTta Ha CHOOIIEHHETO ce cMATa:

4 JlaTaTa Ha NPe/laBaHeTo — MPU PBYUHO NpejaBaHe Ha ChOOIIEHUETO;
v JlaTaTa Ha IOLIEHCKOTO KJIeHMOo Ha oOpaTHaTa pa3nucka — Ipu M3IMpaliaxe 1o rnouara;
v JlataTa Ha IPUEMAHETo — NPH u3npainaxe no Qakce unu e-mail.

(3) 3a BaJIUAHU aJIpeECH 3a NNpHEMaHe Ha cboO1IeHns 1 OaHKOBH CMETKH, CBBbP3aHH C HACTOALIHA 1Or0BOP
CC CcMmATaT:

3A UBITBJIHUTEJISL: 3A JIEYEBHOTO 3ABEJJEHUE- BB3JIOXKUTEJI:
rp. Codus 1700, yi. ,,OxonoBpberen mbT” Ne 199A,

e-mail: g.ivanova@phoenixpharma.bg

Ten. 02/ 965 8199

banka: YauKpemur bynbank AJ]

bankoBa cmertka:

IBAN: BG91 UNCR 9660 1030 8995 22;

BIC: UNCRBGSF;

(4) Ilpu npomsina Ha nocoyenus 1o an. 3 ajapec win 6aHKOBa CMETKa ChOTBETHATA CTPAHA € JIIbXKHA J1a
YBEJIOMH JIpyrata B TPHAHEBEH CPOK OT IpoMsHaTa.

XVIL JIPYI'H YCJIOBUsI

Y. 16. (1) TIpasara u 3a1b/KEHHATA 110 HACTOSILIMSA JIOTOBOP HE MOTaT Jia ce MPeXBbPIIST e/JHOCTPAHHO
Ha TPETH JIMIA U 110JI0OHU aKTOBE HE MOPaX/1aT NPaBHO AeHcTBHE Oe3 MMCMEHOTO ChITIACHE Ha Jipyrara
CTpaHa, OCBEH B ClIyyauTe Ha obesrneyaBaHe (rapaHTHpaHe) Ha 3a/(bJKeHHs 110 GAaHKOBH KPEIHTH.

(2) 3a HeypeneHuTe BBIPOCH B HACTOSIIMS JOTOBOP ce NpHiara JeicTBaloTo Ghiarapeko
3aKOHO/1aTEJICTBO.

XVII IOJU3ITBJIHUTEJIHN
(MpunoJICUMO Camo 6 ciydaume, 6 KOUmMo u3oOpanus 3a UBNBAHUMEN YIACMHUK € HOCOYUT, Ye Uje
ROJI36d NOOU3NBAHUMENU, NPU CKAIOYEAHE HA PAMKOGOMO CROpA3yMenue)

Ya. 17. (1) NOJU3ITBJIHUTEIMUTE 1psibBa na oTroBapsT Ha ChOTBETHUTE KPUTEPHH 3a 1MOAOGOP
ch00pa3HO BHJIA M JIeJia OT MOpbhYKaTa, KOMTO 1€ U3MBJIHSBAT, U 3a TAX Jia He ca HaJIMLIE OCHOBAaHUS 3a
OTCTpaHsIBaHE OT MpOLEaypaTa.
(2) IEYEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJI usucksa 3amsna na [OJU3IIBJIHUTEIL,
KOHTO HE OTroBaps Ha yCJI0BUsATa 10 ai.l.
(3) Koraro vactra ot mopbukara, kosro ce usnwinssa ot [NOAUIITBJHHUTEJL moxe na Obae
npenajeHa karo oraeneH obexkt Ha U3IIBJIHUTEISA wm na JEYEBHOTO 3ABEJEHHUE -
Bb3JIOKUTEJL nocneuus 3anaia Bb3Harpax/ieHue 3a Tazd 4acT Ha ]'lOIll’BII'bJIHIfITEJ{,ﬂ ©bos
(4) Pasmuamanusta no ajig. 3 ce OCBHIIECTBABAT Bbh3 OCHOBA Ha HCKAaHe, 0Tnpaag‘!;0 o M?g
NOJAU3SIIBJIHUTEJSA 1o JIEUEBHOTO 3ABEJIEHUE - B'I:3JIO}KHTEY" WA Dtl 0
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L‘-—"

tf"rv }



U3ITbJIHUTEJIS, xoiito e anbikeH Ja ro NpeJoCTaBH Ha BB3JIOXKHTENs B |5-IHEBEH CpPOK OT
NOJYy4aBaHETO MY.

(5) KuM nckanero no ain. 3 U3ITBJIHUTEJISAT npenocrass craHOBHINE, OT KOETO Jia € BHAHO Al
ocropBa IUIalaHusTa WK YacT OT TAX KaTO HeAB/IKHMH.

(6) IEYEBHOTO 3ABEJEHHUE — BB3JIOKHUTEJI nma npaBo ja oTKaxke MiaiaHe no ai. 3,
KOraToO MCKaHeTo 3a IUIalllaHe € OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHe Ha NMPUYHHATA 3a 0TKas3a.

(7) HesaBucumo ot usnonssadero Ha [TOJAU3ITBJIHUTEJIM orroBopHOCTTa 3a M3MbJIHEHHWE HA
norosopa ¢ Ha H3ITbJIHUTEJISA.

XVIIIL BAKJIIOYUTEJIHU PA3IIOPEABH

Y. 18. (1) [Ipu cbcTaBsHETO HA HACTOSIIHS JIOIOBOP €€ MPEJACTABUXA C/ICHUTE JIOKYMEHTH!

v JoxymenTs 1o wi. 112 ot 30I1;

v Jexnapanus no wi. 55, ain. 6 ot 3JIIIXM (xorato € npHI0KHMO);

v ["apaHnus 3a U3MbIIHEHHE;

v Texnnuecko u I{enoBo npe/ioxkenne, Hepas/iejiHa YacT OT JI0r0BOpa;
v Jexnapauuu o 3MMUIL.

(2) HacrosamusaT 10roBOp C€ CHCTaBH B TPU €AHO0Opa3HH eK3eMIuipa Ha ObJArapcky €3uK — eMH 3a
MU3ITBJIHUTEJISA u asa 3a JEYEBHOTO 3ABEJIEHHUE - BB3JIOKHUTEJL

-
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