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3A IOCTABKA HA JIEKAPCTBEHH NIPOIYKTH

Huec, ’Zi‘oi ......... 2021 r., B rp. Kapnobar, mexy:

»MHOI'OITPO®UJIHA BOJIHUIIA3BA AKTUBHO JIEYEHUE - KAPHOBAT” EOOJI, ¢
anpec: rp.KaproGar, 8400, yi.,,Crapa mianuna“ Ne 180, EMK 102612100, npeacraBisBaHo ot I-p
Huxkonaii Muxaiinos KomubapoB — VYmupasuten, napuuana no-gomy 3a kpatkoct ,JIEYEBHO
3ABEJIEHHUE - Bb3JIOKHUTEJI” ot eqna crpana

u

»@bOHUKC ®APMA” EOO/, ckc cemamume u agpec Ha ympasienue: rp. Codus, paiion
Crynentcku, yiu. ,,OxonoBpscrer nb1r”’ Ne 199a, EMK 203283623, npejcTaBisgBaHo oT Becenun
Kynes u Jlanuena Hukonosa, B Ka4ecTBOTO M Ha IIbIHOMOIUIHHIIH, HAPHYAHO TIO-IOJTY 33 KPATKOCT
»A3II'BJIHUTEJI” ot npyra crpana,

Ha ocHoBaHMe wi. 112 or 3akona 3a obmecrBenute nopbuku (30I1), BEB Bpb3ka ¢ NpoBeJCH
BBTPELIECH KOHKYpeHTeH H300p no PamkoBo cnopazymenneNe PJI-11-158 ot 26. 03. 2021 r. ce cximoun
HACTOSIIHUS JOTOBOP 3a CIEJAHOTO:

L. IPEJIMET U CPOK HA /IOT'OBOPA
Ya. 1 (1) JJEYEBHO 3ABEJIEHHUE - BB3JIOKHUTEJ Bw3nara, a UBITBJHUTEJAT ce
3a/bJKaBa J1a U3BbPIIHN IOCTABKa Ha CJIEHUTE JIEKAPCTBEHHU TPOYKTH:

O6o0cobena nmozumus Ne 2
AnaTomo- Mexxynapoano Msipka
Haunn Ha
TepaneBTHYEH KO/1 HENaTeHTHO S /mg, tabl, mln Kosmuecrso
/ATC-kon/ HauMeHoBaHue /INN/ P ap./
JOIMAO02 Ciprofloxacin napeHTepanHa mg 280000

(2) [loroBopsT BiM3a B CHMia OT JaTaTa Ha MOAINKCBAHETO My OT JBETE CTPaHHH € ChC CPOK JI0
31.12.2021 r.,

II. HEHU M OBIIIA CTOMHOCT HA JIOCTABKUTE 11O JOT'OBOPA

Ya. 2. (1) lenara Ha crokuTte 1mo 4wi.l e chryacHo 1eHoBo npemtoxkenue Ha U3IMTBJIHUTEJIS,
HEpasJieJIHa 4acT OT JI0roBopa.
(2) Llenara BKII0YBa CTOHHOCTTA HA CTOKATA, ONAKOBKA, 3acTpaxoBka U Tpancnopt 10 JEUEBHOTO
3ABEJAEHHUE — Bb3JIOKHUTEJ/Inps MHHHMaleH CPOK Ha TOJHOCT He mo-kpaTbk oT 40 % ot
00sIBEHHUs OT MPOU3BOIUTE]IA 3a JIEKAPCTBEHHUTE IPOAYKTH HIIH He M0-KpaThK oT 20 Y% OT 00SBEHHUS OT
TNPOU3BOJUTENS 32 OHONIPOAYKTUTE UM GHONMOK0OHNTE NPOAYKTH. MUHHUMAIHHSAT CPOK HA TOJHOCT Ce
oIpeziesisi KbM JlaTaTa Ha BCsKa 0CTaBKa Ha JIEKapCTBEH MPOIYKT.
(3) Obmara cToHHOCT Ha JOCTaBKHTE MO J0roBopa € 10 2 979,20 (1Be XHJISIAH, A€BETCTOTHH
CeleM/IeceT H /IeBeT JieBa, ABajeceT CTOTHHKH) JjieBa Oe3 Bkawoven UIC u no 3 575,04 (rpm
XHJISI/IH, IETCTOTHH Ce/IeM/IeCceT H IeT JieBa, YeTHPH CTOTHHKH) JieBa ¢ BKioven /UIC.
(4) Llenara mo orosopa € pukcupana, He NOUIEKH HA IPOMSIHA 3@ CPOKA Ha JIeHCTBHE HA JI0rOBOPA,
ocBeH B ciaydaute Ha 116 ot 30I1.
(5)B ciyyaii, ye npe3 BpeMeTo Ha JEHCTBHE HA CHOTBETHHS JI0TOBOP CTOMHOCTTA, KOSITO CIIE/IBA /A Ce
3a1iaia ¢ myOJIMYHM CPEe/ICTBA Ha JIEKAPCTBEHU MPOAYKTH OT [[03UTHBHMS JIeKapCTBEH CIHCHK CTaHe
NO-HUCKa OT JIOrOBOpeHaTa, JieyeOHOTO 3aBEJEHHE — BBIIOKHUTEN OE3yCIOBHO 3ariama
JIEKapCTBEHUTE NIPOJIYKTH Ha MO-HUCKATAa CTOMHOCT, CYMTAHO OT:

- JlataTa Ha BJW3aHEe B CHJa Ha peuieHHeTo Ha HanmoHamHus cbBET 11O
peumOypcupane Ha jexapctBeHute npoaykra (HCLIPJIIT);

- Jlarata Ha aKTyaiusanusra Ha [1o3MTHBHUS JIeKapCcTBEH CIHCHK 110 pejia Ha 4l X a.g/ha _
HapenbGara 3a ycnoBmsrta, mpaBumiata ¥ peja 3a peryjiupaHe W perucTpUpaHe Ha ( HeHMTE “Ha
nekapctenuTe npoayktd (HYTIPPPLUIIT) 3a nekapcTBeHHMTE MpOAYKTH ¢ HamajeHa c\rphuoér/za ;
OIMaKOBKa, H34UMClIeHa Ha 0a3a pe)epeHTHA CTOMHOCT. ; i somnr




B CIIy4auTe€ MO TPEeaxXOJAHOTO H3pEUYEHHE, CTOMHOCTTA ce onpencisi KbM MOMEHTa Ha
J0oCTaBKara (HOI[I'IPICBaHe Ha NMpUeMO-Ipe1aBaTejieH HpOTOKOJ]).

III. YCJIOBUSI U HAYUH HA IVIALLIAHE
Ya.3 (1) [namasero no HaCTOSIIMS JIOTOBOP Ce OCBIIECTBABA Upe3 GAHKOB MPEBOI OT CTpaHa Ha
JIEYEBHO 3ABEJIEHUE - Bb3JIOXKUTEJI no nocoyenara B wi. 15, ajn. 3 6aHKOBa cMeTKa Ha
MU3ITbJIHUTEJIS.
(2)3annamaneTo Ha CTOKHMTE MO JIOTOBOPA CE M3BBPIIBA OTIONKEHO B CPOK 10 60 /mectaeceTws/ jeH,
CJIeJl MPEJICTABSAHE HA CIIETHUTE JOKYMEHTH:
Hocrasna akrypa, checTaBena cbriacHo uszucksanusTa na 3JJ1C u III3JIC;
2. TlpuemartenHo-npeaaBaTeIHA MPOTOKOJIH;
(3) B cayuaii, ye mocouennte B wi. 3, ain. 2 JOKYMEHTH Ca HEPEJOBHH HIIH HE ca KOMILUIEKTOBAHH,
cbumTe ce Bpbhmar Ha U3IIbJIHUTEJISA ¢ npuemartenso — npenasaresieH npoToKoJ 3a M3NpaBsHe
Ha HepenHocTHTE. CPOKBT MO 4.3, an. 2. 3anoyBa ja Teye OT JaTaTa Ha MpeACTaBIHETO Ha MOCIIe/HHS
H3UCKYEM CE JIOKYMEHT.
(4) Tlpu dakrypupane Ha 3asBEHHTE KOIMYECTBA JIEKAPCTBEHM MPOIYKTH, 10 BCSKA OT/ENHA 3asBKa,
[IeHaTa Ha ONAKOBKa HE CJe/Ba Jla Ha/[BHMIIABa omnpejeneHata B [I03UTHBHHUS JIEKApCTBEH CITMCHK-
Ilpunoxerne Ne 2, pedepeHTHa CTOHHOCT Ha OMAKOBKAa 3a CHOTBETHHS JIEKApCTBEH MPOAYKT. B
Cly4ail Ha HM34YMCIIIBAHE HA CTOMHOCT MO-BHCOKA OT pe)epeHTHATAa CTOMHOCT Ha ONAKOBKA 3a
CbOTBETHHUS JICKAPCTBEH MPOIYKT, CTOMHOCTTA c€ HamalisiBa M 3aruiaiia /10 CTOWHOCTTa Ha OMaKOBKa
onpezeneHas [1o3uTHBHMS JlekapcTBeH CUCHK- [Ipuioxkenne No 2.

IV. CPOK HA 1OCTABSIHE
Yu. 4 (1)JIEYEBHOTO 3ABE/IEHUE -Bb3JIOKUTEJI3as858a HEOOX0IMMHTE My KOJIHYECTBA C
nicMena 3asBka a0 W3ITBJIHUTEJISL. 3aspkata ce BpbYBa JIMYHO Cpelly MNOANMC Ha
M3ITBJIHUTEJISl wim ynbiHOMOLIEHO OT HEro JIMIE WM Ce W3Mpalla ¢ MPernopbhbuyaHo MHCMO ¢
oOpaTHa pa3nucka, o (akc WM 10 eJeKTPOHEH MBT.
(2)Besika otnenna joctaBka, cieiBa Ja ObJe J0CTaBeHAa B CPOK 10 7 KaleHIAPHH JHH CIE
nony4aBane Ha 3asiBkara oT IEYUEBHOTO 3ABEJIEHUE — BB3JIOKUTEJI u 3a koMuyecTBaTa U
ONAKOBKHTEe (CbOOpa3sHO KOHKPETHHTE JIEKAPCTBEHH MPOAYKTH, IOCOYEHH B TEXHHYECKOTO
NpEe/UIOKEHHE HAa M3MNBIHUTENS), TOYHO ONpeJeieHH B 3asBkata.B ciydaii, e ce mpaBum mbpBa
JI0CTaBKa OT JaJieHa MapTH/a Ha JIEKapCTBEH NPOAYKT, ce npejacrass Ceprudukar 3a ocBo60xk1aBaHe
Ha napTuaata, usfazeH ot Kpanuduuupano suue 1no 3JIIIXM Ha enekTpoHEH HOCHTEN WIH MO
€JICKTPOHEH ITbT Ha €JIGKTPOHHATA MOIIA, M0COYEHA KaTo ajJpec 3a KOPECTIOHACHIHUS, MPUAPYKEH C
MPEBOZ Ha OBJIrapcKu €3uK OT GupMa, CKIIOYHIA I0r0BOP ¢ MHHHCTEPCTBO Ha BHHIIHHUTE paGoTH 3a
M3BbpIIBaHE Ha OQHIMATHH NPeBOaM. M30poeHnTe JOKYMEHTH Ce NMPEeICTaBAT B ChOTBETHOTO 3BEHO,
ONpEZIEIEHO OT JIeYeOHOTO 3aBe/ieHHe — Bb3nokuTen. [Ipu cliefBamy J0CTaBKH Ha JeKapcTBEHH
NPOJYKTH OT ChIllaTa MapTH/a, CEpTHGUKATHT HE Ce NPeJICTaBs.
(3)B cimywait nHa HeoOxomumocT oT cnemHa jocraBka, JIEYEBHOTO 3ABEJIEHUE -
Bb3JIOKUTEJI nocousa u3puyHO B 3asBKaTa, 4e € HEOOXOAMMO Ja Gbjae M3BBpIIEHA CIeIIHA
nocraBka. B To3u ciywai, nocraskata cienBa Ja Obie M3BbpHIEHA 10 6 yaca OT MOJyYaBaHe Ha
3asBKata M 3a KOJMYECTBaTa M ONAKOBKHTE(CHOOPA3HO KOHKPETHHTE JIEKAPCTBEHH MPOIYKTH,
MOCOYEHU B TEXHHYECKOTO MPE/UIOKEHUE HA U3ITBIIHUTENIS), TOYHO ONpe/Ie/ieHH B 3asBKaTa.
(4UBITBJIHATEJISAT ce 3aabmkasa, B cpok 10 | paboTeH jieH, B clydanTe 1o al. 2 U B cpok 10 1
4ac, B ClydauTe Ha ajl. 3, clie/l MOJy4aBaHETO Ha BCAKA 3asBKa [ yBEAOMH IHCMEHO MM 10 dakc
JEYEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJIB ciyuaii ye He MOXe J1a H3BBPIIH A0CTABKA WK
B CJTyyaii, 4e He MOXe Jia Crash CPOKbT 3a M3BbpIIBAHE HAa J0CTABKATa, NPEJMET Ha KOHKpEeTHATa
3asBKa.
(5)K®M narara Ha Besika JI0CTaBKa, OCTATBYHMST CPOK HA TOAHOCT Ha JIEKAPCTBEHHTE MPOAYKTH,
cnezsa 1a Ob/ie He o—Mairbk o1 40 % /q9eTHpHIeceT Ha ¢T0/ OT 0OSBEHHS OT IPOM3BO/UTEIIS:
(6)KbM narata Ha Besika JIOCTaBKA OCTATHYHMSAT CPOK HA TOAHOCT HA GHONPOIYKT HIIH 6]/(0‘[}0[1066H
NPOJIYKT, cie/Ba 1a Obae He mo—ManbK ot 20 % /aBagecer Ha ¢To/ OT 0OSIBEHHS OT MPOU3BOJMTEIS.

(7)3a konmvecTBa JIOCTaBeHH W3BBH 3asBkara no wi. 4, an.l, JEYEBHOTO 3ABE,I[EHHE -

BB3JIOKHUTEJI usma 3a1bKeHUE 3a TUIallaHe.

\



(8)B ciyuaute mo un. 10, an.7 or gorosopa, CpoKBT 1O ajl. 2 ¥ 3 3amoysa jJa Teye OT JaTara Ha
nucMeHoTo ceriacue Ha IEYEBHOTO 3ABEJIEHUE — BB3JIOXKUTEJL.

V. MsCTO HA T1OCTABSIHE
Y. 5. (1) 3a MACTO Ha JOCTaBsiHE HA CTOKHTE IO TO3H JOTOBOP CE ONpENeNs CIEIHHS apec:
MuoronpoguinaGonnuna 3a akTBHO Jiedenne — KapuoGar, rp. Kapuo6ar, yi. Crapa mianuna Ne 180
(2)PuckbT OT cyyaiiHOTO MOrMBaHe MM MOBPEXAaHe HA CTOKMTE peMunaBa Bbpxy JEUEBHOTO
3ABEJIEHHUE — BB3JIOKUTEJI or MOMeHTa Ha NPHEMAHETO MM HA MSCTOTO Ha JOCTABSHE C
IpHeMaTeTHO-TIpeIaBaTeIeH MPOTOKOJI.

VI. JIATA HA IOCTABSIHE HA CTOKHUTE
Y. 6. 3a nata Ha JOCTaBsIHE CE€ CYMTA J1aTaTa, HAa KOSITO CTOKHUTE ca JOCTABEHH JIO ajpeca Noco4yeH B
4. 5, ain. 1, mpu ycnoBusTa Ha wi. 9, ai. 2.

VII . 3AABJIZKEHUSI HA U3ITBJIHUTEJISA
Ya. 7.A3ITBJIHUTEJIST ce 3ansikasa:
1. Jla ocTaBu CTOKHTE B IOTOBOpeHHs cpok M ja ru npeaaae Ha JEUEBHOTO 3ABEJIEHUE —
Bb3JIOKUTEJL
2. Jla mpeajie CTOKHTE, MAKETHPAHH W MAapKHPaHH B CHOTBETHHS BHJ, KOJHYECTBO M KAYeCTBO Ha
MSICTOTO Ha IOCTaBsIHE.
3. Ilpu noanucBaHeTO Ha I0TOBOPA J1a MPEICTABH:
a) 1oKyMeHTH no wi. 112, an. 1ot 30I1.
0) rapanuus 3a M3NBIHEHHUE, B e1HA 0T (opmute, onpeaenenu B wi. 111, an. 5 ot 3011, cbe CPOK Ha
BaMMAHOCT 60 IHH Clle/l H3THYaHE CPOKa Ha JI0roBOpa, KOSTO ce 0CBOGOXk1aBa B Cpok 710 60 1HHM ciiel
M3IBJIHEHHE Ha I0roBopa. B ciywaii, 4e BanuaHOCTTa Ha rapaHIMsATa W3THYA NIPEH J0r0BOpa J1a Obie
usnbiHed, U3ITBJIHUTEJIAT ce 3anbmkaBa Ja yab/DKd CpOKa Ha BAIMAHOCT HA TapaHIMsATa C
TOJIKOBA JIHHU, TaKa Y€ rapaHiHsTa Jia IOKpHBa 0YaKBaHMs CPOK 3a M3IIBIHEHHE Ha J0roBopa mmoc 60
auu. 'apanuusaTa e B pasmep Ha 3% ot croiiHocTTa Ha J0roBopa 6e3 /IJIC u BB3m3a Ha 89,38
JieBa.
(4) Jla nocraBs nekapcTBEHH TIPOJAYKTH, KOMTO OTrOBapsAT Ha M3MCKBAaHHATA Ha 3aKoHa 3a
JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTta MeaunuuHa (3JIIIXM) — na nputexaBaT BaIuaIHO pa3pelieHue
3a ynorpeba B cTpaHaTa, u3znajgeHo no peaa Ha 3JIIIXM wim Pernament (EO) Ne 726/ 2004 r. uHa
EBponeiickus napiament 1 ChBeta /ui. 23, an.1 na 3JITIXM/.
(5) la mocraBs nekapcTBEHH NMPOMYKTH, KOWUTO ca BKIoueHH B Ilpunoxkenne Ne 2 na [TosuTnBHES
JIEKapCTBEH CITHCHK.
(6)B ciyuaii, ye ce npaBu MbpBa JI0CTaBKa 110 Ja/ieHa NapTHAA HA JIEKAPCTBEH TPOIYKT, J1a NPe/ICTaBs
Ceprudukar 3a ocBoOOK/IaBaHe Ha MapTHAATa, M3laJAeH OT KBamuduumupano mune no 3JIIIXM Ha
€JIEKTPOHEH HOCHTENl WIIH 10 €JEeKTPOHEH IbT Ha EJEKTPOHHATa Iolla, MOCOYeHa KaTo ajpec 3a
KOPECIIOH/ICHIIHS, NMPUAPYXKEH C MNpeBOJ Ha OBJIrapcku €3k oT (upma, CKIIOYMIA JOrOBOp €
MuHuCTEpPCTBO Ha BRHIIHUTE pabOTH 3a H3BBPIIBAHE HA O(HUIIMATHH TTPEBOJIH.

VIIL. BAABJIZKEHUSI HA JIEYEBHOTO 3ABEJIEHUE — BB3JIOKUTEJI
Y. 8JIEYEBHOTO 3ABEJIEHUE — BB3JIOXKUTEJI ce 3anbikasa:
1. Jla npuemMe 10CTaBeHUTE B CPOK M HA MSICTO CTOKH, CHOTBETCTBALIH MO BHJ, KOJMYECTBO H KAYECTBO
Ha OIMMCAHOTO B HACTOSIIUS JI0TOBOP.
2. Jla 3anuiatu 10CTaBEHUTE CTOKH 10 Pe/ia Ha WiI. 3 OT HACTOSIIMSA JOTOBOP.
3. Cnexn npukiIouBaHe M3MBIHEHHETO HA J0TOBOPA Jia 0CBOOOIHM rapaHIMsTA 3a H3bIHEHNE, Oe3 Ja
JUbJDKH JIMXBH 3a CPOKa, 11pe3 KOWTO Cpe/icTBaTa 3aKOHHO €a MPECTOSIIH Y HETO.

IX. IPUEMAHE U IIPEJABAHE HA CTOKHUTE
Y. 9. (1)IIpuemaHeTo Ha CTOKHTE Ce U3BBPIIBA HA MACTOTO HA JJOCTABSIHE TIOCOYEHO B UII. 5,/aJ1./1 A
UBI'BJIHUTEJIATumM  ynbJIHOMOIIEH OT HEro MNPeACTaBHTE]l ¥ MPEACTABHTEN  Ha
JEYEBHOTO 3ABEJAEHUE - BB3JIOKUTEInoanucear mnpuemMaTelIHO-IIpe/IaBaTe/leH
MPOTOKOJI, YZIOCTOBEPSBAIIL [10Jy4aBAaHETO HA CTOKHUTE.



X. KAYECTBO, TAPAHIIMU U CPOK HA I'O/IHOCT

Y. 10. (1)CrokuTe, npesMeT HAa HACTOALIMS JOTOBOP, CJIe/BA Ja OTroBapsiT Ha U3MCKBAHUATA HA 4YII.
7,an.4uS.
(2)KbM narara Ha 10cTaBKaTa, OCTATHUHHST CPOK HA FOHOCT HA JIEKAPCTBEHHTE NPOJYKTH, ClleBa J1a
Obe He o-manbk ot 40 % /ueTHpHieceT Ha CTO/ OT OGSBEHHMS OT IPOM3BOINTEIISL.
(3)B ciyyaii Ha 10cTaBKa Ha JIEKAPCTBEHHS TIPOYKT € MO — KPAaThK OT JIOTOBOPEHHS CPOK Ha I'OJIHOCT,
AbJDKAMATa HEYCTOMKa /1a Ob/ie MpOMEHEeHa, KaKTo CJIe/Ba:

ot 39,99% 10 30% - 3 % BBPXY CTOMHOCTTA HA OCTABKATA;

oT 29,99% 10 20% - 5 % BbPXY CTOMHOCTTA Ha JOCTABKATA;

ot 19,99% 10 10% - 7 % BBPXY CTOWHOCTTA HA JOCTABKATA;

nox 10% - 10 % BBpXy CTOMHOCTTA HA JOCTABKATA.
(4) OcTaTh4HUAT CPOK HA NOJHOCT Ha GHONPOAYKT /GHONON06EH MPOLYKT, clieaBa Aa Obae He Mo—
Manbk 0T 20 % /1BaneceT Ha cTo/ OT 00SBEHHs OT MPOM3BOIMTENS KBM JIaTaTa HAa BCAKA J0CTABKA.
(5) B ciyuait Ha nocraBka Ha 6HONPOAYKT/6GHONOA0GEH IPOYKT € MO — KPAThK OT JIOTOBOPEHHS CPOK
Ha TOHOCT, Ib/DKMMAaTa HEYCTOMKA € KaKTO CJIe/(Ba:

ot 19,99% no 10% - 2 % BBPXY CTOMHOCTTA HA IOCTABKATA;

ot 9,99% 110 5 % - 4 % BBPXY CTOWHOCTTA HAa OCTABKATA,

oz 5% - 6 % BBbPXY CTOMHOCTTA Ha I0OCTABKATA.
(6)JIEYEBHOTO 3ABEJIEHHUE — BH3JIOKUTEJI mMosxe j1a OTKaxe [IPUEMAHETO Ha CTOKHUTE, aKO
B JICHd Ha TAXHOTO NPHUCTHIAaHE WM IIPUEMAHE OCTAaTBYHHS CPOK HAa TOJHOCT € MO — MAaIbK OT
onpezenerus B wi. 10, an. 2. u an. 4 MHHAMaJIEH CPOK Ha IOJHOCT.
(7)docraBkata Ha JeKapcTBEH MPOAYKT C OCTATh4Y€H CPOK HA TOAHOCT MO-MaTbK oT 10 Ha ¢TO OT
00siBeHHS OT NPOM3BOIHUTENSA M Ha GHONPOAYKT/6GHONOA06EH MPOLYKT C OCTAThYEH CPOK Ha rOJIHOCT
NO-MabK OT 5 Ha CTO OT 0OABEHMs OT MPOM3BOJMTEINS CE U3BLPIIBA CAMO C MHCMEHO ChIJIACHE Ha
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOJKUTEJI 3a KOHKPETHO KOJHYECTBO, ONPEJIETIEHO OT HETO.
be3 uspuuno nucmeno cweriacue Ha JEYEBHOTO 3ABEJIEHUE — BB3JIOKUTEJIcTokuTe HiMa
Jla Ob/1aT 3arUIalaHy.
(8) Mckanero 3a mucMeHO chriiacue, B ciydamTe Ha an. 7, cieasa aa noctbnu B JIEHEBHOTO
3ABEJIEHME — Bb3JIOJKHUTEJIB cpok 110 | (eqmn) paGoTeH JieH OT MOJyyaBaHe Ha 3asBKaTa.
(9)B ciyyante Ha CriemIHHU IOCTaBKH NIOCOYEHHTE B 1. 3 M all. 5 HEYCTOMKH He ce MpHIarar.

XI. OTTOBOPHOCT 3A HETOYHO U3IIbJIHEHUE. PEKJIAMALIUUA
Ya. 11. (1) JIJEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEJIMoxe na npeasssisa peKIamanuu
npea U3ITbJIHUTEJISA 3a:
a) KOJIMYECTBO M HEKOMILIEKTHOCT Ha CTOKHTE HIIH TeXHHYECKATa J0KYMEHTALUS (IBHH HEIOCTATBIH);
0) KauecTBO (CKPUTH HEJOCTATHIN):
- TIpH JIOCTaBsIHE HA CTOKH HE OT JOTOBOPEHHS BHJI, TOCOYEH B 4L |
- IPH KOHCTaTUpaHe Ha JieeKTH NpHu ynotpeda Ha CTOKHUTE.
(2) Pexnamaunu 3a sBHM HeJIoCTaThiM Ha ctokute ce npassat ot JIEUEBHOTO 3ABEJIEHUE —
BBb3JIOJKHUTEJL, B MOMeHTa Ha npeJaBaHETO MM, 3a KOETO Ce ChCTaBs IPOTOKOJI, MOAMUCAH H OT
JIBETE CTPaHH.
(3) Pexnamaumu 3a CKpUTH HEJOCTAaTBILM CE€ MPABSAT IPe3 HENHs CPOK HA TOAHOCT HA JOCTABEHHTE
CTOKH, KaTo peKjIamMalusTa ce NMpUApYyKaBa 3aJb/DKUTETHO OT KOHCTATHBEH MPOTOKOJ, M3/ajeH OT
WsneiauTeIHaTa areHIns 3a JieKapcTBaTa.
(4)JIEYEBHOTO 3ABEJAEHHUE - BB3JIOXHUTEJ e umkHO 1a YBEJOMH IHCMEHO
M3ITbJIHUTEJISA 3a ycranosennte nedektr B 5 (11€T) IHEBEH CPOK OT KOHCTATHPAHETO HM.
(5) B pexnamanuuTe ce nocoysa HOMEpPHT Ha JOrOBOPA, TOYHOTO KOIHYECTBO HA TOTYUYEHHTE CTOKH C
TEXHHS MapTHACH HOMEP, OCHOBAHHETO 3a peKjIaMals ¥ KOHKPETHOTO MCKAaHe Ha J]EllEBHOTO
3ABEJIEHUE - Bb3JIOKHUTEJIL. /
(6)B 5 (mer) nHeBeH cpok OT moiayudaBaHe Ha pekiamaiusaTa, U3IMTbJHUTEJIST cne,nBa, Aa
orropopu Ha JIEYEBHOTO 3ABEJEHHME - BB3JIOXKHUTEJI nucmeno u Komcpemo Jaim
NpHEMa peKIaMalusITa Uik s OTXBBPJIS.



(DIlpn pexnamanms 3a ssuu Henoctatbitn U3ITBJIHUTEJIST e urbxken B cpok oT 2 paGOTHH AHH
OT MOJIy4aBaHE Ha peKJiaMalHsaTa 3a CBOS CMETKAa M PUCK Jia JIOCTaBH HAa MSICTOTO HA JIOCTABSHE
KOJIMYECTBOTO JIMICBAIIH B I0CTaBKaTa / HEKOMIUIEKTHH JOTOBOPEHH CTOKH.

(8) Ilpu peknamaums 3a CKpUTH HexocTaThud, B caydaii e W3IIBJIHUTEJSAT e npue
peKiamanusTa, ChiUiTe ThKeH B 10 (1ZeceT)IHeBeH CpPOK OT MOJydYaBaHETO i Ja 3aMeHH
ZI0CTaBEHUTE HEJIOTOBOPEHH 10 BU/I / IeEKTHH CTOKH 3a CBOSI CMETKA M PUCK WM MO NpeleHKa Ha
JEYEBHOTO 3ABE/IEHUE — Bb3JIOKUTEJI1a BbpHE ChOTBETHATA YaCT OT 3aIljiaTeHaTa 1eHa,
BE/IHO C AB/DKUMHUTE JINXBH.

(9)1360pbT Ha MOCOYEHHTE 1O-TOPE BH3MOKHOCTH J1a C€ BPHE ChOTBETHATA YacT OT IJIATEHOTO HJIH
Ja ce foctaBsaT HOBH cTokHu npuHaviexku Ha IEHUEBHOTO 3ABEJIEHUE — BB3JIOXKHUTEJ u ce
ynpaxHsBa OT Hero noj gopmara Ha nucmeno ysenomuetne 10 U3IIbJIHUTEJIS, kato pasxomute
U PHUCKOBETE 10 HOBOTO J0cTaBsiHe ca 3a cmeTka Ha U3ITBJIHUTEJISA.

(10)Croxute, mpenmer Ha peknamauus ce cbxpanssar or JIEUEBHOTO 3ABEJIEHUE —
BBb3JIOKUTEJI 110 ypexnane Ha peKiamMaluuTe.

XII. OTTOBOPHOCT INPU HEU3ITbJIHEHUE
Y. 12. (1) 3a HeusnbIHEHHE HA 3aABJDKCHUSTA CH 110 HACTOSIIHNS JIOTOBOP C H3KIIOYEHHE HA TE3H 110
an. 10, an. 2 u an. 4, UBIBJIHUTEJISIT nboku Heycrtoiika B pasmep Ha 0.5 % Ha jeH BBPXY
CTOMHOCTTa Ha KOHKPETHaTa 3asBKa, HO He moBeue oT 10 % (JeceT mpoleHTa) OT CTOWHOCTTA Ha
KOHKpETHATa 3asiBKa, KaKTO M OO€3LIeTeHHE 3a NMpPEeThpPHEHHTE ACHCTBHUTEIHH BPEIM B CIyYauTe,
KOraTto T€ HaJAXBBPJAT JIOroBOpeHaTa HeycTodka. B ciaywaute mo un. 4, an. 3, mocoyeHara B
NPEAXOHOTO H3peUeHHe HeycTolKa B pasmep Ha 0.5 % ce HaumcIisBa 3a BCEKH Yac MPOCPOYHE, HO HE
noseye ot 10 % (mecer mpoueHTa) OT CTOHHOCTTAa HA KOHKPETHATA 3aiBKa, KAKTO W o0e3leTeHne 3a
NPEThPIEHATE JICHCTBUTEIHU BPE/IH B ClydauTe, KOraTo Te HaJXBBPJISAT JA0r0BOpeHaTa HeyCTOHKa.
(2) Koraro npu namnune Ha peknamauun, USITBJIHUTEJISAT He M3MbiHM 3a1bIDKEHHSTAa CH 10
pazzen XI OoT HacTosius J0roBOp B Cpok, chumsaT abmku Ha JIEUEBHOTO 3ABEJEHUE-
BBb3JIOKUTEJI neycroiika B pasmep Ha 2 % OT LeHata Ha CTOKMTE, 33 KOMTO Ca HAIPaBEeHH
peKJIaMaluuTe.
(3)JIEYEBHOTO 3ABEJEHHUE — BB3JIOXKUTEJI y10BieTBOpsBa NPETEHIMHTE CH OTHOCHO
HEU3NIbJIHEHHETO Ha JIOTOBOpA, KAakTO M 3a 3aljlalllaHe Ha HEYCTOMKHTEe OT CcTpaHa Ha
M3ITBJIHUTEJIA kato 3axbpika rapaHuusTa 3a U3IIbIHEHHE 110 4. 7, ain. 3, 6yksa “6” ot JIOTOBOPA,
Karo mpearnpueMa ACHCTBUS 3a HEHHOTO ycBosiBaHe. B ciydaii, ye croifHOCTTa Ha rapaHnmsTa 3a
U3NbJIHEHHE He nokpuBa BCHYKH AbDKUMH oT M3ITBJIHUTEJISA wmeycroiiku, JEHUEBHOTO
3ABEJJEHUE - BB3JIOJKHUTEJI npuxsama AbDKAMHTE CyMH OT HACPEIIHH [UIAMIAHAS KbM
MN3ITBJIHUTEJIS.
(4) Tlpu Tpu nbTH BHHOBHA 3a6aBa Ha U3ITBJIHUTEJIS, npoxbikuia ¢ moBede OT MOJOBHHATA OT
CpOKa 3a M3IBJIHEHHE HA CBOTBETHOTO 3aJb/KeHHE, B pamkuTe Ha Tpu Mecena/JEYEBHOTO
3ABEJIEHHUE - BB3JIOKHUTEJI nma npaBo 1a IpekpaTH J0TOBOPAeIHOCTPAHHO C |5-IHEBHO
IIPEU3BECTHE.
(5)JIEYEBHOTO 3ABEJAEHHUE — Bb3JIOJKHUTEJI uma npaso /a npekpat eIHOCTPAHHO H 6e3
NPEN3BECTHE HACTOSAIIMS IOTOBOP B ClIyyail HAa CHCTEMHO HETOYHO M3ITBJIHEHHE HA 3a/b/DKEHUATA OT
M3ITBJIHUTEJISL v npensBenn noBede OT TPH peKJaMallid B PaMKMTE Ha TPH Mecela OT
JJEHEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI 1o pena Ha rinasa XI.
(6) B ciyuaii, ue no otHomenne Ha USIMIBJIHUTEJIS nactensT obcrosTencreara no wi. 54, an. 1,
A i 55, amn 1 or 3akoHa 3a obmectBenute nopbukd, JIEHEBHOTO 3ABEJIEHUE-
Bb3JIOKUTEJl uma mpaBo 1a NpeKpaTH €IHOCTPAHHO HACTOSIIMS JIOTOBOP, 0€3 MHCMEHO
IpeIM3BECTHE U O€3 Ja IbJKH HEYCTONKH.

XIII. ®OPCMAKOPHU OBCTOSITEJICTBA o
Yai. 13 (1) CrpanuTe 10 HACTOSAIIMS OTOBOP HE ABJIKAT 00€3IIETEHHE 3a IOHECEHH BPE/IN U 3aryomn, -
aKo MOCJIE/IHATE Ca MPHYMHEHH B PE3yJITAaT Ha HEMPEOI0JINMa CHJIa. o
(2) Ako cTpaHara, KOSTO € CIeJIBaJIO Jia H3IIBJIHA CBOE 3a/(bJDKEHHE M0 J0roBopa ¢ Ouia B 3a0asa, T
HE MOJKE JIa Ce 030BaBa Ha HENPEOI0JINMA CHJIA.



(3)“Henpeononuma cuia” mo cMHChJIa Ha TO3H JIOTOBOP € HETNIPEJIBH/ICHO W/WIIH HETpeJ0TBPaTHMO
ChOMTHE OT H3BBHPE/IEH XapaKTep, Bh3HHKHAJIO €I/l CKIIOYBAHETO Ha JI0T0BOPA.
(4)Crpanara, 3acersata oT HENpeoOJOJMMA CHJIA, € JUThKHA 1@ NpEANpPHEMe BCHUKH JeHCTBHS C
rpuxkara Ha 100bp CTONAHHH, 32 /4 HAMAIH JI0 MHHEMYM TIOHECEHHTE BPEH H 3aryOH, KakTo M ja
YBEIOMH NTHCMEHO JIpyraTa CTpaHa B 7-JHEBEH CPOK OT HAaCTBIBAHETO HA HENPeoAoIMMaTa cuia. Ilpu
HEYBC/IOMSBAaHE B INOCOYEHHS B INPEIXOJHOTO H3PEUYCHHE CPOK Ce JbIKH obe3lmereHue 3a
HAaCTBIIMIATE OT ToBa Bpeau. Hempeomonmmara cunma ce foka3Ba OT 3acerHarara CTpaHa ChbC
cepru(uKar 3a GopcMakop, M3AJeH MO ChOTBETHHS PeJl OT KOMIETEHTHHS OpraH B Jbp)KaBata, B
KOSITO Ca HACTBIHIHM HOPCMAXKOPHHUTE 0OCTOATENCTBA.
(5) /Jloxato Tpae HenpeojonMMara CHJIA, H3IBJIHEHHETO HA 3abIDKCHHSTA M CBbp3aHHTE C TSX
HACPEeLIHHU 3a/IbJDKEHHS Ce CIHpa.
(6) He mnpexacraBnsa “Henpeomonnma cuia” chOMTHE, NPHYHHEHO 110 HEOPEXKHOCT HIIM 4Ype3
YMHUIIICHO JICHCTBHE HA HAKOS OT CTPAHMTE MIIM TEXHH NPEJCTABUTENH W/HJIH CIIY)KHTEIH, KAKTO U
Hepoctura Ha mnapudnu cpeactBa Ha HU3INBJIHUTEJISL u JIEYEBHOTO 3ABEJEHHUE —
BBb3JIOKUTEJL

XIV. CIIOPOBE
Yn.14. (1)Bb3uukHanuTe npes BpeMeTpacHeTO Ha 0FOBOPA CIIOPOBE M PA3HOITIACHS MEX/ly CTPaHHTE
Ce permasaT 4pe3 NperoBopH Mexay Tsx. [loctursmature noroBopenoctd ce opopMmaT B mHCMeHa
(opma u ce mpeBpbINAT B HEpa3/eiHa YacT OT J0TOBOPA.
(2) B ciyuait Ha HenocTurane Ha JIOTOBOPEHOCT 110 NPEIXO/IHHS UiIeH, BCHYKH CIIOPOBE, MOPOJIEHH OT
TO3HW JIOTOBOP MJIM OTHACSIIH C€ JI0 HEr0, BKJIKOYHUTETHO CIIOPOBETE, MOPOJAECHH OT MJIH OTHACSIIH Ce JI0
HETOBOTO TBJIKYBaHE, HE/ICHCTBUTEIHOCT, HEM3ITbIIHEHHE WM NIPEKpaTsABaHe IIe ObJaT pa3peliaBaHi
criope1 OBb/IrapcKuTe MaTEpHATHY H IIPOLIECYATHH 3aKOHH OT KOMIETEHTHHS ChJ 110 pesa Ha [ TIK.

XV. CbOBUIEHUS
Yo 15. (1) Benuku choOleHns MeXay CTPaHMTE, CBBP3aHH C W3IBJIHEHHETO HA TO3H JIOroBop ca
BaJIN/IHH, aKO Ca HAaNpaBeHH B NMHCMeHa (hOpMa M ca MOANKCAHU OT YIIBIHOMOIIEHUTE NPeICTABHTE
Ha U3ITbJIHUTEJISA v JEYEBHOTO 3ABE/IEHUE — Bb3JIOKUTEL.
(2) 3a nata Ha CHOOIIEHHETO CE CMSTA:

v JlaTaTa Ha MpelaBaHeTo — IIPH PbYHO Npe/laBaHe Ha ChOOIIEHUETO,
v AlaTata Ha MOIIEHCKOTO KIIeHMO Ha oOpaTHaTta pa3nucka — IPU W3Ipallate 1o Moara;
v JlaTata Ha IPHEMaHETO — IIPU U3Ipalnase no ¢akc wim e-mail.

(3)3a BammaHM anpecu 3a NpHemMaHe Ha CHOOLICHHS W GAHKOBH CMETKH, CBBP3AHH C HACTOAIIHS
JIOTOBOP C€ CMSATAT:

3A U3ITBJIHUTEJIA: 3AJIEYEBHOTO 3ABEJIEHUE- Bb3JIOKUTEJI:
»®BOHUKC dapma*“ EOOJ MBAJI — Kapnobar EOO/I, rp. Kapuo6ar, 8400,
V. ,,OxonoBpberer b1 Nol199A yi1. Crapa ninanuna Ne 180
e-mail: e.todorova@phoenixpharma.bg e-mail: mbalkarnobat@abv.bg
bankoBa cmeTka bankoBa cmeTka:
BGO9UNCR96601030899543 BG72RZBB91551086672316
UNCRBGSF RZBBBGSF

(4)I1pu npomsHa Ha ocoYeHus 1Mo a. 3 ajpec MK GaHKOBA CMETKA ChOTBETHATA CTpaHa e JUTh)XHa Jia
YBEZIOMH JIpyraTta B TPHJAHEBEH CPOK OT IMPOMSIHATA.

XVI. IPYT'H YCJIOBUS
Yn. 16. (DIlpaBata u 3aabKEHMATa MO HACTOSIIUS JIOTOBOp HE MoOrar Ja ce MNpexBbpIIsT
€IHOCTPaHHO Ha TPETH JIHLA M MOJOOHM aKTOBE HE MOpaXJaT IPABHO JEHCTBHE G€3 MHUCMEHOTO
ChIJIaCHE Ha JpyraTta CTpaHa, OCBEH B Cily4auTe Ha oOe3neyaBaHe (rapaHTHpaHe) HA 3aIbIDKEHHS-II0
GaHKOBH KpE/IUTH. P&
(2)3a  HeypeleHHTEe BBNPOCH B HACTOSIIMS JOTOBOP CcE NpHiIara ACHCTBAIIOTO ~ Obirapcko
3aKOHO/1aTEeJICTBO. & |

>



XVIIL NIOAMU3NbJIHUTEJIN
(npunosicumo camo 6 crywaume, 6 KOUmo u3BPaAHUA 3G USMBIHUMEI YYACMHUK € NOCOYWT, Ye we
N0NI36a NOOUSNBIHUMENY, NPU CKNIOY6AHE HA PAMKOBOMO CROPA3YMeHUe)
Ya. 17. (HINOAUBNBJIHUTEJIUTE Ttpsi6ea na OTroBapsAT Ha CbOTBETHUTE KPHTEPHH 3a MOAOOD
Cb0Opa3HO BHJIA U JieNa OT MOPBYKATa, KOWTO IIIe M3ITBIHSBAT, U 32 TAX Ja HE ca HAJIHIE OCHOBAHHS 3a
OTCTpaHsBaHE OT IpoIe/ypara.
(2) JIEYEBHOTO 3ABEJAEHUE — Bb3JIOKHUTEJI usuckpa 3aMsHa Ha HNOJAMU3ITBbJIHUTEI,
KOMTO HE OTroBaps Ha yCJIOBUATA 110 ail.|.
(3)Korato yactra OT mopmykara, KOSTO C€ HM3IIBIHSABA OT HNOJAU3ITBJIHUTEJI, moxe na Obje
npefaneHa karo oraesneH obekr Ha U3IIBJHMUTEJISA wmm na JIJEYHEBHOTO 3ABEJEHUE -
BB3JIOKHUTEJI, nocnennus 3amniama Bb3HarpaxjeHue 3a tas3u dact Ha [IO/IU3ITBJIHUTEJIS.
(4) Pasmnamanusta no am. 3 ce ocChbIieCTBABAaT Bb3 OCHOBA HA MCKaHe, OTIIPAaBEHO OT
NOAMBIIBJIHUTEJSA 1o JIEYEBHOTO 3ABEJAEHUE - BB3JIOKUTEI ype3
M3ITBJIHUTEJISA, xoiiTo € JIbXeH a ro NMpeIoCTaBH HA BB3NOKHUTENS B |S5-IHEBeH CpPOK OT
T0JIy4aBaHETO MYy.
(5)KbMm uckanero no an.3 U3IMIBJIHUTEJISIT NIPE0CTaBs CTAHOBHINE, OT KOETO Jia € BHAHO Aaiu
OCMOpBAa IJIAIIAHUATA WITH YaCT OT TAX KaTO HEIBbDKUMH.
(6)JIEYEBHOTO 3ABE/JIEHUE - BB3JIOXKUTEJ uma 1paBoO Jla OTKaXke IUIalaHe mo aji. 3,
KOTaTO HCKAHETO 3a IJalllaHe € OCIIOPEHO, /10 MOMEHTA Ha OTCTPaHsABaHE Ha MPHYHHATA 3a 0TKA3a.
(7) HesaBucumo ot wm3nonssanero na I1OJJU3ITBJIHUTEJIU OTTrOBOPHOCTTAa 3a M3ITbJIHEHHE Ha
norosopa € Ha U3ITBJIHUTEJIS.

XVIIL 3AKJIIOYUTEJIHA PA3IIOPE/IBU
Y. 18. (1) [1pu cheTaBsiHETO Ha HACTOALIMS JI0TOBOP CE TIPEICTABAXA CIIETHUTE JIOKyMEHTH:
v JloxymenTtn mo uin. 1120t 30IT;
v Jexnapauus 1o 4. 55, an. 6 ot 3JIIIXM (Korato e NpHIOKHMO):
v ["apanuus 3a u3nbiiHeHue;
4 Texnmndecko u LlenoBo npeoxkenne, Hepas/ieHa 4acT OT I0roBopa;
4 Jlexnapaunu no 3MUII.

(2)Hacrosiusit 10roBOp ce ChCTaBH B TPH €AHOOOPA3HH eK3eMILIIpa Ha OBJITapcKu €3HK — €/IMH 3a
W3ITbJIHUTEJIA 1 18a 3a JEYEBHOTO 3ABE/IEHUE — Bb3JIOKUTEL

JIEYEGHO 3ABEJIEHU 3JIOKUTE.T: M3 bJIHUTE:
»MBAJI — Kapuo6ar® .
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TEXHUYECKO NPEANOXXEHUE

Heobxoaum  |Msapka Konuuectso
JlekapcTeeHa 6poit mapku  |/mg,tabl, [Tbproscko aKTUBHO OkoHuaTenHa
ATC INN dopma Ha /13 ml/ HauMeHOoBaHMe |BeWecTso Mspka OnakoBKa
JO1IMAO2 (Ciprofloxacin |napeHTepanHa 280000|{mg CIPRINOL 100 mg/10 ml |- 5
400 mg/200 ml -
CIPRINOL 200 ml - 1
200 mg/100m| -
CIPRINOL 100 ml - 1
10 mg/ml -10
Ciproflav ml mg 10




LLEHOBO MNPEAJIOXEHUE

Heobxoaum Msapka Konunuectso
JlekapcTteeHa 6poit mapku Ha |/mg,tabl, [Tbproscko aKTUBHO OkoHyatenHa |Ea.ueHa |[Ea.ueHac
ATC INN dopma N3 ml/ HauMeHOBaHue |BeLLecTBo Msapka OMaKoBKa 6e3 AAC |(4A4C
Ciprofloxa
JO1IMAO2 |cin napeHTepanHa 280000{mg CIPRINOL 100 mg/10 ml |- 5 0,010640| 0,012768
400 mg/200 ml -
CIPRINOL 200 ml - 1 0,010640| 0,012768
200 mg/100ml -
CIPRINOL 100 ml - 1 0,010640| 0,012768
10 mg/ml -10
Ciproflav ml mg 10 0,010640| 0,012768




