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Yuueepcunrercka 6onuuna “Jlozenen” 1407 Codus, yn. “Kozax™ Ne 1, ten. 9607-
607, daxc 962-4771, e-mail: hg@uni-hospital.government.bg, EMK 831901901, JIZIC Ne BG
831901901, npeacrasispana or Ilpod. n-p JlioGomup Cnacos, am., upes [ecucnasa
[TenyeBa - ynmeinHOMOIEHO nune mo 4wi. §, an. 2 ot 3011, ceriacuo 3anoeen nHa dupekropa No
31/11.02.2015r. u Becka PymkoBa — ri. CYeTOBOAMUTEN,  HapH4YaHa 3a KpPaTKOCT
BB3JIOXKUTEJL, ot enna ctpana
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“Menexc” OO, EMK 131268894, c¢nc cepmanuie u agpec Ha yIpaBlieHHE, Ip.
Codus 1138, xB. ['opybnsire, yi. ,,CamokoBcko moce” Ne 2JI, TrproBcku neHTsp ,,bomma®,
er. 5, ten. 02 9175545, 029175552 u 0888 786967, daxc 02 9175538, e-mail:
office@medex.bg u m.kolev@medex.bg , npencrasnssano or Emun Anekcanapos Jlanes -
ynpasuten Hapudana 3a kpatkocT USITBJIHUTEJI, ot apyra crpasna,

ce CKII0YU HACMOAUWUA 002060D HA OCHOGAHUE HPOGEOCHA Rpouedypa HO peda Ha
I'nasa ,,0cem“a om 3011, 3a ev3nazane Ha odujecmeeHa nOpwvUKa ¢ npeomem: “Jocmaeska
Ha MeOuUKamMeHmu no 000coOeHU ROZUWUU 3a HYHCOUME HA OMOENCHUE RO XeMOOUANU3d 6
Bonunuya “J/Iozeney”, 3a O6ocobena nozunus 2- Sevelamer, film-coated tablets, 800mg

I. IPEAMET HA 1O0T"OBOPA

1.A3ITBJIHUTEJIAT ce 3anemkaBa na nocraBd 3a cMmeTka Ha BB3JIOXUTEJIIA no
3asBKH HeoOXoauMHTe 3a OoNMHMITaTa MeIUKaMeHTH, ChIilacHO crienydukarus [Ipuioxenue
Ne 1 — mepasgenna uact or jorosopa. Omucanute konmuectBa B Ilpmmoxxenmero ca

OPHEHTHPOBLYHM 3a | /eiHa/ KaJleHAapHa TOAMHA W 3aBHCAT OT obeMa Ha MeJUIMHCKATa
neinoct Ha BB3JIOKUTEILA.

II. CPOKOBE

2. JloroBophT ce CKIIOYBA 3a CPOK OT €[HA roJMHA NpPU BATUAHA TapaHIys 3a
usneiaHenue B pasmep Ha 0,05 % or croitHoctTa Ha morosopa Ge3 IJC wmu 9,04(neser u
0,04) nepa, BanuaHa 3a LENUs CPOK Ha Joroeopa. ['apanuusra 3a Q00p0 H3IBIHEHHE CE
ocBobokaaBa B 10- /mecetr/ HHEBEH CPOK cje[ M3BBPIIBAHE HA IOCIEAHATA AOCTABKa II0
JIOrOBOpA.

3. CpokbT Ha JOCTaBKATa Ha 3asBEHUTE KOJIUYECTBA ce ompenaeis xo 1 /equn/ gen ot
HarpaBeHara 3asBKa, ¢ppanko cknagosere Ha Bh3JIOJKMUTEJISA.

II1. PUHAHCOBH B3AUMOOTHOILNEHUS

4, (1) BB3JIOXKUTEJIAT 3amnamnia na U3ITBJIHUTEJIS croiirocTTa Ha NOCTABSHUTE
IO OTJEIHH 3asBKM MEJUKAMEHTH II0 COWHWYHM IIeHH, chbriuacHo Ilpunoxkenuwero —
HepasJieliHa 9acT OT JOTr0BOPa, 3a 3asIBEHUTE KOJIMYECTBA B IOPHYKATA.

(2) Enunuusmre 1EeHM ca BadMJHM W HEIPOMEHEHHM JO Kpas Ha Cpoka 3a
U3IBIHEHUETO HA JIOTOBOPA.

(3) B cnyuait, ye no Bpeme Ha JeHCTBHETO HA JOrOBOpa, CTOMHOCTTA 1m0 wi. 20 OT
Hapenba 3a  ycnoBHsTa HpaBuiiaTa ¥ KPUTEPHUUTE 3a BKIOYBAHE, MPOMEHM M/ HIIA
U3KIIIOYBAHE Ha JICKAPCTBEHU NMPOAYKTH OT [103MTHBHMSA JI€KapCTBEH CIIUCHK W yCIOBHATA U
pena 3a pabora nHa Komucusra 10 NMO3UTHUBHHS JTEKAPCTBEH CIHCHK CTaHE I[10- HHUCKA OT
JOrOBOpeHaTa B HACTOSIIMS JOTOBOP, BB3JIOKHUTEIAT 3aIlamma JIEKapCTBEHUTE IIPOAYKTH MO



IO -HHCKATa IEHA, CYUTAHO OT JATATa Ha BIM3aHC B CHJA HA PELUCHHUCTO HA KOMHCHATA II0
To3nTyseH EKAPCTBEH CIUCEHK,

5. 3amalmaneTo Ha HOCTaBEHHTE MEAMKaMEHTH HIe cTaBa %o 60 /mectiecer/ JHH OT
Jatara JocTaBKaTa H IpeAcTaBeHa (paxrypa ot crpana va U3ITBIIHUTEIS .

IV, HPABA H 3AABJAKEHUS HA BB3JIOKATEJS

6. BBIJIOKHUTEJIAT 3zaseaea Buja H KOJNHMHECTROTO HA HEOOXOMMMHUTE MY
MEIHKAMEHTH, ONHCAHM B CHENH(UKANHA, KATO NPaBH KOHKPESTHH IHACMEHM 3asBKU B
3aBHCUMOCT OT HYXIUTE CH.

7. Tlnamanero ce M3BBPIIBA Ype3 IUIATENHO HAapeiaHe rmo OaHKOBaTa CMETKA Ha
U3ITLAHUTEILSL.

9. BBINIOXKHUTEJAT e mrexeH Aa mperiiena CHCTOSHHETO HA JOCTABEHHTE
MEJUKAMEHTH ¥ /1a I'Y PeKIaMupa, ako TOBa € HeoOXO0ZHMO.

10. Bb3JIOXKHUTE/IAT e pasxen fa mocodea BHHArH TOYHATA crneruduKanus Ha
MEIAKAMESHTHTE.

V.IIPABA U SAJILJIXEHNS HA U3TTHJTHUTEJIN

11, USTTBIJIHUATEIAT 1pabea na m3meiansBa 3abDKEHACTO CH C IPHXKaTa Ha Ao0LD
TBLProBEM.

12. U3ITBJIHUTEJPAT ce sagpiDkaBa ja AocTaBs 3asBeHHTe MEIUKaMeHTH (paHxo
CKIANOBETe Ha YHuBepcuteTcka Oonmmma “JloseHen”, B CcpokoBeTe, MHMOCOYEHH OT
BB3MOXUTEIIA 8 nuicMenara 3a9BKa.,

13. (1) UIIMBJAHUATENAAT ce saaemxaBa Ha HOCTABA 3aABEHHTE MEAUKAMEHTH
HOAXOAAIIO ONAKOBAHM ¥ MapKUPAaHH M B CHOTBETCTBHE ¢ H3UCKBAHHUATA 332 TPAHCIOPT H
CBXPaHEHHE U C OCTATHLUEH CPOK HA TOJHOCT He 1no-Manko o1 60 Y.

(2) B cny4aif Ha mocTaBKa Ha JIEKApCTBEH NPOAYKT C II0- KPATBK OT IOTOBOPEHHS CPOK

Ha rogdoct, ASLTBJIHUTEJIT 3annaina HeycToiika, KakTo caensa:
- 59,99% - 50% - 20 % BHpXy CTOHMHOCTTA Hi JOCTABKATA;
- 49,99% - 40% - 30 % BBpXY CTOHHOCTTA Ha MOCTABKATA,
- 39,99% - 30% - 60 % BBpXy cTOMHOCTTa Ha J0CTABKATA;
- 29,99% - 20% - 75 % BHpxy CTOHHOCTTa HA IOCTARKATA,
- mox 20% - 90 % BBpXy CTOHHOCTTA Ha JiocTaBKaTa

(3) JocraBkara Ha NEKapCTBEH IPOAYKT € OCTATHUCH CPOK HA MOAHOCT HO-MANLK OT
40 na c¢T0 OT 00ABEHAA OT IPOUSBOJHUTENS CE UIBBLPIIBA CAMO C IHCMEHO CHLINIACHE Ha
B'B3JIOKMUTEIA 3a koHKpeTHO KOAUYECTRO, OIPE/ICNICHO OT HETO. be3 H3pHuHO nucMeHo
certacke Ha BB3JIOKHUTEIL crokate He ce 3annaimgar.

14. Besixa npatka cnesfipa Aa OsjAe IpHApyxaBana 0T QaKTypa.

15. B cnyyait wa sarpyxnemme Ha BB3JIOXKUTEJS] npu wuspasxoxsane Ha
ONpeNeNeHy TOSHIMH MexnkaMeHTH no IlpmnoxeHusra, ¢ W3THYam CPOK HA TONHOCT,
WIITHIIHWTEJIAT ce 3ampibkasa Ja okasBa chlelfCTBYE, Ype3 pasMsaHA Ha CHINUTE ¢ APYTH,
¢ JOCTaTBYCH CPOK HA TOJHOCT.

16. USITHJAHUTEIIAT e qnsxed Aa npesane JOTOBOPEHHTE MEARKAMEHTH BbB BUAA,
KOJIHYECTBOTO U KAYCCTBOTC, YTOBOPCHH B KOHKPETHATA 3a9BKA.,

17. llpu xoHCTaTHpaHe HEKAYECTBEHA AOCTABKA HA MEIHKAMEHTH, KOSTO He € [10 BHHa
Ha BB3NOXKUTEIL], USITBIHMTENAT npueMa penaMauuara B € AXBXEH Ja 3aMeHH
MOCOYEHHTE MENANKAMEHTH B MPECIBADHTENHO CHINIACYBAaH OT JBETE€ CTPaHM CPOK OT
YCTZHOBSIBAHETO, YAOCTOBEPEHO ChC CHOTRETHHA JOKYMENT.

18. MBITLJIHUTEJIAT ce sanpmxkaea ga yBenoMaea Hesabasuo BBIJIOXKUTEIL, s
Cioy4anTe KoraTo (prpMa- IPOR3BOJUTEN CIIMPa OT HPOM3BOACTBO MEIMKAMEHT. AXO CITPEHKA
OT HPOU3BOACTBO MEAMKAMEHT, ¢¢ 3aMmectBa ¢ aHator, U3IITBIIHUTEIIT ce sanrimxasa na
yeeaomssa Bb3JIOXKHMTEI 3a Tosa, XKakTo W 32 CTOMHOCTTA HA aHANIOFa.



VI. CAHKITHH

19. IIpu HecwroTBeTcTBUE Ha noerute 3aabnkenus or U3ITBIIHUTEIIS cerinacuo T.
13 u 1. 16, BB3JIOXKUTEJIAT uma npaso Ja He npueMe JIocTaBKaTa WM Ja UCKa OTOMB OT
L[eHaTa.

20. B cayyait Ha 3a6aBeHO M3mbIHEHHE ciel cpoka mo T. 3, BB3JIOXKUTEJAT uma
mpaBo Ha Heycroiika B pasmep Ha 0.2 % Ha JAeH OT CTOWHOCTTa Ha HEU3IBIHEHOTO
3aIb/DKEHIE, HO He mosede oT 3 %, KOSTO ce IpHuxBaia OT IpejcTaBeHaTa rapaHius 3a
no6po m3neaHenue. Cien uztuyanero Ha 1034 cpok BB3JIOXKUTEIIAT moxe fa npekparu
JIOTOBOpa, KaKTO U J1a IPEIBH NIPETEHIUU 32 HAHECEHHU BPEAM U NPOILyCHATH TIOJI3H.

21. Tlpn 3abapeno mmamane ot crtpaHa Ha BB3JIOXUTEJIA cnex cpoka mo T. 5
MBITBJIHUTEJIAT uma npaBo Ha Heycroiika B pasmep Ha 0.2 % Ha geH OT CTOHHOCTTA Ha
HEM3ITBIHEHOTO 3aIbJDKEHIE, HO He noseye ot 3 %.

VIIL. ObIII1 YCJIOBHSI

22. TlomyuapaHeTo Ha MEIMKAaMEHTH CTaBa C IOJIMCBAHETO Ha NpeaBaTesIHO-
IMpHEMaTeNIeH MPOTOKOII OT IIPEJICTABUTENH Ha JIBETE CTPAHH.

23. HacTosiusT AOrOBOp IOIC)KH HA M3MEHEHHE M JONBIHEHHE caMO IO B3aHUMHO
ChIVIACHE MEXIY CTPAaHHTE, H3pa3eHo B IHUCMeHa popMma.

24. Bcewyku crnopoBe MEXKAy CTpPaHHTE C€ pemaBaT 4pe3 IIPErOBOpH, a IpH
HEBB3MOJKHOCT — IO ChACOCH pen.

25. 3a HeypeAeHHTE IO IOrOBOpa BBIPOCH Ce Ipujara JEHCTBAIIOTO OBArapcko
3aKOHOJATEJICTBO.

Hacrosmusar AOTroBOp €€ ChCTaBH H IIOAIIHCA B OBa CI[H006pa3HPI CK3eMIlIsIpa, Mo
CIHH 3a BCAKA OT CTPAHUTE.

Bb3JIOKUTEJI:
U3IIBJIHUTEJL:
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