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MPEKTO - 1OrOBOP
3a A0CTaBKa Ha NekapCTBEHN NPOAYKTU U MeULIMHCKIA KOHCYMaTUBK

[Hec 2015-pBe xunagu netHageceta roguHa, BbB BenuHrpag mexay:
“MHoronpocunHa 6onHuLa 3a akTUBHO nevenune — Benunrpan” EOO[ cbe cepganule v agpec
Ha ynpasnenue Benuxrpag, 6yn. “CoeaunHeHne” Ne 49 ¢ EWK 112505488, peructpupaHa B AreHums
No BMUCBaHWATA — TbProBCKM PErMCTbP, NpeAcTaBnABaHa oT Ynpasutens A-p AtaHac Jlyndyes
Tales, OT eHa CTpaHa HapeyeHa no-gony “Bb3NTOXUTEST,

W OT Apyra CTpaHa,

........................................................................................... CbC Cefanuiue v aapec Ha ynpasneHue
....................................................................................................... , peructpupaHa B AreHUus no
BNMUCBaHMATA — TbProBckn pernctbp, ¢ EWMK Ne ... , baHkoBa cmeTka Ne
..................................... , OTKPUTA B .evvieeiviiiiiieeiiiiiieieieeeesiiinnnnn.,  [IPEACTABNSIBAHO  OT
..................................................................... , HapeyeHa no-gony “USMBINHUTEN” ce ckroum
HaCTOSALLMA JOrOBOp 3a CNeSHOTO:

FMABAI. OCHOBAHWE WU NPEOMET HA IOrOBOPA

1. HacToslwma [oroBop ce CKMYBa Ha OCHOBaHWe pasnopenbute Ha 3akoHa 3a
0bLLecTBEHMTE NOPBYKK
2. BB3NIOXKWTENAT sbanara u 3akynysa, a W3IMbJIHATENA ce 3agbnxasa Aa

[0CTaBA MEepUOoaMYecKu, Cried 3asBka, NMpoM3BedeHW camo B CTpaHu OT EBponenckus Cbios
MEeOMUMHCKM KOHCymaTuBM 3a Hyxaute Ha “MBAJ1 — Benmuurpag” EOO[ BenwHrpag, no LeHu
CbI1aCHO NPUIOXeEH CNNUCHK - [punoxeHne Ne 1, KOMTO e HepasaenHa YacT OT JoroBopa.

3. MpoTokonsT 1 otheptata Ha U3IMBJTHUTENA ¢ kodTo To e yyactBan B oTKputata
npoLeaypa ca HepasaeriHa vyacT oT Jorosopa.

IMABA Il. CPOK, MACTO U HAYUH HA U3NBJIHEHUE HA IOrTOBOPA

1. HacTtoswms [oroBop ce CKroyBa 3a CpoK OT 1-edHa roguHa, CYMTaHO OT Jatata Ha
NOANMUCBAHETO MY.

2. MsCTOTO Ha U3MbiHEHWE Ha goroBopa e bonHnyHata anteka Ha “MBAJT — BenuHrpan”
EOQO[ Benwuxrpag, byn. ,CbeanHenne” Ne 49,

3. M3NbiHEHMETO Ha KOHKpEeTHaTa [OoCTaBka CTaBa Cnef NOAaBaHETO Ha NUCMEHa
Inucmo, Tenerpama, dakc/ unu yctHa /no Tenedod/ 3asska o1 BB3JIOXUTENA B kosTo ce
KOHKPETU3Mpa KOIMYECTBOTO U ChAbPXKAHWETO Ha KenaHaTa [ocTaBka.

MABA lll. KAYHECTBO

1. [octaBenute ot MBMBIIHUATENIA nekapcTBeHM NpOAYKTM M MEMUMHCKM KOHCYymaTuBu
cnefsa fja OTroBapsT Ha BCWYKK U3mnckBaHua Ha BC 1 mexagyHapogHuTe CTaHaapTu, OTpacnoBuTe
HOpManu 1 HopmatueHuTe u3nckeaHus Ha P31 n M3, a 3a BHeceHWTe OT 4yxbuHa - Aa umat
paspeLueHue 3a ynotpeba B Penybnuka bunrapus.
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2. CpoK Ha rogHoCT Ha BCsika JOCTaBKa [Ja He € No-Manko oT 75 % OT 0CTaTbyHMS CPOK Ha
roOHOCT KbM MOMEHTA Ha JoCTaBKara.
3. Bcaka gocTtaBka fa e npuapyxeHa C aHanuTUieH ceptudukaT 3a kavyectBo M [a OTroBaps
Ha 3apafeHute ot Bb3JIOXUTEA kayecTBO 1 yCrNoBKS, KOHKPETU3MPAHW B LOKYMEHTaUMATA Ha
npoBefeHaTa OTKpUTa npouedypa 3a BbanaraHe Ha obliecTBeHa nopbuyka no  PelleHne Ha
Ynpasutens Ha “MBAJ1 — Benunrpaan” EOOL Benuxrpag.

FMABA IV. LEHU U HAYNH HA NNALLAHE

1. W3MBbITHUTENAT dopmupa yeHaTa Ha NeKapCTBEHUTE NPOLAYKTU U MeaULMHCKUTE
KOHCymMaTuBK Ha 6a3a Ha nofageHaTa oepTa 3a yyacTue B OTKpuTaTa npoLeaypa 3a BbanaraHe Ha
oblecTBeHata nopbyka M ca NogpobHO MOCOYEHW, 3a BCEKM eAuH NPOAYKT W KOHCyMaTus, B
NPUNOXEHNS KbM [OroBopa Crncek - MpunoxeHne Ne 1, KOMTO e HepasgesiHa YacT OT HOCTOSLMS
porosop. ObLyaTa oyakBaHa LieHa N0 JOrOBOPA € .................... nesa ¢ Hauncnex AC.

2. LleHaTa Ha nekapCTBEHUTE NPOAYKTU U MEOULMHCKUTE KOHCYMaTuBK € cbobpaseHa C
LeHUTe Ha npous3BoauTenst /BHocuTens/ v geicTBallata HopmaTMBHa 6a3a KbM MOMEHTa Ha
[0CTaBKaTa Ha CblUuTE.

3. [Mpn 0BEKTMBHM NPUYMHM - MPOMSIHA LieHaTa Ha NPou3BOANUTENS/BHOCUTENS, NPOMSIHA
Ha ObpPKaBHO pErynupaHM LeHW W Op., OokasaHa C Heobxogumute AOKYMEHTW, LieHaTta Ha
WU3IMBJIHWTENA ce npomeHs CbC Cbllata CTOMHOCT, cred NpeacTaBsSHETO Ha CbOTBETHUTE
NCMEHN fOKa3aTencTea 3a ToBa.

4, [lpy NpoMsHa Ha LieHaTa Ha nekapcTBeHUTe NPO4YKTU U MeLULMHCKMA KOHCYMaTUBH,
HOBaTa MO-BACOKA LieHa BnM3a B cuna cnef nucMmeHo yeegomsBaHe Ha BB3NIOXUTENA u
NO4NMCBaHE Ha LOMBIIHUTESHO ABYCTPAHHO MUCMEHO CropasyMeHne Mexgy CTpaHuTe, KacaeLlo
yBenuyeHne Ha LeHara. He ce gonycka ¢ nognucBaHeTo Ha AOMbIIHUTENTHOTO ABYCTPAHHO NMUCMEHO
crnopasymeHue fa ce yabnxasa cpoka Ha 4oroBopa.

5. [lpn HemognuceaHe Ha AOMBIIHUTESIHO OBYCTPAHHO MUCMEHO CropasyMeHue Mexay
CTpaHuTe, Kacaello yBenuyeHne Ha LeHaTa no npegxogHara Toyka, odepupaHaTa LeHa ocTaBa
HenpomeHeHa. W3IMBbJIHUTENAT Hama npaBo €QHOCTpaHHO [fda YyBenWyaBa LeHaTa Ha
NeKapCTBEHUTE NPOAYKTY N MEAULMHCKI KOHCYMaTUBM.

6. 3annallaHeTo Ha AOCTaBKUTe Ce M3BbPLUBA Creq NpueMaHe Ha JocTaBkarta B cknaga
Ha BB3JIOXUTESNA n cneq npeacrassiHe Ha CriegHUTe LOKYMEHTMH:

- fOCTaBHa (hakTypa — opuriHarn;

- NpUeMo-npeaasaTterieH NPOTOKONM, NOANUCAH OT NPEACTaBUTENN Ha ABETE CTPaHY;

- CEpTUMMKAT 3a Ka4ecTBoO.

7. [Mpnemo-npeaasaTeneH NPOTOKON Ce MoAnMcBa OT MPeACTaBUTENW Ha ABETe CTpaHu
Npu BCsIKa JOCTaBKa.

8. [lpn ponycHaTn OTKMIOHEHMS, (PakTypuTe He Ce u3nnawar A0 OTCTpaHABaHeTO Ha
nponyckuTe.

9. [nallaHeTo Ha aocTaBkaTa ce M3BbpLUBa No 6aHKOB MbT B Bbrapcku nesa.

10.  BB3NNOXKWUTENAT 3annawa ueHata Ha JocTaBkaTa uYpe3 NnaTexHO HapexaaHe no
baHkoBa cmeTka Ha WU3IMBJIHUTENA B cpok He no-kbCHO OT Cpoka npeanoxeH/odepupaH oT
W3Mb/THUTENA B oTkpuTaTa npouenypa, CYMTaHO OT AEHS B KOWTO JocTaBkaTa W (hakTypaTta ca
noctbnunu npu Bb3NIOXWTESA, a uMeHHo ........ OHW crnep feno3vpaHe Ha focTaBHaTa ghakTypa.

1. [MapuyHata unu 6aHkoBa rapaHuust 3a M3MbIHEHMETO Ha JOroBopa, B pasmep Ha 4 %
OT CTOMHOCTTA Ha BCAKAa edHa CaMoCToATeNHO obocobeHa no3vuusl, ce npeaocTaBs OT
WN3MBIHUTEINA npu ckntoysaHeTo my.
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12.  [apaHuusaTa 3a W3NbiHEHWE Ha goroBopa, npegoctaBeHa oT M3IMbJIHUTENA we
CNyxu 3a obesneyaBaHe Ha HeycToiKaTa B Cnyyail Ha BMHOBHO HEW3MbIHEHWE OT CTpaHa Ha
M3nbnHutens.

13.  [apaHuusTa 3a M3nbfHEHWe Ha forosopa, npegoctaBeHa oT W3IMbJIHUTENA we
Bbae ocsobogeHa cnep M3TUYaHe cpoka Ha AoroBopa, 6es fa ce AbnxaT NMXBY 3a BPEMETO Mpe3
koeTo e cTosna npu Bb3NTOXUTENA .

14. [lpn peknamauma Ha noslyyeHaTa JOCTaBKa, HE3aBMCMMO OT TOBa [Janu cblyaTa e
BbpHaTa He3abasHo Ha W3IMBbJIHWTENA unu e octaBeHa Ha OTrOBOPHO NaseHe 3a NpoBepKa, TO
CTOMHOCTTA Ha CbllaTa MOXe Aa bbae 0TKasaHa 40 OTCTPaHsiBaHe Ha HeAoCTaTbLMTE.

FMABAYV. PEKITAMALIUN

1. Peknamauuu 3a SBHU He[OCTaTbLM, BKITIOYUTENHO KONWUYECTBEHWN HECHLOTBETCTBUS, Ce
NpaBAT B MOMeHTa Ha npuemaHeto Ha focrtaskata oT MBIMBJIHWTENA, ypes cbCTaBAHETO Ha
npuemo-npesasatesieH NPOTOKOS, MOANMUCAH OT NPeACTaBUTENN Ha ABETE CTPaHW, NPeaBapuTenHo
YTOUHEHN MEXTY THX.

2. Ilvuata n3BbpLIBALLM NPUEMAHETO W MPEAABAHETO Ce YTOYHABAT MeXdy CTpaHuTe
npv nogasaHe 1 NpUemaHe Ha 3asBkara.

3. CaMo [JOKYMEHTUTE O(OPMEHM OT [BETEe MOCOYEHM fiULa OT CTpaHuTe moraT fa
CNyXart KaTo OCHOBaHWe 3a (hakTypupaHe 1 nnawjaHe Ha AocraskaTa.

4, Peknamauun 3a CKpUTM HepocTaTbUM CTaBa B [BYMECEYEH CPOK OT [ocTaBkaTa.
YCTaHOBSABAHETO Ha HeJoCTaTbLUMTE CTaBa C NOANMCBAHETO HA KOHCTATUBEH MPOTOKOS, OT KOMUCKS,
CbCTOSALLA Ce Hal-Masko OT 3 AyLK, CbCTaBeHa OT NpeaCTaBUTENIN Ha [ABETE CTPaHM.

5. BB3JIOXKUTENA ysepomsBa HesabaBHO YCTHO (Mo TenedgoH) wwmnu nMCMEHo
WU3IMBJIHWTENA npu oTKpuBaHe Ha CKPUTW HeJOCTaTbLUM, KaTO NOCMEAHWS € ONMbXeH BegHara aa
n3npaTu CBOW NpeaCcTaBuTeS 3a y4acTie B KOMUCUATa.

6. Ako V3IMBJITHUTESNA He m3nbnHu 3agb/MKEHWETO CU NO NpeaxoaHaTa Touka, TO ce
cyuta, Ye OE3NPUKOCNOBHO MNpMeEMa KOHCTaTauusaTa OT KOMWUCMATA, CbCTaBeHa CaMo OT
npeacrasuteny Ha Bb3NTOXUTENA.

7. KoHcTaTMpaHWTe  HEKa4yeCTBEHW  NeKapCTBEHW  NPOAYKTM UMM MEeOMLMHCKM
KOHCYMaTMBU, Ce 3aMEHST C KayeCTBEHU TakuBa 3a cmeTka Ha U3IMBJTHWTENA. B Herosa Texect
Cca 1 BCUYKM pPasxoay No KOHCTaTUpaHe Ha HeKkayeCTBEHOCTTa.

8. [lpn KOHCTaTMpaHe Ha [OCTaBEHWTE HEeKa4yeCTBEHU J1EKAPCTBEHW MPOLYKTU W
MEOWLUMHCKM KOHCYMaTWBM, W3BBPLUEHO OT HeyTpariHW ObpXaBHU OpraHu, KOHcTatauuute um ca
3a0bIKUTENTHM 3@ CTpaHuTe. YcTaHOBEeHaTa HekavyecTBeHa [JOCTaBka Ce Bpblla Ha
U3IMBbJIHATENA, kaTo Toit € AnbXeH Aa W3BbpLUM NoAMSHATa C Ka4yecTBeHa TakaBa 3a cobcTBeHa
cMeTka.

FMABA VI. NPABA U 3A0BINKEHUA HA Bb3JNTOXUTENA

1. BB3JIOXKUTENA ce 3agbnxaBa fa 3asBM MUCMEHO WNWM YCTHO KOMMYECTBOTO
NeKapCTBEHN NPOAYKTY UM MEANLMHCKN KOHCYMATMBK, KOMUTO Xenae fa 3aKynu Han-mMasnko B 3-Tpu
[HEBEH CPOK Npeau JocTaBKarta.

2. Mpn HeBbamoxHocT WMIIMMBbJIHWTENNIA pa [poctaBu  3asiBEHOTO  KOMWUYECTBO
NeKapCTBEHN MPOAYKTU U MeauumnHeku koHcymatuem, Bb3JIOXKUTENA cu 3anassa npasoTo fa
[0 OCUTYpU OT ApYrv TbProBLUy.

3. BB3JNNOXKUTENA ce 3agbmkaBa ga npueme 3asiBEHOTO KOMWYECTBO JIEKapCTBEHM
NPOAYKTWN WUIIM MEOMLMHCKN KOHCYMaTUBH.
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4. BBb3JNTOXKUTENA ce 3agbmkasa aa 3annatv Ha U3IMBbIIHATENA cToitHocTTa Ha
[oCTaBKaTa B YrOBOPEHWUTE CPOKOBE.
5. PUCKBLT OT CnyyaiHO MorMBaHe Mnu NOBPEXAaHe Ha [oCTaBkaTa NpemMuHaBa BbpXy
BB3JTOXKUTEINA oT mOMeHTa Ha NpuemMaHeTo UM Ha MACTOTO Ha U3MbIHEHWE Ha A0roBOpa, cneg
NOANMCBAHETO Ha NPMEeMO-NpeaaBaTeneH NPOTOKON.

MABA VII. MPABA U 3AOBIIKEHUA HA U3MBNHUTENA

1. U3IMBJIHWTENA ce 3agbnxaBa Aa AOCTaBK 3asBEHOTO KOMUYECTBO MEOMLMHCKY
KOHCYyMaTMBM B CPOK HE MO-KbCHO OT 72 yaca OT NoAaBaHeTo Ha nucMeHaTa /nucMmo, Tenerpama,
(hakc/ nnm ycTtHata /no TenedoHa/ 3asBka.

2. W3Mb/THUTENA uma npaBo ga nomyyu LeHaTa Ha [oCTaBkaTa B YrOBOPEHWUTE
CpOKoBe.

FMABA VIIl. NMPEKPATABAHE HA JOTOBOPA

1. [lorosopa ce npekparssa C:

- M3TUYaHe CpoKa My Ha JeNCTBuE;

- Npn 06EKTUBHA HEBBL3MOXHOCT 3a U3MbIIHEHWE Ha JOroBOpa Mo NpeaBapuTeNHO 3adafeHnTe
napameTpu;

- Bb3JIOXKUTENAT moxe ga npekpat goroBopa npu HEMOAMWCBAHE Ha AOMbIIHUTESTHO
[BYCTPaHHO NWCMEHO Cropa3yMeHue, Kacaello NpoMsHa Ha LieHUTe Ha nekapcTeaTa no peda Ha
[naBa IV Touka 4 0T HacToALLMSA JOrOBOP

2. BB3NOXKUTENAT moxe ga npekpatu OoroBop 3a 06LIeCTBEHa NOpbYKa, ako B
pesyntat Ha 0BCTOATENCTBA, Bb3HUKHANMW Crieq, CKMYBAHETO MY, HE € B CbCTOSIHWE [a WU3MbIIHM

CBOWTE 3abIIKEeHMS. )
MABA IX. HEYCTOUKH

1.MNpn Hecna3eaHe Ha [OrOBOPEHWTE CPOKOBE, HeusnpaBHaTa CTpaHa Ob/PKM HEyCTOWKa B
pasmep Ha 0,05%-Hyna uano, Hyna neT NpoLeHTa Ha AeH BbpXY CTOMHOCTTA Ha HEU3MbIHEHWETO,
HO He noBeYe OT OCHOBHUS NXBEH NpoLeHT Ha BHB 3a nepnopa Ha 3abasarta.

FMABA X. OBLLW PA3MNOPEOBU

1. 3a HeypegeHuTe B HACTOSLWMA [OrOBOP BBMPOCM Ce npuraraT pasnopeaoute Ha
[eNCTBALLOTO GbIrapcko 3aKoHOAATENCTRO.

2. HepaspaenHa 4acT oT HacToSLLMS [10r0BOP € A0KYMEHTaLKsATa N0 NPOBEXAAHETO Ha OTKpUTA
rnpouedypa 3a BbanaraHe Ha OOLWECTBEHa MOpbYKA, KOSTO OCTaBa 3a CbXpaHeHue mnpw
BB3NOXUTENA.

HacToswua gorosop ce 13paboTi B ABa eaHo0Opasa — Mo eAmnH 3a BcAka CTpaHa.
AOTFOBAPALMN:

BB3JIOXUTEN: U3MBITHUTE:
[Ynpasuten Ha “MBATI-BenuHrpag” / /

EOOL Benwuxrpag ao-p At. Tawes/
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(ITpunoxenue Ne 1)
CIIUCBHK

Ha MEIUIIMHCKUTE KOHcymaTuBu 3a Hyxkaute Ha “MBAJI-Benmunrpan” EOOJl Benunrpan, npenmer Ha
OTKpHUTa MpoIeAypa 3a Bh3JaraHe Ha OOIIECTBEHAa MOpbuka, oOsiBeHa ¢ Pemenune Ha YmpaButens Ha

“MBAJI-Benunrpan” EOO/] Benunrpan

COIl 1 - JTEKAPCTBEHU INPOAYKTHU 3A XEMOIUAJIN3A ITPU MBAJI-BEJIMHI ' PA

Ne | Anaromorep | MexknynapoaHo | JlekapcrBena Mapka Kounyect | Enunuyn
Mo | aneBTHYEH HenarentHo ¢opma BO a 1eHa c
pe | ATC —kox HaumenoBanue(l BKJIIOYCH
| NN) AAC
1 BO3XAO1 | Erytropoetin Sol.inj 2000 IU 1200 spr.
/prefilled 3000 IU 1800 spr.
Alfa/Beta/Darp syringes/ 4000 TU 200 spr.
2 BO3ACO2 | Saccharated Amp. 100 mg 920 amp.
iron oxide 5 mg
3 A11CC04 Calcitriol Caps. 0.25 mcg 11300
caps
4 HO5BXO1 | Cinecalced Tabl. 30 mg/ 2688 tabl/
28 tabl 96 sc.
5 HO5BHO2 | Paricalcitol Caps 1 mcg/ 1400 caps/
28 caps. 50 sc.
6 VO3AEO2 | Sevelamer Tabl. 800 mg/ 4320 tabl/
180t 24 sc.
7 BO1ABO4 | Heparin Na FlL-sol.inj 25 000 1U/ 1560 fl.
5 ml
8 BO1ABO6 | Nadroparin Sol.in;. 95 000aXalU/ml | 312 spr.
0.4 ml.
95 000aXalU/ml | 156 spr.
0.6 mlL

COI1 2 - MEJUIIUHCKHA U3JAEJUSA 3A XEMOIAUAJIU3A ITPU MBAJI-BEJIMHI'PA T

Ne o KOHCYMATUBU MOJEJI KOJIMYECTBO | Eaunnuyna
pen LeHA C
BKJIIOYEH
JJC
1 Huanuzatopu-cunretnunun | 1.7 M 2200 op.
MeMOpaHi 1.8 M° 500 6p.
1.9 M 100 6p.
2 A-V cucremu 4008 3050 k-Ta
/KpBBHU JTMHUM/ Nikkiso 10050 k-ta
3 @uCTyIHU UIIIU 15 G /25 mm/ 1100 x-Ta
16 G/25-30 mm | 3000 k-Ta
4 Hecrepunnu ppkaBunm Pasmep M 7000 yudra
Pasmep L 1000 gudra
CrepusiHu pbKaBULU Pazmep — 7.0 150 undra
7.5 100 yndra




8.0 100 yndra
5 AnuporeHHu Gpuiatpu Diasafe plus 15 6p.
Diasafe 10 6p.
Nikkiso EF-02D | 36 6p.
6 Jle3nH(peKnnoHHNn Puristeril — 10 20 tyou — 101
pa3tBopu Citrosteril — 61 10 Ty6u — 611.
/Citric acid 50 %/
7 Jlunanu3Hu pa3TBopu SW 178 A 1664 6p.
buxapOonaren —
8.4 % 3328 Op.
8 IleHTpanHu BEHO3HH demopasiHu
KareTpu JIBOJIyMEHHU 40 op.
KOronapuu
JTBOJTYMEHHHU 30 6p.
CyOxnaBus
JTBOJTYMEHHHU 10 6p.
demopasiHu
eqHosymennu | 20 Op.
JOTOBAPIJ U N:
BB3JIOKUTEJL: N3ITBJIHUTEJL:

/Ynupasuten Ha “MBAJI-Benunarpan”

EOO/1 Benunrpan n-p At. Tamies/

/



