3A IOCTABKA HA NEKAPCTBEHU MPOAYKTU

.2021 r., Bp. Cothma, mexay:

YMBAN"Lapuya MoaHHa-WCYN"EA/, cbCc cejaivlie WU afpec Ha ynpasfieHWe B rp.
Cogms, paioH ""O6opuwie”, yn. "bsino mope™ Ne 8, Ten. 9432215, dakc 9432180, EVMK 831605806,
npegcrasnsasaHo oT Jliobomup lNeHeB - WM3NbAHUTENEH AMPEKTOP, HapuyaHo Mo-f0/1y 3a KPaTKOCT
~JIEHEBHO 3ABEAEHWE - Bb3/TOXKNTEJ1” oT egHa cTpaHa
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»EKOC MEOUKA” OO/[, cbc cepjanviie n agpec Ha ynpasrneHve rp. Cogms, n.K. 1618, yn.
~ronam bpatan” Ne 8, Ten. 02 4914087, dhakc: 02 4914087, EMK 831029075, npeactaBnsBaHo OT
Enka Mnuesa - ynpasuTesn, Hapu4yaHo no-gosy 3a kpatkocT ,,VM3MNbJIHUTEJ” oT gpyra ctpaHa,

Ha OocHoBaHMe un. 112 oT 3akoHa 3a o6uiecTBeHUTe nopbukn (30U), BLB Bpb3Ka C MpPOBefeH
BbTpeLleH KOHKYpPEeHTeH n36op no PamkKoBo criopasymeHume Ne P1-11-62 ce CK/IKOUYM HacToALIMSA
[lOroBop 3a cnefHoTo:

I. MPEAMET N CPOK HA JOITOBOPA
Un. 1 (1) NTEYEBHO 3ABEAEHWE - BbB3/TOXXWTEN Bb3nara, a N3MbJIHUTENAT ce
3a/lb/1KaBa fla M3BbPLUN JOCTaBKa Ha ClieIHNTE JIEKapCTBEHW NPOAYKTU:

% Y Heobxoam
ATC INN HaunH Ha npunoxeHne 3abenexka Mspka Cratyc M 6poii
MSPKU

icodextrin, sodium
isotonic pasTBop 3a chloride, sodium lactate,

BO5DA . . _ ml Basu 6000000
Solutions  MepUTOHWaNHa AVan3a calcium chloride, |_|_||T;|'Eﬁl-||_|_|I
magnesium chloride
glucose monohydrate,
. sodium chloride, sodium
BO5DB Hypertonic pasTeop 3a lactate, calcium chloride ml Banngen 79600000

Solutions nepuTOHManHa amnanusa . .
P A dihydrate, magnesium

chloride hexahydrate

(2) OoroBopbT BNAM3a B cuia OT gaTtaTa Ha MNOAMMCBaHETO My OT ABETe CTpaHuW U e CbC CPOK A0
31.12.2021 r.
(3) 3a npogykTtac ATC BO5DA porosopsT Bnm3a B cuna ot 03.10.2021 .

Il. LLEH/ N OBLWA CTOMHOCT HA JOCTABKWTE MO 4OTOBOPA
Un. 2. (1) LeHaTa Ha cToKuTe no 4n.l e cbrnacHo LeHoBO npegsoxeHne Ha N3MbJIHNTENA,
HepasfenHa 4acT oT Aorosopa.
(2) LleHaTa BK/IKOYBA CTOMHOCTTA Ha CTOKaTa, OMaKoBKa, 3acTpaxoBka v TpaHcnopT go JIEHEBHOTO
SABEAEHWE - BB3JTOXKWTEJT npn MUHUMaNeH CPOK Ha rofHoCcT He no-kKpatbK oT 40 % oT
0651BEHNA OT NMPON3BOANTESIA 33 JIeKAPCTBEHUTE NMPOAYKTU UMM He No-KpaTbK 0T 20 % oT 06ABeHNs OT
NPon3BOANTENS 3a BUONPOAYKTUTE UM 6MONOLOOHUTE NPOLYKTU. MUHUMANHUAT CPOK Ha ro4HOCT ce
onpefens KoM fjataTa Ha BCAKa J0CTaBKa Ha JIEKaPCTBEH MPOAYKT.
(3) ObuwaTa CTOMHOCT Ha AOCTaBKUTE MO Aorosopa e Ao 442 788,00 neBa 6e3 BkawoveH AAC n ao
531 345,60 neBa c BktoyeH 44C.
(4) LleHaTta no gorosopa e (huKcmpaHa, He NOAMNEXM Ha NMPOMsiHa 3a CpoKa Ha AelicTBME Ha [0rosopa,
OCBeH B cny4vanTe Ha 116 ot 30I1.
(5) B cnyuyaid, 4e npe3 BpemeTO Ha AeACTBUE HA CbOTBETHMS JOr0BOP CTOMHOCTTA, KOSATO CnejBa ja ce
3annawa ¢ ny6MvHn cpeAcTBa Ha /leKapCcTBeHU NPOAYKTN OT MO3UTUBHUA NIeKapCTBEH CMUCHK CTaHe



Nno-HUCKa OT [oroBopeHaTa, J/ie4ebHOTO 3aBefieHMe -  BbL3NOXUTeN 6e3yc/ioBHO  3anjaila
NEeKapCTBEHUTE MPOAYKTU Ha Mo-HUCKaTa CTOMHOCT, CYUTAHO OT:

- jJaraTa Ha BM3aHe B CWa Ha peweHMeTo Ha HauuoHanHWA CbBEeT MO UEHU U
penmobypcupaHe Ha nekapcTeeHnTe npoayKTu ( HCLPAM);

- jarara Ha akTyanmsaumsaTta Ha MNo3snTUBHUA /1eKapCTBEH CNUCHK MO pefa Ha un. 57, an. 1 oT
Hapegbata 3a ycnoBusiTa, npaBunata M peja 3a perynmpaHe W peructTpypaHe Ha UeHUTe Ha
nekapcTBeHUTe npoaykt (HYMPPPLJIM) 3a nekapcTBeHUTE MPOAYKTW C HamasieHa CTOMHOCT 3a
0MakoBKa, M3vncneHa Ha 6asa pethepeHTHa CTOMHOCT.

B cnyyante no npegxofHOTO wu3pedeHWe, CTOMHOCTTA ce onpefend KbM MOMeHTa Ha
JocTaBkara (nofnuceaHe Ha npuemo-npesasaTesieH NpoTOKON).

. YCnoBmna M HAYMH HA NMJ1AWAHE

Un. 3 (1) MnawaHeTo No HacToAWMA JOTOBOP Ce OCbLLECTBABA upe3 6aHKOB MPeBOf OT CTpaHa Ha
JNIEUEBHO 3ABEAEHWE - BBb3/TOXXWTEJ no nocoyeHaTa B 4. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBb/IHUTENA.
(2) 3annawaHeTo Ha CTOKWUTE MO JOroBOpa ce M3BBbPLLBA OT/IOXKEHO B CPOK A0 60 /wectaeceTus/ aeH,
cnef npeactaBaHe Ha cnefHUTe JOKYMEHTH:

1. [OocTtaBHa (haKTypa, CbCTaBeHa CbrnacHo uanckBaHuaTa Ha 344C v MMN344C;

2. TlpuemartenHo-npegasaTe/iHXN NPOTOKONN;
(3) B cnyyaid, Ye rnocoyeHUTe B Y. 3, al. 2 JOKYMEHTWU Ca HEPefOBHU WM HE Ca KOMIJIEKTOBaHW,
cbinTe ce Bpblat Ha N3MNbJIHUTENA ¢ npuemaTtenHo - npegasaTtefieH MpPOTOKO/ 3a U3npassHe
Ha HepefHocTUTe. CPOKBLT MO Y1.3, a1. 2. 3arnoyBa [ja Tede OT JaTara Ha NpeLCTaBaAHeTo Ha noc/efHUs
N3NCKYEM Ce JOKYMEHT.
(4) Mpu akTypupaHe Ha 3adBEHUTE KOMWYECTBA JIeKapCTBEHU MPOAYKTU, MO BCAKA O0TAe/IHA 3asBKa,
LeHaTa Ha OMnakoBKa He cfefBa fa Hafsuwlaea ornpefesieHata B [M0O3UTUBHUA JIeKAPCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHaA CTOMHOCT Ha OMaKOBKa 3a CbOTBETHUSA fIeKapCTBeH MNpoAyKT. B
c/lydali Ha u3uUC/sABaHe Ha CTOMHOCT MO-BMCOKa OT peepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMUA JIEKAPCTBEH MPOAYKT, CTOMHOCTTA Ce HaMasifiBa W 3arnawia 40 CTOMHOCTTa Ha OnakoBKa
onpegeneHa B No3UTUBHUA NleKapPCTBeH CNUCHK- MNpunioxeHne Ne 2.

IV. CPOK HA 4OCTABAHE
Un. 4 (1) NTEYEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJ 3aaBABa HE0O6X0AUMUTE MY KO/INYeCTBa
c nucmeHa 3asBka o W3MB/IHUTENA. 3aaBkata ce BpbyBa /INYHO CpeLwy nognuc Ha
N3MBITHNTENA vnn ynb/IHOMOLLEHO OT Hero nuvue wuam ce uvanpawia ¢ npenopbyaHo MMcMo C
obpaTHa pasnucka, rno akc UK rno efIeKTPOHeH MbT.
(2) Bcaka oTfenHa pocTaBKa, cfnefBa fa 0bje [OoCTaBeHa B CPOK [0 7 Ka/leHZapHW [HU chef
nosiyyaBaHe Ha 3aaBkarta oT JIEHEBHOTO 3ABEOEHUWE - BB3/TOXKWTEJ] 1 3a KonndectsaTta u
OnakoBKMTe (CbOO6PasHO KOHKPETHUTE JIEKApCTBEHWM MNPOAYKTW, MOCOYEHN B TEXHUYECKOTO
NpesioXeHWe Ha W3MbHWUTENS), TOYHO ONpejefieHN B 3asBKaTa. B cnydyait, 4e ce npaBu Mbpea
JocTaBKa 0T AgajeHa napTuaa Ha NleKapcTBeH NPOAYKT, ce npeactaBa CepTuduKaT 3a 0cBOOOXKjaBaHe
Ha napTugarta, u3gageH oT KBanupuumpaHo nuue no 3J/IMXM Ha eneKTPOHEeH HOCUTeN WA Mo
e/IeKTPOHEH MbT Ha e/IeKTPOHHATA MoLLa, NnocoveHa KaTo afpec 3a KOPEeCnoHAeHUUS, NPUAPYXKEH C
npeBof Ha 6bArapckn esnk oT upma, CKa4Yuia LOrosop ¢ MMHUCTEPCTBO Ha BbHLUHUTE paboTu 3a
N3BbpLLBaHE Ha ouLManHn npesoan. N36poeHnTe LJOKYMEHTU Ce NPeACTaBAT B CbOTBETHOTO 3BEHO,
onpefenieHO OT /1le4ebHOTO 3aBefeHMe - Bb3OXKUTEN. [Mpu crefBawiyM JOCTaBKM Ha /1IeKapCTBEHU
NPOLYKTU OT CblLiaTa NapTmaa, CePTUMPUKATBLT He ce MNpeacTass.
(3) B cnyyain Ha HeobxogMmocT OT cnewHa poctaBka, JIEUEBHOTO 3ABEAEHWE -
BBH3/TOXKUTEJT nocouBa M3pUYHO B 3asBKaTa, 4Ye € HeobxoAumo fa 6bje M3BbPLUEHA ChnewlHa
JjocTaBka. B To3n cnyuyald, focTaBkata cregBa fa 6bje u3BbplleHa [0 6 yaca OT nosiydaBaHe Ha
3afABKaTa M 3a KO/MYecTBara M OMakoBKUTE (CbOOPA3sHO KOHKPETHUTE Jf1eKapCTBEHW MPOAYKTY,
NOCOYEHN B TEXHUYECKOTO MPeL/IoKeHNe Ha U3Mb/IHUTENSA), TOUHO OMpefesieHn B 3asBKaTa.
(4) N3NBNMHUTENAT ce 3agb/mkaBa, B CPoK A0 1 paboTeH AeH, B ciiyvauTe Mo an. 2 n B CPOK o 1
yac, B c/lydauTe Ha a. 3, cfief nosiydaBaHeTO Ha BCAKa 3asBKa [a YBeAOMW MUCMEHO WM Mo (hakc
JNNEUEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ B cyyaid ye He MOXKe a M3BbPLUN J0CTaBKa unm



B C/lyyald, 4Ye He MOXe fJa Crasu CpPOKbT 3a M3BbPLUBaHe Ha [oCTaBKaTta, MpeAMeT Ha KOHKpeTHaTta
3asBKa.

(5) KbMm paTtata Ha BCAKa A0CTaBKa, OCTATbYHUAT CPOK Ha FOAHOCT Ha JIeKapCTBEHUTe MPOLYKTW,
cnegBa fa 6bae He no-mManbK oT 40 % /yeTnpugeceT Ha CTO/ OT 06ABEHUSA OT NPOUN3BOAUTENS.

(6) Kbm patata Ha BCAKa A0OCTaBKa OCTaTbYHUAT CPOK Ha FOAHOCT Ha 6MoNpoayKT wmam 6uonogobeH
NPOAYKT, creABa fa 6bae He no-manbk oT 20 % /aBajeceT Ha CTo/ OT 065BEHUS OT NPOU3BOAUTENS.
(7) 3a konunuecTBa [OCTaBeHW M3BBLH 3asBKaTta no un. 4, anl, JTEUEBHOTO 3ABEJEHWE -
BB3/TOXXWNTEJT HAMa 3a4b/DKeHNe 3a naLlaHe.

(8) B cnyvaute no un. 10, an. 7 oT forosopa, CPOKLT MO an. 2 1 3 3anoysa ga Teye OT jarara Ha
NUCMEHOTO cbrnacve Ha JIEUEBHOTO 3ABEOEHWE - Bb3J/TOXKWNTEN.

V. MACTO HA JOCTABAHE
Un. 5. (1) 3a MACTO Ha focTaBAHe Ha CTOKWUTE Mo TO3W A0OroBop ce onpegens crieaHua agpec: Cogus,
yn. ,,bano mope” Ne 8, YMBAI ,,Llapuua NoaHHa-UCYN” EAL - oTgen ,,bonHnyHa anTeka”
(2) PuUCKbBT OT C/lyyaiHOTO NOrMBaHe UM MOBpeXaaHe Ha CTOKUTEe npeMunHaBa Bbpxy JIEUEBHOTO
SABEAEHWE - BBb3/IOXXWTEJT oT MOMeHTa Ha MNpUeMaHeTo MM Ha MACTOTO Ha [JOCTaBfHe C
npuemartenHo-rnpesaBaTesieH NPOTOKO.

VI. AATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a gata Ha [oCTaBsAHe Ce cuuTa fjaTara, Ha KOATO CTOKWUTE ca JoCTaBeHW [0 ajpeca Noco4veH B
yn. 5, an. 1, npu ycnosudaTa Ha un. 9, an. 2.

VII.3AAB/DKEHNA HA N3N BJTHUTENA
Un. 7. USMBNTHNTENAT ce 3agb/mkasa:
1 [a poctaBu CTOKUTE B [Or0BOPeHUs CPOK u ga ru npegage Ha JIEHEBHOTO 3ABEAEHWE -
BBb3/TOXXUTEN.
2. Ja npepafe CTOKUTEe, NakeTUpaHW N MapkKuMpaHu B CbOTBETHUA BU[, KO/IMYECTBO M KayecTBO Ha
MSACTOTO Ha JOCTaBsHe.
3. Ipwn nognnceaHeTo Ha JOroBopa fa npeicTaBu:
a) JOKYMeHTW no yn. 112, an. 1 ot 30r1.
0) rapaHumMsa 3a U3Nb/HeHWe, B efHa OT hopMuTe, onpegeneHn B un. 111, an. 5 ot 30TI1, ¢bC CPOK Ha
BaNMAHOCT 60 fHW cnef u3TM4YaHe CPOKa Ha JOroBopa, KOSATO ce 0CBO60XAaBa B CPOK A0 60 AHM crief
N3Nb/IHEHME Ha forosopa. B cnyyaid, Yye BaNMAHOCTTa Ha rapaHuusaTa u3Tnya npean gorosopa fa 6buae
n3nbvnHeH, N3MbJTHUTENAT ce 3agb/mkaBa fa YAB/KU CpOKa Ha Ba/IMAHOCT Ha rapaHumsaTa c
TOMIKOBA [HW, Taka 4e rapaHuuaTa ga nokprsea o4akKBaHWA CPOK 3a U3MbJ/IHEHWE Ha Jorosopa nsatc 60
OHW. [apaHuusaTa e B pa3mep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 AAC u Bb3/n3a Ha
13 283,64 neBa.
(4) Oa poctaBsA neKapCTBeHW TMPOAYKTW, KOUTO OTroBapAT Ha WU3UCKBaHMATA Ha 3akoHa 3a
JIEKapCTBEHMTE MPOAYKTM B XymaHHaTa MeguumnHa (3/1IMXM) - fa nputexasaTr Ba/IMAHO pa3peLLeHue
3a ynotpeba B cTpaHaTa, nsgageHo no pega Ha 3/IMXM wnn PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeickma napnameHT n Cbeeta /un. 23, an.l Ha 3/1TMXM/.
(5) Oa poctaBa fleKapCTBEHW MPOAYKTWU, KOUTO ca BK/IKOYeHU B lMpunoxeHne Ne 2 Ha [M03UTUBHUA
NleKapCTBeH CMUCHK.
(6) B cny4ait, ye ce npasBu NbpBa fOCTaBKa Mo jafeHa napTuia Ha /leKapcTBeH NPOoJyKT, Aa NpeacTass
CepTuukaT 3a ocBo60XAaBaHe Ha MapTugara, u3gageH oT KBampuumpaHo navue no 3J/IMXM Ha
eNeKTPOHEH HOCUTEN WM MO efleKTPOHEeH MbT Ha efleKTPOHHaTa nolla, rnocoyeHa KaTto afgpec 3a
KOPEeCNOHAeHUNSA, MNPUAPYXKEH C NpeBoj Ha ObArapckm esvk oT (upma, CKluuna [orosop c
MWHUCTEPCTBO Ha BbHLUHMTE paboTh 3a U3BbPLLBAHE Ha OhMLMaNIHN NPEBOAN.

VIII. SAAB/DKEHNA HA JIEHEBHOTO 3ABEAEHWE - BBb3JTOXKUTEJ
Un. 8. TEHEBHOTO 3ABEAEHWE - BBb3J/TOXXUTEJ] ce 3agb/mxasa:
1. [a npveme JOCTaBEHUTE B CPOK U Ha MACTO CTOKMW, CbOTBETCTBALLN MO BUJ, KOJIMYECTBO U KA4eCcTBO
Ha ONMCaHOTO B HACTOALLMSA A0r0BOP.
2. [la 3annatu goctaBeHUTE CTOKM MO pefa Ha 4/l 3 OT HACTOALMA 40roBop.



3. Cnef NpuK/UBaHe M3Mb/IHEHWETO Ha I0FOBOpPa Aa 0CBO60AM rapaHuMsaTa 3a U3Nb/IHeHue, 6e3 aa
[B/DKU NINXBU 3a CPOKA, NPe3 KOMTO cpeAcTBaTa 3aKOHHO Ca MPECTOANN Y HEro.

IX. MPMEMAHE N MPEOABAHE HA CTOKUTE
Un. 9. (1) NMpuemaHeTo Ha CTOKUTE Ce N3BBPLLUBA HA MACTOTO Ha AOCTaBAHe MOCOYEHO B Un. 5, an. 1.
(2) V3NBIHWTENAT wm ynb/HOMOWEH OT Hero npeacTaBuTeNl W MNPecTaBuTeNl  Ha
NEYEBHOTO 3ABEAEHWVE - Bb3/IOXKWTEJ/l nognuceaT npuemaTesiHO-NpesasartesieH
NPOTOKO/, YAOCTOBEPSABALL, M0ONyYaBaHETO Ha CTOKMUTE.

X. KAYECTBO, TAPAHUMN N CPOK HATOAOHOCT

Un. 10. (1) CTokuTe, NpesMeT Ha HacTOALWMA JOrOBOpP, CfefBa fa O0TroBapsaT Ha U3MCKBaAHUATA Ha Yl.
7,an. 4 ub.
(2) Kbm gaTaTa Ha focTaBKarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha SIeKapCTBEHUTe MPOAYKTU, crefBa
fa 6bae He no-mManbk 0T 40 % /yeTpuaeceT Ha cTo/ OT 06SABEHNSA OT MPOU3BOANTENS.
(3) B cnyyait Ha focTaBKa Ha /leKapCTBEHUSA MPOAYKT C N0 - KPaTbK OT AOr0BOPEHUSA CPOK Ha rOAHOCT,
Ob/KuMaTta HeycTolKa fa 6be NpoMeHeHa, KaKTo criefga:

0T 39,99% no 30% - 3 % BbpXy CTOMHOCTTA Ha AOCTaBKaTa;

0T 29,99% pno 20% - 5 % BbpXy CTOMHOCTTA Ha AOCTaBKaTa;

oT 19,99% no 10% - 7 % BbpXYy CTOMHOCTTA Ha 0CTaBKaTa,

nog 10% - 10 % BBbpXY CTOMHOCTTA Ha foCcTaBKarTa.
(4) OcTaTbYHMAT CPOK Ha rogHOCT Ha 6MonpoayKT /6nonofobeH NpoayKT, credsa fa 6bae He Mo-
ManbK 0T 20 %/gBajfeceT Ha CTO/ OT 065IBEHUSA OT NPOU3BOAUTENA KbM AaTaTa Ha BCAKa JocTaBKa.
(5) B cnyyaii Ha gocTaBKa Ha 6uonpoayKT/6monogobeH NPoAYKT € MO - KPaTbK OT AOrOBOPEHUSA CPOK
Ha rogHoCT, Ab/DKMMATa HeyCTOMKa e KakTo crefBa:

ot 19,99% po 10% - 2 % BbpXy CTOMHOCTTA Ha A0CTaBKaTa;

o1 9,99% a0 5 % - 4 % BbpPXY CTOMHOCTTA Ha JOCTaBKaTa,;

nop 5% - 6 % BbpXy CTOMHOCTTA Ha 0CTaBKaTa.
(6) TEHEBHOTO 3ABEAEHWVE - BBb3/TOXXUNTEJT Moxe aa 0TKaXe NMpueMaHeTO Ha CTOKWUTE,
aKo B [IeHA Ha TAXHOTO MPUCTUraHe WAV NpuemaHe OCTaTbYHWUSA CPOK Ha rOLHOCT € MO - Ma/TbK OT
onpegeneHua B yn. 10, an. 2. v an. 4 MUHUMasIEH CPOK Ha rO4HOCT.
(7) AocTtaBKaTa Ha NleKapCTBEH MPOAYKT C OCTaTbyeH CPOK Ha rofHOCT no-MasibkK oT 10 Ha cTo OT
00651BEHNSA OT NPOM3BOANTENSA U Ha 6MONPOAYKT/6MONOL06EH MPOAYKT C OCTaTbyeH CPOK Ha rofHoCT
Mo-mMasilbK OT 5 Ha CTO OT 0065iBEHMSA OT MPOM3BOAMTENS Ce M3BBLPLLUBA CaMO C MUCMEHO Cbr/lacve Ha
NNEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJ] 3a KOHKPeTHO KOJINYECTBO, OMNpPeesieHo OT Hero.
Be3 n3pnyHo nucmeHo cvrnacve Ha JIEHEBEHOTO 3ABEAJEHWE - BBb3/TOXKUWTES cTokute
HAMa Ja 6baaT 3an/allaHn.
(8) NckaHeTo 3a NMCMEHO cbrlacue, B c/yydauTe Ha an. 7, cnegea ga noctenn B JIEUEBEHOTO
SABEAEHWE - Bb3/TOXXWNTEJ B cpok Ao 1 (eanH) paboTeH LeH OT nosiydyaBaHe Ha 3asBKara.
(9) B cnyyanTe Ha cnewHn OCTaBKM NOCOYeHUTE B an. 3 U a/l. 5 HeYCTOMKN He ce npwuiarar.

XI. OTroBOPHOCT 3A HETOYHO M3MNbJIHEHVE. PEKITAMALUWMI
Un. 11. (1) NJEYEBHOTO 3ABEAEHWE - BB3TOXXWTEN moxe fa npeassaBa peknamauum
npeg N3MNbJIHUTENA 3a:
a) KO/IMYECTBO W HEKOMIJIEKTHOCT Ha CTOKWUTE UMM TEXHMYECKATA JOKYMEHTaUmMsa (ABHN HefoCTaTbLN);
6) Ka4ecTBO (CKPMUTW HeaoCTaTbLN):
- NPV JOCTaBsAHE Ha CTOKWU He OT JOroBOPEHUSA BUA, NMOCOYEH B unl. 1;
- NPV KOHCTaTMpaHe Ha fedheKTn npu ynotpeba Ha CTOKUTE.
(2) Peknamaumn 3a ABHW HejocTaTbUM Ha CTOKUTe ce npasAT oT JIEUEBHOTO 3ABEAEHUE -
BBb3/TOXKWNTEJ], B MOMEHTa Ha NpefaBaHeTO MM, 3a KOETO Ce CbCTaBsA MPOTOKOJ, MOAMUCaH U OT
[IBETE CTpaHu.
(3) Peknamaumn 3a CKpPUTK HefoCTaTbLM Ce MpaBAT MNpe3 Lennsa CPOK Ha rogHOCT Ha JOCTaBeHUTe
CTOKW, KaTo peknamauusaTa ce npuapyxaba 3agb/DKUTENIHO OT KOHCTaTMBEH MPOTOKOJ, U3jafeH oT
M3nbiHuTenHaTa areHUMs 3a iekapcreara.
(4) NEYEBHOTO 3ABEOEHWVE - BB3/TOXWMTE/T e ANbXHO fa YyBeAOMM MUCMEHO
N3MBbJ/THNTEJIA 3a ycTaHOBeHUTe fehekTn B 5 (NeT) JHEBEH CPOK OT KOHCTATUPaHETO UM.



(5) B peknamanumunTe ce noco4ysa HOMepPbT Ha [0roBopa, TOYHOTO KOJIMYECTBO Ha MOJIyYeHUTe CTOKN C
TexXHUA napTuieH HOMep, OCHOBAHWETO 3a pek/amauna U KOHKPETHOTO uckaHe Ha JIEUEBEHOTO
SABEJEHWVE - Bb3NOXWNTE.

(6) B 5 (net) gHeBeH CpPOK OT nofny4vyaBaHe Ha peknamauusta, N3MbJIHUTENAT cneasa paa
otroeopn Ha JIEHEBHOTO 3ABEAEHWE - BbB3/TIOXKWTEJ1T nucMeHO M KOHKPETHO Aain
npuema peknamauuaTa uin s 0TXBbP/IA.

(7) Mpwn peknamaumsa 3a siBHU HegocTaTbun N3MB/THUTENAT e anbXKeH B CPOK OT 2 paboTHU AHM
OT MoJslydaBaHe Ha peknamaumATa 3a CBOA CMETKa W PUCK Aa [0CTaBW Ha MACTOTO Ha AoCTaBsHe
KO/IMYEeCTBOTO /INMNCBALLM B AoCTaBKaTa / HEKOMI/IEKTHM JOrOBOPEHU CTOKM.

(8) Mpu peknamauua 3a CKpUTKM HepocTatbum, B cnyyar 4ve WMIMNBAHUTENAT e npuen
peknamauuaTa, CblMAT e AnbXeH B 10 (4eceT) gHeBeH CPOK OT Mo/siydyaBaHeTO W fJa 3aMeHu
[OCTaBeHUTe HeAOoroBOpeHW Mo Bug / Aed)eKTHM CTOKM 3a CBOSAA CMeTKa M PUCK WX MO NpeueHKa Ha
NEYEBEHOTO 3ABEAEHWVE - BDB3J/IOXKWTEJ1 ga BbpHe CbOTBETHATA 4acT OT 3ansareHara
LeHa, BeHO C Ab/DKUMUTE NINXBU.

(9) N360pbT Ha MOCOYEHUTE MO-TrOpe Bb3MOXHOCTU [a Ce BbpHE CbOTBETHATA YaCT OT MIATEHOTO UK
[la ce JOCTaBAT HOBU CTOKM npuHagiexn Ha IEHEBHOTO 3ABEOEHWE - BB3/TOXKWUTEN u ce
ynpaXkHaBa 0T Hero nof gopmara Ha NMcMeHo yBefomneHue 1o M3MbIHUTENA, kaTo pasxoguTe
W pUCKoBeTe Mo HOBOTO AocTaBsiHe ca 3a cMeTka Ha M3MbJIHUNTEJA.

(10) CrokunTe, npeameT Ha peknamaumsi ce cbxpaHseatr oT JIEHUHEBHOTO 3ABEAEHWE -
BB3/TOXKWNTE/ o ypexaaHe Ha peknaMaunuTe.

XIl. OTTOBOPHOCT MNP HEN3MNBJIHEHWNE
Un. 12. (1) 3a Hem3Nb/IHEHWE Ha 3a4b/HKEHUATA CU MO HACTOALLMA JOr0BOP C U3K/IKOYEHME Ha Te3N Mo
yn. 10, an. 2 un an. 4, USMNBNHUTENAT gbmku HeycToiika B pasMep Ha 0.5 % Ha feH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBka, HO He nose4de oT 10 % (geceT MpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KaKTo W o6e3llieTeHMe 3a NpeTbprieHUTe AeWCTBUTE/IHW Bpeau B cly4vauTe,
KOraTo Te HaAXBbpPAAT [OroBopeHata HeycTolka. B cnyyamte no yn. 4, an. 3, nocoyeHata B
NpeaxoA4HOTO M3peyeHMe HeyCToMKa B pasmep Ha 0.5 % ce HaumcnsABa 3a BCEKM Yac NPOCpoYme, HO He
noseye oT 10 % (geceT NpoueHTa) OT CTOMHOCTTA HAa KOHKPeTHaTa 3asBKa, KakTo 1 06e3LeTeHne 3a
NpeTbpreHnTe 4eNCTBUTE/THU BPeU B C/lyvanTe, KoraTo Te HagXBbpaAT fOroBopeHaTa HeyCcTonKa.
(2) Korato npn Hanuuue Ha peknamaumn, W3MBTHUTENIAT He v3Nb/HU 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToAWMSA [0roBop B CPOK, CbWMAT gb/mkm Ha JIEUEBHOTO 3ABEAEHWE-
BBH3/TOXKUTEJT HeycTolika B pasmep Ha 2 % OT LeHaTa Ha CTOKWUTe, 3a KOMTO ca HarpaseHu
peknamauuuTe.
(3) NEHEBHOTO 3ABELEHWE - BbB3JTOXKWUTEJ ypoenetsopsiBa MpeTeHLUUTE CU OTHOCHO
HeM3Nb/IHEHMETO Ha [0roBopa, KakTo W 3a 3anjawaHe Ha HeycTOMKWTe OT CcTpaHa Ha
N3MBNHUNTENA kaTo 3aabprka rapaHumusaTa 3a n3nb/aHeHWe no yn. 7, an. 3, 6ykea “6” 0T 4oroesopa,
KaTo npegnpuema [AeicTBUS 3a HEWHOTO ycBOsiBaHe. B cnyyaid, 4ye CTOMHOCTTa Ha rapaHumsita 3a
N3Mb/IHEHME He MoKpMBa BCUYKM Ab/kuMu 0T U3MBAHWUTENA HeycToiikn, JIEHEBHOTO
SABEAEHUWE - BDB3/TOXKWTEJ/T npuxsawia Ab/DKUMUTE CYyMU OT HaCpeLlHU naaHns KbM
N3MNBNIHUNTENA.
(4) Mpwn Tpn NbTN BUHOBHA 3a6aBa Ha N3MbJTHNTENA, npogb/hkmina ¢ nosedve oT MnosioBUHaTa oT
CpOKa 3a W3MNbJIHEHWE HA CLOTBETHOTO 33fb/DKEHWE, B pamkuTe Ha Tpy meceua JIEHEBHOTO
SABEAEHWE - BDB3/TOXKUTEJT nma npaBo ga npekpatyv [orosopa efHoOCTPaHHO ¢ 15-AHeBHO
npeav3BecTue.
(5) TEYEBHOTO 3ABEOAEHWVE - BBb3/TOXXWNTE/] nma npaBo ga npekpaty eJHOCTPaHHO 1 6e3
npean3BecTMe HaCTOALMA 4OroBOP B C/lyvai Ha CUCTEMHO HETOYHO M3MNbJ/IHEHME Ha 3afb/DKEHMATA OT
N3MBNHNTENSA v npegdAseHn nosede OT TpWU peknamaumn B paMKUTe Ha Tpu Meceua oOT
JTEHEBHOTO 3ABEAEHWE - Bb3J/IOXKWTEJ] no pega Ha rnasa XI.
(6) B cnyyaii, ye no oTHoweHne Ha M3MB/THUTENA HacTbnAT obcToATeNCTBATA MO Y. 54, an. 1,
M un. 55, an 1 0T 3akoHa 3a obuiecTBeHUTe nopvukn, JIEUEBHOTO 3ABELEHWE-
BBb3/TOXKNTE/T uma npaBo fga npeKpaTy eAHOCTPAHHO HaCTOALMSA A0roBop, 6e3 MMUCMEHO
npeansBecTre N 6e3 aa Ab/HKN HEYCTOMKMN.



X1, POPCMAXOPHWM OBCTOATENICTBA
Un. 13 (1) CtpaHnTe N0 HacTOALWMA LOMOBOP He Ab/pKaT 06e3leTeHMe 3a NOHECEHW Bpeaun u 3aryou,
aKo NocnegHnTe ca NPUUYMHEHN B pe3y/iTaT Ha Hernpeojoinma cuna.
(2) AKo cTpaHaTa, KOATO e cnefBasio fa U3Mb/HM CBOe 3a4b/HKEHWE MO Jorosopa e 6una B 3abaBa, T4
He MOXe Ja Ce ro3oBaBa Ha HenpeoLoIMMa cuna.
(3) “Henpeogonuma cuna” rno cMmMcb/ia Ha TO3M [AOroBOp € HenpeaBUAEHO U/MNKU HenpesoTBpPaTUMO
CbOMTUNE OT U3BBHPELEH XapaKTep, Bb3HMKHA/IO C/1ef, CK/IH0UBAHETO Ha [Orosopa.
(4) CrtpaHaTa, 3acerHata OT HenpeofonMMa cuna, € AJIbXHa fJa npefnpuvemMe BCUUKW [eiACTBUA e
rpvxara Ha [00bp CTOMaHWH, 3a Aa HaMan 0 MUHUMYM MOHECEHUTE BPEAWN U 3arybm, Kakto v ga
yBeAoMU MUCMEHO Apyrarta cTpaHa B 7-4HEeBeH CPOK OT HacTbMBaHETO Ha HernpeogonmnmMarta cuna. MNMpu
HeyBeOMSBaHe B MOCOYEHUS B TMPELXOAHOTO W3pPeYeHWe CPOK Ce Ab/DKU  06e3leTeHne 3a
HacTeLNUIMTe OT TOBa Bpeau. Henpeogonumarta cuna ce AokKasBa OT 3acerHarara CTpaHa CbC
cepTUdUKaT 3a (hopcMaxop, M3fafeH Mo CbOTBETHUA pef OT KOMMETEHTHUSA OpraH B AbpXasaTa, B
KOSITO Ca HacCTbMWIM POPCMaKOPHUTE 06CTOATE/NCTBA.
(5) OokaTto Tpae Henpeojonumarta cuna, M3NbAHEHWETO Ha 3a4b/DKEHMATA U CBbpP3aHUTE C TAX
HaCpeLLHW 3a4b/HKEHUA ce cnupa.
(6) He npeactaBnsBa ‘“Henpeogonnma cuia” CcbbuUTMe, MPUYUUHEHO MO HEOPEeXHOCT WUAN 4pes
YMULLNEHO [eCTBUE Ha HAKOA OT CTPaHWUTE WU TeXHU NPeACcTaBuTeNn U/WAn CRY>XUTeNN, KakTo U
HegocTMra Ha napuydHu cpeactea Ha WM3MNBbJAHWUTEAA w JIEHEBHOTO 3ABEAEHWE -
BBH3TOXXUTE.

XIV. CrNOPOBE

Un.14. (1) Bb3HUKHaIMTe Nnpe3 BpeMeTpaeHeTo Ha JOroBopa CropoBe M pasHoriacus Mexay cTpaHuTe
Ce pewlaBaT uype3 MpPeroBopu Mexpay TAx. [locTurHatuTe [OTOBOPEHOCTM Ce O(hOPMAT B MUCMeEHa
(hopma 1 ce NMpeBpPbLLUAT B HEpa3fesiHa yacT OT Lorosopa.

(2) B cnyyaii Ha HenocTuUraHe Ha LOroBOPEHOCT MO MPeAXOAHUA YfleH, BCUYKM CrOPOBe, NOpoAeHN OT
TO3W JOr0BOP WM OTHACALLW Ce [0 HEero, BK/IOYMUTENIHO COPOBeTe, NOPOAEHM OT UM OTHACSLLN ce [0
HeroBoTO Tb/IKyBaHe, HeleMCTBUTENIHOCT, HEM3Mb/IHEHME WU MpeKpaTsBaHe Lie 6baaT paspeLlaBaHut
criopef, 6bNrapckMUTe MaTepuasiHA N NPOLECyasiH 3aKOHWM 0T KOMMNETEHTHUA Cbj Mo peja Ha MMK.

XV. CbOBWEHWA
Un. 15. (1) BCcMUKM CbOOLLLEHUA MeXAy CTpaHUTe, CBbp3aHW e U3MbIHEHMEeTO Ha TO3U [OroBop ca

Ba/IMAHW, aKo ca HanpasBeHW B NUCMeHa (opma 1 ca NoAnucaHn oT YMbJHOMOLLEHUTE NpeAcTaBUTeNn
Ha U3MBJ/THUTENA nam TEYEBHOTO 3ABEAEHWE - BBb3/TOXXUTEN.
(2) 3apaTa Ha CbOob6LLEHMETO Ce cMATa:

) JataTa Ha npefaBaHeTo - NPV PbYHO NpefaBaHe Ha CbOOLLEHNETO;
L) AataTa Ha NoLeHCKOTO K/eliMo Ha obpaTHaTa pasnucka - npuv manpatlaHe no nowara;
6 JaTaTa Ha NPUemMaHeTo - Mpu n3npawaHe no gakc nnm e-mail.

(3) 3a BaiMgHW agpecy 3a MprvemMaHe Ha CboOLeHMS M 6aHKOBM CMETKWM, CBbP3aHW C HacToALMA
[OroBOp ce cMATaT:

3A N3NBJTHUTENA:

agpec: rp.Cotpua- yn.,,flonam BpataH” Ne 8, Ten. 02 4914087, dakc: 02 4914087, e-mail:
ecosmedica@ecosmedica.com, 6aHKoBa CMeTKa, mnocoyeHa oT W3MNBAHUTENA: BIC koa:
UNCRBGSFIBAN: BG27UNCR70001509161183

3SA JIEUEBEHOTO 3ABEAEHWME- Bb3/TOXKUTEN:

rp. Codma, yn. ,,bsno mope” Ne 8, otaen ,,bonHu4YHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpu NpomsHa Ha nocodeHns no an. 3 agpec uavM 6aHKOBa CMETKa CbOTBETHATa CTpaHa e A/bXHa
[a yBefOMW gpyrata B TPUAHEBEH CPOK OT MpoMsHaTa.

XVI. APYT YC/TOBUHA
Un. 16. (1) MNpaBata ¥ 3agb/HKeHUATa MO HACTOAWMSA [OroOBOP He Morat fja ce NpexBbpndar
eHOCTPaHHO Ha TPeTW nMua M NoJo6HM akToBe He nopaxpaT NpPaBHO [eicTBMe 6e3 MUCMEHOTO
cbr/lacue Ha fpyrarta CTpaHa, OCBEH B C/lydauTe Ha obesrneyaBaHe (rapaHTUpaHe) Ha 3afb/DKEHUS MO
6aHKOBM KpeauTu.
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(20 3a HeypefeHUTe BBLNPOCUM B HACTOSILMA [OrOBOP Ce npuiara [AeicTBalloTo GbArapcko
3aKOHOJATeNCTBO.

XVIL. NMOAN3MTBNHWNTENWN - HenpunoXxumo
(MpUNO>KUMO camo B c/lydanTe, B KOMTO M36paHns 3a U3NbAHUTEN yHacTHUK € NMOCoYn, Ye Lie
non3sa NoAV3NbAHUTENN, MPU CKIOYBAHE HA PAMKOBOTO CNopasyMeHue)
Un. 17. (1) NOAN3MBNHUNTENINTE Tpabtea ga oTroBapsaT Ha CbOTBETHUTE KpUTepUKU 3a nogoop
cbobpa3Ho BUAa 1 fena oT NnopbyKarta, KOMTO Le U3Mb/HABAT, U 3a TSX Ja He ca Ha/lvLe OCHOBaHUSA 3a
OTCTpaHABaHe OT npoueaypara.
(2) NEYEBHOTO 3ABEOJEHWE - BBb3J/TIOXXWUTEJ] nsuckea 3amsaHa Ha MOAN3Mb/IHUNTEN,
KOWTO He 0TroBaps Ha ycnosuaTa no an.l.
(3) Korato yacTTa OT nopbukaTa, KoATO ce u3nbaHsaBa oT MOAN3MB/IHUTE, moxe fa 6bae
npegajeHa Kato otgeneH 06ekt Ha N3MNBbJIHUTENA wanm va NTEYEBHOTO 3ABEAEHWE -
BBb3/TOXKXWTEJ], nocnegHna 3annawla Bb3HarpaxgeHue 3a tasm yact Ha MOAN3MNBb/IHUTEA.
(4) PasnnawaHusaTa No an. 3 Cce OCblUecTBABAT Bb3 0OCHOBA Ha WCKaHe, OTMNpPaBeHO OT
nogn3Nb/AHNTENA po JIEUEBHOTO 3ABEAEHUWE - BbBb3JIOXKWTEJT  upes
N3MNBNHWUTENA, KONTO € AAbXEH fJa ro npefoctaByM Ha Bb3IOKMTENA B 15-AHEBEH CPOK OT
noslyyaBaHeTO My.
(5) KbMm mckaHeto no an. 3 USMbJTHNTEJTAT npefoctaBa cTaHOBULLLE, OT KOETO fa € BUAHO Jan
ocrnopBa nnaaHnATa UM 4acT OT TAX KaTo HEAB/IHKUMN.
(6) NEHEBHOTO 3ABEAEHWE - BB3/TOXKWMTEJT Mma npaBo Aa OTKaxe nnawiaHe no an. 3,
KOrato MCKaHeTO 3a M/ialliaHe e OCMopeHo, 40 MOMeHTa Ha OTCTpaHABaHe Ha NpuyMHaTa 3a oTKasa.
(7) HesaBucumo ot um3nonssaHeto Ha MOAU3IMB/IHUATESIA OTroBopHOCTTA 3a U3Mb/IHEHWE Ha
porosopa e Ha N3MNBbJTHUATENA.

XVII. 3AKTHOYUNTENHW PA3MOPEABU
Un. 18. (1) MNMpu cbCTaBAHETO Ha HACTOALLMA JOTOBOP Ce NpeAcTaBmxa CrefHNTEe JOKYMEHTN:
S JokymeHTun no yun. 112 ot 30[7,

S Jeknapauus no un. 55, an. 6 ot 3/IMXM (KoraTto e npuIoXKMmo);
S [MapaHuunA 3a N3NbAHEHNE;
N TexHuyecko 1 LieHOBO npeanoxeHne, HepasfesiHa yacT OT 4oroBopa,;

(2) HacToawmaT goroBop ce CbCTaBu B TPU €4HO06PA3HM eK3eMMnasipa Ha 6b/Irapcku e3nK - euH 3a
N3MBNTHNTENA v gea 3a IEUEBHOTO 3ABEAEHWE - Bb3/TOXXWUTE.

SanndyeHa
uHpOpManus

3annueHa
MHpOpMAaLUs

Saymmuena nHdopmaus



UserX
Textbox
Заличена информация

UserX
Textbox
Заличена информация

UserX
Textbox
Заличена информация


MNpepnaraHu LeHOBU NapameTpu

HauuH Ha - Heo6xoamMm  Ep.ueHa Ep.ueHac  O6uwa ueHa  O6wa ueHa
ATC INN 3abenexka Msipka Cratyc .
NpUAoXeHne 6poi mapkn 6e3 A4C anac 6e3 AAC caac
icodextrin, sodium
Isotonic PasTeop 3a chloride, sodium lactate L
BO5DA . nepuToHUasIHa N . ’ ml BanvgeH 6000000 0,007133 0,00856 42798,00 51357,60
Solutions calcium chloride,
ananusa . .
magnesium chloride
glucose monohydrate,
Hypertoni  pa3tBop 3a  sodium chloride, sodium
BO5DB c nepuToHuanHa lactate, calcium chloride ml BasmgeH 79600000 0,005025 0,00603 399990,00 479988,00
Solutions Avanusa dihydrate, magnesium

chloride hexahydrate

442788,00 531345,60



O6ocobeHa nosnuyma 1

Heobxoam
llekapcts y Mspka Tbproscko OkoHuaTte
M 6poi Cratyc M36paH KonnyectBo akTUBHO HannyeH
ATC INN eHa /mg,tabl, 3abenexka Py HaumeHoB Mspka NHa
MAPKN Ha nnc Py BELLEeCTBO B MNNC
(hopma n3 ml/ aHue OMnaKoBKa
Icodextrin 75 g/I;
asTBo icodextrin, sodium Sodium chloride 5.4
P P T BakcTtep g/1; Calcium chloride
) 3a chloride, sodium :
BOSDA Isotonic nenvToHM 6000000 i lactat i BannaeH Bvnrapua EXTRANEA 0.257 g/I, Magnesium 1 HannyeH
actate, calcium . -
Solutions P _ A Aa EOOL, L chloride 0.051 g/!: B NC
anHa chloride, .
) ) Bvnrapus Sodium lactate
Ananunsa magnesium chloride .
solution 4.5 g/I - 2000
ml
glucose
a3 monohydrate, Fresenius
TBO i
: P P sodium chloride, Medical
Hypertoni 3a .
sodium lactate, Care
BO5DB c neputoHn 79600000 ml . _ BannpgeH He
Solutio calcium chloride Deutschla
ns anHa :
dihydrate, nd GmbH,
Ananunsa : -
magnesium chloride FepmaHus
hexahydrate
bakcrep
DIANEAL
Bvnrapus 3,86% w/v 38,6 HannueH
Aa E00] D4 emizo00 mix1 9 B M/IC
' GLUCOSE

bvarapus



Buodapm
NHxeHep
nHr AL,
bvnraouns

DIANEAL
PD4
GLUCOSE

DIANEAL
PD4
GLUCOSE

DIANEAL
PD4
GLUCOSE

DIANEAL
PD4
GLUCOSE

Dianeal
PD4
Glucose

3,86% w/v 38,6
mg/ml - 5000 ml

1,36% w/v/ 13,6
mg/ml - 2000 ml

1,36% w/v/ 13,6
mg/ml - 5000 ml

2,27% w/v 22,7
mg/ml -2000 ml

22.7% w/v 22.7
mg/ml-5000

HanunuyeH
B [/1C

HannuyeH
B /1C

HanuueH
B M/1C

HanuuyeH
B MNJIC

HanunuyeH
BM/C





