LOFOBOP

[HecP.A-M-2015 r.B rp.KiocTeHgun,mexay

MBAN”A-p Hwukona Bacunues”Af, rp.KwocTeHgun, npeacraBnaBaHo oOT
n3nvnHuTenHnaTt agupektop AJIEKCAHABP CTE®PAHOB BEJ/IMUKOB, 0T efgHa cTpaHa,
HapunyaH 3a KpaTKocT “Bb3noxunrten”,

n

~Megekc* O0L, rp. Codms, palioH ,,Mnagoct”, KkB. ,,[opy6nsaHe”, yn. ,,CaMOKOBCKO
woce“ Noe 2/1, ToproBcku UeHTbp «bowuna», npepcrasngasaHo oT A-p Emun fdaHes EMMH
6203095306 B Ka4eCTBOTO MYy Ha ynpaBuTe/l HapnyaHo 3a KPaTKOCT “nsnbvaHuTen”,

Ha ocHoBaHue 4.4l 30Tl ce CKNUM HACTOALMAT AOr0BOP 3a CNeLHOTO

1.NMPEAMET M OB YC/TOBUNA.

1.Bb310XUTENAT Bb3nara a M3NbAHUTENA npuema ga My [LOCTaBa A0 60/HMYHaTa
anteka B rp.KiocteHaun, nn.”17-tn aHyapu”Nel, megukameHTn no rpynu Ne XXI, XXII,
XX, XXXIX, XLIHI, XLIV n XLIX 1 no ueHu coernacHo MpunoxeHne 1 KbM 40rosopa Ha
obuwa npunbnunsnTenHa CTOWHOCT 47885.42 [yeTupuaeceT M celeM XWUNsSanM OCEMCTOTUH
ocemfeceT u net 1B 42 ct/ nesa 6e3 4AC.

2.[JocTaBKuUTE e ce U3BBbPLUBAT C/lef 3asBKa OT CTPaHa Ha Bb3/I0XUTENS.

H.MEHW N HAUWH HA NMJTAWAHE.

3. (1) LleHunTe ca mKcMpaHn 1 He NoA/exaT Ha KOPeKLmMs 3a BpeEMETO Ha AeliCTBME Ha
[Orosopa, OCBeH B cnyvamTe Ha un.43, an.2 ot 30M. B cnyvaid, 4ye npe3 BpemMeTO Ha
[eicTBMETO Ha Aorosopa cToiHocTTa no 4n.20 ot Hapepba 3a ycnosusATa, npasunara u
KpUTepuuTe 3a BK/KOYBaHe, MPOMEHU W/MAN U3KNKOYBAHE Ha NEKApPCTBEHU MPOAYKTU OT
Mo3NTMBHUA NekapCcTBeH CMWCLK W ycnoBuATa UM pepa 3a pabota Ha Komucusata no
MO3NTUBHMA NeKapCTBEH CMUCBLK CTaHe [MO-HUCKa OT A0roBopeHarta, Bb3NOXUTENAT
6e3yCc/I0BHO 3an/awia neKkapCTBEHUTE NMPOAYKTU Ha MO-HMUCKaTa LeHa, OT AaTaTta Ha B/n3aHe B
CWNla Ha KOHKPETHOTO pewleHne Ha Komucuata no Mo3nTUBHUA NeKapCTBEH CMUCHK.

(2) NexkapcTBeHUTE NPOAYKTW CneAsa Aa 6bAaT C He NO-BMCOKA LieHa OT OnpejeneHara
no pepda Ha un. 258, an. 1ot 3/IMNXM wn un. 261a, an. 1ot 3/IMXM

4. CbrnacHo peiictBauwlata HopmaTmMBHa ypeaba (3/IMXM  um3m.[AB.6p.60 ot
05.08.2011 r.) nekapCTBeHMTe NMPOAYKTU, KOUTO Ce 3anfawiaT ¢ ny6anyHu cpefcrsa, Tpabsa
[la ca BKNHUeHnn B npunoxkeHne Ne2 Ha MJIC, a CTONHOCTTA, KOATO ce 3annalia ce gopmmpa
KaTo HMBOTO Ha 3anjaljaHe ce yMHOXaBa No CTOMHOCTTA 3a 0ONakoBKa, onpejeneHa Ha 6asa
pedepeHTHa CTOMHOCT Ha CbOTBETHUA NIEKApPCTBEH MPOAYKT (KonoHa M Ha npunoxeHue Ne2
Ha MJ1C).

4.1.TnauiaHeTo Ha LeHUTe MO HACTOAWMAT [OroBOp Ce M3BbpLBa 4pe3 6aHKOB
npeeoj B CPoK A0 60 /wecTtaecet/ KaneHaapHW AHW OT JoCTaBKaTa U npuemaHe Ha hakTypata
no cmeTtka IBAN: BG25BNPA94401020015410, BIC: BNPABGSX npu 6aHka BHIM Mapuba
C.A. - KnoH Cotuma n cnep npefacTaBsHe Ha CNeiHUTe AOKYMEHTU:

a/gocTtaBHa (hakTypa-opuruHan,

6/nncmeHa 3asaBKa, NojafeHa 0T Bb3/I0XKUTENSA U NOSyYeHa OT U3MbHUTENS;

B/oNuC Ha 3asaBEHWUTEe OT Bb3NOXUTENA, HO HEAOCTaBeHW OT W3MbAHUTENA CTOKM,
noanucaH n nognevarad oT U3NbAHUTENS.

4.2.[locTaBKa, KOATO He e OKOMM/IEKTOBaHa C HAKON OT ropeonmncaHnuTe JOKYMEHTU He
NnoanieXXn Ha 3anfawjaHe [0 NPeACTaBAHETO Ha NMMCBAWMAT LOKYMEHT,KATO CPOKbLT 3a
nnawiaHe 3anoysafa Teye oT NPeAcTaBAHETO Ha NMMCBAWUAT JOKYMEHT /TW/.

IHI.NMPABA N SAOBJ/TXKEHUA HA CTPAHWNTE.

ITENAT € ANTbXKEH:



5.1 .aa 3annaty 4OCTaBEHUTE CTOKWU B CPOKa Mo yn.4.

5.2.0a npueme [OCTaBEHUTE B CPOK CTOKW, CLOTBETCTBALM MO BWA, KO/MYECTBO U
KayecTBO Ha JOrOBOPEHWNTE N 3a9BEHW TaKMBaA.

5.3.4a yBeOMUN U3MNBLIHUTENA CBOEBPEMEHHO 3a 10O M3Nb/HEHa AOCTaBKa.

5.4.cnef, wv3TM4yaHe cpoka Ha jorosopa fa ocsBobogu rapaHumaTa 3a [06po
N3MbJIHEHUE;

6./3NBAHNUTENAT € OTbXKEH:

6. Maa poctaBy NopbyYaHUTE CTOKM C JOFOBOPEHOTO Ka4yecTBO B CPOK A0 6 /wecT/ yaca
OT 3asBKaTa, HanpasBeHa MUCMeHO UK rno TenetoH/akc;

6.2.0a nNpefjafe LOCTABeHUTe CTOKM Ha NPeACTaBUTeIN Ha Bb3/IOXUTENS,;

6.3.4a NpefAcTaBy Ha Bb3/IOXKUTENA JOKYMEHTUTe,0NncaHn B 4.4,6.a-B;

6.4.0a 0afe Ha Bb3/IOXKUTENA rapaHLmna 3a U3Nb/IHEHUE Ha 3a4b/DKEHMATA N0 40rosopa
B pasmep Ha 2% oOT cToiiHocTTa My 6e3 BknoueH OAAC, Bb3nu3aum Ha 957,71 /0eBeTCTOTUH
netaeceTt u cefem ne, 71 cT./ne.a.

6.5 na npegocTaBy Ha Bb3noXnTens 0TKazHO NMUCMO B clydali, Y4e HAMa Bb3MOXHOCT
fa U3NbAHM nofafeHa 3asaBka. OTKa3HOTO. MMCMO cfnefBa Aa ce m3npaTu no akc/umenn Ha
Bb3noxunTtensa Lo e4nH yac cnef nonyyaBaHe Ha 3asBKara.

IV.KA4ECTBO. TrAPAHLUNN N CPOK HATOAHOCT.

7.KayecTBOTO Ha CTOKUTE,MPeAMET Ha HacTosAWwma AOroBop, cfnefBa fa OTroeaps Ha
TeXHUYecKuTe cTaHgapT Ha npoussoautens, 6AC, ctaHgapTa B cTpaHaTa-npovssBoauTen, 3a
KOeTO M3NBbAHUTENAT cfiefBa fa NpeacTaBs Ha Bb3NOXUTENA cepTUUKaT 3a KauyeCcTBO Mpu
BCAKA OTAefIHA LOCTaBKa, U3fafleH OT KOMMETEHTEH OpraH B CTpaHaTa-rnpou3BoAmnTen.

8.Kbm faTata Ha JocTaBkata OCTaTbYHUA CPOK Ha FOLHOCT Ha CTOKWUTE He MOXe [a
6bae no-manbk OoT 60% OT 06ABEeHWS OT MpoM3BOAMTENs. Bb3noXuTenat uma npaBo fAa
OTKaXKe NMpvemMaHeTo Ha CTOKM CbC CPOK Ha rOAHOCT MO-ManbK OT MOCOYEHUA UK fa npueme
CTOKWUTE, KaTo 1 3annatu ¢ otome oT 10% OT LieHaTa.

V.OTFOBOPHOCT 3A HETOYHO M3MNbJ/IHEHWE.

()

9.Peknamauunm 3a ABHW HeJOCTATbLUM Ha LOCTABEHUTE CTOKW Ce NpaBAT nucmeHo B 10
[IHEBEH CPOK OT nonyyasBaHeTo MM.Korato HefoCTaTbKbT e cKpuT, 10 AHeBHMA CPOK 3arnoysa
[la Teye OT MOMeHTa Ha OTKpMBaHe Ha HeOCTaTbKa.

10.Mpn  KOHCTaTUpPaHW HepoCTaTbUM, UINBAHUTENAT € [ANbXeH f[a 3aMeHu
peknammpaHuTe CTOKM KaTo JOCTaBM HOBW B Cblyus 06eM ¥ BUAOBE,B CPOK A0 24 yaca cnep
peknamauunaTa.

11.B cnyyaii Ha 3abaBeHO M3NbAHEHWE Ha 3aJb/HDKEHUATA NO  HACTOALW NS
[OT0BOP,M3NBAHUTENAT Ab/XKU HA Bb3NOXKUTENAT HeycToika B pa3mep Ha 0,5% [HEBHO
BbPXY CTOMHOCTTa Ha Heu3nb/IHEHaTa 4YacT OT A0roBopa,3a Cpoka Ha 3abaBarta.Tasu
HeyCTOlKa Bb3/IOXKUTENAT MMa NpaBo fa A NPUXBaHe OT HACPEWHOTO CU 3aAb/DKEHME KbM
N3NBAHUTENA, & aKO TO e HEJOCTaTbyHO-0T rapaHumaTa 3a U3nbiHeHne Ha forosopa.

11.1. MpaBOTO fa Ce NOAY4YM HeyCTOKaTa e He3aBUCMMO W CbLLEeCTBYBaLLO Hapej e
NpaBoOTO Ha Bb3NOXMUTENA [La pa3Banv A0roBopa U fa 3aA4bpXWU rapaHumaTta 3a U3nbiHeHUe
3aefHO e HeyCToiiKaTa.

12.B cnyuyaii Ha 3a6aBa B nnawjaHeTo OT CTpaHa Ha Bb3N0XUTENS,NOCNEAHUAT AbIKN
Ha M3NbAHUTENS 06e3LleTeHMe B pa3Mep Ha 3aKOHHATa /IMXBa 3a CpoKa Ha 3abaBaTa BbpXY
HEM3NBb/IHEHOTO B CPOK MNaLlaHe.

13.BbB BCMYKM Cnyyanm Ha Heusnb/IHEHWE Ha efjHa WM HAKOJIKO OT Kiay3uTte no
Hac roawua [OroBop OT CTpaHa Ha W3MNbLAHUTENA,B TOBa YMCNO0 NBAHO WM YaCTUYHO
HeM3Nb/IHEHWE,NOLWO U3NbJIHEHWE, HEN3NbHEHWE B CPOK U AP.,Bb3NOXUTENAT MMa NpaBo da
3a[bpXKW rapaHuuaTa 3a U3Nb/HeHWe,Aa NpeTeHAMpa HeycToKa u/unu fa passanu orosopa
6e3 npean3BecTu



Y1.CPOK HA JOIOBOPA. NMPEKPATABAHE.

14.0roBOpbT Ce CKAKO4YBA 3a CPOK OT efHa roAMHa M NpousBexpa feicTBue OT
fartata Ha MOAMWCBAHETO My, Kato [eNCTBMETO My NpoAb/Kasa A0 MOAMNUCBAHE Ha HOB
LoroBsop.

15.HacToAwmaT LOroBop MoXe Aa 6bAe npekpaTeH npu:

15.1.B3aMMHO cbrfacue Ha CTpaHuTe, U3pa3eHo MUCMEHO;

15.2.npun 3anmyaBaHe OT TbProBCKMA PErUCTBLP Ha HAKOA OT CTPaHuTe,;

15.3.0T BB3N10XNUTeNA - 6e3BMHOBHO 4pe3 efHOCTPAHHO MUCMEHO MNpefu3BECTUE CbC
cpoK OoT 30 AHW, MPU KOETO BB3NOXKMUTENAT He Lb/DKWM Ha U3NbAHUTENs 06e3lieTeHUe Uau
HeyCTOliKa 3a oCcTaTbka OT CpOKa Ha [0roBopa;

15.4.Bb3N10XKNTENAT MOXe Aa pas3Banu efHOCTPAHHO HACTOALWMAT LOrOBOP B Chyyal
Ha 4YaCTMYHO WAWN MBAHO HEU3Nb/IHEHME Ha KOeTO W fa e OT 3aAb/DKeHUATa Ha U3NbAHNTEeNA
6e3 [a Ab/KW NpeAn3BecTMe 3a TOBa C Bb3MOXHOCT 3a W3Nb/HeHWe. Pa3BanfHeTo ce
OCbLLEeCTBABA C MUCMEHO YBeLOMJIEHME,KOETO nopaxja [LelCTBME OT MojlyyaBaHETo My OT
N3NbAHNTENS.

YH.OPYTW YCNOBUA.

16.B cnyuvail Ha HeypedeHM No LO6POBOMIEH NbT CMOPOBE MEXAY CTpaHWUTe, CblyuTe
lle ce OTHAacAT 3a paspellaBaHeTO MM npej POLOBOKOMMETEHTHUA CbA CbC cefanuuie
rp.KiocTteHgun.

18.HacToAwmaT 4OroBop ce CKAYM B ABa €4HO06Pa3HN eK3eMnaspa ¢ paBHa cuna -
no einH 3a BCAKA OT CTpPaHuUTe.

JaHHn 3a Bb3N0XNTENA: JaHHn 33 n3nvaHuTeNs:
EMK/EMH 109080582 EMK/EMH 131268894
Appec:rp.KrocteHgmn 2500 Agpec: rp. Cothusa, 1138
nn.T7-Tu gHyapu” Nel yn. «CaMOKOBCKO Loce» Ne 2/1,

THproecku LeHTbp «bounna»
Ten 078/550261,Pakc 078/550231 Ten+ 29175545 dakc +2 9175538
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/1Je

MpunoxeHue 1

cneynpunkKaymns

OnucaHune /akTUBHO NIEKAPCTBEHO
BeLLLecTBO, ieKapcTBeHa gopma/
FPYTIA Ne XXI
Sodium chloride,Potassium
chloride,Calcium chloride dihydrate-500
ml
FPYTIA Ne XXII
Sodium chloride sol.inf. 9 g/1 - 250 ml.
FPYMA Ne XXIII
Sodium chloride sol.inf. 9 g/1 - 500 ml
MPYMA Ne XXXIX
ml.
MPYMA Ne XLIII
Esomeprazole 40 mg. / 5 ml. powd.inj./inf.
MPYTA Ne XLIV
Jopamidol 370 mg 50 ml
Jopamidol 370 mg 100 ml
CnpuHuoBku 3ajopamidol
OBLLLO 3A TPYTATA
MPYMA Ne XLIX
XyMaH npoTpom6.komnnekc - 500 iu

/ vh4 6V
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PethepeHTHa
CTOMHOCT 3a
TepaneBTUYEH
Kypc En. LleHa ¢
TBO aac
7312 0.00336 1,129
19808 0.00584 0,919
12833 0.00332 1,009
16400 1.31100 0,340
233 10.67250 6,639
1 23,180
132 46.360
133 26.990
0,00
3 399,980

O6buwa cyma
ilile

THProBcko ume

RINGER Baxter solution for
8255.25 infusion 500 ml x 1

18203,55 solution for infusion 250 ml x 1
12948,50 solution for infusion 500 ml x 1
5576,00 mg/ml -2 ml x 1
1546,89 solution for injection/infusion x 1
23,18 for injection -50 ml x 1
6119,52 for injection - 100ml x 1
3589,67 ml

9732,37

1199,94 powder and solvent for solution

Mpownssoguten

Baxter
Baxter
Baxter
PharmaSwiss
Sandoz
S.p.A, Utanusa

S.p.A, VNtanua
S.p.A, VNtanua

Baxter



