YMBAJ1 "Lapuua oaHHa-
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3a [I0CTaBKa Ha /IeKapCTBEHWN MPOAYKTM 3a OHKONOrM4YHK 3abonssaHmna no AYeb6ocobeHn/?
nosmumm no obuyectseHa nopbyka ¢ ID Ne 00494-2018-0003

OHed W M ....... 2018 r., B rp. Codhmns, mexay:

YMBAN"Uapuua MoanHa-UCYJT"EA/, cbC cejanuiLe 1 agpec Ha yrnpasieHue B
rp. Codms, paiioH "O6opuwe”, yn. "bsno mope" Ne 8, Ten. 9432215, dakc 9432180, EMK
831605806, npeactaBnsBaHO OT npod. A-p Bboilko Kopyko, AM - W3NbAHWUTENEH AUPEKTOP,
Hapr4aHo 3a KpatkocT no-gony "Bb3/TOXXUTE" oT eaHa cTpaHa, 1

,PapmHeT” EA/L, CbC cefanviie 1 agpec Ha ynpaeneHue rp. BapHa, 6yn. ,,Penybnuka“
crpaga MeguumHckn LeHTbp MnagocT Ten: 0876 878456, takc: 02/9421717, EMK 202513217,
npeactaengBaHo OT Becka Mapewka - W3NbaHUTENEH [UPEKTOp, HapuyaHo 3a KpaTkKocT
"M3NBNTHATEN" oT gpyra cTpaHa, Ha OCHOBaHue 4n. 112, an. 1 oT 3akoHa 3a 0O6LeCTBEHUTe
nopbvykn (30U) n B n3nbiHeHWe Ha PeweHne Ne P[ - 03-21/16.05.2018 r. Ha V3nbaHUTENHUA
avpektop Ha YMBAJT ,Lapuua WMoaHHa-ICY/1” EAJL 3a onpefensHe Ha W3MbAHWTEN Ha
ob6LecTBeHa nopbyka € npegmeT e ''[jocTaBKa Ha /IEKApCTBEHU MPOAYKTU 3a OHKOMOMMNYHU
3abonasaHnsa 3a YMBAJ "Lapuua WoanHa-UCYN” EAL no ae 060C06eHM MO3NLMK", ce
CKNHOYM HACTOALLMAT AOrOBOP, KaTo CTpaHUTe ce cnopasymsxa 3a CnefHoTo:

. NMIPEAMET HA 4O OBOPA

Un. 1L (1) BDBINTOKUTENAT Bwv3nara, a W3MNBb/IHATENIAT npuema cpeLty
Bb3HArpaxaeHue fa 13BbpLLUBa NepuoLMyHA LOCTaBKM Ha N1eKapCTBEHU MPOLYKTU 33 OHKOMOTMYHN
3abonasaHua no MpunoxkeHue Nel ,,.Cneundurkaums KoM gorosopa” no o6ocobeHa nosvumsi Ne 1
HOMeHKMaTypHa eavHuua Ne 9 m3rotBeHa Ha 6asa  TEeXHMYECKOTO MPEA/IOKEHME Ha
MN3MBJTIHNTENA, npeactasnsasawo lMpunoxeHne Ne 2 (,,MNpegnoXxeHve 3a M3Nb/HEHWE Ha
nopsykara“- MNpunoxxeHme Ne 2 oT oepTata) 1 LleHoBoTo npeanoxeHne Ha N3MBJIHNTESA,
npeacraensasawo MNMpunoxeHme Ne 3 (,,LleHoBO npeanoxkeHme - MpunoxeHne Ne 5 oT oeprara),
CbIlaCHO YyCnoBMATa Ha Hactosawms porosop (,,JOroBop™) M U3MCKBAHWATA, MOCOYEHU B
TexHuyeckata cneumpukauna Ha BB3JTOXKUTESIA. MpunoxkeHnata ca HepasgenHa 4act ot
Jorosopa.

(2) 3a KkpaTKOCT npeAmMeTbT Ha HacToAwms Jlorosop nocoyeH B an. 1 LWie ce Hapuya B
[Jorosopa ,,/JlocTaBka“.

(3) Bb3n0XXNTENAT HE Ce aHraxupa CbC 3aKynyBaHETO Ha LAN0TO NPOrHO3HO KOIMYECTBO.

(4) Bb3noxuTtenar moxe fa 3asBW JOCTaBKaTa Ha AOMbIHUTENHU KOMMYECTBa /IEKapCTBEHU
NPOAYKTWN OT fafeHa HOMEHKNATypHa eanHMLA Haj, onpeseneHoTo NPOrHo3HO KOMYECTBO, HO camo
Nnpwv YCNoBUATA Ha HaCTOALLMS LOroBop.

1. UEHA N1 HAYMH HA MNJAWAHE

Un. 2.(1) Bb3NTOXXUTENAT gbmkn Ha N3MbJ/THATENIA Bb3HarpaxieHne 3a BCAKa efHa
nssbpeHa ot USMNbJIHUTENA n npueta o1 Bb3JTOXKNTE/TA [locTaBKa, CbrnacHoO eauHNYHUTE
LieHwn, nocoyeHu B MNpunoxxeHune Nol , Cneundmkayms KbM orosopa”. NMocoyeHnTe LeHU BKIKOYBAT
BCUYKW TakCU U ApYrn pasxoAmn BbB Bpb3Ka ¢ JJocTaBkarta A0 MACTOTO Ha MU3Mb/IHeHKe Mo Y. 3, an.
5,

(2) 3annawaHeTo Ha Bb3HarpaXeHWeTo no an. 1 ce u3BbpLBA MPU KYyMY/NaTUBHOTO
HaMyme Ha CnefH1Te JOKYMEHTU:

a) nognucaH ot CTpaHWTe npuemaTenHo-npegasatesieH MNpPoTokon no un. 10, an. 2 ot
Jorosopa;

6) npepoctaBeHa ot U3MBJ/IHATENA ¢akTtypa 3a cbotBeTHata [locTtaBka, npueTta OT
BB3NOXUTENSA.

(3) AbvmxmmoTo oT BBb3NNOXMTENA Bb3HarpaxaeHve no an. 13a cboTBeTHarTa [locTtaBka
ce 3annawa Ha 3Mb/IHUTENA no 6aHKOB MbT B CPOK A0 60 (LecTAeceT) AHW, CYMTaHO OT
N3MbIHEHWETO WA,



(4) MnawgaHeTo ce M3BBLPLIBA B 6GBArApCKN NEBOBE, C MNIATEXHO HapeXxpjaHe Mo crefHaTa
6aHKoBa cMeTKa, nocoyeHa ot N3Mb/AHNTENA:

IBAN: BG48 STSA 9300 0019 0654 49 BIC CODE: STSABGSF

(5) N3MBIHUTENAT e anbtkeH fga ysegomsasa nucmeHo BB3JTOXKUTENA 3a BCUUKK
nocreasawiy NpoMeHu B faHHWTe 3a 6aHKOBaTa CMETKa Mo ai. 4 B CPOK OT TPU AHM, CUMTAHO OT
MOMEHTa Ha npomsHaTa. B cnyyain ue N3Mb/IHUTENAT He ysegomu BB3JTOXXUTENA B 103U
CPOK Uan nnawaHeTo e m3sbpLleHo oT BB3JIOXXUTEA npean nonyyasaHe Ha yBe4OM/IEHUETO,
Ce CYMTa, Ye MNaLaHeTo e HAANEeXHO MU3BBbPLLEHO.

(6) EaguHMYHUTE UeHn, nocoyeHn B MpunoxkeHre Nel He nogsiexar Ha U3MeHeHue, OCBEH B
CnyyanTe, nNpeaBuaeHN B HAaCTOAWMA 4orosop 1 B yn. 116 ot 30r1.

(7) ObuiaTta CTOMHOCT 3a M3BbPLUBAHE Ha AOCTaBKUTE cbrnacHo MpunoxkeHne Nel 3a cpoka
Ha [loroBopa e 495 468,80 nesa 6e3 A4C wnu 594 562,56 nesa ¢ Bkto4eH A4C;

(8) CroKHOCTTa Ha forosopa NO an. 7 € OnpefenieHa Karo MPOrHoO3Ha CTOMHOCT 3a
M3Mb/IHEHVE Ha MopbykaTa 3a 6 Mecela, HO CTOMHOCTTA Ha [0roBopa MOXe Aa Ce YBenmuu npu
cnasBaHe Ha 116, an. 1, 1.1 ot 30T, B cnegHuTe cnydaum - (HEMPUIOXKNMO):

1 YpavmkaBaHe Ha CpoOKa Ha Jorosopa ¢ [0 4 mecela no pefa Ha HacToAwMA AOrosop, B
KOMTO Cny4yail CTOMHOCTTA My HapacTsa NpOMopUMOHa/IHO, 3a Aa Ce 06e3meyn U3MbHEHWETO Ha
[lOroBopa no npefBujeHara onuua 3a M3MeHeHne Ha [0roBopa, Kato mo TO3W HayuH ce hopmmpa
MaKC/MMasiHaTa CTOMHOCT Ha [OroBopa, Bb3/M3ALA HA  .cceceereenene. neea, 6es AOAC wnu
..................... ¢ BkmoveH 4A4C;

2. Bb3NNTOXXUTENAT Moxe fa NpUCTBM KbM pa3xofBaHETO Ha MakcuMmasiHaTa CTOMHOCT
Ha [JoroBopa W npegu WM3TUYAHETO Ha MbpBMTE 6 Meceua B Crydyal, 4ye ObAaT u3vepnaHu
NPOrHO3HUTE KONNYECTBa /IEKAPCTBEHM MPOAYKTU OT eAHa WAX NoBeyvye HOMEHKNATYpPHU eavHULN
BCNEACTBME Ha YBeNMYeHUs Opoi naumeHTW, MNOAJIOKEHW Ha Tepanus CbC CbOTBETHUTE
NeKapCTBeHN MPOAYKTU.

I11. CPOK HA AOIMOBOPA. CPOK N1 MACTO HA N3IMNbJ/IHEHUWE

Un. 3 (1) OorosopbT ce cko4ysa 3a Cpok go 07.09.2018 r., cuMtaHO OT Aarata Ha
NOAMNUCBAHETO My.

(2) B pamkuTe Ha cpoka no an. 1 N3MbJ/IHNTENTAT ocbliecTsABa LOCTaBKUTE B CPOK OT 24
(oBageceT 1 YeTMpK) Yaca, a NPU CneLLHN 3as8BKK - [0 2 (ABa) Yaca, CYMTaHO OT 4aca, nocnesaty,
yaca Ha rnosilyyaBaHe Ha NUCMeHa 3asBkKa (,,3anaBka”) ot Bb3/IOXKUTENA.

(3) BBINTOXXUTENAT wm3snpawa 3asskata o W3MNb/IHATENA Ha agpec, akc wnu
eN1eKTPOHHa noLua:
afpec: rp. BapHa, 6yn. ,,Penybnuka® crpaga MeavumHCKy UeHTsp Mnagoct
(pakc: 02/9421717
e-mail: sterzianova@pharmnet.bg
3asBKaTa MOXe Aa 6bAe 3a YacT WK 3a LAN0TO NMPOrHO3HO KOMmMyecTBO, Kato Bb3/TOXKUTENAT
He e 3a4b/DKeH fJa 3asBW UAMOTO MPOrHO3HO KOMMYECTBO MO BpeMe Ha cpoka Ha [orosopa. B
cnyyai, ye 3a Bb3/TOXKNTENA He e Bb3HUKHaNa HEO6X0AMMOCT OT [JoCTaBKa, ChLMAT MMa Npaso
[la He 3asBABa KOMMYeCTBa.

(4) OoroBopbT He 06BbP3Ba BBHINTOXXKNTENA cbe 3aab/KeHWETO da Hanpasu 3asiBKa, a
nocnefHarta e 00ycnoBeHa OT Bb3HMKBaHe Ha HeobxoaumocT oT [ocTaBka 3a Bb3/TOXXNTE/A. B
C/lyyall Ye YCMOBMETO MO MPeaXo4HOTO M3pedyeHMe He e Hanvue, BB3JTOXKUTENAT He Hocum
oTroBopHocT, a V3Mb/IHUTENAT HaMa npaBo fa NpeTeHAMpa HeyCTOMKN W/ KakKBUTO U fa e
61no 06e3LeTeHNs 3a NPUYNHEHN BPeaM.

(5) MscToTo Ha u3nNbAHEHWe Ha gocTaBkuTe e: rp. Codms, yn. ,,.bano mope” Ne 8, YMBAJ]
~Llapnua MoanHa-MCY " EALL - otaen , [5onHnyHa anTeka”.

IV. MPABA N 3AOB/TXXKEHUNA HA CTPAHUTE
Un. 4. Bb3JTOXUNTEJTAT nma npaso:
1 Aa nanckea ot M3MNbJIHNTENSA fa n3nb/HABa B CPOK U 6e3 OTK/IOHEHNSA BCAKA efiHa OT
[OCTaBKMTe, CbIMaCHO yCcnoBuATa Ha Jorosopa, TexHu4yeckaTa cneuupukaumsa n MNMpesnoxeHneTo
3a M3Nb/IHEHNE Ha NMopbYKaTa;
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2. [la U3BbpLUBA NPOBEpPKa BLB BCEKN MOMEHT OT MU3Mb/IHEHMETO Ha 3asBKaTa no Jorosopa,
OTHOCHO Ka4yecTBOTO, KO/MYecTBaTa M TeXHUYECKUTe napameTpu, 6e3 C ToBa Aa Mnpeunm Ha
aenHocTTa Ha MBMNBb/IHUTENSA,

3. [a 3a4bp>Kn/ycBOM CbOTBETHA YacT OT [MapaHUMATA 3a U3Nb/IHEHWE MPU HEW3Mb/IHEHWE OT
cTpaHa Ha N3MbJ/IHANTENA Ha [loroBopa 1 Aa Nony4yn HeycTolKa B pasmepa, ONpeaeneH B pasaen
VIl o1 HacTosawwms [orosop;

4. pa npernefa focTaBeHaTa CTOKa WM Ja HanpaBu peknamauuu npu ycTaHOBfBaHe Ha
HeKayecTBeHa/Henb/HA JlocTaBKa MM TakaBa, KOATO He e B CbOTBeTCTBMe C [peasiokeHVeTo 3a
n3nbaHeHWe Ha nopbykata Ha N3MbJ/IHUTENA,

5. aa nonyyu [loctaBkarta B CpOKa 1 Npu ycroBuaTa, AOroBopeHn mexay CTtpaHuTe;

6. fa He npueme [locTaBKaTa M fa OTpasn yCTaHOBEHWUTe HeAoCTaTbUW/IMNCKU B NPUEMo-
npegasaresiHna NpoTokon no yn. 10, an. 2, B cny4ait ye JloctaBkaTta He OTroBaps Ha M3NCKBaHUATA
no MpunoxeHue Ne 1un ycnosuaTa Ha To3u [Jorosop;

7. pa npekpatu [oroeopa efgHoCTpaHHO no BuHa Ha W3MB/IHWTENA B cnyya Ha
CbLUECTBEHO Heu3nb/HeHre (Mo cmucbia Ha un. 15, an.2) ot ctpaHa Ha N3IMbJ/IHUTEA.

Un. 5. (1) Bb3NTOXXUTENTAT e anbxeH ga 3annawa Ha N3Mb/IHUTENA Bb3HarpaxaeHue
NpY MbAHO W Ka4ecTBeHO U3Nb/IHEHMe Ha JocTaBKa B pa3Mep, NpW YCIOBUA U B CPOKOBE CbIacHO
HacTosALma [lorosop.

(2) BB3NTIOXXNTENAT ce 3agb/kasa:

1 [ga He pasnpocTpaHsBa MO KakBato W fa e (opma BCAKa MpefocTaBeHa My OT
N3MBNHUTENA mHpopMaums, Mmalla Xapaktep Ha TbpProBCka TaliHa U U3PUYHO YroMeHarta oT
W3MBb/IHUTE/NA Kato Takasa B npeAcTaBeHara OT Hero ogepra.

2. Npu [0CTaBAHe Ha CToKaTta Aa A npernega, Aa MomnbaHW NpuemartenHo-npesaBaTeIHUTe
NPOTOKO/NN U MPU YCTaHOBABAaHe Ha ABHW HefoCTaTbLM UM NNNCK Aa TM 0Tpasv B NPOTOKONA Mo
yn. 10, an. 2;

3. [4a ocurypu nomeLleHve 3a CbXpaHeHWe Crnopef CLOTBETHUTE W3WUCKBaHWA, ako MMa
TaKuBa, Ha JOCTAaBEHOTO KO/IMYECTBO CTOKM.

Un. 6. USMBbJIHUTENAT mma npaso:

1 fa nonyyn yroBOpeHOTO Bb3HarpaXkKaeHwe npu ycnoBusaTa M B CPOKOBETE, MOCOYEHU B
HacToAwwma Jorosop.

2. pa ucka ot BBINIOXKUTENA HeobX0AUMOTO CbAEWCTBME 3a OCbLUECTBABAHEe Ha
[JocTaBkarta no Jlorosopa v nNpuemMaHeTo i, KOrato e M3nb/IHeHa Cbr/laCHO M3UCKBaHMATa No 4.7,
T1lnT 2

Un. 7. NSMBHUTENAT e pbXeH:

1 fa m3nb/HWM BCAKA efiHa OT AOCTaBKUTE KayeCTBEHO, B CLOTBETCTBME C [punoxkeHme Nel
,CneunpmrkaLlmsa KbM JOroBopa” 1 HacToALwms [orosop;

2. [a U3NbLAHN BCAKA efHa OT AOCTaBKWTE C OCTaTbyeH CPOK Ha FOLHOCT Ha NeKapCTBEHUTE
NPOAYKTW 3a fleYeHne Ha OHKONOrMYHM 3ab60n1BaHNA He Mo-mMaibK 0T 60 %, a Ha 6UONOrNYHUTE
NeKapCTBeHN MPOAYKTU M NEKapPCTBEHUTE MPOAYKTU 33 Xemoauanusa - He no-maibK ot 25 % or
065BeHMs OT NPOU3BOANTENA CPOK KbM aTaTa Ha AOCTaBKUTE;

3. B cny4vanTe no un. 4, 1. 6, U3MNB/THUTEJIAT ca 3aab/kasa Aa 3aMeHu 3a CBOSI CMeTKa
JocTaBkaTa ¢ Apyra, oTrosapsawa Ha n3uckeaHuATa no 7. 1 1 no MpunoxxkeHne Ne 1 B cpok go 12
(oBaHageceT) yaca, CUATAHO OT Yaca, MOCOYEH B MPOTOKONA 3a HeKayecTBeHaTa/Henb/Ha [locTaBka.

4. B cnyyar, ye UN3NBIHUTENAT He poctaBu B Cpoka Mo T. 3 3aMEHEHUTE CTOKMW,
BB3NTOXKUNTENAT Hauncnsasa HeycToika Ha M3Mb/IHUTENA no un. 11, an. 1, KoAaTo ce yabpxa
OT cnefBaliuTe nnawaHna KoM 3nunHUTens unm ot MapaHumaTa 3a U3nb/IHeHue,

5. B cnyvar, ye N3MNB/IHUTENAT gocTaBy CTOKM, KOUTO He OTFOBapAT Ha U3MUCKBaHUATA
no T. 2, Bb3NNOXUTENAT Hauncnsea HeycToika Ha M3Mb/IHUTENA no un. 11, an. 2, KosiTo ce
yabpXKa oT cnegsalluTe nnawlaHna KoM M3nbaHuTensa unm ot MapaHumaTa 3a U3nb/HeHue,

6. fia cbXpaHABa 1 TpaHcnopTupa [JoctaBkaTa 40 MACTOTO Ha U3MNb/IHEHWE MPW CnasBaHe Ha
NOCOYEHMA OT NPOU3BOAUTENSA TEMMEPATYPEH PEXUM U APYT YCNOBUA 38 CbXPaHeHNE,;

7. [a He 13non3Ba WAM pasnpocTpaHasa MHgopmaunsa 3a BB3NNIOXXNTENA, ctaHana my
N3BECTHA NPU U3Nb/HEHWE Ha 3a4b/KeHUATa My No HacToAlmaA [lorosop.

Un. 8 V3MBbIHUTENAT ce 3aab/mkasa fa NPOABL/KM U3NbAHEHNETO Ha [locTaBkaTta U B
cny4ail Ha 3ab6aBsiHe Ha NnawjaHe oT cTpaHa Ha Bb3/TOXKNTE/IA nopaan 06eKTUBHM MPUYMHNA.



Y. TAPAHUWNA 3A N3IMBbJIHEHUE

Un9. (1) Mpun cknousaHe Ha [orosopa WIIMB/IHUTENIAT npeactaBs [apaHums 3a
n3nNbiHeHMe Ha forosopa (,lapaHuma 3a u3nNbAHeHWE™) B pasmep Ha 2 477,34 (aBe xunagu
4YeTMPUCTOTUH ceaemaeceT u cefeM nesa, 0,34 cT.) neBa, npefcrtasnasawm 0,5% (Hyna usno v net
npoLeHTa) OT HerosaTa o6ula cToMHocT, 6e3 AAC. MapaHuuaTa 3a U3Nb/HEHME Ce NPeAcTaBs B
efiHa OT cnefHuUTe hopmu:

a) MapmMyHa cyma, BHeceHa no nocoyeHa ot Bb3JTIOXXUTE/IA 6aHKOBa CMETKa,;

6) 6e3ycnoBHa HeOTMeHsieMa 6aHKOBa rapaHLus; vm

B) 3aCTpaxoBKa, KOATO 06e3neyaBa WM3Mb/IHEHWETO 4pe3 MOKPUTUE Ha OTrOBOPHOCTTA Ha
N3MBbJTHATENSA.

(2) MapaHuuaTa 3a U3MbIHEHVE CNefBa fa e CbC CPOK Ha Ba/IMAHOCT OT JartaTta Ha BNn3aHe B
cuna Ha [lorosopa o Hain-manko 30 /TpugeceT/ HW cnef U3ThyaHeTo Ha cpoka no un. 3, an. 1

(3) MapaHumATa 3a U3Nb/IHEHWE Ce YCBOSIBA U3LUANO WK YacTUYHO OT BB3/TOXKNTE/A B
Cy4yail Ha HeusMmbHEHME Ha 3adb/keHuaTa Ha V3Mb/IHWUTENA 3a yacTTa, CbOTBETCTBAllA Ha
HensnbAHeHneTo. BB3JTOXKUTENAT uma npaso Aa ycsou [MapaHUMsATa 3a U3NbiHeHWe, 6e3 ToBa
[la ro nmwasa OT MPaBoTO fa TbpCu 06e3LleTeHne 3a BpeAW, HaABMLLIaBaly NonyyeHara cyma no
MapaHumaTa 3a U3Mb/HEHNE.

(4) Mpwn nunca Ha Bb3paXeHUA/MPETEHLMN BbB BPb3Ka C MU3Mb/HEHMETO Ha [lorosopa ot
cTpaHa Ha BB3NTOXXUNTESA, Toin ocBo6oXAaBa IMapaHUmaTa 3a M3nb/HeHVE (Bpblla napuyHarta
cyma/opurmHana Ha uafafeHaTa 6aHKoBa rapaHuUms/3acTpaxoBka) B Cpok oT 30 AHu cnep
MPUK/OYBAHE Ha W3Nb/HEHWETO WM U3TUYaHe cpoka Ha JloroeBopa, 6e3 fa Ab/KW NNXBU 3a
nepuoga, npe3 KoWTo lapaHuuMsTa 3a M3Nb/AHEHWE € NpecTosna Npu Hero (B Cryyalk Ye e nog
(hopmaTa Ha napmyHa cyma).

(5) PasxoauTe no OTKpMBaHe, NOAAbPXKAHe, NOAHOBABaHe M 06CNy)XBaHe Ha apaHumaTa 3a
N3Nb/IHEHME ca 3a cMeTKa Ha N3Mb/IHUTENA.

(6) MapaHuwmATa 3a M3NbIHEHWe He ce 0cBObOXKaBa 0T Bb3/TOXKUVTE/HA, ako B npoLeca Ha
M3Nb/IHEHME Ha [0roBopa € Bb3HWKHAM Cnop MeXAy CTpaHWTe OTHOCHO Heu3Mb/IHeHWe Ha
3aabmkeHuaTa Ha I3Mb/IHUTE/A 1 BbNpoCHT € OTHEeCeH 3a peLlaBaHe npej cua. Mpu pewlasaHe
Ha cnopa B nonsa Ha Bb3JTOXXNTEJIA, Toli MOoXe Aa NpPUCTBLM KbM YCBOSIBaHE Ha rapaHumsaTa 3a
N3Nb/IHEeHVe.

VI. MPEAABAHE N MPNEMAHE 3A N3MbJ/IHEHNETO

Un. 10.(1) MpremaHeTo Ha goctaBkaTta oT Bb3J/IOXKUTEJIA ce u3sbpLuBa ype3 HavanHuk
otgen ,bonHuMyHa anteka” WAM  HeroB 3amMecTHUK. 3a BB3IJIOXKUTENA npuematenHo-
npegasatefIHAAT NPOTOKON Ce MOAMMCBA OT NINLIETO npuemallo focTaskara, a 3a 3Mb/IHNTE/A
- OT ONnpeAeneHo OT Hero /nLe.

(2) TMMpuemaHeTo Ha [focTaBKa MO 3asBKa Ce YAOCTOBepsBa C MNOAMWUCBaHE OT
npegcrasutenute no anl Ha ABYCTpaHeH MpuematenHo-npesasaresieH NpPOTOKO/, B KOMTO ce
OTpassiBa fjarata M 4yaca Ha [ocCTaBKaTa, BuAa U 6pos Ha [OCTaBAHUTE NEKapCTBEHU MPOAYKTH,
CPOKBLT Ha TOAHOCT, KaKTo U npuapyXasawimMTte rv AOKymMeHTW. [locTaBkarta ce cuuTa npueta ot
BB3/TOXKUTE/IA camo ako CbLUMSAT € noAnucan npuemaTenHo-npedaBaTe/lHUs NpoTokon 6e3
Bb3paxeHus (MocousBaHe Ha HeLOCTATbUW/IUMCKA HAa CTOKM WU AOKYMEHTW, KOWUTO cfiefsa fa v
npuapy»<asar).

VIl. HEYCTOWKWN
Un. 11. (1) B cnyuait, ye N3MBJIHATENAT He n3nbaHK 3asiBKa B CPOKa Mo un. 3, an. 2,
nunu no un.7, T. 4, Toin obmkn Ha Bb3JTOXKUTEJIA HeycTolika B pasmep Ha 0,25 % (Hynausno u
[BafleceT 1 MeT CTOTHM NPOLEHTA) OT CTOMHOCTTA Ha HeM3nb/iHeHaTa 3afBKa 3a BCEKWM MPOCPOYeH
yac, Ho He noseye oT 10 % (JeceT NPoLEeHTa) OT CTOMHOCTTA HA HEM3Mb/IHEHATa YacT OT 3asBKaTa.
(2) B cnyuain, ye MN3NBIAHUTENAT m3nbnHM 3asBka C [OCTaBKa Ha JleKapCTBEHW
NPOAYKTN C MO-KPaTbK CPOK Ha rogHOCT OT nocoyeHus B un. 7, T. 2, USMbAHUTENAT gbnxu
HeyCToIKa. Pa3mMepbT Ha HeyCTolKaTa e KakTo Crefiga:
1. 3a nekapCTBeHW NPOAYKTU 3a fleYeHNe Ha OHKOMIOMNYHM 3a060/15BaHUS:
-0T 59,99 % 10 40 % - 0,5 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;
-0T 39,99 % 00 30 % - 3 % BbPXY CTOMHOCTTA Ha [JOCTaBKaTa;
-0T 29,99 % 00 20 % - 5 % BbpXY CTOMHOCTTA Ha OCTaBKaTa; LII



-nop 20% - 20 % BbpPXY CTOMHOCTTA Ha A0CTaBKara,

2. 3a 6MONOrMYHUTE NEKapPCTBEHN NPOAYKTU U TIeKapCTBEHUTE NPOAYKTY 3a XeMOAWanunsa:

- 0T 24,99 % po ot 15,00 % - 0,1 % BbPXY CTOMHOCTTA Ha [JOCTaBKaTa;

- 0T 14,99 % no 10,00 % - 0,3 % BbpPXY CTOMHOCTTA Ha [JOCTaBKaTa;

Un. 12. N3nnawaHeTo/yabpyKaHeTo Ha HeyCToMKKM He nuwaea Bb3/TOXUTENA oT npaBoTo
[a TbPCU peasiHO U3Mb/IHEHME M 06e3LLeTeHMe 3a NPeTbpreHnTe BPeaun, HaAXBbPALWM pa3mepa Ha
HeycTolKaTa.

Un. 13. (1) MNpun npekpataBaHe Ha Jorosopa nopagu OTKa3 OT [OCTaBKa Ha /1leKapCTBeH
npogykt, N3MbHUTENAT gbmkn Ha Bb3/TOXXNTEA HeycTolika B pasmep Ha 20% (gBaseceT
NpoLeHTa) OT CTOMHOCTTA Ha 3asiBeHaTa, HO HeM3Mb/IHeHa OCTaBKa.

(2) BBb3noxuTenaT yabpxa Ab/HKAMUTE CYMU 33 HeYCTOMKa MbpBO OT CriefBalimTe niawaHuns
KbM V3NbnHUTENs, a cnep ToBa OT rapaHumaTa 3a U3Nb/IHEHWE Ha A0roBopa.

(3) B cnyyamTe Mo an. 2, Korato Bb3noXutensT e yabpXan HeycTolikata 0T CTOMHOCTTa Ha
rapaHumaTa 3a n3nbiHeHne. VI3NbAHUTENAT e ANbXeH B 5-AHEBEH CPOK OT YBEAOMABAHETO MY 3a
yCBOSBaHe Ha 4YacT OT rapaHuuATa, Aa AOMNbL/HN rapaHumaTa 3a U3nb/iHeHWe 40 pasMepa, onpeneneH
BuUn. 9, an. 10T gorosopa v Aa nNpeactasy Ha Bb3noxuTensa CbOTBETHUA JOKYMEHT.

Vill. HEMNPEABNAEHN OBCTOATEJ/ICTBA

Un. 14. (1) CrpaHuTe no [orosopa He Ab/HKaT 06e3LLEeTEHME 3a NPETLPMEHN Bpeau U
3arybu, B c/lyyaid Ye nocnefHUTe ca NPUYUHEHN OT HEMpPeoLOoNMMa cuia no cMucbia Ha yn. 306 ot
THbpProBCKNA 3aKOH.

(2) B cnyyaii ye CTpaHara, KOATO e crieflBasio Aa U3Mb/IHU CBOE 3ab/MKeHMe no [loroesopa, €
6vna B 3a6aBa KbM MOMEHTA Ha HaCTbMBaHe Ha HENPEeoAoMMaTa cuna, T4 He MOXe Aa ce No30BaBa
Ha HenpeoZzonMmMa cuna.

(3) CrpaHara, 3acerHata OT HenpeofosiMma cuia, e AbXHa fa npefnpueme BCUYKU
[eCTBNA C rpukaTa Ha fobpus Tbprosew, 3a fa HaMaaun 40 MUHUMYM MOHEeCEHUTE BPeau 1 3aryou,
KakTo W fJa ysefomn nucmeHo ppyrata CTpaHa B TpWAHEBEH CPOK OT HAaCTbLMBAHETO Ha
Henpeogonumata cunia. pu HeyBefoMsBaHe Ce Ab/MKM 00e3lleTeHMe 3a HacTbMWUAWUTe OT ToBa
Bpeau.

(4) [QokaTo Tpae Henpeo4oMMaTa Cua, U3MbIHEHNETO Ha 3a4b/HKEHUATA U HA CBbP3aHNTE C
TAX HaCPeLLHN 3a4b/DKEHMA Ce Crmpa.

IX. BbBAMO>XHOCTW 3A NSMEHEHWVE HA 4O OBOPA

Un. 15. CourpacHo yn. 116, anl, 7. 1 ot 301 ce npeasmXkaar cnefHUTE Bb3MOXXHOCTU 3a
N3MeHeHMe Ha [oroBopa:

1 B cnyvait, Ye crnefi U3TMyaHe Cpoka Ha [0roBopa He e m3yeprnaHa CTOMHOCTTa My, TO
CbLUMAT MOXe Aa Obfe YAb/DKEH 40 M3pa3xofBaHe Ha NpeasuieHarta B HEro cyma, HoO He roseye OT
4 (4eTmpm) meceLa.

2. Bb3noxutenar moxe fa 3adBM [OCTaBKara Ha MO-rOfIeMU KOMMYeCcTBa J1eKapCTBeHM
NPOAYKTU OT efjHa WM NnoBeye HOMEHKNATYPHU eAvHULM, HO CamMO B paMKUTe Ha MakCuMasiHaTa
CTOWHOCT Ha [JoroBopa;

3. OdgpepvipaHnTe LEeHM 3a OMakoBKa Ha NeKapCTBEHWUTE MPOAYKTM Ca (PUKCUPaHW K He
NoAnexar Ha NPoMsiHa 3a CPOKa Ha [eicTBue Ha forosopa. o M3KYeHne JoroBopeHnTe LeHN Mo
[0roBopa MOXe Aa ce M3MeHST BbB BpPb3Ka C NPoMeHW B HapepbaTa 3a ycnosuata, npasunara u
peaa 3a perynvpaHe u permcTpypaHe Ha LieHUTe Ha nekapcTBeHuTe npoayktu ot 30.04.201 3r./ n3m.
n pon. AB. 6p.8 oT 24 AHyapu 2017r., npaBewy HEBBL3MOXHO W3Mb/IHEHWETO Ha LOrosopa npu
[LOrOBOPEHUTE YC/IOBUA.

4. B cny4yail, 4e B CpOKa Ha [OroBopa [Abp)KaBHO perynuMpaHara LeHa Ha HSKOW OT
NeKapcTBeHUTe NpofyKtu oT lMpunoxeHve Ne 2 Ha [MO3UTUBHUA N1EKAPCTBEH CMUCHLK CTaHe no-
HWUCKa OT JoroBsopeHata, V3Mb/HUTENAT € 4/TbXKeH CBOEBPEMEHHO Ja MPOMEHW LieHaTa, Ha KOATO
[locTaBa CbLOTBETHUTE JIEKAPCTBEHUTE MNPOAYKTW, B CHLOTBETCTBME C OnNpefeneHata LeHa B
MO3NTMBHUA NeKapCTBEH CMWCHK, CYMTAHO OT faTara Ha npomsHa. B cnyyaid, Ye He yBefomu
Bb3noxutena nucmeHo B 5-AHEBEH CPOK 3a NpPoMAHAaTa U He NPOMEHN LieHaTa, Bb3noxutenar Lie
3annawa neKkapcTBeHNTe MNPOAYKTM MO NPOMeHeHaTa LeHa, CYMTaHO OT [aTtaTta Ha CbOTBETHaTa
AkTyanunsaumsa Ha MNo3nTnBHUA NeKapCTBEH CMUCHK.



5. B cnyyait, ye B CpoKa Ha foroeopa OT cTpaHa Ha H3OK 6bgaT AoroBopeHu Mo-HUCKK
LIeHN OT oepupaHuTe. Bb3noXXuUTendT we 3annawia 6e3ycnioBHO eKapCTBEHUTE NPOAYKTU Ha Mo-
HMCKATa LieHa, CYATAHO OT fjaTaTa Ha CbOTBETHATa NPOMSHa.

6. B cnydaid, 4e B CpoKa Ha [JOroBopa HAKOW /IeKapCTBeHW MPOAyKTW ObAaT M3BafeHu oT
MpunoxeHne Ne 2 Ha MNO3NTUBHMA NeKapCTBEH CMMUCHK /Mopagn cnupaHe Ha NpPoOW3BOACTBO, BHOC
Win gpyra npuuvHa/, Bb3noXutenat MoXe fAa 3asBsBa [OCTaBKata Ha ApYyrn fIeKapCTBEHU
MPOAYKTM CbC CbLUMA AHaTOMO-TepanesTuyeH kof /ATC kog/, no LeHW, onpeaeneHy no peja Ha
Hapefb6ata 3a ycnosusaTa, npaBuiata U pefa 3a peryavpaHe W pernctpvpaHe Ha LeHWUTe Ha
nekapcteeHUTe npogyktn ot 30.04.2013r./ m3m. n gon. AB. 6p.8 ot 24 AHyapu 2017 r., nam
forosopeHun ot H30K.

7. B cnydair, Ye NpUHUMNaTBLT Ha APYXKECTBOTO € MPOBen npouesypa 3a LeHTpamsmpaHa
[OCTaBKa Ha /1eKapCTBeHW MPOAYKTM M MMa CKIOYEHW PaMKOBW CropasyMeHus ¢ M3bpaHu
n3nvaHuTenu, Bb3JIOXKUTE/TAT uma npaso fa npekpaty [orosopa wav HerosoTo U3Mb/HEHKE
no efHa WAM MOBeYe HOMEHKNATYPHW eauHuMuM OT 060cobeHa Mo3vumus - eAHOCTPaHHO, C
neTHageceT AHEBHO MWCMEHO Npeav3BecTve, 6e3 ga Ab/KW HeyCTOWKM Unn obeslleTeHnst 1 Ge3
HeobX0AMMOCT OT AOMb/IHUTENIHA 060CHOBKA.

X. MPEKPATABAHE HA O OBOPA

Un. 16. (1) HacToAawmaAT Jorosop ce npekparssa:

1 c n3TMyaHe Ha cpokKa o un. 3, an. 1 wm c JocTUraHe Ha npeasuaeHara B un. 2, an. §, 1.1
CTOMHOCT;

2. M0 B3aMMHO cbriacve mexxay CtpaHuTe, n3paseHo B MMCMeHa popma;

3. oT Bb3noxutens npv ycnosmsita Ha un. 118 ot 3akoHa 3a 06LECTBEHMTE MOPBUKM.

(2) BB3NTOXKUTENAT moxe fa npekpatu [oroBopa 6e3 npeamsBecTe B Chaydvail Ha
CbLLIECTBEHO Heu3Mnb/IHEHWE Ha 3aAb/hKeHuaTa oT ctpaHa Ha U3MbJ/IHUTENA. 3a ,,cbliecTBeHO
Hen3nb/IHEHWE™ Ce cUMTa BCEKM eAVH OT CMefHUTe Cydau:

1L N3MBNTHATENAT 3abaBu ABa vau noBeve MbTWM CPOKa 3a AocTaBka No Jorosopa c
roseue OT 48 (Y4eTMpuUaeceT U 0CeM) Yaca;

2. N3MBIHWTENAT pgBa wnv noseye NbTU HE OTCTPaHW B cCpoka Mo un. 7, T. 3
KOHCTaTMpaHu HeJocTaTbuu/nnncu;

3. USMNBJ/THUTENTAT aBa unv noseye NbTW He U3NBJHU TOYHO HAKOE OT 3afb/KEHUATA CU
no [orosopa,;

4. N3NBNHUTENAT 6bae 065BEH B HECLCTOATENIHOCT UM KOrato € B NMpPou3BOACTBO MO
HeCbLCTOATENNHOCT MW NNKBUAALINS,

(3) BB3/TOXKNTENAT uma npaso ga npekpatn [lorosopa uavM HeroBotTo M3Mb/HEHWE MO
efiHa UM noseyve HOMEHKNATYPHU efuHMUM OT 060C06eHa Mo3numMs - efHOCTPaHHO, C MeTHajeceT
[OHEBHO NUCMEHO Npeamn3BecTue, 6e3 Aa Ab/MHKM HEYCTOMKN Uin 06e3LeTeHns n 6e3 Heo6xoaumocT
OT JONb/HWUTENHa 0O0CHOBKA, B C/lyyall Ye MPUHLUMNANBLT Ha APY>KECTBOTO € MPoBe/ npouesypa 3a
LeHTpa/IM3npaHa [OCTaBKa Ha /IeKapCTBeHW MPOAYKTU, UMa CKIHYEHM PaMKOBM CMopasymMeHus C
n306paHy M3MbAHUTENN U Ie4eOHOTO 3aBefeHne e 3asBW0, Ye e Ce Bb3MN0/3Ba OT CKIOYEHUTE Mo
npoveaypara gorosopu. Mpu npekpaTaBaHe Ha TOBa OCHOBaHWMe, (DMHAHCOBWUTE B3aVIMOOTHOLLIEHUA
mexay CTpaHuTe 3a M3BbpLUeHUTe oT cTpaHa Ha VI3IMTbJTHUTENA v npuetn ot Bb3JTOXXNTEA
[EeHOCTN Mo U3Mb/IHeHWe Ha [loroBopa, ce ypexaaT Hai-KbCHO A0 60 AHKM OT NpeKpaTABaHeTo.

Xl. SAKTFOUYNTENTHW PA3IMNOPEABN

Un. 17. (1) HactoAwmaTt [lorosop Moxke fa 6bae M3MEHSH C MUCMEHO LOMb/IHUTENHO
crnopasymeHune KakTo c npegsuaeHuTe B Pasgen 1X. Bb3MOXHOCTM 3a M3MEHeHWe Ha [0rosopa,
Taka U npuv ycnosusTa Ha un. 116 oT 3akoHa 3a 06LeCcTBEHUTE MOPbYKM.

(2) Hvuto egHa OT CcTpaHWTe HAMa MpaBO [a MPexBbpns npaBaTa W 3a4b/DKEHUATA,
npomMsTUYaLLyM oT TO3W OroBOP, Ha TPeTa CTpaHa, OCBEH B cnydauTe, nocoveHu B 30r1.

Un. 18. (1) Bcuuky cbobLLeHNs, Npean3BeCcTUs N HapeXaaHus, CBbp3aHu C U3Mb/IHEHWUETO
Ha To3u floroeop u pasmeHaHN Mexay Bb3JTOXKXKNTENA n N3MBb/THNTEJIA ca BaiMaHKW, Korato
ca u3npateHu no nowyara ¢ obpatHa pasnucka, Mo akc, eneKTPoHHa nowla uan npejageHn ypes
Kypuep CpeLLy noAnuc Ha npuematlara cTpaHa.

(2) 3a patara Ha CbO6LLEHMETO Ce CMATA:

1. faTarta Ha npefaBaHETO - NpU NpejasaHe Ha pbka Ha CbOOLLIEHWETO;



2. [laTaTa Ha NpueMaHeTo - NPu n3npaLlaHe no ¢akc;

3. fjaTara Ha NoCTHMBAHETO B e/IEKTPOHHATa MNoLLa - Npw usnpatyaHe no UMeins.

(3) 3a BamaHM afpecy 3a MNpuemMaHe Ha CbOOLLEHMS, CBbP3aHW € W3Mb/HEHWETO Ha
[lorosopa 1 npegasaHe Ha JOKYMEHTW, ce CMATAT:

1 3a Bb3/TOXKUTENA: rp. Codms, yn. ,,bsno mope” Ne 8, otgen ,,bonHn4yHa anteka”, Ten
02 9432429, thakc 02 9432117, e-mail: apteka(a)isul.eu.

2. 3a 3MNBbNTHATENA: agpec: rp. BapHa, 6yn. ,,Penybnuka“ crpaga MeauuMHCKN LEHTBP
MnagocT, Ten: 0876 878456, dakc: 02/9421717, e-mail: sterzianova(n)pharmnet.bg

Un. 19. B cnyyalh Ha npeobpasyBaHe, BnAMBaHe wnu cnmBaHe Ha BB3JTOXKUTENA wnm
N3MBbIHUTENA, opuguyecknte nuvua, TEXHU MPaBOMpUEMHULM, ca 06Bbp3aHM  CbC
3a/lb/DKEHMATA NO TO3W LOroBOp MNpU cnasBaHe n3nckeaHuaTa Ha 3001

Un. 20. Bcuuku cnoposBe Mo To3u [lOrosop Lle ce ypexzaaT upe3 Mperosopu Mexay
CTpaHunTe, a Npu HenocTuUraHe Ha cbriacue - LUe ce OTHACAT 3a pellaBaHe OT KOMMETEHTHUA CbA B
Peny6nuka bvarapus.

Un. 21. 3a BCUYKM HeypedeHU B TO3M [JOroBOp BbLMPOCK Ce Mpunarat pasnopefouTte Ha
[e/CcTBaoTO 6bArapcKo 3aKOHOAATE/NCTBO.

Un. 21. HepasaenHa yacTt oT HacTosAwmaA [lorosop ca:

1. MpunoxkeHne Ne 1 -, Cneyndurkanms KbM orosopa’;

2. MpunoxkeHne Ne 2 - “IpennoxkeHne 3a U3NbHEHWe Ha nopbykaTa”;

3. MNpunoxkeHune Ne 3 - “LieHoBO npea/ioxeHue”.

Hactoawy3anmuuena uadopmanms UM B fABa €[HOOOPA3HN eKpamnnana anay - 33
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MpunoxkeHne Ne 1

Konu
JlekapcTtBe MsApK 4ecTB

ATC INN Ha hopma a 06
Mec.
2 3 4 5 6
Jle NPOAYyKTU 3a
m00/151BaHHA 3a

K Mo byesiedeHme

LOIXC18 PEMBROLIZUMAB 25 mg/ml -4ml oPeRTERAT oy o5
Ha (hopma

TbProBcko HanmeHoBaHue, Odepup o6LLa
Konnuectso Ha aKTUBHOTO aHa  ef. LueHa 5 o6LLa LeHa
LeHa 6e3
NIeKapCTBEHO BellecTBo, UeHa3a ¢ /A44C e 44C
DDD AAC

JlekapcTBeHa thopma

Keytruda, concentrate for
solution for infusion 25 mg/ml -4 61,93360 6193,36 495468,80 594562,56

ml,mg, pack: 1



OAPMHET EAL]
EWNK:202513217

06. n
03. No ATC
/H.e
Ne
1 2
1
LO1XC18

MPEOJTIOXXEHUE 3A U3MBJ/IHEHVE HA NMOPBYKATA

TbpProBCKO HaMMEHOB
aHue, Konnmyectso Ha

INN ]'IeKapCTBeHa cpop|\/|a aKTMBHOTO J1ekapcTBe Mpounssoguten
HO BeLLecTBO 1 Npean

araHa onakoBka

3 4 5 6

JleKapcTBEHU MPOAYKTY 32 OHKOMOTUYHU 3
abonseaHuA 3a KNnHMKa no mbyueneveHmne

Keytruda,
Concentrate for
PEMBROLIZUMAB 25 mg/ml -4 ml napeHTepanHa popma solution for
infUSion’ 25 mg/ml Schering-Plough Labo
-4 ml, mg, Pack: 1 NV, Benrus

CpoK Ha gocTtaBka : 24 4aca.
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Moanuc: BecenuH BecennHoB MapeLwlkn
/ MbAHOMOLWHMK Ha V3mbaHUTENHUA gupektop/

MpunoxeHne Ne 2

MpuTexaTten paspeLleHNeTo 3
a ynotpeba

Merck Sharp & Dohme Ltd., O6eguH
eHo Kpanctso
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OAPMUWET EALL

ENK:202513217
LEHOBO IMNMPEAO/TOXEHWE MpunoxeHune Ne 5
EanHnyHa ueH
Tbproecko HanmeHoBaHue, Ko aqua OI'IaKOLIl|3K
06. nos.
Konnye nnyecTBo Ha akTMBHOTO seKap OdhepupaHa ueHa
Nd He. ATC INN JlekapcTena o Mspka P Ocbepup H a, n3uncneHa H
No opma CTBO CTBEHO BeLLeCTBO, JIeKapCTBeH 3a DDD
9 a 6asa pedepeH
a hopma N
THa CTOMHOCT
1 2 3 4 5 6 7 8 9
JlekapcTBEHU MPOAYKTN 3a OHK
1 0/10rMYHM 3a60n159BaHNA 3a Knn
HMKa MO NbyesieyeHne
Keytruda, Concentrate for solution
° LOLXC18 ZE,]I\I/IBROLIZUMAB 25 mg/ml - napeHTepanHa ¢ on. 96 for infusion, 25 mg/m| - 4 ml, mg.
opma Pack: 1 61.9336 6193.36

C4.
OATA: 05.04.2018

5, M5 po
MoANnC: BecennH BecennHoB MapeLLKu
/ TIBAHOMOLWHKK Ha M3nbaHUTENHUS anpekTop/





