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3a [O0CTaBKa Ha /IeKapCTBEHW MPOAYKTM MPU >KMBOTO3acTpallaBalin KPbBOU3IUBM M cnewHuy I /A
OnepaTvBHU N MHBA3NBHN UHTEPBEHLUM Ha NaLWeHTU C BPOAEHW Koarynonatuu
no obuiecTBeHa nopbvyka ¢ ID Ne 00494-2019-0008

Onec,(777\..14........2019 1., B rp. Cothus, mexay:

YMBAN"Lapuua MoaHHa-UCYN"EA/, cuCc cejanile v aapec Ha ynpasneHue B
rp. Codms, pailoH "O6opuwe”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EUK
831605806, npeactaensieaHo OT npod). A-p boitko eoprues Kopykos, A.m- W3nbaHWUTENEH
[IMPEeKTop, HapuyaHo 3a KpaTkocT no-gony "Bb3JTIOXKNTE/" oT egHa cTpaHa, 1

“Papmanpo” OO/, cbC ceganuLle 1 agpec Ha ynpasneHue B rp. Codmsa 1330, 6yn.,.Akag.
VBaH lMewos* Ne 2E, crpaga 1, naptep Ha “busHec LieHTbp Cepanka“, ogpuc 007, Ten: 0887988692,
(hakc: 02 8914144, EMK 131317829, npefcTasnssaHo 0T Mapuno Tep3ues - ynpaBuTes, HapuyaHo
3a kpatkocT "M3IMb/IHUTEN" oT apyra cTpaHa.

Ha OocHoBaHve un. 112, an. 1 ot 3akoHa 3a o6uiecTBeHuTe nopbykn (30U) 1 B M3NbAHEHME Ha
PeweHne Ne -P[-03-32/03.07.2019 r. Ha W3nbaHutenHua pupektop Ha YMBAJT | Llapuua
VoaHHa-ICYN” EA] 3a ornpefeniaiHe Ha M3NbAHWUTEN Ha 0OLlecTBEHa Mopbyka C MpeaMeT C
»OCTaBKa Ha NeKapCTBEHM MPOAYKTU MpWU XMBOTO3acTpallaBawy KPbBOU3INBU W
CrnewHn onepatMBHU U  WHBA3MBHW WHTEPBEHUUM Ha NauyuMeHTU C BPOLEHMU
Koarynonatuu, komto H30OK 3annawia M3BbH CTOMHOCTTA Ha OKa3BaHUTE MeAULIMHCKMN
yenyrn B8 YMBAJT”Uapuua MoanHa-MICY1”EA/” ce CKIOUM HACTOALWMAT [OroBOp, Karo
CTpaHWTe Ce cnopasymsaxa 3a C/iefHoTo:

I. MIPEAMET HA 4O OBOPA

Un. 1L (1) BDBINNOKUTENAT Bbv3nara, a W3MNB/IHUTENAT npuema cpeLly
Bb3HarpaxaeHve f[a 13BbpluBa NepuoanMYHN JOCTaBKM Ha IeKapCTBEHU MPOAYKTU OT 060cobeHa
no3vuma Nel, HomeHKNatypHu eavHuum 10, 13 ot MpunoxeHne Nel ,,.Cheumdukauma KoM
foroeopa“, u3roteeHa Ha 6asa ,[lpeffioxkeHne 3a W3MNbAHEHME Ha Mopbykarta“ u ,,LieHoBO
npegnoxxerHune“ Ha U3MNbJ/IHWTESA, HepasgenHa yacT ot [loroBopa, Cbr/flacHO yc/noBuATa Ha
HacToswma gorosop (,,[J0roBop”) U M3NCKBaHUATA, MOCOYEHM B TexHuMyeckaTa creympurkauma Ha
BBb3/TOXXUNTENA.

(2) 3a KpaTKOCT MpegMeTbLT Ha HacToAwma JloroBop nocoyeH B an. 1 We ce Hapuya B
Jorosopa ,,JlocTaBka“.

(3) Bb3n0XXUTENAT He Ce aHraxupa CbC 3aKymnyBaHeTo Ha LAN0TO NPOrHO3HO KOINYECTBO.

(4) Bb3noxXkuntenat MOxe fa 3aiBW LOCTaBKaTa Ha LOMb/IHUTENHU KONMYECTBa JIEKAPCTBEHU
NPOAYKTW OT fafieHa HOMeHKNaTypHa eanHuLa Haj onpeseneHoTo NPOrHo3HO KOMNYECTBO, HO camo
Nnpwn yCnoBuATa Ha HacToALLMS LOroBop.

1. UEHA N HAYVH HA TTJTIALLLAHE

Un. 2.(1) Bb3NNOXXUTENAT gbmkn Ha N3MBb/THATENA Bb3HarpaxieHue 3a BCAka efHa
nssbpeHa ot N3MNbIHUTENA n npueta oT Bb3JTOXXNTENIA [ocTaBKa, CbrnacHO eAuHUYHNUTE
LieHn, nocoyeHn B MpunoxeHue Nel , Creymgmkauma Kbm gorosopa®. NMocoyeHnTe LeHW BKIOYBAT
BCUYKM TakCWU 1 ApYrun pa3xo4u BbB Bpb3Ka € JlocTaBkaTa 40 MACTOTO Ha MU3MbJIHEHWE NO yA. 3, arn.
S,

2 3annalaHeTo Ha Bb3HarpaXaeHneto Mo an. 1 ce M3BbpLBA MPU KYMYNaTUBHOTO
Ha/lMyme Ha cnefHuTe JOKYMEHTU:

a) nognucaH ot CTpaHWTe npuemartenHo-rnpefasateneH MNpoTokon no un. 10, an. 2 ot
Jorosopa,;

6) npepgoctaBeHa oT U3MB/IHATENA dakTypa 3a cboTBeTHaTa [ocTaBKa, npueta oOT
Bb3/TOXNTENA.



(3) OvmkmnmoTo oT BB3NTOXXUNTENA Bb3HarpaxaeHune no an. 13a cboTBeTHaTa JlocTaBka
ce 3annaw@a Ha N3Mb/IHNTENA no 6aHKoB MbT B CPOK A0 60 (LLecTAeceT) [AHW, CUMTaHO OT
N3MbIHEHWETO WA,

(4) MpawaHeTo ce M3BBLPLLBA B OBATAPCKM /1IEBOBE, C MIATEXHO HapexXaaHe no cregHarta
6aHKoBa cMeTKa, nocoyeHa ot N3MbJ/IHUTENA:

BIC: UBBSBGSF IBAN: BG84UBBS88881000398588

(5) N3MBIHNTENAT e anbxeH fa ysegomsasa nucmeHo Bb3JTOXKNTESA 3a BCUUKK
nocnefgawiy NpoMeHu B JaHHMTe 3a 6aHKoBaTa CMeTKa Mo a/l. 4 B CPOK OT TPW AHWU, CYATAHO OT
MOMeHTa Ha npomsiHata. B cnyyait ye U3MbIHUTENAT He yeegomu BB3NTOXXNTEA B TO3M
CPOK 1x nnawjaHeTo e u3BbpLueHo oT Bb3JTOXKNTEIA npean nonyyasaHe Ha yBeLOM/IEHUETO,

Ce CuUMTa, Ye M/aLLaHETO € Haf/1eXXHO U3BBLPLLIEHO.

(6) EaMHMYHNTE LeHW, nocodveHn B MpunoxxeHne Nel He mop/siexar Ha M3MeHeHMe, OCBEH B
cnyyauTe, NpeasuaeHN B HacToALLMA forosop v B Y. 116 ot 30r1.

(7) O6LuaTta CTOMHOCT 3a U3BbpPLLBaHE Ha A0OCTaBKUTE CbriacHo MpunoxeHne Nol 3a cpoka
Ha [lorosopa e 88 447,00 neBa 6e3 4A4C nnn 106 136,40 neBa ¢ BkAoueH 4AC

I11. CPOK HA AOIMOBOPA. CPOK N1 MACTO HA N3IMbJIHEHNE

Un. 3 (1) [loroBopbT ce CK/KOYBa 3a CPOK OT 12 mecela.

(2) B pamkuTe Ha cpoka no an. 1N3MbJ/IHNTENAT ocbliecTsABa LOCTaBKUTE B CPOK OT 24
(cnoBom: ABajeceT M YeTUPK) 4Yaca, a NP CrewHn 3a8BkM - 40 1 (eAMH) yac, cYMTaHO OT Yaca,
nocnefpaty 4yaca Ha rnosyyaBaHe Ha NMCMeHa 3asBKa (,,3asaBka”) oT Bb3J/IOXKNTE/A.

(3) BBIJNTOXKUNTENAT wusnpawa 3aaskata o WMIMNbJHUTENIA Ha agpec, akc wu
eM1eKTPOHHa noLua:
agpec: rp. Cogwma 1330, 6yn.,,Akaa. MeaH Mewos™ Ne 2E, crpaga 1, naptep Ha “BusHec LieHTHp
Cepauka“, oduc 007,

Ten: 0887988692, pakc: 02 8914144

e-mail: pharmapro@abv.bg

3asiBKaTa MOXe fAa 6bAe 3a YacT UK 3a LSN0TO NPOrHO3HO KOMMyecTBo, Kato Bb3NTOXUTENAT
He e 3aAb/hkKeH fAa 3adBW LAN0TO MPOrHO3HO KO/MMYeCTBO MO Bpeme Ha cpoka Ha [orosopa. B
cnyvait, ye 3a Bb3/TOXKUTE/A He e Bb3HMKHaNa He06X0AMMOCT OT [locTaBKa, ChLUMAT MMa Npaso
[la He 3asBABa KONNYeCTBa.

(4) OoroBopbT He 06Bbp3Ba BBHINTOXKNTENA cbec 3a4b/MHKEHMETO [da HanpaBu 3asiBKa, a
nocneaHarta € 06ycnoBeHa OT Bb3HMKBaHe Ha HEO6XoAMMOCT OT [locTaBKa 3a Bb3/TOXXUTENA. B
C/lyyail Ye YCNOBMETO MO MPEeAXOAHOTO m3pedeHue He e Hanuue, BB3TOXKUTENAT He Hocu
oTroBopHocT, a U3MbJ/IHUTENAT Hama npaBo fa npeTeHampa HeyCTOMKM U/WNA KakBUTO U [a e
6110 06e3LLeTEHNA 3a MPUUNHEHN BPEaMN.

(5) MACTOTO Ha M3MbAHeHWe Ha JocTaBkuTe e rp. Codwma, yn. ,,bsno mope” Ne 8, YMBAJI
~Llapnua NMoanHa-ICY/” EALL - otaen , [5onHnYHa anTeka”.

IV. MPABA N 3AAbJ/DKEHNA HA CTPAHUTE

Un. 4. Bb3JIOXXUTEJTAT nma npaso:

1 pa n3mckea ot N3MBJ/IHATENA ga u3nb/iHABA B CPOK M 6e3 OTKIOHEHUS BCAKa efHa OT
[OCTaBKMUTe, CbIrNacHO ycnosuata Ha [lorosopa, TexHuyeckarta crneyudukauma v MNpeaioXxeHWeTo
3a U3Nb/IHEHWE Ha MOoPbYKaTa;

2. [la U3BbLpLLUBA NPOBEpPKa BLB BCEKN MOMEHT OT M3Mb/IHEHMETO Ha 3asBkaTa no [lorosopa,
OTHOCHO Ka4yecTBOTO, KOMMYecTBaTa M TeXHUYECKUTe napameTpu, 6e3 C ToBa [fa MNpeunm Ha
peviHocTTa Ha SMBJIHNTESA;

3. [a 3a4bpXun/ycBou CbOTBETHA YacT OT ["apaHUMATA 3@ U3Mb/IHEHWE NPU HEU3Mb/IHEHWE OT
cTpaHa Ha N3MBbJIHNTENA Ha [loroBopa 1 Aa nosyyu HeycToiKa B pasMepa, ornpejeneH B pasaen
VIl o1 HacToAwma [lorosop;

4. pa npernefja AOCTaBeHaTa CTOKa W Ja HanpaBu peknamauuv npu ycTaHOBfBaHe Ha
HeKayecTBeHa/Henb/Ha JlocTaBKa WM TakaBa, KOATO He e B CbOTBETCTBUME C pef1oXeHMeTo 3a
n3nbAHeHWe Ha nopbykara Ha N3MbJIHUATENA,

5. aa nonyyn [loctaBkata B CpOKa v Mpu ycnoBusTa, 4OroBopeHn mexxay CTpaHuTe;
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6. fa He npveme [locTaBkaTa M Aa OTpasn yCTaHOBEHWUTe HeAoCTaTbUu/IMMNCKU B MpPUemo-
npegasateniHMA NPoTokon no yn. 10, an. 2, B c/ydyain Ye [locTaBKaTta He OTroBapsi Ha M3UCKBaHMsATa
Ha TexHunyeckara creyugukaumsa n ycnosmsaTa Ha To3un Jorosop;

7. pa npekpatn JloroBopa egHocTpaHHO Mo BuHa Ha WIBMBJIHUTENA B cnyvail Ha
CBbLLECTBEHO HEN3Mb/IHEHME MO CMUCHNA Ha un. 17, an.2 ot cTpaHa Ha 3N bJIHUTENA.

Un. 5. (1) Bb3JTOXKUTEJTAT e gnbxkeH ga 3annawa Ha N3MNbIHATENA Bb3HarpaxaeHue
Npu MbAHO N KaYecTBEHO U3Mb/IHEHME Ha [JocTaBKa B pa3mep, Npu YCNoBUSA N B CPOKOBE CbI/acHO
HacTosALua [orosop.

(2) BB3NNOXUTENAT ce 3agbmkasa:

1 [a He pasnpocTpaHsaBa MO Kaksato M fa e (hopma BCAKa MNpefocTaBeHa My OT
N3MBHUTENA nHhopMaums, nmalla XxapakTep Ha TbproBCKa TaillHa M U3PUYHO yromeHaTa OT
M3MbJ/IHNTEJIA kato TakaBa B NpeAcTaBeHaTa OT Hero oepra.

2. Npv [OCTaBsAHe Ha CToKaTta [a A npernega, Aa Momnb/IHU NpuemaTtenHo-npeaBaTeiHUTe
NPOTOKONN N MPU YCTaHOBABAaHe Ha ABHW HefoCTaTbLX WUAM NUMNCK Aa rM 0Tpasv B NPOTOKOAA Mo
yn. 10, an. 2;

3. [4a ocurypu nomeLleHve 3a CbXpaHeHWe Crnopef CbLOTBETHUTE W3UCKBaHWA, ako UMa
TaKuBa, Ha AOCTAaBEHOTO KOMIMYECTBO CTOKM.

Un. 6. NAMBbAHUTENAT nma npaso:

1 fa nonyyn yroBOpeHOTO Bb3HarpaXkKaeHwe npu ycrioBmaTa U B CPOKOBETE, MOCOYEHU B
HacTosAwma [lorosop.

2. pa ucka ot BB3NOXKUTENA HeobXoAMMOTO CbAENCTBME 32 OCbLIECTBABAHEe Ha
[JocTtaBkarta no [Jorosopa v NpMeMaHeTo i, KOrato e MU3Mb/IHeHa CbrNacHO M3UCKBaHMATA MO Yn.7,
Tlnt 2

Un. 7. NAMBbAHUTENAT e AnbXeH:

1 pa v3NbAHW BCAKa efiHa OT [OCTaBKUTE Ka4yeCTBeHO, B CLOTBETCTBME C HaCTOALLMA
Jorosop;

2. i U3NbJIHM BCAKA eflHa OT AOCTaBKUTE C OCTATbYeH CPOK Ha rOAHOCT Ha /IeKapcTBeHus
NPOAYKT He No-MaTbK OT 25 % 0T 065iBEHMS OT MPOU3BOANTENS CPOK KbM AaTaTa Ha AOCTaBKUTE;

3. B cnydante no yn. 4, 7. 6 3MBbJIHUTENAT ca 3aab/kaBa Aa 3aMeHW 3a CBOA CMeTKa
[JocTtaBkara ¢ gpyra, OTroeapslla Ha U3McKBaHuATa NMo T. 1 B CpoK fo 12 (4BaHafeceT) uaca,
CUMTAHO OT Yaca, NMOCOYeH B MPOTOKONA 38 HeKayecTBeHaTa/HenbHa JlocTaska.

4. B cnyyar, ye WVBMBMHUTENAT He gocTaBu B cpoka MO T. 3 3aMEHEHUTE CTOKW,
BBb3NTOXKUNTENAT Haumcnsasa HeycToka Ha M3Mb/IHUTENA no un. 11, an.l, KoATo ce yabpxka
OT CnefBalinTe nnawaHna KoM 3nunHUTeNns unm ot EapaHumaTa 3a U3nb/iHeHue,

5. B cnyyant, ye N3MBJ/IHUTEJTAT focTaBy CTOKM, KOUTO He OTFOBAapAT Ha M3UCKBaHUATA
no 1. 2, Bb3NNOXXUNTENAT Hauncnssa HeycTonka Ha N3MBJIHUTENA no un. 11, an. 2, KosTo ce
yabpXKa oT cneApalluTe nnawlaHna KbM M3nbaHuTensa unm ot MapaHumaTa 3a U3nb/HeHue,

6. fia cbxpaHaBa 1 TpaHcnopTupa [ocTaBkaTa 0 MACTOTO Ha U3MNbL/IHEHWE NMPU Cna3BaHe Ha
NOCOYEHMA OT NPOU3BOAUTENA TEMNEPATYPEH PEXUM U APYT YCNOBUA 38 CbXPaHeHWE,;

7. [a He M3Mon3Ba WM pasnpocTpaHsaBa MHgopmaumsa 3a Bb3NIOXXNTENA, ctaHana my
N3BECTHA NPU U3MbIHEHWE Ha 334b/DKeHUATa My N0 HacToAlmA [lorosop.

Un. 8 V3IMBJ/IHUTENAT ce 3aab/mkasa fa NPOABL/KU U3MbAHEHNETO Ha [locTaBKarta U B
CNy4aii Ha 3a6aBAHe Ha nnawiaHe ot cTpaHa Ha Bb3/TOXXNTENA nopagn 06eKTUBHU NPUYMHMN.

V. TAPAHUWMA 3A N3MNBbJ/IHEHNE

Un9. (1) Mpun cknouBaHe Ha [MAorosopa W3MB/IHUTENAT npeactaBs [MapaHums 3a
n3nbaHeHWe Ha [lorosopa (,,[ apaHums 3a n3nbaHeHve™) B pasmep Ha 884,47 (C/1I0BOM: OCEMCTOTUH
ocemMpeceT u yetupwu nB.., 0,47 cT.) neBa npefcTasnssawm 1% (eanH NPOLEHT) OT Heroeara 06La
CTOMHOCT Mo un. 2. an.7, 6e3 AAC. MapaHUMATa 3a U3NbHEHWE Ce NMPeACcTaBs B efHa OT CNeAHuTe
(hopmu:

a) NapnyHa cyma, BHeceHa rno nocoyeHa ot Bb3/TIOXKMNTEJIA 6aHKoBa CMETKa;

6) 6e3ycnoBHa HeOTMeHsieMa 6aHKOBa rapaHLuus; 1m

B) 3aCTpaxoBKa, KOATO 06e3rneyaBa WM3Mb/HEHWETO 4pe3 MOKPUTME Ha OTrOBOPHOCTTa Ha
N3MBbTHATENA.

2 MapaHUmATa 33 U3NbIHEHWE CefiBa Aa e CbC CPOK Ha BA/IMAHOCT OT jartarta Ha B/n3aHe B
cuna Ha [lorosopa Ao Hail-maniko 30 /TpugeceT/ AHU cnep U3TUYaHeTO Ha cpoka no yn. 3, an. 1



(3) MapaHumaTa 3a U3MbIHEHME Ce YCBOSABA M3UAMIO UK YacTnuyHO oT BB3JTOXKUTENA B
Cyyail Ha HeusMmb/HEHME Ha 3adb/keHusTa Ha VIBMBb/IHUTE/A 3a yacTTa, CbOTBETCTBALLA Ha
Hensnb/HeHWeTo. BB3JTOXKUTENTAT vma npaBo Aa yceow MapaHumaTa 3a usnbviHeHue, 6e3 Tosa
[ia To iMwaesa OT NpPaBoTO fa Thbpcy 06e3leTeHne 3a BpeAW, HaABMLLABALLM NOMyYeHaTa cyma Mo
["apaHUmATa 3a U3NMb/IHEHWE.

(4) Mpun nunca Ha Bb3paXEHUA/NPETEHLUUN BbB BPb3Ka C M3Mb/HEHMETO Ha florosopa OT
cTpaHa Ha BB3/TOXXUTESA, Toil ocBoboXKAaBa MapaHuUmsaTa 3a M3Mb/HEHWE (BpblUa NapuyHaTta
cyma/opurvHana Ha wusgafeHata 6aHKoBa rapaHums/3acTpaxoBka) B Cpok oT 30 AHW cref
NPUKKOYBaAHe Ha W3Mb/IHEHWMETO WM M3TMYaHe Cpoka Ha JloroBopa, 6e3 fa Ab/KU NNXBU 3a
nepuoga, npe3 KowWto lMapaHuusaTa 3a M3Nb/HEHWE e MpecTosna Npu Hero (B ciyyal 4Ye e nop
(hopmata Ha napuyHa cyma).

(5) PasxoauTe no OTKpuBaHe, NOAAbPXKaHe, NOLHOBSIBaHE 1 06CNy)XBaHe Ha MapaHUmMsTa 3a
N3Nb/IHEHME ca 3a cMeTKa Ha V3Mb/TIHUTEA.

(6) MapaHUMATa 3a M3Nb/IHEHME He ce 0cBO6OXdaBa 0T Bb3/TIOXKMTE/IA, ako B npoueca Ha
M3Nb/IHEHNE Ha [0roBopa e Bb3HWMKHa/I Cnop MeXAy CTpaHWTE OTHOCHO HeW3Mb/IHeHWe Ha
3aabmkeHuaTa Ha N3Mb/IHUTENA n BbNpoCsT e OTHEeCeH 3a peLlasaHe npej cua. [Npu pellasaHe
Ha cnopa B nonsa Ha Bb3/TOXXUTE/IA, Toil MoXe fa NpUCTbNN KbM YCBOsIBaHE Ha rapaHumsiTa 3a
N3Nb/IHEHVE.

VI. MPEOJABAHE N NMPNEMAHE 3A N3MNb/IHEHUWETO

Un. 10.(1) MpuemaHeto Ha goctaskaTta oT Bb3/TOXKUTEJIA ce m3BbpLuBa Ype3 HayanHMK
otgen ,bonHMyHa anteka” wWAM HeroB 3aMecTHMK. 3a BDB3JIOXKWUTENA npuemartenHo-
npefasate/IHAAT NPOTOKON Ce MOANMCBA OT NINLLETO npuvemallo goctaskara, a 3a 3Mb/IHUNTE/A
- OT OnpeAesieHo OT Hero mue.

(2) MpuemaHeTo Ha [focTaBKa nNO 3asfBKa Ce YAOCTOBepsBa C MOANUCBaHe OT
npeacrasutenuTe no anl Ha ABYCTpaHeH npvematesiHo-npefaBaTesieH NpPOTOKO/, B KOWTO Ce
OTpassBa fjarata M 4yaca Ha [JoCTaBkara, BuAa W 6pos Ha [OCTaBAHWUTE NIeKApPCTBEHU MPOAYKTY,
CPOKBLT Ha FOAHOCT, KaKTo WM MpuapyXasawimTte rv AOKyMeHTW. [locTaBkaTa ce cuMTa npueTta oT
BB3TOXKUNTENA camo ako CbWMAT e nognucan npueMaTenHo-npeaasaTe/iHng npoTokon 6es
Bb3paXkeHns (nMocoysBaHe Ha HeLOCTATbUW/MIMNCU HA CTOKU WM LOKYMEHTW, KOUTO Cnefsa Aa rv
npuapy»<a.ar).

VIl. HEYCTOWKMN

Un. 11. (1) B cnyuvaii, ye N3MBJTHNTENAT He n3nbaHM 3asBKa B CPOKa No ua. 3, an. 2,
A no Yn.7, T. 4, 1o avmkn Ha BB3NNOXKNTENA HeycTolka B pasmep Ha 0,25 % (Hyna usno u
[BafleceT 1 neT CTOTHM NPOLEeHTa) OT CTOMHOCTTA Ha Heusnb/iIHeHaTa 3asBKa 3a BCEKU MPOCPOYEH
yac, Ho He noseye OT 10 % (geceT NPOLEHTa) OT CTOMHOCTTA HA HEM3Mb/IHEHATa YacT OT 3asBKaTa.

(2) B cnyuain, ye UN3INBAHUTENAT wm3nbnHM 3asiBka C [JOCTaBKa Ha JleKapCTBEHU
NPOAYKTWN C MO-KPaTbK CPOK Ha rogHOCT OT mnocodeHns B un. 7, T. 2, USMBJTHUTENTAT gbmku
HeyCTOIKa. Pa3mepbT Ha HeyCToMKaTa e KakTo Crefsa:

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

- 0T 14,99 % no 10,00 % - 0,3 % BbpXYy CTOMHOCTTA Ha [0CTaBKaTa.

Un. 12. N3nnawaHeTo/yAbpXXaHeTo Ha HeyCcTOMKM He nuwasa Bb3/TOXXNTEJIA oT npaBoTo
[a TbPCK peasiHO U3MbJIHEHME U 06e3LLeTeHMe 3a NPEeTbpPreHnTe BPeaun, HAAXBbP/ALWM pa3mepa Ha
HeyCcTolKaTa.

Un. 13. (1) MNpwu npekpatsasBaHe Ha [oroesopa nopaau OTKa3 OT [OCTaBKa Ha /leKapCTBeH
npoaykt, USMBbTHUTENAT abmkm Ha Bb3NTOXXWNTENA HeycToiiKa B pasmep Ha 20% (aBageceT
NpoLeHTa) OT CTOMHOCTTA Ha 3asiBeHaTa, HO HeM3Mb/IHeHa JOCTaBKa.

(2) BBb3noxXuTenaT yabpxka Ab/HKAUMUTE CYMU 3@ HEYCTOMKa MbPBO OT CriefBalimTe niawaHus
KbM 3Nb/IHUTENS, a cnef, ToBa OT rapaHLumaTa 3a U3nb/IHeHne Ha A0roBopa.

(3) B cnyyamTe no an. 2, Korato Bb3noxuTensaT e yabpXan HeycTorikata 0T CTOMHOCTTa Ha
rapaHumaTa 3a u3nbiHeHne. VI3NbAHUTENAT e ANbXKEH B 5-AHEBEH CPOK OT YyBeAOMABaHETO MYy 3a
yCBOSIBaHe Ha 4acT OT rapaHuuaTa, Aa AONb/IHM rapaHumaTa 3a U3Nb/IHEHWe [0 pa3mepa, onpeaeneH
Bu/. 9, an. 10T forosopa 1 fa npeactasn Ha Bb3noxutens CbOTBETHUA OKYMEHT.

Un. 14. Mpwn HemsnbHeHWe Ha 3a4b/MHKEHNETO cu Mo yn.2, an.3, Bb3/IOXXUTENAT gbmku
Ha N3MBb/IHUTENA HeycToiika B pasmep Ha 0.1% (Hyna usno v eauH Ha CTo) OT LleHaTta Ha



M3BbPLLIEHATA JOCTAaBKa 3a BCEKY fleH 3a6aBa, HO He nosede oT 5 % (MeT Ha CTO) OT CTOWHOCTTA Ha
[0CTaBKara.

Vill. HENPEABNAEHW OBCTOATEJ/ICTBA

Un. 15. (1) CtpaHute no JloroBopa He Ab/mKaT 006e3LETEHME 3a MPEeTbPreHn Bpeau U
3arybu, B C/lyyali Ye nocnefHUTe ca NPUUYMHEHN OT HENPEeOoAoIMMa Cila no cMucbia Ha yn. 306 ot
THProBCKNA 3aKOH.

(2) B cnyuari ye CTpaHata, KOSTO € CrefiBasio [a M3Mb/IHU CBOE 3aAb/HKeHMe No [Lorosopa, e
6una B 3a6aBa KbM MOMEHTa Ha HaCcTbMNBaHe Ha HernpeoLoNMMaTa CUMa, TH He MOXKe fa ce Nno3oBasa
Ha HenpeozonMmMa cuna.

(3) CrpaHaTa, 3acerHata OT HenpeofonMma cuia, e AbXHa fa npeanpueme BCUYKU
[eCTBUA C rpukaTa Ha Jo6pua Tbprosew, 3a fa Hamann 40 MUHUMYM NOHECEHUTe BPeamn 1 3aryom,
KakTo M [a yBegoMu nucMeHo fpyrata CTpaHa B TpuAHeBeH CPOK OT HaCTbMBaHETO Ha
Henpeofgonumata cuia. pu HeyBefoMsBaHe Ce Ab/DKM 00e3LleTeHMe 3a HacTbMuaMTe OT ToBa
Bpeau.

(4) [QokaTo Tpae HenpeogonMmara cua, U3MNbIHEHMETO Ha 3a4b/DKEHUATA U HA CBbP3aHNTE C
TAX HaCpeLLHW 3a4b/KEHUS ce Crvpa.

IX. Bb3SMOXXHOCTW 3A USMEHEHVE HA O OBOPA

Un. 16. (1) CvrnacHo un. 116, an.1, 1. 1 ot 30I1 ce npeaBvXAaT CnefHNUTE Bb3MOXHOCTY 3a
N3MEeHeHNe Ha JOroBopa:
1 B cnyuaid, Ye criefi n3TMyaHe CpoKa Ha [OroBopa He e mM3yeprnaHa CTOMHOCTTa My, TO CbLMAT
MOXe fa Oble YAb/DKEH [0 M3pa3xoBaHe Ha npefBuaeHata B Hero cyma, HO He noseye OT 6 (LecT)
meceLa;
2. Bb3noxntensaTt Moxke Aa 3adBu foCTaBKaTa Ha Mo-rofieMu Kom4yecTBa /IeKapCTBEHW NPOLYKTU OT
eflHa Unn NoBeyve HOMEHKNATYPHU eUHMLM, HO CaMO B paMKWTe Ha CTOMHOCTTa Ha [0roBopa;
3. OgpepupaHaTa LieHa 3a OMakoBKa Ha N1eKapCTBEHWA MPOLYKT e (PMKCMpaHa U He MOANeXWN Ha
NMPOMsiHa 3a CpPoKa Ha JelicTBMe Ha forosopa. o M3K/IYeHWe [OroBopeHaTa LieHa MOXe fda ce
N3MeHs BbB Bpb3Ka C NMPOMeHW B Hapefbata 3a ycnosusTa, npaswiata U pega 3a perynupaHe u
perncTpupaHe Ha LieHUTe Ha nekapcTeeHuUTe npogykTu ot 30.04.201 3r./ uam. u gon. AB. 6p.8 ot 24
AHyapn 2017r., npaseLy HEBBL3MOXKHO M3Mb/IHEHWETO Ha LOroBopa npv 4OroBOPEHNTE YCOBUS;
4. B cnyvaid, Ye B CpPOKa Ha [0roBopa AbpXXaBHO perynupaHarta LeHa B lMpunoxeHne Ne 2 Ha
MMO3UTMBHMA NEKapPCTBEH CMUCLK CTaHe MO-HWUCKa OT JorosopeHata, V3NbAHUTENAT e [ANbXKeH
CBOEBPEMEHHO [a MPOMeHW LieHaTa, Ha KOATO [0CTaBsA 1eKapCTBEHUTE MPOAYKTU, B CbOTBETCTBME
C onpegeneHara LeHa B [MO3UTMBHMA NeKapCTBeH CMNMUCHLK, CYMTAHO OT garara Ha npomsHa. B
C/lyyair, Ye He yBefOMW Bb3noxutens NUCMeHO B 5-AHEBEH CPOK 3a MpPOMsSHaTa U He NMPOMEHM
LeHata, Bb3noxXutenar Le 3annalla 4OCTaBAHUTE NEKAPCTBEHM NPOAYKTU MO NPOMEHEHATa LieHa,
CUMTAHO OT jJartarta Ha CboTBeTHaTa AKTyanun3aums Ha No3snT1BHNA NeKapCTBEH CMUCHK;
5. B cnyuyaid, 4ye B cpoka Ha foroeopa oT cTpaHa Ha H30K 6baat AoroBopeHa no-HUCKa LieHa oT
obepupaHata, Bb3noxutenar we 3annawia 6e3yc/ioBHO JOCTaBAHWUTE fIeKapCTBEHM MPOAYKTU Ha
Mo-HUCKaTa LeHa, CYATaHO OT JaTaTa Ha CbOTBeTHaTa NPOMsHa.

(2) CobrnacHo un. 116, an.l, 1. 4 ot 30l [oroBopbT 3a Bb3fnaraHe Ha 06LLECTBEHAaTa
nopbyka MoXe fa 6bae M3MEHeH, KOrato M3nb/HUTENAT OTKaXKe [a W3Mb/HABa [0rosopa wm
[OroBOpbT ObJe MNpekpaTeH MO BUHA HA M3NbAHUTENA. Bb3NOXWUTENAT MOXe f[a 3aMeHu
M3NbAHMTENS Ha 00LLeCTBEHaTa NOpbYKa C Y4aCTHMKA, KnacupaH Ha BTOPO MSACTO B Mpoueaypara,
KaTo nognuile JONbAHWUTENHO CnopasyMeHVe C HEero KbM [0roBopa 3a 06LecTBeHa nopbyka npu
yCNnoBuATa, onpegenieHn B TeXHUYeCKOTO U LIeHOBOTO My MpeLioKeHNs.

X. MPEKPATABAHE HA O OBOPA

Un. 17. (1) HacTosawwmaT [lorosop ce npekparssa:

1 c n3TnyaHe Ha cpoka no un. 3, an. 1,

2. N0 B3aMMHO Cbrnacue mexay CtpaHuTe, 13pa3eHo B NUCMeHa opma;

3. OT Bb3noxutens npu ycnosusaTa Ha ui. 118 ot 3akoHa 3a 00LEeCTBEHUTE MOPBYKMN.

(2) BBINNOXUNTENAT moxe fa npekpatu [oroBopa 6e3 npeawssBecTue B Clyyail Ha
CbLLECTBEHO HEM3Mb/IHEHME Ha 33aAb/KeHWATa oT cTpaHa Ha U3Mb/IHUTEJIA. 3a ,,cbluecTBeHO
HeunsnNb/IHEHME™ Ce cuMTa BCEKWN efIUH OT CMefHNTE Cnyyau:



1L N3MBbNHATENAT 3abaBu ABa vau noBeve MbTW CPOKa 3a A0CTaBka No [orosopa C
noseye OT 48 (4eTMpuaeceTt v 0CeM) yaca;

2. N3AMBbNHUNTENAT pBa wnn noseye NbTU He OTCTpaHW B cpoka nmo yn. 7, T. 3
KOHCTaTMpaHu HefocTaTbLu/anncu;

3. U3MNBJIHUTENTAT aBa unv noseye NbTW He U3MbB/IHU TOYHO HAKOE OT 3a4b/DKeHUsTa cu
no floroeopa;

4. N3BMNBbNHUTENAT 6bae 065BEH B HECHLCTOATENIHOCT MM KOrato e B Npou3BOACTBO MO
HeCLCTOATE/THOCT UK NTIMKBUAALNS,

XI. OBPABOTBAHE HA JAHHW, CbIMMACHO AEPVHUNLNATA MO Y/l. 28 HA
PEFTAMEHT (EC) 2016/679 HA EBPOMEVCKUA MAPIAMEHT U HA CHBETA OT 27
AMPWN 2016 TOQNHA(PEFTAMEHTA), OTHOCHO 3AWWNTATA HA ®N3NYECKUNTE
NUA BbB BPb3KA C OBPABOTBAHETO HA JINYHW JAHHWN

Un. 18. (1) HacToawmaAT pasgen uma 3a Len ga perynvpa MyHUTe npasa v 3afb/DKeHNA Ha
CTpaHuTe, BbB BPb3Ka C JaHHW N MH(opMaLus, onpegeneHa KaTto noBepuTesiHa, KOUMTO ca CTaHam
N3BECTHM N0 BPEME Ha U3BbPLLUBAHE Ha IeMHOCTUTE, OnuncaHu B HacToAWwma Jorosop.

(2) 3a uenute Ha [loroBopa Te3n JaHHW U MH(OPMaUMA e Ce CUMTAT 3a NOBEPUTESIHU U
CtpaHuTe ce 3a4b/pKasaT Aa He NpefoCTaBAT Ha TPETU CTPaHU U vua, NNYHUTE AaHHWU, NpeameT
Ha [loroBopa, WAM NUYHU [JaHHU U WH(OPMAaLMsA, CTaHaAIM UM M3BECTHU MPU U3MbJHEHME Ha
[loroeopa.

3) MoBepUTENHMS XapaKTep Ha FOPEnoCOYEHMTe AaHHU 1 MHGopMaLms Lie TpsabBa aa 6bAg
N3PUYHO AeKnapvpaH, ¢ NOANUCUTe Ha NPeACTaBUTENNTE Ha CTPaHUTE.

Un. 19. CTpaHuTe Cce aHraxupar ga npuemMar BCUYKM MEPKM 3a CUIypPHOCT, KOMTO ca
HeoOXoAMMM 3a 3allMTa Ha JaHHUTe U MHopMaumsaTa OT MOBEPUTENEH XapakKTep W aa ce
rapaHTupa, Ye TAXHarTa NnoBepPUTE/THOCT MO HMKaKbB HaYMH He e HapyLLeHa.

Un. 20. CTpaHnTe, NOANMCBANKM HacToALWMA [OroBop Aeknapupar, Ye Wwe K3non3esaT caMmo
06paboTBaLM IMYHN [aHHW, KAKTO U 4e ca Npegnpuenyt LOCTaTbYyHWN NOAXOAALM TEXHUYECKN U
OpraHu3aumMoHHN MepKW MO TakbB HayuH, 4Ye 00pabOTBAHETO fa MpPOTMYa B CHLOTBETCTBME C
N3NCKBaHUATa Ha PernameHTa M Mo TO3M HauMH OCUTYpsIBaT 3allMTa Ha npaeaTa Ha Cyb6eKTUTe Ha
[laHHW.

Un. 21. CTpaHuTe BbBEXAAT MOAXOAALUM TEXHNUYECKM M OpraHM3aLMoOHHN MepPKW, 3a aa ce
rapaHTupar, 4e no nogpasbupaHe ce 06paboTBaT CaMO /IMYHU [JaHHW, KOUTO ca Heobxoammun 3a
BCAKa KOHKpeTHa Len Ha obpaboTBaHeTo. ToBa 3afb/DKEHME Ce OTHacsa A0 06eMa Ha ChbOpaHuTe
NMYHW [laHHW, CTeneHTa Ha 06paboTBaHETO, Nepuroga Ha CbXpaHsABaHETO UM M TAXHATa JOCTHIHOCT.

Un. 22. TpeTupaHeTO Ha BCWMYKM MIMYHU AaHHM TpsibBa fJa OTroBapsi Ha CbOTBETHOTO
HaLMOHa/IHO 3aKOHOAATe/ICTBO Ha y4aCTHULMTE, NO-CneunasHo BbB BPb3Ka CbC 3aKOHa 3a 3alimTa
Ha IMYHUTE JaHHU 1 Ha PernameHra.

Un. 23. CTpaHuTe 06paboTBaLly MUYHW AaHHW UMAT BbBEAEHM BLTPELLUHM NpaBuia OTHOCHO
06paboTKata 1 CUrypHOCTTa Ha SINYHUTE AaHHW W rapaHTupar, 4ye 06paboTeHNUTe NNYHW AaHHW ca
[OCTBIMHM Camo 3a Haf/1eXHO YMb/IHOMOLLEHU CNY>XXUTENN.

Un. 24. JInyHnute gaHHW, KOMUTO Ca CTaHa/IM M3BECTHW MO cuiata Ha HactoAwmsa [orosop
WA NO BPEME Ha W3MbJIHEHWETO My, ca MpeaMeT Ha obpaboTBaHe OT CTpPaHUTE 3a MOCTUraHe Ha
LennTe 1 NpeMeTa Ha I0roBopa, ce 06paboTBaT 3a CPOK He NO-Ab/bI OT CPOKa Ha A0roBopa.

XIl. 3AKJTIOHNTEJTHWN PAIIMNOPEABN

Un. 25. (1) HacToAwmaT [Jorosop Moxe fa 6bae U3MEHSIH C MUCMEHO AOMb/IHUTENHO
cnopasymeHne KakTo c npeasuaeHuTe B Pasgen 1X. Bb3MOXHOCTM 3a M3MEHEHWe Ha [0rosopa,
Taka u npuv ycnosusTta Ha un. 116 oT 3akoHa 3a 06LLECTBEHUTE MOPBUKM.

(2) Huto epgHa OT cTpaHUTe HAMa NPaBO Aa MPEXBLPASA MpaBaTta U 3a4b/DKEHUATA,
npomnsTUYaLLyn OT TO3M [OroBop, Ha TpeTa CTpaHa, OCBeH B ciyyante, nocoyeHu B 30r1.

Un. 26. (1) Bcnuky cbo6LLEHNA, NPean3BECTUS 1 HapeXdaHWs, CBbp3aHu C M3Mb/IHEHUETO
Ha 1031 [loroBop v pa3meHsaHu mexay Bb3JTOXKUTENA n N3MbIHUTENA ca BaamaHu, Korato
ca m3npareHu no nouiara ¢ obparHa pasnucka, No gakc, eNeKTpoHHa nowia uav npefageHn ypes
Kypuep cpeLLy noAnuc Ha npuematlara cTpaHa.

(2) 3a gataTta Ha CbOOLLEHMETO Ce CMATa:

1. faTarta Ha npefaBaHeTO - NPV NpejasaHe Ha pbka Ha CbOOLLEHWETO;



2. flaTaTa Ha NpuemMaHeTo - Npu m3npatiaHe no akc;

3. jaTaTta Ha MOCTHMBAHETO B e/IEKTPOHHATa MNOoLLa - MpW 13npatyaHe no UMemnn.

(3) 3a BanmMagHM agpecn 3a MpUeMaHe Ha CbOOLLUEHUS, CBbP3aHW C W3MbAHEHWETO Ha
[l0roBopa 1 npegasaHe Ha JOKYMEHTU, Ce CMATaT:

1 3a BBb3JIOXKUNTENA: rp. Codumsa, yn. ,,bano mope” Ne 8, otaen ,,bonHnMYHa anTeka”, Ten
02 9432429, thakc 02 9432117, e-mail: apteka@isul.eu

2. 3a UBNBNHNTENA: rp. Codwmsa 1330, 6yn.,,Akan. VeaH Eewos” Ne 2E, crpaga 1,
naptep Ha “busHec LeHTbp Cepamka®, otuc 007, Ten: 0887988692, thakc: 02 8914144, e-mail:
pharmaprO@abv.b2

Un. 27. B cnyyaih Ha npeobpa3yBaHe, BAMBaHe WM cnvBaHe Ha BB3NTOXKUNTENA wnnn
N3MBNHUTENA, topuandecknute uua, TeXHW NpaBONpPUEMHMLM, ca 06Bbp3aHM CbC
3a[b/IXKeHMATA M0 TO3M LOroBOp Npw crassaHe n3nckeaHmaTa Ha 30r1.

Un. 28. Bcmukn cnopose no To3u [loroBop Lie ce ypexaaT 4pes nperoBopu Mexay
CTpaHunTe, a Npu HenocTUraHe Ha Cbriacue - Lle ce OTHACAT 3a pellaBaHe OT KOMMETEHTHUA Cbj B
Peny6numka bbnrapus.

Un. 29. 3a BCUYKM HeypedeHn B TO3M [lOroBop BLMPOCK ce npunarat pasnopenbuTe Ha
[leCTBaLLOTO 6b/rapCcKo 3aKOHOAATENCTBO.

Un. 30. HepasaenHa yacTt oT HacToAwmA Jorosop ca:

1 TMpunoxeHue Ne 1- , Cneungmkalms KbM gorosopa”

2. “lpepnnoxxeHue 3a U3NbJIHEHWE Ha NOpbYKaTa”;

3. “LleHOBO npefnoXxeHne”.

4. TexHu4yecKa cneummTxauns

HacToswumsat [ CKMHUM B [1Ba eAHO06pasHU
BB3TOXKUTENIA n UTENA.


mailto:apteka@isul.eu
mailto:pharmapr0@abv.b2

MpunoxeHue Ne 1 -, Crieymndurkayma KoM gorosopa’

e
s Konnuectso
T AHatoMO- MexXayHapogHo Komm Ha THpProecko HaMMeHoBaHWe, vpara EQvHAGH
<l TepaneBTWY  HenaTeHTHO JlekapctBeHa MspK YeCTB  AKTVIBHOTO Ko/m4yecTBo Ha aKTUBHOTO :[loeezapaa 2 LIeHa ¢ O6wa ueHa  O6LLA LigHa e
i €H Ko[, HanMeHOBaHNME (bopma a 0 JIEKAPCTBEHO NEKapPCTBEHO BELLIECTBO U U'DDD E.D.C 6e3 ,D,U,C ,ﬂ,ﬂ,C
S /ATC-kog/ /INN/ BELLIECTBO npea/iaraHa ornakoBKa
(o)
o
coagulation Powder and Elocta powdee and solution for
factor VIII solvent for injection 1000 IU, Pack vial
10 Bo02BDO2 ) 6p. 40 1000 w ! i ] 762,42949 1524,85 50828,33 60994,00
(efmoroctocog solution for (Powder) +1 pre-filled syringe
alfa) injection (solvent])
Alprolix, powder and solvent
Powder and for solution for injection, 1000
Coagulation solvent for IU, pack: lvial + lpre-filled
13  B02BDO04 _ 6p. 20 1000 w _ 2,25712 2257,12 37618,67 45142,40
factor IX solution for syringe + 1p|unger rod + 1
injection vial adapter + Linfusion set +

2 swabhs + 2 plasters + 1gauze

88447,00 106136,40



03 oo F xe_”‘

5N

AHaTOMO-
TepaneBTuUY
eH Kof
/ATC-kopa/

B02BBO1

B02BDO1

B02BDO02

B02BDO02

B02BDO02
B02BDO02

B02BDO02

B02BD02

MpeanoxeHve 3a M3MNb/IHEHNE Ha NopbYKaTa

MeXayHapoaHO HEMATEHTHO
HaumeHoBaHuMe /[INN/

Human fibrinogen

Human Prothrombin Complex

Human coagulation factor VIII

Coagulation factor VIII (Octocog alfa)

Coagulation factor VIII (Octocog alfa)
Coagulation Factor VIII (Turoctocog Alfa)

Coagulation Factor VIII (Simoctocog Alfa)

Coag u&tioafacjor VSf<M oroclleog alfa)

JlekapcTBeHa
thopma

4
Powder for solution for

injection/infusion

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for
solution for injection
Powder and solvent for
solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

6p

6p

6p

6p

6p

6p

6p

6p

KonuuecTtBO

30

20

200

40

120

120

80

20

Mpuno>kexnne Ne 1

Tbproscko HammeHoBaHue, KonnyecTtso
Ha aKTUBHOTO /IEKAPCTBEHO BELWECTBO U
npegnaraHa onakoBKa

Kog
H30K

BHO087

BHO088

BH097

BHO099

BH103
BH104

BH105

BHIOff



10

12

13

14

15

16

B02BDO02

B02BDO02

B02BDO03

B02BD04

B02BDO04

B02BDO04

B02BDO06

B02BDO08

Coagulation factor VIII (rurioctocog alfa pegol)

coagulation factor VIII (efmoroctocog alfa)

factor VIII inhibitor bypassyng activity

Coagulation factor IX

Coagulation factor IX

Coagulation factor IX (nonacog alfa)

Coagulation factor VIII, Factor von Willebrand

Eptacog alfa (activated)

Cpok 3a gocTtaBka 24:00 yaca
[ata.../4.»..££:.2019r.

Powder and solvent for

injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for infusion

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

6p

6p

6p

6p

6p

6p

6p

6p

20
Elocta, Powder and solvent for solution for injection, 1000, IU,
40 Pack: 1vial (powder)+I pre-filled syringe (solvent)
200
40

Alprolix, Powder and solvent for solution for injection, 1000,
IU, Pack: 1vial + 1 pre-filled syringe + 1 plunger rod + 1 vial
20 adapter + 1 infusion set +2 swabs +2 plasters + 1 gauze

20

160

40

Mapwo
MNop

BH108

BH110

BH11&Y4

N
S

BH120 /

—

BH121

BH126

BH127

Bill 28
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AHaTOMO-

TepaneBTnUY

eH Koj
IATC-kop/

B02BBO1

B02BDO1

B02BDO02

B02BDO02

B02BDO02
B02BDO02

B02BD02

B02BDO02

MexayHapogHo
HenaTeHTHO
HaumeHoBaHue /[INN/

3

Human fibrinogen

Human Prothrombin Complex

Human coagulation factor Vill

Coagulation factor VIIlI (Octocog alfa)

Coagulation factor VIII (Octocog alfa)
Coagulation Factor VIII (Turoctocog
Alfa)

Coagulation Factor VIII (Simoctocog
Alfa)

Coagulation factor VIII (Moroctocog
alfa)

JlekapcTBeHa
hopma

4
Powder for solution for

injection/in fusion

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for
solution for injection
Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Msap Konwnu
Ka  eCcTBO
5 6

6p 30

6p 20

6p 200

6p 40

6p 120

6p 120

6p 80

6p 20

TbHproBcko HanMeHoOBaHMUe,

Konn4yectBo Ha aKTUBHOTO

NeKapCTBEHO BEWECTBO U
npegnaraHa onakoBKa

( I JJI'A\
W M

-~

OdepupaHa
yueHa 3a DDD

EgnHndHa ueHa

Ha onakKoBKa,
Kop

n3vyncneHa Ha H30K

6a3a opepupaHa

yueHa 3a DDD

BHO087

BHO088

BHO097

BH099

BHIO3
BH1044-

BHIO3

BH106



9

10

11

12

13

14

15

16

B02BDO02

B02BDO02

B02BDO03

B02BDO04

B02BD04

B02BDO04

B02BDO06

B02BDO08

Coagulation factor VIII (rurioctocog

alfa pegol)

coagulation factor VIII (efmoroctocog
alfa)

factor VIII inhibitor bypassyng

activity

Coagulation factor IX

Coagulation factor IX

Coagulation factor IX (nonacog alfa)

Coagulation factor VIII, Factor von
Wi illebrand

Eptacog alfa (activated)

Jara {2..Q ..2019

Powder and solvent for

injection

Powder and solvent for
solution for injection

Powder and solvent for

solution for infusion

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for injection

6p

6p

6p

6p

6p

6p

6p

6p

20

40

200

40

20

20

160

40

Eiocta, Powder and solvent for solution for
injection, 1000,1U, Pack: I vial (powder)+I
pre-ftlled syringe (solvent)

Alprolix. Powder and solvent for solution for
injection. 1000. IU, Pack: 1vial + 1 pre-filled
syringe + 1 plunger rod + 1 vial adapter + 1

infusion set + 2 swabs + 2 plasters + 1 gauze

Mapwuo Tep3ues - ynpas
Moanuc Ha nmueTo (U

762,42494 nB.

2,25712 nB.

1524,85 ns..

2 257,12 ns..

BH108

BH110

BH116

BH120

BH121

BH126

BH127

BH128
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PA3LAEJ XI. TexHnyecka creympukaumns

AHaTOMO-

TepaneBT MeXayHapogHO HeNnaTeHTHO

YeH Kof
/ATC-kog/

B02BB01
B02BDO01

B02BD02
B02BD02
B02BD02
B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BDO03

HammeHoBaHMe /INN/

Human fibrinogen

Human Prothrombin Complex

Human coagulation factor VIII

Coagulation factor VIII (Octocog

alfa)

Coagulation factor VIII (Octocog

alfa)

Coagulation Factor VIII

(Turoctocog Alfa)
Coagulation Factor VIII

(Simoctocog Alfa)
Coagulation factor VIII

(Moroctocog alfa)
Coagulation factor VIII
(rurioctocog alfa pegol)

coagulation factor VIlI
(efmoroctocog alfa)

factor VIII inhibitor bypassyng

activity

NekapcTBeHa (opma

Powder for solution for
injection/infusion
Powder and solvent for

solution for inie.etion

Powder and solvent for
solution for injection
Powder and solvent for
solution for injection
Powder and solvent for
solution for injection
Powder and solvent for
solution for injection
Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

Powder and solvent for
injection
Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

KonnyecTtBo
Ha aKTUBHOTO
NeKapCcTBeHO

BeLLEeCTBO
1 g

500

500

500

500 L

500 L

500 L

500 L

500 1]

1000 1]
500 U

OkoH4aTtesiHa onakoBka

1

1

1 vial powder, 1vial solvent 10
ml, 1syringe, 1 transfer set
1 vial powder + 1 vial solvent
(2ml) + reconstitution device
1vial+1 pre-filled syringe (3 ml)+
1 vial adapters-1 venipuncture set
lvial + 1pre- filled syringe + 1

vial adapter

1 vial (powder) + 1 pre-filled
syringe (solvent) + 1 vial adapter
1 pre filled syringe + 1 plunger
rod + 1 sterile infusion set + 2
1vial + 1vial (solvent 2 ml),
preassembled whit reconstitution

1 vial (powder)+l pre-filled

syringe (solvent)

1 pre-filled syringe + powd.vial +

solv.vial 20 ml + adm.set

H3O0K

BHO087

BHO088

BHO097

BHO099

BH103

BH104

BH105

BH106

BH108

BH110

BH116

NPOrHO3HW
CTOMHOCTU
E c 6e3 44C

17829,50
5942,83

51451,67
20541,33
61354,00
61354,00
40902,67
10225,67
12707,17

50828,33

127051,67



12

13

14

15

16

B02BD04

B02BD04

B02BD04

B02BD06

B02BD08

Coagulation factor 1X

Coagulation factor IX

Coagulation factor IX (nonacog
alfa)
Coagulation factor VIII, Factor
von Willebrand

Eptacog alfa (activated)

Powder and solvent for

cnintinn fnr iniprtinn

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection
Powder and solvent for
solution for injection
Powder and solvent for
solution for injection

500

1000

500

500

2mg
(100

1

1vial + 1pre-filled syringe + 1
plunger rod + 1vial adapter + 1

1 vial powder + 1 pre-filled
syringe solvent 5 ml + 1 injection

1

1vial + 1syringe + 1vial adapter

BH120

BH121

BH126

BH127

BH128

13523,33

37618,67

10106,17

62818,67

85711,67





